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KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay CoBMecTHbIH puka3 MUHHCTpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 11 mapta 2026 roga Ne
30 u 3amecturens [Ipembep-
Munucrpa — Munuctpa
HCKYCCTBCHHOTO HHTEIUICKTA
nudposoro passutus PecrmyOnuxu
Kazaxcran or 12 mapra 2026 roga Ne
140/HK

O npoBeeHUN MWJIOTHOTO MPOEKTA M0 BHEAPEHUI0 KOMIIO3UTHOM
roCcyJIapcTBEHHOM YCJYIH M0 PeruCTPALMHU JIEKAPCTBEHHBIX CPEACTB U
MeIMIUHCKUX U3/1eJIUil 10 NPUHIMILY «eIUHOT0 OKHA»

Cuocka. [leucmeyem no 31.12.2026 6 coomeemcmeuu ¢ nyHKmom 5 Hacmosaue2o
npuKasa.

B cootBetrcTBUU co cTatbeit 22 3akoHa Pecniyonuku Kazaxcran «O
rOCYJJapCTBEHHBIX YCIyrax», a TAKXKE B LEJAX ONTUMHU3ALUN IIPOLECCOB OKA3aHMs
rocynapcteenHon ycayru IIPUKA3BIBAEM:

1. Bo Bcex obnacTsx, ropogax pecrnyO0IMKaHCKOTO 3HAYEHU S, CTOTHIIBI
PecnyOnnku Ka3zaxcraH 3amycTUTh MUJIOTHBIM IPOEKT 110 OKA3aHUIO TOCYIapCTBEHHON
yCIIyru « Belgaga peructpanuy JeKapCTBEHHBIX CPEACTB U MEAULIMHCKUX U3JEIHM 110
OPUHIUIY «E€AUHOTO OKHA.

2. YTBepauts [IpaBuna peructpanuu J€KapCTBEHHBIX CPEACTB U MEAULIMHCKUX
W3EJUH 110 IPUHIUITY «EAUHOTO OKHA» COTJIACHO NMPHWIOKEHUIO K HACTOSIEMY
MpUKa3zy.

3. Komurery MmeaAuIIMHCKOTO U (hapMaleBTUYECKOro KOHTPoJisi MuHucTepcTBa
3npaBooxpaHeHus PecyOnuku Kazaxcran B yCcTaHOBIEHHOM 3aKOHOIATEILCTBOM
PecnyOnuku Kazaxcran nopsijike 00ecredmTh:

1) pa3MeliieHre HACTOSIIIIETO MPUKa3a Ha HHTEPHET-pecypce MunucrepcTra
3apaBooxpaHenus Pecnyonuku Kazaxcran nocie ero opuiuanbHOro onyOJuKoBaHuUS,
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2) B TeUEHUE NATU KaJEHAAPHBIX THEW CO JIHSA YTBEPKICHUS HACTOSLIETO
COBMECTHOTO MpHKa3a HarpasieHue B PecriyOiarkaHCKOe rocyJapCTBEHHOE
NPEANPUATHE HA MTPABE XO3SMCTBEHHOTO BeJeHNs « MHCTUTYT 3aKOHOJAaTENbTBA U
npaBaBoi nHGopmanuu Pecnyonmku Kazaxcran» MuHucTepcTBa IOCTUIINHA
Pecny6nuxu Kazaxcran st opunrianibHOro onyOIMKOBaHUS U BKIIOYEHUS B
DTanoHHBIA KOHTPOJIbHBII OaHK HOPMATUBHBIX MPABOBBIX AKTOB PecnyOnuku
Kazaxcran.

4. KOoHTpoJIb 3a UCIIOJIHEHUEM HACTOSIIETO COBMECTHOIO MTPHUKa3a BO3JIOXKUTH HA
KypUPYIOIIIETo BUIle-MUHHUCTpA 37paBooxpanenus Pecrryonuku Kazaxcran u
KypUPYIOILETO BULIE-MUHHUCTPA UCKYCCTBEHHOTO MHTEJUIEKTA U IIU(PPOBOTO Pa3BUTHS
Pecny6muku Kazaxcras.

5. Hacrosimuii COBMECTHBINW IPUKa3 BBOAUTCS B ICMCTBUE CO JHS €rO MEPBOTO
0(UIHAIBHOTO OITYOJIMKOBaHUs, PACIIPOCTPAHSIETCS Ha MPABOOTHOIIEHUS, BOSHUKIIIHE C
1 saBapst 2026 rona u aerictyer mo 31 pexadbps 2026 roxa.

3amecTurens llpembep-Munncrpa — MunucTp Munucrtp

HCKYCCTBEHHOI'0 HHTE/JIEKTa U LM (POBOro pa3BUTUA 3paBOOXPAHEHUS

Pecny6imkn Kazaxcran Pecnny6imkn Kazaxcran
K. MaaueB A.

AJlbHA3apoBa
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[Ipunoxenue
K COBMECTHOMY IIPUKA3y
3amecturens [Ipembep-Munucrtpa —
MUHUCTP UCKYCCTBEHHOIO
MHTEJUIEKTa U IU(PPOBOTO Pa3BUTHS
PecnyOnuku Kazaxcran
ot 12 mapta 2026 rona
Ne 140/HK u
MuHuCTp 31paBOOXpaHEHUS
PecnyOnuku Kazaxcran
ot 11 mapra 2026 rona
Ne 30

HpaBn.ﬂa PerucTpanum JEKapCTBCHHbIX CPEACTB U MEAUIUHCKUX I/I3I[eJII/II7[ o
INPUHIHAIY «KCAUHOI'0 OKHA)»

I'1aBa 1. O0mue moJI0KeHUS

1. Hacrosinue npaBuiia perucTpaluuu JEKapCTBEHHBIX CPEACTB U METULIMHCKUX
U3JIeUI M0 MPUHIUITY «eIUHOr0 OKHa» (Hanee — [IpaBuia) pazpaboTaHsl B
COOTBETCTBHM C YaCThIO IepBOM ImyHKTa 1 [IpaBun perncrpannu u 3KCrepTU3bI
Oe3omacHoCTH, KauecTBa U 3P(HEKTUBHOCTH METULIUHCKUX U3/ETHNH, YTBEPKICHHbBIX
Pemenunem Coeta EBpasuiickoit Oxonomuueckoit Komuccun ot 12 ¢gepans 2016 rona
Ne 46 (nanee — Pemenue Ne 46), mynkrom 3 [IpaBui peructpanuu 1 3KCIepTU3BI
JIEKAPCTBEHHBIX CPEJICTB JJIs1 MEIULIMHCKOTO MPUMEHEHNUS, YTBEPKICHHBIX Perenrnem
Cogera EBpa3zuniickoil 3kOHOMUYECKON KoMuccuu oT 3 Hosi0pst 2016 roma Ne 78 (manee
— Pemrenne Ne 78), a taxxe Pemennem CoBera EBpa3uiickoil 5KOHOMUYECKOI
komuccuu ot 10 urons 2022 rona Ne 96 «O BpeMeHHBIX Mepax MO YCTAHOBJICHUIO
0COOEHHOCTEM 00paIeHns JeKapCTBEHHbBIX CPEJICTB I MEAUIIMHCKOTO TPUMEHEHUS»,
co ctathelt 22 3akona PecriyOonuku Kazaxcran «O rocynapcTBeHHBIX yCayrax» (Janee
— 3akoH), ctateell 19 3akona PecnyOnuku Kazaxctan «O0 nndopmaTuzauun» u
ONPENEIIAI0T MOPSAOK OKa3aHUs M0 MPUHLHUITY «EAUHOTO OKHA» KOMIO3UTHOM
rocyapcTBeHHOU ycinyru «Briaya 3akitoueHus 0 0e301acHOCTH, KaYeCTBE U
3(p(PEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB U MEIULIMHCKUX U3ACTUIN»,
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«l"ocymapcTBeHHAsT peruCTpaIys, IepeperucTpanus JEKapCTBEHHOTO CPEACTBA WIIH
MEUITMHCKOTO U3/IeTUsl, BHECEHNE U3MEHEHHUI B PETUCTPAIIMIOHHOE J0ChE
JICKapCTBEHHOTO CPEICTBA MU MEAUITMHCKOTO U3IeTus», «Peructpamnms neHs! Ha
JIEKapCTBEHHBIE CPEJICTBA U MEAUITMHCKUEC U3/ICTUS», a TAK)KE MPOBEACHHUE
npoecCHOHaTBLHOM KCIIEPTH3BI JIJI BKIIIOUCHUS B Ka3axcTaHCKHi HAITMOHATBHBIH
nekapcTBeHHbIN hopmyisip (nanee — [Ipodeccuananbhast sxcriepTusa).

2. B nacrosmux [IpaBuiax ncnosib3yrOTCs CIEAYIOIIME TEPMUHBI U ONTPEICTICHHUS:

1) MeguuuHCKKe U3Aenus JUIs in vitro TMarHoOCTUKHU OTKPBITOTO THUIA —
MEAMIMHCKHUE U3JIEHs JUIsl TMarHOCTUKY 1n Vitro, SKCIuTyaTalusi KOTOPbIX B
COOTBETCTBHHM C UX (YHKIHOHATbHBIM Ha3HAYEHHEM BO3MOXKHA MPU UCIIOJIb30BAaHUU
peareHToB (PeakTHUBOB) MIMPOKOTO Kpyra NpOru3BOAUTENEH;

2) mporpaMMHOE 00eCTIEYCHHE SIBISETCS MEAUITTHCKAM U3/CIIMEM TIPU YCIIOBUHU
COOTBETCTBHUS €r0 BCEM CIEAYIOLIUM KPUTEPUSIM:

npencrapiser codboi mporpammy Juist 9BM unu ee Moty BHE 3aBUCUMOCTH OT
UCTIONIB3yEeMO anmapaTHOH MIaTGOopMBl, a TaK)Ke CIOCOO0B pa3MEIIeHUs
IPOrpPaMMHOTO O0ECTICYSHHS U MPEIOCTABJICHHS IOCTYTa K HEMY;

HE SIBJISIETCSI COCTAaBHOM YaCThIO APYIroro MCIUIUHCKOIO U3ACJINA;
MNpCAHa3HAa4YCHO ITPOU3BOAUTCIICM IJIAA OKa3aHHA MeI[I/II_II/IHCKOﬁ ITIOMOIIIH,

pe3yIbTaT ASHCTBHUS MIPOTPAMMHOT0 00€CTICUCHHS 3aKII0UaeTCs B
MHTEPHNPETALUN B ABTOMATUUECKOM PEKUME, B TOM YHCIIE C UCTIOJb30BAHUEM
TE€XHOJIOTUH UCKYCCTBEHHOTO MHTEIUICKTA, WU 10 3aJaHHBIM MEIULIMHCKUM
pabOTHUKOM IMapaMeTpam, BIUSIOIMINM Ha IPUHATHE KIMHUYSCKUX PEIIeHU, Habopa
JTAHHBIX, TOJYYEHHBIX OT MEIUIIMHCKUX U3JIeNNN, TOMYIIEHHBIX K OOpaIleHUIO B
YCTaHOBJICHHOM ITOPSIKE WIIM BBEJICHHBIX MEAUIIMHCKUMH PAa0OOTHUKAMU B IIEJIIX
OKa3aHMs MEIUIIMHCKON ITOMOIIIH;

3) GuoaHaNOTUYHBIN JIeKapCTBEHHBIN Mpenapar (oroaHanor, OMOnoA00HBIHM
JIeKapCTBEHHBIN Mpenapat, OnOCUMUIISP) — OMOJIOTUYECKUH JIEKApCTBEHHBIN IIpenapar,
KOTOPBIN COJIEPKUT BEPCUIO JEHCTBYIOIIErO BEUIECTBA, 3aPETUCTPUPOBAHHOTO
OHMOJIOTUYECKOTO OPUTHHAIBHOTO JIEKAPCTBEHHOIO Mpenapara Ui pepepeHTHOro
JIEKapCTBEHHOTO Mpernapara u Mo KOTOpoMy MPOAEMOHCTPUPOBAHO CXOICTBO (110001e)
Ha OCHOBE CPaBHUTEJIBHBIX UCCIIEIOBAHMM 10 TTOKA3aTENsIM KauecTBa, OMOJIOTMYECKOM
aKTUBHOCTHU, O€30macHOCTH U 3 (PEKTUBHOCTH;
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4) npouenypa «0noBeBep» — MpoIeaypa, B COOTBETCTBUU C KOTOPOM
OINpPEJEICHUE SKBUBAJIECHTHOCTH BOCIIPOM3BENECHHOIO JIEKAPCTBEHHOI'O CPEICTBA
(reHepuKa) IpPOBOJUTCS HA OCHOBaHUU OMO(apMalieBTUUECKON CUCTEMBI
KJIaCCU(PHUKAIIUN U PE3YJIbTaTOB CPAaBHUTENIbHBIX UCCIIEJOBAaHUI BHE OpraHu3Ma (HH-
BUTPO) C UCIIOJIb30BAaHUEM UCTIBITaHUs «PacTBOopeHue» u npuMeHseTcs sl TBEPAbIX
JIEKapCTBEHHBIX (POpM HEMEAJIEHHOTO BEICBOOOXKAeHUs (1 1 3 Kkinacc no
orodapmareBTHIeCKON cucTeMe KiacCu(uKaImm);

5) OMOAOCTYITHOCTh — CKOPOCTh U CTENEHb, C KOTOPOW aKTUBHOE BEILIECTBO
BCAChIBAETCS U3 JIEKAPCTBEHHOM (hOPMBI M CTAHOBUTCS JOCTYITHBIM B MECTE JIEHCTBUS;

6) 6uosornyeckasi 3KBUBAJIEHTHOCTh (OMO3KBUBAJIEHTHOCTh) — OTCYTCTBHE
3HAYUMBIX PA3JINYUAM IO CKOPOCTH U CTEIIEHH, C KOTOPHIMHU JICHCTBYIOIIEE BEIIECTBO
WJIM aKTUBHAS YaCTh MOJIEKYJIbI JICMCTBYIOIIETO BelecTBa (hapMaleBTUIECKUX
SKBUBAJIICHTOB WK (papMalleBTUYECKUX aJIbTEPHATUB CTAHOBSATCS IOCTYITHBIMU B MECTE
CBOET0 JCHUCTBHS MPHU BBEJICHUU B OJMHAKOBOW MOJIIPHOM J103€ B CXOKHUX YCJIOBHUSIX B
HCCJICIOBAHUH C HaJICKaAIUM JIM3alHOM,;

7) 6MOJIOTMYECKH JIEKApCTBEHHBIN NTpenapar — JIEKapCTBEHHBIN Mpenapar,
JEeUCTBYIOIEE BEIECTBO KOTOPOTO MPOU3BEICHO WU BBIIEICHO U3 OMOIOTNYECKOro
UCTOYHMKA U JUIsl OMCAHUsI CBOMCTB U KOHTPOJISl Ka4yeCTBa KOTOPOTO HEOOXOAUMO
coueTaHre OMOJOTUYECKHUX U (PU3UKO-XUMHUYECKHX METO/IOB aHaJu3a C OLICHKON
IIPOU3BOACTBEHHOIO IIPOLIECCAa U METOAOB €ro KOHTPOJIS;

8) OMOTEeXHOJIOTUYECKHI JIEKAPCTBEHHBIN TIpernapar — JIEKapCTBEHHbBIN IIpenapar,
MPOU3BEACHHBIN MPU MOMOIIY OMOTEXHOJOTMUYECKUX MTPOIIECCOB U TPUMEHEHUS
METOJIOB C UCIOJIb30BAaHUEM TEXHOJIOTUU PEKOMOMHAHTHON JI€30KCUPUOOHYKICUHOBOM
KHUCIIOTBI, KOHTPOJIUPYEMOM SKCIPECCUH I'€HOB, KOAUPYIOIIUX BHIPAOOTKY
OMOJIOTMYECKH aKTUBHBIX OCJIKOB, THOPUIOMHBIX TEXHOJIOTHI, MOHOKJIOHAJIBHBIX
AQHTUTEN UK APYTUX OMOTEXHOJIOTHYECKUX MPOIIECCOB;

9) 6uodapmaneBTrueckas cuctema kinaccupukauu (nanee — bCK) — nayunas
cucreMa Kiaccu(uKaly akTUBHBIX BEIIECTB HA OCHOBE UX PACTBOPUMOCTH B Cpeax ¢
OMpeIeJICHHBIM MMOKa3aTelIeM KUCIOTHOCTH (11esouHocTH) (pH) 1 cTenenn npoHuKaHus
Yyepe3 CTEHKY KUIIIEUHUKA;

10) opurnHaIbHBIN JIEKaPCTBEHHBIN Mpenapar — JeKapCTBEHHBIN Mmpemnapar ¢
HOBBIM JICHCTBYIOIIMM BEILIECTBOM, KOTOPBIN OBLI MEPBBIM 3aPETUCTPUPOBAH U
pa3MeleH Ha MUPOBOM (papMaileBTUYECKOM PhIHKE, HA OCHOBAHHUH JIOChE,
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COJZIEPIKAIIETO Pe3yIbTAThI MOTHBIX TOKINMHUYECKAX (HEKIMHUIESCKUX ) U KIMHUYECKUX
UCCJIeIOBAaHUM, TTOATBEPKIAIONTUX €r0 0€30MacCHOCTh, KaueCTBO U 3PHEKTUBHOCTD;

11) ananu3 1ieH MEAUIIMHCKOTO U3/I€JIHS ISl JUArHOCTUKU BHE KUBOTO
opranusma (in vitro), mpou3BoguMble Ha Tepputopun Pecnybnuku Kazaxctan B pamkax
JOJTOCPOYHBIX JOTOBOPOB IMOCTaBKH, 3aKIIOYEHHBIX ¢ EAMHBIM 1UCTpUOBIOTOPOM -
CUCTEMa aHaJIM3a LIEeHOOOPa30BaHMsI Ha TOPrOBOE HAUMEHOBAHUE U TEXHUUYECKYIO
XapaKTEPUCTUKY MEIULUHCKOTO U3IENIHS JIJIsl AMArHOCTUKY BHE )KMBOI'O OpraHusma (in
vitro), mpousBouMble Ha Tepputopun Pecriyonuku Kasaxcran B pamkax
JOJITOCPOYHBIX IOTOBOPOB IMOCTAaBKH, 3aKIIFOUEHHBIX ¢ EAMHBIM TUCTpHOBIOTOPOM
OCHOBAHHAs Ha OIPEAEICHNN HEHbl MEIUIIMHCKOTO U3JENHS 111 JUarHOCTUKH BHE
’KUBOTO opranusma (in vitro), mpou3BouMble Ha Tepputopuu Pecniyonuku Kazaxcran B
pamMKax J0JITOCPOYHBIX JOTOBOPOB MOCTABKH, 3AKIOYEHHBIX C EMHBIM
JUCTPUOBIOTOPOM B pa3pe3e KOMIUIEKTYIOIINX OT IPOU3BOJUTENS, PACX0I0B
CBSA3aHHBIX C JOCTABKOW M HALIEHKU MPU pealn3aluu;

12) Enuaniia u3mMepeHuss MEIUIIMHCKOTO U3ISTHS I JUATHOCTUKY BHE )KHBOTO
opranusma (in vitro), mpou3BoauMbIe Ha Tepputopun Pecnybnuku Kazaxctan B pamkax
JOITOCPOYHBIX JOTOBOPOB IMOCTABKH, 3aKIIOYCHHBIX ¢ EAMHBIM TUCTPHOBIOTOPOM -
0JTHAa MOJICITb METUITMHCKOTO W3CIUS JIJIsl JMATHOCTUKY BHE )KUBOTO OpraHu3ma (in
Vitro), mpou3BoIMMBbIe Ha TeppuToprn Pecrryonuku Kasaxcran B pamkax
JOJITOCPOYHBIX IOTOBOPOB IMOCTABKH, 3aKIFOUEHHBIX ¢ EAMHBIM TUCTPHOBIOTOPOM;

13) Moziens MEAUIIMHCKOTO U3IETUs U1l TUarHOCTUKHU BHE )KMBOTO OpraHU3Ma
(in vitro), mpousBoauMbie Ha TeppuTopun Pecryonuku Kazaxcran B pamkax
JOJTOCPOYHBIX JOTOBOPOB IOCTaBKHU, 3aKIIOYEHHBIX ¢ EAMHBIM 1HCTpUOBIOTOPOM -
CaMOCTOATEJIbHAS €AUHULA MEAUIMHCKOTO U3IEUs JUIsl TUarHOCTUKU BHE KUBOTO
opranusma (in vitro), Ipou3BoAUMbIE Ha TeppuTopuu PecyOnnku Kazaxcran B pamkax
JOJITOCPOYHBIX IOTOBOPOB IMOCTAaBKH, 3aKJIIOUYEHHBIX ¢ EAMHBIM TUCTpHOBIOTOPOM,
UACHTU()ULIMPOBAHHAS TPOU3BOJUTENIEM MEAULIMHCKOTO U3IENINS ONPEICIIEHHBIM
OYKBEHHBIM, IU(PPOBBIM WM OYKBEHHO-IIU(DPOBBIM 0003HAUCHUEM;

14) ruGpuaHbIi JTeKapCTBEHHBIN Mpenapar — JeKapCTBEHHBIN Mpenapar, He
NOJNAJAOMINN O/ ONPEIeIEHUE BOCIPOU3BEACHHOTO JIEKAPCTBEHHOIO MIpenapara rnpu
HEBO3MOXXHOCTH MOATBEPKICHUS €r0 OMOIKBUBAIICHTHOCTH C TIOMOIIBIO MCCIIETOBAHUM
OMOJOCTYITHOCTH, a TAKXKE B CIIydae, €CJIM B IaHHOM IIpenapare NpoU301LLIH U3MEHEHUS
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JEHCTBYIOLIETO BEIECTBA (BEUIECTB), MIOKA3aHUN K IPUMEHEHUIO, TO3UPOBKH,
JI€KapCTBEHHOM (POPMBI WIIM ITyTH BBEICHUS IO CPABHEHUIO C OPUTHHAIBHBIM
npenaparom;

15) romeonaTuyeckuil JieKapCTBEHHBIN Mpenapar — JIeKapCTBEHHBIN Mpenapar,
IIPOU3BENECHHBIN 10 TOMEONIATUYECKOW TEXHOJIOTHUH € UCIIOJIb30BaHUEM
rOMEONAaTUYECKOTO ChIPbsl B COOTBETCTBUU C TpeOOBaHUAMHU (papmaxonen PecryOmmku
Kazaxcran u (unu) EBpazuiickoro 3kOHOMHUYECKOT0 COI03a WU B CIIy4ae ux
OTCYTCTBHSI B COOTBETCTBUHU C TPEOOBAHUSIMHU FOMEONATUYECKUX (papmakomneii;

16) nekapcTBEHHOE CPEACTBO — CPEJNICTBO, MPEICTABIISAIONIEEe COOON MITH
coJieprKalllee BeIecTBO JIM00 KOMOMHAIMIO BEILIECTB, BCTYMAIOIIEE B KOHTAKT C
OpraHU3MOM YeJIOBEKa, MpeIHA3HAuYECHHOE JIJIS JICUCHUS, TPO(PIIaKTUKA 3a001eBaHU
YeJIoBeKa MJIM BOCCTAHOBJICHUS, KOPPEKIIMH UM U3MEHEHHS ero (U3HOJIOTUYECKUX
byHKIMi nocpeacTBom (HapMaKoJIOrH4ecKoro, UMMYHOJIOTMYECKOT0 JIN00
METa0O0TUYECKOTO BO3/ICHCTBUS, WU JIs1 UATHOCTUKH 3a00JI€BaHUN U COCTOSIHUS
YeJI0BEKa;

17) 3akitoueHne o 6€30MacHOCTH, KauecTBe U 3P (HEKTUBHOCTH JIEKAPCTBEHHOTO
CpeaCcTBa — JOKYMEHT, COJIep KAl pe3yIbTaThl 3KCIIEPTU3bI 3asIBJICHHOTO Ha
rOCYJJapCTBEHHYIO PETHCTPALINIO, IEPEPErHCTPALINIO WM BHECEHNE H3MEHEHUH B
pPETUCTPaLlMOHHOE JI0ChE JIEKAPCTBEHHOT'O CPEJICTBA;

18) HepanvoHanbHasi KOMOMHAIIMS COCTaBa JIEKAPCTBEHHBIX CPEJICTB — COCTaB
JIEKaPCTBEHHOI'O CPEICTBA, HE COOTBETCTBYIOIIUHI ITPEAIOIaracMbIM
(dhapMaKkoJIOrH4eCKUM CBOMCTBAM U JICUCTBUIO;

19) rocynapcTBeHHbI oprat B cepe oO0pallieHus JeKapCTBEHHbBIX CPEACTB U
MEUIMHCKUX U3JENIUi (J1ajee — roCy1apCTBEHHBIN OpraH) — roCyAapCTBEHHBIN OpraH,
OCYUIECTBJISIONIUN PYKOBOJICTBO B chepe oOpalleHust JIeKapCTBEHHBIX CPEJICTB U
MEIUILUHCKUX U3JIEINI, KOHTPOJIb 32 OOpallleHHEM JIEKAPCTBEHHBIX CPEJCTB U
MEIMLMHCKUX U3JICIUM;

20) I'ocynapcTBEHHBIN peecTp JEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3IETUN
- BJIEKTPOHHBINA MH()OPMAIMOHHBINA PECYPC, COAEPKALIUNA CBEIEHUS O
3apEruCTPUPOBAHHBIX M Pa3pelICHHBIX K MEAUIIMHCKOMY NMPUMEHEHHIO B PecyOnuke
KazaxcraH nekapCTBEHHBIX CPEICTB U MEJULIUHCKUAX U3/IEIINN;

21) rocyaapcTBeHHast KCIIEpTHAs Opranusaius B cepe oOpalieHus
JIEKapCTBEHHBIX CPEACTB U MEIULIMHCKUX U3EIINNA — CYOBEKT rOCyAapCTBEHHOM
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MOHOIIOJINH, OCYIIECTBIISIONINA MPON3BOICTBEHHO-X03SIMCTBEHHYTO ACSITEIIBHOCTD B
00J1aCTH 3IpaBOOXPAHECHHUS IO 00eCTIeueHNI0 0€30MacHOCTH, YPHEKTUBHOCTH U
Ka4yecTBa JICKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3/ICINN;

22) BHECEHHE U3MEHEHHI B PETUCTPAILIMOHHOE JI0ChE JIEKAPCTBEHHOI'O CPEJICTBA
WJIA MEJIMIIUHCKOTO U3JICJIUS — MPOLEAYPa, OCYIIECTBIIsIEMas HA OCHOBAaHUH
AKCIIEPTU3bl UBMEHEHU, BHOCUMBIX B PETUCTPAIMOHHOE JI0ChE B TCUCHUE CPOKA
JEUCTBUSI PETUCTPALIMOHHOTO YAOCTOBEPEHUS,

23) HOpMAaTHUBHBIN JOKYMEHT M0 KaYECTBY JIEKAPCTBEHHOI'O CPEJICTBA —
JOKYMEHT, YCTaHaBJIMBAIOIINUNA TpeOOBaHUS K KOHTPOJIIO KaUeCTBa JIEKAPCTBEHHOTO
CPEACTBA B MOCTPETUCTPALMOHHBIN NIEPUOJ HA OCHOBAHUY ITPOBEAEHHON SKCIIEPTU3bI
JIEKapCTBEHHOTO CPEACTBA MPHU €0 PETUCTPALIMU U COAEP KA crienupUKaLUIO,
ONMCAHUE AHATUTUYECKUX METOIUK U MCIBITAHUI JIEKAPCTBEHHOTO CPEICTBA UIIU
CCBUIKM HA TaKUE UCIIBITAHUs, a TAK)KE COOTBETCTBYIOIINE KPUTEPUU TPUEMIIEMOCTH
JUIs TIOKa3aTesen KauecTBa;

24) npou3BOAUTEIb JIEKAPCTBEHHBIX CPEACTB — OPraHU3aIlusl, OCYIIECTBIISIONIAs
NESATEeNHOCTD 10 MPOU3BOJICTBY JIGKAPCTBEHHBIX CPEJICTB U UMEIOIIIAs JTUIEH3UIO Ha
MIPOU3BO/JICTBO JIEKAPCTBEHHBIX CPEJICTB;

25) pedepeHTHOE IEHOOOPa30BaHKUE HA JICKAPCTBEHHOE CPEJICTBO - CHCTEMA
aHaM3a [IeH Ha TOPrOBOE HAUMEHOBAHUE JICKAPCTBEHHOTO CPE/ICTBA, OCHOBAHHAS HA
NPEICTABICHHBIX 3aBUTEJIEM IIEHAaX OJHOTO U TOTO e MPOU3BOAUTEIS
JIEKapCTBEHHOTO CPEACTBA C OJIHUM U TEM K€ aKTUBHBIM BEILIECTBOM, C YUETOM
JIEKapCTBEHHOMN (POPMBI, KOHIIEHTPALUU, 00beMa U JO3UPOBKHU B PEPEPEHTHBIX CTPAHAX
U JaHHBIX CalTOB MEXIyHApOAHBIX OpraHU3aliii, B TOM YHCJIE B CTpaHe
npousBoautenst JIC mpu ero peanuzanuu, a Takke (HakTUIECKOM 11€HbI BBO3a B
Pecnybnuky Kazaxcran;

26) eauHMUIIA U3MEPEHUS JIEKAPCTBEHHOIO CPECTBA (€AMHMIIA 3aKyIla) — EAUHULA
JI03UPOBAHHOM (pa3esIeHHON) JIeKapCTBEHHOU (DOPMBI UITM OTPAHUYEHHOTO MTEPBUYHOM
yHaKkoBKOW 00beMa (Macchl) HEIO3UPOBAHHOM (Hepa3IeJIeHHOM) JIeKapCTBEHHON
(GopMBI U1 IEKaPCTBEHHOT'O CPE/ICTBA;

277) nekapCTBEHHBIN pacTUTEIbHBIN ITpenapaT — JIeKapCTBEHHbIN Mpenapar,
COJIEpIKaIllUi B KAYECTBE AKTUBHBIX KOMIIOHEHTOB UCKIIFOYUTEIBHO JIEKAPCTBEHHOE
pacTUTENIbHOE ChIpbE U (WJIM) IpenapaThl Ha €ro OCHOBE;
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28) neKapCTBEHHOE PACTUTEIBHOE ChIPbE — CBEKHE WIIM BBICYILIEHHBIE PACTEHUS,
BOJIOPOCIIH, TPUOBI WM JIMIIAWHUKA JTUOO X YaCTH, 1IeTbHbIC WU U3MEIbUCHHBIE,
UCIIOJIb3YyEMbI€ ISl TPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB;

29) obmias xapakTepuCcTHKa JIeKapCTBEHHOro npenapata (nanee - OXJIII) -
JOKYMEHT, YTBEPKIAeMbIH YIIOJTHOMOUYEHHBIM OPTaHOM ITPH FOCYAapCTBEHHOM
PETUCTpALNU JEKAPCTBEHHOTO CPEACTBA, COAEPIKAIINI HHPOPMAIIHIO IS
MEJUITUHCKUX PAOOTHUKOB 0 O6e30macHOM U 3 ()EKTUBHOM TPUMEHEHUHU
JIEKapCTBEHHOTO Mpemnapara;

30) UHCTPYKIMS IO MEAUITMHCKOMY NMPUMEHEHHIO JICKAPCTBEHHOTO Mpenapara
(yuctok-BrIaneI) (nanee - UMII) — nokymeHT, conepxaniuii uHGpopMamuio J1jis
OTPEOUTEIISI ¥ COMTPOBOXKIAIOIINN JIEKApCTBEHHBIN ITpernapar B yIIaKOBKE;

31) cranmapTHbie 00pa3Ilbl JEKAPCTBEHHBIX CYOCTAHIINI 1 UX TTPUMeECcei —
BEILIECTBA CPABHEHMUSI, KCTIOJIb3yEMbIE TIPU MPOBEACHUU IKCTIEPTU3BI UCTIBITYEMBIX
JIEKAPCTBEHHBIX CPEJICTB;

32) ynoaTHOMOYEHHBINH OpraH B 00JIaCTH 3/[paBOOXPAHEHHUS (J1ajee -
YIOJHOMOYEHHBIN OpraH) - IEHTPaJIbHbIN UCTIOTHUTENBHBIA OpraH, OCYIIECTBISIONIUN
PYKOBOJCTBO M MEKOTPACIEBYIO KOOPIAUHAIIMIO B 00IACTH OXPAHBI 37J0POBbsI TPaKIaH
Pecny6nuku Kazaxcran, MequiimHcKon U (hapMaleBTUYeCKON HayKu, MEAUIIMHCKOTO U
dhapMaleBTHYECKOro 00pa3oBaHusl, CAHUTAPHO-IITUIEMUOIOTUUECKOTO OJIaronoayuus
HaCEJICHHs, O0paIlleHUs JIEKAPCTBEHHBIX CPECTB U MEAUIIMHCKUX U3/IEIHM, KauecTBa
OKa3aHMsI MEIUIIMHCKUX YCIYT (TIOMOIITH);

33) no3upoBKa — KOJIMYECTBO (ColiepKaHue) NEHCTBYIOLIETO BEIIECTBA B €IMHULIC
JIEKapCTBEHHOM (DOPMBI, a TAKKE B €IMHUIIC MACCHI WJIK 00bEeMa JIEKApCTBEHHOTO
npenapara, 3HauuMoe JJisl TPaBUILHOM UJIEHTU(DUKAIIUN U TPUMEHEHUS
JIEKapCTBEHHOTO IIpenapara;

34) MeIUUMHCKUE U3JETUS IS in Vitro AMarHOCTUKU 3aKPBITOTO TUTIA —
MEIUIIMHCKHAE U3CIHS ISl JMArHOCTHUKY 1N Vitro, SKCIUTyaTamus KOTOPBIX B
COOTBETCTBHMH C MX Ha3HAYEHUEM BO3MOKHA TOJIBKO MPH MUCIOIb30BaHUH CIICIIMAIBHBIX
peareHTOB (PEaKTUBOB), MPETyCMOTPEHHBIX MPOU3BOAUTENEM JJI TAHHOTO
MEUIIMHCKOTO U3/CIHS U €ro MO (UKAIIHM, BKIIFOYEHHBIX B €70 KOMIUICKTAIIHIO;

35) pacxoiHbIe MaTepralibl K MEIUIIMHCKOMY H3JICIIHIO N Vitro JUarHOCTUKH
3aKpBITOTO TUIA — PACXOAHBIC MaTEpHaIbl, 00ECTICYMBAIOIIUE €TI0 MOTHOIIEHHOE
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(GYHKIIMOHUPOBAHUE B COOTBETCTBUU C 33JIAaHHOM 11€JIbI0 U BKIIFOUEHHBIE B €70
KOMJICKTAIIHIO JJIS1 UCTIOJIL30BAHUS C JAHHBIM MEIUIIMHCKUM HU3CIHUEM;

36) nexkapCcTBEHHBIN Ipenapar ¢ XOPOIlIO U3YYEHHBIM MEIUIIMHCKUM
MPUMEHEHHUEM — JICKaPCTBEHHBIN IMpernapar, akTUBHOE BEIIECTBO KOTOPOT'O XOPOIIIO
U3YYEHO B X0JI€ MEUITMHCKOTO MMPUMEHEHUS, TIPH 3TOM MIPU3HAHKI €T0 YPHEKTHBHOCTH
U TIpreMJieMast CTEeTIeHb 0€30M1aCHOCTH, MOATBEPKICHHbIE TTOIPOOHBIMU
oubnuorpauuEeCKMMHU CChUTKAMU Ha OIMyOJIMKOBAaHHBIE TAHHBIE O
MOCTPETUCTPAIMOHHBIX U (WJIH) STTUAEMHUOIOTUUECKUX UCCIETOBAHUSIX, U TIPOIILIO HE
MeHee 10 JieT ¢ 1aThl IEPBOTO CUCTEMATUYECKOTO U JIOKYMEHTUPOBAHHOTO MPUMEHEHUS
JEHUCTBYIONIETO BEIlIeCTBA (JCHCTBYIOIIMNX BEIIECTB) JAHHOTO JIEKAPCTBEHHOTO
npenapara;

37) UMMYHOJIOTUYECKUH JIEKApCTBEHHBIN Ipenapar (MMMYHOOHOIOIrMUYECKUN
JIEKapCTBEHHBII MpernapaT) — JEeKapCTBEHHBIN Npenapar, npeaHa3HauyeHHbIA 15
(opMupOBaHUs aKTUBHOTO WJIM TACCUBHOI'O UMMYHMTETA WIN JUATHOCTUKY HAJIUYUS
UMMYHUTETA, WA IMaTHOCTUKH (BBIPAOOTKH) CIEIU(DUUECKOTO MTPUOOPETEHHOTO
U3MEHEHHS] MMMYHOJOTMYECKOTIO OTBETA HA AJJIEPTU3UPYIOIIUE BELIECTBA;

38) MeaUIIMHCKYE U3IETHUs )1 TUarHOCTUKH 1n Vitro (MH BUTPO) — JIFOOBIE
WHCTPYMEHTBI, allaparsl, MpUOOPHI, 000pyI0BaHIE, MAaTEpUaIbl, peareHTHI,
KaauOpaTopsl, KOHTPOJIbHBIE MaTEPHAIBI U IPOYHE U3/IEIHS, IPUMEHIEMbIE B
MEIMIMHCKUX 1IeJIIX OTAEIBbHO UM B COYETAHUU MEX]Ly COOOH, a TaK’Ke BMECTE C
IPUHAUICKHOCTAMHU, HEOOXOAMMBIMU JIJIsl IPUMEHEHUS YKa3aHHBIX M3/AETU 110
Ha3HAYCHMIO, BKJIIOYAs CIEIMAIbHOE MPOTrpaMMHOE O0eCTIeueHue, U MpeIHa3HauYeHHbIE
MIPOU3BOJUTENEM MEIUIIMHCKOTO U3JICNHs I TPUMEHEHUS TP UCCIIeIOBAHUAX INVitro
00pa31oB OMOJIOTMYECKUX MAaTEPUAIOB YEJIOBEKA JJIs MOIyYeHUs] HH(OpMALIH
OTHOCHUTEIHFHO (PU3MOJIOTUIECKOTO HITH MATOIOTHIECKOTO COCTOSHUS, BPOKICHHOM
NaTOJIOTHH, IPEIPACTIONOKEHHOCTH K ONPEACIEHHOMY KIMHHUECKOMY COCTOSIHUIO WITH
00JIe3HH, COBMECTUMOCTH TKaHEH ¢ MOTEHUUATbHBIM PELUITUEHTOM, TPOrHO3UPOBAHMUS
peaxiuii Ha TeparneBTHYECKUE BO3JCHCTBHSI, BHIOOpA TEPANeBTHUECKUX CPEACTB U (MIIN)
KOHTPOJIS JICUCHUS;

39) unkorepmc 2020 - MK TyHAPOAHBIA TOPTOBBIM TEPMUH CTAHAAPTHBIX
YCIIOBUI I0TOBOPOB MEXTyHAPOIHOM KYIIIIU-TIPOJIaXH, KOTOpbIE pa3paboTaHbl U
onpenesieHsl MeXIyHapOIHOW TOPTOBOW MMAJIATOM;
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40) ycmyromnoydaresb — CyObeKThI TIOTy4YeHUS YCIYTH GU3HUECKUE U
IOpUIMYECKUE JINIA, 32 UCKITFOYEHHUEM IIEHTPAIbHBIX TOCYJAPCTBEHHBIX OPTraHOB,
3arpanyupexaenunii Pecyonuku Kazaxcran, MECTHBIX HCTIOJIHUTEIIBHBIX OPTaHOB
oOmnacTeil, ropoJI0B peciyOIMKaHCKOTO 3HAUEHHUS, CTOJIUIIBI, palOHOB, TOPOJIOB
00J1aCTHOTO 3HAYEHUSI, AKHMOB PalilOHOB B TOPO/I€, TOPOJOB pAfOHHOTO 3HAYCHUS],
MOCEJIKOB, CEJl, CETbCKUX OKPYTOB;

41) ycnyrogaTenb — LIEHTPAJIbHbIE TOCY1APCTBEHHBIE OPraHblI,
3arpanyupexaeHus PecyOnuku Kazaxcran, MECTHBIE UCTIOTHUTEIBHBIE OPTaHbI
obJacteil, ropoJI0B PECIyOIMKAHCKOTO 3HAUEHUSI, CTOJIMIIbI, PAHOHOB, TOPOIOB
00J1aCTHOTO 3HAYEHUS], AKUMBI paliOHOB B TOPO/IE, TOPOJIOB PAOHHOTO 3HAYEHUS,
MIOCEJIKOB, CE€JI, CEJIbCKUX OKPYTOB, a TaKke (PU3HMUYECKUE U IOPUINYECKHE UL,
OKa3bIBAIOIIIHNE IOCYAAPCTBEHHBIE YCIIYTH B COOTBETCTBUU C 3aKOHOIATEILCTBOM
Pecnybnuku Kazaxcran;

42) KazaxcTaHCKUM HAIIMOHAIBHBIN JIGKAPCTBEHHBIN POPMYJISIp — MepEeUCHb
JIEKAPCTBEHHBIX CPEJICTB C JIOKA3aHHOW KIIMHUYECKON O€30MacCHOCThIO U
3¢ (PEeKTUBHOCTHIO, a TakKe Op(PaHHBIX (PEIAKUX) JIEKAPCTBEHHBIX MPENapaTos,
SIBJISTIOIIIMICS 00s13aTeNIbHONM OCHOBOM ISl pa3pabO0TKH JIEKAPCTBEHHBIX POPMYIISIPOB
MEUITMHCKUX OpraHu3aluii 1 GOPMUPOBAHUSI CIIMCKOB 3aKyTia JIEKapCTBEHHBIX
CpPEACTB B paMKax rapaHTUPOBAHHOTO 00beMa OeCIIaTHOM MEAUITMHCKOM MOMOIIHU 1
(wm) B cucTeMe 0053aTEIbHOTO COLMATBHOI0 MEIUIIMHCKOTO CTPaXOBaHU;

43) nnaH ynpaBJeHUs pUCKaMU — OAPOOHOE ONMKUCAaHUE CUCTEMbI YIIPaBICHUS
pUCKaMU;

44) neproguyecKkuii 0OHOBIISIEMBIN OTUYET MO 0€30MACHOCTH — OTUET Jep KaTes
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIKAPCTBEHHOTO MperapaTa 3a OlpeIeIeHHbIN
NEPHOJ] BpEMEHU B TEUCHHE IMMOCTPETUCTPAIMOHHOTO MEPUO/Ia IPEAOCTABIISICMbIHN IS
OILICHKH COOTHOIIICHUS «II0JIh3a — PUCK» JIEKApCTBEHHOTO Mpemnapara;

45) BOoCTIpOM3BEICHHBIN JIEKapCTBEHHBIN NpenapaT (FTeHepUK) — JIEKapCTBEHHBIN
MpEnapar, KOTOPbIM UMEET TAKOU 7K€ KOJIMYECTBEHHBIM U KAU€CTBEHHBIN COCTAB
JIEHUCTBYIOLIUX BEIIECTB U TY )K€ JIEKAPCTBEHHYIO (POPMY, UTO U OPUTHUHATIBHBIH
JIEKapCTBEHHBIN TIpenapaT, 1 OMOPKBUBAJIECHTHOCTh KOTOPOTO OPUTHHATILHOMY
JIEKapCTBEHHOMY IpenapaTy HOATBEPKIAETCS COOTBETCTBYIOIIMMU UCCIIEI0BAHUAMU
OMOIOCTYTHOCTH. Paznuunbie cou, 3Quphl, U30MEPHI, CMECH U30MEPOB, KOMILICKCHI
WJIY TIPOU3BO/IHBIE JIEUCTBYIOIIErO BEIIECTBA MPU3HAKOTCS OJHUM U TEM KE
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JEHCTBYIOLIMM BEUIECTBOM, €CJIM UX 0€30MaCHOCTh U 3(P(PEKTUBHOCTH CYLIECTBEHHO HE
oTanyaroTcs. Paznuunble iekapcTBEHHbIE (OPMBI [Tl IPUEMa BHYTPb C HEMEAJIEHHBIM
BBICBOOOXIEHUEM BEIIECTB IPU3HAIOTCS B paMKaxX UCCIEAOBaHUI OMOAOCTYITHOCTH
OJTHOM M TOM XK€ JIeKapCTBEHHOU (HOopMOi;

46) KOMMEpPUYECKOE IIPEIIOKEHUE - JOKYMEHT, COACPKAIUA HHPOPMAITHIO O
MEIUITTHCKOM U3JIeINE, KOMIUICKTYIOIIMX U PACXOHBIX MaTeprajaxX, KOJUYeCTBE,
HAaUMEHOBAHWHU, MOJICITH, TIPOU3BOIUTENIS, C YKa3aHUEM CTOMMOCTH B pa3pese
KOMILICKTAIIUH, a Takke HHHOpPMAIIUI0 00 YCIOBUAX MOCTABKH, TPOBEACHUHN
TapaHTHUHHOTO U TTOCTTaPaHTUIHOTO CEPBUCHOTO 0OCITYKUBaHUSA (YKa3aHHEM CPOKOB) U
BO3MOKHOCTBIO OOYUCHHS CIIEIIUAIMCTOB OPTaHU3AINH 3/IPaBOOXPAHCHUS;

47) MCOAUIMHCKUEC N3ACIINA — U3ACIINA MCAUINHCKOI'O Ha3HAYCHUA U
MCAHMIIMHCKAas TCXHHUKA,

48) KOMITO3UTHAS yCITyTa - KOMIUIEKC TOCYJapCTBEHHBIX YCIYT, CBI3aHHBIN C
IIPOBEICHUEM SKCTIEPTU3BI, PETUCTPAITNH, IEPEPETUCTPAIINN, BHECEHUS N3MECHEHUH B
PETHCTPALIMOHHOE JTIOChE JIEKAPCTBEHHOTO CPEJICTBA MIIM MEIUIIMHCKOTO U3/IEIHS U
pEeTHCTpaIiy, BHECCHUS U3MEHEHUS B IIEHY TIPOU3BOIUTES, a TaKke PopMUpOBaHUS
KazaxcTaHckoro HaImoOHAIBHOTO JIEKAPCTBEHHOTO (hOpMYJIsipa OKa3bIBAEMBIH B
COBOKYITHOCTH WJIH IO OTACITFHOCTHA B COOTBETCTBUU C 3aKOHOATEIECTBOM
Pecnybnuku Kazaxcran;

49) HauMEeHOBaHUE MEIUITMHCKOTO U3/ICJIUS — CJIOBECHOE 0003HAUCHUE
MEUIIMHCKOTO U3ENHS, ONpeIelisroliee ero (pyHKIMoHaIpHOe Ha3HAaUeHUEe, MOICITb,
Pa3HOBUHOCTh, MOAU(DUKAIUIO, THII;

50) KOMIUIEKTYIOIEee METUIIMHCKOTO U3JIEIHS — YacTh MEAUIIMHCKOTO U3/IeIusl,
HE SBJISIOMIASACS CAMOCTOSTEIIBHBIM METUITMHCKAM H37CIIUEM, B TOM YHCIIe OJIOKH,
YacTH, DJIIEMEHTHI U3IEUs1, MaTepUaJIbl, 3al1aCHbIC YACTHU, IPEAYCMOTPEHHbIE
MPOU3BOJIUTEIIEM JIJISl UCTIOJIB30BaHUS B COOTBETCTBUU C (DYHKIIMOHATBHBIM
Ha3HAY€HUEM, HKCILUTYaTallHOHHBIMHU XapaKTEPUCTUKAMU, PYKOBOJICTBOM
MIPOU3BOJIUTEIIS [0 CEPBUCHOMY OOCITY>KHBaHUIO;

51) Habop (KOMIUIEKT) MEIUIIMHCKUX U3JIETTUN - COBOKYITHOCTh MEIUIIMHCKHUX
U3JIeNi, O0BETMHEHHBIX OOIIMM (QYyHKITMOHATHHBIM Ha3HAYCHUEM U 00JIaCTHIO
IpUMEHEHUS, UMEIoIast 00IyI0 MAPKUPOBKY C YKa3aHUEM IEePEUHs] MEIUIIMHCKUX
U3JIeNIU, BXOSIIIUX B COCTAaB Habopa (KOMILJIEKTA), B COOTBETCTBUU C JJOKYMEHTAIUEH
IPOU3BOIUTETIS;
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52) IMPUHAATICIKHOCTDb K MCIUIIMHCKUM U3 ACIINAM — U3ACIINEC, HC ABJISIOIICCCS
MCIUIMUHCKHUM HU3ACITIUCM, ITPCAHA3HAYCHHOC IIPOU3BOIUTCIICM IJISI COBMCCTHOI'O
IMPUMECHCHUS C OAHUM HUJIM HCCKOJIbKUMHU MCAUIUMHCKUMHU U3CTIUAMUA IJIsA
HCIIOJBb30BaHHUA B COOTBCTCTBUH C UX HA3HAYCHUCM,

53) 6e30MmacHOCTh MEAUITMHCKOTO U3/IeTUSI — OTCYTCTBUE HEJIOMyCTUMOTO PUCKa
IIPU UCTIOIb30BAHUM MEJIMIIMHCKOTO U3EIINs, CBSI3aHHOTO C MPUUYMHEHHUEM Bpea
KU3HH, 3I0POBBIO YEJIOBEKA, a TAK)KE OKPYIKAIOILEH CpEJIE;

54) 3akmroueHue o 0€30MacCHOCTH, Ka4ecTBE U 3P(PEKTUBHOCTH METULIUHCKOTO
U3/IeNUS — TIOKYMEHT, COJEP KaIlMi pe3yIbTaThl IKCIIEPTU3bI 3asBJICHHBIX HA
AKCIIEPTU3Y MEAUIIMHCKUX U3JICINN;

55) cocTaBHas 9aCTh MEAUIITMHCKOTO U3ICNIHS — OCHOBHOM OJIOK (Y4acTh)
MEUIMHCKOTO U3ENHS, KOMIUIEKTYIOIIEe, TPUHAICKHOCTh, PACXOAHBIN MaTepua,
peareHT K MEAUITMHCKOMY M3JIEIHIO;

56) MmoauduKaIysa MEIUITUHCKOTO U3/IeTNs — PA3HOBUIHOCTh MEIUITMHCKOTO
U3JIeIIYsl, UMEIOIas O0IIUEe C OCHOBHBIM MEIUIIMHCKUM U3JIETUEM KOHCTPYKTUBHEIE,
TEXHOJIOTHYECKHE TIPU3HAKH, pa3padoTaHHbIC Ha 6a3¢ OCHOBHOI'O M3EIHS C I[EIbI0 €T0
YCOBEPIIICHCTBOBAHUS, PACIIUPEHUS (DYHKIIMOHAIBLHOTO Ha3HAYEHU S, IPUMEHEHUS
100 crienaan3aii MPUMEHEHUS B MEIUITUHCKUX 11EJISX;

57) ocHOBHO# OJIOK MEAUITUHCKON TEXHHUKH (ammapaToB, IpruOOpOB,
000pyIoBaHUs) — JIEMEHT (y3€J1) MEIUIIMHCKON TeXHUKH (TIPY HATUYUH ),
IIPEAYCMOTPEHHBIN MPOU3BOIUTEIIEM, SIBISAIOIIMICA HEOTHEMIIEMON YaCThIO
MEIMLIUHCKON TEXHUKU, 00eCIeUnBaAIOINN €€ PYHKIIMOHUPOBAHUE B COOTBETCTBHUHU C
Ha3HAYCHHEM U PYKOBOJICTBOM I10 IKCIUTyaTaIlH U CEPBUCHOMY OOCITY>KHBaHHUIO
POU3BOIUTETIS;

58) envHMLIa U3MEPEHMS U3IENIHS MEIULIMHCKOTO HA3HAYEHUS - OJJHA €IMHHIIA
U3JENINS MEUIIMHCKOTO Ha3HAYEHUS C y4€TOM (PaCOBKH, KOMIIJIEKTHOCTU WIIH
NIEPBUYHON YIIAKOBKH;

59) npou3BOaUTENb MEAULIMHCKOTO U3ENHS — CYyOBEKT B cpepe oOpaleHus
JIEKapCTBEHHBIX CPEJICTB U MEIULIMHCKUX U3/1€TIUI, OTBETCTBEHHBIN 3a pa3paboTKy U
W3TOTOBJICHUE MEAUIIMHCKOTO U3/IENHSI, JENAIONIUI eT0 TOCTYITHBIM IS
UCIIOJIb30BaHUs OT CBOEr0 MMEHU HE3aBUCHMO OT TOTO, pa3padoTaHO U (UJIK)
U3TOTOBJIEHO 3THUM JIMIIOM WJIX OT €0 UMEHH JIPYTUM JIMIOM (JIMLIAMHU), U HECYILIUN
OTBETCTBEHHOCTb 32 €ro 0€301aCHOCTh, KaueCTBO U 3 (HEKTUBHOCTH;
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60) KaueCTBO MEUIIMHCKOTO U3JIETUs — CTENIEHb COOTBETCTBUS COBOKYITHOCTH
CBOMCTB M XapaKTEPUCTUK MEAUIIMHCKOTO U3JIeNHUs LIEJISIM €T0 MpeaHa3HAYeHHOTO
HCIIOJIb30BaHUS,

61) TOKyMEHT 10 KaueCTBY MEAUIIMHCKOr0 U3/ieNus (Janee — TOKYMEHT MO
KauyeCTBY) — JOKYMEHTHI (MEXIyHAPOIHbIE, pErHOHANIbHBIC), HAlIMOHATbHbBIC
CTaHJapPThl, CTAHIAPTHI OPraHU3aIM1, YCTAaHABIUBAIOIINE KOMIUIEKC TPEOOBaHUM K
KauyecTBY, 0€30MMaCHOCTH, METO/IMKAM HCTIBITAHUMN, a TAK)KE TPAHCTIOPTUPOBKE U
XPaHEHUIO MEAUITUMHCKUX U3JICTUH;

62) 3 PeKTUBHOCTH METUIIMHCKOTO U3JIENIHS — COBOKYITHOCTh CBOMCTB U
XapaKTEPUCTUK MEAUIIMHCKOTO U3ICNIHS, 00CCIICUNBAIOITUX JOCTHKECHHE TeTIeH
npeaHa3HAYCHUS, YCTAHOBJICHHBIX MMPOU3BOJIUTEIIEM MEIUITMHCKOTO U3ICIUS U
MOATBEPKJACHHBIX MPAKTUKON €ro UCII0JIb30BaHMUS;

63) pacxoJIHbI} MaTepual K MEAUIIMHCKUM U3JICIIUSIM — U3JIEIUS U MaTepualbl,
pacxoyembie MPH UCTIOIb30BAaHIN MEIUIIMHCKUX U3, 00€CTIeUnBaIOIIIe
MPOBEJICHNE MAHUMYJISAIIMI B COOTBETCTBUH C ()YHKIIMOHAIBHBIM Ha3HAYCHUEM
MEIUIMHCKOTO U3/IEIIHs], SKCIUTYaTallMOHHBIMU XapaKTEPUCTUKAMH, PYKOBOJCTBOM IO
CEPBUCHOMY OOCITY>KMBAHUIO MPOU3BOIUTENS;

64) ctpanbl peruoHa MexyHapoaHONU KOH(EpEeHIIUU 110 TapMOHU3ALIUN
TEXHUYECKUX TPEOOBAHUM K PETUCTPALIMU JICKAPCTBEHHBIX MPENapaToB Jjis
Meauuuackoro npumenenus (ICH) (AiCudiitu) — rocynapctsa, peryJisiTOpHbIE OpTraHbl
KOTOPBIX BXOJSAT B COCTaB yupeauteneil u noctossHHbIX wieHoB ICH (cTpanbl
EBpomneiickoro coro3a, Benukooputanus, Coenunennsie [lItatel AMepuku, SAnonus,
[setinapus, Kanana) (nanee — ctpansl peruona ICH (AiCudii));

65) u3nenust MEAUIMHCKOTO Ha3HAYEHUSI — MaTEpUaIbl, U3AENIHs, PACTBOPHI,
peareHThl, KOMILIEKThI, HA0OPbI, UCIIOIb3YEeMbIC JIJIsl OKa3aHUS MEAUIIMHCKOM MOMOIIU
B COOTBETCTBUH C (PYHKIIMOHAIBHBIM HA3HAUCHUEM U UHCTPYKITUEH TTPOU3BOIUTEIIS;

66) pedepeHTHOE 1IEHO00pa30BaHKNE HA M3/ICTUS MEIUIIMHCKOTO HA3HAYCHHUS -
CUCTEMa aHaJK3a IICH Ha TOPTOBOE HAMMEHOBAHUE U TEXHUUYECKYIO XapaKTEPUCTHKY
U3JIeIIAS MEAUITMHCKOrO Ha3HAYCHHUSI, OCHOBAHHAS Ha MPEJICTABICHHBIX 3asSBUTEIICM
[IEHaX NPOU3BOAUTENS, B COOTBETCTBUU ¢ ycinoBusimu DDP MHKOTEPMC 2020,
OJTHOTO Y TOTO K€ MPOU3BOAUTEIIS OJHOTO W TOTO K€ MEIUIIMHCKOTO U3/IEITHS C YIETOM
KOMIUICKTHOCTH, BHJIa U TUIIOPA3MEPHOTO psijia, a Takke (aKTHISCKOM 1IEHBI ITOCTABOK
B Pecny6nuky Kazaxcran;
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67) MeauIIMHCKAs TEXHUKA — anmapathl, MpuOopkl, 000pyI0BaHHUE, KOMILIEKCHI,
CUCTEMBI, IPUMEHSIEMbIE OTJICJIHLHO UM B COUETAHUU MEXKy COOOM JIsl OKa3aHus
MEIUIIMHCKON MTOMOIIIM B COOTBETCTBUU C ()YHKIIMOHAJIBHBIM HA3HAUYCHUEM U
DKCIUTyaTallMOHHBIMU XapaKTEPUCTUKAMU, YCTAHOBJIEHHBIMU [IPOU3BOJAUTEIIEM;

68) rocynapcTBeHHas yciyra - oaHa u3 GopM peanu3aluu OTIAeIbHBIX
rOCyJIapCTBEHHBIX (DYHKIIUIA UM UX COBOKYITHOCTH, OCYIIECTBIISIEMbBIX IO OOpaIeHUIO
nim 0e3 0OpallleHHs yCIIyronojy4aTesie 1 HapaBiIeHHbBIX Ha peali3alyio UX Mpas.,
CB0O0OO/]I 1 3aKOHHBIX UHTEPECOB, MPEIOCTABICHHE UM COOTBETCTBYIOLIUX
MaTepuaJbHbIX WIK HEMaTepUaIbHbIX OJar;

69) DKcrepTHBIN COBET rOCYIapCTBEHHOM SKCIIEPTHOM OpraHu3alu (J1anee —
DKCIEPTHBIN COBET) — KOJUIETUATIbHBIN OpraH, CO3/1aBa€MbIil B TOCYIapCTBEHHOM
AKCIIEPTHOM OpraHU3aIMu M0 PACCMOTPEHUIO CIIOPHBIX BOIIPOCOB B pe3yibTaTax
AKCIEPTU3bI, OCHOBAHUM (TPUYMH) BbIA4YH OTPULIATEIbHBIX 3aKIIOUYEHUN O
0e30macHOCTH, KauecTBe U 3 (HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB U METUIIMHCKHUX
V3NN U PUHATHIO OKOHYATEIBHOIO PEIICHNUS, 33 UCKIFOUEHUEM OTKa3a 10
HapYyUICHUIO CPOKOB KOMIIO3UTHOW FOCY/IapCTBEHHOM YCIIYTH 3asIBUTEIIEM;

70) MoJienh — CaMOCTOSITENIbHAS €IMHUIIA METUIIMHCKOTO U3CIIUS,
UACHTU(HUITMPOBAHHAS TIPOU3BOIUTEIIEM MEAUIIMHCKOTO U3JICTHS ONPECIICHHBIM
OYKBEHHBIM, IU(PPOBHIM WK OyKBEHHO-ITU(DPOBHIM 0003HAUCHUEM;

71) nexapcTBeHHBIE IpenapaTsl nepeoBoi tepanuu (nanee — JIINIIT) —
JIEKapCTBEHHBIE MpernapaThl MEIUIIMHCKOTO IPUMEHEHUS, SIBIISIOIIHECS
JIEKApCTBEHHBIMU TpenapaTaMy reHHOU Teparuu, Teparnui COMaTHIECKUMU KJIETKaMH,
TKaHEHMH)KEHEPHBIMU TperapaTaMy Wi KOMOMHUPOBAHHBIE MPeTapaThl sl IePeI0BOM
Teparuu;

72) opdanHbIi (peakuii) TeKapCTBEHHBIN MpenapaT — JeKapCTBEHHBIN npemnapar,
npeaHa3HAYeHHBIN 17151 AUarHOCTUKU, ITHONATOTeHETUYECKOTO WM AaTOr€HETUYECKOTO
neueHus: oppaHHbIX (peAKUX) 3a00I€BaHMI, YaCTOTa KOTOPHIX HE IIPEBBIIIAET
oduIHAIIBHO OMpeeeHHOTo ypoBHs B Pecniybnuke Kazaxcran;

73) mpou3BOICTBEHHAS IUIOIIAJKa — TEPPUTOPUATIEHO 000COOICHHBIN KOMILIEKC
MIPOU3BOUTENS JIEKAPCTBEHHBIX CPEICTB, MEIUIIMHCKUX U3CIIUN, TPeTHA3HAYCHHBIN
JUTSI BBITIOJTHECHHS BCETO MPOIIecca MPOU3BOICTBA JICKAPCTBEHHBIX CPEJICTB,
MEUITMHCKUX U3/ WA €ro ONPEIeTICHHBIX CTaIHi;
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74) yNOJIHOMOYEHHBIN MPEACTABUTEIb MPOU3BOAUTEINS — FOPUANUYECKOE WU
bu3uYecKoe U0, 3aPETUCTPUPOBAHHOE B KAU€CTBE WHIUBUAYAJIBHOTO
npeAnpuHUMAaTens, apistoileecs pesuaeHToM Pecnyonuku Kazaxcran,
YIOJIHOMOYEHHBIE JJOBEPEHHOCTHIO MPOU3BOAUTENS MEIULIIMHCKOTO U3AEIIHS
NPEACTaBISATh €r0 UHTEPECHI MO BOMPOCaM OOpAIlICHUSI METUIIMHCKOTO U3/ENIHS Ha
teppuropun Peciy6imku KazaxcTan B COOTBETCTBUU C JACHCTBYIOITUM
3akoHoJaTenbCcTBOM PecnyOnuku Kazaxcran B 001acTH 34paBOOXpaHEHNUS;

75) 3agBUTEINb — GPU3MUECKOE WU IOPUANYECKOE JUII0, SBIISIOIIECECS
MPOU3BOJIUTENEM (M3TOTOBUTEIIb) UM UX MIPEACTABUTENIEM, PA3pa0OTUUKOM,
BJIQ/ICNIbLIEM UJTU JePXKATEIEM PErUCTPALIMOHHOTO yIOCTOBEPEHUSI HIIM UX JIOBEPEHHOE
JIUI0, YIIOJTHOMOYEHHOE M0J1aBaTh 3asiBJICHUE, TOKYMEHTBI U MaT€pUaJIbl U BBITIOJIHSITh
JNEUCTBUS, TPEAYCMOTPEHHbBIE TOBEPEHHOCTHIO JOBEPUTEISI HA TPOBEACHUE AKCIIEPTU3bI
JIEKApCTBEHHOTO CPEJICTBA U MEIMIIMHCKOTO U3/ICTUs JJIsl PETUCTPALINH,
NepEPEruCTPALINU, BHECEHUSI U3BMEHEHUN B PETUCTPALIMOHHOE JJOChE, TPAaBOMOYHOE
110/1aBaTh 3asBJICHUSA, JOKYMEHTBI U MaTEPHAJIbI IJIs1 PETUCTPAIIUHU LIEHBI UITN
NepEePEruCTpaLiK 3aPETUCTPUPOBAHHOM 1IEHBI Ha JIEKAPCTBEHHOE CPEJICTBO WU
MEUITMHCKOE U3JIenne, MPOodeCCUHOHATBHON YKCIIEPTUHI;

76) pagnodapmarieBTHYECKU JIEKapCTBEHHBIN MpenapaT — JeKapCTBEHHbIN
Mpernapar, CoACp KAl B TOTOBOM JIJIsI IPUMEHEHHUS COCTOSTHUM OJIMH UJIU HECKOJIBKO
PaIUOHYKIUIO0B (paAMOAKTUBHBIX U30TOIOB) B KAYECTBE JICUCTBYIOIIETO BEIIECTBA WU
B COCTaB€ JICMCTBYIOILETO BEUIECTBA;

77) pedepeHTHBIE CTPaHbI — CTPAHBI €BPONEHCKOTO U IIEHTPAIbHO-a3MaTCKOTO
peruoHa, MakpO’KOHOMHUUYECKHU conocTaBumMbie ¢ Pecniybnukoit Kazaxcran,
OTHOCSIIIAECS K TPYIIIE CTPaH BBICOKOTO, BBIIIE CPETHETO WIIM HUXKE CPETHETO YPOBHS
JI0XOJIOB, COTJIACHO Kiaccudukauu BcemupHoro 6anka mo oleHOYHOMY YPOBHIO
BAJIOBOT'O HAILIMOHAJIBHOTO JOXO/1a HAa AYIIY HACEIEHUS], U3 KATETOPUU KPEAUTYEMBIX
MexyHapoJHBIM 0aHKOM PEKOHCTPYKIIUM U pa3BuTus (A3epOaiikaH, benapychs,
Bonrapus, Benrpus, Keipreizcran, [Tonsina, Poccus, Cnoenust, Typuusi, Y30ekucran);

78) pedepeHTHBI JIeKapCTBEHHBIN MTpenapar — JIEKapCTBEHHBIN MTpenapar,
KOTOPBIM UCIOJIB3YETCS B KAYECTBE IIperapaTa CPaBHEHUS U SABIIIETCS YTAJIOHOM, I10
KOTOPOMY OIPENEISAIOTCS (HOPMHUPYIOTCSI) CBOIMCTBA JIEKAPCTBEHHOIO IIPENapaTa;

79) nagyexarias TpoU3BOICTBEHHAs MTPAKTHUKA — COCTaBHAsI 4YaCTh CUCTEMBI
obOecrieueHus: KauecTBa, TapaHTUPYIOIIasi TPOU3BOJICTBO U KOHTPOJIb KaueCcTBa
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JIEKAPCTBEHHBIX CPEACTB MO CTAaHAAPTaM B COOTBETCTBHUM C UX MPEAHA3HAYCHUEM U
TpeOOBAHUSIMHU PETUCTPALIMOHHOTO JIOCHE;

80) Tunopa3zMepHbIi s — P U3AEIINIM, U3TOTOBICHHBIX U3 OJJHOPOJIHOTO ChIPbS
¢ o0uMMU PU3UKO-XUMUYECKUMH CBOMCTBAMH MO 00ILIEMY TEXHOJIOTHYECKOMY
npoleccy, UMeroIne eAnHoe GyHKIIMOHAIbHOE Ha3HAUeHUE U TIPUMEHEHUE,
OTJIMYAIOIIUECS TOJBKO pa3MepamMu U (W) 00beMOM U (MJIH) [IBETOM, B COOTBETCTBUU
C IOKYMEHTalUel MPOU3BOIUTEIIS;

81) peructpalliOHHOE TOChE — KOMILJIEKT IOKYMEHTOB U MaTepUaIoB
YCTAHOBJIEHHOT'O COJIEp KaHUs, IPEJCTABIAEMbIN K 3asIBJICHUIO HA IKCIIEPTU3Y
JIEKAPCTBEHHOTO CPEJICTBA UJIM MEIUIIMHCKOTO U3/IEIHS;

82) neprkaresib perucTpaloOHHOIO YI0CTOBEPEHUS — IOPUIUYECKOE JIUIIO,
SIBJISIFOLLIEECS] PE3UJICHTOM WU HepesuaeHToM Pecniyonnku Ka3zaxcran, Ha ums
KOTOPOTO BBIAAHO PETUCTPALIMOHHOE YAOCTOBEPEHHUE HA JIEKAPCTBEHHBIN Mpenapar;

83) 3aperucTprupoBaHHas 1I€HA JJIsi ONITOBOM M PO3HUYHOM peasIN3aiiu, a TaKKe
B paMKaxX rapaHTUPOBAHHOTO 00beMa OeCIIaTHOW MEIUIIMHCKOW MOMOIITH U (WJIH) B
CHUCTEeMe 0053aTEIHLHOTO COIMATILHOTO MEUITMHCKOTO CTPaXOBaHUs — pacueTHAs
0a30Bas 1IleHa HAa TOPrOBOE HAMMEHOBAHHUE JIEKAPCTBEHHBIX CPEJICTB I (POPMUPOBAHUS
MPEICILHON IIEHBI HA TOPrOBOE€ HAUMEHOBAHUE JIJISI ONTOBOM M PO3ZHUYHOM peain3allvu,
a TAaK)Ke B paMKax B paMKaxX rapaHTUPOBAHHOTO 00beMa OeCIIaTHOW MEIUIIMHCKON
MOMOIIY U (WJIK) B CUCTEME 00513aTEIbHOTO COLIMATIbHOTO MEIUIIMHCKOTO CTPAaXxOBaHUsI,
COCTOSIIIIAs U3 IIEHBI TPOU3BOIUTEIIS;

84) nccienoBaHUe YKBUBAICHTHOCTH — UCCJIEAOBAHHUE, KOTOPOE OMpPEALsieT
SKBUBAJIEHTHOCTb MEK/y T€HEPUKOM U OPUTHHAIIbHBIM (pe(epeHTHBIM)
JIEKAPCTBEHHBIM CPEACTBOM P UCIIOIb30BAHUU UCCIEIOBAHUN UH-BUBO (BHYTPHU
opraHu3Ma) u (WiM) UH-BUTPO (BHE OpraHH3Ma);

85) anexTponHas nudponas noanuck (ganee - I1II) - HAOOP PNEKTPOHHBIX
U (POBBIX CUMBOJIOB, CO3/IAHHBIN CPEICTBAMHU 3JEKTPOHHON HU(POBOM MOAIUCH U
HOJTBEPKIAOLINI TOCTOBEPHOCTh 3JIEKTPOHHOTO IOKYMEHTA, €r0 MPUHAIEKHOCTh U
HEM3MEHHOCTh COJICPKaHUS;

86) papmanieBTHueckas cyOcTaHuus (akTUBHAS (hapMaleBTUYECKasi CyOCTaHITH)
— JIEKApCTBEHHOE CPEJICTBO, MIPEIHA3HAYCHHOE JJIsl IPOU3BOCTBA U U3TOTOBJICHHUS
JIEKapCTBEHHBIX MPEnapaToB.
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3. DKcriepTru3a JEKapCTBEHHBIX CPEACTB WM MEIUIIMHCKUX U3IEIUH,
perucTpanus eHbl, BHECEHUE U3MEHEHUN B 1IEHY IPOU3BOJUTENS TPOBOJAUTCS
roCyJIapCTBEHHOM 2KCIEPTHOM opraHu3alueit B cepe oOpalleHust JIEKapCTBEHHBIX
CPEACTB U MEJIUIIMHCKUX M3AENHI (Jlajiee — TOCyJapCTBEHHAS SKCIIEPTHAs
OpraHu3aIus).

4. 'ocynapCTBEHHYIO PErUCTPALMIO, IEPEPETUCTPALINIO, BHECEHHE N3MEHEHUH B
PETUCTPAIMOHHOE 10ChE JIEGKAPCTBEHHBIX CPEACTB UM MEIUIIMHCKUX U3JIETUN
OCYIIECTBIISIET TOCYIaPCTBEHHBIN Opra B cepe oOpalleHus JeKapCTBEHHBIX CPEICTB
U MEJIUIMHCKUX U3JICIIUM.

5. [IpodeccronanbHas FKCEPTU3a OCYIIECTBISETCS MOIBEIOMCTBEHHOMN
OpraHu3alyen ynoJHOMOYEHHOTO OpTraHa, B KOMIIETEHIIUIO KOTOPOM BXOAAT BOIPOCHI
POBEJICHUS SKCIEPTU3BI, TPETyCMATPUBAIOLIEH OILIEHKY JTaHHBIX 10 KIIMHUYECKON
0e3omacHOCTU U 3P(HEKTUBHOCTH JIEKAPCTBEHHOI'O CPEACTBA, OATBEPKICHHBIX B
KJIMHUYECKUX MCCIIE0BAHUAX, a TAKKE B METa-aHAIN3aX U (UJIM) B CUCTEMATHUYECKUX
0030pax (manee — LleHTp).

6. DKkcniepTU3a, B TOM YUCie NpoBeaeHue hapMaleBTUYECKON NHCIIEKIIUU WU
MHCIEKIMH IMPOU3BOJACTBA MEJULMHCKHUX U3JIETIUH (J1ajee B COBOKYITHOCTH —
MHCIEKIUS WIN B OTJEIBHOCTH - (hapMalleBTUUECKash MHCIIEKIUS WM UHCIEKIUS
IPOU3BOJICTBA MEIULIMHCKUX U3/EIINI), OCYIIECTBICHHE MEPEBOa TOKYMEHTOB Ha
Ka3aXCKUH S3bIK, PpETUCTPALUs LIEHbI, BHECEHUE U3MEHEHNH B LIEHY IIPOU3BOJUTENS, a
Tak)Ke MpodeccuoHabHas SKCIEePTU3a JIEKAPCTBEHHBIX CPEJCTB WM MEIULIMHCKUX
U3JIETIUI IPOBOAUTCS HA OCHOBAHUH 3aKIOYEHHOTO I0rOBOPAa B COOTBETCTBHH C
IpaXIaHCKUM 3aKoHoAaTeabcTBOM Pecniybnuku Kasaxcran 10 okazaHUsI KOMIIO3UTHOM
rOCyJIapCTBEHHOM YCIIyTH.

7. Peructpanus neHbl NI BHECEHUE U3MEHEHUN B 3aPETUCTPUPOBAHHYIO LIEHY
IIPOU3BOJUTEIS JIEKAPCTBEHHOI'O CPEACTBA U MEAULMHCKUX U3JEIUN OCYILECTBIISETCS B
HaloHalbHOU BaymtoTe PecmyOnuku KazaxcraHn.

8. OmaTa CTOUMOCTH PETUCTPALIMU LIEHBI IPOU3BOIUTEINSI U BHECEHHUE
WU3MEHECHHH B IICHY MPOU3BOAUTENIS, & TAaK)Ke MPO(PECCHOHATBEHOM SKCTIEPTH3BI
OCYILIECTBIISIETCS B COOTBETCTBUU C MPENCKYPAHTOM LIEH, YCTAaHOBJICHHBIM
roCy1apCTBEHHOM 3KCIIEPTHOU opranu3anuen u Llentpom.

9. Omiara CTOMMOCTH 3KCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA WIH
MEIULUHCKOIO U3/I€TUs OCYILECTBISAETCS B COOTBETCTBUU C MPEHCKYPAHTOM,
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YCTaHABJIMBAEMbIM YIIOJITHOMOUYEHHBIM OPTaHOM IO COTJIACOBAHUIO C
AHTUMOHOIIOJIbHBIM OPTaHOM B COOTBETCTBUU C MTPUKA30M HCIIOIHSIOMIETO
o0s13anHOCTH MuHUCTpa 311paBooxpaneHus: Pecnyonuku Kazaxcran ot 20 siuBaps 2021
roga Ne KP ICM-7 «OG0 yTBep>KaeHUU 1IeH Ha TOBaphI (paboThI, YCIYTH),
MIPOU3BOIMMBIE U (MJIH) pealiu3yeMble CyOBEKTOM roCyAapCTBEHHON MOHOIIOIMI
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHOM perucTpaiii HOPMAaTUBHBIX MPABOBBIX
aktoB o1 Ne 22096) .

10. Omnata cTOMMOCTH FOCY1apCTBEHHOM pETUCTPaLUU, IEPEPErUCTpauu
JIEKApCTBEHHOTO CPEJICTBA WJIM MEIUIIMHCKOTO U3/, BHECEHUS U3MEHECHUI B
PETUCTPALMOHHOE J0ChE JIEKAPCTBEHHOT'O CPEICTBA WM MEAUIIMHCKOTO U3IEIIHS
ocyulecTBiseTcst B coorBeTcTBUM ¢ Hanmoroseim kogexcom Pecnybnuku Kazaxcran.

11. Dkcnepruse, a TakkKe perucTpalvy HEHbl 1 BHECEHUIO U3MEHEHU B LIEHY
IPOU3BOAMUTENS OAJIEKAT Npou3BeieHHbIE B PecryOnnke Ka3axcraH, a Takxe
BBO3HMbIE Ha €€ TEPPUTOPHUIO JIEKAPCTBEHHBIE CPECTBA MU METULIMHCKUE U3/IEIIUS.

12. 1o nojiaum 3asiBIE€HUS HAa SKCIIEPTU3Y JIEKAPCTBEHHBIX CPEICTB WIH
MEIUIMHCKUX U3IETUNA, TOCYAAPCTBEHHYIO PETUCTPALMIO, IEPEPETUCTPALIUIO
JIEKaPCTBEHHBIX CPEACTB WIIM MEIULIMHCKUX U3/IEINI, BHECEHUS] U3MEHEHUH B
PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOT'O CPEICTBA WIM MEAULMHCKOTO U3/IEIIUS U
perucTpaluy, BHECEHUSI U3MEHEHHUSI B 1IEHY ITPOU3BOIUTENS 3asIBUTEIIb IO COOCTBEHHOM
VHHIMATUBE HA JIOTOBOPHOM OCHOBE ITOJIYy4YaeT B TOCYAAPCTBEHHOM SKCIIEPTHOU
OpraHu3alyy 3aKJIOUYCHHUE TT0 UTOraM SKCIIEPTHU3bI TPUHAJIC)KHOCTH MPOLYKIIUU K
MEIUITMHCKUM U3/ICNIUAM U HEOOXOAMMOCTH €€ TOCYAapCTBEHHON PETUCTPAIuU B
Pecny6nuke Ka3zaxcran, a Takxe HH(GOPMAIIMOHHBIE U KOHCYJIbTAllUOHHBIE YCIYTH 110
BOIIPOCAM, CBSI3aHHBIM C MMPOBEACHUEM IKCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA WU
MEIULIUHCKOTO U3EIHS.

I[J'Iﬂ IMOJYUYCHUA 3aKIOYCHUA 110 IIPUHAJICKHOCTHU IIPOAYKIUU K MCAUITUMHCKUM
H3ICIIUAM 3asABUTCIIb ITOCPECACTBOM ITOPTAJIa FOC}’I[&pCTB@HHOﬁ BKCHepTHOﬁ
opraHu3anuu IpeaoCTaBIACT CIICAYIOIUE MATCPpHUalIbl U JOKYMCHTEI ¢ aYTCHTUYHBIM
ImepeBoaoOM Ha Ka3axCKHUH U pYCCKI/Iﬁ S3BIKH:

1) HaMeHOBaHME MPOIYKIINH;
2) HAaMMEHOBAaHHE TIPOU3BOIUTES, CTPAHBI,

3) MHCTPYKIUS IO MPUMEHEHUIO WA SKCIUTyaTallMOHHBINA JOKYMEHT, WU
PYKOBOJICTBO IOJIb30BATEIS;
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4) potorpaduueckoe n300pakeHUE, OTOOpaKarolIee BHEITHUN BU]T TPOTYKITUH,
pasmepom He meHee 18 x 24 cantumerpa;

5) uHdopMaIMIO 0 PETUCTPALIMH B CTPaHE MIPOU3BOIUTES, BHITAHHYIO
rOCyAapCTBEHHBIM YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbl IPOU3BOAUTEIS,

6) TEXHMYECKOE OMUCaHue, 001acTh MPUMEHEHHSI, 1IeJIEBOE Ha3HAUCHUE
npoayKiuu (MHGOpMAaIUs OT IPOU3BOIUTEIN).

['ocynapcTBeHHas dKCIEpTHAS OpraHu3alns TPOBOJIUT IKCIIEPTUIY
MPUHAICKHOCTH MPOIYKIIMHU K METUIIMHCKUM U3JIETUsIM B TeueHue 15 (marHaamnarh)
pabounx JHEH ¢ JaThl pETUCTPALMH 3asBICHUS U IIPEAOCTABICHHUS 3aIBUTEIIEM
JIOKYMEHTOB B TOCY/IAPCTBEHHYIO AKCIIEPTHYIO OpPraHU3AIIUIO.

B cnydae npenocraBieHus 3asBUTEIEM HEOCTOBEPHBIX JTAHHBIX, HETIOJIHOTO
NaKeTa JOKyMEHTOB M HAJIMYMS 3aMEYaHUi K MPEACTABICHHBIM JOKYMEHTaM U (HJIN)
MaTepuanam, B MHGOPMallMOHHON CUCTEME IOCy1apCTBEHHON IKCIEPTHOM
OpraHu3alliy B TMYHOM KaOMHETE 3asBUTENS pa3MENIaeTcsl yBe1OMIIEHUE (B
IPOU3BOJIBHON (hopMe) O HEOOXOAMMOCTH YCTPAHEHUS BBISIBJICHHBIX 3aMEUaHUH B CPOK,
HE TpeBBIIAIOINN 5 (M9Th) padOYuX THEH, CO THS BHICTABJICHUS 3aMEUaHUN
rOCyapCTBEHHOM IKCIIEPTHOW OpraHU3aluen.

Ha Bpems ycTpanenus 3ame4aHuid, CPOKH PAaCCMOTPEHUS 3asBJICHUS
IIPUOCTaHABINBAOTCS.

IIpu He ycTpaHEHUH 3asBUTENIEM 3aMEYAHNM, YKa3aHHBIX B HACTOSIIIEM ITYHKTE
ykasaHHbIX [IpaBui, rocygapcTBEHHAs SKCIIEPTHASI OpraHU3alis HalpaBIIsieT
3asBUTEIIIO PELICHUE O NPEKPALLEHUH IKCIIEPTU3bI IPUHALJICKHOCTH NPOAYKIIUN K
MEIUIMHCKUM U3/IeNIUAM U HEOOXOANUMOCTHU €€ TOCYAapCTBEHHON PErucTpanuu B
PecniyOnuke Kazaxctan B mpou3BosIbHOM Qopme.

9KCHCpTI/I33 MNPHUHAIJICKHOCTH IPOAYKIUN K MCAUTTUHCKUM HU3JICIIUAM
OCYHICCTBIIACTCA IIYTCM IIPOBCACHUS aHAJIN3a IIPCACTABIICHHBIX MATCPHUAJIOB U
AOKYMCHTOB C YUCTOM obiacTu IMPUMCHCHUS U HAa3HAUYCHUA 3asiBJICHHOM IMPOAYKIIHUH.

[Ipu npoBeaeHNM aHanr3a yYUTHIBAKOTCS AaHHbIEC U3 ['0CYy 1apCTBEHHOTO peecTpa
JIEKaPCTBEHHBIX CPEACTB U MEAULIMHCKUX U3JICIIHUM.

IIo pe3yJibTaTaM 3KCIICPTU3bI IPHUHAICKHOCTHU IIPOAYKIHNHU K MCAUITNHCKUM
HU3OCIIUAM 3aiABUTCIIA IIOCPCIACTBOM HH(i)OpMaHHOHHOﬁ CHCTCMBI FOCY,HapCTBeHHOﬁ
BKCHCpTHOﬁ OopraHu3alnu B «JIUYHBIA KaOMHET)» 3assBUTEIIS HaIpaBJIACTCA 3aKIHOYCHHC
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0 MPUHAJIC)KHOCTH MPOAYKITUN K METUITMHCKIM U3JIEIHSIM B TIPOU3BOJIBHON (hopMe CO
CpoKOM jeiicTBHs He Oojiee 12 (1BeHaAaTh) MECAIIEB CO JIHS €0 BBIJAYH.

I'naBa 2. Ilopsiaok okazaHus roCyJapCTBEHHOM YCIAYIH «JKCIEePTH3a,
perucrpaumusi, nepeperucTpauus, BHeCeHNe M3MEHEHHH B PeruCTPalMOHHOE 10Che
JIEKAPCTBEHHOI'0 CPeICTBA WJIH MEJUIMHCKOI0 U3/1eJIUs U PerucTpanus HeHbl,
BHECEHHE U3MEHEHUS B LIEeHY IIPOM3BOIUTEJIS, 2 TaKKe (POPMUPOBAHUA
Ka3axcTaHCcKoro HalMOHAJIBHOI'0 JIEKAPCTBEHHOT0 (popmyJisipa»

13. Ins nosryyenus rocynapctBeHHoM yciyru «llopsamok okazanus
roCy/IapCTBEHHOM YCIYTH «DKCIEePTU3a, PETUCTPALUs, IEPEPETUCTPALUsl, BHECEHHE
U3MEHEHHI B pErUCTPALIMOHHOE 10ChEe JIEKAaPCTBEHHOTO CPEICTBA UM MEIUIIMHCKOTO
U3JICNNS U PETUCTPAIUs [ICHbI, BHECCHHE N3MEHEHHS B IIEHY MTPOU3BOIUTENA, a TAKKE
dbopmupoBanus KazaxcTaHCKOTO HAIMOHAIBHOTO JIEKAPCTBEHHOTO (hOPMYIISIpa»
(manmee — rocyJapcTBEHHAS yCIiyra) 3asBUTENb (J1aliee - yCIyronojydyaTeib) yepes
UH(POPMAIIMOHHYIO CUCTEMY YIIOJIHOMOUEHHOTO OpraHa MojaeT 3asBiIeHue o Gopme,
coracHo npuioxeHusiM 1 u 2 k HacTtosumMm [IpaBunam, moanucannoe DI
yCIyrONoay4aTelis WK YA0CTOBEPEHHOE OJTHOPA30BhIM MapoJieM, IPU PETUCTPALIUU U
MOJIKJIIOYEeHHs] aDOHEHTCKOT0 HOMEpPA YCIIYTONnoaydaTes, MPe0CTaBICHHOTO
OTEepPaTOPOM COTOBOM CBS3H, K YUETHOM 3aMicu UH(OOPMAIIMOHHOW CUCTEMBI
YIOJIHOMOYEHHOTO OpraHa.

14. HaumeHnoBaHue TOCyapCTBEHHON yCIIyTH, HAUMEHOBAHHE YCIYToIaTels,
CrocoO0bI MPEOCTABICHUS, CPOK OKa3zaHus, popmy, pe3yibTaT OKa3aHus
TOCyJapCTBEHHOM yCIIyTH, rpaduK pabOTHI yCIyroAaTeis U 00beKTOB HHPOPMAIIUH,
NepeueHb JOKYMEHTOB U CBEJICHUM, UCTPEOYEMBIX Yy YCIyTOMOIyYaTess JUisl OKa3aHus
rocyJapCTBEHHON yCIIyTH, OCHOBAaHHUS JUIsl OTKa3a B OKa3aHUM rOCY1apCTBEHHOMN
yCIIyTH, YCTAaHOBJICHHBIC HACTOSsIIMMHE [IpaBuiiamMu puBeIeHBI B IEPEYHE OCHOBHBIX
TpeOOBaHU K OKa3aHUIO TOCYIapCTBEHHON YCIIyTH (J1ajiee — TpeOOBaHUs K OKa3aHUIO
roCyJIapCTBEHHOM YCITyTH) COIIACHO MPUIIOKEHUIO 3 K HacTosimuM [IpaBuiam.

[Ipu 3TOM, yCimyronoiy4yaresb BBIOMPAET BCE BUJIBI YCIYT, BKIIFOUEHHBIX B
KOMITO3UTHYIO TOCYJJapCTBEHHYIO YCIYTY, JIUOO MO OTIETbHOCTH.

15. Yenyronomnyyarens 1aeT coryiacue Ha UCIIOJIb30BAHUE CBEJCHUIH,
COCTABJISIFOIIMX OXPAHSAEMYIO 3aKOHOM TaiiHYy, COJIepKaIIUXCsl B MH(OOPMATMOHHOU
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CHUCTEME YIIOJTHOMOYEHHOI'O OpraHa, IPY OKa3aHUU FOCY1apCTBEHHOM YCIIyTH, €CIIH
WHOE HE MpeaycMOoTpeHo 3akoHamu Pecryonuku Kazaxcran.

16. Ycnyrogatenu noiaydaroT Hu(poBbie TOKYMEHTHI U3 CEpBHUCa IUPPOBBIX
JOKYMEHTOB U€pe3 pealin30BaHHYI0 HHTETPALIMIO ITPU YCIOBUH COTJIACHs BJIAJIEIIblia
JNOKYMEHTA, IIPEIOCTaBIECHHOIO IIOCPEACTBOM 3aPETUCTPUPOBAHHOTO B
UH(OPMAIIMOHHON CUCTEME YIIOJTHOMOYEHHOT0 opraHa abDOHEHTCKOI0 HOMEpPa COTOBOM
CBSI3U IOJIB30BATENS IyTEM NIEPEAAYH OJJHOPA30BOI0O MMAPOJIS WU IIyTEM OTHPABICHUS
KOPOTKOT'O TEKCTOBOT'O COOOIIIEHUS B KAUECTBE OTBETA HA YBEJOMIICHUE U3
UH(OPMAIIMOHHON CUCTEMBI YIIOJTHOMOYEHHOTO OpraHa.

17. Tlpu oOpatiieHu# yCIyTromnoryqaTesl Mocie OKOHUYaHUsI pabouero BpeMeHH, B
BBIXOJIHBIC U TIPa3IHUYHBIC THU COTJIACHO TPYIOBOMY 3aKOHOIaTEILCTBY, MPUEM
3asBJICHUH M BBIJJa4a Pe3yJbTaTOB OKa3aHUS TOCYAapCTBEHHON YCIYTH OCYIIECTBIISCTCS
CIEAYIOIIUM PabOUuM JTHEM.

18. IIpu npegocTaBaeHUN YCIYTOMOIydaTeaeM MoCpeACTBOM HHPOPMAITMOHHOM
CUCTEMBI YIIOJIHOMOYEHHOT'O OpraHa JOKyMEHTOB, IIPEAYCMOTPEHHBIX TPeOOBAaHUEM K
OKa3aHMIO TOCYIAPCTBEHHOM YCIYTH, B (JIMYHOM KaOWMHETE» YCIyromnoaydaress
0TOOpaKkaeTcs CTaTyC O MPUHATHH 3asBIICHUS VISl OKa3aHUS TOCYJaPCTBEHHOM YCITyTH.

19. YcnyromnonyyaTenb 00€CTIEYHBAET TOCTOBEPHOCTD, TIOJIHOTY U COJICPKAHUE
NPEAOCTABIEHHBIX IOKYMEHTOB B COOTBETCTBHHM C JIEVCTBYIOIIUM 3aKOHOIATEIbCTBOM
PecnyOonuku Ka3zaxcran u Hactosimumu [Ipasunamu. [IpegocraBinenne
YCIIyTOIIOJIyYaTeJIeM HEIOCTOBEPHBIX JTAHHBIX SIBJIIETCS OCHOBAHUEM IS OTKA3a B
OKa3aHUU TOCYAAPCTBEHHOM YCIIYTH.

20. B cnyyae nosy4eHus ycayronoJjiyyaresieM MMCbMEHHOI0 0TKa3a B OKa3aHUU
rOoCyJIapCTBEHHOU YCIyTH, MPOU3BEICHHAS] UM OIlIaTa HE BO3BPAILIACTCS.

21. I1o pe3ynpTaram OKa3aHusi TOCYAAPCTBEHHOM YCIYTH YCIYTOMOIYYaTENIO
BBIJJAETCS OJUH U3 IOKYMEHTOB, IPEAYCMOTPEHHBIX NpHIIOKEHUsIMU 4, 5, 6, 7 u 8
Hactosmux [IpaBun uim MOTUBUPOBAHHBIN OTKA3 B OKa3aHUM T'OCYIapCTBEHHOM
yCIIyTH, 1o GopMaM MpeycMOTPEHHBIM npuiioxkenusamu 9, 10, 11 u 12 HacTosmux
[IpaBui1, KOTOpBIE HAITPABJISIOTCS B «JIMYHBIM KAOMHET» yCIIyromnojy4dares B hopme
3JIEKTPOHHOTO JIOKYMEHTA.

22. Cpok oka3aHus roCyIapCcTBeHHOI ycayru He npesbimaet 100 (cTo)
padounx JHei.
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B cpoxu oka3zaHus roCy1apCcTBEHHOM YCJIYIH He BXOJAUT:
1) BpeMs1 BOCIIOJTHEHUS] HEKOMILJIEKTHOCTH PeriCTPAlMOHHOIO 10Che;

2) BpeMs NpeioCTABJIEHHUS YCJIYronoay4vareseM JOKYMEHTOB U MaTepPHaIoB
10 3a1IPOCy HA JI000M U3 3TANOB IKCNEPTU3BI;

3) BpeMs OPraHu3aluu ¥ NPoBeeHUsI MHCIIEKIIUH.

Ycayronogayuyareiab B Tedenue 30 (Tpuauathb) padboumnx aHel co JHS
MOJIy4YeHHsl YBeJOMJIeHHsI 0 HEOOX0IMMOCTH NMPOBeIeHUs HHCTIEKITUT
NPeI0CTABJIAET MUCHMO O COTJIACHM U MPEOCTABJISIET B FOCYIapPCTBEHHYIO
IKCNEPTHYIO OPTraHU3aLMIO 3asiBJICHNE O POBEIeHMH UHCIEeKIH.

IIpoaoKuTeNIbHOCTL OPraHU3aLMU U NPOBEAeHUA HHCIEKIMHU
NPOU3BOJACTBA He nmpeBbiaeT 90 (1eBAHOCTO) padOYMX IHEH CO IHA NMOAAYH
yCJIYronoJyyareseM 3asiBJICHUS HA NIPOBeACHUE HHCIICKIMH.

4) opraHu3anus v NpoBejieHue JKCIEPTHOT0 COBETA, MPOA0JIAKUTEIbHOCTh
OPraHU3alUU U MPOBeJeHUsI JKCIEPTHOr0 coBeTa He npeBbimaet 30 (TpuanaTh)
KAJICHIAPHBIX JIHEM CO JHS YBeOMJIEHUS 3asiBUTEJIsl 0 BbIHECEHHMH MATEPUAJIOB HA
JKCIEPTHBIN COBET;

5) corjiacoBaHus yciayromoayvarejeM HTOroOBbIX T1O0KYMEHTOB.

23. XKanoba Ha peieHue, aecTBus (0e3AeCcTBUS) yCIyroaaTesns o Bonpocam
OKa3aHUs TOCYJIJapCTBEHHOH YCIYTH MOXKET OBbITh M0JIaHa Ha UM €r0 PYKOBOAUTEIS, B
YIOJTHOMOYCHHBIH OpTraH MO OLIEHKE U KOHTPOJIIO 32 KAa4eCTBOM OKa3aHWsI
rOCyIapCTBEHHBIX YCIYT B COOTBETCTBUU C 3aKOHOJATENLCTBOM PecmyOnuku
Kazaxcran.

B cnydae mocTyriieHus %ano0bl B COOTBETCTBUU C TyHKTOM 4 cTaThu 91
AJIMUHUCTPATUBHOIO MPOLETyPHO-TIPOIeCcCyalbHOTo Kojiekca PecyOnuku Kazaxcran
(manee - AIIIIK PK) ycnoronarenem HanpaBisieTCsl B OpraH, pacCMaTpUBAIOLIUN
*ajo0y B TeueHue 3 (Tpex) pabouux JHEH o JHS €€ MOCTYTUICHHUS.

XKanoba yciyronaresnst He HalpaBJseTCs B OpraH, pacCMaTpUBarONINil jkanoly B
Clly4ae MPUHSTHUS OJIArOMPUSATHOTO aKTa, COBEPIICHUS aIMUHUCTPATUBHOIO JIEUCTBUS,
MOJIHOCTBIO YAOBIIETBOPSIONIUE TpeOOBaHUS, yKa3aHHBIE B JKajno0e.

24. Kanoba ycmyromnoyy4aresns B COOTBETCTBUU C ITYHKTOM 2 cTaThu 25 3akoHa
HOJJIEKUT PACCMOTPEHUIO:
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yciayrogaTesiem - B TeueHue S (MmsITh) padbouux THEeHW co JHS €€ perucTpaluu;

YIIOJTHOMOYEHHBIM OPTaHOM IO OLIEHKE U KOHTPOJIIO 3a KAYECTBOM OKAa3aHMS
roCyZIapCTBEHHBIX YCIYT - B TeueHue 15 (maTHaaaTi) pabounx JHEH co JHS ee
perucTpanuu.

25. Cpok paccMOTpEHHUS KaI00bl yCIyroiaTesieM, YIIOJTHOMOUYEHHBIM OPTaHOM
0 OLICHKE U KOHTPOJIIO 33 KaU€CTBOM OKa3aHUs TOCY/IapCTBEHHBIX YCIYT B
COOTBETCTBHH C MYHKTOM 4 cTaThu 25 3akoHa npojyieBaeTcs He 6osee yem Ha 10
(mecsiTh) pabouux AHEH B CIydasiX HEOOXOIUMOCTH:

1) npoBeieHNs AOMOTHUTEILHOTO U3YYCHUS WU TPOBEPKHU M0 xKajno0e Tubo
IIPOBEPKH C BBIE3/IOM Ha MECTO;

2) noyty4eHus AOTOTHUTEIbHON NH(HOPMAIIHIH.

B ciyuae npojyieHns cpoka pacCMOTPEHHUS KaloObl JOKHOCTHOE JIUIIO,
HaJeJICHHOE TTOJIHOMOUYHUSAMH 110 PACCMOTPEHUIO kano0, B TeueHue 3 (Tpex) padbouux
JHEW ¢ MOMEHTa MPOJICHUSI CPOKa PACCMOTPEHUS Kallo0bl COOOIIAET B MUCHMEHHON
dbopme (pu mojaye xKano0bl Ha OYMaKHOM HOCHUTEIIE) UK 3JIEKTPOHHOHN dhopme (TIpu
nojayue >KajoObl B JIEKTPOHHOM BHUJIE) YCIYTOIOIy4YaTelto, MoaBIieMy Kanooy, o
IPOAJIEHUU CPOKA PaCCMOTPEHUS 7KajI00bl ¢ YKa3aHUEM MPUYHH MTPOJICHHUS.

26. Ecniu unoe He npemycmoTpeno 3akoHamu PecryOnmku Kazaxcran,
o0ykajloBaHME B CY/JIE AOITyCKaeTCs MOCie 00)KaTOBaHUS B aIMUHUCTPATUBHOM
(mocymeGHOM) MOpsiAKE B COOTBETCTBUH C yHKTOM 5 ctathil 91 AIIIIK PK.

I'naBa 3. Ilopsaaok npoBeaeHns IKCNEPTU3bI, PErHCTPAIlUN, NePeperucTpannm,
BHECEHNsI U3BMEHEHN B PerucTPauMoOHHOE 10Che JIEKAPCTBEHHOT 0 CPeICTBA,
perncTpany HeHbl 1 BHECEHUsS] H3MEHEHUS B LIeHY IPOU3BOAUTEIs
JIEKAPCTBEHHOTO CPeICTBA

27. DKcnepTH3a JIEKapCTBEHHOI'O CPEJCTBA COCTOUT U3 CIAEAYIOIIHNX ATAIOB:
1) HauanbHas SKCIIEPTH3A;
2) cnenuaiu3upoBaHHAas IKCIEPTHU3a;

3) nabopaTopHbIE UCTILITAHUS.
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28. [Ins mpoBeAeHUs SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB MPU UX
rOCYJIapCTBEHHOM pEeTUCTpallUU U MePEePEerucTpalyy yCiayronoiaydaTeiab TOCPEACTBOM
MH()OPMALIMOHHOM CUCTEMBI YIIOJTHOMOYEHHOTO OpraHa MpeOCTaBIsAET CIEaYIOIIe
JOKYMEHTBI:

1) 3asiBieHME HA MPOBEJCHUE YKCIIEPTHU3bI JIEKAPCTBEHHOT'O CPEACTBA (J1anee —
3asIBJICHHE) B 3JICKTPOHHOM BHJIE TIO (POPME COTIIACHO MPWIOKEHUIO | K HACTOSAIIUM
[IpaBunam;

2) perucTpalmoHHOE TOChE B IIEKTPOHHOM BHUJE B hopMare
MEXIIITaT(MOPMEHHOT0 3JIEKTPOHHOTO TokyMeHTa («pdf» popmar):

nepevyeHb JOKYMEHTOB, IPENOCTABISEMbIX JJIS SKCIIEPTU3bI IPOU3BOIUTEIISIMU
Pecnyonuku Kazaxcran no ¢popme cornacHo npuioxkennto 13 k HactosiuMm [IpaBuiam;

NepeYeHb TOKYMEHTOB, IPEJOCTABIsIEMBIX B (hopmaTe OOILIEro TEXHUYECKOrO
JOKYMEHTa, 110 (popMe COrJIacHO MpuiioxkeHuto 14 k HactosiuM [IpaBunam;

3) cBeAeHUs, MOATBEPKAAIOIINE OIUIATy YCIYTOMOIy4daTesieM Ha pacCueTHBIN CYET
roCyapCTBEHHOM SKCIEPTHOW OPraHU3alMKU CYyMMBI JIJIs1 IPOBEACHUS SKCIEPTHUBI,

4) oOpa31ibl J€KapCTBEHHBIX CPEJICTB, CTAHIAPTHBIE 00Pa3I[bl XUMHUYECKUX
BEIIECTB, CTAHIAPTHBIC 00PA3IbI OMOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB, TECT-
ITAMMbl MUKPOOPTaHU3MOB, KYJbTYpPbI KJIETOK, B KOJIMYECTBAX, JOCTATOUHBIX JIJIS
TPEXKPATHBIX JJA0OPATOPHBIX UCIIBITAHUHN U BepUPUKALINN aHATUTUYECKUX METOIUK
KOHTPOJIS KauyeCTBA C OCTATOUYHBIM CPOKOM IOJHOCTH HE MeHee 9 (neBsiTH) MecslieB (3a
UCKJTIOUEHUEM CITy4aeB, HE TPeOYIOLUX MPOBEACHUS J1a00OPATOPHBIX UCIIBITAHUN), &
Takke crenuduueckre peareHThl, PacXOAHbIC MaTePHAIIbI, TIPUMEHIEMBIC TIPU
IIPOBEJICHUU Ja0OPATOPHBIX UCIIBITAHUH JIEKAPCTBEHHBIX CPEJCTB, 00pa3IIbl
JIEKAPCTBEHHBIX CPEJICTB, COJEPKAIINE HAPKOTUUECKHUE CPENICTBA, ICUXOTPOITHBIE
BEIIECTBA U IPEKYPCOPHI, a TAKKE TPEOYIOIINE OCOOBIX YCIOBUN XpaHEHUS
(TemmepaTypHBINA PEXKUM, BIIAXKHOCTD) yCIYTOMOoJIydaTelb MPEA0CTABIISIET B TEUEHUE 2
(1Ba) paboumx IHEW ¢ MOMEHTA MO/Ia4U 3asIBJICHHS] HAPOUHO IO aKTy pueMa-repeaadu
B UCIIBITATENIbHYIO TaO0OPATOPHUIO TOCYIAPCTBEHHOM SKCIIEPTHON OpraHU3aIIMH.

[Ipu nepeperucTpanuu JeKapcTBEHHBIX CPEACTB MpPeIOCTaBIeHIE 00Pa3IOB,
IPEeTyCMOTPEHHBIX TAHHBIM IIYHKTOM HE TpeOyeTcs.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 08.04.2026
™ ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 12.03.2026

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 08.04.2026

5) nepeyeHb NpeaoCTaBIsAEMbIX MATEPUATIOB PETUCTPALIMOHHOTO JOChE B
3aBHCUMOCTH OT THUIIA JIEKAPCTBEHHOT'O CPEACTBA COOTBETCTBYET MPUIIOKEHUIO 15 K
HactosiuM [IpaBuam.

[Ipu npoBeaeHUN SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB IO COBMECTHOM
npoleaype peructpanuu ¢ BeceMupHoit opranuzanueit 3apaBooxpanenus (najiee - BO3)
yCIIYTomnoJiy4aTeab MPEAOCTaABISAET JOKYMEHTHI, IPEeIyCMOTPEHHBIE B MOAMYHKTaX 1),
2) u 3) Hactosinero nyHkTa [IpaBui, a Takxe:

nucbMo oT BO3 o cornacuu B mpeocTaBiIeHUU JOCTYNa K MaTepualiam
PETUCTPAIMOHHOTO JJOChE U AKCIIEPTHOMY OTYETY IO OI[EHKE M OTUeTaM
dapmareBTHIECKUX NHCTIEKIIHIA,

AEeKIapanuo 00 UAEHTUYHOCTHU (OJJHU U T€ K€ MPOU3BOACTBEHHBIE IIOIIAIKH
aKTUBHOM (papMalieBTHUECKOM CyOCTaHIIMM M TOTOBOIO Mpernapara, UIeHTUIHBINA
KaueCTBEHHBIN U KOJUYECTBEHHBIN COCTAB JICKAPCTBEHHOTO Mpernapara)
PETMCTPALMOHHOTO JI0CHE 3asIBJIEHHOTO JIEKAPCTBEHHOI'O ITpenapara
npekBanupunrpoanHomy BO3 nekapcTBeHHOMY Ipenapary Wik 0100peHHOMY
PEryISATOPHBIM OPraHOM €O CTporou perynstopHoil cucremoii (SRA) (CIIA, EC
(EMA), BenukoOpurtanus, Snonus).

29. Ilpu BHeceHnU u3MeHeHu Tuma [A yciyromnonyyaTenb NpeacTaBiIseT
3asiBJIEHUE 1O (popMe COrIacHO NMpuiiokeHuto 1 k HacTosium [IpaBuiam u TOKyMEHTBI
COTJIacHO MpuiokeHuto 16 k HacrosmuM [IpaBunam.

Ycnyromnonydarens U3BEIAET FOCY1apCTBEHHYIO IKCIEPTHYIO OpPraHU3aluIo B
ciyyae u3MeHenus tumna [A, TpeOyroniero HeMeUIEeHHOTO U3BEIICHUS C LIEJIbIO
HEIPEPBIBHOTO KOHTPOJIA JIEKAPCTBEHHOTO CPEACTBA.

JlepkaTenb perucTpalluOHHOTO YIOCTOBEPEHHUS B paMKaxX OJHOTO 3asBJICHUS
YKa3bIBA€T O HECKOJIbKUX HECYIIECTBEHHBIX U3BMEHEHUAX TUMa [A, Kacaromuxcs 0JJHOTO
PETUCTPAIMOHHOTO YAOCTOBEPEHHUSI.

B cnydae BHeceHMs] ©I3MEHEHUH, TPeOYIOUX U3MEHEHUS JaHHBIX
PErUCTPAMOHHOTO YAOCTOBEPEHUS, TOCYAAPCTBEHHBIM OPTAHOM BBIIAETCS HOBOE
PEruCTPallMOHHOE YIOCTOBEPEHUE 110 IIPEKHUM HOMEPOM Ha OCTATOUYHBINA CPOK
JNEUCTBUS PETUCTPALMOHHOTO Y I0CTOBEPEHHSI.
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30. [Ipu BHecenun n3menennit Tuna Ib yciayrononyyarenas npeAacTaBiseT
3asBJIeHHE 10 (popMe corIacHO NMpuiiokeHuto 1 k HacTosuM [IpaBuiaMm u TOKyMEHTBI
COIIACHO NpuiIoKeHUto 16 k HacTosimuMm [IpaBriam.

Jlepxartesin perucTpaMOHHOTO yA0CTOBEPEHHS B PAMKAX OJTHOTO 3asIBIICHUS
YBEIIOMJISIFOT O HECKOJIBKUX M3MEHEHUsIX Tumna Ib, kacaronmxcst 0HOTO
PETUCTPALMOHHOTO YIOCTOBEPEHHUS], MJIU CTPYNIIUPOBATH OJHO WJIM HECKOJIBKO
u3MeHeHuit Tuna Ib ¢ Apyrumu n3menenusimMu tumna [A, cBI3aHHBIMU C OJTHUM
PETUCTPAILIMOHHBIM YJIOCTOBEPEHUEM, IIPU YCIOBUH, YTO TaKasi FPyNIIAPOBKA
COOTBETCTBYET YCIIOBUSIM, IIEPEUUCIEHHBIM B ITpUJIOKeHNH 16 Kk HactosimuM [IpaBuiiam.

B cnydae BHECeHHs] M3MEHEHUH, TpeOYIOIUX U3MEHEHUS JaHHBIX
PErUCTPALIMOHHOTO YAOCTOBEPEHUS, TOCYJAPCTBEHHBIM OPTaHOM BBIIAETCS HOBOE
PETrUCTPALMOHHOE YIOCTOBEPEHHUE MO TPEKHUM HOMEPOM HA OCTATOYHBIA CPOK
JEUCTBUSA PETUCTPALIMOHHOIO YIOCTOBEPEHHSI.

31. B cryuae BHeceHus usmeHenus tuna Ib, Biaexyiiero 3a coboit apyrue
nocjeaoBarebHble n3MeHeHus Tuna [A u tuna Ib, mogaercst o1HO 3asBiIeHUE,
COJZIepIKalliee BCE MOCIIEI0BATENIbHBIE N3MEHEHUS TrIa |.

32. B cityyae BHECEHUS 3HAUUTENBbHBIX W3MeHeHUM Thna Il ycimyronomydaresns
IPECTABIISIET 3asBJIEHUE 0 (hopMe coriacHo npuioxeHuto 1 k HactosiuM I[IpaBunam
Y JOKYMEHTBI COTJIACHO NMPUIOKEeHUIO 16 k HacTosmuM [IpaBunam.

3asBIIEHHE COJEPKUT OJHO n3MeHeHue tuna Il. B ciyuae BHECEHUS HECKOIBKUAX
n3MeHeHui tuna Il, oTneapHOe 3asgaBIeHNE MOJAETCSI OTHOCUTEIBHO KA 0T
M3MEHEHMS, KaXKJI0€ 3asBJICHUE COACPKUT CChUIKU Ha APYTO€ 3asIBJICHUCE;

B cnyuae ecnu u3meHnenue tuna Il npuBOAUT K APYTUM MOCIENOBATEIbHBIM
n3MeHeHusM tuna I, oqHo 3asBiIeHNEe BKIIIOYAET BCE MOCIEN0BATEIbHBIC N3MCHCHUS
BMECTE C ONMCAHUEM COOTBETCTBHUM MEXKAY TAKUMHM ITOCIICI0BATEIIbHBIMU
n3MeHeHusiMu tumna II.

B cnyudae ecnu usmenenue tuna Il npuBoauT K APYyrum NoCiaea0BaATEIbHBIM
W3MEHEHUSIM Tumna I, oHO 3asBiaeHNEe BKIIOUAET BCE MOCIEA0BaTEIbHBIC N3MECHEHUS
BMECTE C ONMKMCAHUEM COOTBETCTBUM MEXKy TAKUMHM MOCJIEA0BATEIbHBIMU
n3MeneHussMu tuna I u I1.

Ilonaua 3asABieHUs Ha SKCIEPTU3Y BHECEHU n3MeHeHn tuna [A, Ib, II B
PETUCTPALIMOHHOE JOChE OCYLIECTBIIETCS YCIyronoiy4yaTesieM B TeueHue 3 (Tpu)
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MCCAICB ITOCJIC YTBCPIKACHUS BHOCHUMBIX W3MEHCHUM B CTpaHC IIPOU3BOJAUTCIIA U
ACPIKATCIIA PCTUCTPALNUOHHOI'O YAOCTOBCPCHUA.

33. Ilpu BHECEHMHN U3MEHEHU, TPEOYIOINX HOBOW PETUCTPAIIUU
JIEKapCTBEHHOTO IIpenapara, yciIyronojyyareib MpeACTaBIIsIeT 3asBIeHue o Gpopme
COTJIacHO MpuiIokeHuto 1 k HactosmuMm [IpaBunaM ¢ ykazaHuem Tuma npoieayphl
«pEeTuCTpalus» U JOKYMEHTBI COTVIACHO MPUJIOKEHUAM 13 mnu 14 k HacTosIIMM
[IpaBwiiam, a Takke CBEIECHUS, NOATBEPKAAOIIME OIUIATY YCIYTONOIyYaTeaeM Ha
PACUETHBIN CYET TOCYNAPCTBEHHOM SKCIIEPTHOM OPraHU3aLUU CyMMBI JISl IPOBEICHUS
AKCIIEPTU3BI TPU PETUCTPALIIH.

34. YckopeHHas 3KCepTH3a JIEKapCTBEHHBIX CPEJICTB OCYILECTBIIAETCS 110
PELIEHUIO YTIOJTHOMOYEHHOTO OpraHa v MPOBOJUTCS B CIIyUasX:

1) mpeaHa3zHAYCHUS JICKAPCTBEHHBIX CPENICTB IS MPODUIAKTUKY, JICUCHUS,
JMArHOCTUKH PEIKUX 3a00JIeBaHMUI;

2) BOBHUKHOBEHUS U YCTPAHEHUU MOCIEACTBUN AIUIEMUN, TTAaHIEMUU
MH(EKIIMOHHBIX 3a00JI€BaHN (JIEKapCTBEHHBIE MpenapaThl STHONATOI€HETUYECKOM
Teparnuu, IPUMEHAEMbIE B SKCTPEHHBIX CUTYyalUsX B OTBET HA yTPO3bl 30POBBIO
HacesieHus (MMaHIeMUH) U BKIIFOUEHHbIE B KIIMHUYECKHUE MPOTOKOJIbI JICUESHHUS;

3) BOCHHBIX JEUCTBUM M JIMKBUJALMH UX MOCIEACTBUI, BOBHUKHOBEHUSI,
MPEAYIPEKICHUS U JTUKBUIAIWHA IMOCIIEACTBUN YPE3BbIUANHBIX CUTYAllUM, YTPO3bI
BO3HUKHOBEHHUS, PACIIPOCTPAHEHUS HOBBIX 0CO00 OMACHBIX HH(PEKITMOHHBIX
3a00JICBaHUM U TUKBUJAIIUN MX TOCJICICTBHI;

4) mpenHa3HAaYCHHSI IEKAPCTBEHHOTO MIpenapara, MHOCTPAaHHOTO TPOU3BOIUTEIIS,
114 TpaHc(depa TEXHOJIOTUI Ha MPOU3BOICTBEHHYIO IUIOMIAKY Ha TEPPUTOPUH
Pecny6nuku Ka3zaxcras.

[Tpu poBeIeHNN YCKOPEHHOM AKCIIEPTU3BI HE CHIDKAFOTCS TPeOOBaHUS K
0e30macHOCTH, KauecTBY M 3(PHEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB.

35. CoBmectHas npouenypa peructpaunu ¢ BO3 nmpoBoaUTCS IpH IKCIIEPTU3E
JIEKapCTBEHHBIX CPEJICTB, B paMKaXx MPOIeaypbl MPeKBATU(DUKAIIUN U (WIIN) TPOLETYPHI
MPU3HAHUS JIEKAPCTBEHHBIX MPENapaToB, 0JOOPEHHBIX PETYISTOPHBIM OPTAaHOM CO
ctporoii perynsitopHoit cuctemoit (SRA) (CLLIA, EC (EMA), Kanana, [1Iseitiapus,
Benuko6putanus, ABcTpaiiusi, SIOHNS) U OCYIIECTBISETCS B COOTBETCTBUH C
npunoxenusiMu 8 u 11 Cepun Texunueckux goknagoB BO3, Ne 996, 2016 r.
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«IIpouenypa COBMECTHOM PErUCTPALNA MEKTY TPYIIIION IO IPEABAPUTEIBLHOM OLIEHKE
Bcemupnoii opranuzanuu 3apaBooxpanenus (BO3) u HallmoHanbsHBIMU OpraHaMu
PEryJIupOBaHMS IJIs1 OLICHKU U YCKOPEHHON HAIlMOHAJIbHOM pEerucTpanun
(apMalieBTUYECKUX MPOIYKTOB U BaKIMH, IPOIIECIIINX IPEIBAPUTEIbHYIO
kBanudukaiuo BO3y.

MMaparpa¢ 1. [lopsiaok npoBegeHUsI HAYAJIBLHOM IKCIEPTU3BI JIEKAPCTBEHHBIX
CPeAcCTB

36. Ilocne perucTpanun 1OKyMEHTOB, YKa3aHHBIX B TyHKTax 28, 29, 30, 31 u 32
Hacrosmux [TpaBuit mpoBOAUTCS HaYaIbHAsA SKCIEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA!

MPH TOCYAAPCTBEHHOM PETUCTPALINH, IIEPEPETUCTPALIUH, TPU BHECEHUU
W3MEHEHU B PETUCTPALIMOHHOE 10ChE, YCKOPEHHOM perucTpauuu — B TedeHue 10
(mecsiTh) pado4YuX aHEN;

IIPY COBMECTHOM Tpouenype perucrpaunu ¢ BO3 — B cpok He mpeBbIIaromumii 3
(Tpu) pado4ux aHeMH.

B cnydae Hanmuus 3aMe4aHui yCIIyronoJIy4aTellb YCTPAHsAET 3aMEeUaHus B
TeueHne 30 (TpuaunaThb) padoUMX JTHEI.

37. Ilpu HayaIBLHOM SKCHEPTU3E JIEKAPCTBEHHOTO CPEJICTRA!

MPOBOJIUTCS OIIEHKA MMOJTHOTHI, KOMIUIEKTHOCTH U TTPABUIIBHOCTH O(OPMIICHHS
JOKYMEHTOB, MPEACTABICHHBIX YCIYTOMOMydaTesieM B PETUCTPAITMOHHOM JTIOCHE B
OTHOIIEHUY JI0KAa3aTEIbCTB 0€30MacHOCTH, KauecTBa U 3((PEKTUBHOCTHU
JIEKapCTBEHHOTO CPEICTBA,

MIPU 3asIBJIEHUU HOBOM (HOBBIE) TPOU3BOICTBEHHOM TUIOMIAKH
(IpOoW3BOACTBEHHBIE ILTOMIAJKN) JIEKAPCTBEHHOTO MIpenapaTa Ha3Ha4aeTcs
dapmarieBTHUYECKasE MHCIIEKIUS B IOPSJIKE U CPOKHU IIpeaycMoTpeHHble [IpaBunamu
npoBeieHus (papMaleBTUUECKUX WHCIIEKIIUN 10 HaJjIekauM (apMarieBTUIeCKuM
IIPAKTUKaM, YTBEP>KICHHBIMU TTPUKa30M MUHHUCTpa 3paBooxpanenus PecriyOnuku
Kazaxcran ot 27 suBapst 2021 roga Ne KP JICM-9 (3apeructpupoan B Peectpe
roCyJIapCTBEHHOM perucTpalui HOPMaTUBHBIX MPaBOBBIX akTOB o Ne 22143) (nanee
— mpuka3 Ne KP JICM-9).
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38. IIpu HenpeacTaBlIeHU JOKYMEHTOB, TPEAYCMOTPEHHBIX B ITyHKTax 28, 29,
30, 31 u 32 nactosmux [IpaBui, rocyaapcTBEHHas SKCIIEPTHAS OPTaHU3ALIMS
HaMpaBJseT YCIyTroMoydyaTeao YBeJOMIECHUE (B IPOU3BOIBHOM (hopme) o
IPEKpaLIeHUH IKCIIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA B COOTBETCTBUU C MOIIYHKTOM
1) nynkra 4 crarbu 239 Konekca.

39. Ilo pe3ynbpTaTaM HadyaJbHOM SKCIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA
COCTABJISICTCS OTYET HAYaJIbHOM JKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEICTBA COTIIACHO
npuioxkeHnto 17 k HactosmuM [IpaBunam wim oT4eT HaYaaIbHOM YKCIIEPTU3BI
VU3MEHEHNW, BHOCUMBIX B PETUCTPALMOHHOE JOCHE JIEKAPCTBEHHOTO CPEACTBA COTIACHO
npwiokeHuto 18 k Hacrosumm IpaBunam.

IMaparpa¢ 2. Ilopsaok npoBeeHUs CeNMAJTN3UPOBAHHON IKCIIEPTU3BI
JIEKAPCTBEHHBIX CPEACTB

40. ITon0XUTENBHBIN PE3yJIbTAT HAYAIBHOM 3KCIIEPTU3BI JIEKAPCTBEHHOTO
CPEACTBA SABJISIETCA OCHOBAHUEM IS IPOBEICHUS CIICHUAIN3UPOBAHHON DKCIIEPTU3bI
JIEKAPCTBEHHOI'O CPEACTBA.

41. Cneunanu3upoBaHHas SKCIEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA BKIIFOYAET
OIIEHKY 0€30MMacHOCTH, KauecTBa U 3(PPEKTUBHOCTU U COOTHOIICHUS MOJIb3a-PUCK
JIEKaPCTBEHHOI'O CPEJICTBA HA OCHOBAHUM aHAJIN3a U SKCIIEPTU3bI JJaHHBIX B
JOKYMEHTAX PETMCTPALMOHHOTO JOChE, aHAIU3 OTYETA MO Pe3yJIbTaTam
dbapmareBTH4eCcKoi MHCTIEKIIUU TTPU TOCYIapCTBEHHON PETUCTPAIIHH,
NEPEPETUCTPALIMN UIN BHECEHUN U3MEHEHU B PETUCTPALIMOHHOE JOChE
JIEKAPCTBEHHBIX CPEJICTB, a TAKKE OIIEHKY PallMOHATLHOCTH KOMOMHAIIUN
JIEUCTBYIOIIUX BEILIECTB B COCTABE JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBUU C
[Tepeunem HepalMOHAIBHBIX KOMOMHAITUHN JIEKAPCTBEHHBIX CPEJICTB COTIACHO
npuioxennto 19 k nacrosiuum [IpaBunam.

B nepuon nmposeneHus cenuaiu3upoOBaHHON SKCIIEPTU3BI JIEKAPCTBEHHOIO
CpeacTBa IPOBOAUTCS IPOBEPKA AyTEHTUYHOCTH IIEPEBOA WU IIEPEBOJ HA Ka3aXCKUU
A3BIK OOLIEN XapaKTepUCTUKH JIEKAPCTBEHHOI'O MTpenapara, MHCTPYKIUH 110
MEIUITMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO MperapaTa (JIMCTOK-BKIIAIBIII), MAaKETOB
MApKHUPOBKHU YITAKOBKHU, STUKETOK, CTUKEPOB C MAPKUPOBKOM.
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42. T'ocymapcTBeHHas dKCTIepTHAs opranu3aius B Teuenue 10 (mecsats) padbounx
JHEW co AHS Hayaja CIeluaaIn3upOBaHHON IKCIIEPTU3bI HAIIPABISET
yCIIYTOIIOTY4YaTeNI0 YBEIOMIICHHE O HEOOXOANMOCTH TIPOBEACHUS (hapMarleBTUIECKON
WHCIIEKINH (B MPOU3BOIBHOM (pOpME) B CIETYIONTUX CIydasX:

IIpY BHECEHUHW HOBOI'O THIIA JIEKAPCTBEHHOTO Ipenapara (peKOMOMHAHTHBIN
npenapar, npemnaparsl KJI€TOUYHON Tepanuu, penapaTbl TeHHOU Tepanuu, IeUCTBYIOIIEe
BEILIECTBO, SIBJISIONICECS HOBBIM XUMUYECKUM COEIMHEHUEM, MPENAPaThl KPOBU,
opdaHHbIl TpenapaT, NepBbIi BOCIPOU3BEAEHHBIN WK OMoaHaIor (OMOCUMUIISAP) Ha
tepputoputo Pecryonuku Kazaxcran;

MIPY BHECEHUW HOBOW (HOBBIC) MPOU3BOCTBEHHOM TUIOIIAIKU
(TpOM3BOACTBEHHBIC IIOMIAAKN) OMOJIOTHIECKON (MMYHHOOHOJIOTHYECKOM) aKTUBHOM
dbapmareBTHIeCKON CyOCTaHIINN WM KITMHUYECKOTO MEHTpa (KITMHUISCKUE TIEHTPHI)
UCCJIETyEMOTO JICKAPCTBEHHOTO Tperapara;

MIPY BBISIBJICHUH (JAKTOB, CTaBAIIUX I10J] COMHEHHE IOCTOBEPHOCTh CBEJICHUH,
MPEACTaBICHHBIX YCIYTOMOIyYaTesieM B PETUCTPAIIMOHHOM JIOChE B OTHOIIIEHUH
MPOBEJEHHBIX TOKIMHUYECKUX (HEKJIIMHUYECKUX) UCCIIeI0BaHUM (MCTIBITAHUIA)
JIEKapCTBEHHBIX CPEACTB M KIMHUYECKUX UCCIEAOBAHUM (UCTIBITAHUHN) JIEKAPCTBEHHBIX
npenaparoB WK MPOU3BOJICTBA JEKAPCTBEHHOTO CPE/ICTBA;

P MPUBJIEYEHUN ayTCOPCUHTOBBIX YCIYT JJI CUCTEMBI (hapMaKoOHaA30pa
JepKaTesi perUCTPALlMOHHOIO YIOCTOBEPEHNS,

MIPU MPOTUBOPEUYNBOCTH JAHHBIX: OTCYTCTBUE WJIM HETOCTATOYHOCTH B IPOTOKOJIE
¥ OTYETE O KIIMHUYECKOM HCCIIEIOBAaHUH CBEJICHUH, OMUCHIBAIOIINX OIMPEICICHHIE
nokazatesei 3 PpekTUBHOCTH U (WK) 0€30MacHOCTH;

MIPU BKJIFOYEHUHU B KJIIMHUYECKUE UCCIIEAOBAHUS 11€JIEBOUM MOMyJIsUU (J1€TH,
MAIMEHTHI B KPUTHUYECKOM COCTOSIHUH).

43. Cneunanu3upoBaHHas SKCIEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA
OCYILIECTBIISIETCS TPYIION SKCIIEPTOB TOCYJAPCTBEHHON SKCIIEPTHOM OpraHu3aIuu ¢
npuBJIeUYeHUEM (TTPU HEOOXOUMOCTH ) BHEIITATHBIX MPOQPUIHHBIX IKCIIEPTOB.

44. To pe3ynpTaTaM U3y4eHHs JOKYMEHTOB PETHCTPAIMOHHOTO JIOCKE Ha ATare
CTCTIMATU3UPOBAHHOMN SKCTIEPTU3HI YCITYTOIMOIYYaTETI0 HAMPaBIISAETCs] CBOAHBIN 3a1poc
(B mpou3BOILHOM (hopMe) 1o 6€30NaCHOCTH, KauecTBY U 3P(HEeKTUBHOCTU
JIEKapCTBEHHOTO CPEJICTBA:
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IPHU FOCYIaPCTBEHHOM PerucTpanu, B TOM YK CJie BHECCHUE U3MECHCHUM,
TPeOYIOIIUX HOBOM PerucTpanuu, Npyu nepeperucTpaunu, Npu BHECEHUN
U3MEHEHMH B perucrpauuoHHoe 1ocbe Tuna Ib u Tuna II ¢ npoBeaennem
JJa00OpaTOPHBIX UCNIBITAHUN — B TeueHune 60 (mecTbaecsiT) padboumnXx JaHei;

IPHU BHECEHUU U3MEHEHHMH B perucTpauronHoe gocbe tuna IA, tuna Ib u
Tuna Il 6e3 npoBegeHus Ja00PATOPHBIX HCNILITAHUI — B TeueHne 30 (TpuaIAaTh)
padoumx aHei;

NPH YCKOPEHHOM PerucTpalyu JeKapCTBEHHOI0 CPeICTBA - B TedeHue 35
(TpuaAIATH NATH) PAa00YHX JIHEI;

NPHU COBMeCTHOI npoueaype perucrpanuu ¢ BO3 - B cpok He
NpeBbIIAIIINNA 5 (MATh) pad04YMnX THE.

CBOJHBIH 3ampoc, BKIIIOYAs 3aMeYaHus K 001el XapaKTepUCTUKE
JIEKAPCTBEHHOTO MpeINapara, MHCTPYKIMHU MO0 MEAUIIMHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOT O Ipenapara (JIMCTOK-BKJIA/IbIII ), MAKETAM MapKUPOBKHU YIIAKOBKH,
ATUKETOK, CTUKEPOB C MAPKUPOBKOW, HOPMAaTUBHOMY JIOKYMEHTY, 3aBEPEHHbIN
OCPEJICTBOM 3JIEKTPOHHOM LIM(PPOBOM MOANKUCH HAMPABIISAETCA YEPE3
MH(POPMAIIMOHHYIO CUCTEMY YCIYTONOIYyYaTeNto B «JIMYHbIN KAOMHET» B JIEHb
NOANMCAHNS UCXOIALIETO 3aIpoca.

45. Ycmyromnoaydareib HanpaBisieT B TOJTHOM 00bEME OTBET U HEOOXOAUMBIE
MaTepHalIbl Ha 3aIIpOC roCyJapCTBEHHOM 3KCIEPTHOM OpraHU3aliy B CPOK HE
npeBblimaomuii S0 (maTbaecaT) padounx JHei.

46. [1o pe3ynpTaTaM CrenuaIn3upoBaHHON SKCIEPTU3BI B CPOK HE
npesbimaromuii 10 (aecsth) pabouux AHEH rocyaapcTBEHHON SKCIEPTHOM
OpraHU3alleN COCTABIISIETCS CBOJIHBIN OTYET 3KCIIEPTOB IO OLIEHKE JIEKAPCTBEHHOIO
npenaparta o ¢popme coriacHo npuioxenuro 20 k HacTosuM [IpaBuiiam ¥ CBOAHBIM
OTYET PKCIEPTOB MO OLICHKE JIEKAPCTBEHHOTI'O Mpernapara npyu U3MEHEHHIX, BHOCUMBIX B
PErUCTPallMOHHOE JIOChE COTJIacHO MpuiioxeHuto 21 k HactosmuM [IpaBunam.

IIpu sxcepTU3bl IO COBMECTHOM MponieAaype peructpanuu ¢ BO3 no
pe3yJiibTaTaM CHelUaIu3upOBaHHOMN IKCIEPTU3BI B CPOK HE MPEBBIIAIONINN 3 (TpH)
pabouux JTHEeW COCTABIISIETCS CBOJHBIN OTUYET IKCIIEPTOB MO OIIEHKE JEKAPCTBEHHOTO
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npenapara no gopme coriaacHo npriioxenuto 20 k HacTosuM [IpaBuiiam v CBOAHBIM
OTYET HKCIEPTOB IO OLIEHKE JICKAPCTBEHHOI'O IIperapara Npyu U3MEHEHUAX, BHOCUMBIX B
PETUCTPAILIMOHHOE JIOChE COTJIACHO MPUIIOKEHUIO 21 k HactosiuM [IpaBuiiam.

47. OCHOBaHUSAMM COCTABJIEHUS CBOJHOIO OTYETA IKCIEPTOB MO OLIEHKE
JIEKaPCTBEHHOI'O Mpenapara ¢ OTPULIATEIbHBIM PEIIEHUEM SIBIISIFOTCS:

1) HenpeicTaBiIeHUE MOJHOTO KOMILJIEKTa PETUCTPALIMOHHOTO JIOChE MOCTE
BbIJIAUM 3aMEYaHUN YCITYTOMOIy4YaTeNto B MPOLIecce MPOBEACHUS SKCIIEPTU3bI B CPOKH,
yCTaHOBJIEHHbIE HacTosAMMHU [IpaBunamu;

2) npeACTaBICHHUE YCIYTOoNoaydaTeaeM HEJ0CTOBEPHBIX CBEICHUM;

3) OTHOILIICHUC O)I(HI[aeMOfI ITOJIB3bI K BO3MOXHBIM PHUCKaM, CBA3aAHHBIM C
IMPUMCHCHHUCM JICKAPCTBCHHOI'O IIpCIIapara, HC ABJISACTCA 6J'IaFOHpI/I${THI>IM;

4) Goniee HU3KHME TTOKA3ATENM KauyecTBa U O€30MaCHOCTH, PETJIaMEHTHPOBAHHbBIC
INocynapctBennoit papmakoneeit Pecriyonuku Kazaxcran wim gapmakornesmu,
PU3HAHHBIMU JICUCTBYIOIMMHE Ha Tepputopuu Pecnybnuku Kazaxcran, wiv B
CPaBHEHHHM C PAHEE 3aPETrUCTPUPOBAHHBIMU aHAJIOTAMM;

5) Hanu4ue B COCTaBe JICKAPCTBEHHOT'O CPEICTBA BEIIECTB U MAaTEPUATIOB,
3ampelleHHbIX K npuMeHeHnto B PecyOnuke Kazaxcran;

6) HaJIM4KE B COCTAaBE TBEPBIX JIEKAPCTBEHHBIX (HOPM KOHCEPBAHTOB;

7) noaydeHne OTPULIATEIIbHBIX PE3YIbTATOB OJHOTO U3 ATANOB SKCIEPTU3HI U
(M5r) OTPUIIATENHHBIX 3aKIIFOUCHHUI SKCTIEPTOB PO UIIBHBIX OPTaHU3AIUH;

8) HecooTBeTCcTBUE (DAKTUYECKUX YCIOBUN IPOU3BOJICTBA U CUCTEMBI
o0ecrniedyeHns: KauecTBa yCIOBUAM, 00€CIIEUNBAIOIINM 3asIBICHHYI0 0€3011aCHOCTb,
3((PEKTUBHOCTH U KaYECTBO, 110 PE3YJIbTATaM OLEHKH CUCTEMBI 00ECIIEYEHUS KaUueCTBa;

9) oTka3 yciyromnoJyiy4aTens OT OpraHU3aluu MOCEIICHUS MPEITPUSATUS
(MpOM3BOICTBEHHOM TUIONIA/IKH) C IIEJIBIO OLIEHKH CHCTEMbI 00€CTIeueH s KaueCcTBa B
COOTBETCTBHHU C TPeOOBaHUSIMU 3aKOHOaTeIbCcTBa PecriyOnnku Kazaxcran, a Takke He
opranuzanus GpapMareBTHIECKON HHCTICKITUU CPOKH, IPEAYCMOTPEHHBIC MTyHKTOM 42
HacTosAmmx [Ipasui;

10) BbIsIBJIEHUE HEPALIMOHATBHBIX KOMOUHAIIMHN JIEKAPCTBEHHBIX CPEJICTB;

11) ycnyronosnyyareneM He JoKa3aHa KIMHUYECKAst 9PPEKTUBHOCTD U
0€30MacHOCTh JIEKapCTBEHHOT'O MTpenapara;
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12) kauecTBO JIEKapCTBEHHOTO Mpenapara He MOITBEPKIICHO;

13) nokazaHHOe HEOIATOMPUATHOE COOTHOLLIEHUE «I10JIb3a-PUCK» UIIH
BBISIBIEHHOE OTCYTCTBHUE TEPANEeBTHUECKOM 3(HPEKTUBHOCTH TIPHU COOIOACHUH YCIOBUI
NPUMEHEHUS JICKApCTBEHHOTO MpernapaTa, ONUCAHHBIX B YTBEPKICHHON O0MIei
XapaKTEepUCTHUKE JIEKAPCTBEHHOI'O MperapaTa B MOCTPEruCTPAL[MOHHBIN EPHO/;

14) ycraHOBNIEHHBIE 110 JaHHBIM (DapMakoHa30pa (akThl, yKa3bIBAIOIINE HA
HEeOJIaronpUaATHOE COOTHOIICHHE «IT0JIb3a-PUCK» JIEKAPCTBEHHBIX CPEJICTB, B TOM YHUCIIE
MPEBBIIIEHUE YACTOThI PEIOPTUPOBAHUS HEKENATEIbHBIX PEAKIIUMA 0 CPABHEHUIO C
JAHHBIMH, YKa3aHHBIMH B YTBEPKICHHOU 00IIEH XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara;

15) HECOOTBETCTBHE KAaUECTBEHHOTO M KOJIMYECTBEHHOT'O COCTaBa Mpernapara
3as1BJICHHOMY WJIM HEOJHOKPATHOE HECOOTBETCTBHE KAYECTBA JIEKAPCTBEHHOTO
npenapara B [epuoJi ero 0OpalieHusl Ha pbIHKE 3asBJICHHOMY Ha MOMEHT €T0
perucTpaluu;

16) HEBBINOIHEHUE AEPKATENEM PETUCTPALMOHHOTO YI0CTOBEPEHUS
00s3aTeNbCTB 0 (PapMaKoHAI30DY;

17) BHOCHMBIC UI3BMCHCHH OKA3bIBAIOT OTPULIATCJIbHOC BJIIMAHUC HAa COOTHOIICHUC
«I10JIB3a-pUCK» JICKAPCTBCHHOI'O IIpCIiapara.

48. PCBy.HBT&TBI CBOJHOI'O OTYCTA SKCIICPTOB IO OLCHKE JICKAPCTBCHHOTI'O
mnmpciapara ¢ OTPUHATCIbHBIM PCIICHUCM U MAaTCPHAJIbl PCTUCTPAIMOHHOI'O JOChE
HAIIPaBJIAIOTCA B SKCHepTHLIﬁ COBCT I IIPUHATHA PCIICHUA.

JKCNEPTHBIN COBET PACCMATPHUBAET NOCTYNUBIINE MATEPHAJBI €KeMECAYHO,
U Pe3yJbTAThI PellIeHUs ¢ YKa3aHUEeM NPUYUH HANIPABJIAIOTCS 3aBUTEII0 B
TeyeHue S5 (MATh) padoYux AHel MocpeACTBOM HHPOPMANMOHHON CHCTEMBI
YIIOJIHOMOYEHHOI'0 OpPraHa.

IIpu 3xcnepTH3e 0 COBMECTHOM npoueaype perucrpanuu ¢ BO3
pe3yJabTaThl pellleHUs ¢ YKa3aHHeM NPUYUH HANPABJIAKTCH YCJIYTronoay4yaresio B
TeueHue 2 (1Ba) padoueronx JqHse MOCPeICTBOM HH(POPMAITMOHHOI CHCTEMbI
YIOJTHOMOYEHHOI'0 OpraHa.

49. 1o pe3ynpTaramMm DKCIEPTHOTO COBETA FOCYIaPCTBEHHAS DKCIIEPTHAS
opraHu3zanus B TeueHue 5 (IA1b) pabounx JHEH AOMOIHIET CBOJIHBIN OTYET 3KCIEPTOB
0 OIIEHKE JIEKAPCTBEHHOTO Mpenapara 1no ¢Gopme coriiacHo npuiiokenuro 20 K
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HacrosamuM [IpaBunam u CBOJHBIN OTYET SKCIEPTOB IO OLIEHKE JIEKAPCTBEHHOTO
npenapara IIpu U3MEHEHUAX, BHOCUMBIX B PETUCTPALIMOHHOE JOCHE COTTIaCHO
npuioxennto 21 k HacrosmuM [IpaBunam.

IIpu coBmecTHOM npouenype peructpaunu ¢ BO3 rocynapcTBeHHas SKcriepTHAst
opranuzanus B TeueHue 1 (oguH) paboyero Hs TOMOJHSAET CBOJHBINA OTYET SKCIEPTOB
0 OIIEHKE JIEKAPCTBEHHOI'O IIpenapaTa 1o GopMe CoriacHO MpUIokeHuto 20 K
HacrosamuM [IpaBunam u CBOJHBIN OTYET SKCIEPTOB IO OLIEHKE JIEKAPCTBEHHOTO
npenapara IIpu U3MEHEHUAX, BHOCUMBIX B PETUCTPALIMOHHOE JOCHE COTTIaCHO
npuioxennto 21 k HacrosmuM [IpaBunam.

B oTuere 3KCepTOB MO OILIEHKE JEKaPCTBEHHOTO Tperapara OTPaxaroTcs BCe
aCTmeKThl 0€30MacHOCTH, KauecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara.

50. Uadopmanmst 8 UMII (TMCTOK-BKIIAIBINT) OPUTHHATHHOTO JIEKAPCTBEHHOTO
npenapara, npenigaraemon st Peciyonuku Kazaxcran cooTBeTCTBYyeT HH(POPMALINH,
nznoxxeHHor B OXJIII og00peHHON yIOJTHOMOUYEHHBIMU OpraHaMu CTPaHbl
IIPOU3BOJUTENS WM CTPAHBI IepKaTellsl PpETUCTPALMOHHOIO YIOCTOBEPEHUS.

B OXJIIT, UMII nexapcTBeHHOTO TIpenapara (JIMCTOK-BKIA/IBIIT) OTpaXkaeTcs
uH(opMaIKs 0 BCIOMOTATENIbHBIX BEIIECTBAX, HOMUHAIBHOM UX COJICPKAHUHU B
JIEKapCTBEHHBIX MPEINaparax, a TAKKE OrPaHUYCHUS IPUMEHEHUS JIEKAPCTBEHHOTO
npenapara CorjlacHO MPUIIOKEHUIO 22 K HacTosmuM [IpaBunam.

51. OXJIIT, UMIT (iucTOK-BKIIAIBIIT) BOCIIPOU3BEICHHOT0, OMOAHAIOTMYHOTO
JIEKapCTBEHHOT'O IIpernapara COOTBETCTBYET OOILEH XapaKTEPUCTUKE OPUTMHAIIBHOTO
JIEKApCTBEHHOT O IIpernapara. B cirydae oTinuus B MHCTPYKLUHU 110 MEIULIMHCKOMY
OPUMEHEHUIO (JIMCTOK-BKJIA/bIIT) BOCIIPOU3BEIEHHOT O, OM0aHATIOTUYHOTO
JIEKapCTBEHHOT' O IIpenapara OT OPUTHHAIBHOIO IIpenapara o noKa3aHusM K
IIPUMEHEHUIO B CTOPOHY PACIIUPEHHUS], WIIA PEKUMA TOZUPOBAHUS WUIN IIyTH BBEICHUS
IIPEAOCTABIISIOTCS PE3YNbTAThl COOTBETCTBYIOIINX KIIMHUYECKUX UCCIEN0BaAHUN.

52. Jlepkatesb perucTpalioOHHOIO YAOCTOBEPEHUS OPUTHHAIIBHOTO IIpenapara
noJjiaeT 3asiBieHue Ha BHeceHue n3Menenuii B UMII (muctok-Bkiassiin) B Teuenue 70
(cempaecar) pabouux gHel mocie ooHosnenus OXJIII B ctpane npou3BOAUTENS WU
JeprKaTessl pEruCTPAlMOHHOIO YAOCTOBEPEHUS.

53. 'ocynapcTBeHHas 3KCIIEPTHASL OPraHU3aLHs TOCIIE BHECEHHS] U3MECHEHUN B
WHCTPYKIIMIO OPUTHHAIBHOTO JIEKAPCTBEHHOIO Mpernapara Wiv Ipu OTCYTCTBUU
perucTpanuu opurnHaibHoro npenapara B Pecniybnuke KazaxcraH, mpu BbISIBICHHH 11O
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MEXTYHApPOIHBIM UCTOYHUKAM M pe3yibTaTaM (papMakoHaaA30pa 00 U3MEHEHUSX B
o011ei XapaKTepUCTUKE OPUTHHAIBHOIO JIEKAPCTBEHHOTO Mpenapara U3BEIaeT yepes
UH(OPMAIIMOHHBIE PECYPCHI BCEX AeprKaTeNeil perucTpallMOHHBIX YAOCTOBEPEHUI
TFeHepUUECKHUX MPErnapaToB 0 HEOOXOAUMOCTH BHECEHHUSI COOTBETCTBYIOIINX U3MEHEHHM
B UMII (mucrok-rnaasin) u OXJIII yepes npoueaypy BHECEHUSI U3BMEHEHH B
peructpaimoHHoe aocbe B TeueHue 70 (ceMbaecsT) paboyux JIHEH mociie BHECEHUS
U3MEHEHUI B MHCTPYKIIMIO OPUTHHAIBHOIO IIpenapaTa nH(opMaluy no 6€30nacHOCTH
C 1aThl pa3MelieHuss THPOPMALIMK Ha CaliTe SKCIIEPTHON OpraHu3aluu.

JlepkaTenb perucTpalluoOHHOTO YIOCTOBEPEHUS OPUTHHAIBHOTO TIpenapara
BHOcUT u3MeHeHus: B UMII (suctok-Bkianapi) u OXJIIT Ha ocHOBaHUM pa3MeENIEHHON
Ha WH(POPMAIIMOHHOM pecypce ToCyJapCTBEHHOM SKCIIEPTHON OpraHu3aIuu
uH(OpMaIIMK IO HECOOTBETCTBUSIM, BBISIBIICHHBIM B pe3yJibTaTe (hapMaKOHAA30pa U 1O
opuIaATBHBIM MEKyHAPOAHBIM UCTOYHUKAM B TedeHue 70 (cembaecsT) pabounx gHein
C JaThl pa3MenieHus nHGOpMaIluy Ha CaliTe SKCIIEPTHON OpraHU3aIuu.

JlepkaTenu perucTpalioOHHbBIX YIOCTOBEPEHUN MOJJAI0T 3asBJICHUE HA BHECCHUE
U3MEHEHHI B PETUCTPAIIMOHHOE T0Che B TeueHue 70 (cembaecsT) pabounx THEH ¢ 1aThl
pa3MelleHrs TapMOHU3UPOBAHHON MH(OpMAIMKU Ha caiiTe SKCIEPTHON OpraHU3aluU 110
3apErucTpUPOBAHHBIM JieKapcTBEeHHBIM npenapataMm B OXJIIT u UMII nekapcTBeHHOTO
npenapara (JIMCTOK-BKJIA/IBII ) JICKAPCTBEHHBIX MIPENAPATOB C OJTHUM U TEM XKE
MEXTyHapOIHBIM HETIATEHTOBAHHBIM Ha3BAHUEM UJIU C OJTHUM U TEM XKe JACHCTBYIOIINM
BEILIECTBOM.

54. ITpu HEBBINIOTHEHUHU YCIOBUS, YKa3aHHOTO B MYHKTax 52 U 53 HACTOSIIIMX
[IpaBun, rocyiapcTBeHHasl SKCIIEPTHASL OpraHU3alMsl YBEIOMIISIET (B MPOU3BOJIBHOM
dbopme) rocyJapCTBEHHbBIN OpraH 0 HEOOXOJUMOCTH MPUOCTAHOBIICHHUSI 1CUCTBUS
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS.

55. DkcrnepTr3a U3MEHEHUM, BHOCUMBIX B PETUCTPALIMOHHOE 10ChE,
OCYILIECTBIISIETCS HA JIEKAPCTBEHHOE CPEACTBO B IIEPUOJ IEUCTBUS PErUCTPALMOHHOTO
YIAOCTOBEPEHUS U HE OKA3bIBAET OTPULIATEIILHOTO BIIUSIHUS HA COOTHOLIEHUE MOJIb3a-
PHCK JIEKAPCTBEHHOT' 0 IIpenapara.

56. I3aMeHeHus kinaccupuuupyroTcst B cooTBeTcTBHM ¢ [lepeunem BuoB
M3MEHEHUM, BHOCUMBIX B PETUCTPALIMOHHOE JJOChE JIEKAPCTBEHHOTO CPEACTBA COTIACHO
npuioxkeHnto 16 k HactosiuuM [IpaBunam Ha:
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1) HecyiecTBEHHOE U3MEHEHUE TUMA [A — U3MEHEHHE, KOTOPOE OKa3bIBAET
MHUHUMAJIbHOE BIMSIHUE WIIM HE OKA3bIBAET BIUSHUS HA 0€30MaCHOCTh, KAYECTBO U
3¢ (HEeKTUBHOCTH 3aPETUCTPHUPOBAHHOTO JIEKAPCTBEHHOTO MIpernapaTa, oAaHHOE B
NEPHUOJ] ACUCTBUS PETUCTPAIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO MperapaTa u He
TpeOyrollee HOBOM perucTpaluu;

2) HecyllecTBeHHOE n3MeHeHue tumna Ib - u3MeHeHue, KOTopoe He MOaIaoIIee
noJ1 onpeneneHus u3Menennit Tuna A u tuna 1, He TpeOyroriee HOBOW perucTpaIuy;

3) 3Haunmoe u3menenue tumna Il - mo0sie n3MeHeHus K MaTepuaiam
PErUCTPALIMOHHOTO 10Che, HE TPeOYyIOIIMe HOBOU PEruCTpalliy JIE€KapCTBEHHOTO
npenapara u KOTOpble OKa3bIBalOT 3HAUUTEIILHOE BIIUSIHUE HA €ro 0€30MacHOCTb,
KauecTBO 1 3(PHEeKTUBHOCTb;

4) u3meHeHus1, TpeOyIoMe HOBOM PErucTpalliy JEeKapCTBEHHOTO Ipenapara;

5) cpouHbIe U3MEHEHUS, KacaroIluecst 0€30MacCHOCTH JIEKAPCTBEHHOTO CPEJICTBA -
CpPOUYHbIE BpEMEHHBIC OrPaHUYEHUS, CBSI3aHHBIE C 0€30MaCHOCThIO UCTI0JIb30BAHUS
JIEKAPCTBEHHOTO Mpernapara, KOTOpble BHEAPSIIOTCS YCIYTrOMOoay4daTelieM B Ciiydae
BBISIBJICHUS PUCKA I 0OIIECTBEHHOTO 3[0POBBS ITPU MPUMEHEHHUH
3apEruCTPUPOBAHHOTO (MIEPEPErUCTPUPOBAHHOIO) JIEKAPCTBEHHOIO Mpenapara.

Jlep>kaTenb perucTpalluOHHOTO YJIOCTOBEPEHUS B TeueHue 24 (ABaauaTh YEThIPE)
4acoB YBEJOMJISIET O BBOJUMBIX UM OTPAHUUYEHHUSIX TOCYNAPCTBEHHBIN OpTraH.

Ecnu B Teuenue 24 (1BaaunaTh 4YETHIPE) YACOB MOCIE MOJYYEHUS 3TON
nH(OpMaIMK OT FOCYIAPCTBEHHOTO OpPraHa He MOCTYIUIIO BO3PAXKEHH, SKCTPEHHBIE
OTpaHUYCHUS, CBSI3aHHBIE C 0€30MACHOCTHIO, CUUTAIOTCS MPUHSATHIMHU.

Cpoxku peanuzanuy OrpaHUYeHU OrOBApUBAIOTCS JIepKaTelieM
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS U TOCYJapCTBEHHBIM OPTaHOM.

SKCTPGHHBIC OTpaHHUYCHUS, CBA3AHHBIC C 6C3OHaCHOCTI>I-O, HWHHUIUHUPYIOTCA
roCyaapCTBCHHBIM OPTaHOM IIPU HAJIWYUU PUCKaA IJI JKU3HHU U 300POBbA YCIIOBCKA.

3asiBlieHHE HAa BHECEHHE N3MEHEHUM, KacalolUXCsl BBEJCHUS SKCTPEHHBIX
OTpaHUYCHUN (MHUIIMMPOBAHHBIX JIEpKATEIIEM PErUCTPAIMOHHOTO YAOCTOBEPEHUS WU
rOCyJIapCTBEHHBIM OPraHOM ), TI0JIA€TCS JIepKaTesIeM PEerucTpaliOHHOIO
YAOCTOBEPEHUS HA PACCMOTPEHUE HE MO3/IHEE, YeM B TeueHUE 45 (COpOK MATh) pabounx
JTHEW C MOMEHTA YBEIOMJICHHS.
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57. B cimyuyae BHECEHUSI U3BMEHEHHS, KOTOPOE HE KJIaCCU(DHUIIMPOBAHO B
HACTOSIIIIUX MPABUIIAX, YCIYTONOJIy4aTesb 00paniaeTcsi B TOCY1apCTBEHHYIO
AKCHEPTHYIO OPTraHU3alMI0 Yepe3 MPOoLeAyPY KOHCYJIbTAIlUU C UETIbI0 MOJTyYeHUs
PEKOMEHJAIMH TI0 KJIACCU(PUKAIIMA U3MEHEHUSI.

["ocynmapcTBeHHAs SKCIIepTHAs opraHu3aius B TeueHue 20 (qBaamars) padbounx
JTHEH Moclie oMyYeHus 3apoca HampaBisieT OTBET YCIyTOMOIyqaTeio B 3JIEKTPOHHOM
U (1n) OyMa)KHOM BHUJIE.

58. Jlepkatesib perucTpaliOHHOrO Y0CTOBEPEHHUS IPEAOCTABIISAET AEKIAPALIMIO
o ToM, uto B ipoektax OXJIII u UMII BocnipousBeieHHOTO, THOPUTHOTO WIIH
OounoaHanoruyHoro (61ono100HOT0) TEKAPCTBEHHOTO IpenapaTa OTCYTCTBYIOT OTIIMYUS
ot neictByromux OXJIT u UMII opurunansaoro (peepeHTHOr0) JIeKapCTBEHHOTO
npenapara, 3a UCKJIFOUEHUEM OTJIMYMNA HH(OPMAIUU O IPOU3BOAUTEIIE, CPOKE
TOJJHOCTH, COCTaBE€ BCIIOMOTaTEIbHBIX BEILIECTB U Pa3IniMil B OMOJOCTYITHOCTH WIIH
(dbapMaKOKMHETHKE.

59. Jlepkatelib perucTpalliOHHOrO YJIOCTOBEPEHHUS MPEAOCTABIISAET TOCTPOUHOE
(pacmonoXxeHHOE mapaJuleIbHO Ha OJHOM JinucTe) cpaBHeHuE AeicTByromux OXJIT u
NMII opurunansHOro (pedepeHTHOro0) JieKapCTBEeHHOTo npemnapara u npoexktoB OXJIIT
u UMII Bocnipon3Be A€ HHOT0, TMOPUIHOTO WIIH OMOaHAIOITMYHOTO (OMOMOA00HOTO)
JIEKapCTBEHHOTO Mpernapara ¢ BbJICJICHHEM U 000CHOBAaHUEM BCEX OTIUUMM.

60. [lepxatenb perucTpallMOHHOTO YOCTOBEPEHUS MPU MOda4e 3asiBJICHUS Ha
BHeceHne n3menenui B OXJIIT u UMII npenocTaBiisieT BEAOMOCTh U3MEHEHUM C
YKa3aHUEM MOCTPOYHO PACMHOJIOKEHHOTO CPABHEHUS TEKCTa BHOCUMBIX U3MEHEHUM C
TEKCTOM YTBEPKJICHHOU BEPCUM.

61. DxcniepTHast opraHu3alus MHULMUPYET MPOLETypPY IPUBEICHUS B
COOTBETCTBHE (rapMOHU3AIMs1) HHPOPMALIMHU IO 3aPETUCTPUPOBAHHBIM JIEKAPCTBEHHBIM
npenapataM B OXJIIT u UMII nekapcTBEHHBIX TpenapaToB C OJHUM U TEM XKeE
MEK1YHAPOIHBIM HEMAaTEHTOBAHHBIM Ha3BaHUEM WJIM C OJHUM M TEM K€ JIEUCTBYIOIIUM
BEILIECTBOM.

62. JlepxaTenb perucTpallMOHHOrO y1ocToBepenus npu pazpadorke OXJIII u
HNMII Boctipon3BeIecHHOTO, THOPUIHOTO UM OMOaHATIOTUYHOTO (OMOTI01I00HOTO)
JIEKAPCTBEHHOTO Iperapara Ipyu ojayde 3asBJICHUS HA DKCIIEPTU3bI IIPU PETUCTPALINH, a
TaKXe MPHU NEPEPETUCTPALUN U BHECEHUN U3MEHEHUN PYKOBOJICTBYETCSI IPUBEACHHOU
B COOTBETCTBUE (rapMoHu3upoBaHHoi) uHdopmarmeit mo OXJII u UMII no
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MEXyHapOIHOMY HEMAaTEeHTOBAaHHOMY Ha3BaHUIO WJIM COCTABY JIEUCTBYIOIIUX BEIECTB,
pa3MENIEHHBIX Ha CaTe SKCIIEPTHON OpPraHU3alluy Ha Ka3aXCKOM U PYCCKOM SI3bIKaX.

IHaparpa¢ 3. Ilopsigok npoBeaeHust 1a00PATOPHBIX HCIIBITAHMH JIEKAPCTBEHHBIX
CpeACTB

63. JlabopaTtopHbIie UCTIBITAHUS JIEKAPCTBEHHOTO CPEJCTBA OCYIIECTBISIOTCS B
cpoku He mnpesbimatoire 70 (cembaecaT) padouux qHe co JHS MOCTYIUICHUS
JIOKYMEHTOB Ha CTICIUATU3UPOBAHHYIO SKCIIEPTU3Y B UCIIBITATEIIbHBIX JJA0OPATOPHSIX
rOCyJIapCTBEHHOM SKCIEPTHON OpraHU3alliU B IEJISIX MOTBEPKICHUSI COOTBETCTBUS
noKazaTesiei 0€30IMacHOCTH U Ka4eCTBa JIEKApPCTBEHHOT'O CPEJICTBA M BKITIOYAFOT:

1) aHanyU3 aHATUTUYECKOTO HOPMATUBHOI'O IOKYMEHTA JIEKAPCTBEHHOT'O CPE/ICTBA
B YAaCTH METOJIMK MPOBEJICHUS UCIIBITAHUM;

2) npoBeieHUEe JTa0OPATOPHBIX UCTIHITAHUN HA COOTBETCTBUE TPEOOBAHUIM
HOPMAaTUBHOIO JIOKYMEHTA MO0 KaYECTRY;

3) ompezeneHue BOCIPOU3BOAUMOCTH aHATUTUYECKUX METOJIUK KOHTPOJIS
KauyecTBa.

HcnibiTanne o0pas3iioB JIEKapCTBEHHBIX CPEICTB C UCTIOIH30BAHUEM KOMILIEKCA
(UBUKO-XUMUYECKUX, OMOJIOTUUECKUX MCCIIeI0BAaHUM HAMPABIICHO HA OMpEcICHUE
KOJIMYECTBEHHOT'O M KaU€CTBEHHOTO COAEPKAHUS JEHCTBYIOMINX U BCIOMOTaTEIIbHBIX
BELIECTB, MPUMECEH, a TaK)Ke CTENEHN OMOJIOTHYECKON 6e30MacHOCTH
(MUKpPOOHMOJIOTHYECKAS] YUCTOTA, TOKCUYHOCTh, MTUPOTEHHOCTB ).

64. JJabopaTtopHbI€ UCTIBITAHUS HE MPOBOASTCS MPHU:
1) nepeperucrpanuy JeKapCTBEHHOTO CPECTBA;

2) sKcrmepTH3e JIEKapCTBEHHOTO CPEJICTBA, MPOU3BEICHHOTO B COOTBETCTBUH C
GMP crpan perunona ICH (AiCuDitu), B Pecrrybnuke Kazaxcran B COOTBETCTBHUH C
GMP Pecny6nuku KazaxcTtad v MIMEIOIIET0 perUCTPAlMOHHOE IOChe B popmMate
OO011ero TeXHUYECKOT0 JOKYMEHTA;

3) sKcmepTU3e JTEKAPCTBEHHBIX CPEJICTB, B PAMKAX MPOIEAYPHI
npexkBanubuuKanyy 1 (WIK) NpoIeaypbl TPU3HAHUS HAYIYHOW OLICHKU
JICKapCTBEHHBIX MPENapaToOB PETYIATOPHBIX OPTaHOB CO CTPOTOM PEryIATOPHON
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cucrtemoii (SRA) (CHIA, EC (EMA), Kanana, [lIselinapus, Benukoopurtanusi,
ABcTpanus, SInoHMs) HA OCHOBaHUHM COBMECTHOW MPOLEAYPbl PETUCTPALIUU C
Bcemupnoit opranusanuen 31paBoOXpaHeHU;

4) yCKOpPEHHOM 3KCIEePTU3E JIEKAPCTBEHHBIX CPEICTB.

65. B ciyuae BbISIBJIEHUS 3aMEUYaHUN MTPU POBEJIEHNUN 1a00paTOPHBIX
ucneiTannii B Teuenne 20 (ABaamnaTh) pabouux THEH yCIyronoIydaTeno depes
UH(OPMAIIMOHHYIO CUCTEMY B «JIMYHBIN KaOMHET» HAIIPaBJISETCS MUChMO C YKa3aHUEM
BBISIBJICHHBIX 3aMEYaHUN U HEOOXOJIUMOCTH UX YCTPAHEHHUS B TIOJIHOM 00bEME B CPOK,
He npeBbimaromuii 30 (TpuanaTh) pado4Yux JHEMH.

66. [Ipu He yCcTpaHEHUH UIIM HE MOJIHOM YCTPAHEHUU 3aMevyaHuil B TeueHue 10
(mecsiTh) pado4YMX AHEH CO JHS MOITYUYEHHS OTBETA TOCYJAPCTBEHHAS IKCIIEPTHAS
OpraHu3alys HAMPABISAET yCIyTOMOIYyYaTeNl0 MUCbMO € YKa3aHUEM JOMOJIHUTEIbHBIX
3aMe4YaHui U HEOOXOIUMOCTH MX yCTpaHeHU! B TeueHue 20 (1BaanaTh) padoumnx
JTHEH.

67. IIpn He MpeaOCTaBIEHNH YCIYTOIOIY4YaTeIeM ITOJIHOTO OTBETA Ha
BBICTABJICHHBIE B IIUCbME IOCYJAPCTBEHHOM SKCIIEPTHOW OpraHU3aluy 3aMEeUaHus U
OTpHULIATEIBHBIX PE3yJIbTaTax JIa0OPATOPHBIX UCIIBITAHUNA MaTepUalibl HAIIPABIISIIOTCS B
DKCHEPTHBIN COBET JJIsl HPUHATHUS PEIICHUs 00 OTKA3€ M MPEKPAILEHUN IKCIIEPTU3I
JIEKAPCTBEHHOTO CPEJCTBA COMIACHO MYHKTY 48 Hacrosmux [TpaBui.

68. ITo pe3ynbpTaTaM J1a00paTOPHBIX UCTIBITAHHH JICKAPCTBEHHOTO CPEICTBA
UCIIBITaTeILHOM TabopaTopueit B TeueHue 10 (ecsiTh) pabodyux THEW COCTABIISIETCS
IIPOTOKOJI UCIIBITAHUH 1O (popMe COorTacHO MPHIIOKEHUIO 23 K HacTosmuM IIpaBumam.

69. He TpeOyeTtcs mpeacTaBiaeHue 00pa3oB, CHEU(UIESCKUX PEareHTOB U
IPYTUX MaTepUAIOB TIPU HEBO3MOXKHOCTH MPOBEICHHUS UCTIBITAHUH B SKCTICPTHOM
OpraHM3aIllH BCIEACTBHE:

TPYJIHOAOCTYITHOCTH 00OpPa3I0B JIEKAPCTBEHHBIX MPEMAPATOB CTAHAAPTHBIX
00pa3uoB, crenu(pUIecKuX peareHToB U APYyTUX MaTepralioB (B TOM YHUCIE, IPU UX
OTHECEHMH K KaTeropuu op(paHHbIX, BBICOKOTEXHOJIOTUYECKHUX,
paanodapmMaleBTUYECKUX, HAPKOTUYECKUX, ICUXOTPOIHBIX WM MPEIHA3HAYCHHBIX TS
JICYEHHSI BBICOKO3aTPATHBIX HO30JIOTUH BCJIEAICTBUE UX BHICOKON CTOMMOCTH);

HEBO3MOXHOCTH COOJIIO/ICHHSI YCIIOBUHM TPAHCIIOPTUPOBKH YKa3aHHBIX 00pa3IioB
Ha Tepputoputo PecnyOnuku Kazaxcran u (Win) UX XpaHEHUS;
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OTCYTCTBUS CIIELIMAIILHOTO 000PYI0BaHUS U PACXOJIHBIX MAaTEPUAIOB B
SKCIIEPTHOW OpraHU3alNy;

IPYTUX IPUYMH MO PEUICHUIO YIIOJIHOMOYEHHOTO OpraHa (3KCIepTHOM
OpraHU3allii) P BOSHUKHOBEHUU OOCTOSITEILCTB HEMPEOJ0JIUMOM CUITBI UITH
00CTOSITEHCTB, HE3ABUCSIIUX OT BOJIU CTOPOH, B TOM YHCIIC B CBSI3U C OCOOCHHOCTSIMU
IIPOM3BOJCTBA U KOHTPOJIS KayeCTBa JIEKapCTBEHHOTI'O Ipenapara.

B cnydasx, ykazaHHbBIX B JaHHOM ITyHKTE, JJA0OpAaTOPHBIE UCTILITAHUS
MPOBOJSITCS B TA0OPATOPUU KOHTPOJISI KaueCTBa MPOU3BOJUTENS JIEKAPCTBEHHOTO
rpernapara B IpUCYTCTBUM MPEACTABUTEIICH IKCIIEPTHON OpraHU3aluy Uilv B
KOHTPAKTHOM JIabopaTOpUu, UCTIOIB3YyEMOU MPOU3BOAUTENEM, B IPUCYTCTBUU
IIPEJCTABUTEIIEH SKCIIEPTHON OPTraHU3aLUH.

B ciyyasx HeBO3MOKHOCTH MPOBEICHUS JIaOOPATOPHBIX HCTIBITAHUIN B
J1ab0paTopuUsX KOHTPOJISI Ka4ecTBa MPOU3BOIUTENS JIEKAPCTBEHHOTO MpernapaTa Win
KOHTPAKTHBIX J1a00paTopusix, HCIOIb3yEMBIX TPOU3BOAUTENEM (IIPH YIpO3€
BO3HUKHOBEHUS, BOSHUKHOBEHUHN YPE3BbIYAMHON CUTYallUU U JIMKBUIALIUY €€
NOCJIECTBUM U (WJIM) IPH YTPO3€ pacrpocTpaHeHus 3a001eBaHuM, MPEICTaBISIOMINX
OMACHOCTH JUIsl OKPY KarOUIUX, 3a00J1€BaHUI U OPaKEHUH, IOJYyYEHHBIX B pE3yJIbTaTe
BO3/IEHCTBUS HEOIATONPUATHBIX TPUPOAHBIX, XUMUUECKHUX, OMOJIOTUYECKHUX,
paHalMOHHBIX (PAKTOPOB, IPU KOTOPBIX IPUCYTCTBHUE MPEACTABUTENS SKCIEPTHOM
OpraHu3alliy HE MIPEACTABISIETCS] BO3MOXKHBIM, WM MPHU APYTHX 00CTOATEIHCTBAX
(HampuMep, CBSA3aHHBIX C OCOOCHHOCTSMHU MMPOU3BOCTBA U KOHTPOJISI KAYeCTBA
KOHKPETHOTO JIEKAPCTBEHHOI'0 MperapaTa), [0 COrIaCOBAHUIO C SKCIIEPTHOU
OpraHM3alKeN dKCIEepTU3a KauyecTBa MPOBOJNUTCS HA OCHOBAaHUU JOKYMEHTALIMU
IPOU3BOAUTENS (IPOTOKOJIOB aHAIN3a IPOU3BOAUTEIIS) B TOM YHCIIE C UCIIOJIb30BaHUEM
CPEACTB AUCTAHLIMOHHOTO B3aMMOJICHCTBUSL, BKIIFOUAs AyIUO- WIN BUIEOCBA3b.

[Ipu HEBO3MOKHOCTH MTPOBEACHHUS JTAOOPATOPHBIX UCTIBITAHUN JIEKAPCTBEHHOTO
CpEeIICTBA MO OTJEIbHBIM MOKa3aTeNsIM, JIA0OPAaTOPHsI SKCIEPTHON OpraHU3aALNH
NPU3HAET PE3yJIbTAThI IA0OPATOPHBIX UCTIBITAHUN TIO OTACIBHBIM MTOKA3aTEIsAM,
yKa3aHHBIM B cepTudukaTe (MIPOTOKOJIE) aHAIM3a MPOU3BOIUTEINS, 38 UCKIIOUYEHUEM
OMOJOTMYECKUX U MMMYHOJOTUYECKUX MPEMApPaTOB.
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[To pe3ynbraTam J1abopaTOPHBIX UCTIBITAHUN cocTaBisieTcss OTUeT 0 pe3ybTaTax
IPOBEICHUS TAOOPATOPHOTO UCTIBITAHUS B JIA0OPATOPUHU KOHTPOJISI KaUecTBa
POU3BOAMUTENS WM B KOHTPAKTHOM J1aOOpaTOPHH, UCIOIB3YEMOM MPOU3BOIUTEIIEM
COTJIACHO MpuiIokeHUto 24 k HactosamuM [IpaBunam.

IMaparpa¢ 4. Ilopsaok popMuUpoBaHus Pe3yabTATOB MPOBEACHHON IKCIEPTU3BI
JIEKAPCTBEHHBIX CPEACTB

70. Ilo OKOHYaHUH SKCIIEPTU3BI YCIYTONOJIy4aTeNb COTJIaCOBBIBAET C
roCyJIapCTBEHHOM 3KCIIEPTHOM OpraHu3aluei B 3JIEKTPOHHOM BUJIE 00IIHE
(aIMUHHUCTPATUBHBIE) CBEICHHS O JIEKAPCTBEHHOM IpenapaTe, UTOrOBbIE JOKYMEHTHI
(HOpMATHUBHBIN JOKYMEHT 110 Kau€CTBY, UHCTPYKIIUIO 110 MEIUIIMHCKOMY TPUMEHEHUIO
Y MaKETOB MapKUPOBKHU YIAKOBKH, STUKETOK, CTUKEPOB C MAPKUPOBKOW ), B TOM YHUCIIE
KOPPEKTHOCTh 3aHECEHHBIX JAHHBIX B CPOK He npeBblmawimui 10 (1ecsaTs) padouux
JTHEH.

B cnydae oTCyTCTBHSI COTIIacCOBaHUS YCIYTOMOMy4YaTeIeM 3aKIIFOUCHUE O
0e30macHOCTH, KauecTBe U 3((HEKTUBHOCTH JICKAPCTBEHHOTO CPeACTBA (DOPMHUPYETCS
0€e3 ero coryjiacoBaHUs.

71. 'ocymapcTBeHHas SKCIEPTHAS OpraHU3alus POBOJUT CBEPKY
IpEeICTaBICHHON MHPOPMAIIMK YCIIyTONOMyYaTesIeM, a TAK)Ke MIPH BBISBICHUU
HECOOTBETCTBUS KOPPEKTUPYET 3aHECEHHBIE TaHHbIE U OOHOBIISIET UTOTOBBIE
JNOKYMEHTBL:

IIPY TOCYJAPCTBEHHOW PErUCTPali, B TOM YUCJIE BHECEHUE U3MEHEHNH,
TpeOyIOIMUX HOBOM pEerucTpaiuu, pyu nepeperucTpanuu, Npu BHECEHUU U3MEHEHUH B
PETUCTPALIMOHHOE - B CPOK He NMpeBbIIAIui 3 (Tpu) padoumnx JHeH;

MIPU YCKOPEHHOM pErUCTpaIMK JICKAPCTBEHHOTO CPEJICTBA U ITPU COBMECTHOM
npouexaype peructpanuu ¢ BO3 - B cpok He npeBblmawmuii 1 (oann) padouero
JTHeM.

72. Ilo pe3yabTaTam NpoBEIECHHOMN KCIIEPTU3HI IEKAPCTBEHHOT'O CPEICTBA
rocyJapCTBEHHAas SKCIIEPTHASI OPraHU3alMsl COCTABIISIET 3aKII0OUEHNE O 0€30M1aCHOCTH,
KauecTBe U A((HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, 3aBJICHHOTO HA DKCIIEPTURY
COrJIacHO MPUJIOkKEHUI0 25 Kk HacTosmuM [IpaBunam u 3akinroueHre o 6e30MacHOCTH,
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KayecTBe U 3P (HEKTUBHOCTH JIEKAPCTBEHHOT'O CPEJCTBA, 3aABICHHOIO HA AKCIIEPTU3Y
WU3MEHEHU, BHOCUMBIX B PETUCTPALIMOHHOE JOChE COTJIACHO MPUIIOKEHUIO 26 K
HactosAwuM [IpaBunam:

IIPU TOCYJAPCTBEHHOW PErUCTpalvi, B TOM YUCJIE BHECEHUE U3MEHEHNN,
TPeOYIOMNX HOBOW PETUCTPAIIH, TIPH MTEPEPETUCTPAIUY, TIPU BHECCHUH U3MEHEHUN B
peructpaimonHoe aoche Tuna IA, Tuna Ib u tuna Il ¢ mpoBeaeHneM 1abopaTopHBIX
VCIIBITAHW, TP BHECEHUU U3MEHEHHUM B PETUCTPALIMOHHOE ocke Thma [A, tnna Ib n
tuna Il 6e3 npoBeaeHMs 1a00PaTOPHBIX UCTIBITAHUN, TPH YCKOPEHHOM pErucTpaluu
JIEKAPCTBEHHOT'O CPEJICTBA - B CPOK He NMpPeBbIMAKINNNA 7 (ITh) pado4ux JHe;

[P COBMECTHOM npouenype peructpaunu ¢ BO3 - B cpok He npeBbimaromuii 1
(oauH) padoyero aHs.

73. Tlo pe3ynbpTaTam MOJOKHUTEILHOTO 3aKITFOYCHHS O 0€30MaCHOCTH, KAYeCTBE U
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, 3a4BJICHHOTO HA HKCIIEPTU3Y U 3aKITIOUCHHUS
0 0e30IacHOCTH, KauecTBe U 3(PPEKTUBHOCTH JIEKAPCTBEHHOI'O CPENICTBA, 3asIBJIEHHOTO
Ha 3KCIEPTU3Y U3MEHEHHH, BHOCUMBIX B PETHCTPAILIMOHHOE J0Che, GOPMUPYIOTCS
CJICIYIOIINE DJIEKTPOHHBIE IOKYMEHTHI, MMOAMMCAHHBIC SJIEKTPOHHO-ITU(POBOI
HOJMUCHI0 PYKOBOAUTENS TOCYAapCTBEHHOTO OpraHa:

1) peructpaniuoHHOE yI0CTOBEPEHUE, IEUCTBYIONIEE HA TeppuTopun PecryOnnku
Kazaxcran cornacno npuioxenus 4 k HacrosamuM [IpaBumam;

2) 3aperucTpUPOBAHHBIE HHCTPYKIHS (JTUCTOK-BKIIAIIBII) IO METUITUHCKOMY
MIPUMEHEHUIO JIEKAPCTBEHHOI'O CPEJICTBA WIIM MEAUIIMHCKOTO U3/IeTUs U 001Ias
XapaKTEepUCTHUKA JIEKAPCTBEHHOTO CPEACTBA HA Ka3aXCKOM M PYCCKOM SI3bIKaX;

3) 3aperucTpupoBaHHbIC MAKEThl YIIAKOBOK, STUKETOK, CTUKEPOB Ha
JIEKapCTBEHHBIE CPEICTBA, METUIIMHCKHE U3CIIHS Ha Ka3aXCKOM U PYCCKOM SI3bIKaX.

74. J1ns1 nekapCTBEHHBIX CPEACTB OTEUECTBEHHOTO IIPOU3BOJICTBA,
IPOU3BOJIUMBIX JJIsl SKCIIOPTA U BHYTPEHHETO PhIHKA CTPAHBI O] pa3HbIMH TOPTOBBIMU
Ha3BaHUSMU, SKCIIEPTU3A IPOBOAMUTCS C BbIIaYeil OHOIO 3aKIII0UEHUs! 0€3011aCHOCTH,
KayecTBe U 3 (HEKTUBHOCTH JIEKAPCTBEHHOT'O CPECTBA.

75. B ciiyyasix oTpUIIaTEILHOTO 3aKII0UEHUS O 0€30MMacCHOCTH, KAYeCTBE U
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA WIIM OT3hIBA YCIYTOMOIYy4YaTeIeM
3asBJICHUS Ha DKCIIEPTU3Y MOCIIE Hayajaa IPOBEAEHUS SKCIEPTU3bI, CTOUMOCTh
IPOBEJICHUS SKCIEPTHBIX Pa0d0T yCIyroNnoIy4yaTell0 He BO3BPAIIAETCS.
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76. Ilo pe3ynbpTaram 3KCHIEPTU3BI TOCYIaPCTBEHHAS SKCIIEPTHASI OpraHU3aIUs
dbopMupyeT CBOJHBIN OTYET MO 0€30MaCHOCTH, KaueCTBY U 3(PHEKTUBHOCTH
JIEKapCTBEHHOTO Mperapara B COOTBETCTBUU C MPUIIOKEHUEM 27 K HACTOS UM
[TpaBunam, He KOHPUACHITHATBHAS YaCTh KOTOPOTO Pa3MEIIaeTCss Ha MHTEPHET-pecypce
roCyJIapCTBEHHOM PKCIIEPTHON OpraHU3alluH.

77. Tlocne 3aBepiieHwsI MPOIIELypPhl SKCIIEPTH3BI TOCYAaPCTBEHHAS dKCIIEPTHAS
opranu3anus GopMUPYET FMEKTPOHHBIN apXUBHBIN YK3EMIUISIP PETUCTPAITMOHHOTO
JI0ChE, COACPIKAIINI TOKYMEHTHI M MaTepuajbl pe3ybTaTa SKCIEPTU3HI
(TOTIOTHUTETTFHBIE MaTepUabl, MPEJACTABICHHBIC YCIyTONOIyJYaTesIeM O 3ampocy
roCcyJapCTBEHHOM IKCIIEPTHOM OpraHU3aIliy, OTYET BaJTUAANNH PETUCTPAIIMOHHOTO
JI0ChE, 3aKTIOYUTEIIBHBIA CBOAHBIA OTYET IKCIIEPTOB 1O KPUTHUSCKON OIICHKE
JIEKapCTBEHHOTO Mpemnapara, MPOTOKOJIbl UCTIBITATENIbHOM TabopaTopun), 3aKII0YCHHE O
oe3omacHocTH, kauecTBY U 3 dexkruHocT, OXJIII, UMII (JincTok-BKIaABIII),
HOPMAaTHUBHBIA JJOKYMEHT 1O KaU4eCTBY JICKAPCTBEHHBIX CPEJICTB, 3apETUCTPUPOBAHHBIE
MaKeThl YITAKOBOK, 3TUKETOK, CTUKEPOB, XPAHSIIINECS B DJIEKTPOHHOM apXHBE.

Bo BpeMst n1eiCTBUSL pETUCTPALMOHHOIO YIOCTOBEPEHUS aPXUBHOE
PETUCTPALMOHHOE JI0CHE, NOTOJHIETCA PETUCTPALMOHHBIM 10ChE, ITIOJAHHBIM Ha
BHECECHHE U3MEHECHUH, COAEPKAIINUM JOKYMEHTBI 1 MaTEPUAIIBI PE3YJIbTATOB
JKCIIEPTHU3BI.

PerucrpannoHHoe 10Che XpaHUTCS B AJIEKTPOHHOM apXUBE Ha JIEKTPOHHOM
Hocutelne B TeueHne 10 (mecsaTs) Jer.

78. IIpu rocy1apCTBEHHOM pETUCTPAllU YCTAHABIMBAECTCS CPOK ICHCTBUS
PETUCTPALIMOHHOIO YIOCTOBEPEHHUS JJIsl JIEKAPCTBEHHBIX CPENICTB — S JIET, 3a
UCKJIIOUEHHEM JIEKapCTBEHHBIX CPEACTB, MPOM3BeneHHbIX B PecniyOnuke Kazaxcran.

[Tpu rocyaapcTBEHHOMN PETUCTPALIAHN JICKAPCTBEHHBIX CPEJCTB, POU3BEIACHHBIX B
Pecny6nnke Kazaxcran BeiaeTcs 0eCCpOYHOE PETUCTPAIIMOHHOE YAOCTOBEPECHHUE.

[Ipu nepeperucTpannu BoIAAETCS OECCPOUHOE PETUCTPALMOHHOE YIO0CTOBEPEHHE
Ha JIEKAPCTBEHHBIE CPE/ICTBA.

IMaparpad S. Ilopsaok perucTpanuu HeHbI HA JIEKAPCTBEHHbIEC CPEICTBA U
BHECEHUS U3MEHEHHUS B LIEHY MPOU3BOAUTEIISI
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79. 1ns perucTpanyuy WIK BHECEHHUSI U3BMEHEHUH B 3aPETUCTPUPOBAHHYIO LIEHY
IIPOU3BOIUTEIS JIEKAPCTBEHHOTO CPEJICTBA, YCIYTONOIYYaTeNb PEJOCTABIISIET B
roCyJapCTBEHHYIO 3KCIEPTHYIO OPraHU3aIUIO 3asiBIeHUE MO (hOopMe, COTIIaCHO
npuioxkeHnro | k Hacrosmum I IpaBunam.

B cnydae BBO3a JiekapCTBEHHOTO CpeJICTBA Ha TeppuToputo PecmyOmmku
Kazaxcran nocie peructpaiuu 1eHbl Ha JIEKapCTBEHHOE CPEACTBO, YCIYyTONOIyYaTeNb
B TeueHue 60 (1ecThbaecsT) KalleHJapHbIX THEU CO JHS BBO3a B 00s3aTEIBLHOM MOPSIAKE
BHOCUT U3MEHEHHE B PAHEE 3aPETUCTPUPOBAHHYIO LIEHY MPOU3BOAUTENS.

79-1. Peructpatius 11eHbI IPOU3BOAUTEINS JIEKAPCTBEHHOT'O CPE/ICTBA, & TAKKE
BHECCHHE N3MEHEHUH B 3apETHCTPUPOBAHHYIO IICHY IMPOU3BOIUTEINSI OCYIIECTBIISCTCS
0e3 yueTa Hajora Ha I00aBICHHYIO CTOUMOCTb.

79-2. B cnydae eciiu nepepeructpanus 3aperucTpupOBaHHON LIEHBI [ ONTOBOM
Y PO3HUYHOM peaIn3alliy HE MPOU3BECHA B TEKYIIEM IOy, TOCYAapCTBEHHAS
AKCIEPTHAsi Opranu3anusi GOpMHUPYET NPOEKT MPEECTbHBIX [IEH HA TOPTOBOE
HanMmeHoBaHue JIC 71 onTOBOM M PO3HUYHOM peain3allid HA OCHOBAHUU pPaHee
YTBEPKIACHHBIX MPEAECIBHBIX 1IEH Ha TOproBoe HauMmeHoBanue JIC miist onToBoM u
PO3HUYHOM pealn3alnu.

80. ITpu peructpanuu 1eHbl IPOU3BOJUTENS JIEKAPCTBEHHOTO CPEACTBA K
3asBJICHUIO IIPUJIATAIOTCS CIEAYIOIIUE JOKYMEHTHI:

I[JIH OTCUCCTBCHHBIX HpOPISBOI[HTCJICﬁ:

1) TOKyMEeHT, MOATBEPKAAOIINI MPABO YCIYTOMOIYYaTels OCYyIIECTBIATh
pEruCTpaIuio [IEHbI WJIM BHECEHUE U3MEHEHUH B 3apETUCTPUPOBAHHYIO IIEHY
IPOU3BOJIUTENS HA TOPTOBOE€ HAMMEHOBAHHE JIEKAPCTBEHHOTO CPE/ICTBA;

2) nadopmarus ¢ moATBEPKAAIONTUMHU JOKYMEHTaMH (KOHTPAKT, JOTOBOP) O
I[EHaX JICKApCTBEHHBIX CPEJICTB, PEaTU3yeMbIX B IPYTUX CTpaHax 3a 12 mecsIes,
NpEANIECTBYIONIUX JaTe MOAA4H 3asBJICHUS HA PETUCTPALUIO LICHBI.

B cnydae oTCyTCTBHS peaau3aliy B IPYTUX CTPaHAaX, yCIYronojay4dareab
MOJTBEPKIAAET OTCYTCTBUE peau3aliy Ha PUPMEHHOM OJIaHKE YCIyTOnoJIy4yaress,
3aBEPEHHOM MOANKCHIO YIIOJTHOMOYEHHOTO JIMIA YCIYTOnoaydaTes.

I[J'ISI HHOCTPAaHHBIX HpOI/ISBOI[I/ITCJ'ICI\/'I JICKAPCTBCHHBIX CPCACTB U JJIS 3aKa34YNKOB
KOHTPAKTHOT'O IIPOU3BOACTBA JICKAPCTBCHHOI'O CPCACTBA:
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1) TOKyMEeHT, MOATBEPKAAIOIINI MPABO YCIYTONOIy4YaTess OCyIECTBISATh
PETUCTPAIUIO IIEHBI UJIM BHECEHUE N3MEHEHUN B 3apETUCTPUPOBAHHYIO LICHY
MIPOU3BOAUTEIS HA TOPTOBOE HANMEHOBAHUE JIEKAPCTBEHHOI'O CPEICTBA;

2) uadopMmarus Ha UPMEHHOM OJaHKE YCIyTOIOoIydaTess, 3aBepeHHas
HOJMKCHIO YIIOJHOMOYEHHOTO JIMIIA YCIYTOMoayYaress O IeHaX B peepeHTHBIX
CTpaHax, B CIy4ae OTCYTCTBUS IIeH B pe()epPEHTHBIX CTpaHax - B CTpaHe MPONU3BOAUTETIS;

3) Komnus JOKyMEHTA, MOATBEPKIAI0IIast IEUCTBYIONIYIO MATEHTHYIO 3aIUTY
OPUTMHAJILHOTO JIEKAPCTBEHHOT'O Mpernapara Wik OMOJIOTHYECKOr0 OPUTHHAIBHOTO
JIEKAPCTBEHHOTO Mpernapara ¢ yKa3aHUEM JIaThbl UCTEUEHHUS IEVCTBUS MATEHTHON
3aIUTHI, JINOO MUCHMO OT 3aBOJIA-IIPOU3BOIUTENS WIIH JAepKATelsl PETUCTPALMOHHOTO
YAOCTOBEPEHU, IOATBEPKAAIOIIEE OPUTHHAIBHOCTD IIperapara.

81. Peructparus 1ieHbl NpOU3BOIUTENS JIEKAPCTBEHHOTO CPEJICTBA U BHECEHUE
M3MEHEHUM B 3apETrUCTPUPOBAHHYIO LIEHY MPOU3BOAUTEIS JIEKAPCTBEHHOTO CPE/ICTBA
OCYILIECTBJISIETCS HA OCHOBAHUM TOJIAHHOTO 3asiBJIEHUS B CpOoK He no3aHee 10 (necartp)
pabouux JIHEW CO HS MPEJOCTABIICHUS YCIYTOMnoaydaTeaeM 3asBICHUS.

82. 'ocynapcTBeHHas HKCIIEPTHAsI OpraHU3allls PpErUCTPUPYET LIEHY
MPOU3BOJIUTENS P COOTBETCTBUU KPUTEPHIO:

1) mpenocTaBieHHas 1IeHa TPOU3BOIUTENS JIJIs BBO3UMBIX JICKAPCTBEHHBIX
cpenctB s Pecniybnuku Kazaxctan He mpeBBIIAET Cpe/lHee 3HAUYCHUE TPeX
MUHHUMAaJIbHBIX 1I€H U3 YUCJIa MOIaHHBIX B 3asBJICHUH pePEPEHTHBIX CTPaH, a TAK)KE HE
MPEBBINIAET CPEAHEE 3HAUCHHUE TPEX MUHUMAIbHBIX 1I€H, MOJYYEHHBIX U3 JaHHBIX
CalTOB MEXIYHAPOHBIX OpraHu3anuii. B ciiydyae ecnu konuuecTBO peepeHTHBIX
CTpaH MEHee TpeX, [IeHa TPOU3BOIUTENSI HE MPEBBIIIAET CPEIHEr0 3HAUCHUS 1IEH
MPEICTaBIIEHHOTO KOJIMYeCTBa pe(hepeHTHBIX CTpaH, a TAK)KE HE MPEBBIIIAET CPEAHEE
3Ha4YE€HUE 1IEH, MTOJIYUYECHHBIX U3 JJAHHBIX CAaUTOB MEXKIyHAPOIHBIX OpraHU3aIUH.

[Ipu OTCYTCTBUU TOCYAAPCTBEHHON PETUCTPALlUU JIEKAPCTBEHHOTO CPEJICTBA B
pedEepeHTHBIX CTpaHax, lIeHa MPOU3BOIUTEISI HE IPEBBIIIAECT 3HAYCHUS LIEHbI B CTpaHe-
IPOU3BOJAUTEIIS.

2) nmpeocTaBiIeHHAas [IEHa OTEUECTBEHHOTO TPOU3BOIUTEIIS HE IIPEBBIIIAET LIEH
JIEKAPCTBEHHBIX CPEJICTB, PEAIM3YEMBIX B IPYTUX CTPAHAX.

3) mpeacTaBieHHAs [IeHa BOCIIPOU3BEAEHHOTO JIEKAPCTBEHHOTO MpemnapaTa
(reHepUK) WK OMOAHAJIOTUYHOTO JIEKAPCTBEHHOTO MpernapaTa He MPEBBIIACT CPETHETO
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3HAYEHHS LEHbI OPUTUHAIIBHOTO JIEKAPCTBEHHOI'O CPEACTBA, YCTAHOBICHHOTO 3a 3 rojia
JI0 UICTEYCHUS ICMCTBHUS TATEHTHOM 3al[UThI MPEAECIbHOM LIEHBI HA TOPTOBOE
HanMmeHoBaHue JIC OpuruHaIbLHOTO WM OMOJIOTUYECKOTO OPUTHHAIIBHOTO
JIEKapCTBEHHOIO TIpenapara:

it reHepuka — Ha 30 %;
TUTsE OMOAHAIOTMYHOTO JIEKapCTBEHHOTO Tipemnapara — Ha 10 %.

4) npenocTaBiieHHas LIEHa OTEYECTBEHHOTO MPONU3BOJUTEINS B paMKax
JOJITOCPOYHBIX IOTOBOPOB HE MPEBBIIIACT OTIIYCKHBIX LIEH, ITI0Jy4YEHHBIX U3
UHTErPUPOBAHHON HHPOPMALIMOHHON CUCTEMBI YIIOJTHOMOYEHHOTO OpraHa
rOCYJapCTBEHHBIX JOXOO0B 110 KOHTPOJIbHO-KAaCCOBBIM YEKAM.

83. IIpu BHECEHMYU U3MEHEHUI B 3apETUCTPUPOBAHHYIO LIEHY MPOU3BOAUTEIS
JIEKAPCTBEHHOTO CPEACTBA, K 3asBJICHUIO MPUJIArAIOTCs CIEAYIOIIHNE JOKYMEHTHI:

I[J'ISI OTCUYCCTBCHHBIX HpOH3BOHHT€H€ﬁZ

1) TOKyMEHT, MOATBEPIKIAOIINI MPABO YCIYTONOIydaTesis OCyIIeCTBISATh
PETUCTPALMIO LIEHBI WJIA BHECEHUE U3MEHEHUN B 3aPETUCTPUPOBAHHYIO LIEHY
IIPOU3BOAUTEIIS;

2) uadopmars ¢ moATBEPKIAAIONTUMHU JOKYMEHTaMH (KOHTPAKT, JOTOBOP) O
LIEHAX JIEKAPCTBEHHBIX CPEJICTB, PEAIM3YEMBIX B JIPYTUX CTpaHax 3a 12 mecsles,
IPEIIIECTBYIOUINX JaTe MM0Ja4yy 3asBJICHHS Ha PETUCTPALIMIO JTMO0 BHECEHMUS
U3MEHEHHUH B 3apErUCTPUPOBAHHYIO LICHY.

B cnydae oTCyTCTBHS peanu3aliiy B IPYTUX CTPaHaX, YCIYronojaydareib
NOJTBEPKIAAET OTCYTCTBUE PEATM3ALMH HA PUPMEHHOM OJIAHKE YCITyTronoyyqaress,
3aBEPEHHOM IMOAMKUCHIO YIOTHOMOUYEHHOTO JIMIIA YCIYTOMOTyYaTes;

3) 15l TE€KapCTBEHHBIX CPEICTB, CPOK JEUCTBUS PETUCTPALTMOHHOTO
YIAOCTOBEPEHUSI KOTOPBIX HA MOMEHT I0JIa4X 3asIBJICHUS UCTEK, TPOU3BEICHHBIX Ha
teppuropun Peciy6nmku Kazaxcran 1o ucTedueHus cpoka ASHCTBUS PETUCTPAIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO CPEACTBA, MIPENOCTABISAIOTCS JOKYMEHTHI,
NOJATBEPKAAIOLIME IPOU3BOJICTBO JEKAPCTBEHHOTO CpeICTBA (KOomus cepTUuUKara o
COOTBETCTBHUH MPOAYKIIHH).

I[J'Iﬂ 3dKAa3YMKOB KOHTPAKTHOI'O ITPOU3BOACTBA JICKAPCTBCHHOI'O CPCACTBA!
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1) TOKyMEeHT, MOATBEPKAAIOIINI MPABO YCIYTONOIy4YaTess OCyIECTBISATh
PETUCTPALUIO IIEHBI UM BHECEHUE U3MEHEHUI B IIEHY MPOU3BOIUTEIIS;

2) uadopmarys Ha GUPMEHHOM OJIaHKE YCIyTOIOIydaTesis, 3aBepeHHast
MOJIMHUCHIO YIIOJTHOMOYEHHOTO JIUIA YCIIYTOMOIyYaTeNsl O IieHaX B peepeHTHBIX
CTpaHaXx, B CIy4ae OTCYTCTBUS LIeH B pe(epEHTHBIX CTPAHAX, B CTPAHE MPOU3BOIUTEIS;

3) KOmus ONTOCPOYHOTO JIOTOBOPA MOCTABKHU C 3aKa3YMKOM KOHTPAKTHOTO
IPOU3BOJICTBA JICKAPCTBEHHOT'O CpeicTBa ¢ HH(popMmalue o reHe npouspoautens JIC,
JeMCTBYIOLEr0 Ha MOMEHT MOJauu 3asBJIECHUS Ha PETUCTPALMIO JIMOO BHECEHUS
WU3MEHEHUH B 3apPETUCTPUPOBAHHYIO IICHY;

4) n1st TIeKapCTBEHHBIX CPEJICTB, CPOK JIEUCTBUS PETUCTPALIMOHHOTO
YAOCTOBEPEHUS KOTOPHIX HA MOMEHT MOJa4M 3asBJIEHUS UCTEK, IPOU3BEICHHBIX HA
teppuropun PeciyOnmku Kazaxcran 10 uctedueHus cpoka ASHCTBUSL PETUCTPAIMOHHOTO
yAOCTOBEPEHMS JIEKAPCTBEHHOTO CPEJCTBA, JIi U3MEHEHUS 3apErUCTPUPOBAHHON LIEHBI
MPEAOCTABISAIOTCS JOKYMEHTBI, MOJITBEPKIA0IINE TPOU3BOICTBO JIEKAPCTBEHHOTO
cpencrtBa (komnus cepTudukaTa 0 COOTBETCTBUM MPOAYKIIUH).

I[J'IH HNHOCTPAHHBIX HpOHSBOHHTCHCﬁ:

1) TOKyMeHT, MOATBEPKIAIOIINNA MTPABO YCIYTONOIydaTessi OCYIECTBISATh
PETUCTPAIIUIO 1IEHBI UJIM BHECEHUE U3MEHEHHI B IIEHY TPOU3BOIUTENS, BKIIOYAs MPABO
PEIOCTaBIATh HH(MOPMAIINIO O IIeHaX B peepeHTHBIX CTPAHAX U O LIEHAX
(haKTUYECKHUX BBO30B;

2) Komusl JOKYMEHTA, MOJATBEPKIAIOIIETO IIEHY JICKAPCTBEHHOTO CPEICTBA
(xomwst MHBO¥CA (HAKJIAIHOM), cueT-(aKTyphl) TIOCIETHETO BBO3A 3a BEIYETOM CKUJIKH
3a 12 mecs1eB, NpeecTBYIOUUX 1aTe M01auu 3asiBiIeHUs (IPU HATUYUU
(haKTU4YECKOro BBO3a), 3a UCKIIFOUEHUEM CITy4aeB BBO3a Ha TeppUTOputo PecryOnnku
KazaxcraH nekapcTBEHHOIO CpE/ICTBA HA OCHOBAHUSX, IPEAYCMOTPEHHBIX OAITYHKTOM
4) cratpm 252 Kopekca.

[Ipu orcyTcTBUM (haKTHUECKUX BBO30B 3a MocieHue 12 Mecsies,
IPEIOCTABISAIOTCS KOMMK TOKYMEHTOB 3a PEeAbIAYIIUI nepro 12 mecsues.

[Ipu oTcyTcTBUYM (haKTHUECKUX BBO30B 32 YKa3aHHBIN MEPHO/I, YCIyTOMOIyYaTelb
MOJTBEPkKIACT OTCYTCTBUE BBO3a Ha (PUPMEHHOM OJIaHKE YCIyromnoydartess,
3aBEPEHHOM IOAIMCHIO YIIOJJHOMOYEHHOTO JIMIA YCIYTONOIyYaTes;
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3) Konusi TAMOXEHHOM JEKJIapallii K JOKYMEHTY, YKa3aHHOMY B MOJITYHKTE 2)
nyHkTa 83 [IpaBus (1151 ”THOCTPAHHBIX TPOU3BOIUTEIICH);

4) xomusl KOHTPAKTa UJIN JJOTOBOPA O MPHUOOPETEHUH JICKAPCTBEHHOTO CPEICTBA C
LEHOMW, IEUCTBYIOLIECH HAa MOMEHT NOJAA4M 3asIBJICHUSI HA U3MEHECHHE
3apErucTPUPOBAHHON 1I€HBI JICKAPCTBEHHOT'O CPEJICTBA;

5) Komus JOKyMEHTA, TOATBEPKIAroIIas 1eHCTBYIONIYIO MTATCHTHYIO 3aIlUTY
OPUTMHAJIBHOTO JICKAPCTBEHHOTO TIpenapaTa Wik OMOJIOTHYECKOTO OPUTHHAIBLHOTO
JIEKapCTBEHHOI'O Mpenapara ¢ yKkazaHWeM JaThl UICTCUCHUS JeUCTBUS TATCHTHOMN
3aIMUThI, TUOO MUCHMO OT 3aBOJIA-IIPOU3BOIUTEIIS UK JepKaTENsl pETUCTPAIIMOHHOTO
yAOCTOBEPEHUS, TOATBEPKAAIOIIEE OPUTUHAIIBHOCTh Mpenapara;

6) 17151 IEKapCTBEHHBIX CPEJICTB, CPOK JECUCTBUSL PETUCTPALTMOHHOTO
YAOCTOBEPEHUSI KOTOPBIX HA MOMEHT 0JIa4Yy 3asIBJICHUS UCTEK, BBE3CHHBIX HA
tepputopun Pecniybnuku Kazaxcran 10 uctedeHus cpoka JelCTBUSL PErUCTPAIMOHHOTO
yaoctoepenus JIC, npeaocTaBisitoTCsl JOKYMEHTHI, TOATBEPKAAOIINE BBO3
JIEKapCTBEHHOTO CPEJICTBA: KOS cepTU(PUKAaTa COOTBETCTBUU NMPOAYKIIUU, KOTTHS
TaMOKEHHOU JICKJIapalnH.

CBGI[CHI/IH 0 JICKAPpCTBCHHOM CPCJACTBC B 3asBJICHUHN YKAa3bIBAIOTCS B
COOTBCTCTBHH C PCTUCTPAIUMOHHBIM YIOCTOBCPCHUCM.

I'ocynapcTBeHHas dKCIepTHAs OpraHU3alys IPOBOAUT CPABHEHUE
MPEAOCTABICHHBIX JIAHHBIX YCIYTonojy4aTeJieM Ha COOTBETCTBHE TPEOOBAHUSIM
HacTosimux [IpaBui v TaHHBIX U3 HHTETPUPOBAHHON WH(OOPMAITMOHHON CUCTEMBI
TaMOYKEHHBIX OPTaHOB.

84. BHeceHre N3MEHEHH B 3apETUCTPUPOBAHHYIO LIEHY MPOU3BOAUTENS
JIEKAPCTBEHHBIX CPEJICTB MPOU3BOAUTCS Ha OCHOBAHUM 3aBJICHUS U MPUJIAracMbIX
JIOKYMEHTOB, YKa3aHHBIX B MyHKTE 83 Hactosamux [IpaBui.

85. BHeceHne U3MEHEHH B 3apETUCTPUPOBAHHYIO LIEHY MPOU3BOAUTENS AJIsI
BBO3HMMBIX JIEKAPCTBEHHBIX CPEJICTB, CPOK JCUCTBUSI PETUCTPALIMOHHOTO YAOCTOBEPECHUS
KOTOPBIX HA MOMEHT ITOJa4uU 3as1BJICHUS UCTEK, BBE3CHHBIX HA TEPPUTOPHIO
Pecny6nuku Kazaxcran 1o ucteueHus: cpoka JAeMCTBUS pErUCTPAIMOHHOTO
YAOCTOBEPEHMSI, OCYILECTBIISIETCS HA OCHOBE CBEICHUH O 1IeHaX (PaKTHUYECKUX BBO3OB B
Pecny6nuky Kazaxcran 3a mocnennue 12 mMecsiieB cpoka JeHCTBUS PETUCTPAIIMOHHOTO
YAOCTOBEPEHHUS.
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B ciiyuae orcyTcTBus (pakTHUUECKUX BBO3OB 3a nocieaHue 12 mecsues,
PEAOCTABISAIOTCS KOMUU TOKYMEHTOB 3a MPEAbIAy Ui iepuo 12 Mecsiies.

Buecenue n3MeHEHU B 3apeTUCTPUPOBAHHYIO 1IEHY TPOU3ZBOAUTENSL CPOK
JEHUCTBUS, PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS KOTOPBIX HA MOMEHT TO/1a4U 3asBJICHUS
MIPHOCTAHOBJIEH, OCYIIECTBIISETCS B MOPSJIKE U B CPOKH, ITPETyCMOTPEHHBIE TyHKTAMHU
79, 80, 81, 82, 83, 84 u 85 nacrosmux [IpaBui.

86. IIpu oTcyTcTBUYM BBO3a Ha TeppuTopuro Pecyonuku Kasaxctan BBO3UMOTo
JIC B Teuenue nocieaanx 24 MecsIeB 10 BHECSHHU N3MEHEHNN B
3apPEruCTPUPOBAHHYIO IICHY TTPOU3BOAUTENA, IICHA TPOU3BOIUTEIISI PETUCTPUPYETCS HA
OCHOBAHHU:

1) KOHTpaKTa UK JOTOBOPa O MPUOOPETEHUH JIEKAPCTBEHHOI'O CPEICTBA
JEUCTBYIONIEr0 HA MOMEHT M0/1a4y 3asiBJICHUS] HA BHECEHUE U3MEHEHUN B
3apErUCTPUPOBAHHYIO LIEHY MPOU3BOIUTENS;

2) cBelleHU O 1IeHe B peepEeHTHBIX CTpaHaX WX B CTPaHE-MPOU3BOIUTENS MPU
OTCYTCTBUHU FOCYJAapCTBEHHOM pErucTpalny JEKapCTBEHHOTO CPENCTBA B pe(pepeHTHBIX
CTpaHax.

87. I'ocynapcTBEHHAs SKCIIEPTHAS] OpraHu3alus MPOU3BOJIUT BHECEHHE
VM3MEHEHUI B 3apETUCTPUPOBAHHYIO LIEHY MPOU3BOJAUTENS PU COOTBETCTBUU
CIEAYIOIINM KPUTEPUSIM:

1) mpenocTaBieHHas LeHa TPOU3BOAUTENS 11l BBO3UMBIX JIEKAPCTBEHHBIX
cpencts ais Pecny6nuku Kazaxcran He npeBbIIIaeT CpejHee 3HaUE€HUE Tpex
MUHUMAJIBHBIX LIEH U3 YUCa MOJAHHBIX B 3asBJICHUU pe(PEPEHTHBIX CTPaH, a TAK)XKE HE
IIPEBBILIACT CPEAHEE 3HAYCHUE TPEX MUHUMAJIBHBIX LIEH, IIOJIYYEHHBIX U3 JaHHBIX
CalTOB MEXIYHApOHBIX OpraHu3anuii. B ciydae ecinu KonuuecTBo peepeHTHBIX
CTpaH MEHee TpeX, LieHa IPOU3BOAUTEN HE IIPEBBILIAECT CPEAHErO 3HAUYCHUS LIEH
IPEICTaBIEHHOTO KOJIMYECTBA PEPEPEHTHBIX CTPAH, a TAK)KE HE NMPEBBILLIAET CPEAHEE
3HAYEHME 1IEH, OJIYYEHHBIX U3 JAHHBIX CAMTOB MEXIYHAPOIHBIX OPraHU3aIUN.

[Ipu oTCYyTCTBUU TOCYAAPCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOIO CPEJICTBA B
pedepeHTHBIX CTpaHax, lIeHa MPOU3BOINUTEINSI HE IPEBBIIIACT 3HAYCHUS LIEHbI B CTpaHe-
IPOU3BOJAUTEIIS.

2) IMPEAOCTABJICHHAA ICHA IIPOU3BOJNUTCIIAA HAa BBO3HUMBIC JICKAPCTBCHHLIC
cpeacTBa HC BBIIIC 3HAYCHUSA LICH, YKA3daHHBIX B IIPCIOCTABJICHHBIX JJOKYMCHTAX,



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 08.04.2026

E‘ ‘ a ‘ _' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKium 12.03.2026
PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKauMBAHHS 08.04.2026

NOATBEPKAAIOUIUX LIEHY JIEKapCTBEHHOI0 CPeCTBa (KONUS MHBOMCA, TAMOKEHHON
JeKIapaluy Uin cueT-pakTypbl (HaKIaJHOM)) NOCIEAHETO BBO3a 3a BHIYETOM CKUIKU;

3) npenocTaBieHHAs [IEHA TPOU3BOIUTENS HA BBO3UMBIE JIEKAPCTBEHHbBIE
CpEICTBA HE BBIIIEC 3HAUYCHUS 1I€H, ACHCTBYIOIINX HA MOMEHT MOIa4M 3asiBICHUS Ha
BHECCHHE U3MEHECHUH B 3apETUCTPUPOBAHHYIO LICHY IPOU3BOIUTEINS U YKA3aHHBIX B
NPeIOCTaBIECHHBIX JOKYMEHTAaX, noarsepxaatonux 1neny JIC (KOHTpaKT Win JOTOBOP O
npuodperennn JIC, neiiCTBYIOMMI HAa MOMEHT MOJAA4H 3asIBJIICHUS);

4) npeocTaBiieHHAs 1IeHa OTEYECTBEHHOTO MPOU3BOAUTENS HE IPEBBINIACT IIEH
JIEKAPCTBEHHBIX CPEJICTB, PEATIM3YEMBIX B IPYTUX CTPaHaX;

5) IMpCaAOCTAaBJICHHAA LICHA IIPOU3BOAUTCIIA HEC IIPCBBIIIACT ICH Ha JICKAPCTBCHHLIC
cpeacTBa A0JIIOCPOYHOro A0roBopa nmoCTaBKu € 3aKa3YMKOM KOHTPAKTHOI'O
IMPpOMU3BOACTBA JICKAPCTBCHHLIX CPCACTB,

6) npeacTaBlI€HHAS 1[IEHA BOCIIPOU3BEIEHHOTO JIEKaPCTBEHHOTO Mpemnapara
(reHepuK) Wik OMOAHAJIOTMYHOTO JICKAPCTBEHHOTO TIpernapaTa He MPEBBIIIACT CPETHETO
3HAYEHUSI LIEHBl OPUTUHAIIBHOTO JIEKAPCTBEHHOT'O CPEICTBA, YCTAHOBJIEHHOTO 3a 3 roaa
JI0 UICTEUYEHUS ICMCTBUS TATEHTHOM 3al[UThI MPEAEIbHOM LIEHBI HA TOPTOBOE
HanMmeHoBaHue JIC opuruHaIbHOIO WKW OMOJIOTHYECKOTO OPUTHHAIIBHOTO
JIEKapCTBEHHOIO TIpenapara:

i reHepuka — Ha 30 %;
JUIs1 OMOAHAIOTHYHOTO JICKApCTBEHHOTO IIpemnaparta — Ha 10 %);

7) mpenocTaBiIeHHAs IEHA OTE€YECTBEHHOI'O TPOU3BOAMUTENIS B paMKax
JOJITOCPOYHBIX IOTOBOPOB HE MPEBBIIIAECT OTIYCKHBIX LIEH, IOJy4YEHHBIX U3
UHTErPUPOBAHHON MHPOPMALIMOHHOM CHCTEMBI YIIOJTHOMOYEHHOT'O OpraHa
roCyJapCTBEHHBIX J0X0JI0B IO KOHTPOJIBHO-KACCOBBIM YEKaM.

88. 'ocymapcTBeHHas SKCIIEpTHAS OpraHU3alysl POBOJAUT CPAaBHEHUE
IIPEAOCTABIEHHBIX IaHHBIX, YKa3aHHBIX B MyHKTe 87 HacTosmux [IpaBun, Ha
COOTBETCTBHE TPEOOBaHUAM HACTOSIIIMX [IpaBuil v TaHHBIX U3 HHTETPUPOBAHHOM
UH(POPMAITMOHHON CUCTEMbI TAMO>KEHHBIX OPT'aHOB.

89. I'ocynapcTBeHHAas HKCIIEPTHAs OpraHU3alMsl BBIIAET 3aKJIFOUEHHE O
perucTpanru UeHbl MO0 O BHECEHUH U3MEHEHUH B 3apErMCTPUPOBAHHYIO IIEHY
IIPOU3BOJUTEIA, COTIACHO MPUIIOKEHUIO 5 K HacTosmuM [IpaBuiiam.
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90. B cityyae HECOOTBETCTBUS 3apETUCTPUPOBAHHON LIEHBI KPUTEPHUSIM,
yKa3aHHBIM B IMyHKTax 82 u 87 Hacrosmux [IpaBui, rocymapcTBeHHas SKCIIEpTHAS
OpraHu3aIys HAMPaBIIIeT MOTUBUPOBAHHBINA OTKA3 B PETUCTPAIIMH IIEHBI, JITOO BO
BHECCHUM M3MEHECHHI B 3apETHCTPUPOBAHHYIO IIEHY MPOU3BOIUTENS 110 hopMe,
coriacHo npuioxeHuto 10 k HacTosmuMm [IpaBumnam.

91. Yenyronomnyvarens o6ecrieunBaeT JOCTOBEPHOCTD, IIOJHOTY U COAEPKAHUE
IIPEAOCTABICHHBIX TOKYMEHTOB B COOTBETCTBHHU C IEUCTBYIOINUM 3aKOHOATEIbCTBOM
Pecny6nuku Ka3zaxcran u nactosiumu [IpaBunamu.

[IpenoctaBnenue yciayromnoiaydareaeM HeIOCTOBEPHBIX JIAHHBIX SIBJISICTCS
OCHOBAHHUEM JIJI OTKa3a B PErUCTPAIlMU LIEHbI UJIM BHECEHUU U3MEHEHUI B
3apEeruCTPUPOBAHHYIO 1IEHY MPOU3BOIUTES.

92. IleHbI MPOW3BOAUTEINS HA JICKAPCTBEHHBIC CPEICTBA PETUCTPUPYIOTCS 32
NOTPEOUTENHCKYIO YITAKOBKY, OTACIBFHO Ha Ka)K0€ TOPTOBOE HANMEHOBAHHE C yUETOM
JIEKapCTBEHHOM (POPMBI, I03UPOBKH, KOHIICHTPAIUH, 00beMa, (PaCOBKU, TPOU3BOAUTEIS
¥ PETHCTPAIIMOHHOTO YJO0CTOBEPEHHS JIEKApCTBEHHOTO CPEACTBA Ha ATy MOJaun
3asIBJICHUS O PETHCTPAIIU IIEHBI POU3BOTUTEINS, TNOO U3MEHEHUS
3apETUCTPUPOBAHHON IIEHBI TPOU3BOIUTEIIS.

93. B ciydae eciii B paMKax OJTHOTO PErHCTPAIlMOHHOTO YIOCTOBEPEHUS
3apErUCTPUPOBAHO HECKOJIBKO MPOU3BOIUTENCH, BAPUAHTOB MOTPEOUTEIHCKUX
YIaKOBOK, JO3UPOBOK, (POpPMBI BBIITyKa, 00beMa 1 (hacOBOK JIEKAPCTBEHHBIX CPEJICTB,
yCIyTOTNOTy4YaTellb IPEI0CTABISET 3asBICHIE OTACTBHO I KKIOTO U3 BApUAHTOB.

94. Tlpu KoHBEpTALMU MHOCTPAHHOMN BAJIIOTHI 1IEH, YKA3aHHBIX B 3asBJICHUU:
LEHBI POU3BOIUTEINS], KOIIMM UHBOWCA (HAKIIAHOW) NN cUET-(DaKTyphl, a TAKKE B
KOHTPAKTE WM JOTOBOPE O MPUOOPETEHUH JIEKAPCTBEHHOI'O CPEJICTBA B HALIMOHAIBHYIO
BamoTy PecnyOnuku KazaxcTan ucnonb3ytoTcst opuiraibHble KypCchl MHOCTPAaHHBIX
BaJIIOT B CPEAHEM 32 MECSL, IPEAIECTBYIOMI NI01a4ye 3asBJICHUS (CPEAHMIA
oOMeHHbIN Kypc) HanmonansHoro banka Pecny6nuku Kazaxcran.

95. Ilpu oTCyTCTBUHU OPUIIMAIBHOIO Kypca BaJIOT B IEPEYHE HHOCTPAHHBIX
BAJIIOT, YTBEPKICHHOM NocTaHoBIeHUEM [IpaBnennss HanmonanesHoro banka
Pecniy6nuku Kazaxcran ot 24 aBrycra 2012 roma Ne 242 «OG0 ytBepxkaenuu [Ipasun
YCTaHOBJIEHUSI O(PUIMATLHOTO Kypca HallMOHAIbHOM BatoThl PecyOnuku Kazaxcran k
MHOCTPaHHBIM Balll0TaM» (3aperucTpupoBaH B PeecTpe rocy1apcTBEHHOM perucTpainu
HOPMAaTUBHBIX TPaBOBBIX akTOB 1oj Ne 7977), undopmariius o nieHe B pe)epeHTHBIX
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cTpaHax nojaercs B pojuapax Coenunennsix [ITatoB AMeprkn COrjiacHO paCueTHOMY
KypCy OIlepanui 3a NpeAECTBYOIINUN MECAL], TPEAOCTABICHHbBIX Ka3HA4YE€CTBOM
Opranuzanuu O0wseauHeHHbIx Hanuid, Ha caiite https://treasury.un.org.

96. B miepno 1 OorpaHUYUTEIIBLHBIX MEPOIIPHUATHI, B TOM YUCIIC KapaHTHHA,
BBEJICHUS YPE3BBIYAITHOTO MMOJI0KEHNS, BOSHUKHOBEHUS YPE3BbIYAMHBIX CUTYaIIUN
COLIMAJIBHOTO, TPUPOJHOTO M TEXHOTEHHOT'0 XapakTepa Ha Tepputopun PecnyOnuku
Kazaxcran, ocymiecTBisieTcst 0cOObIN mopsAI0K popMUpOBaHUs MpeaeabHbIX 11eH Ha JIC
JUIsl ONTOBOM M pOZHUYHOM peanu3anuu, a Takxke B pamkax (ganee — 'OBMII) u (vwiin) B
cUCTeMe 00s3aTeIBLHOTO COIMAILHOTO0 MEAUIIMHCKOTO cTpaxoBaHus (nanee — OCMC).

97. Ilpu ocoboM MOpsIIKE YIIOJTHOMOUYCHHBIN OpraH HarpasJiseT B
rOCyJIapCTBEHHYIO AKCIEPTHYIO OpraHu3anuio cnucok JIC ¢ yueTom jgekapcTBEHHOM
(GbopMbI, T03UPOBKH, KOHIIEHTPAIIUU U 00BEMA IO MEKTyHAPOTHOMY
HEMAaTEeHTOBAaHHOMY HAaUMEHOBAHUIO JIJIs1 (DOPMUPOBAHUSI MPEICIbHBIX IIEH Ha TOPTOBOE
HanMmeHoBaHue JIC s onTOBOM M pO3HUYHOM pean3alui, a Takxe B pamkax ['OBMII
u () B cucteMe OCMC, B COOTBETCTBUH C PETPECCUBHOM MIKATION HAIICHOK.

98. B ciyuae Mecs4YHOro U3MEHEHHUs OOMEHHOT0 Kypca TEHI'€ K MHOCTPAaHHbBIM
BamtoraM Ha 10 uam 6osee mpoIeHTOB | (KJTH) MPEBBIIICHUS (haKTHUECKOU T0I0BOM
UHGIAIMN BEpXHEH rpaHullbl IeJIeBOro Kopuaopa 6osee ueM B 1,5 pa3za, npenenbHble
HEHBI POPMUPYIOTCS IO TOPrOBOMY HauMEeHOBaHMIO Ha JIC myTeM Hag0aBKH K LIEHE
IIPOU3BOJUTENS IPOLIEHTHOIO 3HAYEHHUS, TPEAOCTABIIIEMOIO YIIOJHOMOYEHHBIM
OpraHoM.

99. B ciayuyae MecsYHOro M3MEHEHHUS OOMEHHOI0 Kypca TEHI'€ K MHOCTPaHHbBIM
BamtoraM Ha 10 mam 6osee MpOIeHTOB U (MJIM) YMEHbIEHUS (DaKTUIECKOM T0T0BOM
UHGIAIMN BEpXHEH rpaHullbl IeJIeBOro Kopuaopa 6osee ueM B 1,5 pa3za, npenenbHble
LEHBI POPMUPYIOTCS IO TOPrOBOMY HauMeHOBaHMIO Ha JIC myTeM BbIYETa OT LEHBI
IIPOU3BOJUTENS IIPOLIEHTHOIO 3HAYEHHUS, TPEAOCTABIIIEMOI0 YIIOJHOMOYEHHBIM
OpraHoM.

100. ®opmupoanue npeaenbHbix 1eH JIC npoBoauTcs: B ”HGOPMAIIMOHHON
CUCTEME YIOJIHOMOYEHHOTO OpraHa IyTeM aBTOMAaTUYECKOro T00aBIeHUS K
3apEruCTPUPOBAHHON LIEHE MPOU3BOANUTENS HALIEHKH JUIsl ONTOBOM peaan3alui,
G depeHunpoBaHHOM UCXO/ISI U3 BEIMYHUHBI 3aPETUCTPUPOBAHHON LIEHBI
IIPOU3BOJIUTENS U COCTABIISAOT:

1) 25 % nns JIC, croumocthio 10 350,00 TeHre BKIIOUUTENBHO;
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2) 23,5 % nns JIC, croumoctsio cBoiiie 350 Tenre u 1o 1000,00 Tenre
BKJIFOUMTENILHO;

3) 22 % nns JIC, croumocTtsio cBbiie 1000 tenre u 1o 3000,00 Tenre
BKJIFOUMTENHHO;

4) 20,5 % nmnsa JIC, croumoctsio cBoire 3000 Tenre u 10 5000,00 Tenre
BKJIFOUNTEILHO;

5) 19 % nns JIC, croumocTsio cBaiiie S000 tenre u go 10000,00 tenre
BKITFOUUTEIILHO;

6) 17,5% nns JIC, croumocTtsto cBbiiiie 10000 tenre u o 20000,00 Tenre
BKJIFOUMTENHHO;

7) 16 % nns JIC, croumoctrio cBoitie 20000 tenre u g0 40000,00 Tenre
BKJIIOUMTEIBHO;

8) 14,5 % nnsa JIC, croumoctsio cBbitie 40000 tenre u g0 100000,00 Tenre
BKJIFOYNTENLHO;

9) 13 % nns JIC, croumocTtsio cBeiiie 100000 Tenre u go 200000,00 Tenre
BKJIIOUHUTEIILHO;

10) 11,5 % nnsa JIC, croumoctsio cBbimie 200000 Tenre u 1o 500000,00 Tenre
BKJIFOUMTENILHO;

11) 10 % nas JIC, croumocTtsio cBbiiie S00000 Tenre.

101. OnrroBeie Hanenku Ha JIC nmpu oco6om nopsiike audepeHupyroTes B
COOTBETCTBHH C PETPECCUBHON MTKAJION HAIICHOK M COCTABJISIOT:

1) 10 % mns JIC, croumocthio g0 350,00 TeHTe BKIIOUYHUTEILHO;

2) 9,75 % nns JIC, croumoctsio cBbime 350 Tenre u 1o 1 000,00 Tenre
BKJIIOUMTENHHO;

3) 9,5 % nns JIC, croumocTtsio cBoiiie 1 000 tenre u g0 3 000,00 Tenre
BKJIIOUYHMTEILHO;

4) 9 % nns JIC, croumoctbio cBeitie 3 000 Tenre u 10 5 000,00 Tenre
BKJIFOUHTENHHO;

5) 8,5 % nna JIC, croumoctsio cBoimie 5 000 teare u o 10 000,00 Tenre
BKJIFOUMTENHHO;
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6) 8,25 % nnsa JIC, croumoctsio cBoitie 10 000 tenre u go 20 000,00 Tenre
BKJIIOUMTEBHO;

7) 8 % nns JIC, croumoctsio cBaiiie 20 000 tenre u g0 40 000,00 Tenre
BKJIFOUMTENHHO;

8) 7 % nmns JIC, croumoctrio cBoitie 40 000 terre u o 100 000,00 Tenre
BKJIIOYMTENILHO;

9) 6,5% nns JIC, croumocthio cBbiie 100 000 tenre u o 200 000,00 Tenre
BKJIFOUUTENLHO;

10) 6% nuis JIC, croumocTthio cBbiiie 200 000 tenre u o 500 000,00 Tenre
BKJIFOUMTENHHO;

11) 5,5 % nna JIC, croumoctsio cBbitie 500 000 TeHre.

102. ®opmupoBanue npeaenbHbIX 1eH JIC 11 pO3HUYHON peanu3aiuu
POBOAUTCS B MH(GOPMAIITMOHHOMN CHCTEME YIIOJTHOMOUYEHHOTO OpraHa ImyTemM
aBTOMATHUYECKOT0 J100aBJICHUS K MpeAesIbHOM 1IeHe Ha ToproBoe HaumeHoBanue JIC ais
OIITOBOM pealin3aliy POSHUYHON HAlleHKH, AU PepeHIInpoBaHHOM NCXOT U3
BEJIMYMHBI IIPEIEIIBHOM LIEHBI Ha TOproBoe HauMeHoBanue JIC s onToBoi
peanu3anuu 3a NOTpeOUTEIbCKYIO YIAKOBKY.

103. Po3nuunas Hauenka Ha JIC guddepeHuupyercsa B COOTBETCTBUU C
PETPECCUBHOM IMIKAION HAILIEHOK U COCTABJISIET:

1) 30 % nns JIC, croumocthio 10 350,00 TeHre BKIIOUUTEIHLHO

2) 29 nns JIC, croumoctsio cBaiiie 350 tenre u g0 1 000,00 Tenre
BKITIOUUTEIIHLHO;

3) 27,5 % nna JIC, croumoctbio cBoiie 1 000 Tenre u 1o 3 000,00 Tenre
BKJIFOUHTENHHO;

4) 25 % nns JIC, croumoctsio cBbitie 3 000 tenre u 10 5 000,00 Tenre
BKJIFOYUTEIBHO;

5) 22,5 % nns JIC, croumoctsio cBeimie 5 000 tenre u 1o 7 500,00 Tenre
BKJIFOUHTENHHO;

6) 20 % mis JIC, croumoctrio cBoimie 7 500 tenre u g0 10 000,00 Tenre
BKJIIOUHUTEIBHO;



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e aKTiIEp/IiH STAIOH/IBI OaKpLIay OaHK] Cakray KyHi
™ ‘ a ‘ '} DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

12.03.2026
08.04.2026
12.03.2026
08.04.2026

7) 18% nus JIC, croumocTthio cBaimie 10 000 tenre g0 13 500,00 Tenre
BKJIFOUUTEILHO;

8) 16 % nnsa JIC, croumoctsio cBoime 13 500 tenre u g0 20 000,00 Tenre
BKJIIOUHUTEIILHO;

9) 14 % nns JIC, croumocTtsio cBoimie 20 000 tenre u g0 40 000,00 Tenre
BKJTFOUUTEIIHHO;

10) 12 % nas JIC, croumocTtsio cbiiie 40 000 tenre u o 100 000,00 Tenre

BKIIFOUHUTCJIIBHO,

11) 10 % nnsa JIC, croumoctsio cBbiie 100 000 tenre.

104. Po3nuunas Hatenka Ha JIC npu ocobom nopsnike nuddepeHuupyercs B

COOTBETCTBHUM C PETPECCUBHOM IIKAJION HALICHOK U COCTABIISIET:
1)15 % nnsa JIC, croumocthio 10 350,00 TeHre BKIIOUUTEILHO;

2)14,5 % nnsa JIC, croumocthio cBbiiie 350 Tenre u 10 1 000,00 Tenre
BKJIFOUNTENLHO;

3) 13,75 % nnsa JIC, croumoctsio cBbitie 1 000 tenre u go 3 000,00 Tenre
BKJIFOUHTENHHO;

4) 12,5 % nns JIC, croumocTthio cBoiire 3 000 tenre u g0 5 000,00 Tenre
BKJIFOUHTEILHO;

5) 11,25 % nns JIC, croumoctbio cBeiie 5 000 Tenre u 10 7 500,00 Tenre
BKJIIOUYHMTEILHO;

6) 10 % nys JIC, croumocTtsto cBeitie 7 500 tenre u g0 10 000,00 Tenre
BKJIIOUHUTEIILHO;

7) 9 % nna JIC, croumocthio cBaimre 10 000 Tenre g0 13 500,00 Tenre
BKJIIOUMTEIBHO;

8) 8 % mist JIC, croumocTthio cBbiiie 13 500 tenre u g0 20 000,00 Tenre
BKJIFOUHTENHHO;

9) 7 % nns JIC, croumocthio cBbimre 20 000 tenre u 10 40 000,00 Tenre
BKJIIOUHUTEIILHO;

10) 6 % nns JIC, croumoctsio cBbiiie 40 000 terre u 1o 100 000,00 Tenre
BKJIFOUHMTEIILHO;
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11) 5 % nns JIC, croumocTtsto cBeiiie 100 000 tenre.

IIpenenpHas nena Ha ToproBoe HauMeHoBaHue JIC 11 pO3HUYHON pean3alnuu
(opMupyeTCs HE BbIIIE CPETHEr0 3HAYEHMSI OTIIYCKHBIX LIEH B allTEUHBIX CETSIX,
NOJIYYEHHbIE U3 UHTETPUPOBAHHON MH(OPMAIIMOHHON CUCTEMBI YITOJITHOMOYEHHOTO
opraHa rocy/1apCTBEHHBIX JOXOAOB I10 KOHTPOJIbHO-KAaCCOBBIM YEKaM.

105. ®opmupoBanue npeaenbHbIX 1ieH B pamkax [[OBMII u (win) B cucteme
OCMC na JIC npoBoauTcst B ”HGOPMAIIMOHHON CUCTEME YIIOJTHOMOYEHHOTO OpraHa
MyTeM aBTOMATHYECKOTO TOOABIICHUS K 3aPETHUCTPUPOBAHHOMN IIEHE HAIIEHKH B paMKaX
I'OBMII u (wn) B cucreme OCMC, nuddepeHmpoBaHHOM UCXOSI U3 BETUUYUHbI
3aperUCTPUPOBAHHON IICHBI TPOU3BOAUTEIIS U COCTABJISIOT:

1) 20 % nns JIC, croumocthio 10 350,00 TeHTe BKIIOUYHUTEILHO;

2) 19,5 % nns JIC, croumoctsio cBbimie 350 Tenre u 1o 1000,00 Tenre
BKJIFOUNTEIILHO;

3) 19 % nns JIC, croumocTtsto cBbiiie 1000 tenre u 1o 3000,00 Tenre
BKITFOUUTEIILHO;

4) 18 % nnsa JIC, croumoctbio cBaiiie 3000 tenre u 1o 5000,00 Tenre
BKJIFOUHTENHHO;

5) 17 % nnsa JIC, croumoctsio cBoitie 5000 terre u go 10000,00 Tenre
BKJIIOUMTEIBHO;

6) 16,5 % nna JIC, croumoctsto cBbiie 10000 tenre u o 20000,00 Tenre
BKJIFOYUTELHO;

7) 16 % nys JIC, croumocTtsto cBbiie 20000 Tenre u g0 40000,00 Tenre
BKJIIOUHUTEIILHO;

8) 14 % nnsa JIC, croumocTsio cBoitie 40000 terre u 1o 100000,00 Tenre
BKJIIOUMTEIBHO;

9) 12 % nns JIC, croumocTthio cBbiie 100000 tenre u o 200000,00 Tenre
BKJIIOUHMTEIILHO;

10) 11 % nnsa JIC, croumocTtsio cBoire 200000 terre u 1o 500000,00 Tenre
BKJIIOUHUTEIILHO;

11) 10 % nns JIC, croumocTsio cBeiiie 500000 Tenre.
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106. Hantenku B pamkax 'OBMII u B cucreme OCMC nHa JIC npu oco6om
nopsiike TudpepeHIUpyOTCs B COOTBETCTBUM C PETPECCUBHOM IIKAJIOW HAIICHOK U
COCTAaBIISIIOT:

1) 10 % nns JIC, croumocthio 10 350,00 TeHTe BKIIOUYUTEIBHO;

2) 9,75 % nns JIC, croumocthio cBoiiie 350 Tenre u 10 1 000,00 Tenre
BKJIFOUUTENHHO;

3) 9,5 % nns JIC, croumocTtsio cbiiie 1 000 tenre u g0 3 000,00 Tenre
BKJIFOUMTENLHO;

4) 9 % nns JIC, croumoctbio cBaiie 3 000 Tenre u 1o 5 000,00 Tenre
BKJIIOUMTEIBHO;

5) 8,5 % nna JIC, croumoctsio cBbitie 5 000 tenre u g0 10 000,00 Tenre
BKJIFOUNTENILHO;

6) 8,25 % nna JIC, croumoctsto cbiie 10 000 tenre u go 20 000,00 Tenre
BKJIFOUHTENHHO;

7) 8 % nns JIC, croumocthio cBoimie 20 000 tenre u g0 40 000,00 Tenre
BKJIIOUHUTEBHO;

8) 7 % nns JIC, croumocTthio cBbiiie 40 000 tenre u o 100 000,00 Tenre
BKJIFOYUTEIBHO;

9) 6 % nnsa JIC, crommocThio cBbimre 100 000 terre u go 200 000,00 Tenre
BKJIIOUHUTEIILHO;

10) 5,5 % nna JIC, croumoctsio coitie 200 000 Tenre u go 500 000,00 Tenre
BKJIFOUUTENHHO;

11) 5 % nns JIC, croumoctsio cBaimie S00 000 tenre.

107. ITpenenbHas leHa HA MEXIYHAPOJHOE HEMATEHTOBaHHOE HauMeHoBaHue JIC
dbopMupyeTcs aBTOMaTUUECKU B UHPOPMAITMOHHOM CUCTEME U HE JIOJKHA MPEBBINIATh
CpPEAHEro 3HAYeHUsI TPEX MUHUMAIIbHBIX TIpeAenbHbIX 1eH JIC B pamkax 'OBMII u
(wnmm) B cucteme OCMC.

108. ITpu u3meHeHnu nopsaka peepeHTHOro HeHO00Pa30BaHUs U PETUCTPALIUU
LIEHBI B po1iecce (GOpMUPOBAHUS MTPEAEIBHBIX LIEH HAa TOproBoe HauMeHoBanue JIC
JUTSL OTITOBOM M pO3HUYHOM peanu3anuu, a Takxke B pamkax ['OBMII u (unun) B cucteme
OCMC rocyaapcTBeHHas 3KCIIEPTHASI OPTaHU3aLUs OCYIIECTBIsET (POPMHUPOBAHUE
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IIPEACIBHBIX IEH Ha TOProBoe HaumeHoBanue JIC st onTOBOM U pO3ZHUYHOU
peanuzaiuu, a Takxke B pamkax ['OBMII u (unm) B cucteme OCMC ¢ yuetom
U3MEHEHHOI0 MOpsAKa pePepeHTHOrO IEHOOOPa30BaHMS U PETUCTPALIUU LIEHBI, B TOM
YUCJIE TI0 3aIIPOCY YIIOJTHOMOYEHHOT'O OpraHa Ha yTBEPIKICHHBIE LICHBI.

109. ®opmupoBaHKEe HAIICHKU €IMHOTO TUCTPUOBIOTOPA OCYIIECTBISETCS:

1) myTem nmpubaBieHNs HAIIGHKN €IMHOTO JUCTPUOBIOTOPA K (DUKCUPOBAHHOU
nene JIC u (unmu) MU, nocrasnennsix Ha ycinousix DDP MHKOTEPMC 2020;

2) myTeM npuOaBleHUs HALIEHKU €IMHOTO JUCTPUOBIOTOPA U IOTIOJIHUTENbHON
HAaIICHKH, B pa3Mepe YCTaHOBJIEHHOW MyHKTOM 69 HacTosimux [IpaBui, k
¢ukcupoBannoit 1ieHe JIC u (unu) MU, noctaBieHHBIX HA YCIOBUAX OTIUYHBIX OT
ycnosuii DDP MHKOTEPMC 2020;

3) myTem npubaBieHUs HALIGHKU €IMHOTO JUCTPUObIOTOpa K (GUKCUPOBAHHOU
uene JIC u (unu) MU B cityyasix BO3MENICHUS TOCTABIIIMKOM PacX0I0B €TUHOTO
JTUCTPUOBIOTOPA, CBSI3aHHBIX C YIUIATOM TaMO>KEHHBIX MOLUIMH U COOPOB, U UHBIX
pPacxoJ0B, CBA3AHHBIX C IOCTABKOW €IMHOMY JTUCTPUOBIOTOPY;

4) myteMm npubaBICHUS HALICHKU €IMHOTO TUCTPUOBIOTOPA K CyMME 3aTpar 3a
equauily JIC u (wn) MU Ha ymuiaty TaMOKEHHBIX MOIUIUH U COOPOB, MPU MOCTaBKE
JIC u (unmn) MU enuHOMYy qUCTpUOBIOTOPY MO HYJIEBOH 1ieHE (0eCIIaTHO);

5) B ciyvasix noctaBku JIC u (wnun) MU no HyeBoii ieHe e IMHOMY
muctpuObroTopy Ha ycnosusix DDP MHKOTEPMC 2020 nnu Bo3MeeHus
MOCTABIIMKOM PACX0JI0B €JMHOTO TUCTPUOBIOTOPA, CBSI3AHHBIX C YIIATON TaMO>KEHHBIX
MONUIUH U COOPOB, M MHBIX PACX0/I0B CBsi3aHHBIX ¢ noctaBkoi JIC u (unu) MU no
HYJIEBOH IIeHEe eAMHOMY JUCTPUOBIOTOPY, HalleHKa 3a eauauily JIC u (mm) MU
ycranaBnuBaercs B pasmepe 0,01 tenre.

110. Hauenxka x uenam Ha JIC u (unu) MU ycranaBnuBaeTcs B
¢ depeHIPOBAHHBIX MPOLIEHTaX MO perpeccuBHOM mmkane. [Ipu 3Tom HaneHKa
€MHOT0 IUCTPUOBIOTOPA OT (PUKCUPOBAHHON LIEHBI YCTAHABIMBAETCS B pa3Mepe:

1) 7 % nns JIC u (umu) MU, croumoctsio g0 100 000,00 Tenre 3a equHUILY
U3MEPECHUS;

2) 6 % nna JIC u (mnu) MU, ctoumocth koTopbix Bapbupyetcs ot 100 000,01 u
10 139 999, 99 Tenre 3a eqUHUILY U3MEPEHUS,
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3) 5 % ana JIC u (wim) MU, croumoctsio oT 140 000,00 TeHre 3a e1MHUILY
U3MEPECHUSL.

111. Haienka eguHoro 1ucTpuObioTOpa oT pukcupoBanHoi 1ieHs! JIC mpu
0COOOM IOPSAKE YCTaHABIMBACTCS B pa3Mepe:

1) 3,5 % s JIC, croumocTtsio 1o 100 000,00 TeHre 3a enMHUILYY U3MEPEHNUS;

2) 3 % nns JIC, croumocth koTOphiX Bapsupyetcst oT 100 000,01 u qo 139 999,
99 TeHre 3a eIUHUILY U3MEPEHHUS;

3) 2,5 % nas JIC, croumocTtsio ot 140 000,00 TeHre 3a €MUHUILY U3MEPEHUS.

112. JononuurenpHas HaneHka K nieHam Ha JIC u (unm) MU ycranaBnuBaercs
npu 3akyne JIC u (uin) MU cnoco6oM U3 0JTHOrO UCTOYHHUKA:

1) gepe3 MeKTyHAPOIHBIC OPTAaHU3AINH, YUPEIKICHHbIE [ eHepanbHON
accambOueeit Opranuzanuu O0beanHEHHBIX Haruii, K GUKCUpOBaHHOM IIEHE - B
pazmepe 7 %;

2) yepe3 HHOCTPAHHOIO MTPOU3BOAUTENS (3aBOAA-U3TOTOBUTEIS) K
(uKCHUpOBaHHOM 1IEHE - B pazmepe 3 %.

113. Pacuer BbIA€IEHHON CyMMBI JUIsl 3aKyIla €AUHBIA JTUCTPUOBIOTOP
MIPOU3BOJUT B COOTBETCTBUU ¢ TyHKTOM 110 Hacrosux [IpaBui, a mpu ocobom
MOPSIJIKE B COOTBETCTBUU € MyHKTOM 111 Hacrogmmx [IpaBui, B cieayroiieM nopsiake:
Ilena 3akyna = IIpenenpHas neHa MuHycC HatleHka. [Ipu 3ToM oT npeaesbHON HEHBI
TaK)Ke OTHUMAETCS JIOMOJIHUTENbHAs HalleHka npu 3akyne JIC u () MU ciocobom
U3 OJJHOTO0 UCTOYHHMKA YEePe3 MEXTyHAPOIHbIE OPraHU3al1uH, YUPEKICHHbIE
I'enepanpHoit accambneeit Opranuzanuu O0benuuennbix Hammid, a Takke y
MHOCTPAHHOT'O TPOU3BOAMTENS (3aBoa-u3roroButens) npu nocraske JIC u (i) MU
Ha YCIOBUSX, OTIMYHBIX OT ycsoBuid DDP MHKOTEPMC 2020.

114. TocymapcTBeHHast SKCIIEpTHAS opraHu3anus PopMUPYET MPOEKT MEePEUHS
JIC, nognexxaiux eHOBOMY PEryJIMPOBAHUIO JIsl ONTOBOM M pOZHUYHOM peanu3anuu
(manmee — MPOEKT MEpeYHs), Ha OCHOBE PEIENTYPHBIX 3apeructpupoBanubix JIC, a Takxke
VMEIOLINX PETUCTPALMOHHOE YIOCTOBEPEHUE B paMKax EBpa3uiickoro
SKOHOMMYECKOTO CO03a IT0 COCTOSIHUIO Ha 15 ssHBaps u 15 uroind Tekyuero roaa.
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B npoekT nepeuHs He MoAJIekKaT BKIIFOUEHUIO PELENTYPHbIE JIEKaPCTBEHHBIE
CpelICTBA CO CTOUMOCTBIO J10 1-MecsauHoro pacuetHoro nokasarens (MPII) o
IpeaeNbHON PO3HUYHOM IIeHE peain3alii Ha MOMEHT (POpMUPOBAHUS IPOEKTA
nepeuns ¢ 1 urong 2026 ropa.

I'ocynapcTBeHHAs SKCIIEPTHAsI OPraHu3alus HanpasisieT npoekT nepeuns JIC,
NO/JICIKAINUX IEHOBOMY PETYJIMPOBAHUIO B YIIOJITHOMOYEHHBIN OPraH JUJIsl COTJIACOBAHUS
C aHTUMOHOITOJIBHBIM OPTraHOM M YTBEPXKACHMS, B CPOK HE No3Hee, yeM 3a 40
KQJICH/IAPHBIX THEW 10 yTBEPKIACHUS YIIOJIHOMOYEHHBIM OpranoM nepeuns JIC,
IO/JIEIKAINX LIEHOBOMY PETYJIMPOBAHUIO B COOTBETCTBUM C IIYHKTOM | ctatem 245
Kogexca no ¢popme, cornacHo npuiioxkeHuro 28 k HactosiuM IIpasunam.

114-1. T'ocynapcTBeHHas SKciepTHAs opranuzaius GOpMHUPYET MPOEKTHI
IpeleIbHbIX IEH Ha TOPrOBOE€ HAUMEHOBAHHUE U MEKYHAPOAHOE HEMTATEHTOBAHHOE
HaMMEHOBaHUE JieKapcTBEHHBIX cpesicTB B pamkax ['OBMII u (wnm) B cucreme OCMC
Ha Ha JIEKapCTBEHHbIE CPE/ICTBA, BKIIOUEHHBIE B KazaxcTaHCKHl HAlIMOHATIBHBIH
JIeKapCTBEHHBIN (POPMYJISIp B COOTBETCTBUU C MPUKa30M MUHHCTpa 3ApaBOOXPAHEHUS
Pecniy6uku Kazaxcran o ot 18 masg 2021 roga Ne KP JICM-41 «O0 yTBepkieHuu
KazaxcTaHckoro HalmOHaJILHOTO JIEKAPCTBEHHOTO (hopMyJIsipay (3aperucTpupoBaH B
Peectpe rocynapcTBeHHON pernucTpaliii HOPMATUBHBIX MPABOBBIX aKTOB 1o Ne 22782).

115. AHTUMOHOIIOIBHBIN OpraH corjiacoBbiBaeT NpoekT nepeuns JIC,
NOJICKAIINUX IEHOBOMY PETYJIMPOBAHHUIO I ONITOBOM U PO3HUYHOM peann3alvi,
PEruCTpanuIoO WIK BHECEHHE N3MEHEHUH B 3aPETUCTPUPOBAHHYIO LIEHY I ONITOBOU U
PO3HUYHOM peanu3aluy Ha TOProBO€ HAMMEHOBAHUE JIEKAPCTBEHHBIX CPEACTB
c(OpMHUPOBAaHHBIN HA OCHOBE JAHHBIX TOCYAAPCTBEHHON HKCIIEPTHON OpraHu3aluu.

115-1. I'ocynapcTBeHHast SKCIIEpTHAS OpPraHU3alMs HAIIPABJISIET 10 3aIPOCy
YIOJIJHOMOYEHHOI'O0 OpraHa IPOEKThI MPEAEIbHBIX LIEH TPOU3BOIUTEIS HA TOPrOBOE
HanMeHoBaHue JIC ¢ HalleHKaMu JJ1s ONITOBOW U PO3HUYHOM PEaN3alyu, NpeIeIbHbIX
IIEH Ha TOPrOBO€ HAMMEHOBAHHUE M MEXKIYHAPOAHOE HENATEHTOBAHHOE HAMMEHOBAHUE
JIC B pamkax ['OBMII u (win) B cucteme OCMC i1 yTBEpKICHUS.

115-2. YostHOMOYEHHBIN Oprad yTBEpKAACT NPEACIIbHBIC IEHbI IPOU3BOIUTEIL
Ha TOprooe HanMmeHoBaHue JIC ¢ HalleHKamu U1l OITOBOW U PO3HUYHOW peaIn3alui,
IIpeJeIbHBIC [ICHBI HA TOPrOBOE HAMMEHOBAHUE U MEXIYHAPOJHOE HEMIATEHTOBAHHOE
HanmeHoBanue JIC B pamkax 'OBMII u (wm) B cucteme OCMC.
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I'naBa 4. Ilopsiiok npoBeieHUs IKCIIEPTU3bI, PETHCTPALIMHU, NepPepPerucTpannu,
BHeCEHMsI U3MEHEHNH B PerucTPalMOHHOE 10Che MeTUIIMHCKOr0 U3/1eTUs U
perucTpanuy, BHeCeHHe U3MEHEHUS LieHbl PONU3BOANTEJIS

116. DxcniepTrsa MEIUIIMHCKOTO U3/IENIUSI COCTOUT U3 CIEAYIOIINX ATAMNOB:
1) HauanbHasI KCIIEPTHU3A;
2) creruaiu3upoBaHHas HIKCIIEPTHU3a;

3) naGopaTopHbIe UCTIBITAHUS MEIUIIMHCKOTO U3/Ieus (32 UCKITIOUCHHEM
MEIUITUHCKON TEXHHUKH).

117. Jlns npoBeneHus SKCepTU3bl MEAULIMHCKOTO U3EIIHS YCIyTONOIy4aTellb
IIOCPEACTBOM MH(POPMAIIMOHHOM CHCTEMBI YIIOJTHOMOYEHHOTO OpraHa IpeJoCTaBIIseT B
rOCyJapCTBEHHYIO SKCIEPTHYIO OPTAaHU3ALUIO CIEAYIOIHUE JOKYMEHTBI:

1) 3asiBIeHHE Ha POBEACHUE IKCTIEPTU3bI MEIUIIMHCKOTO U3/IENINs B
AIIEKTPOHHOM (hOpME COTJIaCHO IMPHIIOKEHHIO 2 K HacTosmuM [IpaBuiam;

2) perucTpaioHHOE TOChE B JIIEKTPOHHOM BHUJE B hopMare
MEXIUIATQPOPMEHHOTO AJIEKTPOHHOTO JOKYMEHTA COTJIACHO MPUIIOKEHUSIM 29 U (UJTN)
30 k Hactosimm IIpaBuam;

3) cBeneHus, NOATBEPKAAIOLIUE OIUIATY YCIYTONOdy4daTeaeM CyMMBbI IS
IIPOBEJICHUS SKCIIEPTU3bl HA PACUETHBIN CYET TOCYIAPCTBEHHON SKCIIEPTHOU
OpraHu3aluy;

4) o6pa3ibl METUIIMHCKOTO U3/IEHS, TIOIJIeKAIIEro J1abopaTOPHBIM
UCIIBITAHUSM, CTaHAAPTHBIC 00Pa3bl XUMUYECKUX BEIIECTB, TECT-IIITAMMOB
MHUKPOOPTaHU3MOB, KYJIbTYp KIETOK, CICITU(PUICCKUX PEareHTOB, PACX0IHBIX
MaTepHAIOB, HEOOXOUMBIX JIJISi BOCIIPOU3BOIUMOCTH METOIHUK JIA0OPATOPHBIX
UCIIBITAHUHA MEIUITUHCKOTO U3JICTUS B KOJIMYECTBAX, JIOCTATOYHBIX JIJIST TPEXKPATHBIX
UCTIBITAHWHA W BepU(PHUKAIINN aHATUTHICCKUX METOAMK KOHTPOJIS KauecTBa, C
OCTaTOYHBIM CPOKOM T'OJTHOCTH HE MEHEE IIIECTH MECSIIEB ¢ COOIOCHUEM YCIOBUN
XpaHECHHSI ¥ TPAHCIIOPTUPOBKH, €CITM HHOE HE TIPETYCMOTPEHO JOKYMEHTAMH I10
Ka4eCTBY MPOU3BOJIUTENIS, B COOTBETCTBHH C MPHIIOKEHUEM 37 K HACTOSIIUM
[IpaBunam yciyromnoirydarelib MPea0CTaBiIseT B TeUeHUE 2 (1Ba) pabounx JHEH CO JTHS
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MOCTYIUICHUS! JOKYMEHTOB U MaTEPHUAJIOB Ha CHEIUATU3UPOBAHHYIO SKCIIEPTU3Y
MEIULMHCKOTO U3IEIHUS HAPOUHO IO aKTy MIPUEMA-TIEPE/Iaud B UCTIBITATEIIbHYIO
71a00paTOPHUIO rOCYJapCTBEHHOM SKCIEPTHON OpraHU3aluu.

[TonTBepkaeHNEeM NPUHSTHUS 3asBJICHUS U YKAa3aHHBIX JOKYMEHTOB Uepe3
UH(OPMAITMOHHYIO CUCTEMY YIIOJTHOMOUYEHHOTO OpraHa sIBJISETCS OTOOpaKeHUE B
«JIMYHOM KaOMHETE» yCIyTronoilyyaTels cTaryca O MPUHSATUH 3arpoca JIJIsl OKa3aHUsI
rOCy1apCTBEHHOM YCIyTH.

118. IIpu ogHOBpEMEHHOM N0/1aye Ha KCIEPTU3Y HECKOJIBKUX MOIU(UKAIIUI
MEIULUHCKOIO U3/IE€Us, OTHOCAIIMXCS K OTHOMY BUAY MEIULIUHCKOTO U3AEIINS U
OJIHOMY KJIacCy MOTEHI[UAIbHOTO PUCKA MPUMEHEHHUS, U3TOTOBJICHHBIX OJJHUM
IPOU3BOJUTEIEM, OTINYAKOUIUXCS IPYT OT IPYyra U3MEHEHUSIMU KOMIUIEKTAlUU U (WJIN)
TEXHUYECKUX [1apaMeTPOB, HE BIUSAIOUIMMU Ha (YHKIMOHAJIBLHOE Ha3HAUCHHE,

3 PEeKTUBHOCTH KIMHUYECKOTO MPUMEHEHUS U 0€30MaCHOCTh U UMEIOIIMMU OOIIYIO
MHCTPYKIIMIO WIK PYKOBOJACTBO I10 3KCIUIYaTalluy IPOU3BOJUTEIIS, YCIyTOIIOIYYaTeNb
npenocTaBisieT 1 3asBiaeHue U 1 perucTpaiuoOHHOE JOChE C TAHHBIMU
TOKCUKOJIOTUYECKUX, TEXHUUECKHUX, KITMHUYECKUX UCIBITAHUN HA BCE BUJIBI
MOJU(UKALNN, BKIIIOYEHHBIX B OJHO 3as1BJICHUE.

B ClIydac €CJId MpCaACTABJICHHBIC MO,Z[I/I(bI/IKaHI/II/I OTHOCATCA K pa3HbIM KjIaCCaM
IMOTCHOMWAJIbHOI'O PUCKA NPUMCHCHHUA Ha KAXK/YTO MOI[I/I(i)I/IKaI_[I/IIO MMpCa0CTABIACTCA
OTACIBHOC PCTUCTPAIMOHHOC JOCHC.

119. B nepuon unu 10 NpoBeICHUS SKCIIEPTU3bI MEIUITMHCKOTO U3ICIIHUS
yCIIYTomnoJiy4aTeab TPUHUMAET MEPbI 10 OpraHU3aIluy U MTPOBECHUIO UHCIICKITUN
MEIUIMHCKOTO U3ENHS B MOPSAKE U Clydasx npeaycMoTpeHHbIx [IpaBunamu
MPOBEJICHUS UHCTICKIIUN MEAUIIMHCKUX U3JEIHUM, YTBEPKICHHBIMU TPUKA30M
MunucTtpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 23 nexadps 2020 roga Ne KP
JACM-315/2020 (3apeructpupoBaH B Peectpe rocy1apcTBEHHON perucTpanuu
HOPMAaTUBHBIX TPaBOBBIX akTOB 1oj Ne 21898) (nanee — mpuka3z KP ICM-315/2020) B
OTHOIIEHUU MEAUITMHCKOTO U3/ieus 2a (CTEpHIbHOTO0), 20 U 3 KJIaccoB
NOTEHIMAILHOT'O PUCKA €r0 MPUMEHEHHUs TPOU3BOCTBA PACIIONIOKEHHOTO 32
npeaenamu PecyOnuku Kazaxcran, a Takyke METUIIMHCKOTO U3/IEIHUSI BHE 3aBUCUMOCTH
OT KJIacca MEJIMIIMHCKOTO U3ENIUS MPOU3BOJICTBA PACTIONOKEHHOTO HA TEPPUTOPUH
Pecny6nuku Ka3zaxcras.
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B cityyae nosio)uTenbHOro pe3yJibTara HHCIEKIIMU MEIUIIUHCKUX U3/IeINMT,
yCIIyTOIOIy4aTelb MPEJOCTaBIIAET OTUET O pe3yJIbTaTaX MHCIIEKIIMU TPOU3BOICTBA
MEIUITMHCKOTO M3emus mo ¢popMe yctanoBieHHo# npukazoMm KP JICM-315/2020,
corjacHo npuioxeHuto 29 k HactosmuM [IpaBunam.

120. DkcniepTr3a U3MEHEHUM, BHOCUMBIX B PETUCTPALIMOHHOE J10ChHE,
OCYILIECTBIISIETCS HA MEIUIIMHCKOE U3JIEIUE B IEPUOJ IEUCTBUS PETUCTPALMOHHOTO
YAOCTOBEPEHUS. Y CIYTrONnoiIyyaTeab NOAACPKUBAET aKTYaJIbHOCTh TOKYMEHTA MO
KaueCTBY, NMPEJICTABJICHHOTO B PETUCTPAIMOHHOM J0ChE MyTEM CBOEBPEMEHHOTO
BHECEHUSI U3MEHEHUI B HETO.

121. 3mMeHeHus KIacCUPUIMPYIOTCS B COOTBETCTBHH C IEPEYHEM BHUJIOB
WU3MEHEHU, BHOCUMBIX B PETUCTPALIMOHHOE JJOChE MEIULIMHCKOTO U3JEIUS B IEPUOL
NENCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHHUSI COTTIACHO NPHIIOKEHHIO 30 K HACTOSIUM
[IpaBunam. M3meHeHus1, HE BKIIFOYEHHBIE B YKa3aHHBIN NIEPEYEHb, MOJICKAT HOBOU
perucTpauuu B COOTBETCTBUU ¢ HacTosAmnMH [IpaBunamu.

122. Yenyrononyyarenb B TedeHUE 2 (ABYX) MECSILIEB MOCIE YTBEPKACHUS
BHOCUMBIX U3MEHEHUI IPOU3BOIUTEIIEM NIOJIAET 3asIBICHUE HA IPOBEACHUE
AKCIIEPTU3BI MEAUIIMHCKOIO U3JIENHS 110 (JOPME COTIIACHO MPHIIOKEHUIO 2 K HACTOSALIUM
[IpaBunam.

123. K 3asBJIEHHIO O BHECEHUN U3MEHEHUI B PETUCTPALIMOHHOE JOChE
MEJMIMHCKOTO U3IENUS MIPUIIaratoTcsl JOKyMEHTHI U MaTepHalibl, HEOOXOUMbIE AJIs
BHECEHUS U3MEHEHH, COTIaCHO MEPEYHIO BUJIOB U3MEHEHU I, BHOCUMBIX B
PErUCTPAlMOHHOE N0ChE MEAULMHCKOTO U3/IENINs B IEPUOJ JIECUCTBUSA
PETMCTPAlMOHHOTO YIOCTOBEPEHHUS COTIACHO NPHIIOKEHHIO 30 K HaCTOSIIUM
[IpaBunam.

124. T'ocynapcTBeHHas 3KCIEpTHASL OpraHU3allds HA OCHOBAaHUHU PE3yJIbTATOB
DKCIEPTU3BI COCTABIISIET SKCIEPTHBIA OTYET CHENUATIU3UPOBAHHON SKCIIEPTU3BI O
BIIMSIHUM BHOCHUMBIX U3MEHEHUN B PETUCTPAIIMOHHOE JJOChe Ha O€30M1aCHOCTh, KAYECTBO
1 3QHEKTUBHOCTh METUITMHCKOTO M3JIENHSI, COTJIACHO MPHIIOKEHHIO 33 K HACTOSIITIM
[IpaBunam.

125. TlpousBoauTenb WM YIOTHOMOYEHHBIN MPeCTaBUTEIh IPOU3BOIUTENS
MEJUIMHCKOTO U3/ENHs B TeueHue 2 (JIByX) MECSIIEB BHOCUT U3MEHEHUS B
PETHCTPAIIMOHHOE JIOChE HA OCHOBAHUHM MOHUTOPUHTA O€30MaCHOCTH MTPOBOJIMMOTO B
COOTBETCTBMH € IPHUKa3oM Munucrpa 3apaBooxpanenus Pecrybmuku Kazaxcran or 23
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nexadps 2020 roga Ne KP ICM-320/2020 «O6 yTBep>KAE€HUU PABUII IPOBEACHUS
dbapmakoHaa30pa 1 MOHUTOPUHTA 0€30MMACHOCTH, KayecTBa U d(P(HEKTUBHOCTH
MEIUIUHCKUX U3 (3aperucTpupoBaH B Peectpe rocy1apcTBEHHOM peructpaiun
HOPMAaTUBHBIX TPaBOBbIX akTOB 1o Ne 21896).

126. ITpu skcniepTU3e MEIUIMHCKUAX U3IEIINNA, MPOU3BOAUMBIX TPOU3BOIUTEIISIMU
Pecny6muku Kazaxcran Ha ocHOBe TpaHcdepa TEXHOIOTUH MyTeM OpraHu3aluu
JIOKaJbLHOT'O MPOU3BOJICTBA HA OCHOBE Iepeauu, BHEApEeHU (IPUMEHEHUS ), afanTaluu
CYIIECTBYIOIIUX TEXHOJIOTUH (pe3yIbTaTOB HAYYHBIX MCCIEIOBAHUM, HOBBIX
pa3paboTOK), OCYHIECTBISIEMBIX OT MEpeAatoIeil CTOPOHBI K MPUHUMAIOIIEH CTOPOHE
JUTS1 TPOU3BOJICTBA MEAUIIMHCKUX U3JIETUHN, K PETUCTPAIMOHHOMY 10ChE
JOTIOJTHUTENBHO MPEACTABIISIIOTCS CIEAYIOINE JOKYMEHTHI:

1) BBIIIKMCKA U3 IOrOBOpA WJIA COTJIAIIIEHUE MEX]Ty OT€YECTBEHHBIM
MPOU3BOJIUTENIEM U 3apPYOEKHBIM MMPOU3BOIUTENIEM O MEPEHOCE MPOU3BOJICTBEHHBIX U
TEXHOJIOTUYECKHUX MPOLECCOB C MPABOM MEPEIAUN TEXHUUECKON TOKYMEHTAIIUU B
paMkax TpaHcdepa TEXHOJOrui U TiaHa TpaHcdepa TEXHOJIOTUH;

2) pe3ynbTaThl IPOBEACHHOIO TpaHcepa TEXHOIOTUI Ha 3asBIEHHOE
MEIMIMHCKOE U3/IeNIe, BKIIOYAIOIIET0 ONMCAaHUE ITAoB, NEPeYeHb HEOOXO0AUMOT0
IPOU3BOJCTBEHHOIO 000PYA0BaHUs, OOIINE CXEMbI TEXHOJIOTUHU IIPOU3BOACTBA U
METOJIMK KOHTPOJISI KAYECTBA, MPOTOKOJI TECTOBOr'O 3aITycKa 000py10BaHUs
MIPUHUMAIOIIEH U TIEPEAAOIIEd CTOPOHBI;

3) JOKYMEHT, YAOCTOBEPSIONINN PETUCTPAIUIO B CTPAHE TMepeIatolield CTOPOHBI
(peructpanuoHnHoe yaocroepenue, wim Ceprudukar ceodogHou npogaxu (FreeSale),
wi CepTudukar Ha HKCIOPT);

4) xoruro cepTu(rkaTa Ha CUICTEMY MEHEKMEHTA KaueCTBa MTPOU3BOAUTEIIS
(mepenaroreit cTopoHbl) MeauIMHCKUX u3nenuit [ISO 13485

5) NOKyMEHTBHI MO HKOJIOTUYECKON O€30IaCHOCTH: PELIEHUE YIIOTHOMOUYEHHOTO
oprasa 1o OonpeeJeHUI0 KaTeropuu 00bEKTa, OKa3bIBAIOILIET0 HETATUBHOE
BO3JICHCTBUE HA OKPY>KAIOIIYIO CPEy, B COOTBETCTBUU CO CTaThel 12 DKOIOTHUUECKOTo
kozaekca PecniyOnuku Kazaxcran, s3K0ioruueckoe pa3petnieHue B COOTBETCTBUH CO
cratbeil 106 DKOIOrn4ecKoro KOAEKca, BbIIAHHBIN YIIOJTHOMOYEHHBIM OPTaHOM B
o0nacTu oxpaHbl OKpy>karoiei cpeasl Pecrryonnku Kaszaxcran;

6) nepedyeHb HAMMEHOBAHUM IOKYMEHTOB 10 TEXHOJIOTHH ITPOU3BO/CTBA,
CTaHJAPTHBIM ONEPALMOHHBIM IPOLIEAYpPaM, PyKOBOACTBO IO KAYECTBY;
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7) OTYETHI KIMHUYECKUX U JOKIMHUYECKUX HCCIECIOBAaHUN MEAUIIMHCKUAX
U3JIEUH, KITMHUKO-TA00paTOPHBIX UCTIBITAHUN NIEPEIAOIIEe CTOPOHBI;

8) OTYETHI UCTIBITAHUM TIEpEaaroNIel CTOPOHBI C AyTEHTUYHBIM MIEPEBOJIOM Ha
PYCCKHII SI3bIK pE3yJIbTATOB M BHIBOJOB UCIIBITAHUN (MCIIBITAHUM C 1IEJIbIO OIEHKHU
OMOJIOTMYECKOTO IEHCTBUS MEIUIIMHCKUX U3JIEINH, TEXHUUYECKUX UCIIBLITAHUH, 00
UCCIIEJIOBAHUSX CTA0OUIIbHOCTU, 0OOCHOBBIBAIOIIUM CPOK XPAaHEHUSI MEAUIIUHCKOTO
U3JIeTINS, OTYET WIJIM JJaHHBIC UCIIBITAHUH Ha CIIeM(PUIHOCTh U aHATTUTUYECKYTO
YyBCTBUTEJIHHOCTh MEUIIMHCKOTO M3Aenus A in vitro (IVD) nuarnoctuxn).

[Ipu nonHoM TpaHcdepe TEXHOTOTUI JOKAIbHBIA TPOU3BOAUTENb 00ECTIEUNBACT
IIOJIHOE COOTBETCTBHE YCIOBHI MPOU3BOJCTBA U CUCTEMBI 00ECIIEUEHHSI KaueCTBa Ha
POU3BOCTBEHHOM IuIoIa ke B PecriyOnnke Kazaxcran yciioBusiM Ipou3BOCTBa U
cucTeMe 00ecIedeHNsl KauecTBa IIPOM3BOACTBEHHON IUToImanky BHe KazaxcraHna.

127. Y ckopeHHast 3KcrepTr3a MEAULIMHCKUX U3IEIINNA OCYIIECTBISAETCS IPH
HepeperucTpalny, a TAkKe Mo PEIICHUI0 YIIOJTHOMOYEHHOT0 OpraHa B o01acTu
3paBOOXPAHEHHS B CITydasx BOCHHBIX JACWCTBUN U JIMKBUAALNN UX MOCIEACTBHA,
BO3HUKHOBEHUS, IPEIYNPEKICHUS U JTMKBUIAIIAN TTOCIICICTBUNA YPE3BBITAMHBIX
CUTYaIMH, yTpO3bl BO3HUKHOBEHMSI, pACIIPOCTPAHEHHUSI HOBBIX 0CO00 OIMACHBIX
MHPEKINOHHBIX 3a00JI€BaHN 1 IMKBUAALNN UX TTOCIIECTBHUI, a TAKXKe SKCIIEPTH3E
MEAMLUHCKOTO U3IENNs, TPOU3BEIEHHOTO U 3apETUCTPUPOBAHHOTO PETYIATOPHBIMU
opranamu ctpad CIIA, EBponeiickoro coro3a, BeaukoOputanuu, SAinonuwu,
Ieitapun, KOxuo# Kopen, Typuun (ceptudukarst FDA, ceptudukarst
EBpomnetickoro Coroza — CE-marking, BenukoOputanuu, Anonun).

Pemenue YIIOJITHOMOYCHHOT'O OpraHa B obnactu 3APaBOOXPAHCHUA 10
ycxopeHHoﬁ 9KCIICPTU3C BbIAACTCA HA MCAUTTHUHCKOC U3ACIINC C YKA3aHUCM HOI[p06HOFO
MOTHBHPOBAHHOI'O OCHOBAHHUA U CPOKaA I[GﬁCTBHH BBIAAHHOI'O PCIICHMUA.

IIOKYMGHT IMpCaAOCTaBJIACTCA IIPpU I1OJA4YC 3asABJICHHA Ha SKCIICPTUZY.

IMaparpa¢ 1. Ilopsaok npoBegeHUss HAYAJIBLHOM IKCIEPTU3BI METULIMHCKUX
U3/1eJIUM.

128. ITocne peructpanuu 10KyMEHTOB, YKa3aHHbIX B MyHKTax 117 wmm 121
HacTosux [IpaBun B ”HPOPMALIMOHHON CUCTEME YIIOJTHOMOYEHHOTO OpPraHa,
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IIPOBOJIUTCS HAYaJIbHAS SKCTIEPTH3a MEIUIIMHCKOTO U3/EHS B CPOK HE MPEBBIIIAFOIIIHIMA
10 (necstb) pabouux ITHEH.

HauanpHas sxcnepTr3a MEJUIIMHCKOTO U3/1EHs, TPOU3BEACHHOTO U
3apEeruCTPUPOBAHHOTO PETyNATOpHBIMU opranamu crpan CIIA, EBpornelickoro corosa,
BenukoOpurtanuu, Anonun, [lseiinapuu, FOxuoit Kopeu, Typruu (ceprudukats
FDA, ceptuduxatel EBponeiickoro Coroza — CE-marking, Benukoopuranuu, Smnonun)
IPOBOJUTCS B CPOK HE MpeBbIIAOIMEN 5 (IATh) padouuX JHEH.

129. B cimyvae Hanu4us 3aMEYaHUM B PETUCTPALTMOHHOM J10ChHE,
YCIIyTONOIy4aTelto MOCPEICTBOM HH(OPMALIMOHHON CUCTEMBI YIIOJIHOMOUYEHHOTO
opraHa HampaBJIIE€TCs MUCbMO, 3aBEPEHHOE IEKTPOHHO-IIU(PPOBON MOANKCHIO, C
yKa3aHUEM BBISIBJICHHBIX 3aME€YaHUN U HEOOXOIUMOCTH UX YCTPAHEHHS B TIOJTHOM
o0beMe B Cpok, He mpeBblawIMid 30 (TpuanaTh) padovux JaHEI.

130. IIpu HaYaIbHOM KCIEPTU3E MEAUIIMHCKOTO U3ACIMS MPOBOJIUTCS OLICHKA
MOJIHOTHI, KOMIUIEKTHOCTH U COOTBETCTBUSI IOKYMEHTOB PETUCTPAIIMOHHOTO J0ChHE,
IpeACTaBISHHBIX YCIyTOMoaydaresieM, TpeOOBaHUIM JACHCTBYIOIIETO
3aKOHO/JAaTENLCTBA.

131. Ilpu HenpeACTaBIEHUH B MOJTHOM 00bEME IOKYMEHTOB, PEyCMOTPEHHBIX
nyHkramu 117 ninm 121 nacrosmux IlpaBui, a Takke HE KOMIUIEKTHOCTH U HE
COOTBETCTBHS IOKYMEHTOB PETUCTPALIMOHHOIO JOChE TPEOOBaHUSIM 3aKOHOATENbCTBA
PecnyOnuku Ka3zaxcran niam He ycTpaHeHHUs 3aME€YaHU B CPOK YKa3aHHBIN B ITyHKTE
129 nacrosiuux IIpaBui, rocygapcTBeHHAs SKCIIEPTHAS] OpraHU3alsl HalpaBIsieT
yCIIyTOIOIYYaTeNo YBe1OMIIEHUE (B MPOU3BOJIbHON (POpME CO CCHUIKON HA HOPMBI
3akoHojarenbcTBa Pecnybnuku Kazaxcran, HapyieHHEe KOTOPBIX MOCTYKUATIO
OCHOBAHUEM JIJIsl €70 BBIHECEHUS) O MPEKPAIIEHUN YKCIEPTU3bl MEAULIMHCKOTO U3/ENINs
B COOTBETCTBUU C NOANYHKTOM 1) myHkTa 4 crateu 239 Kogekca.

132. I1o pe3ynbTaTaMm HaYaaIbHOW SKCIEPTU3bI COCTABISAETCS OTYET HAYaJIbHOU
AKCTIEPTHU3bI MEAUILIMHCKOTO U3/EIINS, PEJICTABICHHOTO HA SKCIEPTU3Y COTIIACHO
npuioxkennto 31 k HacTosiuM [IpaBuiam win oTYeT HaYaIbHON YKCIIEPTU3EI
WU3MEHEHU, BHOCUMBIX B PETUCTPALIMOHHOE JOChE METUIIMHCKOTO U3/EJIHS COTJIACHO
npuiokeHuto 32 k HacrosumM [paBunam.
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IMaparpa¢ 2. Ilopsaok npoBeeHUs CENMAJIN3UPOBAHHON IKCIIEPTU3BI
MEeJULMHCKUX U3/1eJTUi, PerucTpalum, nepeperucTpauuu, BHeCEHUs1 U3MECHEHU B
PerucTpanuoOHHoOe J10Che MeTULMHCKOI0 U3/1e/ 11l

133. B cimy4ae moJI0KUTEIBHOTO OTYETa HAYAIIBHOM 3KCIIEPTU3BI POBOJUTCS
CHeuaIu3upoBaHHas HKCIIEPTU3a MEULIMHCKOTO U3/1EIIH.

134. Cneuunanu3upoBaHHasi SKCIIEPTU3a MEAUIIUHCKOTO U3
IpeIyCcMaTPUBAET IKCIIEPTHYIO OIIEHKY U aHAJIN3 JOKYMEHTOB PErUCTPAIIMOHHOTO
JI0ChE, TIOATBEPKIAIOMINX O€30MaCHOCTh, KaueCTBO M 3PHEKTUBHOCTh METUIIMHCKOTO
U3JIENs, B TOM YUCJIE POBEPKY ayTEHTUYHOCTH MEePEBOa WK MepeBO/Ia Ha Ka3aXxCKUn
SI3BIK MHCTPYKIIMH 110 TPUMEHEHUIO W3ICTTUH MEIUITMHCKOTO Ha3HAYCHUSI, MAKETOB
MapKUPOBKU YIAaKOBKH, 3TUKETOK, CTUKEPOB C MAPKUPOBKOM.

135. Cneumnanu3upoBaHHasi SKCIEPTU3a MEAUIIUHCKUX U3/IETUN TPOBOAUTCS Ha
cootBeTcTBHEe OOIUM TpeOoBaHUSIM 0€30MacHOCTH U 3PHEKTUBHOCTH METULIMHCKUX
U3JENUN, TPeOOBAHUAM K UX MApKUPOBKE U 3KCILTyaTallMOHHOW JOKYMEHTAIMH Ha HUX,
yTBEpXkACHHBIM perienneM CoBera EBpazuiickoll 9JKOHOMUYECKOW KOMUCCUH OT 12
¢depanst 2016 roga Ne 27.

136. Crienmanu3upoBaHHask SKCIEPTU3a MEAULUHCKUX U3
peaycMaTpUBAET SKCIEPTHYIO OILIEHKY U aHAJIU3 JOKYMEHTOB PETUCTPALIMOHHOTO
JOChe, TOATBEPXKAAOITUX 0€30IaCHOCTh, KaueCTBO U 3(P(HEKTUBHOCTH MEIUIIUHCKOTO
U3JIeNIUS U BKITIOYACT:

1) oLIeHKY COOTBETCTBUS YKa3aHHOTO yCIIyTOMOIy4yaTesieM Kiacca
MOTEHIIMAIBHOTO PUCKA IPUMEHEHHUSI METUIIMHCKOTO U3/IeNIUsS B COOTBETCTBUU C
npukazoM MuHnuctpa 3apaBooxpanenus Pecniyonuku Kazaxcran ot 15 gexadpst 2020
roja Ne KP ICM-281/2020 «O0 yTBep>kaeHUN TTPABUII KIACCU(PUKAIIMA METUTTUHCKIX
W3JICIAN B 3aBUCUMOCTH OT CTETIEHU TTOTEHIIHAIBHOTO PUCKA IPUMEHEHUSD)

(3apeructpupoBaH B PeecTpe rocyapcTBEHHOM PErHCTPAlli HOPMATHBHBIX TTPABOBBIX
aktoB o1 Ne 21808);
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2) OLIEHKY PaBUILHOCTU ONPEACICHUSI HOMEHKJIATYPHOM MPUHAIEKHOCTH
MEJUIMHCKOTO U3/ENIHS B COOTBETCTBUU C TOPSAKOM (hOPMUPOBAHUS U BEACHUS
HOMEHKJIATyphl METUIIMHCKUX m3Aenuii Pecryonmmku Kazaxcran, yTBepk1aeMbIiM
YIOJIHOMOYEHHBIM OPTaHOM B COOTBETCTBUHU C IMYHKTOM 4 ctatbu 258 Koaekca;

3) OolIeHKY COOTBETCTBUSI MOU(DUKAINI (BAPUAHTOB UCIIOTTHEHHUS)
MEUIMHCKOT0 U3Aeus (TIPU HAJIMYKH ), BKIIFOUa€MbIX B OJJTHO PETUCTPALIMOHHOE
yIOCTOBEPEHHE ¢ TpeOoBaHUsAMHU HacTosimux [1paswn;

4) aHanu3 TaHHBIX O Pa3pabOTKe U MPOU3BOJCTBE MEIULIMHCKOTO U3/IENIUs
(cxeMbI MPOLECCOB MPOU3BOJICTBA, OCHOBHBIX CTaJMM MPOU3BOJICTBA, YIIAKOBKH,
UCHBITAHUM U MPOLIEAYPHI BBITYCKAa KOHEYHOTO IMPOAYKTA);

5) aHanu3 OMOJIOTHYECKOM OE30MaCHOCTH MEAUIIMHCKOTO U3CIUsI Ha OCHOBE
aHaJIM3a CBEJCHUH 0 MaTepuaiax »KUBOTHOTO W YCIIOBEYSCKOTO IMIPOUCXOXKICHHUS,
BXOJIAIINX B MEAUITMHCKOE U3JIENHE, a TakKe HH(opMaIuu o moao0ope HCTOYHUKOB
(ToHOPOB), OTOOpPE MaTepHalia, MPOIECCUHTe, XPAaHECHUH, TECTUPOBAHHUH, IIPUOHOBOM
0€30MacHOCTH, a TAKXKe OOpAIICHUS ¢ TKAHSIMU, KJICTKaMHU, CyOCTaHIIUSMH )KUBOTHOTO
WM 9€JI0BEYECKOTO MPOUCXOKIACHUS, KyJIbTYpaMu MUKPOOPTAaHN3MOB U BUPYCOB;

6) aHaIM3 OTYETa KIIMHUYECKUX UCTIBITAHUMA, OTIBITA TPUMEHEHHUS B KIIMHUYECKON
NPAaKTHKE MEIUITUHCKOTO M3eus Kiaacca 2 a (Ipu HAJIMYWUU B COCTaBE JICKAPCTBEHHOTO
CpeAcTBa), Kiacca 3 (C BLICOKOM CTEMEHbIO PUCKA), METUIIMHCKUX U3JCIIHM,
peIHa3HAYCHHBIX 7151 3a00pa, XpaHEeHUs], IEPETUBAHUS KPOBU U €€ KOMIIOHEHTOB,
KJIMHUKO-1a00PaTOPHBIX UCIBITAHWA MEIUIIMHCKOTO M3CIHS JIJIS in Vitro THarHOCTHKU
HE3aBUCUMO OT KJIacca PHUCKa,

7) aHalIu3 3asIBJICHHON B PErUCTPAIMOHHOM JOChE CTAOMIBHOCTH METUIIUHCKOTO
u3JIeus ¥ (UIIK) JIKApCTBEHHOTO CPEJICTBA, BXOISIIETO B COCTaB MEAUIIMHCKOTO
u3JieNus, CTAOUIBHOCTH PEareHTOB U PACXOIHOT0 MaTepuaia BXOIAIIUX B
KOMIUJIEKTAIIUIO MEIUIIMHCKUX M3JEIHUH [ in Vitro TMarHOCTUKY 3aKPBITOTO THIIA,;

8) OIleHKY COOTBETCTBHS ITOKa3aTeliel 0€30IMacCHOCTH M KaueCTBa, YKa3aHHBIX B
JOKYMEHTE 110 KaueCTBY IIPOU3BOIMUTENSA, CTaHAapTaM (HaIMOHAIBHBIM,
pETHOHATBHBIM, MEKYHAPOHBIM);

9) aHanM3 OTYETOB U MPOTOKOJIOB TEXHUYECKHUX, TOKCUKOJIOTUYECKUX UCTIBITAHUI
MEIUIMHCKUX U3JCINM;
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10) oreHKY BaJIMTHOCTH IMPOTPAMMHOI0 00SCIIeUeHNs Ha OCHOBE aHaIM3a
JAHHBIX O €ro BepuUKaIlliu, B TOM Ynciie HHpopMaluu o ero pazpadboTke u
TECTUPOBAHUY HA MPEANPUITUU U TIPU MYJIbTULIEHTPOBBIX HCCIIEI0BAHUAX, TAHHBIX 00
UJCHTU(PUKAIIMY 1 MAPKUPOBKE OMIEPAITMOHHON CUCTEMBI;

11) ananu3 npouexypsl U METOJIOB CTEPUIIU3AIIUN MEIUIIMHCKOTO U3IEIHS,
MaTtepuaaoB, 000CHOBBIBAIOIIUX CIIOCO0O CTepUITU3AIUH, TIPEJIaraéMbIX METOJI0B
KOHTPOJIS Ka4ueCTBa U OINPEJICNICHUSI OCTAaTKOB CTEPHIM3YIOIIETO BEIIeCTBA MPU
MPUMEHEHUH XUMUYECKOTO CIoco0a CTepUIIN3aIINg;

12) ananu3 6e3onacHOCTH U A3(HPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA B
COCTaBE MEIAMIIMHCKOTO U3/ICHS, €T0 BIUSHUS HAa QYHKIIMOHATHHOCTh MEIUIIUHCKOTO
U3JIENNS, COBMECTUMOCTH JIEKAPCTBEHHOT'O CPEICTBA C MEIUITMHCKUM H3/CIHEM (32
UCKITFOUCHUEM METUITMHCKOTO U3ACIUS JIsl AMarHOCTHKY In Vitro;

13) OLIEHKY COOTBETCTBUS TEKCTA MPOEKTAa MHCTPYKIHMH 110 MEAUIIUHCKOMY
IIPUMEHEHUIO MEIUIIMHCKOTO U3JEIUsl OPUTUHALY HHCTPYKIIMK OT OPraHU3aLuu-
POU3BOAUTENS U OPOPMIIEHUS TPOEKTa MHCTPYKIIUUA B COOTBETCTBUU C TIOPSIKOM
cocTaBJICHHS U 0OPMIICHHUS UHCTPYKLIUU IO METUIIMHCKOMY PUMEHEHHUIO
JIEKapCTBEHHBIX CPEJCTB U MEIULIMHCKUX U3/IETH, 001Iel XapaKTepUCTUKU
JIEKAPCTBEHHOTO CPEACTBA, MPEYCMOTPEHHBIM IyHKTOM 4 ctaThu 242 Konekca;

14) ouenky uHopmanuu, coepKaliencs B 3KCIUTyaTalMOHHOM JIOKYMEHTE
MEIULUHCKOTO U3EINS;

15) ananu3 uHpopmauu, coaepkaiieics Ha 00paslax MakeToB YIaKOBKH,
ATUKETOK, CTUKEPOB MEIUIIUHCKOTO U311l B COOTBETCTBUU C TPEOOBaAHUSIMU
3akoHojaTenbcTBa Pecryonuku Kazaxcran B cepe oOpalieHus JIeKapCTBEHHBIX
CPEICTB U METULIMHCKUX U3JIEIHI;

16) paccMoTpeHue pe3yabTaTOB MPOBEICHHONW NHCIEKIIMU MEAUIIUHCKOTO
U3JIeNIUS TIPU €T0 TOCYJapCTBEHHOU PErucTpaluu;

17) ananu3 npeacTaBIeHHbIX TPOU3BOAUTENIEM CBEJICHUN O HAIMYUU WK 00
OTCYTCTBHH COOOIIEHUN O HECYACTHBIX CIIy4asiX U OT3bIBaX C PbIHKAa MEAUIIMHCKOTO
U3/IENINA, O HEOJIaroNnpusATHOM COOBITUN (MHLIMJIEHTE), CBA3aHHOM C UCIIOJIb30BAHUEM
MEIUIMHCKOTO U3/I€Nus, YBEIOMIIEHUH MO0 0€30MaCHOCTH MEIULIMHCKOTO U3/ENHS,
HOJX0/a K pACCMOTPEHUIO 3TUX MPOOJIEM U UX PELICHUS TPOU3BOIUTENSMU B KaXKIOM
U3 TAKUX CIIy4aeB, ONMUCAHUSA KOPPEKTUPYIOIINX JEHCTBUM, IPEANPUHSTHIX B OTBET HA
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YKa3aHHBIC ClIydan, a4 TaKKEC COOTHOIICHUS YPOBHA IPOAAK U KOJIMICCTBA HCCHACTHBIX
ClIy4acB U OT3bIBOB MCIHUIIMHCKOI'O U3ACIINA U3 O6paHI€HI/I$I;

18) aHanu3 TOKYMEHTOB U CBEJICHHI1 O BHOCUMBIX U3MEHEHUSIX, B TOM YHCIIE
JIOKYMEHTOB, IMOJITBEPKIAOIINX MTEPEUNUCICHHbBIE U3BMEHEHUS U CBUJIETEILCTBYIOIINX O
TOM, YTO BHECEHHUE 3asIBJICHHBIX U3MEHEHUI HE BI€UYET N3MEHEHUSI CBOWMCTB U
XapaKTEPUCTUK, BIMUSIONIMX Ha 0€30MaCHOCTh, Ka4eCTBO U 3((PEKTUBHOCTH
MEUIIMHCKOTO U3JENNS, WIH COBEPIICHCTBYET CBOMCTBA U XapaKTEPUCTUKH MPU
HEU3MEHHOCTU (DYHKIIMOHAJIHLHOTO HA3HAYEHUSI MEUIIMHCKOTO U3/IEIHS;

19) aHanu3 coOTBETCTBUS 3asBICHHBIX N3MEHEHHI, BHOCUMBIX B
PErUCTpaIMOHHOE J0Che MEAUIIMHCKOTO U3/IeNIUs BUaM U3MEHEHUM, YKa3aHHBIM B
nepeyHe corjacHo npuioxennto 30 k HacrosmuM [IpaBunam.

137. Tlo pe3ynbTraram aHagu3a JOKYMEHTOB PETUCTPALMOHHOIO JOChE HA 3TaIe
CIEHHAIM3UPOBAHHON AKCIEPTU3BI IPU HATMYHMH 3aMEYAHUI YCIIyTOMOTYy4aTer0
OCPEACTBOM MH(OPMAILIMOHHON CUCTEMBI YITOJITHOMOYEHHOI'O OpraHa rocyapCTBeHHAs
HKCIEPTHAs OpraHU3allMsl HallpaBJsieT 3anpoc (B IPOU3BOIbHON (OpMe CO CChIIKOM Ha
HOpPMBI 3aKoHOAaTeNnbecTBa PecnyOnuku Kazaxcran, HapylieHre KOTOPBIX HOCTYKUIIO
OCHOBAHHUEM JIJIs1 €70 BHIHECEHHUS) C YKa3aHUEM BBISIBIICHHBIX 3aMEYaHUN U
HEOOXOIUMOCTH UX YCTPAHEHUS €IMHOMKAbI B OJTHOM 00beMe B CIEeIYIOIINE CPOKH:

1) mpu sKcniepTH3e MEAUIIMHCKOTO U3/IETUs, B TOM YKCJIE HE TPeOyIomIe
MPOBECHUS TA00PATOPHBIX UCTIBITAHUI HE3aBUCUMO OT KJIacCa MEAUIIMHCKOTO
W3JENUs, IPU BHECEHUY U3MEHEHUM B PETUCTPALIMOHHOE JOChE MEAULIMHCKOTO U3
(6e3 mpoBeaeHus Ta00PaTOPHBIX UCTIBITAHUI), PU BHECEHUU U3MEHEHUH Tuna I B
PETHCTPAIIMOHHOE TIOChE MEAUIIMHCKOTO U3/IEHs (C MPOBEACHUEM JIA0OPATOPHBIX
UCIIBITAaHU) - B TedeHuu S0 (mAThaecsT) padovux JHei;

2) pu YCKOPEHHOU dKCIEPTU3E MEAUITUHCKUX U3JEIHi - B TeueHue 20
(nBaauaTh) padouMXx AHei;

3) npu 3KCnepTU3€ MEAUIIMHCKOTO U3/IETUs, IPOU3BEACHHOTO U
3aperucCTpUPOBAHHOTO peryysiTopHbiMu opranamu ctpan CIIA, EBpornelickoro coro3sa,
Benuko6puranuu, SAnonun, [Iseinapuu, FOxuoit Kopen, Typiuu (ceptudukarob
FDA, ceptudukarsl EBponeiickoro Coro3a — CE-marking, BennkoOpurtanuu, Anonun)
- B TeueHue S5 (MITh) pabo4uX JTHEH.

3anpoc ¢ 3aMeYaHUsIMU 3aBEPEHHBIN TTOCPEJCTBOM JIEKTPOHHOU IU(PPOBOI
HOJMKCH HAIPABJISETCS yCIyTONOIyYaTeNo yepe3 HHPOPMaMOHHYI0 CUCTEMY
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YIOOJJHOMOUYCHHOI'O OpraHa 3asiBUTCIIIO B «JIAYHBIA KaOMHET)» B JACHBb ITOAIIMCaHUA
HCXOIAIICTO 3aIIpoca.

[Ipu BO3HUKHOBEHHH BOMPOCA O JJOCTOBEPHOCTH MPECTABICHHBIX JOKYMEHTOB U
MaTEPHAJIOB TP SKCIIEPTH3E MEAUITMHCKOTO U3ICTHS, SKCIIEPTHAS OPTaHU3aIns
PYKOBOJICTBYeTCS HH(POpMaIei, pa3MeIeHHOW Ha 0(UITHATbHBIX MTyOINIHBIX
UCTOYHHKAX, OPHUIIMATLHBIX CATax TOCYJapCTBEHHBIX OPraHOB B chepe oOpaleHus
MEIUITMHCKHUX U3ICTNH, 3aBOJOB-TIPON3BOIUTENICH, MEKTYHAPOTHBIX
HOTH(UITUPOBAHHBIX OPTaHOB, MEKTYHAPOAHBIX HAITMOHAILHBIX OPTaHOB 10
aKKpeIUTalnu B chpepe TEXHMIECKOTO peryJIMpoBaHus WIH B cepe oOparieHus
MEUITMHCKUX U3JIEINH, a TAK)KE B MIEPUOJI MPOBEACHUS IKCIIEPTU3bI HAPABIISIET
COOTBETCTBYIOIIHIA 3aNPOC 3asBICHHBIM MTPOU3BOAUTEIISIM MEIUIIMHCKUX U3CITHN.

138. Ycayromosyyareib HANIPABJISAET B OJJHOM 00beMe OTBET U
HEe00X0MMbIe MATEPHUAJIbI IOCPEICTBOM HH(POPMAITMOHHOI CHCTEMbI
YIOJITHOMOYEHHOT 0 Oprana B Tedenue 50 (narbaecsar) padbo4ux JHel co THS
MOJIyYeHHsl 3a1poca rocy1apcTBEHHO IKCIEPTHON OpraHu3anmnu.

139. OtpunarenbHoe 3aKI0UeHHE 0 0€30MaCHOCTH, KauecTBE U 3(PPEKTUBHOCTU
MEIUIMHCKOIO U3/I€TUs BBIAAECTCS B CIIyqasiX:

1) HenpeacTaBIEHHE MOTHOTO KOMIUIEKTa PETUCTPALIMOHHOTO JOChE MOCIE
BBIJIAUM 3aMEUaHU 3asBUTENIO B MIPOIIECCE MPOBEACHUS IKCIIEPTU3bI B CPOKH,
yCTaHOBJIEHHbIE HacTosAmuMHU [IpaBunamus;

2) MpEACTABJICHUSA 3asABUTCIICM HEAOCTOBCPHBIX CBGI[CHHfl;

3) nojy4eHue OTPULIATEIIbHBIX PE3YITATOB OJHOTO U3 ATAINOB SKCIEPTU3HI U
(M5r) OTPUIIATENHHBIX 3aKIIFOUCHHUI SKCTIEPTOB PO UIIBHBIX OpTaHU3AIUH;

4) HECOOTBETCTBHS CUCTEMBI 00SCIICUCHNS KaueCTBa YCIIOBUSAM,
O6€CH€‘II/IB3IOH_II/IM 3ajABJICHHYIO 6630H&CHOCTB, 3(1)(1)CKTI/IBHOCTB N Ka4CCTBO
MCIHUIIMHCKOI'O U3JCJIus, 110 pC3yJIbTaTaM MHCIICKIUHY MCAUIUHCKOI'O U3JCIINSA;

5) He MPOBEJICHUSI WJIM OTKa3a yCIyronoaydaTreaeM OT OpraHr3aliy MOCECHUs
npeAnpusaThs (MPOU3BOICTBEHHOM TIIOMIAIKK) U C IIEJIbI0 MHCIIEKIIMA MEIUITUHCKOTO
U3JIeJIMsI, B COOTBETCTBUU C TPEOOBAHUSIMU 3aKOHOAATEIHHBIX aKTOB PecmyOnuku
Kazaxcras.

140. [Ipu HE MPEAOCTABIEHUH YCIyTONOJIY4aTeIeM OTBETOB Ha 3aIIpOC
rOCyJapCTBEHHOM dKCIEPTHON OpraHr3alyy B CPOK YCTAHOBIICHHBIN ITyHKTOM 138
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HacTosimux [IpaBui, a Takke MpeaoCTaBICHNH HEMOJIHOTO OTBETA M HEOOXOIUMBIX
MaTepHaJIOB, TOCYAAPCTBEHHAS SKCIIEPTHASI OPTaHU3AIMS HAIIPABIISET
yCIyTONOoay4yaTelnto B Te4eHue 5 (MATh) pabounx JHEH yBEAOMIICHHE O
IpPeIBapUTEITHLHOM pellieHur 00 0TKa3e B MPOBEIEHUHN IKCIIEPTU3BI MEAUIIMTHCKOTO
u3aenus (B IpOU3BOIBHON (hOpMe CO CCHIITKOM Ha HOPMBI 3aKOHOJIATENILCTBA
PecnyOmmku Kazaxcran, HapyiieHHE KOTOPBIX MTOCTYKUIO OCHOBAaHUEM JIJIS €T0
BBIHECCHMS ).

IIpu 3xcniepTH3€ MEAUIIMHCKOTO U3/IE€IMs, IPOU3BEACHHOIO U
3apErucTPUPOBAHHOTO peryisaTopHbiMu opranamu ctpan CIIIA, EBponeiickoro coro3a,
BenukoOpurtanuu, Anonun, [lseiinapuu, FOxuoit Kopeu, Typruu (ceprudukats
FDA, ceptudukarst EBponeiickoro Coroza — CE-marking, BenukoOpurtanuu, Snoxnun)
YBEJOMJICHHE O MPEIBAPUTEIBHOM PELIEHUH 00 OTKa3e B MPOBEACHUM 3KCIIEPTHU3BI
MEIUITMHCKOTO U3/1emnus (B IPOU3BOJILHON (hOpME CO CCHUIKOWM Ha HOPMBbI
3akoHojaTenbcTBa Pecnyonuku Kazaxcran, HapyeHue KOTOPBIX MOCITYKHIIO
OCHOBAHMEM JIJIS1 €r0 BBIHECEHUS) HAIIPABIISIETCS YCIYTONOIY4YaTeN0 roCyAapCTBEHHON
AKCIIEPTHOM opranusanuei B teuenue 1 (oauH) pabodero JHS.

141. Ilo pe3ynbTaTam HaNpaBIEHHOTO YCIYTONOJYy4aTeN0 YBEIOMIICHHUS O
pEeIBAPUTEIHLHOM PEIIEHUU 00 0TKAa3€ B MPOBEAECHUH IKCIIEPTU3BI MEAUIIMHCKOTO
u3zienus (B Mpou3BOJIbHON (hOpME CO CCHUTKOM HAa HOPMBI 3aKOHOATENIbCTBA
Pecny6nuku Kazaxcran, HapyleHHe KOTOPBIX MOCITYKUJIO OCHOBAaHUEM JJIS €T0
BBIHECEHM 1) MaTEpUaIbl HAMPABIISIIOTCS B DKCIIEPTHBIN COBET ISl HPUHATUS PEUICHUS.

DKCIEpPTHBIN COBET pacCCMaTPUBAET MOCTYNHUBIINE MAaTEPUAIIbI €XKEMECAYHO, U
pe3ynbTaThl PEIICHUS C YKa3aHUEM PUUYMH HAIMIPABISIOTCS YCIYTOMOIy4YaTeto B
TeueHue S5 (MsATh) padouux AHEH CO THS BHIHECEHHUSI PEIIeHUs] DKCIIEPTHBIN COBETOM.

Pe3ynbprarsl paccMOTpEHHsSI DKCIIEPTHOTO COBETA B OTHOLIEHUN MAaTEPUAIIOB
AKCHEPTU3bI METULIUHCKOTO U3ENHS, TPOU3BEICHHOTO U 3apETrUCTPUPOBAHHOTO
perynstopubiMu opranamu ctpan CIIIA, EBponelickoro cotosa, BenukoOpuranuu,
SAnonun, lIseinapun, FOxnoi Kopeu, Typruu (cepruduxaret FDA, ceptuduxats
EBponetickoro Coro3a — CE-marking, BenukoO6putanuu, SInoHnn) HanpapiastoTCs
yCIIYTOMoJIy4aTeIo roCy1apCTBEHHOM KCIEPTHON opranu3anueil B reueHue 1 (oauH)
pabouero aHS.

142. B cy4ae noJI0KUTEIBHOTO OTYETA CIIEHUATIM3UPOBAHHOMN SKCIIEPTU3BI B
cpok He mpeBbimaromuit 10 (aecsatrs) pabouux AHEH COCTaBIAETCS SKCIEPTHBIN OTUET
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CIIEIHAIN3UPOBAHHON IKCIEPTU3BI MEIUIUHCKOTO U3ENHS COTIIACHO IPUIIOKEHUIO 33
K HacTosmuMm [IpaBunamM WM 3KCIIEPTHBIN OTYET CIIELIUATU3UPOBAHHON IKCIIEPTU3HI O
BIIMSIHUM BHOCHUMBIX U3MEHEHHUN B PETUCTPALIMOHHOE JJOChe Ha O€30M1aCHOCTh, KAYECTBO
1 3G HEeKTUBHOCTh MEIUIIMHCKOTO U3/ 10 (hOpME, COTIIACHO MPUIIOKEHHIO 34 K
HactosiuM [IpaBuiam.

[TonoxuTeNbHBIA OTUET CHENUATU3UPOBAHHOMN 3KCIIEPTU3BI METULIUHCKOTO
U3JIEIIUS, POU3BEJCHHOIO U 3aPETUCTPUPOBAHHOTO PETYISTOPHBIMU OpraHaMu CTpaH
CIIA, EBpometickoro coro3a, Benukobpuranuu, SAnonun, lIsetimapun, FOxuo#i
Kopewn, Typuun (cepruduxatsl FDA, cepruduxatsl EBponeiickoro Coroza — CE-
marking, BenukoOputanuu, SInmoHnn) cocTaBiseTcs B CPOK He mo3anee 1 (ouH)
pabouero aHs.

143. Pa3bsicHEHHs WM YTOYHEHHS, BO3HUKAIOIINUE B IIEPUO/I TPOBEICHHUS
3KCIIEPTU3bI ME¥K/1y TOCYIAPCTBEHHOM AKCIIEPTHOW OpraHru3alnei u
yCTYTOIOIy4YaTeNIeM, OCYIIECTBISIOTCS MyTeM (DOPMUPOBAHHUS DIIEKTPOHHOTO
JOKYMEHTA 10 NHIUBUAYAJIBHOMY ITAPOJII0 YCIYTONOJIyYaTeNs Yepes
uHpopmarronnyto cucremy ¢ LI 3asBUTENS ¥ TOCYIaPCTBEHHOM KCIIEPTHON
OpraHH3alUH.

IMaparpa¢ 3. Ilopsaok npoBeaeHus J1a00PATOPHBIX UCIIBITAHUI
MeIUIUHCKOT0 U3/1eIus

144. JTabopaTopHbie UCTIBITAHKUS 00PA3II0B METUIIUHCKOTO U3CIIHS
OCYIIECTBIISIOTCS B UCIIBITATENIbHBIX J1a00paTOPUAX TOCYAapCTBEHHOM SKCIIEPTHOM
OpraHu3alliy B CpOKU He npeBbimatomue 70 (cempaecsat) pabounx AHEH co AHs
NOCTYIUIEHUS! JOKYMEHTOB U MaT€pHaJIOB, yKa3aHHbIX B MyHKTE 117 HacTosmumx
IIpaBun Ha mpoBeAEHUE CIENUATN3NPOBAHHON SKCIIEPTU3BI MEULIMHCKOTO U3/1EIIN.

145. JlabopaTopHbI€ UCTIBITAHKUS 00PA3IIOB METUITMHCKOTO U3ACIIHS TIPOBOJIATCS B
LEJISX TOATBEPKICHUSI COOTBETCTBUSI MOKA3aTENsIM O€30MIaCHOCTH U Ka4eCTBa
MEIMUITUHCKOTO U3/IeJINs, 3asIBJICHHBIM B JIOKYMEHTE MO KaueCTBY IIPOU3BOAUTENS U
BKJIFOYAIOT:

1) aHaJIu3 TEXHUYECKOU U HOpMaTI/IBHOﬁ AOKYMCHTAI MECAUITUHCKOT'O U3 ACIINA
B 4aCTHU MCTOJHUK ITPOBCACHU I HCHBIT&HHIZ;
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2) npoBeAeHHE Ja0OPATOPHBIX UCTIBITAHUN HA COOTBETCTBHE TPEOOBAHUIM
JOKYMEHTA 10 KaYeCTBY;

3) OIIPCACICHUC BOCIIPOU3BOAUMOCTH daHAJITUTHYICCKHUX MCTOAUK KOHTPOJIA
Ka4dyccCTBa.

146. VcnbiTanus 00pa3ioB MEAUIIMHCKOTO U3/ENHSI OCYIIECTBIISIOTCS MyTEM
NpOBeACHUS (PUIUKO-XUMUUECKIX, OMOIOTMUECKUX U TEXHUUECKUX UCTIBITAHUN B LESIX
HOJTBEPKAEHUS COOTBETCTBUS [TOKa3aTeIe 0€301aCHOCTH U KaueCTBa MEIULIMHCKOTO
U3JIETHA.

[Ipu ucteITaHUK 00PA3IIOB MEAUITMHCKOTO U3/IEIHS OTPEACIISCTCS
Oouosornyeckas 6€30MacHOCTh WIIM OIIEHKA OMOJIOTHYECKOT0 IeUCTBUSI, (PU3nYecKue u
MEXaHUYECKHUE TIOKa3aTeau, QyHKIIMOHAIBHBIC, TEXHHUECKHE U (PU3UKO-XUMUYCCKUE
MOKA3aTeI, TIOITBEPKAAFOIIIE 0€30MaCHOCTh U Ka4€CTBO MEAUIIMHCKOTO U3/IEIHS.

147. JTabopaTopHbI€ UCTIBITAHUSI HE TTPOBOSITCS MPHU:
1) skcniepTH3e MEAUIIMHCKON TEXHUKY;

2) HaTU4IUK TOKyMEHTa HOTH(PHUITUPOBAHHOTO OPTraHa O COOTBETCTBUU
IIPOM3BOJICTBA MEAUITMHCKOTO U3/ICIIUSI M CUCTEMBI KOHTPOJISI KAYeCTBA MPOIYKIIUH
TpeboBanusM J{upexkTuB EBponelickoli KOMUCCHH 110 MEAUITMHCKAM H3CTUSIM WU
ceprudukara MDR (Medical Device Regulation — PermamedT mo MeauImHCKUM
U3JIETUSIM);

3) nepeperucTpauy MeIUIIMHCKOTO U3/IETHs;

4) yCKOPEHHOM KCIEePTU3e MEIUIIMHCKOTO U3/IENHSI, B TOM YHUCIIE SKCIIEPTU3E
MEIULMHCKOTO U3/IE€NUs, IPOU3BEACHHOTO U 3apPETUCTPUPOBAHHOTO PETYIISITOPHBIMU
opranamu ctpan CIIA, EBponeiickoro coro3a, Benukoopuranuu, SAnonuu,
eitapuu, FOxuoi Kopen, Typuuu (ceptudukarsl FDA, ceptudukarst
EBpomeiickoro Cotoza — CE-marking, BenukoOpurtanuu, SAnonun).

148. B ciy4ae BbISIBJICHHS 3aME€UaHUM Ha 3Tare Ja00paTOPHBIX UCTIHITAHUHN
YCIIyTOIOIYYaTeNo B TEUeHUH S (MSTh) pabouux JHEW cO IHS MOoTy4YeHus: 00pasiion
MEIULMHCKOIO U3/I€Nus Yepe3 MHPOPMALIMOHHYIO CUCTEMY YIIOJTHOMOYEHHOTO OpraHa
B «JIMYHBIN KaOMHET) HAIPaBJISETCS MUCHMO C YKa3aHUEM BBISIBIICHHBIX 3aMEUYaHUN U
HEO0OXOIMMOCTH UX YCTPAaHEHHs B IOJIHOM 00BbEME B CPOK, He mpeBblarmuii 30
(TpuanAaTh) padouux JAHeN.
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IIpu HE yCTpaHEHUU UM HE MOJIHOM YCTPAHEHWH 3aMEYaHUU B YCTAaHOBJIEHHBIN
CPOK, TOCYyJapCTBEHHAs KCIIEpTHAs opraHu3aius B TeueHue 10 (aecsats) pabounx gHen
CO JHS MOJYYEHHUS OTBETA OT YCIyrONOJIy4YaTelsl HAIIPABIISIET EMY MUCHMO C YKa3aHUEM
MOBTOPHBIX WJIU JOTIOJIHUTENbHBIX 3aMEYaHUN U HEOOXOAMMOCTH UX YCTPAHEHUHN B
TeueHnu 20 (ABaguaTh) padbovYuxX JAHEMH.

149. IIpu HEe penOCTAaBIEHNH YCIYTrONOJIy4aTeIeM OTBETOB HA BHICTABIICHHBIE B
IIMCBME TOCYAapCTBEHHON JKCIIEPTHOU OpraHU3aluy 3aMe4YaHusl B CPOK
YCTaHOBJICHHBIN IMTyHKTOM 148 HacTosimux [IpaBui u oTpuLAaTENbHBIX PE3YIbTATAX
71a00paTOPHBIX UCIIBITAHUI MaTeprasbl HAPABISAIOTCS B DKCIEPTHBIN COBET IS
NPUHATHUS pelIeHUs 00 OTKa3€ U MPEKPALEHUH SKCIEPTU3bl METULIUHCKOTO U3ETUs
corslacHO yHKTY 141 Hactosimumx [IpaBun.

150. ITo pe3ynbTaTam 1a00pPaTOPHBIX UCIIBITAHUN MEAUITUHCKOTO U3IECTUS
UCTIBITATEeNILHOM JIA00pAaTOPHEH COCTaBISAETCS MPOTOKOJ UCTIBITAHUMN TT0 hopMe
COTJIACHO MpUJI0KEHUIO 35 K HactosmuM [IpaBunam.

151. TIpu HEBO3MOKHOCTH MPOBEEHUS 1a00PATOPHBIX UCTIBITAHUI 00pa30B
MEIUIMHCKUX U3/ B UCTIBITATEILHOM JIa0OpaTOpUH roCyAapCTBEHHOM AKCIEPTHOM
OpraHu3alliy M0 OTJEIHHBIM IMOKA3aTENSIM, YKa3aHHBIM B cepTudukare (IpoTOKoJIEe)
aHaJu3a MPOU3BOAUTENS, TAKKE UCTIBITAHUSL OCYIIECTBIISIOTCS B CYOKOHTPAKTHOM
1abopaTopuu Ha OCHOBAaHHUHU JIOTOBOPA MEXKY SKCIIEPTHON OpraHU3aluen u
cyOKOHTpaKkTHOM 1abopaTtopueil cornacHo 3akoHoaaTenbcTBy PecnyOnuku Kazaxcran o
roCyJIapCTBEHHBIX 3aKyIKaX.

152. B ciiydae oTCyTCTBUSI CyOKOHTPAKTHOM J1abopaTopuu, MPOBOASIIEH
UCIIBITAHUE MEIUIIMHCKOTO U3JIENHs, TOCYIapCTBEHHAs SKCIIEPTHAST OpTraHU3aLUs
MPU3HAET Pe3yJIbTaThl TA0OPATOPHBIX UCTIBITAHUHN MO OTJEIBLHBIM MTOKA3aTEIsIM,
yKa3aHHBIM B cepTudukate (MPOTOKOJIE) aHATN3a MPONU3BOTUTEIS.

153. Tlpy HEBO3MOKHOCTH MPOBEECHUS Ta00PATOPHBIX UCTIBITAHUI 00Pa3I0B
U3JIEUI MEUIIMHCKOTO HA3HAYEHUs B UCIIBITATEIbHON 1a00paTOpUu TOCY1apCTBEHHON
AKCIIEPTHOMN OPraHU3alMu B CBSI3U C HEBO3MOXKHOCTBIO COOIIOJIEHUS YCIOBUM
TPAHCIIOPTUPOBKH YKa3aHHBIX 00pa3iioB Ha Teppuroputo Pecniybnuku Kazaxcran u
(M) UX XpaHEHHH, OTCYTCTBUH CHELIMAIIBHOTO 000PYI0BAaHUS U PACXOIHBIX
MaTEPHUAJIOB B S3KCIIEPTHON OpraHU3alny, a TAKXKe, €CJIM HOPMATUBHBIMU JIOKYMEHTaMU
10 Ka4eCTBY MPOAYKIIMH YCTAHOBJICHBI UCIIBITAHMS, CBSI3aHHbBIE C OONBIIMMHU 3aTPATAMU
CPEACTB MPOU3BOIUTENSA, TOPOTOBU3HOM 00pa3iioB, ¢ oOpa3iamu, TpeOyOIUMHU
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0COOBIX YCIIOBUM TPAHCTIOPTUPOBKH, CHEIU(DUUECKOTO 000pYAOBAHUS U
BCIIOMOTATEIbHBIX CPE/ICTB JIA0OPATOPHBIE UCTIBITAHUS IPOBOMSITCS B IPUCYTCTBUU
npeACTaBUTEIICH SKCIIEPTHOM OpraHu3aluy B 1a0OpaToOpruu KOHTPOJIS KauecTBa
MIPOU3BOIUTENS WM B KOHTPAKTHOM TaO0paTOPUH, UCTIOIBb3YyEeMON TPOU3BOIUTEIIEM.

154. ITpu skcniepTU3e MEIULIMHCKUX U3/IEIINUIA, MPOU3BEAECHHBIX HA OCHOBE
TpaHcdepa TEXHOJIOTHI 1Ta00paTOPHbIE UCTIBITAHUS MPOBOAATCS TUCTAHIIMOHHO C
MOATBEPKICHUEM I'€OJIOKAIIMH U C YYACTUEM NPEACTABUTEEH FOCYAaPCTBEHHOM
AKCIIEPTHOM OpraHu3aIuy B 1a00paTOPUU KOHTPOJIS KauyecTBa MPOU3BOJAUTENS UITH B
KOHTPAKTHOM J1ab0opaToOpHH, UCIIOIb3yEMOM MPOU3BOJUTEIIEM.

155. IIpu opranu3anuu v NpoOBEAECHUHN CAHUTAPHO-MIPOTUBOAIUIEMUYECKUX U
CaHUTAPHO-MIPO(PIIAKTHIECKUX MEPOTIPUSITHI U CBSI3aHHBIX C HUMH OTPaHUYUTEIHHBIX
MEpPOIPUSATUI, B TOM YKCJIE KapaHTHH, SKCIIEPTHHIE padOThI 3aBepiIatoTcs 0e3
71a00paTOPHBIX UCTIBITAHUK B TaOOPATOPUN KOHTPOJISI KAYECTBA MPOU3BOAUTEINS I B
KOHTPAKTHOM J1ab0opaToOpuu, UCIIOIb3yEeMOU MPOU3BOUTEIIEM.

156. ITo pe3ynbraram 1a00PATOPHBIX UCTIHITAHUN COCTABIISIETCS] OTYET O
pe3yJibTaTax MpoBeICHUs JIA0OPATOPHOTO UCTIBITAHUS B TA0OPATOPUU KOHTPOJIS
KauecTBa MPOU3BOAUTENS WU B KOHTPAKTHOM JTaO0OpaTOPUU, UCTIOJIb3yEeMOH
IIPOU3BOIUTEINIEM COIIACHO MPUIIOKEHUIO 36 K HacTosmuMm [ IpaBunam.

IMaparpad¢ 4. [lopsinok popMmupoBaHusi pe3yJbTATOB IPOBEAEHHOM
JIKCIEPTU3bI MEAULIMHCKOT0 U3/1eIus

157. I1o okOH4YaHUM CIIENHAITU3UPOBAHHON IKCIIEPTU3BI yCIYTONOIYy4aTeNb
COIUIACOBBIBAET C TOCYIAPCTBEHHOM IKCIIEPTHOM OPraHU3aLHUEN B JIEKTPOHHOM BUE
10 UHJIMBUIYaTbHOMY MApOJII0 YEPE3 €T0 «JIMYHBIM KAOMHET) WM IMyTeM
IIPEAOCTABJIEHUS JIMCTA COTJIACOBAHUS CBENECHUSA O MEAULIMHCKOM U3/IEIINH, A TAKKE
UTOrOBBIE JOKYMEHTBI: HHCTPYKLMIO I10 MEAULIMHCKOMY IPUMEHEHUIO U MAPKHUPOBKHU
MaKETOB YIIAKOBKH, 3TUKETOK, CTUKEPOB), B TOM UHCJIE KOPPEKTHOCTh 3aHECEHHBIX
JAHHBIX B JOKYMEHTax U MaTepuajax IpeICTaBICHHBIX 3aBUTEIIEM Ha DKCIIEPTU3Y
MEIVULIUHCKHAX U3EIIHN B CIEAYIOIINE CPOKHU:

1) npu sKCIEpTU3€ MEAUIIMHCKOTO U3/ISTUs, B TOM YUCJIE HE TPeOyroIeit
IIPOBEICHUS TAOOPATOPHBIX UCIIBITAHUI HE3aBUCHMO OT KJIacca MEIUIIMHCKOTO
U3JIEeIINS, IPU BHECEHUH U3MEHEHUI B PETUCTPALIMOHHOE I0ChE€ MEIUIIMHCKOTO U3IETus
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(0e3 mpoBeaeHus 1a00PaTOPHBIX UCTIBITAHUI), IPU BHECEHUU U3MEHEeHUH Tuna I B
PETUCTPALIMOHHOE J0ChE MEAUIIMHCKOTO U3/1eNus (C MPOBEACHNEM J1a00paTOPHBIX
UCIIBITAHHI) - B CPOK He npeBblmawmuii 10 (1ecsitb) padouux aHeit;

2) pu YCKOPEHHOM 3KCIEPTU3E METUIMHCKOIO U3/1eIHs, a TaKXKe pH
JKCIIEPTU3€E MEIULUHCKOTO U3ENHsI, TPOU3BEIEHHOTO U 3apErUCTPUPOBAHHOIO
perynsaropabiMu oprasamu crpal CIIA, EBponeiickoro coro3a, Benukodputanuu,
SAnonun, lIsennapun, F0xuHoi Kopeu, Typuuu (ceprucduxatel FDA, cepruduxars
EBpomneiickoro Cotoza — CE-marking, BenukoOputanuu, Slnonun) - B Cpok He
NPEBBILIAIOIMUN 5 (MATh) pabOYnX THEH.

[Ipu BBISBICHUU HECOOTBETCTBUSI OOHOBJICHUSI HTOTOBBIX JOKYMEHTOB
yCIIyTOIOTy4YaTeN b OJHOKPATHO HAMIPABIISET MOCPEACTBOM HH(POPMAITMOHHON CHCTEMBI
YIIOJTHOMOYEHHOT'O OpraHa MMChbMO C YBEIOMIICHUEM O HECOOTBETCTBUU U
MPUKJIAJAbIBAET KOPPEKTHBIE UTOTOBBIE JOKYMEHTHI B TCUCHUE CPOKA, YCTAHOBJICHHOTO
HacTosmuMu [IpaBumamu.

B cnydae oTCyTCTBHSI COTJIaCOBaHUSI YCIYTOMOIy4YaTeIeM B CPOKH
YCTaHOBJICHHBIE HACTOSIINM ITyHKTOM [IpaBui 3akimtoueHre o 0€30MMacHOCTH, Ka4eCTBE
1 3G (HEKTUBHOCTH MEIUIIMHCKOTO U3eNHs opMUPYETCst 0€3 €ro COTIaCOBAHMS.

158. 'ocynapcTBeHHas 3KCIEpTHASL OPraHU3alns TPOBOJUT MMPOBEPKY
IpeICTaBIeHHON MHGOPMAIIMK YCIYTOMOodydaTeIeM, a TAkKe MPHU BbISIBICHUU
HECOOTBETCTBUS KOPPEKTHPYET 3aHECEHHBIC TAHHBIE, OOHOBIISICT HTOTOBBIC JOKYMEHTHI
Y COCTAaBIIAET 3aKII0YEHUE O 0€30MaCHOCTH, KauecTBe U 3(PPEKTUBHOCTH
MEIUITUHCKOTO U3/ICIUs, 3asIBJICHHOT'O Ha SKCIIEPTU3Y COTIIACHO MPHUIIOKEHUIO 38 K
HacrosM [IpaBunam u 3aKiIr0deHre 0 OS30MMaCHOCTH, KauecTBE U 3(PPEKTUBHOCTH
MEIUIIMHCKOTO U3/IeNUs 3asIBJICHHOTO HA SKCIEPTU3Y B LIESAX BHECEHUSI U3MEHEHUH B
PETUCTPALIMOHHOE JOChE COTJIACHO MPUIOKEHUIO 39 K HacTosmuMm [IpaBunam B
CJIEIYIOIIUE CPOKH:

1) mpu sKcnIepTH3E MEAUIIMHCKOTO U3/IETHUsI, B TOM YKCJIE HE TPEOYIoIIe
MIPOBEJICHUS JTA00PATOPHBIX UCTIBITAHUI HE3aBUCUMO OT KJIacca MEIUIIMHCKOTO
W3JIeIIUsL, IPU BHECEHUU U3MEHEHUI B PETUCTPALIMOHHOE JI0ChE€ MEIUIIMHCKOTO U3IETuUs
(0e3 mpoBeeHus 1a00PATOPHBIX UCIIBITAHUM ), TPU BHECEHUU U3MEHEeHM Tuma | B
PETUCTPAIIMOHHOE 10ChE MEAUIIMHCKOTO U3JIeNus (C MPOBEICHUEM J1a0OPATOPHBIX
UCIIBITAHMI ), @ TAKXKE TIPU YCKOPEHHOM SKCIEPTU3E MEAUIIMHCKOTO U3/IEHS — B CPOK
He npesbimamuii 10 (necatb) padounx aHei;
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2) npu 3KCNEPTU3€ MEAULUHCKOTO U3/ENUs, TPOU3BEAECHHOTO U
3aperucCTpUPOBAHHOIO perysiTopHbIMUA opranamu ctpan CIIA, EBpornelickoro coro3sa,
BenukoOpurtanuu, Anonun, lIseiinapuu, FOxunoit Kopeu, Typuuu (cepruduxats
FDA, ceptudukarst EBponeiickoro Coroza — CE-marking, Benukobpurtanuu, Snonun)
- B CPOK He IpeBbIatomuii 2 (18a) pabounx JaHs.

159. I'ocynapcTBEeHHAs! SKCIIEPTHAS. OPraHU3ALMS TOCPEACTBOM
MH()OPMAIIMOHHOM CUCTEMBI YIIOJTHOMOYEHHOTO OpraHa HAMpPaBJISIETCS B JIEKTPOHHOM
BU/JIE B ABTOMAaTUYECKOM PEKHUME B TOCYJaPCTBEHHBI OpPraH:

1) 3axnroueHue o 6€30MacHOCTH, KauecTBe U 3PPEKTUBHOCTH METUITUHCKOTO
U3JICTTHS;

2) UHCTPYKIUIO 110 MEAUIIMHCKOMY MPUMEHEHHUIO MEAUIIMHCKOTO U3 Ha
Ka3aXCKOM M PYyCCKOM SI3bIKaX, pa3padaThIBAEMyI0 B COOTBETCTBUU C IPUKA30M
MunucTtpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 10 centsiopst 2020 roga Ne KP
JACM-101/2020 «O6 ytBepxkaenuu [IpaBun coctaBieHus 1 0popMIIEHUS HHCTPYKIIUU
0 MEAULMHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHBIX CPEJCTB U MEIUIIMHCKUX U3IEIUI U
oO11el XapaKTeprUCTUKH JIEKAPCTBEHHOIO CPEACTBay (3apeructpupoBaH B Peectpe
roCyJIapCTBEHHOM perucTpalui HOPMAaTUBHBIX MPaBOBBIX akTOB moa Ne 21200);

3) MaKkeThl yaKOBOK, 3TUKETOK, CTUKEPOB MEIUIIMHCKOTO U3ENHS,
COIJIACOBAHHBIX TOCYAAPCTBEHHOM SKCIIEPTHOM OpraHU3alen Ha Ka3aXCKOM U PyCCKOM
sI3BIKAX.

160. IIpu rocy1apCTBEHHOM pErHCTPALUA U IEPEPETUCTPALIIN METUITUHCKHAX
U3JIENIUN BbIIaeTCsl 0€CCPOYHOE PETUCTPALIMOHHOE YIOCTOBEPEHHUE.

161. B ciy4asix oTpHUIIATEILHOTO 3aKII0YEHUS O 0€30MaCHOCTH, KAYECTBE U
3 PEKTUBHOCTH MEIUIIMHCKOTO U3IEIIHS UM OT3bIBA YCIYTOMOJIydaTeIeM 3asiBJICHUS
Ha HKCHEPTHU3Y MOCIIC Haualla MPOBEJACHUS SKCIIEPTU3bI, CyMMa, OIIaueHHas 3a
IPOBEJICHHUE IKCIIEPTHBIX PabOT, YCIYyronoay4aresto He BO3BPAIAETCS.

162. ITocne 3aBepieHHs TPOLEAYPhI SKCIIEPTU3BI TOCYIaAPCTBEHHAS SKCIIEPTHAS
opraHu3zanus GopMUPYET FNEKTPOHHBIN apXUBHBIN IK3EMIUISIP PETUCTPALUOHHOTO
JIOChE, COJIEPIKALUI MPECTABICHHbBIC 3asBUTEIIEM MaTEPHUabl, PE3YyIbTaThI
AKCIEPTHU3bI (OTYET HAYATIBHOM SKCIEPTU3bI MM OTUET HAaYaJIbHOM IKCIIEPTU3bI
MU3MEHEHMI, BHOCUMBIX B PETUCTPALIMOHHOE J10ChE€ MEAULMHCKOTO U3/EIINS; POTOKOJ
UCIIBITAHUI; OTYET O Pe3yJibTaTax MpOBE/ICHUs Ja00OPaTOPHOTO UCTIBITAHUS B
1a00paTOpUU KOHTPOJIS Ka4eCTBa MPOU3BOAMUTENS WU B KOHTPAKTHOM J1abopaTopuH,
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WCIIOJIb3yEeMOU TTPOU3BOAUTENIEM; OTUET CIICIUATU3UPOBAHHOMN SKCIIEPTH3BI
MEUITMHCKOTO U3/ ), 3aKIII0UeHne 0 0€30MacHOCTH, KauecTBe U 3P (HEKTUBHOCTH
MEIUITUHCKOTO U3/ICITUS, MHCTPYKIIMIO TT0 MEIUIIMHCKOMY IMTPUMEHEHUIO MEIUIIMHCKOTO
U3JIEIINS, MAaKeThI YIIAKOBOK, STUKETOK, CTUKEPOB.

Bo BpeMst 1eiiCTBUSL PETUCTPALIMOHHOIO YIOCTOBEPEHUS aPXUBHOE
PETUCTPALMOHHOE JT0CHE, NOIOIHIETCA KOIUIAMU PETUCTPALMOHHBIX YI0CTOBEPEHUH O
BHECEHHU U3MEHEHUHN CO BCEMHU MPUIOKEHHBIMU IOKYMEHTAMU 3asIBUTENS B
3JIEKTPOHHOM BUJIE.

PerucrpanroHHOE 10ChE XpaHUTCS B 2JIEKTPOHHOM apXHUBE TOCYIaPCTBEHHON
AKCIIEPTHOM OpraHu3aluu ¢ COOII0IeHuEM TpeOOBaHNU KOH(PUAECHIIMATILHOCTH, KPOME
IKCILTYaTallMOHHOTO JOKYMEHTA WM UHCTPYKIMH IO TPUMEHEHUIO METULIUHCKOTO
U3/IENINS, PYKOBOJICTBA IO CEPBUCHOMY OOCITY>KMBAHHIO, TAaHHBIX O MAPKUPOBKE U
yHaKkoOBKe (ITOJHOLBETHBIE (C YKa3aHUEM KOJUPOBKHU LIBETA) MAKETHI YIIAKOBOK U
ATUKETOK) HE3aBUCUMO OT PE3YyJIbTaTOB IKCIIEPTU3HI.

Perucrpanronnoe 10cbe METUIIMHCKOTO U3/IETHS Ha DJIEKTPOHHOM HOCHUTEIE
xpanutcs 10 (mecarsb) ner.

Maparpa¢ S. Ilopsaok perucrpanuu, BHeCEHUs] K3MEHEHHUS B LIEHY
NMPOU3BONTEJISI HA M3/leJIHe MeIMIMHCKOT0 HAa3HAYEHHUS UM MeIMINHCKOe
u3jae/me 1Jsl AMarHOCTUKHU BHE KMBOIr0 opranu3ma (in vitro), npou3BoguMbIe HA
Teppuropun Pecny0siuku Kazaxcran B paMkax J10JroCcpoOYHbIX 10Tr0BOPOB
NMOCTABKH, 3aKJII04YeHHbIX ¢ ENMHBIM 1HcTPUOBIOTOPOM

163. B nepuoa hopMupoBaHus pe3yIbTaTOB MPOBEACHHOM SKCTIEPTU3HI
MEIULIUHCKOTO U3JENUS TOCYJaPCTBEHHAs DKCIIEPTHAS OpraHu3alus OCyIIECTBISET
pPErUCTpaIiiO, BHECEHNE U3MEHEHHUS B LIEHY MTPOU3BOIUTENS U3 METUIIUHCKOTO
uzaenus (nanee — UMH) unym MeAMIIMHCKOTO U3ACNIHS ISl JUAarHOCTUKU BHE )KUBOTO
opranusma (in vitro), mpou3BoguMbIe Ha Tepputopun Pecnybnuku Kazaxctan B pamkax
JIOJITOCPOYHBIX JIOTOBOPOB IMOCTABKH, 3aKIIFOUEHHBIX ¢ EqHBIM TucTprObIOTOpOM
(Ianee - MEIMIIMHCKOE M3/I€NUE AJIA In Vitro JMarHOCTUKH) B CPOK He mo3aHee 10
(mecsiTh) pabouux IAHEH co THA MPETOCTABICHUS YCIYyTONMOoay4daTesieM 3asBICHUS 0
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(opMe coracHo NpUI0KEHUIO 2 HacTosmuX [IpaBui 1 10KyMeHTOB 110 popMme U
NIEPEYHIO MPEyCMOTPEHHBIMU NPUJIOKEHHEM 3 HacTosux IIpaBui, nmocpencTsoM
UH(OPMAIIMOHHON CUCTEMBI YIIOJITHOMOYEHHOTO OpraHa.

164. Peructpanus 1ieHbl, BHECEHNE U3MEHEHMS LIeHy nipon3Boautens MU
OCYIIECTBIISIETCS B HAIlMOHANBHOU BamoTe PecmyOnuku Kazaxcran (nanee — TeHre) u
BKJIFOUAET B ce€0s aHAJIM3 LIEH Ha TOProBOE€ HAMMEHOBAHNE U TEXHUYECKYIO
xapakrepuctuky MIMH, ocHOBaHHAas Ha IPEeACTaBIEHHBIX YCIyTOINOIYy4YaTeNIeM [IeHaX
IIPOU3BOJUTEIA, C YYETOM KOMIUJIEKTHOCTH, BUA U TUIIOPA3MEPHOIO PsAJIa, & TAKKE
dakTuyeckou 1eHbl moctaBok B Pecnyonuky Kazaxcras.

165. llenst Ha UMH B pamkax 'OBMII u (unmn) B cucreme OCMC
PETUCTPUPYIOTCS, BHOCATCS U3MEHEHUSI, 32 OJJHY €AWHUILY U3MEPEHHUS C YUETOM
(hacoBKH, KOMIUIEKTHOCTH WJIM MIEPBUYHOMN YITaKOBKHU (IJ1aCThIPh, IINPUL, AKET, Ty0a,
Ha0Op, KOMIUIEKT, NaHEelb, KACCeTa, KAPTPHUIIK), MPOU3BOAUTENSI U PETUCTPALIMOHHOTO
ynocroBepenuss UMH Ha naty nomaum 3asiBjieHHUs O peTUCTPaLli, BHECEHUS
VU3MEHEHUSA B LIEHY MMPOWU3BOIATEIIS.

166. B cinydae ecnu B paMKkax 0JJHOTO pETUCTPAIMOHHOTO YAOCTOBEPECHUS
3apEruCTPUPOBAHO HECKOJIBKO BapuaHTOB uctoinHenuss UMH, ycnyrononyyarens
NIPEAOCTABIISAET 3asIBJIEHUE OTAEIBHO JIs1 KaXKJA0T0 U3 €ro BapUaHTOB MCIIOJHEHHUS 32
€JIMHUILY U3MEPEHUSL.

167. CBenenus 06 UMH yka3bIBatoTCsl B 3asIBJICHUM B COOTBETCTBUHU C
PETUCTPAllMOHHBIM yIOCTOBEPEHUEM HA MEJIULIMHCKOE U3IEIIHE.

168. ITpu KOHBEpTALIMM UHOCTPAHHOM BaJIOTHI LIEH B 3aBJICHUU, a TAKKE B
JOKYMEHTAaX, MOATBEP kK AA0MNX (haKTHYECKYIO [IEHY MOCTaBOK KOMUSIX MHBOMCA
(HaKTaTHOW) WK CYET-(PaKTyphl, a TAKKE B KOHTPAKTE WX JOTOBOPE O MPUOOPETEHUN
MM B HanmoHanbHy10 BantoTy PecnyOnuku Kazaxcran ucnonb3yroTcst opuiiaibHbie
KYPChl HHOCTPAHHBIX BAJIIOT B CPEAHEM 3a MECSII, MPEAISCTBYIOMINUM Mo1aue
3asBieHus (cpeanuit oOMenHbii Kypc) HanmonansHoro banka Pecy6nuku Kazaxcras.

169. B ciiydyae oTcyTCTBUSL OUITMATBHOTO Kypca BaltOT B MEpEYHE HHOCTPAHHBIX
BAJIIOT, YTBEPKAECHHOM TocTaHoBieHneM [IpaBnenns Hannonansnoro banka
Pecny6muku Kazaxcran ot 24 aBrycra 2012 roma Ne 242 «O6 ytBepxkaenuu [Ipasun
yCTaHOBJIEHUS O0(UIIMATIEHOTO Kypca HallMOHaIbHOM BamoThl PecyOnuku Kazaxcran k
MHOCTPaHHBIM BaJlI0TaM» (3aperucTpupoBaH B PeecTpe rocy1apcTBEHHOM perucTpaiuu
HOPMAaTHUBHBIX MPABOBBIX akTOB 1o Ne 7977), uadopmaius o 1ieHe B peepeHTHBIX
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cTpaHax nojaercs B pojuapax Coenunennsix [ITatoB AMeprkn COrjiacHO paCueTHOMY
KypCy OIlepanui 3a NpeAECTBYOIINUN MECAL], TPEAOCTABICHHbBIX Ka3HA4YE€CTBOM
Opranuzamnuu O0beauHeHHbIx Hanuid, Ha caiite https://treasury.un.org.

170. dns peructpaiuy UeHbl NPOU3BOAUTENS MEAUIIUHCKUX U3ICTU,
yCIIYTOIoJIy4aTe b TOCPEJACTBOM HH(DPOPMAIIMOHHOM CHCTEMBI YIIOJTHOMOYSHHOTO
OopraHa NpeaoCTABIAECT B TOCYAAPCTBEHHYIO SKCIIEPTHYIO OPraHU3alluIo CIEAYIOIINE
JIOKYMEHTHI:

1) TOKyMEHT, MOATBEPKIAOIINI MPABO YCIYTONOIydaTels OCyIeCTBISAT
PErUCTpalUIO LIEHBI UJIM BHECEHUE U3MEHEHUS PAHEE 3aPETUCTPUPOBAHHOM LIEHBI
npousBoutenisa B pamkax ['OBMII u (um) B cucteme OCMC (11711 H”HOCTPaHHBIX
POU3BOIUTENIEH HOTAPUAIBHO 3aBEPEHHAs AlIOCTUIMPOBAHHAS WIIH JIETATU30BaHHAS
JIOBEPEHHOCTH OT 3aBOAA-IPOU3BOIUTEIS).

2) 3asBieHUE MO (popMe CormacHO MPUIIOKEHUIO 2 K HacTosuM [IpaBuiiam.

[Ipu BHECEHUHU U3MEHEHHS B 3apErUCTPUPOBAHHYIO 1IeHy npousBoautens IMH,
K 3asIBJICHUIO TPUJIATAI0TCS CAEAYIOIIHNE JOKYMEHTBI:

JIJifl oTeuyecTBEHHBIX MPOU3BOAUTEJIEN B Cllyyae pean3aluy 3asBisieMOro
NMH B apyrue ctpansl 3a 12 (ABeHaAIIaTh) MECSAIIEB, MPEIIIECTBYIONIMX AaTe MOJaun
3asBJICHUS HA PETUCTPALINIO, JIMOO BHECEHUS U3MEHEHUS B paHee 3aperUCTPUPOBAHHYIO
L[EHY TPOU3BOIUTENS MEIUIIMHCKUX U3AENHM, YCIyTONnoay4daTelb NPeoCTaBIseT
CIEAYIOIIUHN TTaKeT TOKYMEHTOB:

1) undopmarust o pakTUIECKOH IIeHE TOCTABKU C YKa3aHUEM CChUIKU Ha BeO-
nopTa 3aKynok EnuHoro nuctpuOboTopa, ¢ Mpe0oCTaBISHUEM MOITBEPKIAFOITIX
JIOKYMEHTOB (IIPOTOKOJI, IOTOBOP 3aKyIma U (MiIu) I0roBOP MOCTABKH) MOCIEIHETO
3aKkyra 3a 12 (ABeHaaaTh) MeCsIEeB, MPEIIISCTBYIONIMX aTe MOJa4H 3asBICHUS.

2) uadopmanus o pakTUYECKOM IIEHE TTOCTABKU C YKa3aHUEM CChUIKM Ha BeO-
[OpTaj roCy1apCTBEHHBIX 3aKyIOK, C MPEJOCTABICHUEM MMOATBEPKIAIOIINX
JOKYMEHTOB (ITIPOTOKOJI, I0IOBOP 3aKyIa U (UJIM) JOTOBOP MOCTAaBKH) MOCIEAHETO
3aKkyrma 3a 12 (aBeHaaaTh) MeCsIEB, MPEIIIESCTBYIONIMX J1aTe MOJa4u 3asBICHUS.

B ciiyuae otcyTcTBuUs (pakTUUECKUX MOCTABOK MOCIEAHEr0 3aKyra 3a 12
(IBEHAIUATh) MECSIIEB, IPEAIIECTBYIONINX JaTe MOAAUH 3aBJICHUS, YCIYTrONOoJIy4aTelb
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NOATBEPKAAET OTCYTCTBUE (PAaKTUUECKHUX MOCTABOK MOCJIEAHETO 3aKyma Ha GUPMEHHOM
OJlaHKe YCIIyromnoaydaTess, 3aBepEHHOM MOJIIUCHI0 YITOJTHOMOYEHHOTO JTUIA
YCIIyTONOITyYaTesl.

3) undopmarus o GaKTUIECKHU OHECEHHBIX PACX0/1aX Ha OI[EHKY KayecTBa B
pamkax [[OBMII u () cucteme OCMC Ha dpupmMeHHOM OJaHKE YCITyTOMOTyYaTes,
3aBEPEHHOM MOAMKUCHIO YIOJTHOMOYEHHOTO JIMIIA, 110 (POpPME COTIIACHO MPUIIOKEHUIO 42
K HacTosmum [IpaBunam;

4) uadopmanus ¢ NOATBEPKIAIOIMMUMHI JOKYyMEHTaMU (KOHTPAKT, HHBOWC) O
LEHAaX MEIULIMHCKUX U3/IeNIU, peaqu3yeMbIX B IPYTrux cTpaHax 3a 12 (nBeHaalaTh)
MeCSIIeB, TPEAIICCTBYIONIUX JaTe MOAa4H 3asBJICHUS HA PETUCTPAIUIO TUOO BHECEHUS
WU3MEHEHUS B paHEE 3apErUCTPUPOBAHHYIO LIEHY MPOU3BOAUTEINSI MEAUIIUHCKUX
15631 (10505 8

B cnydae oTcyTCTBHS peanu3aliiy B IPYTUX CTpaHaX, YCIyronojay4dareib
NOJATBEPKIAAET OTCYTCTBUE PEATU3ALMH HA €r0 PUPMEHHOM OJIaHKE, 3aBEPEHHOM
HOJIHKCHIO YIIOJTHOMOYEHHOTO JINLA yCIIyT OOy YaTelsl.

st THOCTPAHHBIX MPOU3BOAUTEEH B CITy4yae BBO3a MEIUIIMHCKUX U3ECIUN Ha
tepputoputo Pecry6nuku Kazaxcran nmociie peructpaiuy eHbl Ha MEIUIIMHCKHE
U3JIeIUsl, yCayromnoiayyarenb B TeueHue 60 (IecThAecsAT) KAICHAAPHBIX JHEH CO JTHS
BBO3a B 0053aTEIbHOM TOPSJIKE BHOCUT U3MEHEHHE B pPaHEe 3apeTruCTPUPOBAHHYIO
LECHY MPOU3BOJIUTENS, TPEAOCTABIISIS CICIYIONINE JOKYMEHTHI:

1) Konusa JOKyMEHTOB, MOATBEPKIAIOIINX [IEHY METULIUHCKUX U3AeNUi (KOMUU
WHBOMCOB (HaKJIaJHOM), cueT-(haKTypsl 3a nociaeanue 12 (1BeHannars) Mecsues (pu
HaIM4YUU (PAKTUYECKUX MOCTABOK), C YKa3aHUEeM (PaKTUYECKOH II€HbI TOCTaBKH, 3a
UCKJIFOUEHUEM CIIy4YaeB BBO3a HA OCHOBAaHUAX, IIPEyCMOTPEHHBIX MOAIMYHKTOM 4)
cratbu 252 Konekca.

B ciyuae oTcyTcTBUs (paKTHUUECKUX MTOCTABOK 3a rocienHue 12 (1BeHaauars)
MECALIEB, TPEAOCTABIAIOTCS KOIIUH TOKYMEHTOB 3a MPEAbIAYIINN repuon 12
(I1BEeHAOUATh) MECSIIEB.

[Ipu oTcyTcTBUYM (haKTUUECKUX MOCTABOK 3a YKa3aHHBIN Mepuo,
yCIIyTrOIoIyyaTesb MOATBEPKIaeT OTCYTCTBHE BBO3a HA CBOEM (PMPMEHHOM OJIaHKe,
3aBEPEHHOM IOJIKUCHI0 YIOJIHOMOYEHHOTO JIUIA yCIYTOMOIy4aTesl.
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Kpome Toro, rocyjapcTBeHHasi SKCIIEpTHAs OpraHu3alys Py aHAIN3e
UCIOJIb3YET KOMUHU UHBOWCOB (HAKIIAIHBIX) WA CYET-PaKTyp, MPEAOCTABIECHHBIX IS
IPOXOKJIECHUS OLIEHKH KaueCTBA JIEKAPCTBEHHBIX CPEJCTB U MEAULIMHCKUX U3EIHI,
3apeructpupoBaHHbix B PeciyOnuke Kazaxcran.

2) Konusl TAMOYKEHHOW JIEKJIApalKi K JOKYMEHTY, YKa3aHHOMY B MOANYHKTE 1)
nyHkta 170 vactosimux [IpaBui (1711 MHOCTPAHHBIX POU3BOIUTENEH);

3) Komusi KOHTPAKTa WK I0TOBOPA O MIPUOOPETECHUU METUIIMHCKUX U3JICITUNA OT
3aBOAA-NPOU3BOAUTENS (HOTApHAIBHO 3aBEPEHHAS KOIHS).

4) uadopmarus o GaKTUYECKOH IIeHE TTOCTABKU C YKAa3aHUEM CCHUIKH Ha BeO-
HopTaj 3aKynok EquHoro auctpubboTopa, ¢ Mpe1ocTaBIeHueM MOATBEPKIA0IINX
JOKYMEHTOB (IIPOTOKOJI, I0rOBOP 3aKyIa U (WJIH) JOTOBOP MOCTABKH) MOCIIETHETO
3akyna 3a 12 (IBeHa/alaTh) MECSIIEeB, MPEIIIECTBYIONNX AaTe MTOAAYH 3asiBICHUSL.

5) undopmarius o HaKTUUECKON 1IEHE MOCTABKHU C YKa3aHUEM CCHUIKH Ha BEO-
MOpTAaJl FOCYIapCTBEHHBIX 3aKYIOK, C MPEOCTAaBICHUEM MOITBEPKIAFOIIINX
JIOKYMEHTOB (IIPOTOKOJI, IOTOBOP 3aKyIma U (MjIu) J0roBOP MOCTABKH) MOCIEIHETO
3aKyna 3a 12 (a1BeHaalaTh) MecsI1eB, MPEAIECTBYIOMIMX JaTe MO auH 3asBICHUS.

B cnydae oTcyTcTBHS (paKTUYECKHUX MTOCTABOK MOCIEIHETO 3aKymna 3a 12
(IBeHaLaTh) MECALIEB, MPEAIIECTBYOIINX AaTe MMOJa4H 3asBJICHUS, YCIyTronojy4areib
MOJTBEPKIACT OTCYTCTBUE (PAaKTHUECKHUX MTOCTABOK MOCJIETHEr0 3aKyma Ha ero
¢upmMeHHOM OJaHKe, 3aBEPEHHOM MOANKUCHIO YIIOJTHOMOYEHHOTO JIUIIA
YCIIyT OOy YaTesl.

I'ocynapcTBeHHas SKCIepTHAS OpraHu3anus IPOBOAUT CPAaBHEHHE
IPEIOCTABICHHBIX JAHHBIX YCIYrONOIy4aTeIeM Ha COOTBETCTBUE TPEOOBAHUAM
HacTosuux [TpaBui v JaHHBIX U3 HHTETPUPOBAHHON MH(OPMAIIMOHHON CUCTEMBI
TaMOYKEHHBIX OPTaHOB.

171. Ilpn HanM4YUK PErUCTPALOHHOTO YIOCTOBEPEHHUS U OTCYTCTBHH
3apErUCTPUPOBAHHOMN LIEHBI UJIM BHECEHUS N3MEHEHMS B LIEHY YCIYTONOJIy4YaTelb
IIOAET 3asABJICHUE HA PETUCTPALIUIO WIIM BHECEHNE U3MEHEHMS B LIEHY ITPOU3BOIUTEIIA
1o (hopme, COTIACHO MPUIIOKEHHIO 2 K HacToAmuM [IpaBunam ¢ npuioxeHneM
NOKYMEHTOB, YKa3aHHbIX B ITyHKTe 170 IIpaBui.

172. [Tina UMH, cpox AeNCTBHS pETUCTPALIMOHHOTO YIOCTOBEPEHNS KOTOPBIX HA
MOMEHT I10JIa4M 3asIBJICHUS UCTEK, BBE3EHHBIX Ha Teppuroputo Pecnybnuku Kazaxcran
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JI0 UCTEUEHUS CPOKA AEHUCTBUS PETUCTPALMOHHOTO yIOCTOBEPEHHS OCYIIECTBIISIETCS HA
OCHOBE CBEJICHMI 0 1leHaX (pakTuyeckux mocrtaBok B PecnyOnuky Kazaxcran 3a
nocieanue 12 (ABeHaauaTh) MeCsIeB AEUCTBUS PErUCTPALIMOHHOTO YIOCTOBEPEHUS.

[Ipu oTcyTcTBUU (PaKTUUECKUX TTOCTABOK 3a MocieaHue 12 (ABeHaaarTh)
MECSIIEB, TPEAOCTABIISIIOTCS KOMMMU JOKYMEHTOB 3a MPeIbIAyIui nepuos 12
(1BEeHAIIIATh) MECSIICB.

173. B cnmydae oTcyTcTBUS (DAKTHUYECKUX IMMOCTABOK B TeUeHHE 24 (IBaIIaTh
YEThIPE) MECSLEB A0 U3MEHEHUS 3apErUCTPUPOBAHHON LIEHBI, 3aPETUCTPUPOBAHHAS
LIEHA PETUCTPUPYETCS WM BHOCUTCSI H3MEHEHUE B PaHEE 3aPETUCTPUPOBAHHYIO LIEHY
npousBoautenss UMH Ha ocHOBaHMM KOHTpaKTa Win Aorosopa o npuodperennn UMH.

[Ipu stom 1t UMH, npoussenennbix B Pecyonuke Kazaxcran,
NPEIOCTABISAIOTCSA JOKYMEHTHI O HaJIMUMU 3asBJIEHHOT0 00beMa - Komus cepTudukara
COOTBETCTBHS NPOAYKLUH, 17151 BBO3UMBIX IMH - xonus TaMoXKeHHOH eKIapalyi.

174. TocynapcTBeHHasi SKCIIepTHAsI OpraHU3alys MPOU3BOIUT BHECEHUE
M3MEHEHUSI B 3aPETUCTPUPOBAHHYIO 1IEHY MPU COOTBETCTBUU CIEAYIOITUM KPUTEPUSIM:

1) mpenocraBnenHas ueHa npousBoaurens B pamkax ['OBMII u (wnn) B cucreme
OCMC nns BBo3uMmbix UMH, He Bbillle 3HAYEHUS LIEH 32 €UHUILY U3MEPEHUS,
yKa3aHHBIX B IPEIOCTaBICHHBIX JOKYMEHTAaX, noarsepxaatonux ueny MMH (komnus
WHBOlCA (HaKIaHON) WA CYET-(PaKTyphl, TAMOKCHHOH JCKIapaIliy) TOCICTHETO
BBO3a 32 BBIUETOM CKUJIKH;

2) nmpenocrasiieHHas 1ieHa npousBoautess B pamkax ['OBMII u (nim) B cucteme
OCMC nns BBo3uMbIXx UMH He BbIIIE 3HaYEHHUS LIEH 32 €IUHUILY U3MEPEHUS,
YKa3aHHBIX B IIPEIOCTABICHHBIX TOKYMEHTaX, IOATBEPKAAIOIINX IEHY B KOHTPAKTE
WJIA IOTOBOPE OT 3aBoja npousBoautens MMH;

3) npenoctasienHas rieHa UMH oTeuecTBEeHHOTO MPOU3BOIUTEIIS B paMKax
I'OBMIT u (unn) B cucteme OCMC He nipeBbitiaet 1ieH UMH, peann3yembix B Apyrux
CTpaHax;

4) 3apeructpupoBanHas 1ieHa B pamkax [[OBMII u (min) B cucreme OCMC He
IPEBBILIAET LEHY MOCIEAHEro 3aKyma Ha BeO-noprane Enqunoro aucrpudproropa 3a 12

(I[BeHaI[HaTB) MCCALCB, IPCAMCCTBYIOINX AaTC I10Ja491 3asBJICHUA Ha 3asBJIICMOC
NMH;

b
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5) 3apeructpupoBanHas 1ieHa B paMkax ['OBMII u (unu) B cucteme OCMC He
IPEBBILIAET LIEHY MOCIEAHEro 3aKyIa Ha BeO-TlopTaie rocy JapCTBEHHBIX 3aKyNOK 3a 12
(I1BeHAATh) MECSIIEB, MIPEAIIECTBYIOINX JAaTE MOAAUH 3asBJICHUS HA 3asBIsIEMOE
NMH.

['ocynapcTBeHHast SKCIIEpTHAS OpraHu3alus MPOBOAUT CPAaBHEHHE
MPEAOCTABICHHBIX JIAHHBIX YCIYTonojy4aTeJieM Ha COOTBETCTBHE TPEOOBAHUSIM
HacTosimux [IpaBui v TaHHBIX U3 HHTETPUPOBAHHON WH(OPMAITMOHHON CHCTEMBI
TaMO>KEHHBIX OPTraHOB.

175. T'ocynapcTBeHHas 3KCIIEPTHASE OpraHU3allksl BbIJAET 3aKIOUYECHHUE O
pETUCTpALINY, BHECCHUSI N3MEHEHUS B 3aPETUCTPUPOBAHHYIO LIEHY TPOU3BOAUTEISA
NMH, cornacHo npunoxennto 6 k Hactosmum [Ipapunam.

176. B citygae HECOOTBETCTBHS 3apETUCTPUPOBAHHOMN LIEHBI IPOU3BOIUTEIIS
KpUTEpHUAM, YKa3aHHBIM B HacTosAweM yHKTe 174 [TpaBuit nunm npeaocraBieHus
JOKYMEHTOB B HETIOJIHOM 00beMe U (MJIM) HETIOJIHOTHI COJIEPKAINXCS B HUX CBEJCHUM
B COOTBETCTBHUM C TpeOoBaHUsIMU HacTosiux [IpaBui, rocyjapcTBeHHas IKCIiepTHas
OpraHM3aLMs HAIPABISAET yCIYTONOJIy4aTEI0 MOTUBUPOBAHHBIN OTKAa3 B PETUCTPALINH,
BHECEHUS U3MEHEHMSI B 3apPETUCTPUPOBAHHYIO LIEHY IPOM3BOJAUTENS IO hopme,
corylacHo npuioxkenuto 11 k Hacrosmum [IpaBunam.

177. Ycnyronoinydareib 00€CIE€UMBAET JOCTOBEPHOCTD, IOJHOTY U COJIEPKAHUE
IIPEAOCTABICHHBIX TOKYMEHTOB B COOTBETCTBUM C IEUCTBYIOIIHUM 3aKOHOATEIbCTBOM
Pecny6muku Kazaxcran u nacrosiumu [pasunamu. [IpegocraBnenue
YCIIYTONIOJIy4aTeIEM HEJOCTOBEPHBIX JAHHBIX SBIISECTCS OCHOBAHUEM IS
IIPEAOCTABIICHUS MOTUBUPOBAHHOIO 0TKA3a B PErUCTPALMU LIEHbI NI BHECCHUU
VU3MEHEHUH B 3apETUCTPUPOBAHHYIO LIeHYy npousBoaurens MMH.

178. ITocne okazaHusi KOMIIO3UTHOM TOCYJAPCTBEHHOW YCIYTH CBSI3AHHOM C
perucTpanuen, BHECCHUEM U3MEHEHHUS B LIEHY nTpousBoauTens Ha IMH,
ocyiecTBisieTcs popMmupoBanue npenenbHoi neasl UMH B nndopmarimonHoit
CUCTEME YIOJIHOMOYEHHOr0 OpraHa IlyTeM aBTOMaTHYECKOT0 J00ABIEHUS K LIEHE
IPOU3BOAUTENS HALIEHKH, MU PepeHInpOBaHHON UCXO/ISI U3 BETUUYUHbI
3apETUCTPUPOBAHHON LIEHBI POU3BOIUTEIIS.

Hanenku B pamkax 'OBMII u (wim) B cucteme OCMC na UMH
muddepeHIUpyOTCS B COOTBETCTBUH C PETPECCUBHOM MITKAION HAIICHOK 32 AMHUILY
U3MEPEHUS U COCTABJISAIOT:
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1) 20 % nns UMH, ctoumoctsio 10 350,00 TeHre BKIFOUYHUTEIBHO;

2) 19,5 % nns UMH, ctoumoctbio cBeitie 350 tedre u g0 1000,00 Tenre
BKJIFOUHTENLHO;

3) 19 % nnss UMH, ctoumoctsio cBeitie 1000 tenre u 1o 3000,00 Tenre
BKJIFOUMTENLHO;

4) 18 % g UMH, ctoumoctsio cBeitie 3000 teare u o 5000,00 Tenre
BKJIIOUHUTEIILHO;

5) 17 % nans UMH, croumocTtsto cBbitie 5000 tenre u 1o 10000,00 Tenre
BKITFOUUTEIIHHO;

6) 16,5 % nna UMH, croumoctsio cBaitie 10000 tenre u 1o 20000,00 Tenre
BKJIFOUMTENLHO;

7) 16 % nns UMH, ctoumoctsio cBeimie 20000 tenre u 1o 40000,00 Tenre
BKJIIOUMTEIBHO;

8) 14 % nns UMH, ctoumocTtsto cBbiiie 40000 Tenre u go 100000,00 Tenre
BKJIFOUHMTEIILHO;

9) 12 % niss UMH, ctoumoctbio cBbimie 100000 Tenre u mo 200000,00 Tenre
BKJIIOUHUTEIILHO;

10) 11 % nns UMH, ctoumoctbio cBaimie 200000 Tenre u 10 500000,00 Tenre
BKJIFOUHTENLHO;

11) 10 % nns UMH, ctoumoctbio cBeitie 500000 TeHre.

179. Tlpu Meca4HOM U3MEHEHUH OOMEHHOTO Kypca TEHTe K MHOCTPAHHBIM
BamoTaM Ha 10 unu GoJiee MPOIEHTOB U (KUJIK) IPEBBIIICHUS (PAKTUUECKOUN TO0BOM
UHOIAIMY BEpXHEH rpaHUIlbI IeTIEBOTO Kopuaopa 6omee ueM B 1,5 pa3a, mpenenbHbIe
1EeHbI POPMUPYIOTCS IO TOProBoMy HauMmeHoBanuto Ha UMH nyrem HanbaBku K 1ieHe
IPOU3BOAUTEIIS TPOIIEHTHOTO 3HAYCHUS, TTPEAOCTABIIEMOTO YIIOTHOMOYEHHBIM
OpraHoOM.

180. IIpu MecauHOM U3MEHEHUH OOMEHHOTO Kypca TEHT€ K MHOCTPAHHBIM
BaymoTaM Ha 10 unu Gosiee MPOIEHTOB U (UK) yMEHbIIIeHUs (PaKTUYECKON T'0/10BOM
UHOIAIMY BEpXHEH rpaHUIlbI IeTIEBOTO Kopuaopa 6omee yeM B 1,5 pa3a, mpenenbHbIe
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1eHbl (POPMUPYIOTCA 110 TOProBOMy HauMeHoBaHui0 Ha UMH myTem BbIueTa OT 1IeHbI
IIPOU3BOAUTEIIS IPOLICHTHOIO 3HAYEHUS, IPENOCTABIIIEMOTO YIIOJTHOMOUYECHHBIM
OpPTaHOM.

181. ITpu dhopmupoBaHuU NpeETbHBIX [IEH HA TEXHUYECKYIO XapaKTEPUCTUKY
HNMH npumensieTcs cpeiHee 3HaYeHUE NPEAENIbHBIX IEH HA TOPrOBO€ HAMMEHOBAHUE
HNMH B pamkax 'OBMII u (nnu) B cucreme OCMC. IlpenenbHble 1IeHbI Ha
TEXHUYECKYI0 Xapakrepuctuky UMH ¢opmupyroTcs corinacHo nepedHio
YIOJIHOMOYEHHOI'0 OpraHa B CPOK A0 1 Mas TeKyIiero roja.

182. Ilpu n3mMeHeHnH NopsiJIKa pErUCTpaIuy IIeH B IIpoliecce GOpMUPOBAHMUS
npenenbHbIX 1eH Ha ToproBoe HauMeHoBanne UMH B pamkax 'OBMII u (wnn) B
cucreme OCMC ¢opMupoBanre npeelbHBIX IIeH Ha TOproBoe HanMeHoBanue IMH B
pamkax ['OBMII u (unun) B cucreme OCMC ocymiecTBiseTcs: B ”HPOPMAITMOHHOM
CUCTEME YNOJIHOMOYEHHOI0 OpraHa aBTOMATHYECKH C Y4ETOM MU3MEHEHHOTO MOPSIKA.

183. Jlyia perucrpanny, BHECEHUS U3MEHEHUS B LICHY ITPOU3BOIUTEIIS HA
MEAMIUHCKOE U3JeNne M in Vitro AMarHOCTUKH YCIIyTONOy4YaTelb B
MH(POPMALIMOHHOHN CHCTEME YIIOJIHOMOUYEHHOTO OpraHa IpeAoCTaBIIsIeT 3asiBICHUE 10
(dopme coryacHo NPUIIOKEHUIO 2 K HacTosuM [IpaBuiam.

184. K 3asBiieHHIO PUJIAratoTCs JOKYMEHTBI COTJIACHO MEPEYHI0, YKa3aHHOMY B
npunoxeHuu 41 Hacrosmux [IpaBun, a Takxke HHPOpMAIHS OTEYECTBEHHOTO

MPOU3BOJUTENS O (DAKTUYECKHU MTOHECEHHBIX 3aTpaTax JJis ONpeAeICHUs LIEHbI O
dbopme coriacHo mpuiIoKeHuo 42 K HacTosuM [IpaBunam 3a ogHy e THHHUITY

U3MEPEHUSL.

185. Peructpanus, BHECEHUE U3MEHEHUS B IIEHY ITPOU3BOAUTENS HA
MEUITMHCKOE U3JIEIHE TS in Vitro TMarHOCTUKU MTPOBOIUTCS B pa3pese
3apErUCTPUPOBAHHBIX KOMIUIEKTYIOIIUX B COOTBETCTBUU C PETUCTPALIMOHHBIM
YAOCTOBEPEHUEM 3a OJIHY €AUHUILY U3MEPEHUS WU OJTHY MOJEIb.

186. B ciiyyae Hanmnuust pa3HULbl B KOMIUIEKTYIOIIMX WU B (DYHKIIMOHATBHBIX
pekuMax paboThl HA MEIUIIMHCKUE U3EHS IS In Vitro IMarHOCTUKHU, Pa3HUIIA B IIEHE
CUMTaeTCsi 000OCHOBAHHOM.

187. ITpn HanM4MK 3aKIOYEHUN TOCYTAPCTBEHHOM DKCIIEPTHOW OPTaHU3ALMHU Ha
TaKOe€ )K€ TOProBO€ HAUMEHOBAHUE, MOJIETb U MPOU3BOJIUTENS HA MEIULIMHCKOE
U3JIeINE 7S In Vitro IMarHOCTUKY U €ro KOMIUIEKTYIOLUE 32 rocyiennue 12
(I1BEeHAIATh) MECSIIEB MPOBOIUTCS COMOCTABIICHUE 1IEHBI ¢ 3asiBisseMoit MU (in vitro).
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[Ipu 3TOM, comocTaBisieTcs 1eHa Ha MEAUIIMHCKOE U3/IeIHe [T in Vitro
JMArHOCTUKH B Pa3pe3€ OTJACIbHBIX KOMIUICKTYIOIINX, UMEIOIIUX OJUHAKOBbBIC
XapaKTEPHBIE OCHOBHBIC TIPU3HAKH, C yI€TOM OOMEHHOTO Kypca BaJIOT Ha JaTy MOIauu
HOBOTO 3asIBJICHHS], B COOTBETCTBHM C MYHKTOM 164 Hactosmux [IpaBui.

188. B nporiecce comocTaBiieHUs 1IEHbI KOMIUICKTYIOIINX YYUTHIBACTCS
HaUMEHBIIIee 3HAYCHUE TIEHBI COMOCTABISICMBIX KOMIUICKTYIONTUX YKa3aHHBIX BO BCEX
JTOKYMEHTaX, MMOATBEP KAAIOIINE 1IEH MPOU3BOAUTENS HAa MEIUIIMHCKOE U3IeTHe IS in
Vitro TUarHOCTHKH.

189. B cnydae eciiv B KOMIUIEKTAIlMK Ha MEIUIIMHCKOE U3JCNIHE s 1n Vitro
JTUATHOCTUKH ¢ M3MCHCHHBIMHU TEXHUYCCKHMH XapaKTEPUCTUKAMHU COTJIACHO
PETUCTPAIMOHHOMY YJIOCTOBEPEHUIO, TPUCYTCTBYIOT KOMIUICKTYIOIIHE, TPOIISIIINE
aHau3 IIeHBI 3a ocyeanue 12 (ABeHaaaTh) MecsIEeB, TO UX IIeHa ocTaeTcs 0e3
W3MEHCHUI.

190. B ciiydae n3MeHEHHs [IEHBI Ha MEIUITMHCKOE U3CIHE IS in Vitro
JTUArHOCTUKH, aHAJIU3 1IEHbI TPOU3BOIUTCS HA OCHOBAHUU 3asIBJICHUS OT
yCIIYyTrOnoJiyyaTensl.

191. Jlns MeAUIIMHCKOTO U3IEHs AJIA in Vitro JMarHOCTUKH, K YKa3aHHOU IeHEe
BKJIIOUAIOTCS PaCX0/ibl, CBSI3aHHBIE C €r0 JJOCTABKOW B paMKax J0JTOCPOYHBIX
JIOTOBOPOB MOCTABKH, 3aKIIOUYEHHBIX C EAMHBIM AUCTPpUOBIOTOPOM JI0 3aKa34HKa.

Ilena MmeauIuHCKOTr0 M3aeIus A1 in vitro quaraoctuku (6e3 HIC) = I +H, rae:

H - 3asBJICHHAA LICHA, YKa3aHHAA B npaﬁce OTCYCCTBCHHOI'O ITIPONU3BOAUTCIIA U
BKJIFOYAET B ce0s IMPOU3BOACTBCHHYIO CC6CCTOI/IMOCTB, Pacxoanbl 110 pCalin3alliu,

H - HalleHKa 0Te4eCTBEHHOIO TOBAPOIIPOU3BOUTEINS IPU PEATU3ALUN
3asIBJICHHOT0 MEIMIUHCKOT0 U3AEIus AJs 1n Vitro AMarHOCTUKH, KOTOpasi He
npesbimaet 15 % or ero cronmocty.

192. B cTouMOCTh MEAUITMHCKOTO U3ICNHUS IS In Vitro TUarHOCTUKHU
BKJIIOYAETCS TapaHTHIHBIA CPOK CEPBUCHOTO 0OCITyKUBaHUA HEe MeHee 37 (Tpuauarth
CEMb) MECSIIEB C JIaThl BBOJIa €T0 B AKCILTyaTallHIo.

193. B cTOMMOCTh rapaHTUMHOTO CEPBUCHOTO OOCTY>KMBAHUS HA MEAUITUHCKOE
U3JIeTIUE TS in Vitro TMarHOCTUKY HE BKIIFOYAIOTCS PACXOIHBIE MAaTEPHAIIBI U
PUHAJIEKHOCTH.
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194. B cnydae npenocTaBiIeHUs yCIyronojy4yaTesieM JOKYMEHTOB B HEMIOJIHOM
o0beMe U (WJIM) HEMOJIHOTHI COAEPKAITUXCSI B HUX CBEJIEHUI B COOTBETCTBUU C
TpeOoBaHUSIMH HacToAMX [IpaBuil M ykazaHus UM HEJOCTOBEPHBIX JAHHBIX B
IPEIOCTaBICHHBIX JOKYMEHTAX, TOCYAapCTBEHHAsI SKCIIEPTHAS OpraHu3aIus
HaIpaBJISIET YCIYTrOnoay4daTeat0 MOTUBUPOBAHHBIN OTKa3 B PETUCTPALIMH, BHECEHUS
WU3MEHEHMS B 3aPETUCTPUPOBAHHYIO IIEHY TPOU3BOAUTEIS MEIULIUHCKOTO U3AEIIHS IS
JMArHOCTUKH BHE KMBOTO OpranusMa (in vitro), mpou3BOAMMbBIE HA TEPPUTOPUU
PecnyOnnku Ka3axcran B paMKax JOJATOCPOUYHBIX JOTOBOPOB ITOCTaBKH, 3aKIOUYEHHBIX
¢ EnunbiM aucTpuOpioTOpOM, 1o opMe COTTIACHO NPUIIOKEHHIO 12 K HACTOSIINM

[IpaBuiam.

195. Tlo pe3ynbTaTaM MpOBEJCHUS aHAJIM3A 1IEH Ha MEAUITUHCKOE U3JIeIue IS in
Vitro TMarHoCTUKHN 0(hOPMITSIETCS 3aKIIIOUECHUE C 3aPETUCTPUPOBAHHON WM U3MEHEHHOU
LEHOM MPOU3BOAUTENS MO (POPME COIIACHO NPHIIOKEHUIO 7 K HacTosiiuM [IpaBunam.

195-1. I'ocynapcTBeHHAast SKCIIEpTHAST OpraHU3alys HAIIPABJISIET 110 3aIIPOCy
YIOJHOMOYEHHOT'O OpraHa MPOEKThI MPEIeNbHBIX IIEH HA TOPrOBOE HAUMEHOBAHHUE U
TexHudeckyto xapakrepuctuky UMH B pamkax [OBMII u (wm) B cucreme OCMC st
YTBEPKICHUS.

195-2. Yom1HOMOYEHHBIN OpraH yTBEPKAAECT NPEAEIbHbIE IEHBI HA TOPTOBOE
HAaMMEHOBaHUE U TeXHUYeCcKyto xapakrtepuctuky IMH B pamkax ['OBMII u (unun) B
cucreme OCMC.

196. Cpox neicTBUS 3aKIIOUEHUS MO pe3yabTaTaM aHaJIn3a 1IeH HA MEAUIMHCKOE
U3Jeue U1 in vitro JUarHOCTUKU COCTaBisAeT 12 (IBeHa11aTh) MECSIIEB CO JIHS €ro
BBIJIAYH.

197. OT3bIB paHee BBITAHHBIX 3aKIIOUCHHUH 10 aHAIM3Y 1IeH Ha MEIUIIMHCKOE
u3JIeNre JJIs In Vitro TMarHOCTUKK OCYIIECTBIISAETCS HA OCHOBAaHUU aKTOB
IIPaBOOXPAHHUTEIIBHBIX OPTaHOB U CYJIOHBIX aKTOB, BCTYIIUBIIMX B 3aKOHHYIO CHITY.

198. IIpenenpHbIC IICHBI HA MEAUITMHCKOE M3/EIUE IS in VItro JTMarHOCTHKU HE
yCTaHaBJIMBAIOTCS.

I'nasa S. IIpaBuiia ¢gopmupoBanust KazaxcraHCKOro HaMOHAJIBHOTO
JIEKAPCTBEHHOI 0 (hopMy.Isipa
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199. opsinok dhopmupoBanus KazaxcTaHCKOro HAITMOHAIBHOTO JIEKAPCTBEHHOTO
dbopMysipa BKITIOYAET B ceOs Cleayolee:

1) nonayva 3asBieHus yciayrononyyarens LIeHTp coriiacHO npuioxeHuto 1 k
HactosuM [IpaBunam;

2) npoBeaenue LlenHTpom npodeccroHanbHOM 3KCIEPTHU3HI;

3) noarotoBka LleHTpoM 3akitoueHus o pe3yjabTaTaM npodeccuoHaIbHOM
sKkcnepTu3bl Ajist DopMyIsipHOIT KOMUCCUM YTIOJTHOMOYEHHOTO OpraHa B 00JacTu
3npaBooxpaHeHus (nanee — opMysipHO KOMUCCHH);

4) paccMOTpeHue U IpUHATHE penieHne QopMyIIsIpHON KOMUCCHENH Ha OCHOBAHHUH
3aKJII0YEHUS IO pe3yibTaTaM NpodhecCuOHATbHOM SKCIEPTU3BI.

200. K 3asBJICHUIO TPUIIATAIOTCS:

1) nocbe, cocTaBIEHHOE B COOTBETCTBUU C TPEOOBAHUSAMH, ITPEAYCMOTPEHHBIMU B
npuioxkeHnu 43 k Hactosiium [TpaBunam;

2) Matepuaibl (CTaThbH, pe3tOMe, U3 HAYYHBIX U MEIUIIMHCKUX ITyOJIUKAIUH),
MOJITBEPKAAIOUIUE CBEACHUS, COJEPIKAIUECS B TOChE HA SI3bIKE OpUTHMHAIA B BUC
MOJIHBIX TEKCTOB, B IEPEBOJIE HA Ka3aXCKUM WM PYCCKUH S3bIK.

201. LlenTp ¢ MOMEHTA MOCTYIIEHNS] MAaTEPUAJIOB, YKa3aHHBIX B ITyHKTE 200
Hactosumx [TpaBui1, mpoBOAUT UX MPOBEPKY HA MOJHOTY U MPaBUIBHOCTH O(POpMIIEHUS
IPEICTaBIEHHBIX TOKYMEHTOB, B CPOK He OoJiee 5 (maTtu) pabouux JHEH.

1o pe3ynpTaTam npoBepku LIeHTp cocTaBiIsIeT 3aKII0OUEHUE C YKA3aHUEM
BBISIBJICHHBIX 3aMeUaHuii (IpU HATMYUH) 110 (OpMe, COTTIACHO MPUITOKEHHIO 44 K
HacTosiiuM [IpaBuiiaM, KOTOpOe HAMPAaBIISIETCS YCIYTOMOMY4YaTeNto UIsl yCTpaHEHUS
3ameyaHuii B Teuenue 10 (mecstu) pabouux AHEH.

[Ipu HenpeacTaBaeHuun yciyromnoiyydareineM B TedueHue 10 (necars) padbounx
JHEN B PAMKax YCTpaHEHUS 3aMEUaHNi 3alpOIICHHBIX MAaTEPUAIIOB WM IUCbMEHHOTO
o0ocHoBaHus, LleHTp npekpamaer pacCMOTpEHHUE 3asBJICHUS U JOChE JIJIS1 BKIIIOUEHHUS B
Kazaxcranckuii HallnOHAIBHBIN JTEKAPCTBEHHBIN (GOPMYIISIp.

B cnydae mostHOTHI 1 MPaBUILHOCTH O(DOPMIICHHS TPEICTABIEHHBIX JJOKYMEHTOB
a0 ycTpaHeHus 3amedanuii B teuenue 10 (aecsaTh) pabounx IHEW MaTepuabl
NepearoTCs sl MPOBEACHUS MPOPECCUOHAIBHON IKCIIEPTUHI.
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202. LenTp npoBoauT mpodeccuoHanbHyI0 SKCIIEPTU3y B Cpok He Oonee 20
(mBaaaTh) pabouyux JAHEH, HA OCHOBaAaHUH JOTOBOPA, 3aKITFOYEHHOTO C
YCIIYTOIOTY4YaTeIeM B COOTBETCTBUU C TPAKIAHCKUM 3aKOHOIaTEITLCTBOM.

203. B xoxe npoBeieHus: MpoecCHOHABHOM 3KcIepTH3bl LIeHTpoM B cpokH,
yka3aHHble B myHKTe 202 HacTosAmux [IpaBu, npoBoasTCs ciaenyIonye neciae10BaHus:

1) Ha mpeaMeT HaXOXKAEHUS JIEKAPCTBEHHOI'O CPEACTBA B ['ocygapcTBEHHOM
peecTpe JeKapCTBEHHBIX CPEJICTB U MEAUIIMHCKUX u3enui (nanee - Peectp) u (um) B
EnnHOM peecTpe 3aperucTpupOBaHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3zuiickoro
AKOHOMHUYECKOro coro3a juist Pecniyonuku Kazaxcran u (unm) B [lepeune opdanubix
3a00JIeBaHUH U JIEKAPCTBEHHBIX CPEACTB ISl UX JiedeHUs! (Op(aHHBIX), ONPEICICHHOM
coryacHo yHKTY 3 ctatbu 177 Konekca (nanee - [lepedens).

2) xiHUYecKor 3(h(PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA IO
3apEruCTPUPOBAHHBIM MMOKA3aHUSIM K IPUMEHEHUIO, COOTBETCTBYIOIIEH COOTHOLIECHUIO
ypoBHe# gokazatenbHocTH | v 11 u rpamanmii pekomenganuii A u B, o mkane
paszpabdorannoi Oxchopackum LlenTpom noka3aTeIbHOM MEAUITUHBI B COOTBETCTBHHU C
npuioxkenreM 45 k HactosimuM [IpaBuiiam (nanee - [llkana), moaTBEpKIAESHHON
pe3yJbTaTaMu KIMHUYECKUX UCCIEA0BAaHUN BBICOKOTO METOJA0JIOTHUYECKOTO KaueCTBA B
Ka3aXCTAaHCKUX U MEXKIYHAPOIHBIX MPU3HAHHBIX UCTOYHUKAX.

3) 6e30nacHOCTH JIEKAPCTBEHHOI'O CPEACTBA MO 3apErUCTPUPOBAHHBIM
MMOKa3aHUSIM K MPUMEHECHHUIO, COOTBETCTBYIOIIECH COOTHOIICHUIO YPOBHEN
nokazarenbHocT [ u I u rpagaumii pexkomenaanuii A u B, no [lkarne,
MOATBEPKACHHOM PE3YyJIbTaTAMU KIIMHUYECKUX UCCIIECIOBAHUNA BHICOKOTO
METOHOJIOTHYECKOTO KAYECTBA B KA3aXCTAHCKUX Y MEXIYHAPOIHBIX TPHU3HAHHBIX
HCTOUYHUKAX.

4) no 3a00JIEBAHUSM, SIBISIOLIMMUCS 3apPETUCTPUPOBAHHBIM MOKA3aHUSIM K
IPUMEHEHUIO JIEKapCTBEHHOTO CPECTBA, YPOBHS U CTPYKTYpPHI 3a00J1I€Ba€MOCTH
Hacenenus Pecnyonuku Kazaxcran, o JaHHBIM O(UIIMATIBHBIX SJIEKTPOHHBIX
MH(POPMAITMOHHBIX PECYPCOB U MH(POPMAIIMOHHBIX CUCTEM CO3JaHHBIM COTJIACHO
noanyHkTy 30 crarbu 7 Konekca, a Takke omyOJIMKOBAHHBIX CTATUCTUYECKUX
COOPHUKOB YIIOJITHOMOYEHHOI'O OpraHa WM 3MUIEMUTIOTUYECKUX UCCIIEIOBAHU;

5) Ha HalMyue B peKOMEHAAIUAX KIMHUYECKUX TPOTOKOJIOB PecyOnuku
Kazaxcran;
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6) Ha HAIM4YKE B PEKOMEHJAIMUAX MEXIYHAPOIHBIX (€BPONMEUCKUX) KIMHUYECKUX
PYKOBOJICTB M (MJIM) KIMHUYECKUX PYKOBOJICTB, IPOTOKOJIOB CTPAaH-YWICHOB
Opranuzanuu 3KOHOMHYECKOTro coTpyaHndecTBa u pa3sutus (OOCP);

7) Ha HaNM4YKE B CIIUCKE OCHOBHBIX JIEKAPCTBEHHBIX CpeACcTB BeemupHoit
OpraHu3alliy 31paBOOXpaHeHus U (W) B bpuTaHCKOM HallMOHAJIBHOM JIEKAPCTBEHHOM

dbopmyisipe (B TOM yucie 418 1eTei) U (M) BO3MEIIAeMbIX CIUCKaxX U (hopMysipax
ctpan OOCP;

8) Ha HAJIMYME PETUCTPALMU JIEKAPCTBEHHBIX IIPEMApPaTOB B CTPaHaX PErMOHa
MexayHapoaHoN KOH(MEPEHIIMU IO TAPMOHMU3AIMN TEXHUUECKUX TPEOOBaHMI K
perucTpanuu JeKapcTBEHHbIX MpenaparoB i MmeauHckoro npumenenus (ICH) u
(i) OOCP unm peructpaiuy o HeHTPATU30BAHHON MPOIEAYPE KOMIETEHTHBIM
opranom EBponeiickoro Coro3a, Hanuuue npouenypsbl nepexpanupukanuu BO3 win
BKJIIOUEHHE B nnepeueHb BO3 npekBanupUIMpoBaHHbIX JEKAPCTBEHHBIX CPECTB,
npeaHa3HaYeHHBIX 17151 60psObl ¢ BUY, TyGepkyne3oM, renaTuToM U JPyruMu
00JEe3HSAMHU.

204. Ilo pe3ynbTatam npodeccuoHaibHON SKcnepTu3bl LieHTp B cpok He Ooree 5
(msiTH) pabovuX THEW COCTABIISIET 3aKIIF0OUEHUE TI0 (popMe, COTIACHO MPUIIOKEHUIO § K
HacTosiiuM [IpaBuiiaM K KOTOpOMY IPHIIAraloTCs MOATBEPKIAIOIINE JOKYMEHTHI,
npeAyCMOTPEHHbIE B MOJNYyHKTax 1), 2), 3), 4), 5), 6), 7), 8) nmynkra 203 HacTOSIIINX
[IpaBun (nanee — 3aKIrOYCHUE).

205. ®opmynsapHas komuccus B Teuenue 10 (aecsati) pabouux nHen
paccMatpuBaeT npejacTaBieHHoe L{[eHTpoM 3akiTtoueHre U OlIEHUBAET COOTBETCTBUE
JIEKapCTBEHHOI'O CPEACTBA MOANYHKTaM 1), 2), 3), 4) U 0OTHOMY M3 MOJITYHKTOB 5), 6),
7), 8) mynkra 203 Hactoamux [IpaBui, ¢ yueTroMm KOTOPOro MPUHUMAETCS PELUIEHUE O
BKJIFOUEHUU JIEKAPCTBEHHOTO CpeACTBA B KazaxcTaHCKM HATMOHAIBHBIN
JICKapCTBEHHBIN (POopMYIISIp.

206. [Ipu BxnroueHun B KazaxcTaHCKUI HAllMOHAJIbHBIN JI€KAPCTBEHHBII
dbopmyIisip TEKaApCTBEHHOT'O CPEJICTBA, MPUMEHSEMOT0 JJis JieueHus: opdhaHHOTO U (UITH)
COLIMAJIbHO 3HAYMMOT0 3a00JIeBaHNs, IEPEUYHH KOTOPBIX ONPEACIAIOTCA B COOTBETCTBUU
¢ npukazamu Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 20 okta0ps
2020 roma Ne KP JICM - 142/2020 «O06 yTBepx)AeHUHN NepeyHs op(paHHbIX
3a00s1eBaHUH U JIEKAPCTBEHHBIX CPEJICTB JUIsl MX JeueHus (OpPaHHBIX)»
(3apeructpupoBaH B PeecTpe rocyjapcTBeHHOM perucTpalui HOPMAaTUBHBIX TPABOBBIX
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aktoB noJ1 Ne 21479) u Munuctpa 3apaBooxpanenusi Pecnyonuku Kazaxcran ot 23
centsiopst 2020 roga Ne KP JICM-108/2020 «O6 yTBep»)ACHUHN MEPEYHs COIIMAIBHO
3HAYMMBIX 3a00JIeBaHU» (3aperucTpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiuu
HOPMAaTUBHBIX PaBOBbIX aKTOB 1o Ne 21263), nonmyckaercs pacCMOTPEHHE
dopMyJIIpHON KOMHCCUEN BKIIIOUEHUE JIEKApCTBEHHOTO cpe/icTBa B KazaxcTaHckuit
HAIlMOHAJIbHBIN JIEKAPCTBEHHBIN (hOPMYJISIp MO0 MHUIIMATUBE YIIOJTHOMOUYEHHOTO OpraHa,
C TIOJITOTOBKOM 3aKiItoueHus mpodeccruonanbHoi axkcnepTussl Llentpom B
COOTBETCTBHHM C TPEOOBAHUSIMU MPUIIOKEeHUs 8§ HacTosuX [IpaBui.

207. Ilpunsarue peiieHus: 00 UCKITIOYEHUU JIEKAPCTBEHHBIX CPEJICTB U3
KazaxcTanckoro HaImoHaIBHOTO JIEKapCTBEHHOTO (hopmysipa DopmyrsapHoit
KOMHUCCHEN pacCMaTpPUBACTCS MPU HATUYUU OJHOTO U3 CIECIYIONIUX OCHOBAHUM:

1) nosiBneHue Hay4YHO-00OCHOBAHHBIX PEKOMEHIAINIA O HEOCTATOUHOM
3 PEeKTUBHOCTHU JEKAPCTBEHHOTO CPEJICTBA;

2) MOSIBJIEHUE CBEICHUI O TOKCUYHOCTH U (UJIU) BHICOKOW YaCTOTE
HEKeJIaTeTbHBIX MOOOYHBIX SBICHUH TP MPUMEHEHUU JIEKAPCTBEHHOTO CPEJICTBA;

3) OT3BIB YIIOJJHOMOYEHHBIM OPTaHOM PETUCTPAIIMOHHOTO YIOCTOBEPEHUS Y
JIEKApCTBEHHOTO TperapaTta Win UCTeUEeHUE CpoKa perucrpanuu B PecriyOnnke
KazaxcTtan B TeueHue nepuoaa, MPEeBHIIIAIONIECTO TPH T'0/1a WIIM UCKITIOUCHHE U3
[Tepeuns opdaHHBIX JIEKAPCTBEHHBIX CPEJICTB, ONPEACICHHOTO COTJIACHO MyHKTY 3
ctatbu 177 Koxekca.

208. B coorBercTBUH ¢ permieHuAMU OOopMyIsspHON KOMHUCCHH, YIIOJTHOMOYEHHBIN
opras of100psieT KazaxcraHckuii HallMOHAIBHBIN JIEKAPCTBEHHBIN (GOPMYIISIp.

209. B Kazaxcranckuii HallmOHAJIbHBIN JICKAPCTBEHHBIN (POPMYIISIp BHOCATCS
JIEKapCTBEHHBIE CPEJICTBA, 3aperucTpupoBannbie B Pecnybnuke Kazaxcran, momn MHH
(npu orcyrctBu MHH — 1o rpynnupoBaHHOMY MM XUMUYECKOMY HAaUMEHOBAHUIO), C
Y4ETOM JICKaPCTBEHHOUN (POPMBI, I03UPOBKU, KOHIIEHTPAIIMU U 00BEMA, C YKa3aHUEM
KOJIa aHaTOMO-TEPANEBTUUECKO-XUMUYECKON KilacCU(UKAIIUU JIEKAPCTBEHHBIX CPEJICTB
(mamee — ATX), ¢ 00s13aTeNTbHBIM BKJIFOUCHHEM KaXKJI0I'0 TOPTOBOTr0 HAMMEHOBAHUS
JIeKapCTBEHHOTO cpenicTBa ¢ aHagornyHbiM MHH nekapcrsennoit hopmoid,

JI03UPOBKO#, KOHIIEHTpaIue 1 00beMoM 0e3 paccMoTpeHus:t PopMyIIsIpHONH KOMUCCHEH.

210. Ilpu BKIIOYEHUH JICKAPCTBEHHBIX CPENICTB IS JIeueHUsT Op(paHHBIX
3a00sieBaHUM, I€NAeTCsl OTMETKA, UTO JAHHBIN ITpenapar sSBIseTcs OppaHHbIM.



e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

[Ipunoxenue 1 x npaBuiIam

perucTpanuu JCKapCTBCHHLIX CPCACTB

Y MEIUIIMHCKUX U3JETUN 110 PUHIUITY

«COAUHOI'O OKHa»

3asiBJIeHNe HA NPOBeJeHNe IKCIIEPTU3bI, PerUCTPAIlUM, lepeperucTpanum,
BHECEHUs] M3MEHEHHUIl B perucTpPaliOHHOE J0Che JIEKAPCTBEHHOI0 cpeAcTBa™

Twum nponegypst

Peructpanus
[lepepeructpamms

Buecenue usmeneHuit

2. CBeneHHsI O perucTpany- Ne perucTpalioHHOTO YAOCTOBEpEHHsl, BbIAaHHOTO B Pecniyonmike KazaxcTan ¢ ykazaHieM [IaThl BbIga-
OHHOM YZI0CTOBEPEHHHU YU U CpPOKa ACHCTBUS
(pu mepeperucTpanyy u
BHECCHUH N3MCHEHHH B
PETHCTPALIMOHHOE 10ChE)
3. ToproBoe HaMEHOBaHUE Ha Ka3aXCKOM SI3bIKe
Ha PYCCKOM SI3bIKE
Ha QHTJIMHCKOM SI3BIKE
4. ToproBoe HaMEHOBaHHUE Ha Ka3aXCKOM SI3bIKE Ha PYCCKOM $3bl- HA QHTJIMHACKOM SI3bIKE Crpana
Ha 3KCHOPT (1151 OTede- Ke
CTBEHHBIX IPOU3BOIUTE-
neit)
5. MexnyHapogHoe Hemna- Ha Ka3aXCKOM SI3bIKe
TEHTOBaHHOE Ha3BaHUE
Ha PYCCKOM SI3bIKE
Ha aHTJIMHCKOM SI3bIKE
6. JlekapcTBenHas popma Ha Ka3aXxCKOM SI3bIKE
Ha PYCCKOM SI3bIKE
7. JlozupoBka (KOHIEHTpa- KonueHTpamust yka3pIBaeTCst Al KHUKHX,
nus) (3armonHsiercs npu MSTKHX U ra3000pa3HBIX JIEKAPCTBEHHBIX
Hanmmyuu. O0beM 3arnod- bopm
HSIETCS B YIIAKOBKE)
8. AHaTOMO-TepaneBTHYE- Kox
CKO-XMMHYECKasi KIIACCH-
HaumeHoBaHMe Ha Ka3aXCKOM SI3bIKE
buxanus
HaumeHoBaHue Ha PYCCKOM SI3bIKE
9. Tun jexapcTBEHHOT0 CpeACTBa (3AMOIHASTCS A1l COOTBETCTBYIOLIETO JIEKapCTBEHHOTO IIpenapaTa, BEIOUPAETCs TOJIBKO OJIMH THII
JIC)
1) OpuruHaIbHBIN JIeKapCTBEHHBIN Mpenapar
OIHOKOMITOHEHTHBIHI MHOrOKOMIIOHEHTHBII
OMOIOrMYeCKHil TeKapCTBEHHBIN mpenapar MMMYHOOHOJIOTMIECKHIA JIEKAPCTBEHHBIH Mpernapar
HOBAasI aKTUBHAs (hapMaleBTHIeCKas CyOCTaHIUs
2)

BocnpousseneHHsIi 1eKapCTBEHHBIN IIpenapaT

OIHOKOMIIOHEHTHBII

MHOTOKOMITOHEHTHBIH
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OpI/IFI/IHaIILHLII\/'I HeKapCTBeHHBIﬁ Inpenapar:

HaMMEHOBAaHUE JICKapCTBEHHOTI'O IIperiapaTa, 103UpPOBKa, JICKAPCTBCHHAs (bopma

Jiep KaTelb PErHCTPAlMOHHOTO YI0CTOBEPEHHS (KOMITaHHS, Ha UMS KOTO-
PO¥ BBITAaHO PETHCTPALIMOHHOE YAOCTOBEPEHHE), aTa PErUCTpany, Ho-
Mep PErHCTPAILMOHHOTO YI0CTOBEPEHHUS, TOCYAaPCTBO, T/I¢ 3aPETUCTPH-
POBaH OPUTHHAIIBHBIN JIEKAPCTBEHHBIN IpenapaT

PedepentHblit JekapcTBEHHBIN Mpenapar Ajsi 0TeYeCTBEHHOTO POU3BO-
JIUTENIs], KOTOPBIH MCIOIb30BAJICS B HCCIESOBAHUAX YKBUBAJICHTHOCTH
(ecytit TaKOBBIE MTPOBOIUINCH):

HauMCEHOBAHHUE JICKAPCTBCHHOI'O ITpeIiapaTa, J03UPOBKa, JICKapCTBEHHAs (bopMa

Jiep KaTelb PErHCTPAIlMOHHOTO YI0CTOBEPEHHS (KOMITaHHs, Ha UMS KOTO-
PO¥ BBITAaHO PETHCTPAIIMOHHOE YAOCTOBEPEHHE), aTa PErUCTpany, HO-
Mep PEeruCTPaMOHHOTO yJOCTOBEPEHNUS, TOCYAAPCTBO, I'/Ie 3apETHCTPH-
poBaH pedepeHTHBIH JTeKapCTBEHHBIN Mpenapar

MIPUBECTH 0OOCHOBAHMS UCTIOIb30BaHUs pe()ePEHTHOTO Npernapara npu
€ro OTJIIMYMU OT OPUTHHAIBHOTO ITpenapara

IIpumeuanue. Pa3ien HEOOXOAUMO 3aMOIHATH ISl KAXKIOTO JIEKAPCTBEH-
HOTO Iperapara, KOTOpbId HCIOJIBb30BaJICS B HCCIICIOBAHUSIX SKBHUBa-

JICHTHOCTH.

3)

buoananornunslii iekapcTBeHHbIH npenapar (bruoanaor)

OpHruHasbHbIA OMOIIOrHYeCKUil TeKapCTBEHHbIH Ipernapar:

HauMEHOBAHHUE JICKAPCTBCHHOI'O ITpeIiapaTa, J03UPOBKa, JICKapCTBEHHAs (1)0

pMa

Jiep KaTelb PErHCTPAlMOHHOTO YI0CTOBEPEHHS (KOMITaHHS, Ha UMS KOTO-
PO BBIIAaHO PETHCTPAIIMOHHOE YAOCTOBEPEHHE), aTa PErUCTpany, Ho-
Mep PEruCTPALMOHHOTO YI0CTOBEPEHHUS, TOCYAaPCTBO, I/I¢ 3apPETUCTPH-
POBaH OPUTHHAIIBHBIN JIEKAPCTBEHHBIN TpenapaT

Pedepentnbrit Ouonornyeckuii JeKapCTBEHHBIN Mpenapar:

HANMEHOBAHHE JIEKAPCTBEHHOTO TIperapara, J03UpOBKa, JIeKapcTBeHHAs (o

pma

JieprKaTelb PeruCTPalMOHHOTO YJOCTOBEPEHHS, JaTa PErUCTPaLliH, HO-
Mep PEeruCTPALMOHHOTO YI0CTOBEPEHHUS, TOCYAAPCTBO, I/1€ 3aPErUCTPH-
poBaH pedepeHTHBII JIeKapCTBEHHBIN Mpenapar

Pa3IMYus 0 CPAaBHEHHMIO ¢ pehepeHTHBIM OHOJIOTHUECKUM JIEKApPCTBEH-
HBIM IpenaparoM (eCJI TaKOBbIE UMEIOTCS):

4)

I'nbGpuHbIii IeKapCTBEHHBIH Npenapar

pasian4us B UICXOAHOM MaTepUalie;

Jpyrue NoKa3aHHs K IPUMEHEHHUIO;
pa3nu4ns B JEKapCTBEHHOH (opme;

Ipyras JO3UPOBKa;

YEeCKOW CyOCTaHIHN);
JIpyroi crioco0 BBECHUS,;

Apyrue oTiin4ius

pasnu4us B IPOMU3BOACTBECHHOM IIPOLIECCE;

(KoIMUEeCTBEHHBIC H3MEHEHHS aKTUBHOH (hapMarieBTH-

OIHOKOMIIOHEHTHBII

MHOTOKOMIIOHEHTHBIN

OpI/IFI/IHaHLHLIﬁ HCKapCTBeHHLIfI Ipenapar:

HaMMCEHOBAHUE JICKAPpCTBEHHOTI'O IIpeIiapaTa, 103UpPOBKa, JICKAPCTBCHHAs Q)opMa
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JepKarellb PerucTPaliOHHOTO YJ0CTOBEPEHHS, JaTa PerucTpaLiy, Ho-
Mep PErUCTPALIMOHHOTO YI0CTOBEPEHHUS, TOCYIapCTBO, T/1€ 3apPEerUCTpH-
POBaH OPUIMHAJBHBIH JIEKAPCTBEHHBII Ipenapar

Paznuuns mo CpaBHCHHIO ¢ OPUTUHAJIBHBIM JICKAPCTBCHHBIM ITPEIIapaTOM:

5) KoMOuHHpOoBaHHBIIT JIeKapCTBEHHBIN Mpenapat W3MEHEHHs aKTHBHOI! (hapMalieBTHIeCKOl cyOcTaH-
L1,
npyrasi TekapcTBeHHast hopma;
npyrasi(ue) 103upoBKa(u) (KOJTMYECTBEHHBIC U3MEHE-
HUSI aKTHBHOW (hapMalieBTUYECKON CyOCTaHIINN);
npyroii (ue) criocoO(bl) BBEICHNUS;
npyras hapMakOKHHETHKa (BKIIOUas Apyryro O61ozo-
CTYIHOCTB);
Jpyroe Ioka3aHue K MPUMEHEHHIO;
JpYyTrHe OTINYHS
M3BECTHAss KOMOMHALIMS
HOBas KOMOMHAIMS
OpurrHaIbHBIN JISKApCTBEHHBIN MpenapaT (B cilydae W3BECTHONW KOMOWHALINH)
HanMEHOBaHHE JIKaPCTBEHHOT'0 Mpernapara, 1I03UpOoBKa, JIekapcTBeHHas opma
JieprKaTelb PerucTPalMOHHOTO YJOCTOBEPEHHS, JaTa PErucTpaLim, HO-
Mep PerucTpalMoHHOTO yJOCTOBEPEHUs, TOCY1apCTBO, I'Ie 3aperHCTpH-
POBaH OpUTHHAIBHBIN JIEKAPCTBCHHBIN IperapaT
6) JlekapcTBEHHBIH MpemnapaT ¢ XOpOIIo H3YYEeHHBIM MEUIIMHCKUM IIPHMe-
HEHUEM
HaMMEHOBaHHE JICKAPCTBEHHOI'O ITperapara, J03UpOoBKa, JIekapcTBeHHas Gpopma
JiepIKaTesIb PEruCTPALMOHHOTO YJOCTOBEPEHHS, JaTa PErUCTPALliK, HOMEP PErHCTPAMOHHOTO YJOCTOBEPEHUS.
7 PannodapmaneBTHUECKHIT JIeKAPCTBEHHBIN Ipenapar
panuodapmarieBTHUECKUI HAbOp
MIPEKypCcop paJIHoHyKINAA
HCTOYHUK paJHoHyKINAA (IEPBUYHBIN ¥ BTOPUYHBIH) (IIpY HATUYHN)
I'eneparop
8) I'omeonaTnyeckuil 1ekapcTBEHHBIN Mpemnapat
HOBBI TOMEONIaTHYECKHUI Ipernapar
9) PactuTenbHBIN 1EKapCTBEHHBIN NpenapaT
OMHOMUHAJIbHOE Hay4YHOE Ha3BaHHUE pacTeHus (poj, BUM, Pa3HOBHU]I- TOMEOIaTHYECKUH IperapaT, BKIIOYEHHBIH B (JapMaKo-
HOCTB) neu ¥ MOHOTrpaduu
HMCTOYHHK ITPOMCXOXKICHUS CHIPbs (J1a00paTOPHBIit KOM)
YaCTH MPOU3BOIAIIETO PACTCHHS
Ha3BaHHe (Onpe/eeHne) CyOCTaHI[MU PACTUTENBLHOTO IPOUCXOXKICHHS H
JpyTHe Ha3BaHUs (CHHOHUMBI, yKa3aHHbIe B PapMaKonesx)
9-1 JomomautensHble mpu3Haku JIC
1) Op(haHHBIl JIeKapCTBEHHBIH TpemapaT

IIpucBoeH nu JeKapCTBEHHOMY Ipenapary craryc ophaHHOro JeKap-
cTBEHHOro mpenapara B Pecriyonuke Kazaxcran

Her
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12.03.2026
08.04.2026
12.03.2026
08.04.2026

B npouecce paccMotpenus

Ja

Hata

HOMED pEruCTpalluOHHOI0 Y10CTOBEPCHUS Op(l)aHHOFO JICKaApCTBCHHOTI'O ITperiapaTa

OTKa3aHo B IIPUCBOCHUH CTaTyCa op(baHHoro JICKapCTBCHHOI'O ITperiapaTa

Hata

Howmep pemenus

3asBJICHUE HA IIPUCBOCHHUE CTaTyCa OTO3BAHO: AaTa

2 Tpauchep HaumenoBanue, aapec mpou3BOACTBEHHOH ILUIOLIAIKH Mepe/ia-
FOIIEeH CTOPOHBI

3) AxTuBHas apmaneBTHYecKas cyOCTaHIMs, HPOU3BeACHHAs He B ycinoBusx GMP uin nekapcTBeHHOE pacTUTENIBHOE ChIPbE

4 IpexBamudukarmms BO3

10 ®dopma oTIycKa B CTpaHe Ilo peuenty Bpaua be3 penenra Bpaua
YCITyronoJryqaTens

11 CriocoObI BBEICHUS

12 Wudopmarus mo ycTpoii-

CTBaM BBOJIA

13 YnakoBka (3aroJHsAEeTCs CIIUCOK 3HAYESHHH )

Ne Bun (nepBuunas win BT0- | HammenoBanue Pa3zmep yma- O0beM (Tpu HATHYHN) Kon-Bo enunui B Kpat-
pHuuHast) KOBKH/ yIaKOBKE Koe

MakKeTa yrna- o~
KOBKH CaHmne
1. IepBuunas
2. IIpomesxyTouHas (pu Ha-
JTUIHN)

3. Bropuunas

3 I Tpux-Kox BTOPHIHON Yka3aTh IWTPUX-KOA IS KAXKION T03UPOBKH (KOHIICHTPAIIAN)
yrnakoBku (GTIN) (dxu-

THH)

14 IonHbli KauecTBEHHBIN U KOJIMYECTBEHHBII COCTaB (3aIONHIETCS CIUCOK 3HAUYSHHUH)

Ne Tun BeniecTBa Ha- Komu- | Hopmartus- [IpousBoau- Kountponupy- | Hamuume simo- | duxo- IIpu-
(akTHBHOE WITH ume- | de- HBIN JJOKY- TeJNb, CTpaHa eTCst MEeXJTy- BHTBIX Be- pacry- 3HaK
BCIIOMOTI'aTEIIb- HO- CTBO MEHT, perJia- U ajpec mpo- HapOHBIM miecTB (0TMe- mee Wik | d4eJo-
HOE) Ba- Ha MEHTHPYIO- W3BOJICTBEH- KOMHUTETOM YaeTcs Mpu KyJIbTH- Beve-

HUE enu- i Kaue- HO¥ IIomaa- | Mo KOHTPO- HAJIMYIHH) BUpYe- CKOTO
HUILLY CTBO WJIH Ku (1714 aK- JIIO 32 HApKO- Moe I
e- dapmakories THUBHBIX Be- TUKaMu (0T- (nmst ne- KH-
Kap- C yKa3aHHEM IIECTB) MedaeTcs Kap- BOT-
CTBEH- | roja U3JaHus [IPU HaJIH- CTBEHHO- | HOTO
HOU YHH) TO pac- mpo-
thop- TUTEb- uc-
MBI HOTO Chl- | XOX-

pbsi) 1 JIeHUs
MECTO (oT™me-
npous- YaeT-
pacTa- csl
HUSA




KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penakuusiinay KyHi

12.03.2026

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 08.04.2026
- ‘ a ‘ ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 12.03.2026
Pecny6iinku KasaxcraH B 3JIEKTPOHHOM BH/IE b
y p 2 JlaTta ckaunBaHMs 08.04.2026
pu
HaJH-
YUH)
1. AKTHBHOE 1I Ta6. 111 1 crimcoxk 2
Tad. IV Tad. CIIMCOK
2. BcnomorarensHoe | | |
15 HaunmeHoBaHue akTUBHO# (hapMalieBTHYECKOM CyOCTaHIH
16 CpoK XpaHeHHsI JIeKapCTBEHHOTO CPEICTBA MpeIaraeéMblii CPOK XpaHe-
HUSA
MpeuIaraeMblii mepuos Mpu-
MeHeHUs (T1ociIe IepBoro
BCKPBITHSI KOHTEHHEpa)
npeJularaeMblii Iepuoz npu-
MEeHEHHs (1oclie pacTBOpe-
HUS WK Pa3BEICHIS)
17 YcnoBust TpaHCTIOPTUPOBAHUS
18 YcnoBust XxpaHeHUs! TIpeJyIaraeMble yCJIOBHS Xpa-
HEHUS
npeJularaemMble YCIOBHs Xpa-
HEHUs 110CIIe IEPBOTo
BCKPBITUS YTIAKOBKH
19 Peructpanys B CTpaHe-Ipou3BOJUTENIE U APYTHX CTPAHAX
1. Haspanue ctpaHbl Ne perucrpannonHoro yjgocroepenus (yka- | Jlara Bbiaun Cpox
3bIBAETCS IPH HATTUYUH) nen-
CTBUS
2.
20 Hanu4ne oxpaHHOro TOKyMEeHTa Ha M300pETeHUE HIIH TOJIE3HYI0 MOJIENb, TOBAPHBIN 3HAK
HasBaHue oxpaHHOT0 TOKyMeHTa Ne 0XpaHHOTO TOKYMEHTa Jara Bbliaun Cpox
BBIJIA-
4y
21 IIpousBoactBo 1) ITonHOCTBIO Ha JaHHOM MIPOM3BOJICTBE
2) YacTHYHO HA JaHHOM IPOU3BOJICTBE
3) IToyHOCTBIO HA APYrOM IPOU3BOJICTBE
22 [TpousBoxautens (1) JIEKapCTBEHHOTO Mpenapara U y4acToK (1) IPOU3BOJICTBA (BKIIIOUYAsk YYAaCTKH MPOU3BOJCTBA JI0O0r0 KOMIIOHEH-
Ta (B TOM 4YHCJIC PACTBOPUTEILS JICKAPCTBEHHOM (hOPMBI), KOTOPBIH SBIACTCS YaCThIO JIEKAPCTBEHHOTO IIperapaTa)
Ne Twum nponssouTeENs Hawnmenosanne, Ne, nara u Opu- | ®axruueckuit Tene- | ®.1.0. (npu oM.
cTpaHa (Ha Ka3ax- | CpoK Jei- nude- | anpec ¢ow, €ro HaJu- 0.
CKOM, PYCCKOM, CTBHS paspe- CKuit (axc, 9HUH), TOTK- (pu
QHIVIMHCKOM $513bI- | IIUTEIBHOIO azipec e- HOCTb PYKO- ero
Kax) JIOKyMEHTa mail BOJUTENA HaJ-
9un),
JIOJDK-
HOCTh
KOH-
TaKT-
HOro
A
1. IIpomsBoanTens
1.1 IIpennpusTre-ymnaxkos-
LUK




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

e* ‘ a .' l DTaJOHHBIH KOHTpOJ'II)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Cakray KyHi
Jlata pegakuuu
JlaTa ckaunBaHUS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

1.1.1 | nepBuuHas
1.1.2 | BropuuHas
1.2 ITpousBoautens, ocy-
LIECTBIISIIONINN KOH-
TPOJIb KauecTBa
1.3 IIponsBoanTens, OTBET-
CTBEHHBIH 32 BBITYCK
cepuit
2) Jepxatenb JTULEH3UN [annsle o
JIMIEH3UH Ha
MIPOU3BO/I-
CTBO, BBIJ[aH-
Hasl YHOJIHO-
MOYEHHBIM
OpraHom
CTpaHbI PO-
H3BOJIUTEIIS
3) JlepxaTenb perucTpary-
OHHOTO Y/I0CTOBEPEHHUS
4) YcnmyronomydaTens WIn JlarHBIC TTO
MPE/ICTaBUTEIbCTBO JIOBEPEHHO-
CTH
5) V0IHOMOYEHHOE JTUII0
10 OCYIIECTBIECHUIO
(dapmakoHaza3opa B Pec-
ny6nuke Kazaxcran
23 Jlabopatopust CTpaHbI-IPOM3BOIUTENS IO KOHTPOJIIO KAYeCTBa MPErnapaToB KPOBU U BaKIMH, OTBETCTBEHHAs 38 KOHTPOJIb Ka4eCTBa
(BBIMYCK) cepun
HaMEHOBaHUe 1abopaTtopun
aJipec MecTa OCYILIECTBICHUS JeSTeIbHOCTH
Crpana
Tenedon (dakc)
9JIEKTPOHHAS 110YTa
24. M3MeHeHust, BHOCHMBIE B PETHCTPAIIMOHHOE JOChE JIEKAPCTBEHHOTO cpe/icTBa (YKa3aTh BHOCHMbIC H3MEHCHH)
Ne Tun u3mMeHeHus Penakiust 1o BHECEHUS H3MEHEHHH BHo-
cH-
Mble
usMe-
HEHHS
I
25. JlaHHBIE 110 IOTOBOPY HA MPOBE/ICHUE IKCIIEPTU3BI JIEKAPCTBEHHBIX CPE/ICTB
1. Ne norosopa
2. JlaTa 3aKoYeHHs
3. Cpok neiicTBus
26. CyOBeKT, OCYIIECTBISIOMINI OIIaTy 3a IPOBEICHHUE SKCIIEPTHU3BI
1. HaumenoBanue
2. Crpana
3. IOpuanyeckuii anpec
4. dakTHuecKuil agpec




KaSaKCTaH PeCﬁyGﬂHKaCHHLIH OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e‘\ .‘ a .' .' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

5. @©.1.0. (pu ero HaJIMUUMK), TOJKHOCTb PYKOBOJMTEIIS
6. Tenedon

7. Dakc

8. e-mail

9. busnec-u1eHTH(HUKALIMOHHBINH HOMEP

10. WuauBunyansHblil HAeHTHGUKALMOHHBIA HOMED
11. banx

12. PacueTHslii cuet

13. BamoTHslit cuer

14. Kopg

15. baHKoBCKUiT NIEHTU(UKAIMOHHBIH KO
VYcyromnonyyaresb:

FapaHTpr}o: JAOCTOBEPHOCTH I/IH(bOpMaI_II/II/I PErucTpalluOHHOI0 JOCHC, HEHAPYIICHNUEC UCKIIOUYUTCIIbHBIX IIPAB TPETHbUMHU JIMIIaMH Ha H306pe—

TEHUE WIH MOJIE3HYIO MOAEIb, aA€KBATHOCTb IEPEBOAOB METOAUK KOHTPOJIA Ka4€CTBA, HHCTPYKIUH 110 MEAUIUHCKOMY IPUMEHEHUIO JIEKap-

CTBEHHOT'O CPEJICTBA; NPEJACTABUTH 00Pa3Ibl JIEKAPCTBEHHBIX CPEJICTB, CTAHAAPTHBIE 00Pa3Ibl JIEKAPCTBEHHBIX CYOCTaHLIMI U UX PUMeceii B

KOJIMYECTBAX, JOCTATOUHBIX JUISl TPEXKPATHOTO aHAIN3a, CIeHM(HIECKHE PEareHThl, PACXOIHbIe MaTepuallbl, IPUMEHsIEMbIE TIPH TIPOBEIe-

HHH UCTIBITAHUIA JICKapCTBECHHBIX CPEJICTB (B UCKIIIOUUTEIIBHBIX ClIy4dasX U Ha YCIIOBUAX BOSBpaTa), a TaK)X€ UX COOTBECTCTBHC HOpMAaTHBHBIM

JAOKYMCHTaM, IPEACTaBIsICMbIM Ha pErucTpanuio. 06$I3yIOCI> COO6H13.TI> 000 BceX U3MEHEHUSAX B PETUCTPALIMOHHOE NOCHE, a TAKIKE IMMPEACTaB-

JISITh MaTe€pHraJlbl IIPpU 06Hapy)I(€HI/II/I HEXKECIAaTCIIbHBIX peaxunﬁ IIpU NPUMEHCHUHU JICKAPCTBEHHOI'O CPEJICTBA, paHEC HE YKa3aHHBIX B UHCTPYK-

A IO MEAUITUHCKOMY IIPUMEHCHHIO.

Jlara

®.1.0 (mpu ero HaTMYKN) U JOJDKHOCTH OTBETCTBEHHOTO JIUI[A YCITYyT OOy 9aTels

IToamnuce

IIpumeyanue:

* 3asBeHME 3aMOJIHIETCS OJJHOKPATHO U HE TOJJIEKUT KOPPEKTUPOBKE.

¢opma

3asiBJIeHMe HA PerHCTPANMIO WM BHECEHUE U3MEHEHUH B 3aperucTPMPOBAHHYIO

HEHY NMPOU3BOAUTEIIA JJCKAPCTBEHHOI'O CPEACTBA

[IpenocTaBmsito nHGOPMALIUIO JJIsI PETUCTPALIUU 1IEHBI UJIM BHECEHUS U3MEHEHU I

B 3apCTUCTPUPOBAHHYIO ICHY IIPONU3BOIUTCIIA JICKAPCTBCHHOI'O CPpCACTBA

1. Yenyronony4darenb

1.1. IIpou3BoauTeNb 1EKAPCTBEHHOI'O CPECTBA

HaumeHnoBaHue

Crpana

IOpunnyeckuii anpec

®daxrrueckuii agpec

Tenedon

®dakc
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AKTLIep/IiH TANOHIbI OaKplIay OaHKI
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Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

e-mail

KoHTtakTHOE JTHII0

®dammusi, UM, 0TY4ECTBO (TIPH €0 HAJIMYHH)

JloIKHOCTB

Tenedon

daxc

e-mail

1.2. Brnanenen perucTpaiioOHHOTO yA0CTOBEPEHUS

HazBanue

Crpana

IOpunnyeckuii anpec

daxTrueckuii agpec

Tenedon

®dakc

e-mail

damunus, UMs, 0TYECTBO (TIPU €ro HAJIMYUH) PYKOBOAUTEIS

KonTakTHOE 1HII0

damunusi, UMsl, 0TYECTBO (TIPH €ro HATHYHH)

JloIKHOCTD

Tenedon

dakc

e-mail

1.3. JIoBepeHHOE IUIIO0 WA KOMITAHUS, PEICTABUTEIBCTBO OT

YCIIYTOMNOJIyYaTesd, YIIOJTHOMOYEHHOE TPOBOAUTD IEMCTBUS BO BPEMS NPOLIEAYPbI

peructpanuu 1ensl B Pecniyonuke Kazaxcran

2. Undopmarnus o JieKapCTBEHHOM CPECTBE

TOpl"OBOe HaMMCHOBaHHC

Howmep u narta perucrpainoHHO-
ro ypocroBepeHus B Pecry6mm-
ke Kazaxcran

JlexapcTBEeHHOE CPEICTBO SBIIS-
eTcst: (Hy)KHOE OTMETHUTB)

MesxmyHapoaHOe HEIAaTeHTOBAH-
HOE HauMeHOBaHue (IIPU HaIU-
41N

CocraB

JlexapctBenHas popma

Jlo3upoBka

Konnenrpauus

el Bl Bl BS d

O6beM

KonnuectBo Bo BTOpUYHOIA (T10-
TpeOUTENILCKOM) yITaKOBKE

11.
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Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI
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Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

Kon cornacio AnaroMo-tepa-
[IEBTUYECKO-XUMHYECKON KiIac-
cudukamun (ATX kox)

12.

Cr1oco0bI BBEICHUS

13.

CBezieHus 0 paHee 3aperucTpy-
POBAHHO LIeHEe IS OTITOBOM 1
PO3HHYHOU peanu3alnuu

JlaTa perucTpaliyu 3aperucTpu-
POBaHHOI LIeHBI AJIs1 ONTOBOM U
PO3HUYHON peanu3anuu

IIpenenbHas [ieHa OTEYECTBEHHO-
T'O IPOU3BOAUTEIIS ISl OTITOBOM
Y PO3HUYHOU peanu3anud (3a mo-
TPEOUTENBCKYIO YITAKOBKY)

15.

JlexapCcTBEHHOE CPEICTBO paHee
Ha Tepputopuu Pecnyonuku Ka-
3aXCTaH Pealn30BbIBAIOCH

na

HET

16.

Ilena npousBoauTens 1Jis ONTO-
BOH M PO3HUYHOH peanu3anuy, a
taroke B pamkax 'OBMII u

(mu) B cucreme OCMC nsst BBO-
3uMbIx JIC (3a noTpeOuTess-
CKYIO YIaKOBKY)

IleHa 3a MOTPEOHUTENBCKYIO YITAKOBKY

Ilena 3a
noTpedu-
TEIBCKYIO
YIaKOBKY
B BaJIIOTE
(uHOCTD)

Llena 3a norpebu-
TEJIBCKYIO YIIAKOBKY
B TCHTe

JlexapcTBeHHOE CPEJICTBO paHee
Ha TeppuTopuio Pecrryonuku Ka-
3aXCTaH HOCTABILIOCH

Jaa

HET

JlaHHBIC TOKYMEHTOB, 1O/
TBepkaaromux neny JIC (3a
MOTPEOUTENBCKYIO YIIAKOBKY)

Ilena B BanroTe MHBOICA 3a TOTPEOH-
TEIBCKYIO YIIAKOBKY

Llena 3a mo-
TpeOuTEIh-
CKYIO YIaKOB-
Ky B BaJIIOTE

Llena uHBOlica 3a
MOTPEOUTENBCKY IO
YIIaKOBKY B TE€Hre

CKYIO YIaKOBKY)

neny JIC (3a notpebutens-

Ky JIC 3a IOTpeOUTENbCKYIO YIaKOB-
Ky

CKYIO YIIaKOB-
Ky B BaJIOTE
(uHOCTD)

(uHOCTp)
JlaHHbIe KOHTpaKTa, JOroBO- lena B BaroTe pakTHUECKOTO KOH- Ilena 3a no- Lena ¢paxruuecko-
pa u zp., TOATBEPKAAOIINX TpaKTa, JOr0BOpPA MM JAp. Ha IIOCTaB- TpeOuTens- ro KOHTPAKTa, J10-

roBOpa W Jp. Ha
nocrtaBky JIC 3a no-
TPEeOUTENBCKYIO
YIAKOBKY B TEHTe

CBelieHus 0 1IeHe B pe)epeHTHBIX CTPaHaXx, IIe UMeeTcs rocyap-
CTBEHHAsl PErUCTPALUsl JIEKAPCTBEHHOI'O CPEICTBA WIIM CTPaHe-TIPo-

U3BOJUTENS (32 TOTPEOUTEIBCKYIO YIIAKOBKY)

Crpa- | Top- KommaectBo B notpebu- | llena 3a morpeburens- Ilena B mepecuere Ba- | Lle- | Ilpuumna ot-
Ha ro- TEJNbCKON YIaKOBKE B CKYIO YIIaKOBKY Ha konmuectBo JIC mo- | Ha CyTCTBUS
BOE pedepenTHOM cTpaHe B IOTPEOUTENBCKON Ta B
Ha- YIAKOBKE, 3aperu- TEH-
nMme- crpupoBanHoii B PK re
HOBa-
HHE
Azep-
Gaii-
JOKaH
bena-
pychb




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

e* ‘ a .' r DTaJOHHBIH KOHTpOJ'II)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6nm<1/l Kazaxcran B OJICKTPOHHOM BHIC

Penakuusiinay KyHi 12.03.2026

Cakray KyHi 08.04.2026
Jata penaxkunn 12.03.2026
JlaTa ckaunBaHUS 08.04.2026

bon-
rapus

Ben-
rpust

Keip-
TBI3-
CTaH

TTonb-

Poc-
cust

Ciro-
BEHUS

Typ-
s

V36e-
KH-
cTa"

Crpa-

po-
H3BO-
JITE-
¥

17.

3apeructpupoBanHas 1ieHa mpousBoanuTesst JIC 171 onToBO# M POZHUYHON peann3aii, a TAKKE B paM-

kax 'OBMII u (mu) B cucreme OCMC

18.

Hena JIC mist onToBOW M pO3HUYHOM peanu3anuy, a Takke B paMmkax 'OBMII u (unm) B cucreme

OCMC, npoussenenHoro B Pecrry6iuke Kazaxcran, cocTosIIy 0 U3 HIDKEYKa3aHHBIX (haKTHUCCKH T10-

HCCCHHBIX 3aTpaT

HaunmeHnoBanue (baKTI/I'-IeCKI/I IIOHCCCHHBIX 3aTpaT

CTOI/IMOCTL, TCHI'C

3aKyIKa ChIPbs M (MJIH) KOMILUIEKTYIOMIUX

JIOTUCTHKA ChIPbs U (I/IJ’II/I) KOMIIJICKTYIOIIUX

CTpaxOBaHUEC, TAMOKCHHBIC IIJIATCIKNU U TAMOXKXCHHOC O(bOpMJ'IeHI/IC CbIpbs U (I/I.]'[I/I) KOMILJICKTYIOIUX

POEKTHPOBKa

pa3paboTka

Iu3aiH

TpaHchep TeXHOIOrHit

KOHTPAKTHOC IIPONU3BOACTBO

TIaTEHTUPOBAHUC

TIOKYIIKa IIPOMU3BOACTBECHHOT'O O60pyHOBaHI/I$[

06y‘-I€HI/IC IIe€pcoHajla Ha NPOU3BOJACTBCHHBIX IIOMIA/IKAX 33py6C)KOM

BHEAPCHUEC MEKAYHAPOAHBIX CTAHAAPTOB Ka4eCTBa

TI0JTy4€HHuEe CepTI/Iq)I/IKaTa O [IPOUCXOXKACHUU TOBapa

HOJIy4eHHEe HHITYCTpUaNbHOro cepTudukara HannonansHas nanara npeanpuHuMateneii Pecy6nuku

Kazaxcran

15

11a00paTOPHBIC UCTIBITAHUS

16

KIIMHUYCCKUEC UCIIBITAHUA




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray kyHi

e-‘ ‘ a ,' _' DTaJOHHBIH KOHTPOJIbHBIN OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKium

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

12.03.2026
08.04.2026
12.03.2026
08.04.2026

17

11a00paTOPHO-KIMHUYECKHE HCITBITAHUS

18

JKCIICpTHU3a B LECIIAX FOCyZ[apCTBeHHOﬁ peructpanuu, nepeperucTpaluii 1 BHCCECHUN W3MEHEHUH B peru-
CTPALITMOHHOEC 10ChE

OILICHKa Ka4ye€CTBa

20

CUCTEMY MOHUTOpPHUHIA 6630HaCHOCTI/I, Ka4yeCTBa U 3(1)(1]CKTI/IBHOCTI/I JICKapCTBEHHBIX CPEICTB

21

COZICPKAaHUEC II€PCOHAJIa

Htoro cymma:

dbopma

3asiBiIeHNe HA BKJIIOYEHHE JIeKAPCTBEHHOT0 cpeacTBa B Kazaxcranckuid

HALMOHAJIBbHBIU JIEKAPCTBEHHbIN (pOPMYJIAP

1. Uudopmanus o yciayrononydarese:
1) HanMeHOBaHNE OpraHu3allny;

2) ®.1.0. (npu HaIU4YMK) OTBETCTBEHHOTO JIUIIA, JOJIKHOCTB;

3) MecTo HaXOXKICHUsI OpTaHU3aIUMHU yCIyTronoiyyarens (IopuIudecKuit aapec,

dbakTuyeckuii aapec);

4) BUH, 6aHKOBCKHME PEKBU3UTHI;
5) Homep Tenedona u (win) dakca;

6) AIEKTPOHHBIN aIpec WIH AJIPEC JIEKTPOHHOM MOYTHI.

2. JlaHHbBI€ 1O 3asBJICHHOMY JIeKapcTBeHHOMY cpencTByY (JIC) B COOTBETCTBUM C

['ocynapcTBEHHBIM peeCTPOM JIEKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX U3IEIIUN:

1) roproBoe HanmenoBanue JIC;

2) MEeXIYHApOJHOE HEMATEHTOBAHHOE HAMMEHOBAHMUE;

3) cocraB JIC (meicTByOIINE U BCIIOMOTATENIbHBIE BEIIECTBA), IPEAJIAraeMoro

JJIA BKIIIOUCHMUS

4) nexapcTBeHHas (popMma U T03UPOBKA, KOHIIEHTPAIIUS;

5) cBeneHus 0 rocyIapcTBEHHOM peructpanuu 3assiaeHHoro JIC B PecryOnuke

Kazaxcran;

6) papmakonoruueckoe neictaue JIC;

7) hapmakonornyeckas rpynmna JIC u ATX kox;



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray kyHi

e‘\ .‘ a ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB JlaTa pesaKiyu
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

8) Mmoka3aHus K MPUMEHEHUIO COTJIACHO MHCTPYKIUU 110 TPUMEHEHUIO
JIEKAPCTBEHHOTO CPEICTBA;

9) croco6 mpuMeHEeHus.

Ecnu nocke coep XUt KOHPUACHIIMAIbHYI0 HHPOPMAIIUIO, YKa3aTh, KaKkas
uH(popMaIus ABIsSETCA KOH(PHUICHINATBHON U NPEI0CTaBUTh 000OCHOBAaHUE
KOH(UICHIIMATILHOTO XapaKTepa 3Tor nHpopMaIuu.

I[OJ'I}KHOCTB OTBCTCTBCHHOTI'O JIMIIA YCIIYT'OIIOJIYHaTCJIA

Iloamuce

@®.1.0. (mpu HAIMYHH)

JlaTa

[Tpumevanusi: O0beM 3asBJICHUS HE MIPEBBIMIACT 2 CTPAHUIL U OCHOBBIBAETCS HA

CBOJHOU MH(OpMAIUU U3 JJOChE.



e.zZan

KaSaKCTaH PeCﬁyGﬂHKaCHHLIH OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

[Ipunoxenue 2 xk npaBuiIam

perucTpanuu JCKAapCTBCHHBIX

CpeacTB U MCAUITUHCKUX HBI[CJII/Iﬁ

I10 IIPUHIOHUITY «CAUHOI'O OKHAa»

dopma

3asiBjIeHNe HA NPOBeeHNe IKCIEPTH3bL, TOCY1aPCTBEHHOM PerucTpaumu,

nmepeperucrpanum, BHECCHUSA H3MeHeHMil B PErUCTPANUOHHOE 10CHE

METUIMHCKOI0 U31eJ U

Tun npoueaypst

Perucrpanus

[Tepepeructparus

[]

BHecenue naMeHeHUH

[]

1.1.

Bup sxcnieptussl (Heobxoaumoe
yKa3aTb)

Yckopennas [la

[]

Her

[]

OcHoBaHue

[]

1.2 CBezieHHsI O PErHCTPalMOHHOM Ne perucTpallMOHHOTO YAOCTOBEpEHHs BbljaHHOTO B Pecriybnnke Kaszaxcran ¢
Y/I0CTOBEPEHHH (IIpHU TIepeperu- yKa3aHHEM JIaThl BBIIAUH ¥ CPOKA JCHCTBHS
CTpalMU U BHECCHUH U3MCHEHHUIT B
PETHCTPALIMOHHOE JI0ChE)
2. ToproBoe HanMeHOBaHKE Ha Ka3aXCKOM SI3bIKE
Ha PYCCKOM SI3bIKE
3. Homenknatypasiit ko ['106anbHON HOMEHKIIATYPbI MEIUIMH-
CKHUX H3JeNuit (IpH HaTHYHH)
4. Kox Homenkimatypbl MeanMHCKHX u3aenuii Pecriyonuku Kazax-
cTaH
5. O067acTh METUIIMHCKOTO ITPUMEHE- Ha Ka3aXCKOM SI3bIKE
HUS
Ha PYCCKOM $I3bIKE
6. Haznauyenue Ha Ka3aXCKOM SI3bIKE
Ha PYCCKOM $I3bIKE
7. MeauumHcKoe U3/IeIne IBIseTCs MU (MMH)
MU (MT)




e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

12.03.2026
Cakray KyHi 08.04.2026
Jlata pegakuuu 12.03.2026
JlaTta ckaunBaHMs 08.04.2026

MM (in vitro)

[]

7-1. Ty MEIUIUHCKOTO U3/IeNNs UH 3akpsiTas cuctema: [la 000CHOBaHKE OT NpoU3BOIUTENA (YKa3aTh CTPaHH-
BHUTPO (HE0OXOIMMOE yKa3aTh) l:l Iy PETHCTPAIOHHOTO JIOChE)
Her
8. Kpatkas TexHHUYeCKast XapaKTepH- Ha Ka3aXCKOM SI3bIKE
cTuka (Mpy HATMYUU IPOrPAMMHO-
(np porp Ha PYCCKOM $I3bIKE
ro obecredeH s BKIIOYAIOTCS JaH-
HbIE TIPOrPAMMHOT0 00eCTIeueHMs)
9. Kiacc B 3aBHCHMOCTH OT CTENEHH MOTEHIIHAIBHOTO PUCKA TIPHU- Kunacc 1 - ¢ au3koii crenensio pucka Kiace 2a - co
MeHeHHs (He00XO0JMMOe OTMETHTB) cpenHeit crenenbto pucka Kitace 26 - ¢ noBbIIIeH-
HOH creneHbro pucka Kiace 3 - ¢ BbIcOKoIi cTere-
HBIO pUCKa
10. MenunuHcKas TEXHUKA SBISIETCS (OTMETHTH IIPH HEOOX0IMMO- CpencTBo n3MepeHus

CTH)

[]

Kommnexe (MT)

[]

Cucrema (MT

[]

Armmapar

05 O
5
o

O6opynoBaHue

[]

W3enve MEANIIMHCKOTO HA3HAYEHHUS ABISIETCS (OTMETHUTD TIPH
HEOOXOANMOCTH)

CpencTBo u3MepeHus

[]

CrepunbHOe

[]

Habop (komruiekT)

[]

MenunuHckoe u3aenue in vitro sBisiercst (OTMETHTh IPH HE00-
XOJMMOCTH)

CpencTBo u3MepeHus

[]

Anmnapar

[]




KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penakuusiinay KyHi

12.03.2026

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Caxray KyHi 08.04.2026
- ‘ a ‘ ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 12.03.2026
Pecny6inku Kazaxcrad B 3JIEKTPOHHOM BHJIE b
y p 2 JlaTta ckaunBaHMs 08.04.2026
Ob6opynoBanue
Jli caMOKOHTpoOJIst
Habop (xoMrIurexT)
11. B cocraBe nMmeeTcs 1eKapCTBEHHOE CPEICTBO Ha
Her
12. Kommnexrarus MU
HanmenoBanne monenu (Moxudukarym) MU Ha pycckoMm si3pike **
HanmenoBanune monenu (Moxudukaryn) MU Ha kazaxckoM si3bIke **
Bun cocraBrOM Bun cocraBHOM Haumenosa- Hanmenosa- | Monens Mopnens IIpo- IIpous- | Crpa- | Crpa-
4acTH Ha pyc- YacTH Ha Ka3ax- HHE COCTAaB- HHE COCTaB- COCTaB- COCTaB- U3BO- BOJIH- Ha Ha
CKOM SI3BIKE *** CKOM SI3BIKE *** HBIX yacTei HBIX YacTei HBIX Ya- HBIX 4Ya- M- TENb Ha HA
Ha PYCCKOM Ha Ka3ax- creil Ha cTeif Ha Teb Ha Ka- pyc- Ka-
SI3BIKE CKOM $I3BIKE pycckoM Kazax- Ha 3ax- CKOM 3ax-
SI3BIKE CKOM s13BI- | pyc- CKOM SI3BI- CKOM
Ke CKOM SI3BIKE Ke SI3BI-
SI3BIKE Ke
OCHOBHOH 0JIOK Heri3ri 010K
MT
KOMILIEKTYIO- JKMBIHTBIKTAY LIIbI-
1iee nap
porpaMHoe OarapiamanbIK
obecrieueHne JKacaKTrama
TIPUHAUICK- KepeK-KapaKTapbl
HOCTH
pacxoaHbIi Ma- IBIFBIH MATEPH-
TepHa anjapsl
U3JIeTIHe TUTIO- THUINTIK MOJIIEPIi
pa3MepHOro psi- Katap OyHbIMBbI
na(c ykazaHuem (enmeM ayKpI-
Jiara3oHa pas- MBIH KepceTe
MEpOB ) OTBIPBII)
peareHT peareHT
13. YnakoBka
I I 1 T 1
Ne Bun (nepBuunas wiu Bropuunas) | Ha- Pa3- | O6b- | Ko- Kpar-
nme- Mep | em - Koe
HOBa- ye-
HUE CTBO




KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penakuusiinay KyHi 12.03.2026

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 08.04.2026
- ‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 12.03.2026
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
y p 2 JlaTta ckaunBaHMs 08.04.2026
emu- | omm-
HHUIL ca-
B HHE
yma-
KOB-
Ke

1. IlepBuunas

2. Bropuunas

3 I'pynmoBast (1py HaIM4KK)

14. Cpoxk XpaHeHUs KOJIMYECTBO MecseB (JIeT)
T"apanTHiiHbIA CPOK HKCILTyaTAMU TPHOO- KOJIMYECTBO MECSLEB (JIeT)
poB (anmaparoB, 060pyJOBaHHN)

15. YcnoBus TpaHCHOPTUPOBAHUS

16. YcnoBust XpaHeHUst

17. Peructpans B cTpaHe-npou3BOUTEIIE U APYTHX CTPAHAX

1. HasBanue ctpanbl Ne perucrpa- Jlara Bbliaun Cpoxk peiicTBust
LIHOHHOTO
yIIOCTOBEpE-

Hus (yKa3bIBa-
eTCsl IIPH Ha-
JIYHH)

18. | IIpoussoactBo [TosHOCTBIO HA TAHHOM IPOM3BOJICTBE
YacTU4HO Ha JAHHOM TIPOH3BOJICTBE
ITonHOCTBIO Ha APYTOM IIPOU3BOACTBE

19. | IIpousBoauTens MEAULUHCKOIO U3/EIHs M Y4aCTOK IIPOM3BOJCTBA (BKIIOYAs yUaCTKH IPOU3BOJCTBA JIFOOOr0 KOMIOHEHTA, KOTOPBIi

SIBJISICTCS YACTHIO MEUIIHCKOTO M3/IEIIHs)
Ne Tum mponsBoguTeNs Haumenosa- Ne, nara u IOpu- | ®ak- | Teme- | ©.M.O. ©.1.0. (mpu
HHUE, CTpaHa CPOK Jeii- nuue- | tuue- | ¢ow, (pu ero Ha- €ro Haju-
1,2 (Ha ka3ax- CTBHS paspe- CKUii CKHi ¢daxc, | nuuwmm), YHH), TOJIK-
CKOM, pyc- HIUTEJILHOTO aapec | an- e- JIOJKHOCTB HOCTb KOH-
CKOM, aHTJInii- JOKYMEHTa pec mail pyKOBOAMTE- | TAKTHOTO JIH-
CKOM $I3BIKaXx) st na

1. [IpousBoxuTens

2. [IpousBoacTBEHHAS TUIONIAKA

3. YTOIHOMOYEHHBIH PeACTaBU-

TeNb npou3BoauTels B Peciy6-
nuke Kazaxcran

4 KoHnTakTHbBIE JaHHBIE YIIOIHO-

MOYEHHOT0 JIUIIA T10 MOHUTO-
PHMHTY HEOJIaronpusITHBIX COObI-
THi (MHIUICHTOB) HAa TEPPHUTO-
pun Pecriy6nuku Kazaxcran

5 Ycmyronomnyuarens JlarHbBIC 11O
JIOBEPEHHOCTH




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 08.04.2026
™ ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 12.03.2026

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKAUMBAHUS 08.04.2026

20. | V3meHeHUs:, BHOCUMBIC B PETHCTPALIMOHHOE JOChE (3AMOIHSIOTCS IIPU TUIIE 3asBKU — BHECEHHE U3MEHEHHUH) (YKa3aTh BHOCHMBIC H3Me-
HCHHA)

Ne Penakiyst 1o BHECEHUS N3MCHEHUH BHocumble n3MeHEHUS

21. JlaHHBIE 11O IOTOBOPY Ha MPOBECHUE HKCIIEPTU3BI MEAUIIHCKOTO M3ICIUS

1. Ne oroBopa Ha IPOBEAEHHE SKCIICPTH3bI MEIUIIMHCKOTO H3/ICIIHS

2. Jlara 3axmoueHus

3. Cpok peiicTBust

22. CyOBEKT, OCYIIECTBIIONINI OIUIaTy 3a IPOBEICHUE SKCIEPTU3EI MEIUINHCKOTO N3IEIHS

1. HanMeHoBaHME FOPHIMYECKOTO JIAIA

2 Crpana

3 IOpunnueckuit agpec

4 dakTHueckuil agpec

5 ®.1.0. (rpu ero HAUYIHN)

6. Tenedon

7 ®daxkc

8 DIEeKTPOHHBIN apec

9 BusHec-nneHTHHUKANOHHEIH HOMEP

10. WHpuBuyanbHbIH HICHTU(QUKAINOHHEIH HOMEp

11. banx

12. Pacuernslii cuer

13. BamrorHslii cuer

14. Kon

15. BankoBckuit naeHTH(UKAINOHHBII KOX

Ycmyronomydarens:

lapanTHPYIO: TOCTOBEPHOCTH HH(OPMAIINH, aJeKBATHOCTh NIEPEBOIOB METOMK KOHTPOJISI KAUeCTBa, YKCIUTYyaTal[MOHHOTO TIOKYMEHTA, HH-
CTPYKIHUH [0 MEUIIUHCKOMY ITPUMEHEHHIO MEUIIMHCKOTO U3/IENNs, IPEACTABICHUE [0 Havaa JabopaTOPHBIX UCIBITAHUI 00pa3IOB MEU-
LIUHCKOTO M3/IeNNsl, CTaHAapTHBIE 00pa3ibl B KOJIMYECTBAX, JOCTATOYHBIX JUIs TPEXKPATHOTO aHAIN3a, CIeHU(pHYECKUE PeareHThl, PacXo/l-
HBIC MaTEPHAIIbL, IPHMEHSIEMBIC ITPU TIPOBEICHUN HCIBITAHUH (B HCKITIOYATEIBHBIX CITydasX M Ha YCIOBHIX BO3BpPaTa), a TAK)KE MX COOTBET-
CTBHE IOKYMEHTaM I10 Ka4eCTBY, IPECTaBICHHBIM Ha 3KCIEPTHRY.

O053yI0Ch OCYLIECTBIIATH HOCTABKY MEIHUIIMHCKOTO H3aeius B PeciyOnuky KazaxcraH, COOTBETCTBYIOIIHE TPeOOBAHUAM, YKa3aHHBIM B PETH-
CTPAllMOHHOM JIOChE, ¥ CONPOBOXKAATH MEAUIIMHCKOE U3/IeIIE HHCTPYKINEH 0 MEAUIITHCKOMY IPUMEHEHHUIO (PYKOBOJICTBOM) 110 9KCILIya-
TalMY Ha Ka3aXCKOM U PYCCKOM SI3bIKaX, C COOJIOICHUEM JOCTOBEPHOCTH U ayTEHTUYHOCTH MEPEBOIOB.

TapaHTHPYIO COXpaHEHHE 6E30MAaCHOCTH ¥ Ka4eCTBA MEUIIMHCKOTO M3/ICIHS B TSUCHHUE BCETO CPOKA HCIIOIb30BAHHS, IIPU COOMIOICHIN
YCJIOBHH TPAHCIIOPTUPOBAHHUSI U XPAHECHHSI B COOTBETCTBHHU C TPEOOBAHHUSMHU 3aBO/Ia-TIPOU3BOIUTEIIS.

O0s3y10Cch cO00IIaTh 000 BCeX U3MEHEHUSIX B PETHCTPALMOHHOE J10ChE, a TAKOKe MPEJICTaBIIATh 3asBICHUE U MaTepualbl IpH 0OHApYKEHUU
NOOOYHBIX BO3AEHCTBUI IPH NPUMEHEHUH MEAULIMHCKOTO U3/IENNUs, pAHEE HE YKa3aHHBIX B MHCTPYKIMH [0 MEIULUHCKOMY TPUMEHEHHIO U
/WIH B 3KCIUTyaTallHOHHOM JOKYMEHTE MEIUIIMHCKOTO U3/IeTIH.

Jlara
®.1.0. (pu ero Hanu4um)
VYenyronomydarenst

IMoanuce

[Ipumeyanue:

* HanMeHOBaHNE Ha aHTJIMICKOM sI3bIKE 00s13aTENBHO JUIs 3apyOekKHBIX TPEANPUATUN
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AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 08.04.2026

e‘ o (" | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 12.03.2026
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
JlaTta ckaunBaHMs 08.04.2026

** mpu HaTMYMK HECKOJIBKUX MOJeNel (MoAu(pUKAIINIA) JTaHHBIC 3aTOTHSIIOTCS
OTJIEBHOMN CTPOKOM Ha Ka)X Iy MOJIeh (MOAU(HUKAIIHIIO)

% 3aMoTHACTCS MPU HATUYWU

*AXE TOMUMO yKa3aHHBIX JOKYMEHTOB, YCIYTOMOIYYaTeNlb MPEJOCTABISIET OTYET
BaJIMJIALIUA MEAUIIMHCKOTO U3IeIUs, IPEICTABICHHBIX HA SKCIIEPTU3Y MU OTUET
BAJIMJALIMA U3MEHEHUM, BHOCUMBIX B PETUCTPALMOHHOE J0ChE MEAUIIMHCKOTO U3/IEIIHUS

dopma

(HauMeHOBaHUE TOCYJaPCTBEHHOM
AKCTIIEPTHOM OpraHu3aIum)

3asiBJieHMe )15l PETHCTPAIliN, BHECEHHS] U3MEHEHNs B IIeHY NIPOU3BOAUTEJIA
u3/1eMsl MeTUIIUHCKOT0 HA3HAYEeHHUs1, BBO3UMOI'0 Ha Tepputopuio Pecnydiauku
Ka3axcran

[IpenocTasmnsito nHGOPMALIUIO JJ1s1 PETUCTPALIUU, BHECEHUS U3MEHEHUS B LICHY
MIPOU3BOIAUTEII U3IEIIHUSI MEIUIIMHCKOTO HA3HAUYEHH S, BBO3UMOI'0 HA TEPPUTOPHUIO
Pecny6nuku Kazaxcran

1. Ycayromoayyareiab

1.1. IIpousBouTENH

HaumeHnoBaHue 10pHIM4eCKOro Jula

Crpana

IOpunuyeckuii agpec

dakTHueckuil agpec

Tenedon

®dakc

e-mail

KonrakTHOE U0 ®.1.0. (pu ero HaIUYHN)

HoimkHoCTh

Tenedon

dakc

e-mail




Kazakcran PeCl'Iy6J1HKaCLIHLII—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penakuusiinay KyHi

12.03.2026

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 08.04.2026
e‘ ‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pefaKuuu 12.03.2026
PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 08.04.2026
| Hannuue B Pecniy6nuke Kazaxcran cTpyKTypHOro nojpaszesieHust (Iopuandeckoe JIMLo, Guirra)
1.2. Bnanenen perucTpalioOHHOTO y10CTOBEPEHHUS
HasBanue
Crpana
IOpunnyeckwuii anpec
®daxTrueckuii agpec
Ten.
daxc
e-mail
&.J.0. (mpu ero HaIHMYUH) PYKOBOJUTEIS
KonrakTtHoe auio [Ipu Ha-
JMYUU
Jomx-
HOCTh
Tene-
¢on
®dakc
e-mail

JIM3aluu JJIs1 OIITOBBIX HI/ICTpI/I6I>IOTOpOB

Hanyune B Pecy6nuke KazaxcraH cTpyKTypHOTO IOpa3aeicHus (FOpUAMIEcKoe JTHL0, GYIHa) HaJeIeHHOro GyHKIMeH pea-

1.3. YIotTHOMOYEHHBIN MPEICTABUTENb POU3BOIUTENS JTUO0 TOBEPEHHOE JIUIIO,
YIOJIHOMOYEHHOE MTPOBOAUTH ACHCTBUS BO BpeMs MPOLETYpPbl TOCY1apCTBEHHOM

peructpaiuu B Pecniyonmke KazaxcraH.

Hasgauwue (nmu @.1.0. amst ¢pus. nuia (pu ero HATHMYUH))

Crpana

IOpunnyeckuii anpec

daxrrueckuii agpec

Tenedon

®dakc

e-mail

®.1.0. (pu ero HaNu4Kuu) PyKOBOJUTEIS

JlaHHBIE O TOBEpEHHOCTH

Ne noBepeHHOCTH

Jlata BbIIauN

Cpoxk neiicTBus

2. Uudopmanus o UMH

1. TOpFOBOC HaAaMMCHOBaHUEC MCAUITUHCKOI'O U3JCIINA

HOMCp PETUCTPALIOHHOI'O YAOCTOBEPEHUS, 1aTa BhIAa4YU B PCCHyGJ’II/IKG Kazaxcran

BapI/IaHT HUCIIOJIHCHUA

Ennanna n3mepeHus

4 Rl el

COCTaBHﬂIOH.II/IC OIHOM €UHULIBI HU3MEpPEHUS




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 08.04.2026
™ ‘ a ,' '] DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB JlaTa pesaKiyu 12.03.2026
Pecny6nnku Kazaxcran B 3J€KTPOHHOM BH, b
ecny6 43aXCTaH B SIICKTPOHHO e JlaTta ckaunBaHMs 08.04.2026
6. | MeauuuHCKOe U3/eNIMe OTHOCUTCS K Kilaccy 0e301macHOCTH (HYKHOE OTMETHTB) KJjacc 1 - ¢ HU3KOM CTENEHbI0 pUCKa

Kiacc 2 a - co CpCHHCﬁ CTCIICHBIO pUCKa

Kiacc 2 0 - ¢ MOBBIIIEHHOMN CTEIEHBIO puc-
Ka

KJ1acc 3 - ¢ BBICOKOH CTENEeHbBIO PHCKa

Ycayronosay4yareib:

["apanTupyo: JOCTOBEPHOCTH, MOJHOTY U COJIEPHKAHUE MMPEAOCTABIECHHBIX TOKYMEHTOB
B COOTBETCTBHUHU C 3aKOHOAATENbCTBOM PecnyOnnku Kazaxcran u HaCTOSIIIUMHU
[IpaBunamu.

Jlara
@®.1.0. (mpu €ero HaIu4YuM) yCayronoJy4aresis
IHonnuce

[Tpumeuanue: *Perucrparus 1ieHbl UM BHECEHUE U3MEHEHUS B 3aPETUCTPUPOBAHHYO
IIEHY MMPOU3BOIUTENSI HA TOPrOBOE HAMMEHOBAHUE M TEXHUUYECKYIO XapaKTEPUCTHKY
HNMH B pamkax 'OBMII u (unm) B cucreme OCMC ocymiectBisiercs B TeHre. [lpu
KOHBEPTAIMU IIEHBI YCIYTOMOIy4YaTeNsl B TEHT€ UCIIONb3YIOTCS OQUIIMATbHBIE KYPCHI
WHOCTPAHHBIX BATIOT B CPETHEM 33 MECSII, MPEANICCTBYIOIIHIA ITOAa9e 3asIBICHUS
(cpennuit ooMennbIit Kypc) HanmonansHoro banka Pecnyonuku Kazaxcran.

**[Ipu oTcyTcTBUM 0OMeHHOTO Kypca B Harmonansaom banke Pecriy6nuku Kazaxcran
uHpopmarims o pedepeHTHOM 1IeHe nogaetcs B Aouiapax Coenunennsix [ItaTos
AMEpHKH COTJIACHO pacueTHOMY KypCy OIepaluii 3a MpeAlIeCTBY 0NN MECHII,
IpeloCTaBIeHHBIX KazHaueicTBoM Opranuzanuu O0bequHeHHbIX Hanui, Ha caiite
www.treasury.un.org.

4% [Ipn OTCYTCTBUU pErucTpaluu B peepeHTHBIX CTPaHAX

**#%B cinyuae orcyTcTBUs PY U paHee 3apeructpupoBaHHasi [ieHa TPOU3BOIUTES
HNMH 3a equHuny nuamepeHus y 3asBIsi€MOr0 Ha PETUCTPALUIO IEHBI IIPOU3BOIUTEIS
NMH nyskr 1.2 1 cTpoka 2 nmyHKTa 2 U JaHHbIE PaHEe 3apETUCTPUPOBAHHON LIEHA
npoussoaurenss UMH ne 3anonssroTes.

@®.1.0. (1mpu ero HaIMYMK) yCIyTronoIy4aress MOANKUCH

Jlara
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Penakuusiinay KyHi 12.03.2026

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 08.04.2026
DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 12.03.2026
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE Tlata ckaumBanms 08.04.2026

[Ipunoxenue 3 xk npaBUIIaM
pEerucTpanuu J€KapCTBEHHBIX CPEICTB
Y MEIMLIUHCKUAX W3JEJIAN 110 MPUHLINITY

«EIMHOTO OKHa»

IlepeyeHb OCHOBHBIX TPEOOBAHMI K OKA3aHUIO IOCYJAPCTBEHHOM yCIYyIH

«3Kcneansa, perucrpanmus, mepeperucrpanus, BHCCCHUC H3MEeHEeHMI B

PErUCTPAINHOHHOEC JOCHE JICKAPCTBCHHOI'0 CPpEeACTBA UJIH MECAUIITMHCKOI0O U3/1€JTUHA U

perucrpanusi H€Hbl, BHECCHUE H3MeHeHHI B IHEHY MPOU3BOANTE/IHA, 4 TAKIKE

¢opmupoBanne KazaxcTaHcKoro HalMOHAJbLHOI0 JIEKAPCTBEHHOT O

bopmyasipa»

HaumenoBanue
yciyroaaress

MuHHCTEPCTBO 3/1paBooxpaHeHus Pecryonuku KazaxcraH (nanee — yciayronatesb)

Crioco0sI ipe1o-
CTaBJICHUSI TOCY-
JTapCTBEHHOM
yCIIyTH

BEO-TIOPTaJl «IJICKTPOHHOTO MPABUTEIBCTBa» WWW.egov.kz (nanee — moprai).

Caenenus 00
yCITyTOroJy4arese

dusnueckue 1 IPUIHIECKHE LA (J1ajdee — yCIIyronoaydaTelib)

Cpoxk okazaHus
rocy1apcTBEHHOH
yCIyru

OKcrHepTh3a, perucTparus, nepeperucTpanys, BHeCEHUEe M3MEHEHUH B PETHCTPAllHOHHOE JOChE JIEKAPCTBEHHO-
IO CPEe/ICTBA WIIM MEJMIIMHCKOIO U3/IeNus, podeccuoHanbHas SKCrepTu3a 1t BKioueHus B Kazaxcranckuii Ha-
LHOHAJIBHBIN JeKapCTBEHHBIH Gopmyitsip — 10 100 (cTto) pabouux aHel;

perucTparns, BHECEHHE U3MEHEHU B LieHy npousBoauteis — 10 (aecsits) pabounx gHel
Cpok oka3aHus rocyaapcTBeHHO# ycayrn He npeBbimaeT 100 (cTo) pa6ouux qHeid.
B cpoku oka3aHusi rocy1apcTBEHHOM yCJyrd He BXOAUT:

1) BpeMsi BOCIIO/THEHHSI HEKOMILJIEKTHOCTH PerHCTPALIMOHHOIO 10Che;

2) BpeMsi IPeI0CTABJIEHHS YCJIYronoaydaTeaeM J0KYMEHTOB H MAaTepHAJIOB 110 3alpocy Ha JTI060M n3
3TANoOB YKCHEPTH3bI;

3) BpeMsi OpraHU3alHi U NPOBeJeHUs] HHCTEKIHH.

Ycayronoayuareib B Tedenne 30 (TpuaLnaThb) paGoyux JHei co JHSA MoJyYeHHus: yBeOMJICHHUS 0
He00X0IMMOCTH NPOBeJeHHs] HHCIIEKIMH NPeJ0CTABJIsIeT MUCBMO 0 COTJIACHH;

Ipono/KuTEILHOCTH OPraHU3AIUHY U POBeIeHNs HHCIIEKIIMH MPOM3BO/ICTBA He NpeBbimaeTt 90
(1eBsIHOCTO) PadOYUX AHEll €O IHS MOJY4YEeHHs YCIyronoay4yarejieM yBeJOMICHHs 0 He00XOMMOCTH ee
TPOBECHHS.

4) opranu3anusi ¥ NMpoBeeHNe JKCIEPTHOTO COBETA;

5) corJiacoBaHus ycjayromoJjy4darejaeM HTOrOBbIX JOKYMEHTOB.

dopma okazaHus
rocy1apCTBEHHOU
yCIyTH

DIeKTpoHHAs

PesynbraT okaza-
HHS TOCYyAap-
CTBEHHOH YyCIIyTH

HpI/I OKCIICPTU3EC, PETUCTPALlH, IICPEPETUCTPALIN U BHECCHUU HW3MCHCHUI B PErUCTpalluOHHOE NOCHE JICKap-
CTBECHHOI'O CPE€ACTBA UJIK MEAUITMHCKOTO U3OCIINS:

1) perucrpannoHHoe y10CTOBepeHUE, ACHCTBYOIIee Ha TeppuToprn Pecryonuku Kazaxcran;
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2) 3apEruCTpUpOBaHHBIC HHCTPYKI U (J'[I/ICTOK-BKJ'[aI[BH_H) 110 MEAMLIMHCKOMY IIPUMEHEHUIO JICKAPCTBEHHOI'O
CpeAcTBa UK MEJULIUHCKOT'O U3ACIINS U 061_1_[35{ XapaKTEPUCTUKA JICKAPCTBCHHOI'O CPEACTBA HAa Ka3aXCKOM U
PYCCKOM sI3bIKaX;

3) 3aperucTpupoBaHHBIE MAKETHI YIIAKOBOK, STHKETOK, CTHKEPOB Ha JIEKAPCTBEHHBIE CPEICTBA, MEAUIIMHCKUE U3-
JIeJIUsT Ha Ka3aXCKOM U PYCCKOM s3bIKax;

4) MOTHBHPOBAHHBIN OTBET 00 OTKa3e B OKa3aHHU TOCYIapCTBEHHOH yCITyTH.
[Ipu perucrpanyy, BHECCHUS N3MEHEHHH B LIEHY IIPOU3BOMTEIS JIEKAPCTBEHHOTO CPEJICTBA:

1) 3aKimoueHne o 3aperucTpUPOBaHHON LICHE WU NIepeperucTpupoBanHoii eHe B pamkax 'OBMII u (nn) B cu-
creme OCMC.

2) MOTHBUPOBAHHBII OTKA3 B PETUCTPAIMH IICHBI HITH TIEPEPETUCTPAIIMH 3aPETUCTPUPOBAHHON [IEHBI B pPAMKax
T'OBMIT u (unu) B cucteme OCMC.

[Ipu peructpanyy, BHECEHUSI H3MEHEHHUH B LIEHY TPOU3BOIUTENS METUIIMHCKUX H3/ICTHN:

1) 3aKJIroYeHne O PErUCTPAIMH, BHECCHNS U3MEHEHHS B LIeHY IPOU3BOMTEIN Ha TOPrOBOE HAUMEHOBAHHE U TeX-
HHYECKYIO XapaKTepUCTUKY BBO3UMBIX/pou3BoauMbIx IMH, nonanusix B pamkax 'OBMII u (miu) B cucreme
OCMC;

2) MOTHBUPOBAHHBIH OTKa3 B PETHCTPAIMH, BHECEHHH U3MEHEHHs B [IeHy npousBoautens UIMH B pamkax ['O-
BMII u (unn) B cucteme OCMC,

3) 3akir0oYeHHE O PETUCTPALIMH, BHECCHUS H3MCHEHHS B LICHY MIPOU3BOIUTEIS MEANIHHCKOTO U3ACIHSI IS Ana-
THOCTHKH BHE )XMBOTO OpraHusMa (in vitro), mpou3BogiMbIe Ha Tepputoprn Pecriyoniku Kazaxcran B pamkax
JIOJITOCPOYHBIX JIOTOBOPOB MOCTaBKH, 3aKJIIOYEHHBIX ¢ EANHBIM THCTPHOBIOTOPOM;

4) MOTHBUPOBAHHBIH OTKa3 B PETUCTPALIMH, BHECEHHS! U3MEHEHUS B LIEHY IIPOM3BOIUTENS] MEUIIMHCKOTO U3/Ie-
JIHS 71 JUAarHOCTUKH BHE SKMBOTO OpraHu3Ma (in vitro), Ipou3BoAuMbIe Ha Teppuropur Pecry6immku Kazax-
CTaH B paMKax JJOJIFOCPOYHBIX JOTOBOPOB IOCTABKH, 3aKJIIOUEHHBIX ¢ EAUHBIM AUCTPHOBIOTOPOM

Pa3mep omumatsr,
B3MMaeMoM ¢
yCIIyronoyare-
JIs IPH OKA3aHUU
rOCYAapCTBEHHOM
YCIIyTH, H CIIOCO-
Obl ee B3UMaHUs B
ciryqasix, npesy-
CMOTpPEHHBIX 3aKO0-
HOZATENbCTBOM
Pecny0Onuku Ka-

3a oKa3aHHe rocyIapCTBEHHOH YCIYTH yCIIyrooly4aTeNb OIIauuBaeT B pecilyOIMKaHCKUiT OI0IKeT perucrpa-
LUOHHBII cOOp B opsiake yctanoBieHHOM Hanoroeeim konekcom Pecriy6Onmku Kazaxcran B pasmepe clieyro-
LIMX CTaBOK:

1) 11 Mecs9HBIX pacueTHBIX MMOKa3aTesie, AeHCTBYIONMX B JIeHb OILIaThl cOOpa 3a roCyIapCTBEHHYIO perucTpa-
LHIO;

2) 5 MecsUHBIX pacueTHBIX MOKa3areliel, AeHCTBYIONMX B JCHb OILUIAThI cOOpa 3a rOCYIapCTBEHHYIO epeperu-
crpanuio. Omiara JIHIEH3HOHHOTO c60pa MOKET OCYIIECTBIITECS YCIyTOMOMIyYaTelieM B HATMYHON 1 Oe3HATY-
HOIt popme uepe3 GaHKK BTOPOro ypoBHs. Ha mosyueHne rocy1apcTBeHHOM YCITyTd OIuIaTa MOXKET OCYIIIECTB-
JISITBCS Yepe3 IJIATSKHBIH HITI03 «3JIEKTPOHHOTO NpaBuTeNbCTBay (nanee — [TIIDIT).

3aXCTaH
I'paduk pabotsr 1) ycnyroaarens — ¢ moHeJebHAKA 110 MATHUILY, ¢ 8.00 10 17.30 wacos ¢ nepepsiBoM Ha 06ex ¢ 13.00 mo 14.30
yciyroaaTens 4acoB, KPOME BBIXOJHBIX ¥ Pa3IHUYHBIX JHEH cornacHo TpynoBomy konekcy PecnyOnuku Kazaxcran (nanee —

TpynoBoii Koxekc).

2) moprajia — KpyrJoCyTOYHO, 38 HCKIIIOYCHHEM TEXHUYECKHX IIEPEPBIBOB B CBSI3U C MPOBEACHUEM PEMOHTHBIX
pabot (mpu oOpaleHHH yCIyronoiydaTes Mocie OKOHYaHHs pabouero BpEMEeHH, B BBIXOIHBIC U MPa3AHHYHbIC
1iHH corniacHo TpyaoBOMY KOZEKCY TIPUEM 3asIBIICHHS M BbIaua Pe3yIbTaTa OKa3aHHs TOCYJapCTBEHHON YCIIyTH
OCYILECTBIISCTCS CISAYIOLIMM PabOYrM JTHEM).

3) YcnoBue oOciaykuBaHus ycinyroaareneM: ['ocyiapcTBeHHas yciryra OKa3blBaeTcs B IIOPsIKE odepenu, 0e3
IpeIBApUTEIbHOM 3amucH, 6e3 YCKOPEHHOro 00CIyKHBaHUs. Afpeca MeCT OKa3aHHs TOCYAapCTBEHHOH yCIIyry
pa3MelleHbl Ha opTane www.egov.kz

Ilepeuens noky-
MEHTOB U CBeJe-
HHH, ucTpedye-
MBIX y YCIyToIo-
Jyyatens s oKa-
3aHUs TOCyIap-
CTBEHHOH yCIIyTH

K yCIIyTo[aTelio:
JULSL SKCIICPTHU3HI JICKAPCTBEHHBIX CPEJCTB IIPU UX TOCYAapCTBEHHOM PErUCTPAIMY U IIePEPETUCTPALIUH:

1) 3asiBIICHUE Ha MIPOBEACHUE IKCIIEPTU3BI JICKAPCTBEHHOTO CPEJICTBA (Iaee — 3asiBJICHHE) B JJICKTPOHHOM BH/IC
o (opmMe coracHo npuiokeHuto | k Hactosium [IpaBumam;

2) periCTpalnoOHHOE T0ChE B JICKTPOHHOM BU/IE B hopMaTe MEXILIATGOPMEHHOTO 3JIEKTPOHHOTO JOKYMEHTa
(«pdf» popmar):
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JlaTta ckaunBaHMs 08.04.2026

NEepeUYCHb JOKYMEHTOB, MPEAOCTABIAEMBIX IJI SKCIIEPTU3BI IIPOU3BOAUTECIIAMA Pecny6rml<1/1 Kazaxcran no (1)0p-
M€ COTJIaCHO ITPHUJIOKECHUIO 13k HaCTOALIUM HpaBI/I.IIaM;

nepeveHb JOKYMEHTOB, IPeIoCTaBIsieMbIX B popmare OOILIEro TEXHUUECKOr0 JOKYMEHTa, o opMe coriaacHo
nprioxeHnro 14 x HactosimuM [IpaBunam;

3) cBeneHus, MOATBEPKAAIONINE OIUIATY YCIYrONodydyaTeiaeM Ha pacueTHBIH CUeT ToCyIapCTBEHHOM dKCIepT-
HOHM OpraHu3aly CyMMBbI JJIs IIPOBEICHHS SKCIIEPTH3BI;

4) 00pas1bl JeKapCTBEHHBIX CPEICTB, CTaHIAPTHBIE 00PA3Ibl XMMUYECKHUX BEILIECTB, CTaHIapTHbIE 00pa3Lbl O1o-
JIOTMYECKUX JIEKaPCTBEHHBIX NPENapaToB, TECT-IITaMMbl MUKPOOPTaHU3MOB, KYJIbTYpbI KJIETOK, B KOJIMUECTBAX,
JIOCTATOYHBIX AJIS TPEXKPATHBIX J1JA00OPATOPHBIX UCIIBITAHUI C OCTATOYHBIM CPOKOM IOJHOCTH He MeHee 9 (IeBs-
TH) MeCSILEB (32 HCKIIFOYEHNEM CITydaeB, He TPeOYyOIHUX IPOBEICHHS Ta00paTOPHBIX HCIBITAHUI),a TAKKE CIIe-
uuIecKie peareHTsl, PaCXOAHbIE MaTepUabl, IPUMEHAEMbIe IPU IPOBEACHUHN JTa00PaTOPHBIX UCIBITAHUIL JTe-
KapCTBEHHBIX CPEACTB, 00Pa3Iibl JIEKAPCTBEHHBIX CPEICTB, COEPIKALME HAPKOTHUECKUE CPEJICTBA, IICUXOTPOII-
HBIE BELIECTBA U IIPEKYPCOPEI, a TakKe TPeOyIoNHe 0COObIX YCI0BUIl XpaHEeH s (TEeMIIEPaTypHBIN PEXUM, BIIaXK-
HOCTB) yCIIyTOIOIy4aTeNb MIPeJOCTaBIIeT B TedeHue 2 (1Ba) pabounX JHEH ¢ MOMEHTa II0Ja4H 3asBIICHUS Ha-
POYHO TI0 aKTy IIpHeMa-IIepejadll B HCIIBITATEIbHYIO TaO0PaTOPHIO TOCYIapCTBEHHOM SKCIIEPTHOMN OpraHu3a-
LN,

[Ipy mepeperucTpanny JeKapcTBEHHbBIX CPEACTB MPEIOCTABICHHE 00Pa3II0B, IPEIyCMOTPEHHBIX JAHHBIM ITyHK-
TOM, He TpedyeTcs.

HepequL NpeAOCTaBISIEMBIX MAaTCPHUAJIOB PETUCTPALTMOHHOI'O JOCHE B 3aBUCUMOCTH OT BH/JIa JICKAPCTBEHHOI'O
CpeAcTBa COOTBETCTBYECT IIPUIIOKECHUIO 15k HaCTOAIIUM HpaBI/IJIaM.

[pu BHecenun u3menenuii Tuna IA, 1b, 3HaunTenbHBIX M3MeHeHu# Tuna 11 nmpencrasisier 3asBiaeHue no popme
coriacHo mpuiaoxenuto | k HactosmM [IpaBruinaM u TOKyMEHTBI COrJIaCHO MPHIIOXKeHUIo 16 k HacTosimuM [Ipa-
BHJIaM

Hp]/l perucTpanny HEHbI IPOU3BOAUTEIIA JIEKAPCTBEHHOI'O CPEACTBA K 3asABJICHUIO IIPUJIArarOTCs CICAYIOLIUE 10~
KYMEHTBI:

HJIH OTCYCCTBCHHBIX HpOHBBOﬂHTCHCﬁZ

1) TOKyMEHT, HOATBEP KON TIPaBO YCIYTOIOIyYaTelis OCYIIECTBIISATh PETUCTPALMIO IICHBI MJIH BHECEHHE
M3MEHEHHH B 3apETHCTPUPOBAHHYIO IEHY IPOU3BOAUTENS HA TOPrOBOC HAMMEHOBAHUE JIEKAPCTBEHHOTO CPEI-
CTBa;

2) uHbopMaLus ¢ MOATBEPXKAAIIINMH JOKYMEHTaMH (KOHTPAKT, JOTOBOP) O IIEHaX JICKAPCTBEHHBIX CPE/ICTB,
peann3yeMbiX B IPYTUX cTpaHax 3a 12 MecsleB, MpeAIeCTBYIONMX AaTe M0Ja4Y1 3asBICHUS Ha PETUCTPALIUIO
LCHBI.

B ciryuae oTcyTCTBUS pean3anyy B APYTHX CTPaHaX, YCIYrONOIydaTenb IOATBEPKIAeT OTCYTCTBHE peaan3a-
MK HAa GUPMEHHOM OJIaHKE yCITyTOIOydaTelis, 3aBepEHHOM MOAIHICHIO YIOIHOMOUSHHOTO JIMLA YCITyTONoIy-
yares.

JI71s MHOCTpaHHBIX TPOU3BOANTENIECH JIEKAPCTBEHHBIX CPEJCTB M IS 3aKa3YMKOB KOHTPAKTHOTO MPOU3BOJICTBA
JIEKapCTBEHHOI'0 CPEJICTBA:

1) JAOKYMCHT, HOI[TBep)KZ[aIOIIIHﬁ IIpaBo ycCayromnojy4areiiss OCYLIECTBIIAThL PErucTpaluio ICHbI NI BHECEHUE
HW3MCHCHUH B 3aperuCTpUpPOBAHHYIO LICHY IPOU3BOAUTEIISI HAa TOPrOBOC HAMMCHOBAHHUEC JICKAPCTBEHHOI'O Cpe-
CTBa.

2) undopmanus Ha GUPMEHHOM OJIAHKE YCIIYTrONnodyyartelis, 3aBepeHHast MOIIUCHIO YIIOTHOMOYEHHOTO JIHIA
YCIIyTOmoJy4aTess o ieHax B peepeHTHBIX CTpaHax, B ClIy4yae OTCYTCTBUSI LIeH B pe)epeHTHBIX CTpaHax - B
CTpaHe IPOU3BOIUTEILS;

3) Kommus JOKyMEHTa, OTBEPIKIAtoIast JeHCTBYIONIYIO ITATCHTHYIO 3allIUTy OPUTHHAIBHOTO JIEKapCTBEHHOTO
npernapara Wil OHOJOTHYECKOr0 OPUTHHAIBHOTO JISKAPCTBEHHOT'O Mperapara ¢ yKa3aHHeM JaThl HCTCUCHUS
JIEWCTBUSI TATEHTHOM 3aIllUTBI, JTMOO0 MMCHMO OT 3aBOJIA-IPOU3BOAUTEIIS WU ACPXKATENs PETUCTPALMOHHOTO Y0~
CTOBEpEHMs1, MOATBEPIKAAIOIIee OPUTHHAIBHOCTD Mpernapara.

IIpu BHECEHNH N3MEHEHHH B 3apErHCTPUPOBAHHYIO LIEHY MPOM3BOAUTENS JIEKaPCTBEHHOTO CPEJICTBA, K 3asBlle-
HUIO TPUIIATAIOTCS CIEAYIOLINE JOKYMEHTBI:

I[J'ISI OTCYCCTBCHHBIX HpOH3BO}Z[I/IT€HCI>’IZ

1) IOKYMEHT, OATBEPsKAAIOLIMI IPABO yCIIyroMNOIy4aTells OCYECTBIATh PErUCTPALIMIO LIEHbI M BHECEHHE
U3MEHEHHH B 3apETHCTPUPOBAHHYIO 1I€HY MPOU3BOAUTENS;
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2) uHdopMalus ¢ NOATBEPXKAAIONIMMH JOKyMEHTaMH (KOHTPAKT, JOrOBOP) O LIEHAX JIEKapCTBEHHBIX CPEACTB pe-
aM3yeMBbIX B IPYTUX CTpaHax 3a 12 Mecsues, MpeAIeCTBYIONIMX AaTe [10Ja41 3asBICHUS Ha PETHCTPALHIO JIU-
00 BHECCHUSI U3MEHEHHMH B 3apETUCTPUPOBAHHYIO LICHY.

B ciryuae oTcyTcTBUS peanu3anyy B APYTUX CTpaHaX, yCIyroHolIydaTenb MOATBEPKIAET OTCYTCTBHE peaan3a-
LMY HAa GUPMEHHOM OJIaHKe yCIIyTOMOoJIydaTelis, 3aBepEHHOM MOAIICHIO YIOJIHOMOUSHHOTO JIMLA YCITyTONoy-
qaTeJs;

3) 1i1st TeKapCTBEHHBIX CPEJICTB, CPOK ACHCTBUS PETHCTPALIMOHHOTO YAOCTOBEPEHHSI KOTOPBIX HAa MOMEHT I10J1a-
YM 3asBJICHHS FICTEK, IPON3BEACHHbIX Ha TeppuTopun Pecryonmku KasaxcraH o ucTedeHns cpoka JeHCTBHS
PETUCTPAIIOHHOTO YOCTOBEPEHNUS JIEKAPCTBEHHOTO CPEICTBA, IPEAOCTABIIAIOTCSA JOKYMEHTHI, TOJTBEPKAAI0-
LIME TPOU3BOJICTBO JISKAPCTBEHHOTO CPE/ICTBA (KOMHUS CepTU(HKATA O COOTBETCTBHHU MPOIYKIIHH).

JIns 3aKa34MKOB KOHTPAKTHOTO IPOU3BOJICTBA JIEKAPCTBEHHOT'O CPEJICTBA:

1) 1OKyMEHT, MOATBEP K AAIOIIMH TPABO YCIyTrONOoJIy4aTess OCYIECTBIATh PErUCTPALIUIO LIEHbI WJIM BHECEHUE
W3MEHEHHH B LIEHY TPOM3BOAUTEILS;

2) napopmanus Ha GUPMEHHOM OJIAHKE YCIYTONOTydaTells, 3aBePEHHAsI IOANCEHIO YIOIHOMOYECHHOTO JIHIA
YCIIyTOIONY4aTels O IEHaX B Pe)epEeHTHHIX CTpaHaX, B CIlydae OTCYTCTBUS LIeH B pe)epEHTHBIX CTPaHaX, B
CTpaHe IPOU3BOIUTENLS;

3) KOMust JONTOCPOYHOTO AOTOBOPA MOCTABKH C 3aKa3YMKOM KOHTPAKTHOTO ITPOU3BOICTBA JIEKAPCTBEHHOTO
cpenctBa ¢ uHdopmanueii o nene npoussoautess JIC, eHCTBYIOEro HA MOMEHT IT0JIaYH 3asiBJICHUS Ha Peru-
CTPALHIO JIMO0 BHECEHUSI U3MEHEHUH B 3apETUCTPUPOBAHHYIO LIEHY;

4) 115 IEKapCTBEHHBIX CPEJICTB, CPOK JEHCTBUS PETUCTPALIIOHHOTO YAOCTOBEPEHHS KOTOPBIX HA MOMEHT I10J1a-
YM 3asBJICHHS FICTEK, IPON3BEACHHbIX Ha TeppuTopun Pecrybnuku Ka3axcran 1o ucteueHns cpoka JeHCTBHS
PETUCTPAIIOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO CPECTBA, U1 U3MEHEHHS 3aPEerUCTPHUPOBAHHON IICHBI
MPEIOCTABIISIOTCS JIOKYMEHTBI, IOATBEPKJAIOIIIE IIPOM3BOICTBO JICKAPCTBEHHOT'0 CpecTBa (Konust cepTuduka-
Ta O COOTBETCTBUU MTPOITYKIINH).

JI1st ’HOCTPaHHbIX MIPOU3BOAUTEIICH:

1) TOKyMEHT, HOATBEP K JAFOLINH TIPaBO YCIYTOIOJIy4aTelisi OCYIIECTBISATh PETUCTPALMIO IICHBI M BHECEHHE
W3MEHEHHH B IIEHY TPOU3BOAUTEIS, BKIIOUAs [IPABO MPEIOCTABIATH HHPOPMAIIMIO O [IEHaX B pehepeHTHBIX
CTpaHax u o [eHax (PaKTUUECKUX BBO3OB,;

2) Kommusi JOKyMEHTa, TOTBEPIKIAIOIIETO [IEHY JIEKapCTBEHHOTO cpe/IcTBa (KOs MHBOCA (HAKIIAHON), CUeT-
(haxTypbl) MOCIIEHEr0 BBO3A 32 BHIUETOM CKHUJIKH 3a 12 MecsleB, NPe/IIecTBYOMNX JaTe MOAauH 3asiBICHHs
(pu HayMuMK (HaKTUYECKOTO BBO3a), 32 UCKIIIOYEHUEM CIIy4aeB BBO3a Ha Tepputoputo Pecniyonmku Kazaxcran
JICKapCTBEHHOT'O CPE/ICTBAa HA OCHOBAHMUSAX, IIPEYCMOTPEHHBIX HOAITYHKTOM 4) ctathu 252 Koxekca.

[Mpu orcyTcTBUH (haKTHISCKHX BBO3OB 32 NOCIEIHUE 12 MECSLEB, TPEAOCTABISIOTCS KOIIMH JOKYMEHTOB 32
TIpeIbIIyIHi iepuoa 12 mecsiies.

[Ipu orcyTcTBUM (haKTHYECKHX BBO3OB 32 yKa3aHHBII EPUOJ, YCIyTronoiy4aTesb OATBEPKAACT OTCYTCTBHE
BB032 Ha (PUPMEHHOM OJIAHKE YCIIyTrONOoJIydaTelis, 3aBepEHHOM MOAIKICHIO YIOIHOMOUSHHOTO JIMLA YCITyTOnoy-
yares;

3) Konus TaMOXKEHHOH JIeK/I1apaluy K JIOKyMEHTY, YKa3aHHOMY B IOJITYHKTE 2) IyHKTa 83 (IJIs1 ”HOCTPAHHBIX
pOU3BOAUTEINEH);

4) KomnHsl KOHTPAKTa WK JOTOBOPA O MPUOOPETEHHUH JIEKAPCTBEHHOTO CPEJICTBA C LIEHOM, IeUCTBYIOIIEeH Ha MO-
MEHT [101a4H 3asBJICHNSA Ha H3MEHEHUE 3apPeTHCTPUPOBAHHON IIEHbI JISKAPCTBEHHOTO CPEJICTBA;

5) Komust JOKyMEHTa, MOATBEP)KAAIONIAs ISHCTBYIOIIYIO IATEHTHYIO 3aI[UTY OPUTHHAIBHOTO JEKapCTBEHHOTO
rpenapara Hiu ONOJOrn4ecKOro OPUTHHAIBHOTO JIEKAPCTBEHHOT'O IIpenapara ¢ yKkasaHHeM JaThl HCTCUCHHUS
JIeHCTBYSI MATEHTHOM 3alUTHI, IMOO IMMCHMO OT 3aBOJIa-IPOU3BOIUTEINS WIIH JIEPXKATENsl PErHCTPAlMOHHOTO yI0-
CTOBEpPEHMs, TOATBEPIKAAIOIIEe OPUTHHAIBHOCTD MPEIapara,

6) A7t TEKapCTBEHHBIX CPENICTB, CPOK ACHCTBUS PETHCTPAIIMOHHOTO YAOCTOBEPEHHSI KOTOPBIX HA MOMEHT I10/1a-
YM 3asBJICHUS UCTEK, BBE3ECHHBIX Ha Tepputopuu PecryOnuku Kasaxcran 1o ucTeueHust cpoka IeHCTBHS peru-
CTpalMOHHOTO ynocroBepeHus JIC, mpeaocTaBisioTest JOKYMEHTBI, TOATBEPIKAAIOLINE BBO3 JIEKAPCTBEHHOTO
CpeCcTBa: KOIHs cepTH(HKATa COOTBETCTBUH NPOAYKLIUH, KOIUSI TAMOXKCHHOH JeK/IapaluH.

JUISL OKCIIEPTU3BI MEJUITUHCKUX H3JeIui Ipu ux rocyz[apcheHHofz'[ perucTpanuu U nepeperucTpanuu:

1) 3asiBIICHUE Ha MIPOBEACHUE IKCIIEPTU3BI MEULIMHCKOTO H3EIHs B dJICKTPOHHOU (hOopMe COrIacHo
HPUJIOKEHUIO 2 K HacTosimuM [Ipasunam;
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2) perucTpalMOHHOE 10Che B AIIEKTPOHHOM BH/JE B (hopMaTe MeXIIATGOPMEHHOI0 AJIEKTPOHHOIO JOKYMEHTa
cornacHo npuioxenusM 29 u (wm) 30 k vactosum [pasunawm;

3) cBeneHus, HOATBEPKJAOIIHE OIUIATy YCIyTOIOIydaTesieM CyMMBI JUIs IIPOBEACHHS SKCIICPTH3bI Ha pacdeT-
HBIH CYET TOCYAapCTBEHHOM YKCIIEPTHON OpraHU3aIlHu;

4) 00pas3ipl MEAUIIMHCKOTO H3IEITHsI, TIOJIekKAIIETo 1Jab0paTOPHBIM HCIIBITAHUSIM, CTaHIAPTHBIE 00pa3Ilbl
XUMHYECKHX BELIECTB, TECT-IITAMMOB MUKPOOPTAaHU3MOB, KYJIBTYp KJIETOK, CIIEIU(PHIECKUX PEareHTOB,
PacXoHBIX MaTEPHUAIOB, HEOOXOAUMBIX JJIsl BOCTIPOM3BOJMMOCTH METOAMK JIa00OPaTOPHBIX HCIIBITAHUIH
MEIHUILHCKOTO M3/IEJIHs B KOJINYECTBAX, IOCTATOYHBIX JJIS TPEXKPATHBIX UCIIBITAHUI U BepH(UKALHN
AHATMTHYIECKIX METOMK KOHTPOJISI KAY€CTBa, C OCTATOYHBIM CPOKOM TOJHOCTH HE MEHEE IIECTH MECSIIEB C
COOJIFOJIEHHEM YCIIOBHI XPAHEHHS U TPAHCIIOPTUPOBKH, ECIIH MHOE HE TIPEAYCMOTPEHO TOKYMEHTAMH T10
KauecTBY TIPOU3BOJUTENS, B COOTBETCTBUM C MPUIOKeHHEM 37 K HacTosumuM IIpaBuiaM yciyronomydarenb
[peIoCTaBIIseT B TeueHue 2 (qBa) pabounx JAHEH co JHS MOCTYIUICHHUSI JOKYMEHTOB M MaT€pHaIoB Ha
CHELHATU3UPOBAHHYIO IKCIIEPTH3Y MEIUIIMHCKOTO H3/IEINs HAPOYHO 110 aKTy IpUeMa-repeaadu B
HCTIBITATEIbHYIO J1a00PaTOPUIO TOCYJaPCTBEHHON SKCIIEPTHON OpraHU3aLUH.

[Tpu sxcnepTU3e U3MEHEHHUH, BHOCUMBIX B PETHCTPAIMOHHOE JIOChE, YCIIYTOMOIyYaTelb B TeUeHue 2 (IByX) Me-
CSILIEB MIOCJIE YTBEPIKACHHS BHOCHMBIX U3MCHEHHI MPOU3BOIUTENIEM MOAACT 3asBICHHE HA MPOBEACHHE dKCIIep-
TH3bI MEJULIMHCKOTO U3/eNHs 10 GopMe COriacHO NpHIoKeHHo 2 K HacTosuM [IpaBunam. K 3asBnenuro o
BHECEHUH U3MEHEHUH B PErHCTPAlMOHHOE JOChE METUIIMHCKOTO U3/IEJHs IIPHIIararoTcsl JOKYMEHTBI U MaTepHa-
JIBI, HEOOXOIMMBIE JUIsI BHECCHNS H3MEHEHHI, COTIIAaCHO ITEPEYHIO BUOB H3MEHEHNUI, BHOCHMBIX B PETUCTPALH-
OHHOE JI0ChE MEAUIIMHCKOTO U3/ICNUS B IEPHOJ] JEHCTBHS PETHCTPALIIOHHOTO YAOCTOBEPEHHS COTIACHO MIPUIIO-
skernto 30 k HactosmuM [IpaBunam.

Jlnst peructpanuy eHsl NPOU3BOAUTEIS METUIIMHCKHUX U3IeNIHH, YCIIYTronoayyaresb HOCPEeACTBOM HH(pOpMALH-
OHHOM CHCTEMBI YIOJIHOMOYEHHOT'0 OpraHa MpeaoCTaBiIsSeT B FOCYJapCTBEHHYIO SKCIEPTHYIO OpraHU3aLMIO Clle-
JIYIOILHE IOKYMEHTBI:

3) TOKYMEHT, MOATBEPKAAIONIHIA ITPAaBO yCIyTrONOIydaTeNs OCYECTBIATh PETUCTPALIUIO LIEHBI WIIM BHECEHHUE
U3MEHEHHs paHee 3aperuCTPUPOBAaHHOM LeHb! Tpou3BoauTens B pamkax 'OBMII u (unun) B cucteme OCMC
(JUIs1 HTHOCTPAHHBIX IPOU3BOJUTENICH HOTApHAIBHO 3aBEpPEHHAs allOCTUINPOBAHHAS HJIN JeTaIN30BaHHAS 10BE-
PEHHOCTH OT 3aBOJa-IIPOM3BOJUTENLS).

4) 3asiBieHHE 110 (popMe COrsIacHO MPHIIOKEHUIO 2 K HacTosmuM [IpaBunam.

IIpyu BHeCeHUM U3MEHEHUs B 3apErUCTPUPOBAHHYIO LieHy npousBoautesns IMH, k 3asBieHuIo npuiiaratores cie-
JIYIOILHE IOKYMEHTBI:

Jla1st oTedecTBeHHBIX MPOM3BOAUTEIEH B ciydae peanusanuu 3assisiemoro MMH B npyrue ctpansi 3a 12
(1BeHaaTh) MECALEB, IIPEIICCTBYIONINX JaTe MMOJaql 3asBICHHS Ha PETUCTPaLUIO, TM00 BHECCHUS
M3MEHEHHS B paHee 3apeTHCTPUPOBAHHYIO IIEHY IIPOU3BOIMUTEIS MEAUIIMHCKIX H3JICIUH, YCIIyrONoIyJaTenb
MPEIOCTABISIET CIIEAYIOIIHNIA TAKeT JOKYMEHTOB:

5) undopmariius 0 GaKTHIECKOH 1IeHe OCTaBKU C YKa3aHHEM CChUIKH Ha BeO-mopTai 3akynok EauHoro muctpu-
OBIOTOpA, C PEAOCTABICHUEM MTOTBEPIKAAIOIINX JJOKYMEHTOB (IIPOTOKOJI, IOTOBOP 3aKyTa u (MJIH) IOTOBOP IO-
CTaBKH) ITOCJIEHEr0 3aKymna 3a 12 (JBeHaaAnaTh) MECSIEB, IPEALISCTBYIOINX 1aTe M0/1a4H 3asiBICHUSI.

6) nadopmanyst 0 HhaKTHIECKOW IIEHE ITOCTABKH C YKa3aHUEM CCHUIKH Ha BEO-IOPTaJl TOCYJapCTBEHHBIX 3aKy-
TIOK, C MIPEOCTaBICHUEM MOATBEPKAAIOIINX TOKYMEHTOB (IIPOTOKOJI, IOTOBOP 3aKyTa ¥ (WJIH) JOTOBOP MOCTaB-
KH) TOCJICHET0 3aKyna 3a 12 (ABeHaAaTh) MECAIEB, PEIILIECTBYIOUIMX IaTe [IOAa4H1 3asBICHU.

B ciyuae oTcyTcTBHS (haKTHYECKHMX ITOCTABOK MOCIEIHEro 3aKyna 3a 12 (ABeHaaAlaTh) MECALEB, MPEAIIeCTBYIO-
LIMX JIaTe MO/AuH 3asBICHHS, YCIyrONOIy4aTeNb MOATBEP)KAAET OTCYTCTBHE (PAKTHUECKUX MTOCTABOK IOCIIEIHE-
0 3aKyIa Ha ()UPMEHHOM OJIaHKe YCIIyronoyyyaress, 3aBepeHHOM IOIHUCHIO YIIOJTHOMOYEHHOTO JIMIA YCIYTo-
TTOJTy4aTedIs.

7) uadopmarus o hakTHIECKH MOHECEHHBIX PAacXo/iax Ha OLEHKY kadecTBa B pamkax ['OBMII u (nnu) cucreme
OCMC Ha ¢pupMeHHOM OIIaHKe yCIIyTromoIydaTelis, 3aBepeHHOM MOAIKICHIO YIIOTHOMOYSHHOTO JIUIA, 1o hopme
COTJIACHO MPHJIOKEHHIO 42 K HacTosiuM [IpaBuiam;

8) nHpOpMaIHs C OATBEPKAAOIINUMHI TOKYMEHTaMH (KOHTPAKT, MHBOC) O LIeHaX METUIIMHCKUX U3JIeIHi, pea-
JIM3YEeMbIX B APYTHX CTpaHax 3a 12 (ABeHaAlaTh) MECSLEB, IPEIIICCTBYIONIMX JaTe [MOa41 3asBICHHUS Ha PErH-
CTpaLHIO JIHOO BHECEHHUS H3MEHEHHS B paHee 3aperuCTPHPOBAHHYIO IIEHY ITPOU3BOAUTEINS MEIUIIUNHCKIX U3JIe-
JIAH.
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B ciny4ae OTCYTCTBYS peajl3allii B IPYTUX CTPaHaX, YCIyronony4aTelib IOATBEPKIACT OTCYTCTBHE Peau3a-
IIUH Ha ero pupMeHHOM OJIaHKe, 3aBEPCHHOM IO/IINCEHIO YIOIHOMOYEHHOT'O JIMI[A YCIyTOIOIyYaTelIs.

Jl1si HHOCTPaHHBIX MPOU3BOANTEEH B Cllyyae BBO3a MEIUIIMHCKUX U3/IENUil HA TeppuTopuio Pecryonuku
Kazaxcran nocine perucTpanyy IeHbl Ha MEAUIIMHCKIE U3/IENNs, yCIyTronoiy4areis B TedeHue 60
(IecThaecsT) KaJeHIAPHBIX JHEH co JHSI BBO3a B 00s3aTEIIbHOM HOPSAIKE BHOCHT H3MEHECHUE B paHee
3aperUCTPUPOBAHHYIO IIEHY TPOU3BOANTEINS, IPEIOCTABIISS CICAYIONINE TOKYMEHTBI:

6) KOIUsI JOKyMEHTOB, MOATBEPKIAMOIIHNX [IEHY MEIUIIMHCKIX U3eHi (KON MHBOWCOB (HAKIIAJHOM), CYeT-
(akTypsl 3a nocnenHue 12 (1BeHaaANATh) MecseB (MPU HATMYKU (aKTHYECKUX MOCTABOK), C YKazaHHeM (akTH-
YeCKO# [IeHbI MOCTABKH, 38 HCKJIIOUEHHEM CITydaeB BBO3a Ha OCHOBAHUSIX, MPEAYCMOTPEHHBIX MOAMYHKTOM 4)
crateu 252 Kozekca.

B ciydae oTcyTCTBHS (haKTHYECKHX MOCTABOK 3a mociieuue 12 (IBeHaauaTh) MecsIeB, IpeaoCTaBIsIOTCS KO-
ITUH JOKYMEHTOB 32 MPEABLAY NI epro 12 (IBeHaanaTh) MECSIEB.

[Tpu orcyTcTBUM (haKTHYECKHX MOCTABOK 32 YKa3aHHBIN MEPHOJ], YCIYTrONnoIyyaTeib HOATBEPKAACT OTCYTCTBUE
BBO32 HA CBOEM (MPMEHHOM OJ1aHKe, 3aBEPEHHOM MONUCHIO YIIOJHOMOYEHHOT'O JIMIA YCIyTONOoIyYaTesIs.

KpOMe TOro, rocy1apCTBE€HHas 3KCIICPTHAA OpraHu3anus Ipyu aHaAJIU3€ UCII0JIB3YET KOIMUU HHBOMCOB (HaKJ’[aJI-
HLIX) ines cqu-(baKTyp, TNIPEAOCTABICHHBIX IS ITPOXOKACHHUS OLICHKH Ka4eCTBa JICKAPCTBECHHBIX CPEJICTB U ME-
JAUOHUHCKUX H3£[eHHﬁ, 3aperucTpupOBaHHBIX B PCCHyGJ’II/IKC Kazaxcras.

7) Konus TaMOXKEHHOM JeKIapalluy K JOKyMEHTY, yKa3aHHOMY B noAnyHkTe 1) myHkra 170 nactosimux IIpaBun
(715t ”HOCTPAHHBIX MPOU3BOIUTEINEH);

8) KOmHsI KOHTPAKTAa HIIH ZOTOBOPa O MPHOOPETEHNH MEIUIIMHCKHUX M3ACIHI OT 3aBOJa-IPOU3BOAUTEINS (HOTapH-
aJbHO 3aBEPCHHAs KOIHs).

9) uadopmanyst 0 haKTHYECKOW IIEHE MOCTABKH C yKa3aHUEM CCHUIKHM Ha BeO-IopTal 3aKynok Enunoro aucrpu-
OBIOTOpA, C IIPEAOCTABICHHEM ITOTBEPKAAIOIINX JJOKYMEHTOB (IIPOTOKOJI, IOTOBOP 3aKyTia ¥ (MJIH) JOTOBOP IO-
CTaBKHM) MTOCJIEHEr0 3aKymna 3a 12 (JBeHaAaTh) MECSIEB, IPEALISCTBYIOMIX 1aTe 0Aa4H1 3asiBICHUS.

10) nadopmanus o GpakTHUECKOIT [[eHE TTOCTABKH C YKa3aHUEM CCBUIKU Ha BEO-TOPTAa TOCYIapCTBEHHbBIX 3aKy-
TOK, C MPEIOCTABICHHEM TOATBEPXKIAIONUINX TOKYMEHTOB (IIPOTOKOJ, JOTOBOP 3aKyma H (WIIH) ZOTOBOP MOCTaB-
KH) MOCJIEHEr0 3aKyna 3a 12 (IBeHaanaTh) MecsLeB, IPEAIIECTBYIOIIMX aTe 10/1a4H 3asiBJICHUS.

B ciryyae orcyTeTBUsI (JaKTHYECKUX IIOCTABOK HOCIIEIHETO 3aKyTia 3a 12 (1BeHa uaTh) MECsIEeB, PEILECTBYIO-
[IMX JaTe MoJa4yy 3asBICHHS, YCIYTONOIydaTeNb IIOATBEP)KIAeT OTCYTCTBHE (PAaKTHYECKUX OCTABOK MOCIIEIHE-
o 3aKyma Ha ero pUpMEeHHOM OJIaHKe, 3aBepPEHHOM MOAIKICHIO YIIOIHOMOUSHHOTO JIUNA YCITyTOMOIyaTes.

IMepedyeHb TOKYMEHTOB, HEOOXOAUMBIX IS PETUCTPAIIMH, BHECCHHS H3MEHEHHS B IICHY TIPOU3BOIHUTEIS MEIH-
LUHCKOTO U3/IENHUs [UIsl IUArHOCTUKHU BHE KMBOTO OpraHu3Ma (in vitro), mpou3BoIUMbIe Ha TeppuTopun Pecry6-
sy Kazaxcrad B paMKax J0JIrOCPOYHBIX TOTOBOPOB IIOCTABKH, 3aKIIOYCHHBIX ¢ EANHBIM THCTPUOBIOTOPOM pe-
rIIAMEHTHPOBaH npuiokenneM 41 nacrosiumx [pasuit.

HJIH q)OpMI/IpOBaHHSI Kaszaxcranckoro HallMOHAJILHOI'O JIEKapCTBEHHOI'O q)opMyn;Ipa NIPEeAOCTaBISIIOTCS CIIEAYIO-
e JOKYMEHTBI:

1) 3asBnenue cormacHo mpuwiokeHuto | k HactosmuM [IpaBumam;

2) mocke, COCTABICHHOE B COOTBETCTBUH C TPEOOBAHUSIMH, IPEYCMOTPEHHBIMH B TIPHIOKEHHH 42 K HACTOS-
M [IpaBumnam;

3) maTepuainsl (CTaTbu, pe3IOMe, U3 HayYHBIX U MEUIMHCKUX MyOJIMKAaLNiT), TOJTBEPIKAAIOIINE CBEJICHNUS, CO-
Jiep Kalirecs B 10Che Ha S3bIKE OPUTHHANIA B BUE TIOJIHBIX TEKCTOB, B [IEPEBOIE HAa Ka3aXCKUH MM PYCCKUI
SI3BIK.

10

OcHoBaHMS ISt
OTKa3a B OKa3a-
HUH ToCyap-
CTBEHHOH YCIIyTH,
YCTaHOBJICHHBIE
3akoHamu Peciry©0-
nku Kazaxcran

1) ycraHOBIIEHHE HEJOCTOBEPHOCTH JOKYMEHTOB, IPE/ICTABICHHBIX YCIyTONOTydaTeIeM Ul IOTydeHUs ToCy-
JIAPCTBEHHOM YCIyTH, U (WIN) JaHHBIX (CBEACHMIT), COACPIKAIIMXCS B HUX;

2) HECOOTBETCTBUE YCIIYTONoyyaress U (MIK) NpeJCTaBICHHBIX MaTepUaloB, OObEKTOB, JAHHBIX U CBEJCHHH,
HEOoOXOMMBIX JUISl OKa3aHUs rOCYJapCTBEHHON yCiIyrH, TpeOoBaHusM IIpaBuit poBeieHNs IKCIIEPTU3BI JeKap-
CTBEHHBIX CPEJICTB U MEAUIIMHCKUX M3JICITHIA;

3) B OTHOLICHUHM YCITyrONOIyYaTess MMEETCs BCTYMHBILEE B 3aKOHHYIO CHITy pellieHue (IIPUrosop) cysa o 3ampe-
IICHUH JESTSIBHOCTH MM OTJCIBHBIX BUIOB IEATEIBHOCTH, TPEOYIOIHX MOTyYeHUS OIPe/IeIeHHO rocynap-
CTBEHHOH YCIIyTH;

4) B OTHOILICHUH YCIIyTOIOJTy4yaTelisi HIMEeTCs] BCTYIHBIIEE B 3aKOHHYIO CHITY PEIlleHHe Cy/1a, HA OCHOBAaHUU KO-
TOPOTO YCIYrONoJIy4yaTeb JIMIIEH CIeHaIbHOTO PpaBa, CBA3aHHOTO C MTOJY4YEHHEM roCyJapCTBEHHON YCITyTH.
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HWnsle TpeboBa-
HUS C YIETOM 0CO-
OeHHOCTEel OKa3a-
HHS TOCYAap-
CTBEHHOM yCITyTH

IMomHOMOUHS IPEICTaBUTEINS YCIYTONOIydaTels 0GOPMIIIOTCS B COOTBETCTBHY C TPAXKIAHCKUM 3aKOHOJATENIb-
crBoM PecriyOnuku Kazaxcran. /It mosrydeHust rocy1apcTBEHHOM YCIYTH Yepe3 MopTall He00X0JUMO HATHYHE
DUII. Yeayromony4arens moayvyaeT HHPOPMAIIUIO O MOPSIKE U CTaTyCe OKa3aHUsI TOCYIapCTBEHHON YCIYTH B
pEeXUME YAaJICHHOr0 JOCTYIIa IOCPEICTBOM "JTMYHOro KabuHeTa" HH)OPMAILIOHHOW CHCTEMBI YCIIyroJaTels, a
TAKOKE €IMHOT0 KOHTAKT-LEHTPa 110 BOIIPOCAM OKa3aHHs FOCYIapCTBEHHBIX yCIIyT. Y ClIyroaTellb Ipu Heo0Xo-
JIMMOCTH 3aIPaIlMBaeT Y yCIyroNoNIydaTels pa3bsICHCHNS WIN YTOYHCHUS 110 KOHKPETHBIM IIOJIOKCHHSM B
MPEIOCTABICHHBIX JOKYMEHTaX H MaTepuaiax perucTpaluoHHOTO J0cke. EAMHbIN KOHTaKT-IIEHTp 110 BOIPOCaM
OKa3aHWs rOCyAapCTBEHHBIX yciyT: 1414




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
e aKTiIepAiH 9TaTOHBI 0aKbpuIay GaHKi Caxray KyHi 08.04.2026
™ pra sl DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata peaKuun 12.03.2026
Pecrry6iuku Ka3axcraH B 971€KTPOHHOM BHJIE Tlata cxaunpanis 08: 0 4: 2026
[Ipunoxenue 4 xk npaBUIIaM
perucTpanuu JCKAapCTBCHHBIX
CpeacTB U MCAUITUHCKUX I/I3I[CJ'H/II\/,I
I10 IIPUHIOHUITY «CAUHOI'O OKHAa»
®opma 1

I'ep6 Pecny6siuku Kazaxcran MuHucrepcrBo 3apaBooxpanenus Pecny0nku

Ka3axcran

Peructpannonnoe ynocrosepenne PK-JIC - No

B cootBercTBuu ¢ Kogexcom Pecriyonuku Kazaxcran «O 310poBbe HapoJa u

CUCTEMC 3PAaBOOXPAHCHU» HACTOAIICC YAOCTOBECPCHHEC BBIJIAHO!

HaumeHnoBaHue neprkaTens perncTpallioOHHOTO yI0CTOBEPEHUS

CrpaHa gepsKaTens perucTpalliOHHOTO yI0CTOBEPEHUS

B TOM, YTO JICKAPCTBEHHOE CPEJICTBO 3aPETUCTPUPOBAHO M PA3PEIICHO K

IPUMEHEHUIO B METUIIMHCKON MpaKkTUKe Ha Tepputopuu Pecniybnuku Kazaxcran

Nudopmarus o 3aperucTpupoOBaHHOM JIEKAPCTBEHHOM CPEJICTBE

ToproBoe HaMMEHOBAHHE JEKAPCTBEHHOTO CPEICTBA

Z[J'[H OTCYCCTBCHHBIX HpOI/ISBOHI/ITCHeﬁ TOProBO€ HAMMECHOBAHHUE I OKCIIOPTa

MexayHapoJHOe HEeMaTeHTOBAaHHOE HAMMEHOBAaHUE (IIPY HAJIUYUH)

JlekapctBennas hopma

Jlo3upoBka

®dacoBka

Aol Il e A I BP e

Kon anatomo—TepaneBTHYeCKO-XMMUYECKOH KiacCU(pUKAIIN

CocraB aKTHBHBIX BCIICCTB

11.

Cpok XpaHeHHs

12.

Tlopsimok otmycka (1o perenTty, 6e3 perenra)

NHupopmanus o Npou3BOIUTEINE JIEKAPCTBEHHOTO CpeacTBa™

Tun OpraHusanyy Wik y4aCcToOK IIpOU3BOACTBA

HaunmenoBanue OpraHusanyu

Crpana

ITponsBoautens

HpeI[HpI/ISITI/IC-yHaKOBILII/IK

TNIepBUYHAs

BTOpHUYHAs

HpOI/ISBOI[I/ITCHL, OCyLHeCTBHHIOHIHf/'I KOHTpPOJIb KayeCTBa

HpOI/ISBOI[I/ITCJ'IL, OTBETCTBEHHBIN 3a BBIITYCK cepnﬁ

[Ipumeyanue:
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e‘\ A (" | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 12.03.2026
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
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* NUudopmanust o mpou3BOUTENE JIEKAPCTBEHHOTO CPEICTBA 3AIMOJIHIETCS Ha KaXIYIO
IPOU3BOJICTBEHHYIO IUIOMIAJIKY.

JlaTa rocy1apCTBEHHOI perucTpanuy (epeperucTpanumn) « 2 20 roma
Ne peLICHHUS.

JIeCTBUTEBHO JI0 « » 20 rojaa win "beccpouno" (HyKHOE yKa3aTh).
JlaTta BHECEHHUSI U3MEHEHUH « » 20 roga Ne pelIcHus.

@®.1.0 (mpu ero HaMMYUK) PYKOBOJIUTEINS TOCYIAPCTBEHHOTO opraHa (Uiu
YIOJHOMOYEHHOE JIUIIO)

®opma 2

I'ep6 Pecny6nuku Kazaxcran MUHUCTEPCTBO 3/IpaBooXpaHeHus: PecnyOnuku
Kazaxcran

PeructpanronHoe yj1octoBepeHue (BbIOpaTh Hy>KHOE U OTMETUTh OJJUH U3 HUX):
PK MU (MMH) —

[]

PK MU (MT) —
[]

PK MU (in vitro) —

[]

B cootBercTBUU ¢ Konekcom PecyOnuku Kazaxcran «O 310poBbe HApo/ia U CUCTEME
3/IpaBOOXPAHEHUS HACTOSAIIEE PErUCTPAIMOHHOE Y/IOCTOBEPEHNE BBIJIAHO:

Wudpopmanus Haumenosanune

ITpousBoaunTens, cTpana -

HpOI/BBO)ICTBeHHaH TIoHIaika, crpaHa -

V10JIHOMOYEHHBIH NpeACTaBUTEIIb IIPOU3BOAUTEIIA -

B TOM, 4TO
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(HaMMEHOBAaHUE MEIUITMHCKOTO M3/ICIIHS)

(knacc 0€30MacCHOCTH B 3aBUCUMOCTH OT MOTEHLIUAIBHOTO PUCKA TPUMEHEHUS)
3aperucTpupoBaHa (3aperucTpUPOBAHO) U paspelieHa (pa3penieHo) K MPUMEHEHUIO
B MEJUIIMHCKOMW MTpaKkTuKe Ha Tepputopuu Pecnyonuku Kazaxcran.

[lepeueHs pacXoHBIX MAaTEPUAIOB M KOMILIEKTYIOIINX K MEAUIIMHCKOMY H3/IETUIO
B IIPUJIO’KEHUH K TAHHOMY PETUCTPALIMOHHOMY YAOCTOBEPEHHUIO COTIacHo dopme 3
(YKa3aTh KOJMYECTBO JIUCTOB).

JlaTa rocy1apCTBEHHOM perucrpaiuu (repeperucTpaun).

« » 20 roaa Ne pelIeHHUS.
JIeHCTBUTENBHO 10 « » 20 rona wiu "beccpouHo" (HyKHOE yKa3aTh).
JlaTa BHECEeHUsI U3MEHEHUM « » 20 rona Ne pelIeHus

®.1.0 (mipu ero HaJIMYMK) PYKOBOJAUTENS TOCYJAPCTBEHHOTO OpraHa

(I/IJII/I YIIOJIJHOMOYCHHOC JINIIO

®dopwma 3

MunncrepcTBo 3apaBooxpanenus Pecnyosmku Kazaxcran Ilpusio:kenne K
PEruCTPALIMOHHOMY YI0CTOBEPEHUI0 (BHIOPATH HY:KHOE M OTMETHUTH OJUH U3 HUX):

PK MU (MUMH) —
PK MU (MT) —
PK MU (in vitro) —

[ ]

HepequL COCTaBHBIX YacTeM MCIAUIIMHCKOI'O N3CINA

‘ HaumenoBanus monenu (Moandukanun) MU
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y p 2 JlaTta ckaunBaHMs 08.04.2026

Ne | Buj cocTaBHBIX yacTeit HanmeHOBaHME COCTaBHBIX YacTei Mojenb COCTaBHBIX YacTei [IpousBoxutens Crpana

@®.1.0 (ipu ero HalIMYuM) PyKOBOAUTENS TOCYJaPCTBEHHOIO OpraHa

(W11 YyIIOJTHOMOYEHHOE JIUIIO)

« » 20 romaa
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[Ipunoxxenue 5 kK npaBUIIaM
pErucTpanuy JeKapCTBEHHbBIX
CPEACTB U MEIULIIMHCKUAX U3/IEIIAN
10 IPUHLUITY «EIUHOTO OKHa»

3akJ/il0ueHue 0 3aperucTPMPOBAHHOM LleHe TPOU3BOAMTEJISA UM O BHECEHUHU
U3MEeHEHMI B 32aperuCTPUPOBAHHYIO IleHY NIPOU3BOAUTEJIA JIEKAPCTBEHHOIO

cpeacrsa
1. Yenyrononyuarens:
1.1. ITpousBoauTeNh
HaumeHoBaHHe I0PHAXIECKOTO JIHIA
Crpana
IOpunnyeckuii anpec
daxTHueckuii agpec
Tenedon
Dakc
e-mail
KonrakTtHoe auio IIpn Hamuunu
JloJDKHOCTB
Tenedon
Dakc
e-mail

Hanuune B Pecniyonuke Kazaxcran ctpyKkTypHOro mojpaszeneHus (FOpHIHuecKoe JHI0, pruiuan u npodre)

1.2. Bnagenen u (uiam) aepkaTellb PETUCTPALMOHHOIO yIOCTOBEPEHMS

HazBanue HOpUANIECKOro Jima

Crpana

IOpunuueckuii anpec

dakTHUecKuil agpec

Tenedon

daxc

e-mail

PykoBojurens (mpu HaITMIKK)

KoHnrakTHOE JINIO HpI/I HaJIM49uHn

JloIKHOCTD

Tenedon

daxc

e-mail

Hanune B Pecy6nuke KazaxcraH CTpyKTypHOTO Iopa3aeneHus (FOpUIMIECcKOe JTULO, QIIHai 1 IPOUne)
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1.3. loBepeHHOE U110

HasBanne (npu Hamuaum)

Crpana

IOpunuuecknii anpec

dakTHuecKuil agpec

Tenedon

daxc

e-mail

PykoBonurens (mpu HaTMIKK)

JlaHHBIC O TOBEPEHHOCTH Ne noepennocTu

Jlara BbI1aun

Cpok neiicTBus

2. Uadopmanus o JIC:

1. HaumeunoBauue JIC

2. HoMep perucTpaiimoHHOro y10CTOBEpPEHHUsI, AaTa
BBIJIaun

3. JlexapcTBeHHas popma

4. KonnyecTBO B MOTPEOUTENILCKON YIIaKOBKE

5. O0bem

6. Konuenrpanus

7. lo3upoBKa

* [Ipu KOHBEpTAIIMM HHOCTPAHHOW BAJIIOTHI LIEH B 3asBJICHUH, a TAK)KE B
JIOKYMEHTAaX, MOATBEPKAAOIUX (DAKTUYECKYIO IIEeHY TTOCTaBOK, KOMUSX MHBOMCA
(HaKIaIHOM) WK CYET-(PaKTyphl, a TAKKE B KOHTPAKTE WK JOTOBOPE O MPUOOPETEHUN
JIC B HanmoHanbHy0 BamoTy PecnyOnuku Kazaxcran ucnosb3yrorcs opuiiuaibHbIe
KYpPChl FHOCTPAHHBIX BAJIIOT B CPEIHEM 32 MECSL, MPEAIECTBYIOMINI TOJaYe
3asBlIeHUs (cpeaHuit oOMeHHbIN Kypce) HanmonansHoro banka Pecny6nuku Kazaxcran.

B cnydae oTcyTcTBHSs 0(DUIIMATIBEHOTO Kypca BaIIOT B IEPEUHE WHOCTPAHHBIX
BAJIIOT, YTBEPKACHHOM TtoctaHoByieHneM [IpaBnenns HannonansHoro banka

Pecniy6uku Kazaxcran ot 24 aBrycra 2012 roma Ne 242 «OG0 ytBepsxkaenuu [Ipasun
YCTaHOBJICHUS O(UIIMATILHOTO Kypca HallMOHAILHOM BaFOThI PecyOnmmku Kazaxcran k
WHOCTPAHHBIM BaJIOTaM» (3apeTUCTPUPOBaH B PeecTpe rocy1apCcTBEHHON perucTpauu
HOPMaTHBHBIX MPABOBBIX akTOB 1o Ne 7977), undopmanus o ieHe B peepeHTHBIX
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cTpaHax nojaercs B pojuapax Coenunennsix [ITatoB AMeprkn COrjiacHO paCueTHOMY
KypCy OIlepanui 3a NpeAECTBYOIINUN MECAL], TPEAOCTABICHHbBIX Ka3HA4YE€CTBOM
Opranuzanuu O0wseauHeHHbIx Hanuid, Ha caiite https://treasury.un.org.

3aperucTpupoBaHHas 1eHa MPOU3ZBOAUTEIS IMOO BHECEHUE U3MEHEHUM B
3apEeruCTPUPOBAHHYIO IIEHY MPOU3BOJUTENS JIEKAPCTBEHHOTO CPEACTBA COCTABIISIET
TEHT€ 3a NOTPEOUTENBCKYIO YITAaKOBKY

CIICHHUAJIUCT CTPYKTYPHOI'O IOAPAa3aACIICHUA

___noanuchk ®.N.0. (mpu Hamu4um)

PYKOBOJUTEIH CTPYKTYPHOTO MOPA3ICICHUS

MOJITINCH

@®.1.0. (mpu HAIUYUN)
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[Ipunoxenue 6
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

YT1Bepxaaro

(TOIKHOCTH)

®UO (ripu ero HaJIUYWHN)

(moamuchk)

(mata)

3akiil0o4ueHne 0 perucTpauu, BHeCEHUsI U3MEHEHUsI B LIEeHY NMPON3BOANTEJIsI
MeIMIUHCKOT0 U3/1eJIusl JIfl IMATHOCTUKH BHE *KUBOT0 oOpranusMma (in vitro),
npousBoanMbie Ha TeppuTopuu Pecmyosimkn Kazaxcran B paMmkax 10JroCpoYHbIX
J0TOBOPOB NMOCTABKH, 3aKJII0YEeHHBIX ¢ EIMHBIM 1UCTPUOBLIOTOPOM

OcHoBaHHe JUISL perucrpaliii, BHECEHUSI UBMCHCHHS B LICHY IMTPOU3BOAUTEIISL MEJUIIUHCKOTO U31CIINS

ILaTa perucTpanuu 3assBKU

Caenenust o yciyromnonydareine (HanmeHoBanue, opranusaionHo-mpasoBast popma ¥Yciayrononydarens, BUH, ®UO. (pu ero Hanu-
YHMHU) PYKOBOIHUTENS (MU JIML0, HCHONHSIOIIEE €70 00S3aHHOCTH)

HpCHMeT aHaliu3a OcH (HaI/IMeHOBaHI/IC7 MOJIECIIb, HpOI/I3B0}_II/ITeHI>)

Perucrpanmonsoe yjocToBepeHne (HOMep, CpOKH AeHCTBUS) (IIPY HATUYNH)

CpoKk efCTBUS 3aKIIFOUCHHUS

3aKiIr04eHne O PEerucTpaluu, BHECEHUs U3MEHEHUS B 1IEHY MPOU3BOIUTENS
MEIUITUHCKOTO U3JICTTUS METUITUHCKOTO U3ACIUS ISl TUarHOCTHKH BHE KUBOTO
opranusma (in vitro), mpou3BoauMbIe Ha Tepputopun Pecnybnuku Kazaxctan B pamkax
JOJITOCPOYHBIX JIOTOBOPOB IMOCTAaBKH, 3aKIIFOUCHHBIX ¢ EAMHBIM TUCTPHOBIOTOPOM
COCTOUT U3 BBOJAHOM, UCCIIEIOBATEIBCKON YaCTH U 3aKIIOUYCHUSI.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 08.04.2026

™ ,‘ a ,' ,' DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata peaKkmum 12.03.2026
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o

JlaTta ckaunBaHMs 08.04.2026

B HCCHGI[OB&TGHBCKOfI YaCTH 3aKIIIOUCHUA SKCIICPTA U3J1aracTCAa BECh IIPOLICCC
HCCIICA0OBAHMA U €TI0 PE3YIILTATEI, ACTCA 000CHOBaHHE YCTaHOBJICHHBIM (I)aKTI/IIICCKI/IM

JaHHBIM U 00CTOSTEILCTBAM.

3aKJIroueHue COJACPIKUT NMPUITIOKCHUC B BUJIC Ta6J'II/II_[I)I C YKa3aHHUCM
pCKOMCHHyeMOﬁ CTOUMOCTH IMPCAMETA SKCIICPTHU3LI B Pa3pC3€ KOMINICKTYIOIUX.

3aKJIIOYEHIE:

Ilena 1aHHOW KOMIUIEKTALIMU MEIULIUHCKOTO U3AENUS AJIsl TMATHOCTUKU BHE
’KUBOT0 opranusma (in vitro), mpousBoguMbIe Ha Tepputopuu Pecnybnuku Kazaxcran B
paMKax J0JATOCPOYHBIX JOTOBOPOB MOCTABKH, 3aKIIOYEHHBIX C ENMHBIM
JTUCTPUOBIOTOPOM COCTABIISIET TEHTE 32 OJIHY €AMHUILY U3MEPEHHUS.

Okcnept

(moamuck) ®UO (mpu ero HaTUIKN)
PYKOBOJMTED

CTPYKTYPHOT'O MOJpa3AeieHus

(nmoamuce) ®UO (mpu ero Hanu4Mm)

*CBEJIEHNS O PETUCTPAIIMOHHOM yJIOCTOBEPEHHH, JJaTa PETUCTPAIINH U JIaTe
MCTEUCHUS 3aMOJHAIOTCS YCIYTONOay4YaTeIeM MPHU €ro HAUTHYUU



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
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PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKAUMBAHUS 08.04.2026

[Ipunoxenue 7
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

3akiovyenue npodeccuoHAIBLHON IKCNEPTU3HI VIS BKIKYEHUSA JTeKAPCTBEHHOI0
cpeacrBa B KazaxcraHCKMil HAIMOHAJIbHBIN JIEKAPCTBEHHbIH (popMyJisip

1. Uudopmarus o yeayronosyuyarese:
1) HaMeHOBaHKE OpraHU3aluy;
2) ®.1.0 (npu HAIUYKK). OTBETCTBEHHOTO JIUIA, JOJIKHOCTB;

3) MEeCTO HaXOXKAEHUSI OPTaHU3ALMU-YCIyTONoay4darelis (FOPUANIYECKUN aJipec,
dbakTudyeckuii aapec);

4) BUH, 6aHKOBCKHE PEKBU3UTHI;

5) nomep Tenedona u (win) dakca,

6) e-mail;

2. lanHble 10 3asiBICHHOMY JiekapcTBeHHOMY cpeactBy (JIC):
1) roproBoe HanmeHnoBanue JIC;

2) MEeXIyHapOAHOE HEMAaTEeHTOBAHHOE HAMMEHOBAHUE;

3) coctas JIC (nelicTByIOIINE U BCIIOMOTATEIbHbIE BEIIECTBA), IPEAJIAracMoro
JUTSl BKJTFOUEHUS,

4) nekapcTBeHHas Gopma U J03UPOBKA, KOHIICHTPAIHUS;

5) cBenenus o peructpanuu 3asBieHHoro JIC B Pecnybnuke Kazaxcran;
6) dapmakonoruueckoe neictaue JIC;

7) hapmakonornyeckas rpynna JIC u ATX kox;

8) IMOKa3aHus K IPUMCHCHHNIO COINIaCHO MHCTPYKIHUHU 110 ITPUMCHCHHUIO
JCKApCTBCHHOI'O CPCACTBA,

9) crtoco0 mpuMeHEHUSI.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
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e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 12.03.2026
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE 4
JlaTta ckaunBaHMs 08.04.2026

3. 3akmroueHue 1o pesyiabTaTam NpohecCuOHATBHOM SKCIEPTU3BI IS
BKJIIOUeHMsI B Ka3axcTaHCKUIl HAIIMOHANBHBIHN JIEKapCTBEHHBIA (hOPMYJISp:

1) uadopmarust 0 HATMYHUH JACHUCTBYIONIETO PETUCTPAIIMOHHOTO Y/IOCTOBEPEHHUS B
PecnyOnuke Kazaxcran 1eKkapCTBEHHOTO CPEACTBA;

2) nHopmanus 0 HAIMYUK JIEKapCTBEHHOro cpencTBa B [lepeune opdanHbIx
3a00JIeBaHUH U JIEKAPCTBEHHBIX CPEACTB VIS UX JIedeHUs (Op(aHHBIX), OIPEACICHHOM
corslacHo yHKTY 3 ctateu 177 Konekca;

3) undopmanus o KIMHUYECKOU 3()(PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA O
3apPErucTPUPOBAHHBIM MMOKA3aHUSIM K MPUMEHEHHUIO, COOTBETCTBYIOIIEH COOTHOIICHUIO
ypoBHeM npokazarenbHocTH [ u II v rpaganuii pekomenaanuii A u B, no mkane
pa3zpabotannoi Okcdopackum LleHTpom nokazatenbHOM MEAUIIMHBI B COOTBETCTBHUHU C
npunoxenueM 45 k HactosuuM [IpaBuiiam, moATBEPKICHHBIE PE3yJIbTaTaMU
KIIMHUYECKHUX MCCIIEOBAHUI BEICOKOI'O METOI0JIOTHYECKOT0 KaueCTBa B Ka3aXCTaHCKUX
1 MEXJYHAPOHBIX MPU3HAHHBIX UICTOYHUKAX;

4) uadopmarus o 6€30MaCHOCTH JIEKAPCTBEHHOTO CPEJICTBA T10
3apErucTPUPOBAHHBIM MMOKA3aHUSIM K IPUMEHEHHUIO, COOTBETCTBYIOIIEH COOTHOIIECHUIO
ypoBHeM nokaszarenbHocTH | u 11 u rpaganuii pekomenanui A u B, no mkane
paspabdorannoit Oxchopackum LleHTpom g0Ka3aTeIbHOM MEAUITUHBI B COOTBETCTBHH C
npuioxkenrem 45 k HactosuM [IpaBuiiam, moATBEPKIEHHbBIE PE3yIbTaTaMU
KIIMHUYECKUX MCCIIEOBAHMI BEICOKOI'O METOIOJIOTHYECKOTO KaueCTBa B Ka3aXCTaHCKUX
U MEXyHAPOJIHBIX MPU3HAHHBIX UCTOYHUKAX;

5) undopmarius no 3a001€BaHUSAM, SBISIOIIUMHUCS 3aPETUCTPUPOBAHHBIM
MOKa3aHUSM K IPUMEHEHUIO JIEKAPCTBEHHOI'O CPEJICTBA B CTPYKTYpE 3a00JIEBAEMOCTHU
Hacenenus Pecnyonuku KazaxcraH, mo JaHHBIM O(UIIMATIBHBIX SJIEKTPOHHBIX
MH()OPMAIIMOHHBIX PECYPCOB U MHGOPMAIIMOHHBIX CUCTEM CO3/IaHHBIM COTJIACHO
noanyHkty 30 ctateu 7 Konekca, a Takke onmyOJTUKOBaHHBIX CTATUCTUYECKHUX
COOPHHMKOB YITOJIJHOMOUYEHHOT'O OpraHa WM MUACMUIOTUUECKUX UCCIIeI0BaHUM;

6) I/IH(i)OpMaHI/I}I O HAJIMYUU B PCKOMCHOAIUAX KIIMHUYCCKHUX ITPOTOKOJIOB
P CCH}’6J'II/IKI/I Ka3axcTtaH B COOTBETCTBUH C TTIOKA3aHUSIMH K IMPUMCHCHUIO,

7) undopmarys 0 HATMYUHU B PEKOMEHIAIUSAX MEXTYHAPOIHBIX (€BPOIEUCKHUX )
KJIINHUYECKUX PYKOBOJCTB



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 08.04.2026
e.zai

DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB
PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Jata penaxkunn 12.03.2026
JlaTta ckaunBaHMs 08.04.2026

8) urdopmarys 0 HaIMYUKU B PEKOMEHIALUAX, IPOTOKOJIOB CTPAH-UJICHOB
Opranuzanuu 3KOHOMHYECKOro coTpyaHudecTtsa u pa3sutus (OOCP);

9) undopmarus 0 HATMYUHU B CIIUCKE OCHOBHBIX JIGKAPCTBEHHBIX CPEICTB
BcemupHoii opranuzanuu 3ApaBooXpaHeHust (B TOM YUCIIe JJIs AeTel);

10) uapopmanyst 0 HaTMYUKU B BpUTaHCKOM HAIIMOHAJILHOM JIEKAPCTBEHHOM
dbopmyispe (B TOM Yucie IS 1eTe);

11) uadopmanust 0 HATMYUKA B BO3MEIIAEMBIX CITUCKAX U GOpMyJIsipax CTpaH
O2CP;

12) undopmaiius 0 HATMYUKU PETUCTPAIIUU JIEKAPCTBEHHBIX MPenapaToB B
CTpaHax pernoHa MexayHapoHON KOH(GEPEHITMH M0 TApMOHU3AINH TEXHUYECKUX
TpeOOBaHUI K PErUCTPALIMH JIEKAPCTBEHHBIX MPENapaToB JJIsl MEAUIIMHCKOTO
npumenenus (ICH);

13) madopmanus 0 HATUYAH PETUCTPAIUN JIEKAPCTBEHHBIX MPENapaToB B
ctpanax ODCP;

14) uadopmanyis 0 HATUYUKA PETUCTPALIUU JIEKAPCTBEHHBIX MPENapaToB B
CTpaHax pPEerucTpally 1Mo HEHTPATM30BaHHON MPOIeAYpe KOMIETEHTHBIM OpraHOM
EBpomneiickoro Coro3za;

15) nadopmanus 0 HamMUUK poreaypsl nepexBanudukanuu BO3 win
BKJItOUeHHE B nepedyeHb BO3 npekBainunpoBaHHbIX JEKapCTBEHHBIX CPEJICTB,
npeaHa3HaYeHHbIX 17151 00ppObl ¢ BUY, TyOGepKyie30M, renaTUTOM U JPyTUMU
00JIe3HAMHU.
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Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 08.04.2026

[Ipunoxenue 8
K [IpaBUJIaM PETUCTpaLUU
JIEKapCTBEHHBIX CPEJCTB
Y MEIULUHCKHUX U3JIETUI
10 MPUHIHUITY «ETUHOTO OKHA

Pemenue 00 oTKasze B rocy1apCTBEHHON pETUCTPALIMH, IEPEPETUCTPALUN
JIEKapCTBEHHOTO CPEACTBA UM MEIULIMHCKOTO U3/eusl, BHECEHHE U3MEHEHUN B
PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOI'O CPEACTBA MIIM MEIULUHCKOTO U3AEIUs

Howmep 3asBnenus

JlaTa 3asBieHust

Ycnyronomyuarens

Howmep pemrenns 06 oTkase

Jata pemeHus 06 0TKa3e

HaNMCHOBaHHE TOCYIAPCTBEHHOTO OpraHa yBeIoOMIIsIeT Bac 06 0TKa3e B perrCTpaiiu, IIepeperucTpaliy Wid BHECCHAN H3MEHEHHUI B PeTH-
CTPALMOHHOE OChE M MEIUIIMHCKOM TIPUMEHEHHH JIEKAPCTBEHHOTO CPECTBa (MEIUIIMHCKOTO n3/eius) (HyKHOE ITOJ4EPKHYTh) HA TEPPUTO-
pun Pecriy6nuku Kazaxcran.

[Ipuuuna oTkasa:

@®.1.0 (npu ero HaIM4YMK) PYKOBOAUTENSI TOCYIAPCTBEHHOTO OpraHa (M yIoJHOMOYEHHOTO JIUIA)
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PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 08.04.2026

[Ipunoxenue 9 x npaBuIIam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEJIULIMHCKHAX W3EIIAN
10 IPUHLUITY «EIUHOTO OKHa»

dopma

HanmeHoBaHMe TOBEpPEHHOTO JIMIA WIM KOMITAHUH, TIPEICTABUTENBCTBA OT
YCIIYTOIOJIyYaTeNs, YIIOJHOMOYEHHOTO MPOBOINTh AEUCTBUS BO BPEMS ITPOLETYPBI
peructpanuu 1iensl B Pecniyonuke Kazaxcran

MoTUBUPOBAHHBIN OTKA3 B PETUCTPAIIMM 1IEHBI NI BHECEHUU U3MEHCHUN B
3apPEruCTPUPOBAHHYIO LIEHY MTPOU3BOAUTENS JIEKAPCTBEHHOTO CPEJICTBA

Hacrosmum PecniyOnukanckoe rocyJapcTBEHHOE MPEAIPUITHE HA TPaBe
XO35IMCTBEHHOIO BeJleHNs "HalnmoHaIbHbINA HEHTP 3KCIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB
U MeIUMUUHCKUX u3aenuil”" Komurera MeIUIIMHCKOTO U (hapMalieBTHUECKOr0 KOHTPOJIS
MunucrepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran (nanee — DxcnepTHas
opranuzaiusi) coo6iaer cienymoiuee. [Ipu paccMoTpeHuu 3asBICHUM O perucTpanuu
LEHBI POU3BOUTEINS MJIM BHECEHUH U3MEHEHUHN B 3apErUCTPUPOBAHHYIO LIEHY
IPOU3BOJIUTENS, @ UMEHHO:

Ne /i YHHKAaIBHBIN KO HAa OPTaJe [IEHOOOpa30BaHUs ToproBoe HarMeHOBaHUE JIEKAPCTBEHHOTO CPEACTBA
1
2

COTpYAHMKAMU DKCIEPTHON OpraHU3alMK ObUIO BBISBJIEHO CIEAYIOIIEe:

(OTMETUTB HYKHOE)

HpCI[OCTaBJ'IeHI/Ie JAOKYMEHTOB B HCTIOJIHOM o0BeMe U (HJ’[I/I) HETIOJIHOTA COACPKAIUXCA B HUX CBEJICHUH B COOTBETCTBHUH C TpeGOBaHI/Iﬂ-
MU HACTOSAIIHUX HpaBI/IJ'I

HpCIIOCTaBJICHI/Ie HEIOCTOBEPHBIX CBEJICHUN

Iena npousBoaureins BBo3umbix JIC s PecriyOmiku KazaxcTan npeBbIniaeT cpeHee 3HaYeHUE TPEX MUHUMAIBHBIX [IEH U3 Yuciia Mo-
JIAHHBIX B 3asBJICHUH Pe(epPEHTHBIX CTPaH, a TAKXKe TPEBBIIIACT Cpe/IHee 3HAUCHHE TPEX MUHUMAJIBHBIX LIeH, OTYyYSHHBIX U3 JaHHBIX
CalTOB MEXIYHAPOAHBIX OPraHU3AIUN.

Ilena npousBoautens BBo3umbix JIC amst PecyOnuku Kasaxcran npeBblinaet cpeiHee 3HaYCHUE [[CH M3 YKCiIa TOIaHHbIX B 3asBICHUN
pedepeHTHBIX cTpaH (B cilydae eciii KOJIMUeCTBO pe()epEeHTHBIX CTPaH MEHEE TPEX ), a TAKXKE MPEBBILIACT CPEIHEE 3HAUCHHUE TPEX MUHHU-
MaJIbHBIX 1I€H, OJYYEHHBIX U3 IaHHBIX CAliTOB MEKIyHAPOIHBIX OPraHU3aluH.

Llena npoussoaurens BBo3uMbIx JIC st Pecriy6onuku Kazaxcran npesbliaeT 3HaueHHe LEHbI JUlsl cTpaHbl-ipousBoautens. (Ilpu orcyT-
CTBUM rocyaapcTBeHHoM peructpauuu JIC B peepeHTHBIX CTpaHax)

[IpenocraBieHHas neHa IPONU3BOIUTEINS It BBO3UMBIX JIC BhINIe 3HAYCHNS [IEH, YKAa3aHHBIX B MIPEJIOCTaBICHHBIX JOKyMEHTaX, ITOJITBEp-
sknaromux ey JIC (komus HHBOICA, TAMOXKCHHOM AEKIIapaliy WK c4eT-(akTypbl (HAKIaIHOMN)) MOCIESIHEr0 BBO3a 32 BEIYETOM CKHUAKU
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™ ,‘ a ,' ' DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata peaKkmum 12.03.2026
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o

JlaTta ckaunBaHMs 08.04.2026

[IpenocraBiieHHas LieHa IPON3BOIUTEISI HA BBOUMBIE JICKAPCTBEHHBIC CPEJICTBA BHIIIEC 3HAUCHHUS 1I€H, JCHCTBYIOIIMX HA MOMEHT HOAa41
3asIBJICHUS HAa BHECEHUE U3MCHEHHH B 3apETHCTPHPOBAHHYIO LICHY ITPOM3BOANTENS U YKa3aHHBIX B IIPEIOCTABIICHHBIX JOKYMEHTAX, IO
TBepxaaronux neHy JIC (kortpakT uim gorosop o npuodperenun JIC, neiicTByomuii HA MOMEHT IIOAAa4HX 3asIBJICHNU )

IpenocraBnennas npezaenbHast 1eHa JIC oreuectBenHoro npouspoautens B pamkax 'OBMII u (unn) B cucteme OCMC npeBbIIaeT LeH

JIC, peanuzyembIx B APYTUX CTpaHaxX

HpeHOCTaBHeHHaﬂ II€HA MPOM3BOAMUTEIIA MTPEBBIIIACT LICH HA JICKAPCTBEHHBIC CPEACTBA JOJITOCPOYHOTO JOTOBOPA ITOCTABKH C 3aKa3YNKOM

KOHTPAKTHOT'O POM3BOICTBA JICKAPCTBEHHBIX CPEICTB

Hacrosimium, B COOTBETCTBUM C TyHKTOM 82, myHKTOM 87, myHKTOM 89 [IpaBun
pPETUCTpaINU JICKAPCTBEHHBIX CPEACTB U MEAULIMHCKUAX U3ICJIUHI 110 IPUHIIUITY
«EIUHOT0 OKHA» KCIIEPTHAsl OpraHU3alys HallpaBjisieT MOTUBUPOBAHHBIN OTKa3 B
pETUCTPALIMY LIEHBI TPOU3BOJAUTENS WIIA BHECEHUS N3MEHEHHM B 3aPETUCTPUPOBAHHYIO
LIEHY MPOU3BOIUTEIIS JIEKAPCTBEHHOTO CPEJICTBA.

noixHOCTh noAanuck ®UO (npu Hamuaum)



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e | aKTiepIiH STANOHIBl GaKbliay GaHKi Cakray KyHi
™ ‘ a '} DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata peaKuun

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

12.03.2026
08.04.2026
12.03.2026
08.04.2026

[Ipunoxenue 10
K [IpaBUJIaM PETUCTpaLUU
JIEKapCTBEHHBIX CPEJCTB
Y MEIULUHCKHUX U3JIETUI
10 MPUHIHUITY «ETUHOTO OKHA

dopma

HanmmeHnoBaHue AJOBCPCHHOTO JIMIIA WJIXM KOMIIAHWH, IIPECACTABUTCIIBCTBA OT

YCIIYTOnoJiy4yaTessi, yHOJJHOMOYEHHOTO MPOBOAUTH JEHUCTBUS BO BpEMsI MPOLIETY Pl

perucTpaiuu, BHECEHUs U3MEHEHUS B IIeHy nipousBoautens B Pecyonuke Kazaxcran

MoTHBHPOBAHHBIA 0TKA3 B PerUCTPAllii, BHECCHUU U3MEHEHUSA B LIEHY U3/1eJIMi

MEINIMHCKOI0 HAZHAYCHUS MIPOU3BOAUTE/IA B pPaMKaX rapaHTUPOBAHHOI'O o0beMa

OecrIaTHOM MeIUIMHCKOI MOMOIIM U (MJIN) B cHcTeMe 00513aTeJILHOT0

CONHAIBHOI0O MEINIMUHCKOI'0 CTPaxoBaHus

Hacrosmum PecniyOnukanckoe rocy1JapcTBEHHOE MPEIIPUITHE HA TPaBE

XO3SHMCTBEHHOT'O BCACHU A ((HaHI/IOHaJIBHBIf/'I HCHTP SKCIICPTHU3BI JICKAPCTBCHHBIX

CPCACTB U MCIUIINMHCKHUX H3I[CJ'IHﬁ» Komurera MCAMIMHCKOI'O 1 (bapMaL[eBTI/I‘-IeCKOFO

KOHTpoJIT MuHUCTEepCTBA 37paBooxpanenus Pecrryonuku Kazaxcran (nanee -
DKcnepTHasi OpraHu3anus) CooOIIAET CAeAYIOIIEE.

IIpu paccMOTpEeHMN 3asIBJICHUN O PETUCTPALIMU, BHECCHUN U3MEHEHHUS B LIEHY Ha

u3aenue Meauiuackoro HazHadeHus B pamkax ['OBMII u (unm) B cucteme OCMC, a

HUMCHHO.

Ne /it YHUKaNbHBIA KO/ Ha IOpTaJie
LEeHO00pa3oBaHus

Toprosoe Ha-
HNMEHOBAaHHE
MEIUIUHCKO-
TO U3Jenus

COTpYIHHKAMHU DKCIEPTHOI OpraHM3aliH OBUIO BBISBICHO CICAYOIICe:
(OTMETHTB HYKHOE)

IIpenocraBienue 1OKyMEHTOB B HEIIOJIHOM 00beMe U (MJIM) HEMOJIHOTA COAEPIKAIIMXCS B HUX CBEACHHUIH B COOTBETCTBUH C
TpeOoBaHMAMH HacTosuX [IpaBun

[IpenocraBiieHrEe HETOCTOBEPHBIX CBEICHUI

IMpenocrasnennas nena npoussoautens B pamkax 'OBMII u (min) B cucreme OCMC st BBo3umbix FIMH, BbIle 3Haue-
HUS LICH 32 €JMHUILY U3MEPEHHUS, YKa3aHHBIX B IIPEJOCTABICHHBIX TOKYMEHTAX, HOATBepkaronux neny MMH (xonus uH-
Bolica (HaKJIaaHOM) WM c4eT-(aKTypbl, TAMOXKEHHOHN NEKJIapalii) MOCIEIHEro BBO3a 3a BHIUETOM CKHIKH




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
» -‘ a DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

Ipenocrasnennas nena npoussoautens B pamkax I'OBMII u (unn) B cucreme OCMC st BBo3umbix IMH Belie 3Haue-
HHS LIEeH 3a €IMHUILY U3MEPEHUs], YKa3aHHbIX B IIPEJ0CTABICHHBIX JOKYMEHTAX, IOATBEPXKAAIOIMX LIEHY B KOHTPAKTe HIN
JIoroBope oT 3aBoja npoussoaurens UMH

IpenocrasnenHas npenensHas neHa UMH oredectBeHHOr0 Ipoussogutens B pamkax I'OBMII u (wm) B cucteme
OCMC npesbrmaet neH MMH, peanu3yeMbIx B IpyTHX cTpaHax

3apeructpupoBanHas 1ieHa B pamkax ' OBMII u (nnn) B cucteme OCMC mpeBbIIIaeT [eHy MOCIeAHEro 3aKyna Ha BeO-
nopraine TOO «CK-®apmarnus» 3a 12 MecsiieB, NIpeIeCTBYIONIMX IaTe T01a4H 3asBJIeHuUs Ha 3asBisemoe UMH;

3apeructpupoBanHas 1ieHa B pamkax 'OBMII u (nnn) B cucteme OCMC mpeBbIlIaeT [eHy MOCIeAHEero 3aKyna Ha BeO-
MopTaJie rocyJapCTBEHHBIX 3aKYIOK 3a 12 Mecsiues, MpeAnIecTBYIOMINX AaTe NoAa4H 3asBiIeHNs Ha 3asBisieMmoe IMH

IIpumeyanue:

Hacrosmum, B coorBeTcTBUHU € ITyHKTOM 178, 179 HacTosuux IIpaBun
DKCIIEPTHAS OpraHU3alys HAPABISIET MOTUBUPOBAHHBIM OTKAa3 B PErUCTPaLUH,

BHECEHUU M3MEHEHUS B LIeHy npousBoauTens B pamkax ['OBMII u (unm) B cucreme

OCMC Ha nepeyucaeHHbIE U3IEHSI MEUIIMHCKOTO HA3HAUYCHUS.

JI0JDKHOCTB MOIINCH ®.U. O. (1pu ero HaJIUUUH)




e.zZan
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[Ipunoxenue 11
K IIpaBUjIaM PErUCTPALUU
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

HaumeHoBaHue ycayronosaydareJis

MOTHBHpOBaHHbIﬁ 0TKa3 B perucrpanu, BHECCHUSI NIBMCHCHHUSA B LICHY

IMPOMU3BOAUTEISA MEAUIIMHCKOI0 U3CJIUA TJIA TUATHOCTUKH BHE KUBOI'0

opranmu3ma (in vitro), npousBogumsbie Ha Teppurtopuu Pecnyoaukn Kazaxcran B

PaMKax J0JIroCpOIHLbIX JOIr0BOPOB MOCTABKH, 3AKJIIOYCHHBIX C Eannbim

AUCTPUOBIOTOPOM B paMKaX rapaHTHPOBAHHOI0 00beMa 0ecIIaTHOM

MeIUIUHCKON MOMOIIU U (MJIH) B cMCTeMe 00513aTeJIbHOI0 COUAIBHOTO

MEIUIMHCKOI'O CTPAaXOBaHUsA

Hacrosmum PecniyOnukanckoe rocy1JapcTBEHHOE MPEAPUITHE HA TTPaBE

XO3SHMCTBEHHOTO BCACHUA ((HaHHOHaHBHBIﬁ LHCHTP SKCIICPTHU3BI JICKAPCTBCHHBIX

CPCACTB U MCOANINHCKHX HBHGHHﬁ)) Komurera MCOAUIUMHCKOI'O 1 (I)apMaHeBTI/I‘-IeCKOFO

KOHTpOJs MunucrtepcTBa 3apaBooxpanenus Pecniyonuku Kazaxcran (nanee -

DKcnepTHast OpraHu3alis) cCooOIaeT caeayomiee.

IIpu paccMOoTpeHnH 3asiBIICHUI O PETUCTPALNY, BHECEHUSI U3MEHEHUS B LIEHY

IMPOU3BOAUTCIIA HAa MCAUITUHCKOC U3ACIINC TJIA TUATHOCTUKH BHC )KUBOI'O OpraHU3Ma

(in vitro), npousBoauMble Ha TeppuTopun Pecryonuku Kazaxcran B pamkax

AOJITOCPOYHBIX JOT'OBOPOB IIOCTABKH, 3aKJIFOYCHHBIX C EI[I/IHBIM I[I/ICTpI/I6I>IOTOpOM B

pamkax ['OBMII u (unu) B cucreme OCMC, a uMeHHO:

No
I
/

VHUKaJIBHBIA KO
Ha MopTaje IeHo-
o0pazoBaHust

ToproBoe HaMMEHOBaHNE MEUIIMHCKOTO U3/IENHUS JUIsl INAarHOCTUKY BHE JKUBOT'O OpraHu3Ma (in vitro), mpous-
BOJMMBIC Ha TeppuTopuu Pecriy6nnkn KazaxcraHn B paMKax J0JATOCPOYHBIX JOTOBOPOB ITOCTABKH, 3aKIIOYCH-
HbIX ¢ EquHBIM qrCcTpHOBIOTOPOM

1

2

COTPYIHU

KaMu DKCIIEPTHON OpraHu3aliiy ObUIO BBISBJICHO CIICIYIOIIECE:

(OTMETHUTH HY>KHOE)
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[IpenocTaBneHre TOKYMEHTOB B HEMIOJTHOM 00BbeME U (KJIM) HEMOTHOTA
COJIep KAIMUXCS B HUX CBEJCHUI B COOTBETCTBHH C TpeOOBaHMUsIMU HacToAmux [Ipasu.

[Ipumeyanue:

Hacrosmum, B coOoTBeTCTBUHM € IyHKTOM 196 ITpaBun DxcnepTHast opraHuzaius
HaIpaBJjIsieT MOTUBUPOBAHHBIA OTKA3 B PETUCTPALIMU, BHECEHUU U3MEHEHUS B IIEHY
MIPOU3BOJAUTEI HA TOPTOBOE HANMEHOBAHUE U TEXHUYECKYIO XapAKTEPUCTHUKY
MEIUITMHCKOTO U3/IeNUs ISl TMarHOCTUKHU BHE KUBOTO opraHusma (in vitro),
pOU3BOIMMbIE Ha TeppuTopun Pecriyonnku Kazaxcran B pamkax J0JITOCPOYHBIX
JIOTOBOPOB MOCTaBKH, 3aKII0YEHHBIX ¢ EnunabiM quctpudbioTopom B pamkax 'OBMII u
() B cucteme OCMC Ha nepednciIeHHOE BBIIIE MEAUITUHCKOE U3/IETHE.

nomxHOCTh oanuck GUO. (ipu ero HaTMYKMK)
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[Ipunoxenue 12
K IIpaBUjIaM PErUCTPALUU
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

Hepeqenb JOKYMEHTOB, IPCAOCTABJIACMbBIX VI JKCIICPTU3bI IPOU3BOAUTECIAMU

PecnyOoimkn Kazaxcran

Nent HanmenoBanue 10KyMeHTOB

/mn

1 2

Yacrs | O0mmas noxkymeHrauus™

IAl. | Ceprudpuxar GMP (c ykazaHueM JaThl U pe3yJIbTaTOB IOCIEAHEH HHCIICKIIUKY HOTApHAILHO 3aCBUICTEILCTBOBAHHbIE) MIPH HAJTMYUH

I Ecnu B IpOM3BOICTBEHHOM IIPOLIECCE YYACTBYET HECKOJIBKO MPOU3BOAUTENCH TOKyMeHThI MyHKTOB IA2, IA3, 1A4 npenocraBisiiotcs

A2. Ha BCEX YYaCTHUKOB IIPOU3BOJICTBA

I JIMIeH3MOHHBIH TOTOBOp (COTIAIlICHHE) Ha TIPaBO MPOM3BOJICTBA (10 HCTEUCHHUS CPOKa JCHCTBHS TaTeHTa HAa OPUTHHAIBHBIN Mpera-

A3. par)

I OXpaHHbIH JTOKyMEHT Ha U300pPETEHHE W MOJIE3HYI0 MOJISNIb OPUTHHAIBHOTO JISKAPCTBEHHOTO CPeICTBA (IPEAOCTABISETCS ATCH-

A4. TOOOIaIaTeIeM OXPAHHOTO JIOKYMEHTA B JICKTPOHHOM (hopMaTe), OXpaHHBIN TOKYMEHT Ha TOBAapHBIN 3HAK (B JIEKTPOHHOM (hopma-
Te)

I Jlexnapauus ot npou3BOAMTENS (AEpHKATENs PETUCTPALMOHHOIO YA0CTOBEPEHHMS ) IUCbMO O HEHAPYIICHUH UCKITIOYNTENIbHbIX [IPaB

AS. TPETHUMH JIMI[AMH Ha H300peTeHNE WITH TIOJIC3HYI0 MOJIEIh (IIPEIOCTABIISIETCS TIPH SKCIIEPTH3E FEHEPHIECKOT0 JISKAPCTBEHHOTO Tpe-
rapara)

I JIOKYMEHT, MOATBEePIKAAIOLINI KaueCTBO FOTOBOTO MPOIYKTa TPEX IMPOMBILLICHHBIX cepuil (cepTu(HKaT aHaIN3a, MPOTOKOJ aHAJIU-

A6. 3a), OfIHa Cepusi KOTOPOTO COBIAAET C cepHeil 00pasia JIeKapCTBEHHOTO CPEICTBA, OJAHHOTO Ha PETHCTPALIHIO

I JIOKYMEHT O IpHOHOBOI 6€30MaCHOCTH Ha BEIIECTBA KUBOTHOTO HPOUCXOXKICHUSI OT IIPOU3BOAUTEIS

A7.

I Jlexnapanusi 0 TOM, YTO B MPOEKTAX OOLIeH XapaKTepPUCTHKE JIEKapCTBEHHOTO Mpernapara U HHCTPYKIMH [0 METUIUHCKOMY ITPUMe-

AS. HEHHIO JISKAPCTBEHHOTO Cpe/IcTBa (JcTok-BKiaabii) (nanee — OXJIT u Uucrpykuus JIC) Bocnipon3BeeHHOT0, THOPHIHOTO HITH
OroaHaIOrnyHOro (OMONMOAOOHOI0) JIEKapPCTBEHHOIO Mpenapara OTCyTCTBYIOT oTianyus ot aeiictByrommnx OXJIT u Uucrpykuus JIC
OPHUTHHAIBLHOTO (pe(hepeHTHOr0) JIEKapCTBEHHOTO Iperapara, 3a HCKII0YeHHEM OTIHYHil HHYOPMALUK O TPOU3BOUTENE, CPOKE I'OJI-
HOCTH, COCTaBE€ BCIIOMOTaTeIIbHBIX BEIIECTB HE3HAUMMBIC PAa3INyusl B OMOJOCTYITHOCTH MM (hapMaKOKHHETHKE.

1A Pesrome (10 5 crpanui) 000cHOBaHU# 1 (HaKTOB, MOKA3bIBAIOIIIX, YTO JEKAPCTBCHHBIH MpenapaT sBISeTCsS BOCIIPOU3BEICHHBIM, I'H-

9. OpHIHBIM WITH OMOAHAIOTUYHBIM (OMOTIOTOOHBIM) JISKAPCTBEHHBIM MIPETIApaTOM COOTBETCTBYIOIIETO OPUTHHAIBHOTO (OHOIOrHYeCcKO-
T0) JIEKApCTBEHHOTO MpernapaTa.

L.B. TIpoekt o61eit xapakrepuctuku jgekapctBerHoro cpeactsa (OXJIC) B anekrporHoM Buje B popmarte "doc (10k)" Ha Ka3aXCKOM U

l. PYCCKOM sI3BIKax

L.B. TIpoeKT HHCTPYKIMH [0 MEIUIMHCKOMY PUMEHEHHIO (JINCTOK-BKJIAJIBIII) B 3JICKTPOHHOM BHJie B (hopmate "doc (10K)" Ha Ka3ax-

2. CKOM U PYCCKOM sI3bIKaxX

1.B. | Tekcr MapkupoBKH JUisi IEPBUYHON U BTOPUYHOM YIIAKOBOK, CTHKEPOB, STHKETOK Ha Ka3aXCKOM U PYCCKOM SI3bIKaX

3.

1.B. L[BeTHBIC MaKETHI TOTPEOUTENHCKHUX YITAaKOBOK, STUKETOK, CTHKEPOB B AJIEKTPOHHOM BHJIE B popMmare "jpeg (ukumer)"

4.

1.B.
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IMoctpounoe (pacronoxkeHHoe napajulesibHO Ha 0HOM sucte) cpaBHeHue aeictByrommx OXJII u Uuctpykuus JIC opuruHaisHoro
(pedepenTtHOTrO) NeKapcTBeHHOTO Npenapata 1 npoektos OXJII n Muctpykims JIC Bocnpon3BeeHHOT0, THOPHUIHOTO WITH OHoaHa-
JIOTUYHOTO (OMONOI00HOT0) JISKAPCTBEHHOTO IIpernapara ¢ BbIJeJIeHHEM i 000CHOBAaHHUEM BCEX OTIMYHM.

1.B. | BemomocTb u3MeHeHU# ¢ yka3aHUEM ITOCTPOYHO PACIIOI0KEHHOTO CPABHEHHSI BHOCUMBIX H3MEHEHUIT C yTBEPIKICHHOI BepCcUei.

6.

I.C Macrep daiin cucteMsl hapMaKkoHaI30pa AEPKATEIS PETUCTPALMOHHOTO YAOCTOBEPEHHsI (TIPECTABISAETCS B CITydae, Koraa Jepika-
TeJb PErUCTPALIMOHHOTO yJOCTOBEPEHUSI BIIEPBbIC MOAAET 3asBKY Ha PErHCTPALMIO JICKApPCTBEHHOTO Iperapara) MiIn KpaTkas Xapak-
TEPUCTHKA CHCTEMBI (JapMaKOHaI30pa JAepxkaTels peruCTPAMOHHOTO YAOCTOBEPEHH S (IIPH IepeperucTpaliii) BKIIOYAtOLIas: HH-
(hopMaLuIo 0 TOM, 4TO JIepKaTellb PErUCTPAaLMOHHOTO yJOCTOBEPEHHUS UIMEET B CBOEM PACIIOPSHKEHUHU YIIOJTHOMOYEHHOE JIUIIO 32 IJI0-
OanpHbIA (papMakoOHAI30p; KOHTAKTHBIE JaHHBIC YITOJHOMOYSHHOTO JIMIIA 33 TII00AIbHBIA (hapMaKkoHaa30p; ACKIapaltio, ITOIHCAH-
HYIO JIepKaTelieM PperuCTPalMOHHOrO YA0CTOBEPEHHUS O TOM, YTO OH UMEET CHCTeMy (hapMaKoHaJ30pa IJisl BHIIOJHEHHUS 33124 U 005-
3aHHOCTEH 110 MOCTPETHCTPALMOHHOMY KOHTPOJIIO 0€30I1aCHOCTH JIEKAPCTBEHHBIX CPEJICTB; CCBHUIKY Ha MECTO (aJpec), I/ie XPaHUTCs
MacTep-}aiis cucTeMsl papMaKkoHaA30pa.

I.C Ileproauyecku OOHOBIIEMBII OTYET 11O 6€30MaCHOCTH (IIPU NEPEePEerucTpaLyu)

1

I.C Inan ynpaBneHust puckamu (JU1si OpUIHHAIBHOTO JISKAPCTBEHHOTO IIpernapara, OnolIoru4eckoro, 6M0aHaJoOrHyHOro, OUOTEXHOIOTH-

2 YECKOT0, a TAK)KE€ NMMYHOJIOTHYECKOTO JIEKapPCTBEHHOT'O IIperapara)

I.D JIOKyMeHT, ITOATBEPKAAIOMINH, YTO AepKaTeNlb PETUCTPALIOHHOTO YOCTOBEPEHHUS HMEET YIIOJIHOMOYEHHOE (KOHTAKTHOE) JIAIIO 3a
(apmakoHa30p Ha TeppuTopun Pecryonuku Kasaxcran

Yacrs I Xumnueckas, papmaneBTHUecKast 1 OMOIOTHYeCKas JOKyMeHTaIus*

1I ConepxaHnue

IIA | Cocras

I KauecTBeHHBIH 1 KOINUECTBEHHBIH COCTaB JICKApPCTBEHHOTO Tpernapara (aKTHBHbBIE, BCIIOMOTaTeIbHbIE BELIECTBA, COCTAB 000JI0UKU

Al TaOJIETKU WM KOPITyCa KarcyJibl)

II JIoOKyMeHT, HOATBEP KIAIOIINN Ka4eCTBO YIIAKOBOYHOTO U YKYHOPOYHOTO MaTE€PHUAIOB TOTOBOTO MPOAYKTa

A2

I dapmareBTuyeckas pazpadorka (onucanne ADPC, BCrioMoraTeabHBIX BEIIECTB, pa3paboTKa JIeKapCTBEHHOTO Mperapara B CpaBHe-

A3 HUH ¢ OpUTHMHHUANBHBIM (pedepeHTHbIM) penapaToM (B Cilydae, €ciu FeHeprK), pa3paboTka NPOU3BOICTBEHHOIO MIPOLEcca, COBME-
CTHMOCTH KOMITOHEHTOB, M3JIUIIKH, CTAOMIBHOCTH, MUKPOOHOJIOTHYECKas YHCTOTA)

IIB CBezieHHs 0 IPON3BOJICTBE!

II TIPOM3BOACTBEHHAs hopMmyIia

B1

I OIMCAHUE TEXHOJIOTHHU ITPOU3BOACTBA

B2

1I KOHTPOJITb B MPOILIECCE TPOU3BO/ICTBA (OMIEPAIlMOHHBIN KOHTPOJIB)

B3

I BaJIMJALMS IPOM3BOJICTBEHHBIX POLECCOB (BaINAALUS NPOLECCOB, IIPOBOAUMBIX B ACENTHYECKUX YCIOBHSX, BKIIOYAST MOJEIHPO-

B4 BaHME Tpoliecca ¢ UCIOIb30BaHUEM TUTATEIbHON Cpe/ibl (HAITOJTHEHUE TUTATEIbHBIMH CPEIaMH)

IIC | MeTombl KOHTPOJIS UCXOJHBIX MaTCPHAIOB

II aKTUBHas CyOCTaHIUS

Cl1

I JIoKyMeHT, ITOATBEP)KAAIOMINI Ka4eCTBO aKTUBHOT'O BEIIECTBA TPEX MTPOMBIIUICHHBIX CEpUH (CepTU(HKAT aHaM3a CYOCTaHIIUK OT

C TIPOU3BOAUTEINS, CEPTUPUKAT COOTBETCTBUSI MOHOTpaduu EBporneiickoii @apMakorneu, IpOTOKOI aHAIN3a, aHATUTHISCKHUH MacopT)

1.1

1II BCIIOMOTaTeIbHBIE BEIECTBA

C2

I cepTU(UKATBI KAYeCTBA Ha BCIIOMOTaTeNIbHbIE BEIECTBA

C

2.1
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I YIIaKOBOYHBIN MaTepHa (IIepBUYHAs U BTOPUYHAS YIIAKOBKA)

C3

I cepTU(UKATBI KA4eCTBa YNAaKOBOYHOTO MaTepuala ¢ NPHIOKEHHEM JOKYMEHTOB, PErIIaMEHTHPYIOLINX HX KaueCTBO

C

3.1

IID | MeTomsl KOHTPOJISI KAYECTBA MPOMEKYTOYHBIX MPOAYKTOB (IIPU HEOOXOAUMOCTH)

ITE crierMpHKaIMs Ka4ecTBa U METOAUKH KOHTPOJISI TOTOBOTO MPOIYKTA C ayTEHTHYHBIM NIEPEBOJIOM C SI3bIKA POU3BOAUTEIIS Ha pyc-
CKHI1 s13bIK

ITE HOPMATHBHBIH JOKYMEHT IPOU3BOAUTEINS 110 KOHTPOJIIO KauecTBa  0€30MaCHOCTH JISKAPCTBEHHOT'O CPE/ICTBA B DJIEKTPOHHOM BHJIE B

1 ¢dopmare "doc (10K)", OSICHUTENbHAS 3aITUCKA K HEMY

IE BaJIM AL METOIMK UCIIBITAHUH JIEKapCTBEHHOTO NpenapaTa (IpH NepeperucTpaliy JOMOJIHUTEIbHO KOIUIO HOPMATHBHOTO JOKY-

2 MEHTa 110 KauecTBY, yTBepkaeHHoro B Pecrrybnuke Kazaxcran)**

ITF Ppe3yJIbTaThl UCTIBITAHUS CTAOMIIBHOCTH HE MEHEE YeM Ha TPEX IPOMBIIIICHHBIX HIIH ONBITHO-TIPOMBIIUICHHBIX (IMJIOTHBIX) CEPHIX

IIG | cenenus o npoduiie pacTBOpeHHs (A1 TBEPABIX HO3UPOBAHHBIX JIEKAPCTBEHHBIX (HOPM)

IIH JIaHHBIC KOHTPOJIS Ha )KMBOTHBIX

IIK | naHHBIE IO BEPOATHON OIACHOCTH JUISl OKPY KaIOLIeH Cpeibl JUIsl IIPernapaToB, COAEPHAIUX IeHETHUECKH U3MEHEHHbIE OPraHU3MbI

IIL. | nononnurensHas uHGOpPMAaLUs, IOATBEPKAAIONIAs KAYeCTBO (IIPU HEOOXOIUMOCTH)

Yacrs III. ®apmakonoruueckast ¥ TOKCHKOJIOTHYECKAs JOKYMEHTAIUs

I1I. Conepxanue

111 JlaHHBIE 110 TOKCUYHOCTHU (OCTPOW M XPOHMYECKOH), (MEUIIMHCKUAI NMMYHOONOJIOTHYECKHH TIperapaT - TOKCHYHOCTh IIPU OJHOKpaT-

A. HOM BBEJICHUY U BBEJCHUH ITOBTOPHBIX J103)

11 BnustHue Ha penpoNyKTUBHYIO (DYHKIIUIO

B.

I JlaHHBIE 10 SMOPHOTOKCHYHOCTH M TEPATOTCHHOCTH

C.

I JlaHHBIE 110 MyTareHHOCTU

D.

I JlaHHbIE 110 KaHLEPOT€HHOCTH

E.

11 dapmakorHaAMUKa (JUIs1 MEJUIIMHCKUX T€HHO-OMOJIOTHUECKHUX MIPENapaToB — pe3yJIbTaThl HCCISOBAHMS PEAKTOI€HHOCTH)

F.

I DapMaKkOKHHETHKA (U1 MEAUIIMHCKUX IMMYHOOHOJIOTHYECKUX TIPETIapaToOB — pe3yiIbTaThl CHEHU(PUIECKOH aKTUBHOCTH)

G.

I JlaHHBIE 0 MECTHO-pa3IpakaloIieM ASHCTBUH (U1 MEJUIIMHCKUX HMMYHOOHOJIOTHUECKHUX MIPENapaToB — Pe3yJIbTaThl HCCIEJOBAHUS

H. MMMYHOT€HHOCTH )

m JlononHuTenpHas HHpOPMALUs, MOATBEPKAAIOIIas 6€30MacHOCTD (MIPH HEOOXOTIUMOCTH )

Yacte [V. Kniuanueckas qokyMeHTarms***

IV. Conepxanue

v JlanHble 1o KIMHUYECKO# (hapmakonoruu (papMakoguHaMKKa, papMaKOKHMHETHKA)

A.

v Knunnueckas, iMmyHosoruueckast 3(hexTuBHOCTb

B

v Juarnocrugeckast 3 GpeKTHBHOCTD

C

v Pe3ynpTaThl KIMHUYECKUX MCCIICAOBAHUH (MCIIBITAHMI), HAYYHBIC ITyOJIMKAIINH, OTYETHI
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v JlaHHbIE TOCTPErUCTPALMOHHOTO OIBITA (IIPU HATUYUH)
D1
v JononnurensHas nHdopmanus, noarsepkaatomas 3pGeKTHBHOCTh
E
[Tpumeuanue:

* [Ipu mepeperucTpaiyy ocyecTBasieMoil B cooTBeTcTBuM [IpaBunamu
rOCyapCTBEHHOM PErUCTPaLNK, IEPEPETUCTPALIMU JIEKAPCTBEHHOTO CPEICTBA WIIH
MEIMIIMHCKOTO U3/IEJINsI, BHECEHUSI U3MEHEHUH B PETUCTPALMOHHOE JI0CHE
JIEKapCTBEHHOI'O CPEJICTBA UM MEAUILIMHCKOTO U3IEINS IPeaocTaBissoTcs yactu [ u 11
naHHOTO mepeuHs. ** Jlns papMakomeHBIX METOIUK MPEOCTABIISIIOTCS JaHHBIC
BepuUKaIu. *** yTBEepKI€HHbIN MPOTOKOJI UCCIEAOBAHMS, YTBEPKICHHBINA OTUET
MCCIIEIOBAHUSI, Pa3pELUICHUE PETYJIATOPHOTO OPraHa Ha MPOBEACHUE UCCIEAOBAHUS
(pY HATMYKK), 0JI0OpEHNE ITUIECKON KOMUCCUH, KOTIHIO JOTOBOpA CTPaXOBaHUS
OTBETCTBEHHOCTH CIIOHCOPA B Cllyyae MPUUMHEHUS BPE/Ia )KU3HU U 3JI0POBBIO CyObeKTa
UCCIIEIOBAHUS, KOTUU UHIUBUIYaJbHBIX PETUCTPALIMOHHBIX KAPT CYOBEKTOB
UCCIIeI0BaHu (IUIsl MEXKTyHApOIHBIX, MHOTOIICHTPOBBIX KIIMHUYECKUX UCCIIEA0BAHUM
20 %), xpomaTorpaMmbl (IIpU MPEAOCTABICHUN UCCIE0BAHNSI OMOKBUBAJICHTHOCTH),
KOIIMU JOTOBOPOB MEXK/1y CIIOHCOPOM KJIMHUYECKOIO UCCIIEIOBAHUS U
UCCIIEIOBATEIBLCKUM IIEHTPOM (KOHTPAKTHOM MCCIIeI0BATEIbCKOM OpraHnu3aiueil) (B
ciydae HEOOXOIMMOCTH TIOCTIe U3BATUS KOHPUACHIIMAIBHON HH()OPMAITUN).
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[Ipunoxenue 13
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

[lepeueHs TOKYyMEHTOB, IPEIOCTABISEMBIX ISl SKCIEPTU3HI B opmaTe OO111ero

TCXHUYCCKOI'0O JOKYMCHTA

Ne n/nt | HanMeHoBaHne 10KyMEHTOB

Mopayis 1.*

1.1. OO0uias JOKyMeHTalus

1.2.1. Ceprudukar Ha GpapMalieBTHUECKHI TIPOAYKT COTJIACHO PEeKOMEHIaluu BeceMupHOit opranusaiu 37paBooxXpaHeHus (HoTapualib-
HO 3aCBHJICTENLCTBOBAHHBIN) (IpH Hamnuun) Wik CepTuukar (PeruCTPalioHHOE yIOCTOBEPEHHE) O PETHCTPALUH B CTPaHe-TIpo-
u3BOAUTENE (HOTAPHAIBLHO 3aCBUACTEILCTBOBAHHBIH (TIPU HATMYINH)
Ceprudpuxatr GMP (c ykasaHueM JaThl U pe3yJIbTaToB MOCIIEIHEH HHCIEKIMHU ) (HOTapUaIbHO 3aCBHU/ICTEICTBOBAHHBIN) HIIH al-
pec caiita peecTpa BbIaHHBIX YIIOJTHOMOYEHHBIM OPTaHOM CEPTU(GUKATOB COOTBETCTBHUS TpeboBanusiM GMP (Hampumep,
EudraGMP) B (b opMaiioHHO-KOMMYHUKaMOHHOH cetn "UHTepHet"

1.2.2. JIneH3OHHBIN TOTOBOP (COrMalleHUe) Ha MPAaBO MPOM3BOACTRA (/10 UCTEUEHHS CPOKa ICHCTBHSI MATEHTa Ha OPUTUHATIBHBIN TIpe-
napar) Wi rapaHTHITHOE MUCHMO O He HapyLICHUH UCKITIOYHUTENIBHBIX MIPaB TPEThHMH JIMIIAMH Ha N300peTeHHEe WM MOJIE3HYI0 MO-
JielIb Ha JISKapCTBEHHOE CPEJICTBO

1.2.3. CBeZieHUsI 0 PErUCTPALMY JISKAPCTBEHHOT'O CPE/ICTBA B APYIHX CTPaHaX C yKa3aHHEM HOMEpa U JAaThl PErUCTPALIMOHHOIO YI0CTO-
BepeHHs (WM KOIMH CePTU(UKATA WIH PETHCTPALIOHHOTO YIOCTOBEPCHHUS)

1.2.4. Kormust oxpaHHOTO JOKYMEHTa Ha TOBapHBIi 3HAK

1.2.5. Jlexsapanust 0 TOM, 9TO B IIPOEKTaX OOLIei XapaKTepHCTUKE JIEKapCTBEHHOTO NpeiapaTa i HHCTPYKIMH 110 MEIUIIMHCKOMY IIPH-
MEHEHHIO JIEKapCTBEHHOTO cpecTBa (ucTok-Briaansi) (nanee — OXJIIT u Unactpyknus JIC)Bocnpon3BeeHHOT0, THOPHIHOTO
M OMOaHATIOTHYHOTO (OHOMOI00HOTO) JIEKAPCTBEHHOTO TIperapaTa OTCYTCTBYOT oTiuuust ot aeiictByronmx OXJIIT u UucTpyk-
uun JIC opuruHansHOro (peepeHTHOro0) JIeKapCTBEeHHOT0 Npernapara, 3a HCKIF0YeHHEeM OTJINYU HHPOPMAILIUU O TPOU3BOAUTE-
JIe, CPOKE TOHOCTH, COCTAaBE BCIIOMOTaTebHbIX BEIECTB HE3HAUMMBIC PA3JINYUsl B OHOOCTYIHOCTH HIN (hapMaKOKUHETHKE.

1.2.6. Pestome (10 5 cTpanun) 060cHOBaHUH 1 (HaKTOB, MOKA3bIBAIOIIHX, YTO JEKAPCTBEHHBIH IIpenapaT sSBISETCS BOCIIPOU3BEICHHbIM,
THOPUIHBIM HIH OHOaHATOrMYHEIM (6HONOI0OHBIM) JIEKapCTBEHHBIM IIPEIIAPATOM COOTBETCTBYIOILETO OPUTHHATIBHOTO (O6HOIOrH-
94eCKOro) JIEKapcTBEHHOTO Iperapara.

1.3. OO01mast XxapaKTepUCTHKA JIEKAPCTBEHHOTO CPEJICTBA, HHCTPYKIIHS 110 MEAUIIMHCKOMY IPUMEHEHHIO (JINCTOK-BKJIABIIT), MAPKHPOB-
Ka (L[BETHBIC MaKeThl):

1.3.1. OO61mas xapaKTeprcTHKa JISKapCTBEHHOTO perapara ¢ JaToi MOCIeIHEero mepecMoTpa

1.3.2. YTBepkAeHHAS HHCTPYKIHS 0 MEUIIMHCKOMY IIPUMEHEHHMIO JIEKAPCTBEHHOTO CPeACTBa (JUI OpraHn3aluii-Ipon3BOANTENCH
ctpan ConpyskectBa HesaBucumpix ['ocyaapcTs), 3aBepeHHast OpraHu3aiei-npon3BoAnTeIeM

1.3.3. [IpoekTsl 001IeH XapakTeprcTHKH JekapcTBeHHOro cpezctBa (OXJIC), MHCTPYKIHMHU 110 MEAUIIMHCKOMY TIPHMEHEHHIO JIeKap-
CTBEHHOT'O CPEJICTBA (JIMCTOK-BKJIA/IBIII) HA KA3aXCKOM U PYCCKOM sI3bIKax

1.3.4 TexcT MapKUpPOBKU MEPBUYHON U BTOPUYHOM YIIAKOBOK, ITUKETOK, CTUKEPOB Ha Ka3aXCKOM U PYCCKOM SI3bIKaX

1.3.5. L[BeTHBIE MaKeTHI MOTPEOUTENBCKHUX YIIAKOBOK, STUKETOK, CTUKEPOB B AJIEKTPOHHOM BHJIE B popmare jpeg (mKurer) B Macurade
1:1

1.3.6. IMocTpounoe (pacnonokeHHOe MapajulelIbHO Ha OHOM Jucte) cpaBHeHue aeictByronmx OXJIIT u Uuctpykuunu JIC opurunais-
HOTO (pehepeHTHOr0) JeKapcTBeHHOro npemnapara u npoekros OXJII n Uactpykiuu JIC Bocnpon3BeJeHHOT0, THOPUIHOTO HIN
OroaHanoOruYHOro (OMOIOJ00HOr0) JEKapPCTBEHHOTO Mperapara ¢ BhIACICHUEM 1 000CHOBAHHEM BCEX OTIIMYHIA.

1.3.7. BenomocTs m3MeHeHNi! ¢ yka3aHHeM MOCTPOYHO PACIIOJIOKEHHOTO CPABHEHHSI BHOCHMBIX U3MEHEHUH C YTBEP)KICHHOI BEpCHEH.

1.4. Nudopmanust 06 sxcneprax
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1.4.1. Wudopmanus 06 3KcriepTe Mo KauecTBy

1.4.2. Wudopmanus 06 3KcriepTe Mo JOKIMHUYECKUM JaHHBIM

1.4.3. Wudopmanus 00 3KcriepTe Mo KIMHUYECKAM JaHHBIM

1.5. OreHKa MOTEHIMAIBHOM OIMACHOCTH JUIsl OKPYIKAIOILEH Cpe/ibl

1.5.1 JlexapcTBeHHBIE IpenapaThl, COACPIKAIKE HIIH MOJTy4YCHHBIC H3 FTeHOMOIU(PUIIPOBAHHBIX OPraHIN3MOB

1.6. Wudopmanus oTHOCHTEIBHO (hapMakoHa 30pa yciyronony4yarens B Pecriy6nuke Kazaxcran

1.6.1 Macrep ¢aitn cucremsl hapMakoHaa30pa AepiKaTeNss peruCTPAMOHHOTO YA0CTOBEpEeHH s (IIPECTaBIASTCS B Cilyyae, Korjaa aep-
JKaTellb pETUCTPAIIOHHOTO YIOCTOBEPEHUS BIICPBBIC ITOJJACT 3asiBKY Ha PETUCTPALMIO JIEKapCTBEHHOT'O Mperapara) Win KpaTkast
XapaKTEePUCTUKA CUCTEMBI (papMaKOHa130pa JeprKaTeis PEruCTPAllMOHHOTO yI0CTOBEpeHNUS (IIPH MTEPEPErucTpaniy) BKIIOYA0-
1asi: 0Ka3aTelbCTBO TOTO, YTO JISpIKaTeNlb PErMCTPAIMOHHOTO YIOCTOBEPEHHUSI UIMEET B CBOEM PACIIOPSDKEHHHU YIIOTHOMOYEHHOE
JIMLO 3a T100abHbIH (hapMaKoHaA30p; KOHTAKTHBIE JaHHbIE YIIOJTHOMOYEHHOTO JIMIA 32 II100aibHbIi (hapMaKkoHaa30p; JeKiIapa-
LU0, MOAITMCAHHYIO JIep)KaTeJIeM PEruCTPalMOHHOTO yIOCTOBEPEHHUS O TOM, YTO OH UMEET CUCTEMY (hapMaKOHa/30pa JUlsl BBINOJ-
HEHMs 3a/1a4 ¥ 0053aHHOCTEH 110 MOCTPETUCTPALOHHOMY KOHTPOJIIO O€30I1aCHOCTH JIGKaPCTBEHHBIX CPEJICTB; CCHUIKY Ha MECTO
(aapec), riae xpaHuTcst MacTep-haiii cuctemMbl hapMakoHaa30pa

1.6.2 Iepuoauuecku 0OHOBIISIEMBIIT OTUET 110 O€30MACHOCTH (IIPU MEPEePErucTparum)

1.6.3 [Tan ynpaBneHus pruckamu (Ui OpUTHHAIBHOTO JIEKapPCTBEHHOTO ITpenapara, 0M0aHaIOTHYHOT0, OMOJIOTHYECKOT0, OHOTEXHOJIO-
THYECKOTO0, a TAKKe UMMYHOJIOTHYECKOTO JICKapCTBEHHOT'O Iperapara)

1.6.4 JIOKYMEHT, OJTBEPIKAAIOLIMI YTO IepiKaTellb PErUCTPALIMOHHOTO YIOCTOBEPSHHUS UMEET YIIOJTHOMOYEHHOE (KOHTAKTHOE) JIHLIO
3a (hapmMakoHaa30p Ha TeppuTopun Pecrybnuku Kazaxcran

Mopayms 2.*
Pestome 00111eT0 TEXHUUECKOTO JOKYMEHTa

2.1. Copeprkanue Moayiei 2-5

2.2. Beezenue B 00mIHi TEXHUYECKHUI TOKYMEHT

2.3. OOmuit OTYET MO Ka4eCTBY

2.3.8 AKTUBHAs (hapMaleBTHIECKast CYOCTaHITUS

2.3.8.1 O6uias nHbOpMAIHS

2.3.5.2 [IpouzBoacTBO

2.3.83 XapakTepucTuka

2.3.5.4 KoHTpons akTHBHOTO BelecTBa

2.3.8.5 CranmapTHbIe 00pas3Ilbl WK BELIECTBA

2.3.5.6 | Cucrema ymakoBka (yKymopka)

2.3.8.7 | CrabunbHOCTD

2.3.P JlexapcTBeHHBIH mpemapar

2.3.P.1 Ormnucanne ¥ cOCTaB JIEKAPCTBEHHOTO IIpenapara

2.3.P.2 dapmaneBTHUECKAs pa3padoTKa

2.3.P3 [IpouzBoacTBO

23.P4 KonTpons BcmoMoraTeabHBIX BEIIECTB

2.3.P.5 KonTpons tekapcTBeHHOTO Tpenapara

2.3.P.6 | CranmgapTHbie 00Opa3iibl UK BEIICCTBA

2.3.P.7 Cucrema ymnakoBka (yKymopka)

2.3.P.8 | CrabunbHOCTD

2.3.A JlononHeHus

2.3.A.1 | TexHuueckue cpencTBa 1 000PYIOBAHHE

2.3.A.2 | Oruenka 6e30MaCHOCTH OTHOCHTEIHHO MOCTOPOHHUX MUKPOOPTAHU3MOB

2.3.A.3 | HoBsle BcrioMoraTenbHbIE BEIIECTBA
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23R Pernonanbsnas undopmanus

2.4. 0030p TOKIMHUYECKUX JIAHHBIX

2.5. 0O030p KIMHHUYECKHUX JaHHBIX

2.6. PesroMe 110 TOKIMHUYECKUM JTaHHBIM

2.6.1. Pestome (hapmMakonoruyeckux AaHHBIX B TEKCTOBOM (hopmare

2.6.2. Pestome (hapMaKoIOrnuecKux JaHHBIX B BUJE TaOJIUI]

2.6.3. Pestome (hapMakOKMHETHYECKHX JIAHHBIX B TEKCTOBOM (hopmate

2.6.4. Pe3stome (hapMaKOKMHETHUECKHUX JaHHBIX B BUIE TaOJIHIL

2.6.5. Pe3toMe TOKCHKOJIOrMYECKUX JAHHBIX B TEKCTOBOM (hopmare

2.6.6. Pe3roMe TOKCHKOJIOTHYECKUX JaHHBIX B BUJE TaOJIHI]

2.7. PesroMe KIIMHUYECKUX JIAHHBIX

2.7.1. Pestome GrodapMarieBTHIECKUX HCCISJOBAHMN U CBA3AHHBIX C HUMU aHAJUTHYECKUX METOJIOB

2.7.2. Pestome nccnenoBanuii o KIMHUYECKOH (hapMaKosoruu

2.7.3. Pestome 1o xinHnueckoi s dexTuBHOCTH

2.7.4. Pestome 1o KIIMHUYECKOH 6e301acHOCTH

2.7.5. Kormust HCIIOJIB30BaHHbIX JIUTEPATYPHBIX HCTOYHHKOB

2.7.6. Kopotkue 0030psl HHANBU/YaJIbHBIX UCCICIOBAaHUI

Monyns 3. KayectBo*

3.1. Copnepxanue

3.2. OCHOBHBIC TaHHbIC

3.2.8. JlexapcTBeHHast cyOcTaHIuMs (115 IEKAPCTBEHHBIX MIPENapaToB, KOTOPBIE COAEpKaT 0oJiee OJJHOr0 aKTMBHOTO BEeLIECTBa, HHPOP-
Manust IPe0CTaBISICTCS B TIOJTHOM 00bEME OTHOCHTEIIBHO KaXI0r0 U3 HUX)**

3.2.8. Oomas napopmanus™*

1.

3.2.8. Ha3panue**

1.1.

3.2.8. Crpykrypa**

1.2.

3.2.8. OO01ue cBoiicTBa**

1.3.

3.2.8. [IpousBoxcTBO

2.

3.2.8. [IpousBoanTenn**

2.1.

3.2.8. OnucaHue MpoU3BOACTBEHHOTO MIPOLECCA U €70 KOHTPOIIb

2.2.

3.2.8. KoHTpos HCXOTHBIX MaTepHAIOB

2.3.

3.2.8. KoHTpons KpUTHYECKHX JTAoB U MPOMEXKYTOYHOH NPOIYKIIHUN

2.4.

3.2.8. Banuaanust npouecca u (MH) €ro oreHKa

2.5.

3.2.8. Pa3paboTka nmpon3BOICTBEHHOTO IpoLecca

2.6.

3.2.8. Xapakrepuctuxa**

3.
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3.2.8. JlokazaTenbCTBO CTPYKTYPBI U XapaKTEPUCTHKU
3.1.

3.2.8. [pumecn**

3.2.

3.2.S. KoHTposb akTHBHOTO BeniecTBa**

4.

3.2.8. Crneunduranus™*

4.1.

3.2.8. AHanuTHYeCcKue METOIUKHU **

4.2.

3.2.8. Banunanuys aHaIMTHYECKUX METOIUK* **

4.3.

3.2.8. AHanusbl cepuii**

44.

3.2.8. OobocHoBaHMeE crieU(UKAIN

4.5.

3.2.8. CrannapTHEIE 00pas3Ibl NN BELIECTBA

5.

3.2.8. Cucrema ymnakoBka (yKymopka)**

6.

3.2.8. CrabunbHOCTh**

7.

3.2.8. Pe3toMe OTHOCHTENEHO CTAOMIIBHOCTH M BBIBOJIBI* *
7.1.

3.2.8. [IpoTOKOI MOCTPETHCTPALIMOHHOTO U3Y4YEHHS CTA0MIBHOCTH M 0053aTEIbCTBA OTHOCUTEIBHO CTAOMIBHOCTH® *
7.2.

3.2.8. JlaHHBIE O CTAOMIBHOCTH™ *

7.3.

3.2.P. JlexapcTBeHHBIH Mpemapar

3.2.P. Ormucanne ¥ cOCTaB JIEKAPCTBEHHOTO IIpernapara
1.

3.2.P. ®dapmareBTUecKas pa3padboTka

2.

3.2.P. CocraBHbIC BElllECTBA JICKAPCTBEHHOTO TpenapaTa
2.1.

3.2.P. JlekapcTBeHHas cyOcTaHIMs

2.1.1.

3.2.P. BcmomorarenbHbIC BelecTBa

2.1.2.

3.2.P. JlexapcTBeHHBIH Ipenapat

2.2.

3.2.P. Pa3paboTka coctaBa

2.2.1.

3.2.P. Wznummku

222.

3.2.P. DU3HKO-XMMHUYECKHE 1 OMOJIOTMYECKUE CBOMCTBA
2.23.

3.2.P. Pa3paboTka mpon3BOICTBEHHOTO Iporecca

2.3.
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3.2.P. Cucrema ynakoBka (YKymnopka)

2.4.

3.2.P. MuKpoOHOIOTHUECKUE XapaKTePUCTUKI

2.5.

3.2.P. COBMECTHMOCTH

2.6.

3.2.P. [IpousBoacTBO

3.

3.2.P. [IpouzBoautens ([IpousBoguren)

3.1.

3.2.P. CocTaB Ha cepuio

3.2

3.2.P. OnwucaHue NPOU3BOACTBEHHOTO TIPOIecca U KOHTPOJIA polecca

3.3.

3.2.P. KOHTpOJIb KPUTHYECKHX ITAIOB M POMEKYTOYHOMN MPOAYKIIUH

3.4.

3.2.P. Banunanus npouecca u (MIH) ero oreHka™***

3.5.

3.2.P. KonuTpons BcmoMoraTeabHBIX BEMIECTB

4.

3.2.P. Crierudukanun

4.1.

3.2.P. AHaIUTUYECKHE METOAUKHA

4.2.

3.2.P. Banunanuys aHaIMTHYECKUX METOIUK* **

4.3.

3.2.P. ObocHoBaHue crieuUKaIHit

4.4,

3.2.P. BcrnoMorarenbHble BeIeCTBa Y€I0BEUYECKOTO M )KUBOTHOTO TIPOMCXOXKICHHS (TP UCIIONB30BaHnH BB HBOTHOTO MK YenoBeye-

4.5. CKOTO TIPOUCXOXK/ICHUS TIPEJOCTABISICTCS CePTU(UKATHI BUPYCHOM, OaKTEPUOIOTHYECKOIl U PHOHOBOI 6€30MaCHOCTH)

3.2.P. HoBrie BcioMmoraTenbHbIE BEIECTBA

4.6.

3.2.P. KouTpons ekapcTBeHHOr0 Ipenapara

5.

3.2.P. Crneunduxanus (Cnenuduxanun)

5.1

3.2.P. AHaJIATHYECKHE METOIUKA

5.2.
VTBep)KACHHBIII HOPMATHBHBIH JOKYMEHT 10 KOHTPOJIIO KauecTBa 1 OS30IIaCHOCTH B NIEKTPOHHOM BHE B (hopmare doc (mpu ne-
peperucTpaIiy AOTIOTHUTEFHO KOIIMIO YTBEPKICHHOTO HOPMATHBHOTO JIOKyMeHTa B Pecryonuke Kazaxcran)

3.2.P. Banmupanus anHaTuTHYECKUX METOIUK

5.3.

3.2.P. AHanussl cepuit

5.4.

3.2.P. XapakTepucTuKa npuMecei

5.5.

3.2.P. O6ocHoBanus crienudukamn(ii)

5.6.

CTaHIIapTHLIe 06p33HLI " BCUICCTBA
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3.2.P.

6.

3.2.P. CucreMa ynakoBka (yKyIopka)

7.

3.2.P. CrabwibHOCTh

8.

3.2.P. PesroMe 1 BBIBOA O CTaOUIIBHOCTH

8.1.

3.2.P. [IpoToKOI NOCTPETrHCTPALMOHHOTO H3Y4EHHsI CTA0MIBHOCTH M 0053aTENbCTBA OTHOCHTENILHO CTAOMIIBHOCTH

8.2.

3.2.P. JlaHHbBIE O CTAOMILHOCTH

8.3.

3.2.A. JlomoHeHMst

3.2.A. TexHuueckue cpeacTBa U 000py10BaHUE

1.

32.A. OneHka 6€3011aCHOCTU OTHOCHTENBHO IIOCTOPOHHUX MHKPOOPTaHU3MOB

2.

3.2.A. HoBrle BcmomorarebHbIE BEMECTBA

3.

3.2.R. PeruonansHas nHMOpMAIHst

3.3. Komnust ncnonp30BaHHBIX JINTEPATYPHBIX UCTOYHHUKOB

Mogayie 4. OTYeThI 0 JOKIMHUYECKUX (HEKITMHHUYECKUX ) HCCIIETOBAHMUSIX

4.1. Copeprxanue

4.2. OT4eTsl 00 UCCIIEIOBAHUIX

4.2.1. ®dapmakonorus

4.2.1.1. | TepBuunas hapmakogrHaAMUKA

4.2.1.2. | Bropuunas papmakoIuHaMHKa

4.2.1.3. | dapmakonoruyeckas 6€30MaCHOCTb

4.2.1.4. | dapmakogrHaMUYECKUe JIeKapCTBEHHBIE B3aUMOACHCTBUS

4.2.2. dapMaKOKHHETHKA

4.2.2.1. | AHanuTHYeCKHE METOAUKN M OTYETHI 110 BaTUIAIIUN

4.2.2.2. | AbcopOrust

4.2.2.3. | Pacmpenenenue

4.2.2.4. | Metabonuzm

4.2.2.5. | Dkckpeuus (BbIBe/IcHHE)

4.2.2.6. | dapMakOKHHETHYECKHUE JICKAPCTBEHHbIE B3aUMOACHCTBHS

4.2.2.7. | Hdpyrue GpapMakOKHHETHICCKUE UCCIICIOBAHMUS

4.2.3. Tokcukomnorus

4.2.3.1. | TokcHuHOCTH IPU OAHOKPATHOM BBEJCHUU

4.2.3.2. | TokcHYHOCTH IPU MHOTOKPATHOM BBEJCHUU

4.2.3.3. | 'eHOTOKCHYHOCTb (MH-BUTPO, HH-BHBO, TOKCHKOKHHETHUYECKAsI OL[CHKA)

4.2.3.4. | KanieporeHHOCTb (ZOJTOCPOYHBIC HCCIIETOBAHUS, KPATKOCPOUHBIE MIIA CPETHECPOUHBIC UCCIICIOBAHNS)

4.2.3.5. | PenpoaykTHBHAS U OHTOT€HETHYECKAs TOKCHYHOCTh: (PepPTUIILHOCTD M PaHHEe SIMOPHOHATIBHOE pa3BUTHE, IMOPHO-(eTabHOE pa3-
BUTHUE; NIPEHATAIBLHOE U IOCTHATAILHOE PA3BUTHE; UCCIISIOBAHNS, HA HETIOJIOBO3PEIOM IIOTOMCTBE C IOCIIeIYIOIUM Ha0JII0IeHu-
eM
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4.2.3.6. | MecTHas IEpeHOCUMOCTh

4.2.3.7. | Jpyrue ucciaeaoBaHusi TOKCHYHOCTH: aHTUTCHHOCTh, IMMYHOTOKCHYHOCTb, UCCIICAOBAHNS MEXaHH3Ma JICHCTBHS, JIeKapCTBCHHAs
3aBHCUMOCTb, METAOOJIUTBI, IPUMECH H JP.

4.3. Kormust HCHONIB30BaHHBIX JIMTEPATYPHBIX HCTOYHHKOB

Mopnyis 5. OTYeTHI 0 KITMHHYECKHUX UCCIEOBAHMAX U (VITH) MCIIBITAHMSX * % **

5.1

Copnepxanue

5.2.

[lepedenp Bcex KIMHUYECKUX MCCIICMOBAHMUN (MCIBITAHMI) B BUIE TaOIMIl (Ha3BaHNE UCCIIEOBAaHUHN C IIEPEBOIOM Ha PYCCKHUit
SI3BIK)

5.3.

OTYeThI 0 KITMHUYECKHX HUCCICO0BAHUAX (I/ICHLITaHI/ISIX)

53.1.

OT4eTs! 0 OnopapMaleBTHUSCKUX HCCICIOBAHUSX: OTYET UCCIIE0BAHUIT O OMOJOCTYITHOCTH; OTYET CPABHUTEIIBHBIX UCCIIEI0OBa-
HHH 10 OMOOCTYITHOCTH U OMOIKBHBAIICHTHOCTH; OTYET MO KOPPEJISIIUKM UCCIIeJOBAHUH HH-BUTPO, HH-BUBO; OTYET 110 OMOaHAIH-
TUYECKUM U aHAJTUTUYECKHM METOJaM

53.2.

OT4eTsl ucce0BaHui 1o (papMaKOKMHETHKE NPH UCHOJIb30BAaHUHM OMOMAaTEepUAIOB YeI0BEKa: OTYET UCCIESIOBAHUN CBA3bIBAHMS
¢ GeIKaMu; OTYET UCCIIEN0BaHUI IEYEHOUHOT0 MEeTa0O0IM3Ma U B3aUMOICHCTBUI; OTUET IO UCCIIE0BAHUSAM C UCIOJIb30BAaHUEM
OroMaTepHaIoB YeIOBEKa

5.3.3.

OTueTsl 0 (hapMaKOKMHETHYECKHUX MCCIICJOBAHMAX Y YEIOBEKA: OTYET UCCIIeJOBAaHNH (papMaKOKHMHETHUKH Y 3I0POBBIX JOOPOBOIIb-
LIEB ¥ UCCIICIOBAHUIO TIEPBUYHOM MEPEHOCUMOCTH; OTYET UCCIIEI0BaHUi (hapMaKOKHHETHKH Y TTAIIUCHTOB U UCCIICAOBAHHUIO Iep-
BUYHOI MIEPEHOCUMOCTH; OTYET UCCIIEI0BAHNIT BHYTpEHHETO (akTopa (hapMaKOKMHETHUECKUX MCCICIOBAHUN; OTUET UCCIIe0Ba-
HHH BHENIHero (akropa hapMaKOKUHETHYECKUX MCCICI0BAHUN; OTUET UCCIIeJOBaHUH (apMaKOKMHETHKU B PA3JIMYHbIX MOITYJIs-
LUAX

5.34.

OTueTsl 0 (hapMaKOAMHAMUYECKHIX UCCIIEIOBAaHHUAX y YEJIOBEKa: OTUYET UCCIIeI0BaHUN (hapMaKOIUHAMHUKH U (hapMaKOKHHETUKH
((papmakoIHAMHKH) Y 37I0POBBIX TOOPOBOJIBIIEB; OTUET UCCIICIOBAHHUM (papMakoIHHAMUKH U (hapMaKOKHHETHKH ((hapMakouHa-
MHKH) y TIAl[HEHTOB

5.3.5.

OTyetsl 00 nccinenoBaHny 3GHEKTUBHOCTH M OE30ITACHOCTH: OTYET KOHTPOJIUPYSMBIX KIMHUUECKUX MCCIICAOBAHUH I10 3asBIICH-
HBIM [IOKa3aHHUSM; OTYET HEKOHTPOJIMPYEMbIX KIMHHYECKHX UCCIIEIOBAHMUIT; OTYETHI aHAIN3a JaHHBIX 00JIee YeM OJJHOTO MCCIEI0-
BaHUS, BKJIIOYAs JI0ObIe (hOpMabHbIE MHTETPUPOBAHHBIC aHAIN3bI, METAaHAIN3bI M IEPEKPECTHBIC aHAIN3bI; OTUYETHI 110 IPYTUM
HCCIIEI0BaHUAM

5.3.6.

OT4eTb! 0 HOCTPErUCTPALMOHHOM OITBITE IPUMEHEHHS

5.3.7.

OO0pa31bl HHAMBUIYAJIbHBIX PETHCTPALMOHHBIX (OPM M MHAUBHUAYAIbHbBIE CITUCKH MALEHTOB

5.4.

Kormust ucronb3oBaHHBIX JINTEPATYPHBIX HCTOYHHUKOB

IIpumeuanue:

* IIpu nepeperucTpanuu J€KapcCTBEHHOTO CPEICTBA MPEAOCTABIIAIOTCS MOLyH 1-3.

3aKphIThIE YAaCTH Jpar MacTep - aia npeToCTaBIsSIOTCA M0 3aMPOCy IKCIIEPTHOM

OpraHU3alliU B XOJI€ IKCIIEPTHHIX padoT.

** JIpu nepepeructpali Npe1oCTaBIsIOTCA PE3YIbTaThl CTAOMIIBHOCTH, CEPTU(PUKATHI

KauecTBa (cepTu(UKAT aHATN3a, TPOTOKOJ UCTIBITAHUH) JIJISI CEPH, MPON3BEICHHBIX B

MOCTPErUCTPAIIMOHHBIN MepUOo] AKTUBHOM (hapMaleBTUYECKON cyOcTaHIuU 1 (MIIH)

JICKapCTBCHHOI'O ITpCIIapara. Ecau OTACJIBbHBIC YaCTU NOKYMCHTAINH HC BKIKOUYCHELI B

JI0ChE€, B COOTBETCTBYIOIIEM pa3zielie He0OX0AUMO MPEACTaBUThL 000CHOBaHUE. {75

penapaToB KUBOTHOI'O MPOUCXOXKICHHS B paznene 3.2.S Heo0X0AUMO MPe/ICTaBUTh

ciaeayromue JO0IMOJHUTCIIBHBIC CBCACHUA: TaHHBIC OTHOCHUTCIIBHO BHUd, BO3pacTa,

paluoHa >KUBOTHBIX, OT KOTOPBIX TOJYYEHO ChIPhE; TaHHBIE O XapakTepe (KaTeropun)
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TKaHU, U3 KOTOPOH NOJIyYEHO CBIPHE JUJIS TPOU3BOJICTBA JIEKAPCTBEHHOTO IIpenapara, ¢
TOYKH 3PEHUS €TI0 OMACHOCTH OTHOCHUTEIBHO COAEP/KAHUS IPUOHOB; TEXHOJIOTMYECKas
cxema 00pabOTKHU ChIPhsI C YKa3aHUEM HKCTPAreHTOB U TEXHOJOTMYECKUX TapaMeTPOB;
METO/Ibl KOHTPOJISI KAYECTBA ChIPbs, BKJIKOYAsi METO/IbI BBISIBICHHS IPHOHOB B
JIEeKapCTBEHHOM Tpernapate (nmpu HeodxoaumocTtu). Jlomyckaercs: mpeaocTaBieHue
NOKyMEHTOB Moaynent 3, 4, 5 Ha aHTTIMHACKOM SI3BIKE C IEPEBOAOM Ha PYCCKHUH SA3BIK
cienyromux pasnenos Monyins: cnenudukanuu (3.2.P.5.1.), ananuruyeckue METOIUKU
(3.2.P.5.2.), obocHoBanue cnenudukanmii (3.2.P.5.6.).

A JIns papmMakoneHbIX METOAUK MPEOCTABISIOTCA JaHHbIE BEpUPUKALIUH.

kE* Banuaanus nporeccoB, MPOBOAUMBIX B aCENTUYECKUX YCIOBHUAX, BKIIOYAET
MOJISJTMPOBaHUE TMpoliecca C UCIOJb30BaHUEM MUTATEIIHLHOM Cpe/ibl (HAIOJIHEHUE
MUTaTEILHBIMU CPEJIaMH).

RAXIE 11 KOKIOTO KIMHUYECKOTO MCClIeIOBaHuUs (B T.4. UCCIIEI0BAHUS
OMOAKBUBAJICHTHOCTH) TIPEIOCTABIISIOTCS: YTBEPKACHHBINA MTPOTOKOJ HCCIICIOBAHUS,
YTBEPKJICHHBIN OTYET MCCIIeIOBAHUS, Pa3pEIICHUE PETYISATOPHOTO OpraHa Ha
MPOBEJICHUE HCCIeIOBaHUs (MPU HATUYKHN ), 0I00PEHNE STUYECKOM KOMUCCUU, KOTTHIO
JIOTOBOPA CTPaxOBaHUs OTBETCTBEHHOCTH CIIOHCOpA B CiIy4yae MPUYMHEHHUS Bpea
KU3HU U 3I0POBbIO CyOBEKTa UCCIEAOBAHUS, KOMTMU HHAUBUIYaTIbHBIX
PETUCTPAITMOHHBIX KapT CYOBEKTOB UCCIICIOBAHUS (TSI MEXKTyHAPOIHBIX,
MHOTOIEHTPOBBIX KIMHUYECKUX rccienoBanuit 20%), xpomatorpammsl (IIpu
MIPEIOCTaBICHUH UCCIICIOBAHUS OMO3KBUBAIEHTHOCTH ), KOITUH JJOTOBOPOB MEKITY
CIIOHCOPOM KJIMHUYECKOTO MCCIICIOBAHUS U UCCIIEI0BATEILCKUM IIEHTPOM
(KOHTPAaKTHOM MCCIE0BATENHCKON OpraHu3aiueil) (B ciayyae HeoOX0IMMOCTH TIOCTIe
U3bITUSL KOHPUICHIIUATILHOU HH(pOpMAITUN).
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[Ipunoxenue 14
K IIPaBWJIAM PETUCTPALIUU
JIEKapCTBEHHBIX CPEJICTB
Y MEIULIMHCKUX U3IEIUN
110 IPUHLUITY «EIHUHOTO OKHa»

Ilepedyenn mpenocTaBisieMbIX MaTEPHAJIOB PErHCTPANIMOHHOIO 10ChE B
3aBHCHMOCTH OT BH/Ia JIEKAPCTBEHHOTI0 CPeICTBA

1. Jlyst aKCnepTU3sl IpU TOCYAAPCTBEHHOM PErUCTpaliii OPUTMHAIIBHOTO
JIEKapCTBEHHOTO CPEJICTBA U €0 HOBBIX JIEKAPCTBEHHBIX (POPM, B TOM UHUCIIE
UMMYHOOHOJIOTHYECKOT0 MperapaTa IpeIoCTaBIsS0TCS MOJTHbIA KOMILJIEKT
PETUCTPALMOHHOIO J0ChE.

Ha MoMeHT nojauu 3asiBJIeHHUsT Ha SKCTIIEPTU3Y JIEKAPCTBEHHOT'O CPEICTBA
IIPEIOCTABIISETCS PETUCTPAITMOHHOE JJOChE C JAHHBIMH KIMHUYECKUX HCCleoBaHu [ —
T da3zsr.

2. Bocripou3BeieHHBIN JIEKAPCTBEHHBIN Mpenapar

J1J1st BOCTIpOM3BEIEHHBIX JIEKAPCTBEHHBIX MPENapaToB JaHHbIC
(dapmareBTHIECKOM pa3pabOTKU MPEACTABISIOTCS B CPABHEHUN C OPUTHHAIBHBIM WU
pedepeHTHBIM MpenapaToM.

JIns noka3aresnbCTBa 3KBUBAICHTHOCTH F'€HEPUKA C OPUTHHAIBHBIM
(pedbepentnriM) npenaparoM B Moayne 5 popmarta OT/ unu vactu IV Ilepeuns
JIOKYMEHTOB, MPEIOCTABISIEMbIX ISl IKCIIEPTU3BI Mpou3BoAuTeNsIMU PecnyOnuku
Kazaxcran (manee — [lepedenn) B perucTpalimioHHOM JIOChE TE€HEPUKA MPE0CTABIISIIOTCS
pe3yabTaThl UCCIENOBAHUN B COOTBETCTBUU C [IpaBuiamu npoBeeHus UCCIeI0BaHUN
OMO3KBHUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB B pamkax EBpasuiickoro
SKOHOMMYECKOTO COk03a, yTBepkAeHHbIMU Pemennem Cosera EBpazuiickoi
AKOHOMMUECKON KoMuccuu ot 3 Hosiopst 2016 roga Ne 85.

B Mopyne 1 nim Yactu I Ilepeuns ycmyronoisyydaresib OpeAOCTABIISIET PEIOME
(1o 5 cTpanuIl) 000CHOBaHMM M ()aKTOB, MOKA3BIBAIOIINX, YTO JIEKAPCTBEHHBIN
npenapar SBJISIETCS BOCIIPOU3BEACHHBIM JICKAPCTBEHHBIM MpenapaToM
COOTBETCTBYIOIIETO OPUTHHAIBHOTO JIEKAPCTBEHHOTO IIpenapara. Y Ka3aHHOE PE3IoMe
COJIEPKUT MH(POPMALIMIO O TIpernapare, ero KaueCTBEHHOM COCTABE M KOJIMYECTBEHHOM
coJiepKaHUM B HEM aKTHBHOI'O BEILIECTBA, €ro JIEKAPCTBEHHOM (hopMe U poduiie
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6e3onacHocTy U (W) 3(HEKTUBHOCTH €r0 aKTUBHOI'O BEIIECTBA [0 CPABHEHUIO C
AKTUBHBIM BEIIECTBOM OPUTHMHAIBHOTO MperapaTa, a TakKe CBEICHHsI 0 OMOJIOTUYECKON
JTOCTYITHOCTH ¥ OMO3KBUBAJICHTHOCTH JTAHHOTO TIpernapara.

3. 'uOpuaHbIiA T€KapCcTBEHHBIN penapaT

JJ1st rocy 1apCTBEHHOM pEerucTpaiui ruOpUIHOTO JIEKapCTBEHHOT O Ipernapara
IIPEAOCTABIIAIOT CJIECYIOIINE TaHHbIE:

B Monayne 1 ninn Yactu I [lepeunst ycmyronomay4darens NpeIoCTaBiIseT KPaTKyo
nHdopMairio, 060011aroIyI0 000CHOBaHUS M (haKThI, YTO JIEKAPCTBEHHBIN Mpernapar,
SBIIICTCS THOPHUIHBIM 10 OTHOIIIEHUIO K COOTBETCTBYIOIIEMY OPUTHHATBHOMY
npenapary. O0001eHne coaepKuUT HHHOPMAIIHMIO O Mpernapare, aKTUBHOM
(dapmarieBTUYeCcKOi CyOCTaHINH, IEKApCTBEHHON (hopMe, T03UPOBKaX, TOKa3aHUIX K
IPUMEHEHUIO0, CII0C00e MPUMEHEHHUS M0 CPAaBHEHHUIO C OPUTMHAIBHBIM MpenapaTrom, a
TaKxe, IPU HEOOXOTUMOCTH, CBEICHHSI O OMOIOCTYITHOCTH U OMOAKBUBAJICHTHOCTH
JaHHOTO Tpernapara.

B onpeneneHHbIX ciayyasx TpeOyeTcs MIaH yIPaBJICHUS pUCKAMM.

B cIydac OTCYyTCTBHUA OIPCACIICHHBIX 3JICMCHTOB IIPCACTABIIACTCA 000CHOBaHME
X OTCYTCTBHUA B COOTBCTCTBYIOIICM PA3CIIC.

B 0030pe TOKIMHUYECKUX M KIMHUYECKUX JIAHHBIX yAeNIeTCsl 0c000e BHUMaHNE
CIIEAYIOIIUM DJIEMEHTaM:

pe3tome npodusisi IpuMeceil akTUBHOTO BEIIECTBA (M B COOTBETCTBYIOIIMX
CIIy4asiX, BO3MOKHBIX IPOJYKTOB Pa3JI0KEHHsI, 00pa3yIOIIMXCs IPU XPAHEHUN) B
cepusIX Mpemnapara, KOTOpbIi MOANEKUT peaan3aluu Ha (apMaleBTUUYeCKOM PBIHKE;

OOHOBJICHUE JINTEPATYPHBIX MyOJIUKAIMI MO aKTUBHOMY BEILIECTBY B PaMKax
HACTOSIIEH 3asBKH HA PETUCTPAIINIO; TAHHOE TPEOOBAHUE BBHIMOJIHAETCS MyTEM CChUIOK
Ha CTaTbU B PELICH3UPYEMBIX JKypHaIax;

KQKJIBIM MyHKT B OOIIEH XapaKTepUCTUKE JEKapCTBEHHOTO Ipemnapara, paHee He
U3BECTHBIN MJIM BBITEKAIOIIUN U3 XapaKTEPUCTHUK Ipenaparta u (Uin) ero
TEpareBTUUYECKOM TPYIIIbI, TPOAHAIU3UPOBATH B JOKIMHUYECKUX U KIMHUYECKUX
0030pax (pe3romMe U MOJKPENUTh J0Ka3aTeILCTBAMU U3 OIyOJIIMKOBAaHHOM JTUTEPATYPHI
U (WIKM) U3 Pe3yabTaTOB JOTOJHUTEIIBHBIX UCCIEOBAHUIT;

[IpencTaBuTh AOMOJHATEIBLHYIO HH(POPMAITHIO, TOKA3BIBAIOIIYIO, YTO MTPOQITH
6e3omacHocTy U (Wn) 3G(HEKTUBHOCTH 3asBICHHOTO MIpernapara He OTINYAl0TCA OT
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TaKOBBIX Y pe)EpPEHTHOrO Mpenapara (pe3roMe COOCTBEHHBIX JOKIMHUYECKUX U (MIIH)
KJIMHUYECKUX UCCIIEOBAHUN).

Pe3ynbTarhl TOKIMHUYECKUX U (WIIN) KIMHUYECKUX HCCIeA0BaHUN THOPUIHOTO
JIEKAPCTBEHHOTO Iperapara BKI0YaeT B COOTBETCTBYIOIINE pa3aesibl Moaynen 4 u 5
iy Yacru 111, IV Ilepeuns.

HpOBeI[eHI/Ie JOITIOJIHUTCIJIBHBIX HCCJ’IGI[OB&HHFI, HGO6XOI[I/IMBIX JJIs
BOCITPOU3BCACHHBIX JICKAPCTBCHHBLIX IIPCIIAPATOB U FI/I6pI/I,Z[HI)IX IMpCIapaToB:

1) paznuunbie conu (CIOkKHBIC) 3PUPHI (KOMIUIEKCHI) UX MPOU3BOIHBIC (C OHOM
¥ TOM ’K€ aKTUBHOM YaCThIO0 MOJIEKYJIBI) MMPEAOCTABIISIIOT IOKA3aTeIbCTBA TOTO, YTO HET
HUKAKUX U3MEHEHUH B (DApMaKOKMHETHUKE aKTUBHOM YaCTU MOJIEKYJIBI,
dapmakoarHaAMUKE U (MJIM) TOKCUYHOCTH, KOTOPBIE CYIIECTBEHHO BIUSIOT HA MPO(UIIb
6e3omacHocTd (3P HEKTUBHOCTH) (MHAYE PACCMATPUBACTCS KAK HOBOE aKTUBHOE
BEILIECTBO);

2) npyroi crocod mpuMeHeHus (JIpyras) JekapcTBeHHas popma (s
apeHTEePaTLHOTO BBEICHUS, HEOOXOAMMO MTPOBOIUTE PA3TUIHS MEKTY
BHYTpHAPTEPUATbHBIM, BHYTPUBEHHBIM, BHYTPUMBIIICYHBIM, TIOJKOKHBIM U JPYTUMHU
METOJ/IaMH BBEJICHUS ) HOBBII ITyTh BBEJCHUS WHAs JICKapCTBEeHHAs (hopma (IIpy TOM Ke
crroco0e BBEJICHHMS ) MPEIOCTABIIIOT KIMHUYECKHE JaHHbIe (0€3011acHOCTh
3¢ (PeKTUBHOCTS), HccieoBaHus (hapMaKOKHMHETHKH, COOTBETCTBYIOIINE
JTOKITMHUYECKHUE TaHHbBIE (HapUMep, MECTHAsI IEPEHOCUMOCTH ), €CITH ATO TPUMEHUMO;

3) opyras 103UpOBKa MIPU TOM K€ MYTH BBEJICHUS (JIeKapCTBEHHOU (popme) u
MOKa3aHUSAM K IPUMEHEHUIO MPEOCTABIIAIOT UCCIEAOBAHUS CPABHUTEIBHOMN
OMOIOCTYITHOCTH;

4) cBepxOMOJOCTYITHBIE MpEenapaThl IPU COXPAaHEHUU UHTEpBaJla JO3UPOBAHMS,
HO CO CHM)KEHHUEM J103bl, IPEIHa3HAYECHHBIE )11 JOCTH)KEHHS CXOJHONW KOHLEHTPAluu B
1azMe (KpoBH) NMPEOCTABIISIOT UCCIIEIOBAHUS CPABHUTEIHLHOM OMOTOCTYTHOCTH.

4. buonoruueckue npenapaTsl

1) Jlnst TekapCTBEHHBIX MPENapaToB, OTYUYEHHBIX U3 KPOBH WIIH IIJIa3MBbI
Yes0BeKa yCIyromnoaydaTesb MpeJoCTaBIsueT MOTHOE PETUCTPAIMOHHOE TI0ChE
JIEKapCTBEHHOTO TIpenapara, KOTOPOE COMPOBOKIACTCS MPUIIOKEHUEM OTICIHHOTO
MacTtep-(daitiia Ha mIa3my.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 08.04.2026

e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 12.03.2026
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE 4
JlaTta ckaunBaHMs 08.04.2026

Mactep-daiin Ha M1a3My KPOBH SBJISETCS CAMOCTOSITENIbHBIM JOKYMEHTOM,
OTJEJIBHBIM OT PETUCTPALMOHHOIO JOCKE JIEKAPCTBEHHOTO MIpenapaTa 1 CoAep Kalum
BCE 3HAYMMBbIE MOJPOOHBIE CBEICHUS O XapaKTEPUCTHKAX BCEH TIa3Mbl KPOBH
YeJI0BEKA, UCIOIb30BAaHHON B KAYECTBE UCXOIHOTO MaTepHuaia U (W) ChIpbs IpU
IPOU3BOJACTBE CyO(hpaKkLMii UM TPOMEKYTOUHBIX (PpaKLIMii, KOMIIOHEHTOB
BCIIOMOTaTEJIbHBIX BEIECTB UM aKTUBHBIX BEIIECTB, SIBIISIIOLIUXCS YaCTHIO
JIEKapCTBEHHBIX MPENapaToB WU MEAUIIMHCKUX U3/IEIHH;

KKl LIGHTP WM YUpeKIeHUE, PpakiuoHUpyolue (epepadaThiBatOIIHe)
IUIa3My YeJIOBeKa MOArOTaBIMBAIOT U MOAJIEPKUBAIOT B OOHOBJICHHOM COCTOSTHUH
Ha0op NoApoOHOI 3HAYMMO HH(pOpMAIMK, YKa3aHHOU B MacTep-(paiiie Ha m1a3my
KpOBH;

€CJIM PETUCTPALIMOHHOE JOChE OTHOCUTCS K KOMITOHEHTY, IIOJIyYEHHOMY U3
IUTa3MBbl, TO IS UCIIOJIB30BAHHOM IJIa3Mbl B KAUECTBE HCXOJAHOIO MaTepuana (ChIpbsl)
peIyCcMaTpPUBAETCS CChUIKA Ha MacTep-Gaiii Biaebla.

MacTtep-daiin Bragenbiia COAEPKUT CIASAYIONIYI0 HH(POpMAIHUIO O TUIa3Me,
UCIIOJIB30BaHHOM KaK UCXOIHBIA MaTepuall (ChIphe):

MMPOUCXOKIACHUC IJIa3MbI:

uH(MOpMAITUS 0 IEHTPaX WK YUPESKIACHHUSIX, B KOTOPBIX MPOBOJAUTCS COOp KPOBU
(r1a3mbl), BKItOYAs JaHHBIE 00 MHCTIEKIIMU U TIPEJICTABIICHUE CIIEIIUATILHOTO
paspenieHus Ha BEJACHUE TaHHOTO BHJIA JACATEIBHOCTH, a TAKXKE dMHICMHOJIOTHICCKUC
JaHHBIE 00 MHPEKIUSIX, IEPEIAIOIINXCS YePe3 KPOBb B PETUOHE, TJI€ TMPOU3BOIUTCS
3aroToBKa KpoBH (ILJIa3Mbl);

uH(pOpMAIIHS O LEHTpaX WU YUYPEXKICHUIX, B KOTOPBIX MPOBOJAUTCS KOHTPOJIb
JIOHALIMK Y MTyJIOB IUIa3Mbl, BKJIFO4asi MHCIEKIIMOHHBIN U PETYJIATOPHBIA CTAaTyC ITUX
LIEHTPOB WJIN YUPEKICHUN;

KpuTepuu 0T00pa (MCKITI0UEHHs) JOHOPOB KPOBH (TIJ1a3Mbl);

OINHACAHUE JECUCTBYIOIIEH CUCTEMBI, TO3BOJISAIOIIECH OTCIECAUTD MYTh KaXI0U
JIOHAIIMU OT YUPEXKJIEHUs, IIe COOUPAIOT KPOBb (IJ1a3My), 10 TOTOBOTO JIEKAPCTBEHHOTO
npemnapara u Hao0opOT;

KAQ4eCTBO ILIa3Mbl U €€ 0€30MaCHOCTb:

COOTBETCTBHE KA4eCTBA CTAThsIM (MOHOTpa(usiM) TOCYIapCTBEHHBIX (DapMaKOIICH;



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 08.04.2026
™ ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 12.03.2026

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 08.04.2026

KOHTPOJIb COOpaHHOW KPOBH (IJIa3Mbl) U €€ MYJIOB Ha HAJIMYKE BO30OYyIUTENEH
uH(pEKIMH, BKITI0Yas HHOOPMAIUIO 0 METOIaX KOHTPOJIS M B CIIy4ae MyJIOB IJIa3MBbl -
JaHHbIE BaJIWIAIIUA UCTIOJIb30BAHHBIX METONK;

TEXHUYECKUE XAPAKTEPUCTUKH KOHTEHHEPOB 11 cOOpa KPOBHU U IIa3Mbl,
BKJIFOUYasi HHPOPMAIIHIO 00 HCIOIb30BaHHBIX PACTBOpPAX aHTUKOAryJISIHTOB;

YCJIOBHSI XPAaHEHHS U TPAHCIOPTUPOBKHU IJ1a3MBbl;

MpoIIeTypa XpaHESHHs JIF0OOT0 MaTepuaa, UCIOIb3yeMOT0 JIJIsi TPOU3BOICTBA U
(unn) mepuo] KapaHTHHA,

XApPaKTCPUCTHKA ITyJIa IIJIa3MBbI;

OINKMCAHKNE YCTAaHOBJICHHOW CHUCTEMBI B3AUMOICHCTBUS MEKY IPOU3BOUTEIIEM
JIEKApCTBEHHOTO Mpernapara, MOJIy4YeHHOr0 U3 TJ1a3Mbl, U (MJIK) [IEHTPOM WU
yapexaeHreM, PpaKIMOHUPYIONUM U (M) TIepepadaThIBAIOIIUM TUIa3My, U IEHTPOM
WU YUPEXKIECHUEM 110 COOPY U KOHTPOJIIO KPOBH (TJIa3Mbl), a TAKKE COTJIACOBAHHBIC
MU crieru(UKaAIIY Ha TUIa3My.

Mactep-daiin Ha MIa3My TakkKe COACPIKUT MepPeUeHb JIEKApCTBEHHBIX
IpernapaToB, Ha KOTOPbIE OH PaclpOCTPAHIETCS, HE3aBUCUMO OT TOTO, SIBJISIFOTCS JIU 3TU
JIEKapCTBEHHBIE MperapaThl 3apErUCTPUPOBAHHBIMU, HAXOAATCS B IIpoLiecce
pErucTpalyy Wik B CTaJANH KIMHUYECKUX UCCIEAOBAHMIA.

Macrtep-daiin Ha 11a3My TOJIEKHUT €KET0THOMY OOHOBJICHHIO ¥ TIOBTOPHOM
AKCIEPTHU3E.

[Tpu BHECeHUHU N3MEHEHUI B MacTep-(aiilsl Ha M1a3My OH HOJUIEKUT SKCIIEPTU3E
B COOTBETCTBHUU C IIPOLIEAYPON BHECEHUS U3MEHEHHM.

2) B oTHOIIEHUH BaKIUH JIsl METUIIMHCKOTO MPUMEHEHUS TPEOOBAHUS K
MCXOJHBIM MaTepuajaM U ChIPBIO 3aMEHSI0TCS MacTep (aijioM BaKIIMHHOTO aHTUTEHA.
B ciiyuyae BakiyHbl, He SBISIONIEHCS BAaKIIMHOW 171 MPOUIaKTUKK TPUTITIA YeJIOBEKa,
MIPEIOCTaBISAETCS MacTep (ailyl BAKIIMHHOTO aHTUTEHA VISl KaXKI0TO aHTUTEHaA,
KOTOPBIH SIBJISICTCS] aKTUBHBIM BEILLIECTBOM 3TOW BAKLVHBI.

MacTtep-daill BAKHIUHHOTO aHTUT€HA COAEPKUT CIEAYIONLYI0 HH(OPMAIHIO,
U3BJICUCHHYIO U3 COOTBETCTBYIOIIEH yacTu (AKTUBHAs (hapMalleBTUUYECKas
cyOcrannus) moayns 3 "KauectBo".

AKTHBHOE BENIECTBO:
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oO1ast uagopmanus, BKIOUYas CBEJACHUS O COOTBETCTBUM CTaThe (MOHOTpadum)
rocyJapCTBEHHBIX (hapMaKomeH;

uHdOpMAIUS O MPOU3BOIUTENIEC AKTUBHOTO BEIIECTBA: HH(MOPMAIIHS O
IPOM3BOJICTBEHHOM IIPOIIECCE, HCXOIHBIX MaTeprajax U ChIpbe, CIIeIUaIbHBIX Mepax
OTHOCUTEJIHFHO TPAHCMHUCCHUBHBIX TyOUaThIX dHIIe(amonaTii u oreHKe 0€30MacHOCTH
MOCTOPOHHUX WH(PEKIIMOHHBIX ar€HTOB, TOMEIIEHUSIX U 000pYI0BaHUY;

XAPAKTCPUCTHKA AKTHBHOT'O BCIICCTBA,

KOHTPOJIb Ka4CCTBAa aAKTUBHOI'O BCIICCTBA,

CTaHIapPTHBIC 06pa3u1;1 U MaTCpHAJIbI;

IICPBUYHAA YIIAKOBKA U YKYIIOPOYHAA CUCTCMA daKTHBHOT'O BCIICCTBA,
CTaOMIILHOCTH aKTHBHOTO BCHICCTBA.

JI711 HOBBIX BaKIUH, KOTOPBIE COAEPKAT HOBBIM BAKIIMHHBIN AHTUTEH,
YCIYTOMNOJIy4YaTelb MOJAET MOJTHOE PETUCTPALIMOHHOE JOChE, BKIIIOYAsi BCE MacTep-
(baiibl BaKIIMHHOT'O aHTUT'CHA Ha KaXKIbIi BaKIIMHHBINA aHTUTEH, KOTOPBIHA SIBISCTCS
YaCThIO HOBOM BaKIIMHBI, €CJIM MacTep-(aiiia BaKIIMHHOTO aHTUT'€Ha Ha TaKOU
BAKIIMHHBIA AaHTUTEH OTCYTCTBYET.

VYkazaHHbIe TPEOOBaHUS TaKXKe MPUMEHSIOTCSA K KaXI0M BaKIIMHE, KOTOpas
COCTOMT W3 HOBOM KOMOMHAIINM BaKI[UHHBIX aHTUT'€HOB, HE3aBUCUMO OT TOTO, SIBIISIETCS
OJIMH WJIM 00Jiee AHTUI€HOB YaCThIO BAaKI[MH, KOTOPBIE YK€ 3apETUCTPUPOBAHBI.

[Ipu BHECEHUHU U3MEHEHMI B MacTep-(aiisl Ha BaKIIMHHBIA aHTUTEH, MacTep-haii
IIOJJIEIKUT DKCIIEPTU3€E B COOTBETCTBUH C IPOLEAYPON BHECEHUS N3MEHEHUM.

5. buoananorn4yHbIN JEKapCTBEHHBIN MpemnapaT (OnoaHanor, Onono100HbIN
JICKapCTBEHHBIN Mpenapat, OnOCUMHUIISP)

J11st sKCepTr3bl OMOAHATIOTMYHOTO JIEKAPCTBEHHOTO IIperapara
PEAOCTABISIOTCS JaHHBIE CPABHUTEIBHBIX UCCIEAOBAHUN €0 C OPUTHHAIBLHBIM
(pedepeHTHBIM) OMOJIOTMYECKUM JIEKAPCTBEHHBIM CPEJCTBOM B COOTBETCTBUH C
[IpaBuiamu mpoBeAeHUS UCCIIEIOBAHUI OMOIOTMYECKUX JICKAapPCTBEHHBIX CPEJICTB B
paMkax EBpa3uiickoro SJKOHOMHUYECKOI0 cO03a, yTBepxkAeHHbIMU Pemenriem CoBeta
EBpazutickoit sxoHOMUYecKkoi komuccuu oT 3 HostOps 2016 roma Ne 89.

B Monyne 1 popmara OT/I peructparnmonnoro gocke uiau Yactu | [epeuns
yCIIyTOIOIyYaTeNb MPEACTaBISAET pe3toMe 000CHOBAaHUM U (PaKTOB, MOKA3bIBAIOLIUX,
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YTO JICKAPCTBEHHBIN MpemapaT, MoAaBaeMblil Ha SKCTIEPTHU3Y, SBISETCS
OroaHaIOTHYHBIM (OO0 JO0HBIM) JIEKAPCTBEHHBIM MTPENAPATOM OPUTHHATILHOMY
(pedepenTHOMY) IeKapcTBEHHOMY TipenapaTy. Pesrome coaepxut nHdopmaiuio o
JIeKapCTBEHHOM Ipenapare, akTUBHOM BEIIECTBE, JIEKaPCTBEHHOM (opMme, T03UPOBKaXx,
MOKa3aHUSAX K MPUMEHEHHIO B CITIOCO0E MPUMEHEHHS B CPABHEHUH C aHAJIOTHYHOM
uH(popmalmeit 00 OpuruHaNIbHOM (PePEPEHTHOM) JIEKAPCTBEHHOM Mpernapare.

B Monayne 1 popmara OT/I peructpanmonnoro gocke uinu Yactu | [lepeuns
BMeCTe ¢ KpaTkoi uHdopmaliieit o cucteme hpapmMakoHaa3opa epkaresns
PETHCTPAIIMOHHOTO YIOCTOBEPEHUS MPEACTABIISACTCS TUTaH YIIPABJICHHS pUCKaMU Ha
3asBJISIEMBIN HA SKCIEPTU3Y OMOAHAIOTHYHBIN (OMOTI0T00HBIN) JIEKAPCTBEHHBIH
npernapar.

KauecTBo, 6€30macHOCTh, 3 (HEKTUBHOCTh 1 HMMYHOTEHHOCTh OMOaHAIIOTHYHOTO
JIEKapCTBEHHOIO Mpenapara Ha MPOU3BOJACTBEHHOM, JOKIIMHUYECKON U KIIMHUYECKON
¢aze ero pa3pabOTKu CPaBHUBAIOTCS C OJHUM M TEM K€ ATATOHHBIM peepeHTHBIM
OMOJIOTHYCECKUM JICKAPCTBEHHBIM CPEJICTBOM B COOTBETCTBHUH C IMPABHIIAMU
UCCJIeIOBaHUS OMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEJICTB B pamKkax EBpaszuiickoro
YKOHOMHUYECKOTO COI03a.

B Monynsx 2, 3,4 u 5 dopmara OT/] wnm Yactu 11, 111, IV Iepeuns
PErHCTPALIMOHHOTO JI0ChE OMOCHMMIISIPA COJAEPKUTCS CIEAYIOIIasi HHPOPMALIHS:

1) moaTBep)KAEHUE CXOACTBA MOJIEKYJISIPHBIX U OMOJIOTUYECKUX XapaKTEPUCTUK
AKTUBHBIX BEIIECTB OMOCUMUIISIPA U ATAJIOHHOTO OMOJIOIrMUYECKOT0 JIEKAPCTBEHHOTO
cpencTBa (JeTaiu 1Mo NEPBUYHON CTPYKTYPE U CTPYKTypaM 0oJiee BICOKOTO MOpsiIKa,
HNOCTTPAHCISIUOHHBIM MOAU(PHUKAIUAM (BKIHOYAsl, B YACTHOCTH IITMKO(OPMBI),
OMOJIOTUYECKON aKTUBHOCTHU, YUCTOTE, MPUMECSIM);

2) NOATBEPKJICHUE CXOJICTBA XapaKTEPUCTUK FOTOBOTrO Mpenapara
(JlekapcTBeHHAs! popMa, KOJTMYECTBEHHBIN U KAYECTBEHHBIN COCTAaB, I03UPOBKA, CIIOCOO
OPUMEHEHUs, YCIOBUSI XpaHEHUs, CPOK XpaHEHUsI, CTAOMIIBHOCTb, PO(UIIL puMeceil)
OnocuMmIIsIpa ¥ 3TAJIOHHOTO OMOJIOTUYECKOI0 JIEKAPCTBEHHOTO CPECTBA; IOy CKAETCS
paziuuune B npoduie MpuMecei U BCIOMOraTeIbHbIX BEIIeCTBaX OMOCUMMIISIpA U
pedepeHTHOro npenapara, yCiIyromnojydareieM NIPUHUMAETCS BO BHUMaHUE HAaIU4ne
HOBEHUIINX TEXHOJOTUW, JEMOHCTPUPYETCS COOTBETCTBUE BEHIOPAHHOTO COCTABA IO
TaKUM KpUTEPUSIM, Kak Mpoduie npumMecei, cTabMiIbHOCTb, COBMECTUMOCTB (CO
BCIIOMOTaTEIbHBIMH BEIIECTBAMH, PACTBOPUTEISIMU M MaTepUaIaMu YIIaKOBKH),
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LEJIOCTHOCTH (KaK Ha OMOJIOTMYECKOM, TaK U (PU3UKO-XUMHYECKOM YPOBHE),
aKTUBHOCTb U CHJIA JICMCTBUSI aKTUBHOI'O BELIECTBA,

3) kpuTepuu BHIOOpA TAJJOHHOTO OMOJIOTMYECKOTO JIEKAPCTBEHHOTO CPEJICTRA;

4) B cimydae pa3nuiuii npu pazpaboTke OMOCUMUIISIpa, KOTOPhIE 00Ia1at0T
NOTEHLMAIbHBIM BO3/IEHCTBUEM Ha €ro 0€30MacHOCTh WK 3()(PEKTUBHOCTD,
NPEIOCTaBISAIOTCS AOMOIHUTENbHBIE TAHHBIE MO0 UCCIEI0BAaHUSAM Ha KUBOTHBIX U
KJIMHUYECKUM HCCIIETOBaHUSM JUIsl TOTO, YTOOBI 0XapaKTEepU30BaTh pa3inyus;

5) noaHOE ONKCaHue U MaKeT JaHHBIX 110 IPOU3BOACTBEHHOMY IIPOLIECCY,
Ha4yMHasi C pa3pabOTKU BEKTOPOB SKCIPECCUH M OAHKOB KJIETOK, KYJIbTYpbI (OpOKEHNs)
KJIETOK, cOOpa, OUUCTKU, PEaKIi MOAN(PUKAIINH, HAITOJIHEHUS! KOHTEHHEPOB JIs
rOTOBOM JIEKapCTBEHHOU (POPMBI;

6) uccliieIoBaHus, IPOBOIUMBIE B X0Jie (hapMalleBTUYECKOU pa3paboTKu 1Jis
OTIpEJICIICHNS ¥ BAJIMIAIIUN JIEKAPCTBEHHOMN (hOPMBI, COCTaBa U CUCTEMBI YITAKOBKH
(YKymopk#) (BKJTFOUasi MX 1IEJIOCTHOCTD JUISl IPEIOTBPAIICHUS MUKPOOHOTO
3arpsi3HEHUs );

7) cneundukanus OMOCUMIIAPA, OTpaKaroUas 1 KOHTPOJIUPYIOLIAsi BaKHbIE
KayeCTBEHHBIE TIOKA3aTEIH JIEKAPCTBEHHOI'O CPEJCTBA, U3BECTHBIE ISl 3TaJJOHHOIO
OMOJIOTUYECKOTO JIEKAPCTBEHHOT'O CPE/ICTBA (TaKue KaK UACHTU(PUKALIMS; YUCTOTA;
AKTUBHOCTb; MOJIEKYJISIpHAs F€TEPOr€HHOCTh B IUIAHE Pa3MEPOB, 3apsiia U
ruipopoOHOCTH, TJI€ BO3MOKHO UX OINpPEACIICHNUE; CTEIIEHb CUaTUPOBAHMS; KOJIMYECTBO
OTJI€JIBHBIX MOJIMMENTHIHBIX LETEN; MNUKO3UINPOBAHNE (PYHKIIMOHAIIBHON 00JaCTH;
YPOBHHU arperanuu; npumecH, Takue kak o6emnok u JIHK kinerku-xo3suna);

8) nccnenoBaHus CTAaOMIBHOCTH;

9) pe3ynbTarhl JOKIMHUYECKUX (HEKIMHUYECKHUX ) UCCIEIOBAaHUM (B OCHOBE
JOKIIMHUYECKUX UCCIICOBAHMM JIS)KUT TIOIX0J], OCHOBAHHBII HA OIICHKE PUCKOB, U, TaM
r7ie BO3MOXKHO, U30€eraTh MPOBEICHUS UCCIIEJOBAHUN HA )KUBOTHBIX): MH-BUTPO
UCCJIEIOBAHUS CBSI3bIBAHUSA C PEIIENTOPOM WIIM KJIETOUHbIE aHAIMU3BI (HAIIPUMED, aHATIU3
npoaudepanuu KJIEeTOK WIH aHaJIU3 HUTOTOKCUYHOCTH) SIBJISIIOTCSI HEOOXOJUMBIMU
JTOKITMHUYECKUMU UCCIIEI0BAHUSIMH; HH-BUBO MCCIICIOBAHUS HA TIOIXO/ISIIEM BH]IC
KUBOTHBIX (Ha KOTOPOM OblIa n3yyeHa apMakoguHaMudecKas u (WIn)
TOKCHKOJIOTUYECKAsi aKTUBHOCTh 3TAJIOHHOTO OMOJIOTHYECKOTO JIEKAPCTBEHHOTO
CpeACTBa); KpuBas 3aBUCUMOCTH 3 dekTa oT 1035l ("' 103a-3¢dexT"), onpeaencHue
HavaJbHOU O€30MaCHOM 103bI U CXEM IMOBBIIICHUS 03I B MOCIETYOMINX KIMHHYECKUX
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UCCJIEIOBaHUAX, UCCIIEIOBAaHUA (DAPMAKOJIOTHYECKON 0€30IaCHOCTH; PE3yIbTaThl KaK
MUHHMYM OJIHOT'O MCCJIEIOBAHUN TOKCUYHOCTHU ITPU MHOTOKPAaTHOM BBEJICHUH,
BKJIIOYAsl OEHKY TOKCUKOKMHETHKH, OTPEJICTICHUE U XapaKTEPUCTUKNA UMMYHHBIX
OTBETOB, B TOM YHUCJIE TUTPhI AHTUTEIL, IEPEKPECTHASI PEAKTUBHOCTH C TOMOJIOTMYHBIMU
SHJOTEHHBIMU OEJIKaMH U HEUTpaIU3ytouas CoCOOHOCTh; OLIEHKa MECTHOU
NEPEHOCUMOCTH; JaHHBIE TOKCUKOJIOTMYECKHUX UCCIIET0BAHNM, BKIIOYAIOIIUE OLIEHKY
PENPOIYKTUBHON TOKCUYHOCTH, TEHOTOKCUYHOCTH, MyTareHHOCTU U KaHIIEPOT€HHOCTHU
(mpu HEOOXOAUMOCTH) TPeOyETCs MPEOCTABIATh B TEX CIy4dasiX, KOTJla pe3yabTaThbl
UCCJIEI0BaHNs TOKCUYHOCTH IPU MHOTOKPAaTHOM BBEJICHHUH, UCCIIETOBAHNSI MECTHOM
NEPEHOCUMOCTH BBISBIISIOT MOTEHIIMATbHBIE PUCKU U (MJIM) KOT/1a U3BECTHBI
TOKCHUKOJIOTUYECKHE CBOKMCTBA 3TAJJOHHOI'O OMOJIOTMYECKOI0 JIEKAPCTBEHHOI'O CPEICTBA
(HanpuMep, u3BecTHbIE TOOOUHBIE A((DEKTHI ATATOHHOTO OHoTpernapaTa Ha
PENpPOIYKTUBHYIO (PYHKIUIO);

10) pe3yabTaThl KIMHUYECKUX UCCIEIOBAHUHN (XapaKTep U CI0KHOCTh
pedepeHTHOrO IIpenapar, CTereHb CX0ICTBA, HAOM0aeMast B (PU3UKO-XUMHUUISCKUX,
OMOJIOTUYCCKUX UCCIICIOBAHUSAX OYyT BIUATH HA IJIAHUPOBAHUE KITMHUYICCKUX
HCCIIEIOBAHUM ):

(hapMakOKUHETHYECKUE UCClieIoBaHUS ((hapMaKOKHMHETHUECKUE UCCIIEIOBAHMS
IPY OJHOKPATHOM BBEJICHHH; (apMaKOKWUHETUYECKUE UCCIICTOBAHMS PU
MHOT'OKpPaTHOM BBEJICHUU MIPU HAJTMYHUH 3aBUCUMOCTH (DApMaKOKHMHETUKH OT JIO3bI U
BpeMeHH; (hapMaKOKMHETHYECKOE CPaBHEHUE OMOCUMIIISIpA U PEPEPEHTHOTO
npenapara BKJIIOYAeT BCachlBaHUE, OMOIOCTYITHOCTh, XapaKTEPUCTUKHU BBIBEJICHHUS
(kupeHc U (WIK) MepUuo/] MOJIyBbIBEACHUS));

(bapmakoguHaMUYeCKUe uccienoBanus ((papmMakomHaMuyeckue 3pPexTob
OLIEHMBAIOTCS HAa OJXOAIIECH MOMYJISILUY U C IPUMEHEHUEM J103 U3 KPYyTOH 4acTu
KPUBOM 3aBUCUMOCTH J103a-3((HEKT B JOKIMHUYECKUX UCCIIET0BAHUSIX;
(apMakouHAMUYECKHE MapKEPhl BBIOUPAIOTCS B 3aBUCUMOCTH OT UX KIIMHUYECKOU
3HAYMMOCTH);

CpPaBHUTENIbHBIEC KIIMHUYECKHUE UCCIIEA0OBAHMS, BKIIIOYAsl OLICHKY BUA, YACTOTHI U
TSXKECTH HEXKEJIATENIbHBIX SBJICHUHN (OOOYHBIX PEaKIuil);

MCCJIEeI0BAHNSI HIMMYHOT€HHOCTH Ha LEJIEBO rpymne (CpaBHEHUE YacTOThI U
TUIA 00Pa3yIOLIUXCsl AaHTUTEI U TOTEHIUAIbHbIE KIIMHUYECKUE MOCIEICTBUS
UMMYHHOT'O OTBETa JjIsl OMocUMuUIsipa U peepeHTHOr0 Ipenapara; MMMYHOT€HHOCTh
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UCCIIeTyETCs Ha TIOMYJISAIUU TAIMEHTOB C CAMBIM BEICOKUM PHUCKOM UMMYHHOTO OTBETa
¥ UMMYHHBIX TTOOOYHBIX PEaKITNii; IPEIOCTaBIsAETCS 000CHOBAHUE CTPATETUU
OTIpEICIICHNS aHTHUTEI, BKIIFOUAst BBIOOP, OIICHKY M XapaKTEPUCTHUKY METOIOB,
yCTaHOBJICHHE BPEMEHU 0TOOpa Mpoo, B TOM YHCIIe HA UCXOJHOM YPOBHE, O0HEMBI,
00paboTKy U XpaHeHue Mpo0d, a TAK)KE CTATUCTUYECKUE METO/Ibl aHAJIM3a JTAaHHBIX;
AHATMTHYECKUE METOIBI OTIPEICIICHUS aHTUTEN BATMIUPYIOTCS JJIsI HAMEUCHHOM T1eITH,
MIPOBOJIUTCSI CKPUHUHTOBBINA aHAIHM3 IOCTATOYHON YyBCTBUTEIILHOCTH METO/IA,
IPOBOJUTCS OTIpeAeNiCHNEe HEUTPATU3YIONINX aHTUTEN; IEPUO/1 HAOII0ICHUS TIPU
UCCJIEIOBAHUSX HA UMMYHOTEHHOCTh COOTBETCTBYET TUIAHUPYEMOU JITTUTEIIbHOCTH
JICUCHHSI M TIPETIONIaracMoro BpeMEHH 00pa30BaHus aHTUTEN, U He MeHbIIe 12
MECSIIEB, TIPU APYTON JIUTEITLHOCTH UCCIICOBAHUS TIPEICTABIIICTCS 000CHOBAHUE; TIPU
3HAYUMBIX CITydasx 00pa30BaHUs TUTPOB aHTHUTEN, UX CTOMKOCTh B TCUCHHE
OTIPEICIICHHOTO BPEMEHH, MTOTCHITMATBHBIC N3MEHEHUS XapaKTepa MMMYHHOTO OTBETA H
KIIMHUYECKUE TTOCIIENICTBUSI TPEOYETCS UCCIE0BaTh B I0- U TIOCIIE PETUCTPAIIMOHHBIN
epUoN);

OCHOBHBIE KJIMHUYECKHUE JaHHBIE TOJYYal0TCs C UCIIOJIb30BAHUEM
JIEKAPCTBEHHOTO CPEJICTBA, MPOU3BEACHHOTO MTyTEM OKOHYATEIBLHOIO
IIPOU3BOJICTBEHHOTO MPOIlecca, T.€. JIEKAPCTBEHHOTO CPEJICTBA, HA KOTOPOE MOJAETCs
3as1BJI€HME Ha FOCYJaPCTBEHHYIO PETUCTPALUIO;

IUTSL TFOOBIX OTKJIOHEHUH OT 3TUX TPEOOBAHUM YCIyronoaydaTeiab NpeICTaBIseT
000CHOBaHUE, U NMPU HEOOXOAUMOCTH, JaHHbBIE TOMOTHUTEIbHBIX
(dhapMaKOKMHETUYECKHUX UCCIEI0BAHNM, CPAaBHUBAIOMINX (DAPMAKOKMHETUYECKUE
npo(HIIN JTEKAPCTBEHHOTO CPEJICTBA C OKOHYATEJIBHBIM U 00JI€€ paHHUM COCTaBOM;

11) cneundukanuio 6€30MaCHOCTH (C OMUCAHUEM BaXKHBIX BBISIBICHHBIX U
MOTEHIMAJIbHBIX MPOOJIeM O€30MaCHOCTH 3TAJJOHHOT0 OMompernapara, Kiacca
JIEKApCTBEHHOTO BelllecTBa U (Min) OMocuMmIsipa) u 1iad gpapmMakoHaI30pa
OrocuMuUIIsipa B IOCTPETUCTPAIMOHHBIN Mepro/ (C OMMCAaHUEM TUTAHUPYEMBIX
MOCTPETUCTPAIIMOHHBIX MEPOTIPUSTHH U METOI0B, OCHOBBIBAIOIIIUXCS Ha
cnierupukanum 6€30MacHOCTH, TUTAHA YITPABICHUS 1 MUHUMU3AIMHA PUCKOB, B TOM
yucie 00pa3oBaTelibHbIe MAaTEPHUAIIbI JIJIsl TAIMEHTOB U (UJIK) JIeYalluX Bpayeil);

12) skcTpanoaupoBaHue TaHHBIX M0 3PGEKTUBHOCTH U O€30MACHOCTH C OJHOTO
TEeparneBTUYECKOT0 NOKA3aHUsI Ha IPYroe: eciii peepeHTHbIN penapar uMeer 0osee
OJTHOTO TTOKa3aHMs K MPUMEHEHUIO, YCIIYTOMOIyYaTellb MPEJ0CTaBIIeT 000CHOBAHUE
OTCYTCTBUS KIMHUYECKUX HCCIIe0OBaHUMN 3P (HEKTUBHOCTH U 0€30MaCHOCTH
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OnocuMuUIIsIpa Mo APYrUM MOKa3aHUSIM K IPUMEHEHHIO, IO KOTOPBIM HE TPOBEIECHBI
KJIMHUYECKHUE UCCIIET0BaHMsI OMOCUMMIISPA; B 0OOCHOBAHUM OTPAXKAeTCsl OIBIT
KJIMHIYECKOTO IPUMEHEHUS, TOCTYITHOCTh JaHHBIX JIUTEPATypPhbl, MEXaHU3MOB
JeMCTBHSI aKTUBHOTO BeLIeCTBa pe()epeHTHOTO Mpernapara A KaKI0ro MoKa3aHus
(BKJIIOYAsi CTENEHb UX JIOCTOBEPHOCTH) M BOBJICUEHHBIX PELENTOPOB; MPU HATUYUHU
JI0KA3aTeJIbCTB, YTO NP Pa3HbIX MOKA3aHUAX K IPUMEHEHHUIO BOBJICKAIOTCS Pa3IUUYHbIC
aKTUBHBIC IIEHTPHI JEHCTBYIOIIETO BELIECTBA PeEPEHTHOIO Mpenapara uin pa3indHbIe
peuenTopbl KJIETKA MULIEHU WM YTO MPOpuiIb O€30MaCHOCTU IIpenapara pa3aindaeTcs
JUIA pa3HbIX MOKa3aHUM K MPUMEHEHHIO, MPEAOCTABISIOTCS TaHHbIE KIMHUYECKUX
UCCJIeIOBAHUMN; JIJIs1 DKCTPANOIUPOBAHMS TaHHBIX 110 0€30MaCHOCTH MPUHUMAET BO
BHUMaHHE (DAKTOPBHI, CBA3AHHBIE C TALUEHTOM (COMYTCTBYIOIIEE JICUCHHE,
COITYTCTBYIOIIKE 3a00JI€BaHUSI U UMMYHHBIN CTaTyC), (DaKTOPHI, CBSI3aHHBIE C
3a00JeBaHuEM (peaKinK, CXOAHbIE C TAKOBBIMU KJIETOK MUIIIEHEH); 00hEM TaKUX
JAHHBIX PACCMATPUBAETCS B CBETE COBOKYIHOCTH JI0KA3aTEIbCTB, MTOJyYEHHBIX IPU
YCTaHOBJIEHUH COMTOCTABUMOCTH OMOCUMUIISIPA U MOTEHIIUATBHBIX OCTAIOIIUXCS
HEOIPEICTICHHOCTEN.

6. KomOunupoBaHHbIe JIEKapCTBEHHBIE TIPETIapaThl

JIJ1s1 HOBBIX JIEKAPCTBEHHBIX MPENApaToB, MPEACTABISIOIUX cO00 KOMOUHALINIO
JIBYX UM O0Jiee paHee U3BECTHBIX aKTUBHBIX BEIIECTB B OJIHOM JIeKapCTBEHHOU (popme,
peACTaBIseTCs MOJHOE perucTpanrontoe nocke (Moaynu 1-5, Yactu -1V Tlepeuns).
Monyinb 3 unu Yacts [1 BkItouaeT cBeieHus: 0 Npor3BOACTBE, KOHTPOJIE KauyecTBa,
IIPOU3BOJINTENE KAXKIOI0 AKTUBHOT'O BEILIECTBA, BXOAIIETO B COCTAB
KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX NpenapaToB. B Monynsax 4 u 5 i Yactax 111, IV
[lepeuHs npeacTaBISIIOTCS PE3yJIbTAThl JOKIMHUYECKUX U KIMHUYECKUX HCCIIEI0BAHUIN
3asIBISIEMbIX KOMOMHAIMN aKTUBHBIX BELIECTB.

7. JlekapCTBEHHBIE CPEACTBA C XOPOIIO U3YUYECHHBIM MEIUIIMHCKAM TPUMEHEHUEM.

K nexapCTBEHHBIM CpeJICTBAM C XOPOIIIO U3YUYEHHBIM MEIUIITHCKUM
MPUMEHEHUEM OTHOCSITCS JIEKAPCTBEHHBIE IIpenapaThl C MOATBEPKIACHHON
3¢ (PEKTUBHOCTHIO U IPUEMIIEMBIM YPOBHEM 0€30MMaCHOCTH:

AKTUBHOC BCUICCTBO, KOTOPBIX XOPOIIO N3YUYCHO B MCAUIIMHCKOM IIPUMCHCHUH

JICKapCTBEHHBIC TIPEIapaThl U3 CHIPhS MIPUPOIHOTO MPOUCXOXKACHHS (HaIpuMep:
JeroTh O€pe30BbIi, 3MEUHBIN SI1,

IMPOAYKTHI IMYCJIOBOACTBA, MCANIIMHCKHUE IMUSABKH, ’KCJI9b, MUHCPAJIbI U I[p),
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P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 08.04.2026

BHUTAaMHUHBI 1 BUTAMUHHO-MHUHCPAJIbHBIC KOMIIJIICKCEI,

PacTBOPHI aHTUCENTUKOB (TIEPEKUCH BOAOPO/Ia, 1101, OpUITHAHTOBBIN 3€JIEHBIN 1

ap.);

BOJIA JIJISI UHBEKIIUM;

a7copOeHThI (Yrojib aKTUBUPOBAHHBIN );

KapMUHATHBHBIE JICKAPCTBEHHBIC TIPETIapaThl;

JIEKapCTBEHHBIE NpenapaThl U3 IPyIIbl pa3apaxaroliuX 1 00BOJAKUBAIOIINX
CPEICTB.

B peructpannonnom gocwe npenacrasisaores Moaymu 1, 2 u 3 uw Hactu [, 11
[Tepeuns. B Monynsx 4 u 5 wim Yactu 111, IV [lepeunst B moapoOHOI HaydHOM
oubnuorpaduu yka3blBalOTCS JOKJIUHUYECKUE U KIIMHUYECKUE XapaKTePUCTUKHU.

I[J'ISI JICKAPCTBCHHBIX CPCACTB C XOPOIIO U3YUYCHHBIM MCAUTTUHCKUM
IMPUMCHCHUCM NPCAOCTABIIAIOTCA CIACAYIONINC JAHHBIC!

1) dbaxTopsl, KOTOpHIE HEOOXOAUMO YUUTHIBATH MIPH OMPEACIICHUN XOPOIIIO
VU3YyYEHHOI'0 MEJULIMHCKOI'O IIPUMEHEHHSI KOMIIOHEHTOB JIEKAPCTBEHHBIX CPEJICTB:

BpeMsl, B TCUEHUE KOTOPOIr'0 UCIOJIb3YETCSA aKTUBHOE BEILIECTBO B MEULIMHCKON
IIPaKTHKE;

KOJIMYCCTBCHHBIC ACIICKThI MCITOJIB30BaHUA aKTUBHOI'O BCIIICCTBA,

4acTOTa HAyYHBIX MyOJUKAIUNA U aKTyaIbHOCTH UCIIOJIb30BAHUSI aKTUBHOT'O
BEILIECTBA B TEUEHHUE MOCIEAHUX S5 JIET epe] nojaueii 3asBiIeHHs (CO CChUIKON Ha
MyOJIMKAIUKA B HAYYHBIX UICTOUHHKAX);

COIIaCOBAHHOCTDb HAYYHBIX OLICHOK.

I[J'IH OIIPCACICHUA XOPOIIO U3YYCHHOI'O IPUMCHCHUA PA3JIMYHBIX dKTHBHBIX
BCHICCTB IPCAOCTABIIICTCA OLICHKA 3a PA3JIMYHBIC IICPUOIBI BPECMCHHU. HepI/IOI[ BpPCMCHH,
HCO6XOI[I/IMI)If/1 AJIA OIIPCACIICHUA XOPOIIO N3YUYCHHOI'O MCAUITMHCKOI'O ITPUMCHCHUA
AKTHUBHOI'O BEIICCTBA, COCTABJISICT HC MCHEC 10 et ¢ AAThI IICPBOT0 CUCTEMATHYCCKOTO
U JOKYMCHTHUPOBAHHOI'O IIPMMCHCHHUA JICKAPCTBCHHOI'O CPCACTBA.

2) MaTepuabl pErUCTPAIMOHHOTO JOChE, MPEACTABICHHBIE YCIYrOMOaydaTelieMm,
BKJIFOUAIOT BCE aCMEKThI OLIEHKU 0€30MacHOCTU U 3P (HEKTUBHOCTH, COACPIKAT CCHUIKY
Ha 0030p COOTBETCTBYIOIIEH JTUTEPATYPhI C YUETOM TMPEJI- U TOCTPETUCTPALIMOHHBIX
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UCCJIeIOBaHUN U OMyOJIMKOBaHHON HAYyYHOU JINTEPATypPbl OTHOCUTEIBHO PE3YIHTATOB
AMUIEMUOJIOTMYECKUX UCCIIEI0BAaHUN U OCOOEHHO CPAaBHUTEIBHBIX UCCIEA0BAHUMN, BCIO
JOKYMEHTAIINIO0, KaK MOJOKUTEIbHYIO0, TaK U OTpULATeNbHY0. bubnuorpaduueckas
CCBUIKA Ha IPYTMe€ UCTOYHUKH JTOKA3aTeNbCTB (IIOCTPETUCTPALIMOHHBIE UCCIIEIOBAHNUS,
AMUAEMHUOJIOTMYECKHIE UCCIIEOBaHUS ), KpOME JaHHBIX, KaCalOIIHUXCs METO/I0B
KOHTPOJISI U UCIIBITAHUH, SIBJISIETCS JOKA3aTEIbCTBOM 0€30MacHOCTH U 3P(HEKTUBHOCTH
JIEKapCTBEHHOTO Tpenapara mpu YCIOBUH, YTO B PETUCTPAIIMOHHOM JI0ChE YETKO
00BACHEHO U 0OOCHOBAHO MCIOJIb30BAHUE ITUX UCTOYHUKOB MH(POPMALIHH;

3) o6ocHOBaHME JOKa3aHHOTO MTPUEMIIEMOTO YPOBHS 0€30MaCHOCTHU U (WJIN)
3(p(PEKTUBHOCTH, HECMOTPS Ha OTCYTCTBUE HEKOTOPBIX UCCIIEIOBaHMUIA;

4) B TOKTUHUYECKUX U (UITN) KIMHUYECKUX 0030pax 0OBICHUTH 3HAYMMOCTD
JTHOOBIX MIPEICTABIICHHBIX TAHHBIX, KACAIOMIMXCA YKe 3apEruCTPUPOBAHHOIO
JIEKApCTBEHHOTO Tpernapara, OTIIMYHOr0 OT TOTO, KOTOPBIM MpearaeTcs K
peructpanuu. [Ipeacrapnsercss 000CHOBaHME 1O TOBOJIY TOTO, MOXKHO JIU 3asBJICHHBIN
JIEKapCTBEHHBIN IIpenapaT CUUTaTh MOJAO0HBIM yKe 3apEerUCTPUPOBAHHOMY
JIEKApCTBEHHOMY IIpernapary, HECMOTPS Ha CYILIECTBYIOIIUE Pa3Iuyus;

5) MOCTPEruCTPAIMOHHBIN OIBIT UCTIOIB30BAHMS COJEPKUT UH(POpMAITHIO 00
VICTIOJIB30BAHUU JIPYTUX JIEKAPCTBEHHBIX MIPENapaToB, COASPKALIUX T€ )K€ AKTUBHBIC
BEIIIECTBA;

6) epuoUYECKH OOHOBIISIEMBIN OTYET IO 0€30MaCHOCTH JIEKAaPCTBEHHOTO
npenapara 3a MocjaeHue 5 JIET ¢ MOMEHTA PETUCTPAllMK B CTPaHE TPOU3BOIUTENS 110
MO/Ia4y 3asIBJICHUS 3apyOCKHBIMU TTPOU3BOIUTEIISIMH.

IIpu oTCyTCTBMHU OIBITA IPUMEHEHHS B CTPaHE IPOU3BOIUTENS 3a 5 JIET C
MOMEHTA PETUCTPAINH, TPEAOCTABIIACTCS MEPUOTUIECKH OOHOBIISIEMBIN OTYET 10
0€30MacHOCTH JIEKapCTBEHHOTO Ipenapara 3a (pakTuyeckoe BpeMsi MPUCYTCTBUS Ha
PBIHKE B COOTBETCTBHH C TPEOOBAHUAMU HaAJIEXkKAIIEH MPaKTUKU (hapMaKoHaa30pa
(GVP).

8. PacTutenbHbIe JIEKAPCTBEHHBIE MPENapaThl

JI1s1 BKCIIEpTU3BI JIEKAPCTBEHHBIX MPENAapaTOB PACTUTEIBHOIO TPOUCXOXKIACHUS
IPEIOCTABISIOTCS PE3YIbTaThl COOTBETCTBYIOIINX (DAPMAKOJIOTUYECKHUX,

TOKCHKOJIOTHYCCKUX U KIIMHUYCCKHUX HCCHGHOB&HHﬁ. MaTepHanH U JOKYMCHTHI I10
JOKJIIMHHYCCKUM (HGKJII/IHI/I‘-IGCKI/IM) )41 (PIJII/I) KIMHHUYCCKHUM HUCCICAOBAHUAM BKIIIOYArOT:
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MaTepuabl JOKIMHUYECKUX (HEKIMHUYECKHUX ) UCCIEOBAHUM crieluduuecKkoit
AKTUBHOCTHU;

MaTepHuasbl UCCIEAOBAHUS OCTPOM U XPOHUUYECKOM TOKCUYHOCTH;

JAHHBIE O MECTHO-PA3ApAXKAIOLIEM JCHCTBUN;

JaHHBIE 00 AJJIEPTU3UPYIONTUX CBOMCTBAX;

ONBIT KIIMHUYECKOTO MPUMEHEHUS B CTPAHE-ITPOU3BOANUTEIIE WIIM IPYTUX CTPAHAX.

HpI/I 9TOM MAaTCPHAJIbl OTHOCUTCIIbBHO KAYCCTBCHHBIX ACIICKTOB JICKAPCTBCHHOI'O
mpciapara NpcAoCTaBIAOTCA B IIOJIHOM ooBeMe.

J1j1s1 cOOpOB JIEKaPCTBEHHOTO PACTUTENHLHOTO ChIPbs, (PUTO-4aeB
penocTaBisieTcss 0030p HAyUYHOH JIMTEPATYPhl MO JEKAPCTBEHHBIM PACTEHUSM,
BXOJIAIIMX B X COCTaB.

9. 'omeonaTuyeckue mpenaparhbl

Yciyronosydarens I 3KCIEPTU3bl TOMEOIIATHYECKHUX MPENAPATOB
npeACTaBisieT JOKYMEHThI U MaTepUalibl, BKIOYaronue nupopmaiiuio no Moayssam 4 u
S wim Yactawm 11 u IV Ilepeuns:

IJIs1 TOMCOITaTUYCCKHUX IIPEIIapaToOB, COOTBCTCTBYIOIINX BCCM
HWKCIICPCUUCIICHHBIM YCIOBUAM B KOMIIJIICKCC:

MperiapaTsl MIPCAHA3ZHAYCHDBI AJIA IICPOPAIIBHOT'O UJIN HAPYKHOI'O IIPUMCHCHU A,

Ha 3TUKETKE JIEKAPCTBEHHOI'O IIperapara UM J000i OTHOCAIIEHCS K HEMY
uH(pOpMaIMU HE MPUBEIEHO KOHKPETHOTO TEPANEBTUYECKOr0 MOKa3aHus K
IIPUMEHEHHUIO;

CTENEHb PACTBOPEHUS JIEKAPCTBEHHOT'O IPENapara sABJIsSETCS JOCTATOYHON JUIs
rapaHTUu ero 0€30MaCHOCTH; B YACTHOCTH, JIEKAPCTBEHHBIN Mpenapar He COACPKaTh
6onee 1 wactu Ha 10 000 gacTeit MmaTouHOTO pacTBOpa win 6osee 1/100 MuHUMATBHON
J103bl, IPUMEHSEMON B aJUIONATUH B OTHOLIEHUH JIEUCTBYIOLIErO BEUIECTBA, HAINYUE
KOTOPOTO B aJUIONATUYECKOM JIEKAPCTBEHHOM Ipenapare TpedyeT 00s13aTeabHOro
Hajau4us penenta Bpaya, st Moayneit 4 u 5 unu Yacreit 11 u IV [epeuns
PEIOCTaBISAI0TCS 0030p JaHHBIX HAYYHOMU JUTEpaTypbl 00 3 (HEKTUBHOCTH U
0€30MacHOCTH TOMEOIIaTUYECKOT 0 ITpenapara B 3asBAsI€EMOI 001acTH IPUMEHEHHS,

JJI1 HOBBIX TOMCOIIATUYCCKUX IIPCIIApaTOB, HC YIIOMHUHACMEBIX B (bapMaKone;{X n
MOHOFpa(l)I/IHX; JJIA KOM6I/IHI/Ip0BaHHI>IX TOMCOITATHUYCCKHUX IIPCITapaTOB, KOTOPLIC
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OpUBEAET K BO3MOXXHBIM B3aUMOJCHCTBUSAM, CHHEPT€TUYECKUM d(PPexTaM nim
aJAIMTUBHBIM 3(()eKTaM pa3IMuHbIX UHTPEAUEHTOB; JIs1 TOMEONAaTHYECKUX
npenapaTroB, MHIPEAUEHTHI KOTOPBIX MPEICTABISAIOT PUCK TOKCUYECKHUX W IPYTUX
HEeOJIaronpUATHBIX BO3JEHCTBHM, 0COOEHHO KOT/1a MHIPEIUEHThI KOHIEHTPHUPOBAHbI
WM TIPEJICTaBIeHbl B HU3KUX pa3BefeHusix (Hanpumep, 1X, 2X wiu 1C), unu He
KOHTPOJUPYIOTCS TOJKHBIM 00pa3oM B MPOLIECCE MPOU3BOICTBA; IS
rOMEONaTUYECKHX MPENapaToB, MPeAHA3HAYCHHBIX JUIsl UHBEKIUN U U1l IPEenaparTos,
IPUMEHSEMBIX B 0()TaIbMOJIOTMH; PEIHA3HAUYEHHBIE J1JIs1 UCIIOJIb30BAHUS C LEJIbIO
npoUIAKTUKY WK JIEYEHUS] CEPhE3HbIX 3a00JIEBaHUM; AJI1 TOMEONATUYECKUX
penaparoB, NpeIHa3HAYCHHbIX JIJISl YSI3BUMBIX TPYII HaceleHus (Hampumep,
HOBOPOXKACHHBIE U IETH, OEpEeMEHHBIEC U TOKUIIbIE, MAIUEHTHI C 0CIa0IEeHHBIM
MMMYHUTETOM U Ap.): 1 Moayis 4 uin Yactu 111 [lepedns npenctaBiasiOTCs JaHHbBIC
TOKCUKOJIOTUYECKUX, UCCIIEIOBAaHUH (B Cilydae cOAep:KaHUsl HHPEKIMOHHOTO areHTa
MOJITBEPIKIACHUE MCCIICIOBAHUEM OMOJIOTUYECKON O€301acHOCTH ), 000CHOBaHUE
no100pa pa3aIuYHbIX MOTEHLINN, JaHHBIE KIMHUYECKOTO ONbITa IPUMEHEHUS;, IS
Monayns S unm Yactu VI [lepeuns npencTaBisitoTcsl JaHHbIE KITUMHUYECKUX
uccienoBanuii 00 3pPpexkTUBHOCTH U 6€30MaCHOCTH TOMEOIATUYECKOTo IIpernapara B
3asBJISIEMOM 00IaCTH MPUMEHEHU U 000CHOBaHUE M0I00pa PA3TUYHBIX T03HUPOBOK.

oO11ast XapaKTepUCTHKa JIEKApCTBEHHOTO MpernapaTa i HHCTPYKUHUIO 110
MEIUIMHCKOMY PUMEHEHHIO (JINCTOK-BKJIAJIBIII) C YKAa3aHUEM, YTO JIEKAPCTBEHHOE
CPEACTBO SBIISETCS TOMEOMATHYECKUM MPEMIAPATOM.

10. ButamuHbI, MUHEpAJIBI

J1J1st SKCTIepTU3BI JIEKAPCTBEHHBIX CPEACTB, COAEPKAIUX BUTAMUHBI U (MIIH)
NPEACTaBISAIONINX CO00I KOMILIEKC BUTAMUHOB U (WJIM) BATAMUHOB U MUHEPAJIOB,
yCIIyTOIOIyYaTeNb MPEACTABISAET OJJUH U3 HUKECISAYIOIUX TOKYMEHTOB U
MaTepHaIOB:

1) Gubnmorpadudeckuii 0030p AaHHBIX MO OE30MACHOCTH JIEKAPCTBEHHBIX
CPEIICTB, BMECTE C OTYETOM DKCIIEpPTa, BKIFoUasi HHMOpMAIUIo 00 dKCTIepTe;

2) Hay4HbBIC TyOJUKAIINK HA 3asBIISIEMBbII Tperapar;
3) IaHHbBIE UCCIEOBAHUM OCTPOM U (WJIM) XPOHHUYECKON TOKCUYHOCTH.

11. PagnodapmarneBTH4ecKue IpemapaThl
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Jlist sKcnepTr3sl paguodapManeBTHYECKUX MPENapaToB U UX MPEKYpPCOPOB B
Mopyne 3 unu Yacru II [lepeunst nmpeacTaBiasroTCs JOKYMEHTBI 1 MaTepUallbl,
BKJTFOYAOIIIHE CIEAYIONIYIO CIeM(PUISCKYI0 HH(HOPMAIIHIO:

1) B paguodapmarieBTHIeckoM Habope, KOTOPBI CHA0XKaeTCsl paJuOoaKTUBHON
METKOM TOCJIe TOCTaBKU MPOU3BOIUTENEM, 38 AKTUBHOE BEIIECTBO MPUHUMAIOT YaCTh
Habopa, NpeIHa3HAUYECHHYIO JUIsl IEPEHOCA WK CBSI3bIBaHUS paAuoHykKiauaa. Onucanue
METO/1a TPOU3BOACTBA paanodapMaIieBTUIECKOT0 Habopa BKIII0YaeT MOAPOOHbBIE
JAHHBIE 110 IPOU3BOJICTBY HAOOpa U IaHHbIE PEKOMEHIYEMON OKOHYATEIbHOU
00palboTKu A7l MPOU3BOACTBA PAJAMOAKTUBHOTO JIEKAPCTBEHHOTO Mpernapara.
TpeOyembie cienuuKauy paauoHyKIUIa OMKUCHIBAIOTCS B COOTBETCTBUHU, €CITH
MPUMEHHUMO, C 00IIIeH WK YacTHOU cTaTthell (MoHorpaduei) ['ocynapcTBeHHOM
®apmaxoneun PK, 1160 mpu oTCyTCTBUU TakuxX ctateit (MoHOrpaduil) — CTaThaM
(MoHorpadusm) Gapmaxonei, NPU3HAHHBIX IEUCTBYIOIUMH Ha TEPPUTOPHUU
PecnyOnuku Ka3zaxcras.

B momnonHeHue, onmuchiBaeT BCe COSAMHEHMS, HEOOXOIUMBIE JIJIsl BBEICHUS
PaAMOAaKTUBHON METKH, a TAKKE CTPYKTYPY COCIUHEHUS C PAAMOAKTUBHON METKOIA.

AHaTU3UPYIOTCS SAEPHBIC PEAKIIUU PAAUOHYKIUIOB.

Kak maTepuHCKUH, TaKk U JOYEPHUMN paUOHYKIIU]IBI T€HEpaTOpa CUUTAOTCS
AKTUBHBIMU BEIIIECTBAMU,

2) cBeZieHUs O IPUPOJIe PATUOHYKIUIA, OIJTMHHOCTUA U30TOIA, BO3MOKHBIX
PUMECSX, HOCUTEINE, TPUMEHEHUH U CIEIU(UIECKON aKTUBHOCTH;

3) “ucxoaHbIe MaTEpHUaIbl BKIIOUYAIOT IIEJIEBbIE MAaTEpUalbl 111 00IyUYEHNUS;

4) paccMOTpEeHHE XUMHUYECKOH (PaIMOXUMHUUECKOI) YUCTOTHI U €€ CBSI3b C
ounopacnpeieIeHUEM;

5) onucanue paguoOHYKIUIHON YACTOTHI, PATUOXUMUYECKON YUCTOTHI U
crienu(puIecKol aKTUBHOCTH;

6) 17151 TeHEPATOPOB MPECTABIISIIOTCS MOIPOOHBIE JAHHBIC UCTIBITAHUM
MAaTE€pPUHCKUX U JTOYEPHUX PATUOHYKINUIOB. 17151 TeHEPATOPOB-AIH0AaTOB
MPEACTABISIOTCS UCTIBITAHUSI MAaTEPUHCKUX PATUOHYKIIUIOB U JPYTUX KOMIIOHEHTOB
CUCTEMBI F€HEPATOPa;

7) conep>kaHuEe aKTUBHBIX BEIIECTB HA OCHOBAHUU MAaCChl aKTUBHOMN 4acTH
MOJIEKYJIbI IPUMEHSETCS TOIBKO K paanodapManeBTuueckium Habopam. s
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paanOHYKINA0B PaJIHOAKTHBHOCTD BbBIPAKACTCA B 6CKKepeJ'I$IX, C YKa3aHUCM OaThI U,
CCJIN HGO6XOI{I/IMO, BPEMCHH U 9aCOBOTI'O I104Ca. VYka3bIBaeTcs TUI PAIUOKTUBHOCTH,

8) cnenuduKaIuu JIeKapCcTBEHHOTO MperapaTa, sIBISIOIErocs
paauodapMalieBTUYECKUM HAaOOpOM, BKJITIOUAIOT UCIIBITAHUSI CBOMCTB IIpenapara mocie
BBEJCHUS PAJUOAKTUBHON METKH, COOTBETCTBYIOIINE KOHTPOJIU HA PAAUOXUMHUYECKYIO
U PaIMOHYKJIUIHYIO YUCTOTY COETMHEHUSI C PAJMOAKTUBHON MeTKOH. JItoOoi
Marepuai, HeOOXOAUMBIH JJisl BBEICHUS paIMOAKTUBHOU METKHU MOJICKUT
YCTAHOBJICHUIO TOJJIMHHOCTH U KOJIMYECTBEHHOMY ONPEIEIICHHIO;

9) undopmarus o cTabUIBLHOCTH ISl K30TOIMHBIX TEHEPATOPOB, M30TOIHBIX
Ha0OPOB U JIEKAPCTBEHHBIX MPENapaToB C paJIMOAKTUBHON METKOM. Y Ka3bIBACTCS
CTaOMIIBHOCTH TIPY MCTIOIB30BAHUH PAAO(PapMaIieBTUIECKUX JIEKAPCTBEHHBIX
IIPENapaToB B KOHTEUHEPAX JJIsI MHOIOPAa30BOr'0 UCIIOJIb30BAHU.

B Mopyne 4 uin Yactu 111 [lepednst yka3plBatOTCsl aCHEKThI paIMalldOHHON
JO3UMETPUH (JIEUCTBUE U3IIyUEHHUS Ha opraH (TkaHb)). [lokazarenb MOrioneHHoN 1035
V3JIyUYCHUS PACCUUTBIBACTCS C YKA3aHUEM CUCTEMBI UCII0JIb30BAHHBIX MEXKIYHAPOIHO
MPU3HAHHBIX €IMHULL U3MEPEHUS MPH ONPEICICHHOM ITYyTH BBEACHUS.

B Mopyine 5 niin Hactu IV Ilepeuns, ecinu NIpUMEHUMO, PEACTABIISIOTCS
pe3yNbTaThl KIMHUYECKUX UCTIBITAHUIN WM MPUBOAUTCS B KIMHUYECKUX 0030pax
(Monynb 2) 000CHOBaHUE UX OTCYTCTBHUSI.

B cnydae paanodapmarieBTHUECKOTo MpeKypcopa, IpeIHa3HaueHHOTO TOJIBKO
JUTsl BBEICHUSI PaMOAKTUBHBIX METOK, MPEK]IE BCETO MPEACTABIACTCS HH(OPMALIHS O
BO3MOYHBIX TTOCIIEJICTBUAX HEAOCTATOUHON A((DEKTUBHOCTH BBEJICHUS PAJHMOAKTHBHBIX
METOK WJIA IUCCOLUAIINY 1N VIVO KOHBIOTATa ¢ PaIuOaKTUBHON METKOM, T.€. BOIPOCHI,
CBSI3aHHbIE C JIEUCTBUEM CBOOOJAHOTO PaJMOHYKIIH/IA HA MAIMEHTOB. B nononHeHue,
IPE/ICTaBIIACTCA COOTBETCTBYIOIIAs MHGOPMALIHS OTHOCUTENBHO (DaKTOPOB PUCKA, T.€.
PagOaKTUBHOTO BO3/ICHCTBUS Ha EPCOHANT OOJIBHUIIBI U OKPY>KAIOIIYIO CPENY.

B wacTHOCTH npeacTaBisieTcs cienyromas nHhopmarus:

ITonoxenus Monyns 3 nnu Yacru II Ilepeuns npuMeHsOTCS pU perucTpanuu
paanodapMalieBTUYECKUX MPEKYPCOPOB, KaK YKa3aHO BBILIE, €CIIH IPUMEHUMO.
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B Monayne 4 unu Yactu I [TepeuHs OTHOCUTENBbHO TOKCUYHOCTHU MPU
OJHOKPAaTHOM U MHOTOKPAaTHOM BBEJICHUU TPEJICTABISAIOTCS pE3yIbTaThI
JOKJIIMHUYECKUX UCCIICIOBAaHUMN, IPOBEAEHHBIE B COOTBETCTBUM C ITPABHIIAMU
HaJJIekKallei 1abopaTopHON MPAKTUKH.

I/ICCJIQILOBaHI/IH Ha MYTAarcHHOCTb PAAUOHYKINAOB HC CUUTAIOTCA ITPUMCHHUMbBIMU
B JaHHOM KOHKPETHOM CJIydac.

[IpencraBnsercs nHopMalysi OTHOCUTEIIBHO XUMHUUYECKON TOKCUYHOCTHU U
pacrpeneneHus COOTBETCTBYIOUIETO "X0JIOAHOT0" (HE COJIepAKAIIEro paguoaKTUBHBIX
BEILIECTB) HYKJIH/IA.

B Monyne 5 unu Yactu IV Tlepeuns knuHudeckas nuHGpopmalus, moyuyeHHas B
X0/J1€ KIIMHUYECKUX UCCIIEIOBAaHUI C UCIIOJIb30BAaHUEM MPEKYpPCOpa caMoro 1o cede, He
CUMTAETCs 3HAYMMOM B ciiydae pajanodapManeBTHuecKoro npeKkypcopa,
MPEIHA3HAYCHHOTO UCKIIFOYUTENBHO /111 BBEICHUS PAIMOAKTUBHOW METKH.

[IpencrapmsieTcst nHGOpMAIHSI, TOATBEPIKIAI0MIAS KIIMHHYECKYTO
3¢ HEeKTUBHOCTH paanodapMaIeBTUIECKOro MpeKypcopa npu MPUCOSTUHEHUH K
MOJIEKYJIaM COOTBETCTBYIOIIETO HOCUTEIISI.

12. Opdannsbie 1eKapCTBEHHBIC MperapaThl

[Ipu sxcniepTu3e oppaHHBIX MPENapaToB MOJIOKUTEIBHOE 3aKIOUEHHUE O
0€30I1acCHOCTH BBIIAETCS 0[] 0053aTENbCTBO yCIYronoayyaTels Ha YCIOBHAX:

1) BBINIOJIHEHHUS B OIIPEACIIEHHBIE CPOKH OIPENEIEHHON MPOrpaMMBbl
UCCIIEJIOBAHUMN, PE3YIIbTaThl KOTOPBIX OyIyT SIBJIATHCS OCHOBAHUEM JJISl IEPEOLICHKU
COOTHOIIEHHUS "TOIb3a-pucK";

2) npuMEeHEeHUs JIEKapCTBEHHOTO IIpenapara Mmoj CTporuM HaOJII0ACHUEM Bpaya;

3) HEMEIJICHHOTO YBEJOMJICHUS TOCYIJAPCTBEHHOTO OpraHa O JIF0OBIX
HEXKEJIaTeTbHBIX PEaKIUIX, BOHUKIINX IPH MPUMEHEHUH OppaHHOTO Tperapara, u
NPEANPUHATHIX MEPAX B COOTBETCTBUU C MPUKa30M MUHHCTPA 3ApaBOOXPAHEHHUS
Pecnybnuku Kazaxcran ot 23 gexadbps 2020 roga Ne KP JICM-320/2020 "O6
YTBEPKJICHUHU TIpaBWJI MpoBeeHus (hapMaKOHaI30pa 1 MOHUTOPUHTA O€30TTaCHOCTH,
KadecTBa U 3 (PEKTUBHOCTH METUIIMHCKUX U3enuid" (3apeructpupoBat B Peectpe
roCyJIapCTBEHHOM perucTpalui HOPMaTUBHBIX MPABOBBIX akTOB 1o Ne 21896).

DKcIepTHas OpraHU3alMs COTJIACOBBIBAET MPOrpaMMy UCCIEAOBAHUM,
0053aTENBbHYIO K IPOBEJICHUIO MOCTIE TOTYyUYEeHUS PErUCTpallid, pa3paboTaHHYIO U
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IPEIOCTABISIEMYIO YCIyTOMOIYyYaTeIeM Ha SKCIIEPTU3Y COTJIACHO MOANYHKTY 1)
HACTOSIIIIETO MyHKTA.

B nepuo BbITIOTHEHMSI TOCTABIIEHHBIX YCIOBUM SKCTIEPTHAS OpraHu3aIlus
MIPEIOCTABIISET B TOCYAAPCTBEHHBIN OpraH HH(POPMAIIHIO, IIOJTy4aeMyIo OT
yCIIYTOIOTYYaTeNsl O TPOBEICHUH OTIPEICTICHHON MPOTPaMMBbI UCCIICIOBAHUMN IS
€XKET0THOW MepeoleHKH COOTHOMIEHUS "MOIb3a-pUCK" IS 3apeTrUCTPUPOBAHHOTO
ophanroro npenapara. MHCTpYyKITHS 10 MEAUIIMHCKOMY PUMEHEHHUIO U IpyTast
MEIUIMHCKass UHPOpMaIKs O 3apETUCTPUPOBAHHOM TaKUM 00pa3zoM ophaHHOM
npernapare COACPKUT YKa3aHUs O HETOCTATOYHOCTH JTaHHBIX.

13. JIekapcTBEHHBIE IpenapaThl IEPEIOBOM TEpANIUN

Marepuanbl perucTpaliOHHOTO JOCHE JIJII BBICOKOTEXHOJIOTMYECKUX
JIEKApCTBEHHBIX MPEMAPATOB COOTBETCTBYIOT pasneny 4 [IpaBun peructpauuu u
AKCHIEPTU3BI JIEKAPCTBEHHBIX CPEACTB JJIS1 MEIAULIMHCKOTO IPUMEHEHUS, YTBEPHKIECHHBIX
pemenueM Cosera EBpazuiickoil axkoHoMudeckoi komuccuu oT 3 HosaOps 2016 roma Neo
78.

14. Tpauncdep

[Ipu sxcniepTH3e JeKapCTBEHHBIX MPENapaToB, MPOU3BOIUMBIX HA OCHOBE
nepeHoca (Tpancdepa) MoJHOTO UKJIA WX YaCTH TPOU3BOICTBEHHBIX U
TEXHOJOTUYECKHUX MPOIIECCOB, K PETHCTPAIIMOHHOMY JIOCHhE TOTIOJTHUTEIHLHO
NIPEIOCTABIISIOTCS CICTYIOIINE JOKYMEHTHI:

1) A0TroBOp O IICPCHOCC IIPOU3BOJACTBCHHBIX U TCXHOJOTUYICCKUX ITPOICCCOB
MCKAY OTCUCCTBCHHBIM ITPOU3BOJUTCIICM U 3ap}76€)KHBIM IMPONU3BOAUTCIICM,

2) OTYET MO0 pe3yJibTaTaM MPOBEACHHOIO TpaHCc(epa, BKIIOYAIOLIET0 OUCAaHUE
npoekTa Tpancdepa, macirad TpaHcdepa, KpUTUIECKUE apaMeTphl, TTOTyUYCHHbBIE
OCHOBHOM U JOTIOTHUTEIIBHON TIIOMIAKaMHU, 3aKTFOYUTEIIbHBIC BEIBOIBI TpaHCPEpa, ¢
npuioxkeHnem ceprudukata GMP (c ykazaHueM qaThl ¥ pe3yIbTaTOB MOCIEIHEH
WHCIIEKINH) (HOTapuaIbHO 3aCBUIETEIHCTBOBAHHBIN) 3apyOEKHOTO MTPOU3BOAUTEIIS;

3) OTYCT BaJIMAAIINH ITPOU3BOACTBCHHLIX IIPOICCCOB HA OTE€YECTBEHHOM
HpOH3BOI[CTB€HHOﬁ II0IaaKe,

4) 0 MOATBEPKACHUU TOTO, YTO KAYECTBO UCXOJHOTO ChIPbsI (AKTUBHOM
cyOcTaHIIUU, BCTIOMOTATEIbHBIX BEIIECTB), UCIIOJIBb3YEMOT0 Ha OT€Y€CTBEHHOU
IJIOMIAJKE HE BIUSIET HA MPOLIECC UM TOTOBBIN MPOIAYKT;
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5) MO KOHTPOJIIO KauecTBa MpenapaToB, MPOU3BOANMBIX Ha OT€YECTBEHHON
POU3BOJICTBEHHOM IUIOIIAKE, U MPENapaToB 3apyOeKHOT0 MPOU3BOAUTENS
OCYLIECTBJISIETCS IO OAHOM crienuPuKauuu (0IUHAKOBBIA MPOPUIb MPUMECEH,
dbapmMakoOKMHETUYECKHI TPOGUITH pACTBOPEHUS (17151 TBEPABIX JIEKAPCTBEHHBIX (OPM) U
WUH-BUTPO UCCIICIOBAHUS);

6) OTUETHI HCCIIeJOBAaHUN OMOIKBUBAJIEHTHOCTH UM KIIMHUYECKUX
UCCIIEIOBAHUM JIEKAPCTBEHHBIX MPENapaToB, MPOU3BEICHHBIX HA TPOU3BOICTBEHHBIX
wionaakax BHe Kazaxcrana (B ciyyae oTCyTCTBUS — 00OCHOBAHUE).

B cnydae, ecnu nepearonias IionaaKa perucTpupoBaiia Ha CBOSH TepPUTOPUU
npernapar 1o npoueaype Tpanchepa TEXHOJIOTHI U UCMOIb30Bajia OTYET UCCIICIOBAHMS
OMOAKBUBAJICHTHOCTH WJIN KJIMHUYECKUX MCCIICOBAaHUMN TPEThEH CTOPOHBI, TAaHHBIC
OTYETHl IPUHUMAIOTCS K PACCMOTPEHHIO MPH IKCTIEPTU3E PETUCTPALMOHHOTO JOCKE.

7) Ha MOMEHT TOJIauM 3asBIICHUS Ha SKCIIEPTU3Y MPHU PETUCTPAIUH ITepeaaAroIIast
CTOPOHA MPEIOCTABIISAET PE3yIbTaThl HCCIEAOBAHNN YCKOPEHHON CTAOMIBLHOCTH U HE
MeHee 6-TH MECSIYHBIX UCCIEAOBAHHM TOJITOCPOYHON CTAOMIBHOCTH, IS
PUHUMAIOIIEH CTOPOHBI — MPOTPAMMY MCCIICIOBAHNUN CTAOMIBHOCTH C YKa3aHHEM
CepHii IEKApCTBEHHOTO Mpemnapara v MoCTPETUCTPAIIMOHHBIE 003aTEIHCTBA O
NPEI0CTAaBICHUH IJAHHBIX CTAOMIBHOCTH C TJIONIAI0K MIEPEIAIoIei 1 MPHHUMAOIIEH
CTpOH (IEPUOIUIHOCTD MIPEAOCTABICHUS HH(DOPMAITUHU COTIACHO MTPOTrpaMMe U3YICHUS
CTaOMIIBHOCTH).

[Tpu nosnHoM nepenoce (TpaHcdepe) NPOU3BOACTBEHHBIX U TEXHOIOTMUECKUX
IPOLIECCOB YCIIyTONOIyYaTellb 00eCIIeUnBAET MOJTHOE COOTBETCTBUE YCIOBUM
POU3BOJICTBA U CUCTEMBbI OOECIICUeHHUsI KayeCcTBa Ha MIPOU3BOJICTBEHHOMN IUIOIIAIKE B
Pecny6nuke Kazaxcran ycioBUsiM MPOU3BOJICTBA U CUCTEME 00eCIIeUeHUsI KauecTBa
IPOU3BOICTBEHHOM IIomaaku BHe KazaxcraHa.

15. Tlepeperucrpanus

YcayronomydaTesns MOJaeT 3asBICHIE Ha MTPOBEICHUE KCTIEPTUIBI IS
HepeperucTpainy, MoAaeTCs 10 OKOHYaHUS AEUCTBUS PETUCTPAITUOHHOTO
yIIOCTOBEPEHHUSL.

Ha skcnepTu3sy mmpu rocy1apCTBEHHOM MEPEPErucTpalny JEKapCTBEHHOTO
cpenctBa npousBoauTessiMu Pecriyonuku Kazaxcran npenoctasmsitores gactu [ u 11
[Tepeuns npunoxenus 13 k HactosiuuMm [IpaBuinam unu Moaynu 1, 2 u 3 cornacHo
npwioxeHuto 14 k HacrosummM [IpaBunam, 3apyOeKHBIMA TPOU3BOAUTEISIMU
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npenoctabistoTcsa Moaynu 1, 2 u 3 cornmacHo NpuioKeHuto 14 K HacTOSIIIUM
[IpaBunam.

B o6miem oTyere 1o kauecTBy NpenocTaBiIsieTcs: 0030p HHGOPMAIIMH, CBSI3aHHON
C XUMHYCCKUMHU, (papMarieBTUICCKUMU U OMOJIOTHYECKUMHU TaHHBIMU. J[OKYMEHTHI
Moysst 2 0XBaTBIBAIOTCSI BOITPOCHI M OMKMCHIBAIOTCSI COOTBETCTBYIOITUE TAHHBIC,
KOTOpBIE TIOJIPOOHO TpeIcTaBIeHb B Moyre 3.

ITpu BBISIBIEHUM B X0J1€ IPOBEACHMSI SKCIIEPTU3bI (DAKTOB, CTaBSIIMUX IO
COMHEHHE JTOCTOBEPHOCTh CBEIECHUH, IPEICTABIEHHBIX B Moyse 2 perucTpaunoHHOTO
JIOChE B OTHOILIIEHUH KA4eCTBa JICKAPCTBEHHOTO IIpenapara, SKCIIepTHast OpraHu3arus
3ampaimBaeT JOKyMeHTsl Monyiis 3.

HononuutensHo npousBoautensiMu Pecyonuku Kazaxcran uz Yactu IV
[lepeuns cornmacHo npunoxenuto 13 k Hactosmmm [IpaBunam u 3apyOexHBIMU
IIPOU3BOAUTEISIMU U3 Moyt 5 cornacHo npuwioxenuro 14 k macrosmum IIpaBunam
IPEAOCTABIAIOTCS:

1) 0T4ETHI NOCTPErUCTPALMOHHBIX KIIMHUYECKUX UCCIIeI0BaHN 3()(PEKTUBHOCTH
1 0€30I1aCHOCTU B COOTBETCTBHUHU C IJIAHOM YIIPaBJICHUS PUCKAMU;

2) nepuoanYecKrd OOHOBIISIEMBIN OTYET IO 0€30IaCHOCTH 3a MOCJIeIHUE 5 JIeT
HAXOXIEHUS JIEKapCTBEHHOTO MperapaTa Ha papMalieBTH4ecKoM pbiHke PecryOnuku
Ka3zaxcraH ¢ KpaTKMM ayTEHTUYHBIM IIEPEBOJIOM C S3BIKA MPOU3BOJUTEIS HA PYCCKUI
A3BIK OCHOBHBIX Pa3/IcIIOB.

16. BHecenrue u3MEeHEHHUH B PErUCTPAIMOHHOE 1I0ChE

1) BHecenune u3MeHeHnl B pErUCTPAlMOHHOE TOChE OCYIIECTBIISIETCS 10 TI01aYU
3asiBJICHUS Ha MEePEePErucTpaliio B COOTBETCTBUU ¢ TpeOOBaHUSIMU HacToAmux [Ipasu,
3a UCKIIIOYEHHEM U3MEHEHU M0 peKOMEH1alluu (papMaKoHaI30pa U SKCTPEHHBIX
OTrpaHUYEHMM, CBSI3aHHBIX ¢ 0€30MaCHOCTHIO TPUMEHEHUS penapara. [Ipu BHeceHun
MU3MEHEHNH B peructpannonHoe nocwe tuna [A, Ib ninn II yemyrononydgarenem
IPEIOCTABIIAETCS MOSCHUTENbHAS 3alUCKa, COo/leprKalasi 000CHOBaHUE HEOOXOAUMOCTH
BHOCHMBIX U3MEHEHHUM.

[Tomaua 3asBi€eHUs HA SKCIIEPTU3Y BHECEHUSI N3MEHEHUHN B PETUCTPALMOHHOE
JIOChE OCYIIECTBIISIETCS YCIYTOMOIyYaTeJIEM B TEUEHUE CPOKOB, TPEYCMOTPEHHBIX
nyHKkTaMu 62 u 65 Hactosiux [IpaBu.

2) [Ipu BHeceHU U3MEHEHUH B perucTpaloHHoe Aocke tumna Il:
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o nyHkram b.I npenocrasnsiercs nepeuens nokyMeHToB Yactu I, 11 [lepeuns
(o6HOBEHHBIE pa3enbl | A7 - JIokyMeHT, OITBEPKAAIOIINI KAYECTBO aKTUBHOTO
BelecTBa (cepTudukat aHanu3a 3-xX cepuil akTUBHOM (papMalieBTUYECKOM cyOCTaHIIUU
OT MPOU3BOJUTEIS, CEPTUPHUKAT aHATN3a CYOCTAHIINK OT IPOU3BOAUTENS, CEPTUPHUKAT
cooTBeTCcTBUS MOHOTrpaduu EBpornelickoii @apmakoneu, IpOTOKOJI aHaIu3a,
AHAIMTHYECKUI NaclopT JaHHBIE IO U3YUYEHUIO CTA0UILHOCTH TOTOBOIO MPOAYKTA MPU
JIOJITOCPOYHBIX U YCKOPEHHBIX YCIOBUSAX U3yUYEHUS CTAOUILHOCTH C UCIIOJIH30BAaHUEM
3asBIIeMOM CyOCTaHIIMM 3a nepruoj Kak MuHUMYyM 6 MecsitieB.) u Il C 1 - aktuBHas
cyOCTaHIIMsI B COOTBETCTBUU C BHOCUMBIMH U3MEHEHUSIMH) Wi Moyis 3
[Tpunoxenus 14 (o6HOBIEHHBIE pa3einbl 3.2.S u 3.2.P B COOTBETCTBUU ¢ BHOCUMBIMU
U3MEHEHUSIMU );

no nyHkram b.II mpenocrasnsercs nepedens qokyMeHTOB YacTtu [
(o6HOBNEHHBIN pa3nen | A8 - JlokyMeHT, OATBEPKIAIOLIUI Ka4eCTBO TOTOBOTO
IPOJYKTa TPEX MPOMBIIUIEHHBIX cepull (cepTuduKaT aHaIu3a, MPOTOKOJI aHAIK3a),
0JIHa cepusi KOTOPOTO COBMAAAET C cepueil oOpasiia JeKapCcTBEHHOTO CPE/ICTBa,
MOJIAaHHOT'O HA PETUCTPAIUIO B COOTBETCTBUU C BHOCUMBIMU M3MEHEHUAMHM) U 11
[Tepeuns unu Monayns 3 [punoxenus: 14 (o0HOoBRIeHHBIE pa3aensl 3.2.P B
COOTBETCTBUM C BHOCUMBIMU U3MEHEHUSIMN).

17. YckopeHHas SKCrepTH3a JIEKapCTBEHHOTO CPE/ICTBA

[Ipu npoBeeHNN yCKOPEHHON HKCIIEPTU3BI HE CHIDKAIOTCS TPEOOBaHUS K
0€30MacHOCTH, KaueCTBY U 3(P(HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB.

1) YckopenHas skcrepTH3a JeKapCTBEHHBIX CPEACTB OCYIIECTBIISIETCS 110
PELIEHUIO YIIOJTHOMOYEHHOTO OpraHa v MPOBOJUTCS B CIIyUasX:

npcaHasHa4YCHUA JICKAPCTBCHHBIX CPCACTB IJIA HpOCI)I/IJ'IaKTI/IKI/I, JCUYCHMUA,
AUATrHOCTHUKH PCAKUX 3360H€B3HI/Iﬁ;

BO3HUKHOBEHUS M YCTPAaHEHUU MOCIIEICTBUM SMUJIEMUH, TaHEMHUU
MH(EKIIMOHHBIX 3200JI€BaHNU (JIEKapCTBEHHBIE MpenapaThl ATHONATOI€HETUYECKOM
Tepanuu, IPUMEHSEMbIE B SKCTPEHHBIX CUTYyalUsX B OTBET HA YTPO3bl 30POBBIO
HaceseHus (MaH/IeMHUH) U BKIIFOUEHHbIE B KIIMHUYECKHUE MPOTOKOJIbI JICUESHHUS;

BOCHHBIX JCHUCTBUU U JTUKBUALIMM UX OCIEACTBUM, BOSBHUKHOBEHUS,
MPEIYIPEKICHUS U JTUKBUIAIWHA MTOCIIEACTBAN YPE3BbIUANHBIX CUTYAlUU, YTPO3bI
BO3HUKHOBEHHUS, PACIIPOCTPAHEHUSI HOBBIX 0CO00 OMACHBIX HH(PEKITMOHHBIX
3a00JIeBaHNUM 1 JIMKBUJAIIUH WX ITOCJICICTBUM;
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MpeJHa3HAYEeHUS JIEKAPCTBEHHOTO MpernapaTa, MHOCTPAHHOTO MPOU3BOIUTES,
JU1st TpaHcdepa TEXHOJIOTUH Ha MTPOU3BOJICTBEHHYIO IUIOMIAAKY HA TEPPUTOPUU
Pecnybnuku KazaxcraH.

2) DkcnepTu3a JeKapCTBEHHBIX CPENICTB, YUACTBYIOIIUX B IMIPOLIEAYPE
coBMecTHOM npekBanudukanuu BO3, ocyiiecTBiseTcs B COOTBETCTBUU C
npunoxenneM § Cepun Texunueckux noknaaoB BO3, Ne 996, 2016 r. "l[Ipouemypa
COBMECTHOW PETUCTPALMHU MEXKIY I'PYIIION MO MPEeABAPUTEIILHON OLleHKe BecemupHoi
opranuzaiuu 3apaBooxpanenus (BO3) u HallMoHaILHBIMUA OpPraHaAMU PETYJIUPOBAHUS
JUTSI OIIEHKH M YCKOPEHHOW HAIIMOHATIBLHOUW perucTpanuu papMamneBTHICCKUX
MPOJIYKTOB M BaKIMH, IPOIIEAIINX MpeaBapUTEeIbHYI0 kBanudukamnuo BO3".

HaCTOSIHIGG IMPUIIOKCHHUC PACIIPOCTPAHACTCA TAKIKE HA JICKAPCTBCHHBIC CPCACTBA,
HaxoAmHECA Ha 3TAIIC SKCIICPTHBIX pa60T A0 BCTYIUICHUSA B CUITY HACTOAIIHUX HpaBI/IJ'I.

3) sKcnepTU3a JIEKapCTBEHHBIX CPEJICTB, MO MPOILEYype MPU3HAHUS HAYUHOU
OIICHKH JICKAPCTBEHHBIX MTPENApaToB, MIPOBEAECHHBIE PETYIATOPHBIMU OPraHaMU CO
ctporoi peryistopHoit cuctemoit (SRA) (CILLIA, EC (EMA), Kanana, [1Iseitiapus,
Benukobputanus, ABctpaius, SOHKs) HA OCHOBAHUU COBMECTHOU MPOLETYPbI
YCKOPEHHOM perucTpanuu ¢ BceMupHoil opranuzaiuei 31paBoOXpaHeHuUs
OCYHIECTBIISIETCA B COOTBETCTBHM C [Ipunoxennem 5 Cepun TeXxHHUUECKHX JTOKIAA0B
BO3, Ne 986., 2014 r «PykoBOACTBO 1O MPE/ICTABICHUIO TOKYMEHTAIIUU 11
npekBaTM(UKAIMA TOTOBBIX JIEKAPCTBEHHBIX CPEJICTB, YTBEPKICHHBIE CTPOTUMHU
PEryJIUPYIOIIUMHU OpraHaAMK.
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[Ipunoxenue 15
K IIpaBUJIaM K IpaBUIamM
pErucTpanuy JeKapCTBEHHbBIX
CPEACTB U MEIUIIUHCKUX
W3JEIUH 110 IPUHIUITY
«EOUHOI0 OKHA»

HCquCHL HSMGHGHHﬁ, BHOCHMBIX B PCTUCTPAITUOHHOC JOCHC JICKAPCTBCHHOI'O CPCACTBA

A. AAMUHHUCTpaTUBHBIEC U3MECHEHUS

A.1 l3meHeHune Ha3BaHus | (WJIM) afipeca IepKaTelisi perHCTPAlMOHHOTO YA0CTOBEPEHHS Veno- | Hoky- IIpo-
BHS MEHTbI 1e-
U JaH- nypa
HBIC
a) JlepkaTesb peruCTPAIIOHHOTO YOCTOBEPEHHUS HE MEHSETCS 1 1,2 1A
6) CMeHa JepiKatess PErHCTPALHOHHOTO YOCTOBEPEHHS 2,3,4 IB
VYcenosus

1. lepxareneM perucTpanuoHHOTO yIOCTOBEPEHHUS SIBISETCS FOPUIMIECKOE JIUIIO.

JlokymeHTanms

1. JIOKyMEHT OT COOTBETCTBYIOILETO YIIOJIHOMOYEHHOTO OpraHa (HanpuMmep, HaJIOrOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHHE MIIN
azipec.

2. nepeCMOTpeHHaﬂ HH(bOpMaHHﬂ 0 JICKapCTBEHHOM IIp€rapare (06HOBHCHHa${ KpaTKas XapaKTCpUCTHUKa JICKapCTBEHHOI'O IIpe€napara, uH-
CTPYKIHUS 110 MEAUITUHCKOMY IIPUMEHCHUIO (HI/ICTOK-BKH&Z{BIHI), MapKI/IPOBKa).

3. Kparkas XapakTepHCTHKa CHCTEMBI (hapMaKOHaI30pa OT HOBOT'O JIEpKATEIIs PETHCTPAllIOHHOT0 yaocToBeperus (nanee — JIPY) Britoyaror
CIIETYIONIHE IEMEHTHI: HHPOPMAIH O TOM, YTO AepKaTelb PErUCTPALIMOHHOTO YIOCTOBEPEHHU HMEET B CBOEM PACTIOPSKEHHH YIOITHOMO-
4eHHOE JIMIO 3a I100anbHbIi (hapMakoHaA30DP; KOHTAKTHbIE JaHHBIC YIIOJTHOMOYEHHOTO JIMIA 3a II00anbHbIi (hapMaKkOHaA30p; JeKIapamus,
TIO/INUCAHHAs JepKaTeIeM PETUCTPALOHHOTO YAOCTOBEPEHHUS O TOM, YTO OH HMEET CHCTeMy (papMaKOHAI30pa s BBIIOJHEHHS 3a1a4 U
00513aHHOCTEH 110 MOCTPETUCTPALMOHHOMY KOHTPOJIIO 0€3011aCHOCTH JIEKAPCTBEHHBIX CPEJICTB; CChUIKA HAa MECTO (a/ipec), Iie XpaHUTCs Ma-
crep-gaiin cucteMsl hapMaKkoHan30pa.

4. JloroBopHBIC B3aUMOOTHOIICHHS MEX Iy IIpor3BoauteneM u JIPY Ha mpaBo ocymiecTBICHUS ACITENFHOCTH 0 (hapMaKOHaI30py.

A. 2 l3mMeHeHue (TOproBoro) HaMMEHOBaHUsI JIEKAPCTBEHHOTO IIpernapaTa YcnoBus Jo- IMpone-
Ky- nypa
MeH-
ThI

JIaH-
HBIE

a) JlekapcTBEHHBIE ITPpenapaTsl 1 1, IB

VYcnoBus

1 M30erarth ImyTaHUIBI ¢ HA3BAHUAMU CYLIECTBYIOIINX MEIULIUHCKUX MPENapaToB MK e ¢ MexXayHapoAHbIM HENaTeHTOBAHHBIM HAaUMEHO-
BanueM (nanee — MHH), eciu sxe HaMeHOBaHKE OOILEIPUHATOE, H3MEHEHNE IPOU3BEICHO B CIIEYIOLIEM MOPAJIKE: OT OOIEHPHHATOrO Ha-
3BaHUA K (hapmakoneitnomy wm k MHH

JlokymeHTanus

1. MOTI/IBI/IpOBaHHoe 000CHOBaHHUE HeO6XOL[I/IMOCTI/I U3MCHCHUS Ha3BaHUA mpenapara.
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2. HepecMOTpeHHaﬂ I/IH(i)OpMaLII/IS[ 0 JICKapCTBEHHOM IIp€napare (06HOBJ'[eHHa$[ KpaTKas XapaKTCpUuCTHUKa JICKapCTBEHHOI'O IIpe€napara, uH-
CTPYKIHUS 110 MEAUITUHCKOMY IIPUMEHCHUIO (HI/ICTOK-BKH&[{BIHI), MapKI/IPOBKa).

3. Konust JAOKYMCHTA, BBIJAHHOT'O KOMIICTCHTHBIMH OpraHaMu CTPAaHbI-IIPOU3BOAUTECIISA, KOTOpLIfI YAOCTOBCPSCT U3MCHCHUEC €0 Ha3BaHUs.

4. TloanucanHas JEKIaparus 0 TOM, YTO MECTO, CII0c00, COCTaB, HOPMATHUBHBINA JOKYMEHT, PErIIaMEHTHPYIOIIU Ka9eCTBO Mperapara 0cTa-
JIUCh 0€3 H3MEHEHUS.

5. BenoMocTh U3MEHEHHH K YTBEP:KACHHOMY HOPMAaTHBHOMY JJOKYMEHTY I10 KOHTPOJItO KadecTBa U Oe3onacHocTu JIC.

A. 3 I3MeHeHne HAaMMEHOBaHUSI aKTHBHOW (hapMalieBTH4eCKON CyOCTaHIIMM MIH BCIIOMOTaTEIbHOTO Belle- Venosus | Joky- IIpo-
cTBa MEHTBI 1e-
U J1aH- nypa
HBIE
1 1,2 1A
Ycnosus

1. q)apMaHeBTI/I‘IeCKaSI CYGCTaHHI/IS{ (BCHOMOI‘aTCJ'ILHOG BeIIIeCTBO) HC U3MCHSCTCA.

JlokymeHTanms

1. CeuzetenncTBO BeemupHoit opranusanuu 3apaBooxpanenus (nanee — BO3) 00 yTBepikKIeHUH UITK KOTIHS TIepedHs MexIyHapoIHOTO
HEMaTeHTOBAaHHOTO HaUMEeHOBaHHUs. Eciin NpuMeHNMO, MOATBEP)KACHHE TOT0, YTO U3MEHEHHE COOTBETCTBYET ['ocynapcTBenHoi dapmako-
nee Pecrry6inku KazaxcraH. [leknapanysi, 4T0 HAUMEHOBaHUE PACTHTENBHBIX JICKAPCTBEHHBIX MTPENapaToB PACTUTEILHOTO MPOUCXOXKICHHS
COOTBETCTBYET JJOKyMeHTaM PecrnyOnmku Kazaxcran.

2. IlepecMoTpeHHas HHPOPMALYIS O JICKAPCTBCHHOM IIpernapare.

A. 4 l3MeHeHue Ha3BaHMs U (M) afipeca: IPOU3BOAUTENS (BKIIOYAs, €CIIM IPUMEHHUMO, IO 0K Veno- | Hoxymen- | Ilpouenypa
[0 KOHTPOJIO KaueCTBa), X JepKaTelss MacTep- (aiiia akTHBHOH (apMaIleBTHUECKOH CyOCTaHITHI BUS THI U J1aH-
(manee — MOA®DC), nim mocTaBIKKa aKTUBHON (papMalleBTUUECKO# CyOCTaHIIMK, HCXOAHBIX MaTe- HBIC

pHAJIOB, PEAKTHBOB WITH IIPOMEXYTOYHBIX MIPOAYKTOB, HCIONB3YEMbIX B IPOU3BOCTBE AKTHBHOM
(hapManeBTHYECKOI CyOCTaHIMH (€C/IN YKa3aHO B TEXHUYECKOM JIOChE), €CIIH B PETHCTPALIMOHHOM
JIOChE OTCYTCTBYIOT cepTH(HKaThI cooTBeTcTBHs Ph. Eur., min mpon3BoanTens HOBOrO BCIIOMOTa-
TEJBHOTO BEIIECTBA (€CITH YKa3aHO B TEXHIMIECKOM J0ChE)

1 1,2,3 1A

Ycnosus

1. [Ipon3BoaACcTBEHHAS TUIOMIAKA H HU OJHA U3 IPOM3BOJCTBEHHBIX OIEpaIiii He H3MEHSETCSI.

JlokymeHTanus

1. OduinanbHbIN TOKYMEHT OT YIIOJHOMOUYSHHOTO OpraHa (Hampumep, HaJIOrOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHUE U (WIIH) aji-
pec.

2. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3/ieiy (pa3zenam) J0Che.

3. Ilpu n3menennn Hazpauus aepxaressi MOADC — oOHOBICHHOE pa3pelieHne Ha JOCTYII.

A. 5 I3MeHenue Ha3BaHUS U (WIN) ajipeca MPOU3BOANTENS JIEKapCTBEHHOTO Ipernapara, Bkitodasi BeI- | Yemo- | o- IIpouenypa
IMyCKaloI1e IIOMAAKH H IIOIAJKH 10 KOHTPOJIIO KauecTBa BUS Ky-
MeH-
TBI K
naH-
HbIE
a) Jle#icTBusl, 32 KOTOpPBIC OTBEYAET POM3BOUTENb (MMIIOPTEP), BKIIOYAIOT BBITYCK CEpUii 1 1,2, 1A
3
6) [lelicTBus, 32 KOTOpBIE OTBEYAET MPOU3BOJUTEND (UMIIOPTED), HE BKIIIOUAIOT BBITYCK CEpHi 1 1,2, 1A
3
VYcnosus

1. HeT u3MeHeHus B IPOM3BOJICTBEHHOM IIpoliecce, (hakTHYSCKOM MECTE PacHoJIOKEHHUS IUIOLIAAKU, B HOPMAaTUBHOM JJOKYMEHTE 110 KOHTPO-
JI0 KauecTBa M 0€30IaCHOCTH JIEKAPCTBEHHOTO CPE/ICTBA.

JloxymeHTanus
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1. Konus ucrpaBiieHHOro pa3pelieHus Ha MPOU3BOACTBO (MIPU HAJIMYUK) MK O(QUIHATIBHBII JOKYMEHT OT COOTBETCTBYIOLIETO YIOIHOMO-
YEHHOT'0 OpraHa, B KOTOPOM yIIOMHHAETCsl HOBOE Ha3BaHHE U (MIIH) afpec.

2. Eciii npiMEeHNMO, TIOTIPaBKa K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIIMM) pa3ziely (pa3zienam) Jocke, BKIIoUast IepeCMOTPEHHYIO HHDOP-
MaIl{Io O JICKApCTBEHHOM IIperapare.

3. OOHOBIIEHHAs KpaTKas XapaKTePUCTHKA JIEKaPCTBEHHOTO Mpernapara, HHCTPYKLUS 110 MEJULMHCKOMY HPHUMEHEHHUIO (JIMCTOK-BKJIA/IBII),

MapKHpOBKa.
A. V3meHeHre Ko/ja aHATOMO-TeparneBTHIeCKO-XxumMnieckon (nanee - ATX) kinaccudukanum Veno- | Tpe- Bun npoueny-
6 BUS Oye- pbI

Mast

JIOKY-

MeH-

Tanus

1 1,2 1A

VYcnosus 1.

V3ameHeHue BcaencTBUE yTBEpxkAeHUs i u3menenns BO3 koma ATX.

JloxymeHTauus
1. CeuzerensctBo BO3 00 yTBepxaeHUr Wik Konus nepedns kogoB ATX.

2. TlepecMoTpeHHast HHGOPMALIUS O JISKAPCTBEHHOM ITpenapare (OOHOBJICHHAs KpaTKas XapaKTepUCTHKa JIEKapCTBEHHOT'O Iperapara).

A. VckmoueHne npon3BoICTBEHHOH TUTONIAAKH (B TOM YHUCIIE JUISl aKTUBHOM (hapManieBTHYECKOM Veno- | Tpe- Bun npoueny-
7 cyOCTaHINH, IPOMEKYTOYHBIX ITPOTYKTOB, JIEKAPCTBEHHOT'O ITpenapara, ymakoBIIUKa, TPOH3- BHA Oye- pHL
BOJUTEINS, OTBETCTBEHHOTO 32 BBIITYCK CEPUH, KOHTPOJISI KAYE€CTBA CEPUIl MM IIOCTABIIUKA HC- Mast
XOJIHOT'O MaTepuaja, peakTUBa MM BCIIOMOTaTEJILHOTO BEIECTBA (€CIH YKa3aHbl B 1I0ChE) JIOKY-
MEH-
Tanus
1,2, 1,2 1A
3
VYcnosus

1. OcTaercst He MeHee OJJHO paHee 0T00PEHHOM POM3BOICTBEHHOM IIOIAIKH (TPOU3BOAUTEINS), OCYLIECTBISIOIINX Te K¢ QYHKIMH, YTO U
oJyTesKale uckiroueHuto. Eciu npumennmo, B Pecriy6muke Kazaxcran ocraercs, o MeHbIIeil Mepe, OJJHH IPOU3BOIUTEIh, OTBEUAOIIN
3a BBIIYCK CEpUil, CIIOCOOHBIN cepTH(UIIMPOBATh UCIIBITAHUE MTPOILYKTA B LIEsAX BhIMycKa cepuii B Pecnyonuke Kazaxcran.

2. Uckirodenue He SIBIISIETCS CJICACTBUEM KPUTHYECKUX HEAOCTATKOB IIPOU3BOACTBA.

JloxymeHTauus

1. B ¢opme 3asiBieHHs: 0 BHECEHUHM U3MEHEHUI HE0OXOANMO YEeTKO 0003HAYUTh «TEKYLIMX» U «IIpeularaeMbIX» IPOU3BOUTENIEH, IIepeyunc-
JIEHHBIX B 3asBJIEHUH O perucTpanuu. 2. [lonpaBka kK COOTBETCTBYIOIEMY(COOTBETCTBYIOIIUM) paszeny (pasienam) J0Che, BKIIOYast mepe-
CMOTpPEHHYIO HH(OPMALIHIO O JIEKapCTBEHHOM IIpenapare.

A. 8 VI3MeHeHU aThl ayJUTA UL BepU(PUKAIME COOTBETCTBUS IIPOU3BOAUTENS AKTUBHOI (hapMa- VYeno- | Tpe- Bun npoueny-
LeBTUYECKOH CyOCTaHIIUHU IpaBHIaM HaUlexKalell IPOU3BOACTBEHHON MPAKTUKH BUS Oye- pEI

Mast
JIOKY-
MEH-
TaIus

- 1 1A

JlokyMeHTanus

1. ITucemenHoE TIOATBCPIKACHNUC TPOU3BOAUTEIIS JICKAPCTBECHHOTO IIpETIapaTa, COACPKaIICe YKa3aHUue O BepI/ICI)I/IKaHI/II/I COOTBCTCTBH ITPOU3-

BOJUTEIS aKTUBHOM (papmMarieBTHUecKoi cyoctannuu [IpaBiiaM Hauiexalei mpou3BoICTBEHHOM npakTuku Pecryonuku Kazaxcran.

b. U3MmeHeHNsa kauecTBa

b.I AktuBHas hapmarieBTUUECKasi CyOCTaHIIUS



KaSaKCTaH PeCﬁyﬁﬂHKaCHHL]H OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e.zZan

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Cakray KyHi

Jlata pegakuuu

Penakuusiinay KyHi

I[aTa CKaYnuBaHUA

12.03.2026
08.04.2026
12.03.2026
08.04.2026

b.I. a) IIpousBoacTBo

b.I.a.1 MI3mMeHeHne npon3BOIUTENS HCXOAHOTO MaTepHaia (peakTH-
Ba) MIPOMEKYTOYHOTO IPOIYKTA, UCHOIB3yEMOTO B IIPOIIECCE TIPO-
U3BOJCTBA aKTUBHOH (apMalleBTHYECKON CyOCTaHIIUH MU U3MEHe-
HHE [IPOU3BOINTENS AKTUBHOH (hapMaleBTHUECKOH cyOCTaHIIMU
(BKJIIOYAsl, €CIIM IIPUMEHHMO, TUIOIIA/IKHU [0 KOHTPOJIIO KauyecTBa)
aKTUBHOH (papManeBTHIECKOl CyOCTaHIUH, €CIU B PETUCTPALIUOH-
HOM JIOChE OTCYTCTBYET CepTU(HKAT cOOTBETCTBUS EBpomeiickoit
dapmakonuu.

Ycenosus

TpeOyeMas TOKyMeHTAIHSL

Bug nponexypst

a) [Ipennaraemblii MpOU3BOANTEIb IPUHAIICIKHUT K TOM ke papma-
LEBTUYECKOU TPYIIIIE, YTO U 0J0OPEHHBIN POU3BOUTEIH

1,2,3

1,2,3,4,5,6,7,

1A

6) BHeceHne HOBOTO TIPOM3BOIUTENISI aKTUBHOW (papMarieBTHYe-
cKkoii cyocTanmu, o6ocHoBaHHOH MDADC

I

B) IIpeutaraeMslii IpONU3BOJUTENb UCHIOIB3YET PE3KO OTINYAIO-
LIKHCS CrIoco0 CHHTE3a WM yCIIOBHUS IIPOU3BOACTBA, KOTOPBIC Me-
HSFOT BaKHBIE [TOKA3aTeNM KaueCcTBa aKTHBHOM (papMareBTHIECKON
cyOCTaHIINH, TAKUE KaK KaYeCTBEHHBIH U (M) KOJTHMYCCTBECHHBIN
npoduib npuMecei, TpeOyIoInil KBanupuKanuu, Wi GU3NKO-XHU-
MHYECKHE CBOMCTBA, BIMSIONIME HAa OUOIO0CTYITHOCTD

II

r) HoBslit npousBoauTes Matepuana, TpeOyIoLero OLeHKH BUPYC-
Holt 6e3omacHocTH U (Mi1n) pucka TpaHCMUCCUBHOMN ryO4aToif 3H-
uedanonaruu (nanee — TI'D)

I

1) V3amMeHeHue 3aTparnBaet GHONOTHYECKYIO aKTHBHYO (hapMareB-
THYECKYIO CYOCTAHIIMIO MITH CXOIHBIH MaTepual (PeakTuB) mpome-
JKYTOYHBIN IPOAYKT, UCTIONB3YIOIIUNACS B TIPOU3BOACTBE GHOIOTH-
4eCKOro (MMMYHOJIOTHYECKOr0) JICKAPCTBEHHOT'O TIperapara

I

¢) 3meHeHue nopsiika KOHTPOJIsl Ka4ecTBa aKTUBHOM (papMarieBTH-
4YeCKOM CyOCTaHLIMM: CMEHa WM 100aBIeHHe IUIOAIKHU, Ha KOTO-
PpO¥i oCyIIeCTBIIETCS KOHTPOJIb (MCIBITAHUE) CEPUit

1,5

1A

k) BHeceHne HOBOro NPOU3BOUTENS AKTUBHOM (hapMalieBTHYC-
ckoii cyocTtanimu, He nmeronied MOADC u Tpebyrommeii cymie-
CTBEHHOTO OOHOBJICHHSI COOTBETCTBYIOIIETO pa3/ielia JOChe MO aK-
TUBHOH (hapMaleBTHYECKO CyOCTaHIIH

II

3) BrutodyeHue anpTepHATHBHOH IJIOIIAIKY 110 CTEPHIM3aLUH aK-
TUBHOH (hapMarieBTHIECKOi CyOCTaHIMU C UCIIOIb30BAHHEM METO-
na l'ocynapcreenHoit @apmakonen Pecrry6immkn Kazaxcran

1,2,4,5,8

IB

I/I) BHecenue HOBO TIIONIAIKHU T10 MHUKpOHHU3aAUU

1,4,5,6

1A

K) MI3MeHeHHs CorIanIieHui 10 UCIIBITaHUAM 110 KOHTPOJIIO Kade-
CTBa OHOJIOTHYECKON aKTHBHOH (papManeBTHIECKOH CyOCTaHIUH:
3aMeHa UK BKIIOYEHHE IUIOMAKI, Ha KOTOPOH OCYIIECTBIACTCS
KOHTPOJIb (MCIIBITAHMS) CEPHA, BKIIFOUasi OMOIOrHYeCKU (MMMYHO-
JIOTUYECKUi) (MMMYHO-XUMUUYECKUH) METO

11

1) HoBas mtomaika o XpaHeHHIO TI1aBHOTO OaHKa KJIETOK U (VJIH)
pabounx GaHKOB KIIETOK

1,5

1B

VYcnoBust

CKUX CYOCTaHIMI HICHTUYHBI paHee 0JI00PEHHBIM.

2. AkTuBHas (apMaLeBTHYECKasi CyOCTaHIUS He SIBISIETCSl OMOJIOrMYECKON (MMMYHOJIOTHYECKO#) HITH CTEPUIIBHOM.

1. CienuduKauy UCXOTHBIX MaTEPHAIIOB M PEAKTHBOB (BKJIIOYAs BHYTPHIIPOU3BOACTBEHHBIC KOHTPOIIH, METO/IbI aHAIN3a BCEX MATEPHUAIIOB)
MICHTUYHBI paHee 0100peHHbIM. Crienndukanny (BKIF0Yas BHY TPHIIPOM3BOACTBEHHBIN KOHTPOIIb, METOIBI aHAIN3a BCEX MATEPHAIIOB), CIIO-
cOOBI MPUTOTOBIICHHS (BKIIFOUAs pa3Mep CEpHM) U MOAPOOHBIN CrIOCOO CHHTE3a MPOMEXKYTOUHBIX MPOAYKTOB M aKTHBHBIX (hapMaleBTHIC-
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3. Ecin B nporiecce pon3BoJICTBA UCIIONIB3YIOTCS MaTepUalbl YEI0BEYECKOrO UIIM JKMBOTHOI'O TPOMCXO0XKEHHUS, IPOM3BOAUTENb HE UCIIONb-
3yeT HOBOTO [TOCTABIHKa, B OTHOIIEHUH KOTOPOTo TpeOyeTcs OLleHKa BUPYCHOM Oe301macHOCTH U cooTBeTcTBUE ['ocynapcTBenHol Papmako-
nee Pecrry6nuku KazaxcTan Mo MUHUME3aluK PUCKA NIEpefadl areHToB I'yOuaTol SHIe(hanonaTH )XHBOTHBIX IOCPEACTBOM JICKAPCTBEHHBIX
HpenapaToB IS MEAHIIMHCKOTO M BETEPHHAPHOTO IPUMECHEHHS.

4. Tpancgep TEeXHOJOTHI CO CTapOil Ha HOBYIO IUIOLIAIKY HPOU3BEACH YCIICIIHO.

5. Cneundukaiys Ha pa3Mep 4acTUI] aKTHBHOW (hapMalleBTUIEeCKON CyOCTaHIIMU M COOTBETCTBYIOIINI aHATMTHUECKUI METO HE N3MEHSIOT-
csl.

JloxymeHTanus
1. Ecin npuMeHnMoO, MoIpaBKa K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pa3aeiny(pasiesiam) 10Cke.

2. Jlexiapanusi aepiatess perucTpalioHHOro yaocToBepeHus win nepxkareias MOADC cooTBETCTBEHHO, YTO MPOLIEAYPbI KOHTPOJIS Kaue-
CcTBa crocoba cuHTe3a (WITH UTS PACTHTENBHBIX JIEKAPCTBEHHBIX TPEMapaToB (COOTBETCTBEHHO): METO/Ia MPUTOTOBICHHS, TeorpadIecKoro
HCTOYHHKA, MPOU3BOCTBA PACTUTENHHO (hapMaleBTHYECKO CYyOCTaHIMK U MPOLiecca MPOU3BO/ICTBA) U CrieHU(UKALUK aKTUBHON (apma-
LEBTUYECKOH CyOCTaHIIMU U HCXOIHOTO MaTepuaia (peakTiBa) IPOMEXKYTOYHOTO IIPOAYKTa B IPOLIECCe MPOU3BOICTBA aKTUBHOI (hapMarieB-
TUYECKON CyOCTaHIMH (€CIIH IPUMEHUMO) HE OTJIMYAIOTCS OT paHee 0J00PEHHBIX.

3. JIubo ceprudukar coorserctBus EBponeiickoit @apmaxonen o TI'D 1st 1060ro HOBOro HCTOYHKMKA MaTepHaa, 100 (eciu NpUMeHH-
MO) TOKyMEHTAIBHOE TIOATBEP)KICHUE TOTO, YTO HCTOYHHK MaTepHaa, IIoABEpKEeHHbIH pucky TI'D, paHee mccienoBaics yroIHOMOUYCHHBIM
OpraHoMm; u ObUIO MOATBEPIKACHO ero cooTBeTcTBUE ["ocynapcTBenHoit @apmakonee Pecybnuku Kazaxcran mo MUHUMHU3ALMK pHCKa Hepe-
JIaYM areHToB ry0ouarToil sHIedaIonaTHy >KMBOTHBIX OCPEICTBOM JICKAPCTBEHHBIX MPETIapaToB Ul MEJUIMHCKOTO U BETEPMHAPHOTO IIPUMe-
Henus. HeoOxoauMo npeicTaBuTh CllelyIoIe CBeJICHHs: Ha3BaHUe IIPOM3BOJUTEIS; BU )KUBOTHBIX M TKaHH, U3 KOTOPBIX MOJTyYeH MaTepH-
aj; CTpaHa MPOUCX0XKICHHSI dKUBOTHBIX, €r0 UCIOJIb30BAHUE U IPHEMIIEMOCTD B IIPOILJIOM.

4. JlanHble ananmu3a cepuii (B popmaTe CpaBHUTEIBHOM TaOIHIBI), IO MEHBILEH Mepe, ABYX cepuil (o MeHbLIeil Mepe, OMBITHO-TIPOMBIIIIICH-
HBIX) aKTUBHOU (hapMarieBTHIeCcKOil CyOCTaHIMK OT TEKYLIMX U IPeAIaraeMbIX IPOM3BOIUTENCH (ILIOIIAI0K).

5. B ¢opme 3asiBieHHs1 0 BHECCHUM M3MEHEHUI HEOOXO0ANMO 4eTKO 0003Ha4YuTh "Tekymux" U "mpeiaraeMbix " IpOU3BOAUTENCH, KaK yKa3a-
HO B paszene 2.5 popMbl 3asiBICHUSI.

6. Eciin aktuBHas (apMarieBTUUECKask CyOCTaHIUs HCIONB3YeTCs B Ka4eCTBE HCXOIHOTO MaTepHaa, JeKIapalus KBalu(QUIIpOBaHHOTO JIH-
1@ KayK/I0T0 JiepaKaTes JIMLEH3UH Ha IIPOU3BO/ICTBO, YKA3aHHOT'O B 3asBJIICHUM, U KBAIU(UIIMPOBAHHOTO JIMIIA KaXJIOT0 AEprKaTes JIULEeH-
3MU Ha IPOU3BOJICTBO, YKa3aHHOTO B 3asBJICHUHU B KaUYeCTBE OTBETCTBEHHOI'O 3a BBIITYCK cepuil. B neknapanusax HeoOX0MMO yKa3aTh, 4TO
HPOU3BOAUTEI(IIPOU3BOAUTEIIN) aKTHBHO# (hapMaleBTHYECKO CyOCTaHIMH, YKa3aHHbIH (yKa3aHHbIC) B 3asIBJICHUH, OCYILECTBIISIET (0Cy-
LIECTBIISIOT) CBOIO JICATENIBHOCTh B COOTBETCTBUH ¢ [IpaBuiamu Hayiexaleil mpou3BoACTBEHHO mpakTiku Pecry6onuku Kazaxcran B 0THO-
IICHUU UCXOJHBIX MaTepuanos. IIpu ompeaeneHHbIX 00CTOATENbCTBAX AOMYCKAETCS IPEACTABIATh OAHY AEKIApalUio (CM. IPUMEYaHHe K H3-
menenuo b.11.6.1).

7. FapanTtuitHoe THCHEMO (IIPU HEOOXOJMMOCTH) TIPOU3BOIUTENISI AKTUBHOH (hapMarieBTHYECKON CyOCTaHIMH OMOBEIIATh AEPKATeIIsl peru-
CTPALMOHHOTO YAOCTOBEPEHHS O JIOOBIX H3MEHEHHSIX TIpoliecca IPOU3BOICTBA, ClIeHU(pHUKAIMIT U aHATUTHYSCKUX METOJUK aKTUBHOHN (apma-
LEBTHYECKOI CyOCTaHIIUH.

8. [loaTBeprkaeHuEe TOTO, UTO TpeiaraeMast IIoMIaaKa J0HKHBIM 00pa30M JIUIICH3UPOBAHA B OTHOIICHHH pacCMaTPUBAEMOil JTIeKapCTBECHHOM
(hopMBI, JIEKapCTBEHHOT'O Mpenapara UK MPOU3BOICTBEHHOH Oneparyu.

b.I.a.2 M3MeHeHust mpoliecca MPOU3BO/ICTBA aKTUBHOM (hapMarieB- YcnoBus TpeOyemast fOKyMeHTAIHs Bun nouenypst
THUYECKOHN CyOCTaHIINU

a) HecymiecTBeHHOE M3MEHEHHUE MpoLiecca IMPOU3BOJICTBA aKTHBHOM 1,2,3,4,5,6,7 1,2,3 1A
(hapMarneBTHYECKO CyOCTaHIINH

0) 3HauuTENEHOE M3MEHEHHUE IIPOLIECcCa IIPOU3BO/ICTBA AKTUBHOM - - I
(hapMarneBTHYECKOI CyOCTaHIIMU, KOTOPOE OKa3bIBAaeT CYIIECTBEH-
HOC BIIMSHHE HAa KAYECTBO, 6E30MaCHOCTh Wi 3 (PEKTHBHOCTD Jie-
KapCTBEHHOTO MpernapaTa

B) M3MeHeHue 3aTparuBaeT OHOIIOTHYECKYHO (MMMYHOJIOTHYECKYO) - - 1T
CyOCTaHLHIO WM HCIIOJIb30BaHKE IPYroro BELIECTBa, OJYYCHHOIO
MyTeM XUMHYECKOTO CHHTE3a, ITPH MPOU3BOACTBE OHOIOTHYECKOTO
(MMMYHOJIOTHYECKOT'0) JICKAPCTBEHHOT'O Iperapara, KOTOpoe OKa-
3bIBACT CYLIECTBEHHOE BIIMSHUC HA KAYECTBO, OE30IIACHOCTD HITH

3¢} (beKTHBHOCTB JIEKapPCTBEHHOTO Mpenapara i He CBsI3aHO C IPOTO-
KOJIOM
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r) lI3MeHeHue 3aTparuBaeT pacTUTENIbHBIN JICKAPCTBEHHBIN Mpera-
par, a UMEHHO: reorpapuuecknii HCTOYHHK, CIOCO0 MPOU3BOCTBA
WY TIPUTOTOBJICHUS
1) HecymectBenHoe n3mMeHeHue 3akpoIToil vactu MOADC - 1,2,3,4 1B

Ycnosus
1. HexxenarenbHOe H3MEHEHHE KA4€CTBEHHOTO MIIH KOJINYECTBEHHOTO Mpoduiist mpuMeceil, uin Gpu3nKo-XUMHYECKUX CBOMCTB OTCYTCTBYET.

2. Crioco0 cuHTe3a OCTAETCsI TEM XKe, TO €CTh IIPOMEKYTOUHbIE MPOLYKThI HE U3MEHSIOTCS U B IPOLIECC HE BBOJSTCS HOBBIE PEAKTHBBI, KaTa-
JIM3aTOPBI MIIK PAcTBOpUTENH. ['eorpaduueckuii HCTOYHUK, IIPUTOTOBJICHHE PACTUTEILHOTO CHIPBS U CIIOCO0 MPON3BOACTBA JIEKAPCTBEHHBIX
pacTUTENBHBIX IPENapaToOB HE U3MEHSIOTCS.

3. Cneundukanuy akTUBHON (papMarieBTHIECKOi CyOCTaHIMU U IIPOMEXYTOUHBIX IIPOJYKTOB HE M3MEHSIOTCSL.
4. VI3MeHeHne NOJIHOCTBIO OIHMCBIBAETCS B OTKPBITOH uacTu (dactu "yciayrononydarens") MOADC (eciu IpEMEHUMO).
5. AxtuBHas (apMmaleBTHYECKast CyOCTaHIHs HE SBJISETCSl OMOIOTHYECKOi (MMMYHOIOTHYECKO#T) CyOCTaHIMeH.

6. I3menenue He 3aTparuBaet reorpaguueckuii ICTOYHHK, CIOCO0 MPOU3BOJCTBA HIIM IPUTOTOBJICHHUS JIEKAPCTBEHHOTO PACTHTEIBHOTO Mpe-
napara.

7. I3meHeHue He 3aTparuBaet 3akpbiToi yactu MOADC.

JloxymeHTanus

1. TTonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOLIMM) paszeiy (pa3aenam) Jocke, BKIIOUas MPSMOE CPABHEHNE TEKYIIEro 1 HOBOT'O IPo-
IeCCOB.

2. JlauHble aHaM3a cepuii (B GpopMaTe CpaBHUTENBHOM TaONUIBL), 10 MEHBIIEH Mepe, ABYX CepHil (110 MEHbIICH Mepe, OIBITHO-IIPOMBIIIICH-
HBIX), IPOU3BEACHHBIX C IOMOIIBIO OJOOPEHHOTO U IMPEATaraeéMoro IpomneccoB.

3. Komuu yTBepKICHHBIX Crieli(uKaImii akTHBHOH (hapMarieBTHYECKO# CyOCTaHIHH.

4. Jlexnapanus Aep>katesis perucTpaluoHHOTo yaocToBepeHus win nepxareiasi MOADC cooTBETCTBEHHO, UTO U3MEHEHHE KaUeCTBEHHOTO 1
KOJIMYECTBEHHOTO HpoduIIs mpuMeced i GU3UKO-XMMUYECKHX CBOMCTB OTCYTCTBYET, CIIOCOO CHHTE3a, Crieliu(UKaIlMi aKTUBHOM (apma-
LEBTHYECKOH CYOCTaHIIUH ¥ IIPOMEXKYTOUHBIX MPOIYKTOB HE U3MEHSIOTCS.

ITpumeuanue k b.1.a.2.6) ITox 3HauUMTENBHBIMY U3MEHEHUSIMU aKTUBHBIX (hapMa-
LEBTHYECKHX CYOCTaHLIUMH, OTyYEHHbIX ITyTEM XUMHYECKOTO CHHTE-
3a, MOJPa3yMeBAIOTCsl U3MEHEHHS CIIOC00a CHHTE3a HIIN YCIOBUI
MPOU3BO/ICTBA, KOTOPBIE CIIOCOOHBI M3MEHUTH BaYKHBIE TIOKA3aTeNN
KauecTBa aKTUBHOM (hapMarieBTHYECKOH CyOCTaHIMHU, TAKHe KaK Ka-
YECTBEHHbIH U (MJIM) KOJINYECTBEHHBIN PO UL NpUMecei, Tpedyto-
i KBanuHUKauy, Wi GU3UKO-XUMHYECKUE CBOHCTBA, BIHSIO-
e Ha OMOIOCTYITHOCTb.

b.I.a.3 M3meHeHue pa3mepa cepur (BKII0Yask JUAIa30HbI pasMepa VYcenosus TpeOyemast TOKyMeHTAIHSL Bun npouenypst
cepur) aKTUBHO# (hapManeBTHYECKOW CYOCTAHIIMH HITH IPOMEKY-
TOYHOT'O NPOJYKTa, UCHOJIb3YEMOTO B IIPOLIECCE TPOU3BOJICTBA aAK-
TUBHOH (hapMarieBTH4YeCKOH cyOcTaHIn

a) YBenMueHue pa3Mepa cepuu BILIOTH 10 10 pa3 1o cpaBHEHUIO ¢ 1,2,3,4,5,6, 1,2,5 1A
3aperHUCTPUPOBAHHBIM Pa3MEPOM 7,8

0) 10-kpaTHOE pa3yKpyIHEHEe 1,2,3,4,5 1,2,5 1A
B) M3MeHeHue TpeOyeT aHalli3a COOCTaBUMOCTH OHOJIOrHUeCcKOn - - II

(MMMYHOJIOTHYECKOI) aKTUBHOH (hapMaleBTHIECKON CyOCTaHIUH

r) YBenmueHue pa3Mepa cepuu 6onee 10 pa3 mo cpaBHEHHIO ¢ 3ape- - 1,2, ,4 IB
THCTPHPOBAHHBIM Pa3MepOM

1) YBenuyeHue (yMEHbIICHHE) MaciTada mpou3BOACTBA OHOJIOTH- - 1,2,3,4 1B
YeCKOW (MMMYHOJIOTHYECKO#) aKTUBHOM (papMalieBTHYECKOi Cy0-
cTaHIMK 0e3 U3MEHEHUs Mpoliecca MPOU3BOJICTBA (HapuMep, 1yo-
JIMPOBAHUE JIMHHUN)

YcnoBust

1. Bce u3MeHeHHs1 METOJOB ITPOU3BOACTBA 3aTParkBaroT JIMIIb HEOOXOAUMBIE [UIsl YKPYITHEHHS M pa3yKpyHEHHUs], HapHMep, HCIOJIb30Ba-
HEe 000pyJOBaHUE IPYroro pasMepa.
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. Heobxoanmo npecTaBuTh pe3ysIbTaThl HCIIBITAHUN COTIIACHO crienn(HUKaLUsIM HE MEHee JIBYX CEpHH IpeJiaracMoro pasMepa CepuH.
. PaccmatpuBaeMmplii JIekapCTBEHHBIH NpEnapar He SBISETCS] OMOJIOTHYECKUM (MMMYHOJIOTHYECKUM) JIEKapCTBEHHBIM IIPETIapaToM.

. VI3MeHeHue He BIMSET HeXeIaTeIbHbIM 06pa30M Ha BOCIIPOU3BOAUMOCTS IIpoIecca.

2
3
4
5. HenpenBUIEGHHBIX CHTYAIUAX, BOSHUKIINX B X0JI€ IIPOU3BOJICTBA, WK HAPYIICHUS CTAOMIBHOCTH H3MEHEHHE HE OCYIIECTBIIACTCS.
6. Crienndukanny akTHBHON (papMarieBTHIeCKoil CyOCTaHIMK (IPOMEKYTOYHBIX) MPOIYKTOB HE H3MEHSIOTCSL.

7. AktuBHas dapmaineBTHICCKasi CyOCTaHIIUS HE SIBISICTCS CTEPHUIBHOM.

8

. Pazmep cepuu HaxomsiTest B ipenerne 10-KpaTHOTO quana3oHa pa3Mepa cepr, MPeIyCMOTPEHHOTO MIPH PETUCTPALIMH HIIH MTOCIE TOCICTYy 0~
I1[er0 U3MCHEHHs1, He SBILIBLICTOCS U3MEHEHHEM [A THra.

JloxymeHTauus
1. ITonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOLIMM) pa3/eiy (pasesiam) 10Cke.
2. Homepa cepuii HCIBITAaHHBIX CEpUI UMEIOT IpeJularaeMblii pa3mMep CepuH.

3. JlauHble aHamu3a cepuii (B GpopMaTe CpaBHUTENBHOM TaONHUIBI), 10 MEHBIIEH Mepe, OXHOM IPOMBIIIICHHON CepHH aKTHBHOU (hapMaleBTH-
YEeCKOM CyOCTaHIIMH MM TIPOMEXYTOYHOTO TPOYKTa COOTBETCTBEHHO, IIPOM3BE/ICHHOI B YTBEp)KACHHOM U IpearaeMoM pasmepe. [1o 3a-
NPOCY HEOOXOIUMO MPEACTABUTH JAHHBIE 10 CICAYIOLIUM ABYM IOJIHBIM NPOMBILIUICHHBIM CEPUSIM; JepiKaTeIb COOOIIAeT, €Cn pe3yIbTaThl
aHaJIn3a He YKJIA/IBIBAIOTCS B CNIELM(PHUKALMIO U IPEUIOKHUTD IUIaH IeHCTBHUM.

4. Konuu oj00peHHBIX crienuduKanui akTHBHOH (hapMalieBTH4eCcKoi cyOCcTaHIu (M IPOMEXKYTOUHBIX TPOJLYKTOB, €CIIU IPUMEHUMO).

5. Jlexmaparys aepiarelis perucTpalioHHOro yaocropepenus mwim aepxarensi MOADC cooTBETCTBEHHO, YTO BCE H3MEHEHHUS METOJIOB MPO-
M3BOJICTBA 3aTPArvBaIOT JIMIIb HEOOXOAUMBIE JJIsl YKPYITHEHHUS WX pa3yKpYITHEHUs, HallpuMep, UCII0JIb30BaHHE 000pYyJOBaHKE IPYTOTo pas-
Mepa; I3MEHEHHUE He BIHSCT HEeXENaTeIbHBIM 00pa3oM Ha BOCIIPOU3BOANMOCTD IPOIIECca; N3MEHEHHE He SBISCTCS CIISCTBHEM HETPEIBH-
JICHHBIX CUTYallUii, BO3HUKIIKNX B XO/€ IPOU3BOJICTBA, MIIM HAPYLIECHHS CTaOMIBHOCTH; CrielM(HUKALMI AKTUBHOW (hapMalieBTHYECKOH Cy0-
CTaHLUH (IIPOMEKYTOUYHBIX TIPOLYKTOB) HE M3MEHSIOTCSL.

b.l.a.4 N3MmeHnenne BHyTPUIIPOU3BOJCTBEHHBIX UCIIBITAHUH TN YcnoBus TpeOyemast TOKyMeHTaIHsI Bun npouenypst
KPHUTEPUEB MPUEMIIEMOCTH, UCIOIB3YIOIIUXCS IIPU IPOU3BOJICTBE
AKTUBHOM (papMalleBTHYECKON CYyOCTaHIIUH

a) YKecToueHHe BHYTPHIIPOU3BOACTBEHHBIX KPUTEPHEB IIpUEMIIE- 1,2,3,4 1,2 1A
MOCTH
6) JloGaBneHne HOBBIX BHYTPHUIIPOU3BOACTBEHHBIX HCIIBITAHUI WIIN 1,2,5,6 1,2,3,4,6 1A

KPHUTEpUEB MPUEMIIEMOCTH

B) MckiroueHne HE3HAYMMOTO BHY TPUITPOU3BOICTBEHHOTO UCTIBITA- 1,2,7 1,2,5 A
HUA
r) Pacumpenune 0100peHHBIX BHYTPUIIPOU3BOICTBEHHBIX KPUTEPH- 11

€B IPUEMIIECMOCTH, KOTOPBIC CYIIECTBEHHO BJIHUAIOT Ha COBOKYITHOE
KadyeCTBO aKTHUBHOC q)apMaL[CBTI/I'-ICCKOI\/'I Cy60TaHHHH

1) VckimroueHrne BHYTPHIIPOM3BOACTBEHHOT'O HCIIBITAHMS, KOTOPOE II
CYILIECTBEHHO MOBIIHSET Ha COBOKYITHOE KaueCTBO aKTHBHOI (ap-
MalEeBTHYECKON CYyOCTaHIIUH

¢) JlobGaBnenue winu 3aMeHa BHYTPHIIPOU3BOACTBEHHOTO UCIIBITA- 1,2,3,4,6 1B
HUSI U3 COOOpaKeHHU T 6E30MaCHOCTH MM Ka4ecTBa

VYcnoBus

1. 3MeHeHHe He SBIISETCA CIECTBUEM KaKOro-11u00 0043aTeIbCTBA, IPHHATOTO 110 pe3ysbTaTaM paHee NPOBEACHHBIX KCIIEPTH3 C 1IEIbIO
aHaJIn3a KPUTEPUEB NPUEMIIEMOCTH crielupUKanuy (Hanpumep, B X0/ie perucTpaly WK BHeCeHUs u3MeHeHuit 11 tuna).

2. VI3ameHeHue He SBIIIETCS CJICACTBUEM HEIIPEABUICHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IIPOU3BOACTBA, HAIIPUMEDP, HOBast HeKBaJ'II/I(bI/II_[I/IpO-
BaHHas IPUMECh, UBMCHCHHUC ITPEACIIOB COACPIKAHUSI CyMMbI HpHMCCGﬁ.

3. JIro6oe n3MeHeHME YKIaAbIBAIOTCS B AWAIIa30H Z[eﬁCTByIOHII/IX OHOGpeHHHX KPUTCPUCB ITPUCMIICMOCTH.
4. Ananutnueckas METOAHKA HC U3MCHACTCA NI U3MCHACTCA HC3HAUYUTECIIBHO.

5. Hu oguH HOBBII METO HCIIBITaHUS HE OCHOBAH Ha HOBOW HECTAHAAPTHOM METO0JIOTHH WIIM CTaHIAPTHON METOIOJIOTHH, UCTIONb3YeMOU
M0-HOBOMY.
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6. HoBblil MeTO MCTIBITAHUS HE SBIISIETCS OMOJIOrNYECKUM (MMMYHOJIOTMYECKUM) (MMMYHOXUMUYECKUM) WIIM METOZIOM, B KOTOPOM UCIIONb-
3yeTcsi OUOJIOTMYECKUIT peaKTUB JUTs OHOJIOTUYECKOH aKTHBHOH (hapMaIleBTHUECKOH CyOCTaHINY (32 HCKITIOUCHHEM CTaHIAPTHBIX (apMaKo-
HeHHBIX MHKPOOUOJIOTHYECKHX METO/IOB).

7. IlapameTtp crienudukanny He 3aTparuBaeT KPUTHUESCKUI ITapaMeTp, HalpuMep, JII000i U3 CIIeAyOMUX: KOIHIECTBEHHOE OIpeie/IeHHe,
HpUMecH (€CiU TOJIBKO ONpeIeIeHHBIN PACTBOPUTENb OJHO3HAYHO HE UCIIOJIB3YETCsl B IPOM3BOJICTBE AKTUBHOW (papMalieBTHYECKOM CyOCTaH-
Hn), r00ast KpuTHYecKast GU3nUecKasi XapaKTepUCTHKa, HAIIPUMEP, pa3Mep YacTHIL, HACBIIHAS INIOTHOCTD /10 M MOCJIe YIZIOTHEHUs], UCIIbITa-
HUE Ha NOJIMHHOCTb, BOAA, 00O 3aIpoc Ha M3MEHEHUE YaCTOTHI UCTIBITAaHHH.

JloxyMeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3aeiy (pasienam) JoChe.

2. CpaBHUTeNbHAS TAOIHIA TEKYLINX U TPEJIaraeMbIX BHYTPUIIPOM3BOICTBECHHBIX UCTIBITAHHIA.

3. [loapoOHOe omrcanue HOBOTO He(hapMaKOIeHHON aHATUTHIECKOH METOIMKH U ITaHHBIC BAIMAALMH (B COOTBETCTBYIOIIHUX CIIyYasx).

4. JlanHble aHATN3a IBYX OPOMBIIUICHHBIX CepHil (111 GHOJIOTHYECKIX aKTHBHBIX (papMaIeBTHYCCKUX CYyOCTaHIINIA, B OTCYTCTBHE KOHKPET-
HBIX 000CHOBaHMUI, — TP MPOMBIIUICHHbIE CEPHU) aKTHBHOW (hapMaleBTHYECKON CyOCTaHIIMM 10 BCEM IapaMeTpaMm crelu(rKaimm.

5. O0GocHOBaHue (OLIEHKA) PHCKOB CO CTOPOHBI IepXKATellsi pErUCTPALIOHHOTO yaocToBepeHust miu nepxateist MOADC cooTBETCTBEHHO,
MOATBEPIKIAIOIINE, YTO BHYTPUIIPOU3BOICTBEHHBIE TTAPAMETPHI SBJISIOTCSI HE3HAYMMBIMU I yCTaPEBIIUMH.

6. O60oCcHOBaHNE CO CTOPOHBI AP KaTelIst PETUCTPALIMOHHOTO yaocToBepeHus min aepxatens MOADC cooTBETCTBEHHO HOBBIX BHYTPHUIIPO-
U3BOJACTBEHHBIX HCIBITAHUH U IIPEJENIOB.

b.l.a.5 VI3MeHeHNe aKTUBHOI (papMaleBTHYECKON CyOCTaHIINH BaK- VYcenosus TpeOyemast TOKMEHTAIHSL Bun npouenypet
LVHBI
a) 3aMeHa WK J00aBIICHHE HOBOTO CEPOTHIIA, IITAMMa, aHTUTeHA 1T

WM KOAMPYIOILEH MOCIIeI0BATEIbHOCTH HIM KOMOMHALIUS CEPOTH-
10B, IITAMMOB, aHTUI'€HOB WJIM KOJUPYIOIIHUX [TOCIe10BaTEIbHO-
creu

JlokyMeHTanus HeoOX0uMast JUIsl TPOBEICHHUS IKCIIEPTU3BI MOAN(DHUIMPOBAHHBIX BAKLIUH:
1. ConpoBOAUTENILHOE MUCEMO ¢ MOTHBUPYIOIIUM 000CHOBAHHEM;

2. INompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pa3zieiy (pa3zaenam) J0Che.

3. AKTyalaM3UpOBaHHbBIE JOKYMEHTHI 10 KayecTBY: I10 akTHBHOM (hapManieBTHUECKON CyOCTaHIINH:
1) oburast urdopmaius aKTHBHOTO BEI[eCTBA: Ha3BaHUE, CTPYKTYPa, OOIINE CBOWCTBA;

2) NpOU3BOAUTEINb, ONTMCAHNE IIPOM3BOJICTBEHHOT'O IPOLIECCa U €r0 KOHTPOJIb;

3) KOHTPOJIb UCXOHBIX MAaTEPHUAJIOB;

4) KOHTPOJIb KPUTHYECKUX ITAIIOB U MPOMEKYTOUHOM MPOLYKIIHH;

5) Bayuanus rnporecca U (WIM) ero OLeHKa;

6) pa3paboTKa IPON3BOJICTBEHHOTO IpOLIECcCca;

7) I0Ka3aTeIbCTBO CTPYKTYPBI U XapaKTEPUCTHKH;

8) mpumecu;

9) crierduKalys KauecTsa,

10) aHanMTHYECKHE METOMKH;

11) Banuaanus aHaIUTHYECKUX METOJIHK;

12) 1OKyMeHT, MOATBEPIKAAIOIINIT KaYeCTBO aKTUBHOTO BEILIECTBA TPEX cepHil (cepTHdUKAT aHaIM3a CyOCTaHIMH OT MIPOU3BOAMUTENS, IPOTO-
KOJI aHAJIN3a, aHAJTUTHYECKNH 1actopT);

13) o6ocHOBaHUE CHEU(UKAIHY;

14) cranpapTHbIe 00pa3IIbl UM BEIIECTBA;

15) cucrema ynakoBka (yKymopka);

16) pe3roMe OTHOCHUTEIBHO CTA0MIBHOCTH U BBIBOJIBI,

17) IIpoTOKOJ MOCTPETHUCTPALIMOHHOTO M3YUeHHsI CTAOMIIEHOCTH M 00513aTENbCTBa OTHOCUTENIFHO CTAaOMIIBHOCTH;

18) nanuble 0 cTabunbHOCTH. [10 roTOBOMY Ipenapary:
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1) HOKYMEHT, OJATBEPK QIO Ka4eCTBO FOTOBOTO MPOAYKTA TPEX cepuil (cepTudHKaT aHaIn3a, IPOTOKOJI aHAIN3a), OJHA CEPUsi KOTOPOTO
COBIIAJIaeT ¢ cepueit oOpaslia JIEKapCTBEHHOTO CPEJICTBA, I0JJAHHOI0 Ha PETUCTPALIUIO;

2) DOKYMEHT O IIPHOHOBOI 0€30MacHOCTH Ha BEIIECTBA KMBOTHOTO IIPOUCXOXK/ICHUS OT IPOU3BOAUTENS (TTOCTaBIINKA);
3) Ka4eCTBEHHBIH 1 KOJINYECTBEHHBIH COCTAB JICKapPCTBEHHOT'O Mpernapara (aKTHBHbBIE, BCIIOMOTaTeIbHBIC BEIIECTBA);
4) NOKyMEHT, TIOATBEPIKIAIOIIHI KAYeCTBO YIIAKOBOYHOTO U YKYIIOPOYHOTO MAaTepHaIOB TOTOBOT'O TPOLYKTa;

5) papmaneBTHUecKast pa3paboTka (omrcanue adc, BCIOMOTraTebHBIX BELIECTB, pa3padoTKa JIeKapCTBEHHOTO Mpernapara, pa3paboTka mpoms3-
BOZCTBEHHOT'O IPOLIECCa, COBMECTUMOCTH KOMITIOHEHTOB, M3JHILIKH, CTAOWIBHOCT, MUKPOOHOIIOrHYECKas YUCTOTA);

6) mpou3sBoacTBeHHAs Gopmya;

7) onmcaHue TEXHOJIOTHH IPOU3BOJICTBA;

8) KOHTPOJIB B TIpOIIECCE MTPOU3BOACTBA (ONEPALMOHHbINA KOHTPOJIb);

9) METO/IbI KOHTPOJISI HCXOAHBIX MaTEPHANIOB;

10) cepruukaThl KauecTBa Ha BCHOMOTaTeNbHBIC BEIIECTBA;

11) MeTobI KOHTPOJISI KAYECTBA MPOMEKYTOUYHBIX MTPOAYKTOB (TIPH HEOOXOAUMOCTH);

12) HOpMATUBHBIIA TOKYMEHT HPOU3BOAUTENIS IO KOHTPOIIIO KA4eCTBA M GE30MAaCHOCTH JISKAPCTBEHHOTO CPE/ICTBA B DJICKTPOHHOM BHIC B
dhopmare .docx;

13) Banmpanus METOMK UCTIBITAHUH JICKAPCTBEHHOTO TIperapara;

14) pe3ynbTaThl HCIBITAHUS CTAOMIBHOCTH CPOKOM HE MEHee 4eM | MecsI He MeHee Ha TPeX ONbITHO-IPOMBILIIICHHbIX CEPUAX C TapaHTHIi-
HOM 0053aTeIIbCTBOM O MPEJOCTABICHUH PE3yIbTaTOB HCCIEAOBAHUI CTAOMIBHOCTH, IIPOBEACHHBIX uepe3 3 (TpH) u 6 (1ecTs) MecsIes Ha 3
(TpH) MoCIeA0BATEIBHBIX IIPOMBIIIICHHBIX CEPUSX IIOCIIE 3aBEPIICHUS UCCICI0BaHUN CTa0HIbHOCTY;

15) nononuutensHast nHGOpMaLHs, TOATBEPXKIAFOIIAst KAYeCTBO (IIPH HEOOXOAUMOCTH).

4. 'apaHTHiTHOE MUCHMO JEpXKATENsl BPEMEHHOTO PErHCTPALMOHHOTO YIOCTOBEPEHHS (B IIPOU3BOJIBLHOM (POpME) O MPOBEICHUH KIMHUUECKUE
WCCIIEJOBAaHHSI IMMYHOT€HHOCTH BapHAaHTHOW BaKIMHBI, [TOCIIE TTOJIyYCHUS] BDEMEHHOW PErucTpariy.

IlaHHI:Ie 00 HUMMYHOI'€HHOCTU MOHOBJICHTHOU M TOJIMBAJICHTHOM BapPIaHTHOﬁ BaKIUHBI IPOTUB BAPUAHTHOI'O LIITaMMa (I_HTaMMOB) OLICHHBA-
I0TCS Ha OCHOBAHUH IIPEACTABJIICHHBIX NTaHHBIX:

KIIMHUYECKOT0 UCCIIeIOBaHNA MIMMYHOT€HHOCTH TP NIEPBUYHON BaKI[MHAIINY BAPHAHTHOW BaKIIMHON. PeKkOMeHyeTcs MpOBeCTH, KaK MHHU-
MYM, O/IHO HCIIBITAHHE Ha CyOBEKTax, paHee He BAKLIMHUPOBAHHBIX U 0€3 NPU3HAKOB NPE/IIEeCTBYIOLIEH HHPEKIUH;

KJIMHMYECKOTO MCCIE0BaHMS MIMMYHOI'€HHOCTH IIPH BaKI[MHALMK BAPUAHTHON BAaKIIMHOM (OTHOKpATHOE 103UPOBaHUE) CyOBEKTOB, paHee 1o-
JIYYUBIIMX MIEPBUYHYIO BAKLIUHALMIO POIUTENILCKON (MCXOHOM) BAKIIMHOM;

0 TUTPaxX HEUTPAIN3YIOUINX aHTUTEI, U3MEPEHHBIX 110 OTHOLICHUIO K COOTBETCTBYIOLIEMY IITAMMY (IITaMMaM) BaKI[HHEI, TO €CTh B POJIH-
TEJIBCKOH TPyIIIe BAaKIMHBI IPOTUB POJAUTEIHLCKOTO ITaAMMa ¥ B BAPHAHTHOW TPYyIIIE IIPOTHB BApHAHTHOTO MITaMMa (IITaMMOB); HIDKHSS Tpa-
Huna 95% MOBEpUTENFHOTO MHTEPBAIA Pa3HUIBI B YPOBHAX CEPOKOHBEPCHH AJISI BAaKI[HHBI C BAPUAHTHBIM IITAMMOM IO CPAaBHEHHIO C POJIN-
TEJbCKUM IITaMMOM He TpeBbImaeT -10%;

CEPOKOHBEPCHA ONPEALTIACTCA KaK YETBIPEXKPATHOC YBEJIMYCHUE TUTPA OT COCTOAHUS A0 BaKIIMHAIIMN K COCTOSHUIO NOCTBAKIIMHALINH,

JUISt MOAUGUIIMPOBAHHON BAKIIMHBI (M3MEHEHHbIH BapUaHT (IUTaMM), UCIIOJIb30BAHHbBIH B HHAKTUBUPOBAHHBIX BAKLIMHAX MJIM U3MEHEHHbIH Ba-
puanT 6enxa, MPHK un uHO# cyObeAMHHUIIBI) IPEAOCTABIAIOTCS 1OKA3aTENbCTBA, YTO BApUAHTHBIE BAKLIUHBI IIPOM3BOJISTCS TEM XKe IPOU3-
BOJUTEIIEM C HCIIOIb30BaHHEM TOTO XK€ IIPOLECCa, YTO ¥ OPUTHHAIBHBIC BAKIMHEI, KITHHIYECKast 3 (eKTUBHOCTH KOTOPOH ObLIA IIPOIEMOH-
CTPHUPOBAHA; 1O TOAPOOHOMY OINHUCAHHIO COOCTBEHHO MCIIOIB30BAaHHOTO MTaMMa win Oeinka, MPHK wnnn nHoit cyObeanHupl, ¢ Gpukcarmeit
OTJIMYHMH OT UCXOJHOTO BapUaHTa (CPAaBHUTENIbHAS XapaKTEPUCTHKA IITAMMOB WM CYOBEIMHHUIL);

0 0€30MacHOCTH, COOPAHHBIX B XOJI€ HCTIBITAHHH KMMYHOT€HHOCTH BAPUAHTHON BaKIMHBI. JJOKyMEHTALMS TPEACTABISAETCS C YIETOM PYKO-
BojacTBa BO3.

b.I. 6) Kontpons kauecTBa akTUBHOM (hapMalleBTUUECKON CyOCTaHIIUU

b.1.6.1 M3menenue napaMeTpoB crienupuKanyy 1 (M) KpUTEpUeB IPUEMIIEMOCTH aKTUBHOU (apma- VYcnosus Tpeodye- Bun
LEBTUYECKOH CyOCTaHIUH, HCXOJHOTO MaTepHala (IpOMEeXyTOYHOTO IPOAYKTa) PEaKTUBA, HCIOIb3Y- Masi JOKY- 1o-
eMBIX B TIpoliecce NPOM3BOACTBA AKTHBHON (hapMalieBTHUECKOH cyOcTaHIu MEHTaIHs 1e-
ay-
pEI
a) YrkecTO4eHHE KPHTEPUEB IPHEMIIEMOCTH CIie(HKALIHN JTeKapCTBCHHEIX TIPENapaToB, MOIeKa- 1,2,3,4 1,2 1A
IIUX BBITYCKY CepUi OQUIUAIBHBIM KOHTPOJIBHBIM OPTaHOM
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0) YikecTo4eHHE KPUTEPHEB IPUEMIIEMOCTH CrieluduKaum 1,2,3,4 1,2 1A
B) /loGaBienue B crienu(pUKannIo HOBOTO MTapaMeTpa M COOTBETCTBYIOIIETO €My METO/1a UCIIBITAHUS 1,2,5,6, 1,2,3,4,7 1A
7
r) UckioueHne He3HAYUTEIBHOTO TapamMeTpa crenuuKanuy (Hapumep, UCKIIIOUeHHE YCTapeBLIEro 1,2,8 1,2,6 1A
rapameTpa)
1) Uckmouenne napamerpa crielupUKauy, KOTOPbIi CYIIECTBEHHO MOBIMSAET Ha COBOKYITHOE Kaue- 11
CTBO aKTHUBHO#1 (hapMareBTHYECKOW cyOCcTaHMK | (MJIH) JISKAPCTBEHHOTO TpernapaTa
¢) Uamenenue, BhIXOIIEE 32 OOOPEHHBIN THANa30H KPUTEPHUEB MPUEMIIEMOCTH Crieln(pHKALINI aK- II
THUBHOH (hapMaleBTHYECKOH CyOCTaHIHH
k) Pacummpenue 0J00peHHBIX KPUTEPUEB PUEMIIEMOCTH CIIE(DUKAILIMN Ha HCXOIHbIE MAaTEPUAIIBI 11
(TIpOMEKYTOYHBIE TIPOAYKTHI), KOTOPBIE CYIIECTBEHHO BIMSIOT Ha COBOKYITHOE KaYeCTBO aKTUBHOM
(hapmarieBTHUECKOM CyOCTaHIIMU U (MIIH) JIEKApCTBEHHOT0 Ipernapara
3) [loGaBnenne wim 3ameHa (MCKIIroYast OMOJIOTHYECKYI0 1 HIMMYHOJIOTHUYECKYIO CyOCTaHIINIO) Mapa- 1,2,3,4, 1B
MeTpa crelu(UKAIMU U COOTBETCTBYIOIIETO €My METO/1a HCIBITAaHUS U3 COOOpaXKeHHI 6e301acHOCTH 5,7
WM KayecTBa
n) Ecni Ha akTHBHYI0 papManieBTHYECKYI0 CyOCTaHIMIO OTCYTCTBYET CTaThs [ ocynapcrBenHoi dap- 1,2,3,4, IB
Mmakornee Pecriyonuku KazaxcraH, n3MeHeHHe COOCTBEHHBIX JaHHBIX crienn(UKALNN HA JTaHHbIE 5,7
HeopHIUaIbHOH (hapmakonen wiH hapMaKoen TPEThEH CTPaHbI

YcnoBust

1. I3MeHeHue He SIBIISeTCs CIISICTBUEM JTI000ro 0053aTelIbCTBA, IPUHATOTO 110 PE3yJIbTaTaM paHee NPOBEACHHBIX KCIIEPTH3 C LETIbIO Iepe-
CMOTpa KPUTEPHEB MPUEMIIEMOCTH cHe(UKALMY (HAIPHMEp, B X0/I¢ PErUCTPAIMH JICKApCTBEHHOTO MpeIapaTa Wi BHECEHUH HU3MEHEHHI
II Tuna).

2. V3MeHeHue He SIBISIETCS CIICACTBUEM HENPEABUICHHBIX CUTYaluil, BO3HUKIINX B XOJI€ IPOM3BO/ICTBA, HAPUMEP, HOBOH HEKBATU(UIIMPO-
BaHHOW NMPUMECH, U3MEHEHHUS PEAEIIOB COACPKAHUS CYMMBI IPUMECEH.

3. JIro6oe n3MeHeHHe yKIIaJbIBAIOTCS B IMAIIA30H TEKYIINX 0I00PEHHBIX KPUTEPUEB IPUEMIIEMOCTH.
4. AHanuTHuYeCcKas METOJMKA HE U3MEHSETCS MJIM U3MEHSETCS] HE3HAYNTEINBHO.

5. Hu oH HOBBI METO/ MCIIBITAHUSI HE OCHOBAH Ha HOBOM HECTAHIAPTHOW METOJOJIOTHHU I CTaHIaPTHOH METOI0JIOTHH, HCIIONB3YEMOii
[O-HOBOMY.

6. HoBblit METO/T HCTIBITAHHS HE SIBISCTCS OMOIOTHYECKIM (MMMYHOJIOTHIECKIM) (MIMMYHOXHMHYIECKHM) HIIH METOIOM, B KOTOPOM HCIIOIb-
3yeTCsi OMOIOTHYECKHIA PEaKTUB Ik OMOJIOTUIeCKON aKTUBHOI (hapMalieBTHYECKOH CyOCTaHIMHK (32 UCKITIOUEHHEM CTaHIaPTHBIX (hapMaKo-
MEHHBIX MUKPOOHOJIIOTHYECKUX METOJIOB).

7. 3menenue 000ro Matepuaa He 3aTparuBaeT reHOTOKCHYHYIO puMech. Eciii BoBieueHa akTuBHas (apmanieBTiyeckas cyOcTaHIuys, 3a
UCKIIIOYEHHEM OCTATOUHBIX PaCTBOPUTEINEH, KOTOPbIE COOTBETCTBYIOT IIpeiellaM COOTBETCTBYIOIIEH craThe "'ocynapcTBenHoi Dapmakornee
Pecny6nuku Ka3axcran, KOHTpOIIb 110001 HOBOI IIpUMecH cOOTBETCTBYIOT I'ocynapcrBenHoi ®apmakonee Pecrrybnuku Kazaxcran.

8. [Tapamerp crenuduKanuy He 3aTparuBaeT KPHTHIECKUI TapaMeTp, HalpuMep, 000 U3 CIeyONHX: KOINIECTBEHHOE OIIpeieIeHUE,
HpHMecH (€CIIH TOIBKO ONpeieeHHbI PACTBOPHTENb OJHO3HAUHO HE UCIONb3YeTCs B IPOM3BOACTBE aKTHBHON (papManeBTHIECKOH CyOcTaH-
1K), 1100ast KpuTudeckas GU3MUecKas XapaKTepUCTHKA, HATPHIMEp, pPa3sMep YacTHII, HACBIIHASA INIOTHOCTh A0 H IOCJIE YIJIOTHEHHUs], HCIIbITa-
HHE Ha NOJIMHHOCTb, BOJA, JIF00O0H 3a1poc Ha MPOITYCK UCIIBITAHUS.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3/ieiy(pa3zienam) J0Che.

2. CpaBHHTEIbHAS TAOIMIA TEKYIIUX U NIPEAIaraéMbIX crienu(uKauii.

3. TloapoOHOe omucanue 000N HOBOH aHAJTUTHYECKOH METOMUKH H IAaHHBIC BATMIALMH (B COOTBETCTBYIOIIHX CIIyJasx).

4. JlanHble aHanmM3a IBYX MPOMBIIUICHHBIX CEPUii (B OTCYTCTBHE 00OCHOBAaHHSI 0OPATHOTO A7 OMOJIOTHYECKHUX aKTHBHOM (hapMarieBTHIe-
CKUX CYOCTaHIMI — TP CEPHK) COOTBETCTBYIOIICH aKTUBHOI (DapMaleBTHYECKO# CyOCTaHIMK 10 BCEM MapaMeTpaM CrennuprKaium.

5. B cooTBeTCTBYIONIMX CTydasiX JaHHbIE TECTa CPABHUTEIbHOW KHHETHKH PACTBOPEHHUS JIEKAPCTBEHHOTO MpenapaTa, COAEPKaIIero akTUB-
HYI0 (hapMaLeBTUYECKYIO CYyOCTaHIIHIO, 10 MEHBIICH Mepe, U3 OIBITHO-ITPOMBIIUICHHOW CEpHHU, COOTBETCTBYIOLIYIO JEHCTBYIOIIUM U IIpe/Jia-
raeMbIM crienuuKanusM. B OTHOIEHNH J1eKapCTBEHHBIX PACTUTENBHBIX IIPENapaToB JOCTaTOYHBI JaHHbIE CPAaBHUTEIBHON PaciagaeMOCTH.

6. O6ocHOBaHMeE (OLEHKA) PUCKOB CO CTOPOHBI AePKATEIsl PErUCTPALMOHHOTO yaocToBepeHus win aepxatens MOADC cooTBETCTBEHHO,
HOATBEPKIAIOMINE, YTO BHYTPUIIPOM3BOICTBEHHBIIH NapaMeTp ABIISAETCS HE3HAYUMbBIM MJIH YCTAPEBIINM.
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7. O60CHOBaHHE CO CTOPOHBI ACPIKATENS PErHCTPALUOHHOr0 yaocToBepeHus win aepikarensi MOADC cooTBETCTBEHHO HOBBIX ITapaMerpa
criel(pUKAILMU U KPUTEPHUEB TPHEMIIEMOCTH.

b.1.6.2 Mi3MeHenue aHaNMTHIECKOH METOAMKH aKTUBHOH (hapMarieBTHIeCKoi CyOCTaHIIMN MIIU UCXOIHOTO Ycnosus Tpe- | Bun
Marepraa (IpOMEeXyTOYHOTO MPOYKTa) PEaKTHBA, UCIIOIb3yEMbIX B IIPOLIECCE MIPOU3BOICTBA aKTUBHOM Oye- po-
(hapMmarieBTHUYECKO CYyOCTaHIIUH Mast 1e-
no- ay-
Ky- pH
MEH-
Ta-
Hst
a) HesnaunMmbie n3MeHeHUsI 0JOOPEHHON aHATUTHIECKOW METOIUKH 1,2,3,4 1,2 1A
6) UcknroueHne aHATUTUIECKON METOAUKN aKTUBHOI (hapMareBTHYECKOM CyOCTaHI[MK HITH HCXOJHOTO Ma- 7 1 1A
Tepuana (IPOMEKYTOYHOTO POYKTa) PEaKTHBA, €CIIHM aIbTePHATHBHAS €l aHATUTHYECKAst METOIHKA yiKe
o00peHa
B) [Ipoune n3MeHeHHs aHATUTHYECKOW METOJUKH (BKITIOUAs 3aMEHY WM 100aBlICHHE) PeakTHBa, KOTopas 1,2,3,5,6 1,2 1A

HE OKa3bIBA€T 3HAYUMOTI'0 BIIMSIHUSA Ha COBOKYITHOC KaU€CTBO AKTUBHOM (bapMaueBTqucxoﬁ Cy6CTaHL[I/II/I

r) CylecTBeHHOEe M3MEHEHUE MM 3aMeHa OMOJIOTHUECKOTr0 (MMMYHOJIOTHYECKOr0) (MMMYHOXHMHUYECKOT0) II
METO/1a UCIIBITAHHS UM METOJIa, B KOTOPOM MCIIOJIb3yeTCs OMOJIOrnYecKuil peakTuB A1 OUOJIOrMYeCcKOoH
aKTUBHOM (papManeBTHIECKOH CyOCTaHINN

1) [Tpourie M3MEHEHNUs aHATUTUYECKON METOIMKH (BKJTIOUast 10OABJICHUE WM 3aMEHY) aKTHBHOI (hapMa- 1,2 IB

LEBTUYECKON CyOCTaHIIMU MJIM UCXOAHOTO MaTepraia (IPOMEXyTOUYHOTO MPOIyKTa)

VYcnoBus

1. IIpoBeaena HeoOXoAMMAsT BATUAALIMS, TOITBEPIKAAIOIIAs TO, YTO OOHOBIICHHAs aHAJTMTHYECKAs: METO/IMKA, 110 MEHBIIICH Mepe, SKBUBAJICHT-
Ha MpeabIayIei.

2. Ilpenernsl copepKaHusl CyMMBI IPUMECEH He H3MEHHIINCh, HOBbIE HEKBAIN(HIINPOBAHHBIE IPUMECH HE 0OHAPYKEHBI.

3. Merox aHanm3a He U3MEHMWICS (HanpuMep, N3MEHEHNE JUTHHBI KOJIOHKU MJIM TEMIIEpaTyphl, HO HE APYTO# BU KOJOHKH MIIH METON).

4. MeToJ UCIIBITaHHSA HE SBISCTCS OHONOIHYCCKIM (MMMYHOJIOTHIECKIM) (MIMMYHOXHMHYECKUM) HJIH METOJIOM, B KOTOPOM HCIHOIB3YeTCs
OMOJIOTHYECKHI PEaKTHB JUIsl OMOJIOTHYECKON aKTHBHOM (hapMaleBTUUECKON CyOCTaHIINH (32 HCKIIIOUCHUEM CTaHIapTHBIX (papMaKoneHHbIX
MHUKPOOHOIIOTHYECKUX METOJIOB).

5. Hu oquH HOBBIIT METOZ HCHIBITAaHUSI HE OCHOBAH HAa HOBBIX HECTAHJIAPTHBIX METOJAX WM CTAaHAAPTHBIX METO/aX, UCIIOJIb3YEMbIX O-HOBO-
My.

6. AxTHBHas (papmaleBTHUYECKas CyOCTaHIMs HE SBJISETCS OUONIOrHYeCcKOi (MMMYHOIOTHYECKOH).

7. AnbTepHaTHBHAs aHATUTHYECKAst METO/IMKA JUTS TapaMeTpa crieluduKaniy yxe 0400peHa, U ITOM TaKas METOJMKa He OblIa BKIIOUCHA
nocpeactsoM [A-yBenomieHus.

JlokymeHTamms

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIINM) pa3aeny(pasaeiiaM) 10Che, BKIT0Yask OMHCAHIE aHATUTHIECKOW METOIOJIOTHH, PEe3to-
M€ JIaHHBIX BaJIUAALNH, IEPECMOTPEHHBIE cre(DUKAMN Ha IpUMecH (€CIIU IPUMEHUMO).

2. CpaBHHTEIbHBIE PE3Y/IBTATHI BAIUIALMH WM, IPH HATMYUH 000CHOBAHHS, CPAaBHUTEIILHBIC PE3yJIbTaThl aHATIM3a, HOATBEPHKAAIOIINE, YTO
TEKyIIee U pe/iaraeMoe UCIbITaHNE 3KBUBAJIICHTHBI. Hacrosiee TpeOoBaHNe HE IPUMEHSETCS, €CIN 100aBIIsIeTCs] HOBasl aHAIMTHYECKast
METO/IHKA.

b.I. B) YakoBO4HO-yKynopo4Hasi cuctema

b.1.B.1 lI3MeHeHune nepBUYHOMN YIIAKOBKH aKTHBHOW (hapMalieBTHUECKON CyOCTaHIIMU VYeno- | Tpebyemas Bun
BUSI JIOKyMEHTa- po-
st ueny-
pbI
a) KauecTBeHHBI U (MJIH) KOTUYECTBEHHBIH COCTaB 1,2, 1,2,3,4,6 1A
3
6) KauectBeHHbIi 1 (MJIH) KOJINYECTBEHHBIH COCTAB ISl CTEPUIIBHBIX WITH HE3aMOPOXKECHHBIX OHOJIOTH- II
YeCKUX (MMMYHOJIOTHYECKHX) aKTUBHBIX (papMaleBTUUECKIX CyOCTaHIIN
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B) XKuzkue aktuBble papManeBTHUECKUE CyOCTaHIIMN (HECTEPUIIbHBIC) | | 1,2,3,5,6 1B

YcnoBust

1. [To cooTBETCTBYIOIIUM CBOMCTBAM IpeUlaraeMblii yIIakOBOUHBII MaTepuall, 10 MEHbILEeH Mepe, COOTBETCTBYET K SKBUBAJIEHTHBIM 0100-
PEHHOMY.

2. HauaTbl COOTBETCTBYIOLINE UCCIIEIOBAHMUSI CTAOUIBHOCTH B COOTBETCTBHH C YCTAHOBJICHHBIMU TPEOOBAHMSIMU U YCIYTOMOIyYaTeIeM Ha
MOMEHT BBEJCHHSI U3MEHEHHH TPOaHaIM3UPOBAHbBI COOTBETCTBYOLINE HAPAMETPhl CTAOMIFHOCTH HE MEHEe YeM Ha JIBYX OIBITHO-IIPOMBIILI-
JICHHBIX WJIM IPOMBIIIJIEHHBIX CEPUSX, B €T0 PACIIOPSHKEHUN HAXOAATCS yIOBICTBOPUTEIbHBIE PE3YJIBTAThI, 10 MEHbLIEH Mepe, 3-MeCs/YHOro
u3ydeHus crabmipHocTH. OHAKO, €CIU IpeJylaraeMas yrakoBka 6oJiee yCTOHUMBA 110 CPABHEHUIO C 3aperUCTPUPOBAHHOMN, TO TpeXMecsy-
HBIC JJaHHBIE 110 CTA0MIBHOCTH He Tpebyrores. [1o 3aBepIIeHNN TaKUX MCCIICOBAHUM, €CIIM Pe3yIbTaThl HE YKJIAQABIBAIOTCS B CIICIM(UKAIAT
WM NOTEHIUATBHO HE YKIIAIbIBAIOTCS B ClICHU(UKALINK HA KOHEIl CPOKa TOTHOCTH (IIepHo/ia) MOBTOPHOTO MCIIBITAHUS, UX HEOOXOIUMO
HEMEJICHHO TPEJICTaBUTh YIIOJTHOMOUYCHHOMY OpraHy Hapsay ¢ IpejylaraéMbIM INIaHOM AEHCTBUIL.

3. Uckirouas cTepuiIbHbIC, XKHIKHE U OHOJNIOTHYeCKHe (MMMYHOJIOTHYECKHE) aKTUBHbBIE (DapMalleBTHYECKUE CyOCTaHIINH.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ieny(pasaenam) JoChe.

2. HeoOxomMble JaHHBIE 0 HOBOW YIaKOBKE (HaIlpuMep, CPaBHUTEINIBHBIC JaHHbIC MO IPOHULIAeMOCTH, Haripumep, st 0%, CO? Biarn),
BKJIFOYAsi [TOJTBEPK/ICHHUE TOTO, YTO MaTepHal COOTBETCTBYET COOTBETCTBYIOMINM (papMaKoOICHHBIM TPEOOBAHMSM O IIACTHYECKUX MaTepHra-
J1axX ¥ 00BEKTax, KOHTAKTHPYIOIIUX C IMUIIEBBIMHU ITPOTYKTAMH.

3. B cOOTBETCTBYIOLIMX CIy4asx HEOOXOIMMO MPEICTABUTh HOATBEPKICHHE TOTO, YTO B3aUMOJICHCTBHE MEX/TY COIEPIKUMBIM U yIIAKOBOY-
HBIM MaTepHaoM He IPOUCXOUT (HAalpuMep, OTCYTCTBYET IepeMeIleHHe KOMIIOHEHTOB NpelaraeéMoro MaTepuaia B €ro CoIepKUMoe, KOM-
MOHEHTBI JIEKAPCTBEHHOT'O Iperapara He Nepexo/iT B YIaKOBKY ), BKJIIOUas TOATBEPIKICHUE TOTO, YTO MaTepua COOTBETCTBYET COOTBET-
CTBYIOIIUM (hapMaKONEeHHBIM TPEOOBAHUSIM O TUIACTUYECKHX MaTepHanax U 00bEeKTaX, KOHTAaKTHPYIOIINX C MUIIEBBIMH IPOIYKTaMHU.

4. lexnapanus qepkaTeist perucTpaiuoHHOTo yiocToBepeHus win aepxkaresss MOADC, uro Tpedyemble ncciieI0BaHUS CTaOUIBHOCTH Ha-
YaThl B COOTBETCTBHUU C YCTAHOBJICHHBIMH TPEOOBAaHMAMH (C yKa3aHUEM HOMEPOB CEpHii); M UTO (B COOTBETCTBYIOIIHX CIIydasix) HA MOMCHT
BBEJICHUSI U3MEHEHHUII B €T0 PACIIOPsHKEHUH HaXOAMINCH TpeOyeMble MUHUMAIIbHbIC YIOBIETBOPUTEIbHBIE JaHHBIE IO CTAOMIBHOCTH; M 4TO
UMEIOIIHMECS ITaHHbIE HE CBUJICTENILCTBOBAJIM O KaKOH-1100 npobieme. HeoOxoaMmo Takoke NpecTaBUTh MOATBEP)KACHHUE TOTO, YTO UCCIIe0-
BaHUs OylyT 3aBEepILIEHBI,  YTO €CJIM PE3y/IbTaThl He OyyT yKIaabIBaThCs B e (UKALMK HIN TOTEHIMAIBHO HE YKJIA/IbIBATHCS B CIICLIU-
(hukanmy Ha KOHEIl CpOKa rOJJHOCTH (IIEpHO/1a) HOBTOPHOTO MCIBITAHUS, X HEMEUICHHO MPEICTABAT YIOJIHOMOYCHHOMY OpraHy Hapsiay ¢
IIpeUlaraéMbIM IIaHOM J€HCTBUN.

5. Pe3ynbrathl nccienoBaHmil CTaOMIIBHOCTH, POBEICHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMH, IO 3HAYMMBIM ITapaMeTpaM
CTaOWIIBHOCTH HE MEHEe YeM Ha JIBYX OIBITHO-IIPOMBIIUICHHBIX WM MPOMBIIUICHHBIX CEPHSX, OXBATHIBAIOIINX HE MEHEE TPEX MECALEB, U
MOATBEPIKIIEHUE TOTO, YTO YKa3aHHbIE UCCIIEA0BAaHUS Oy/LyT 3aBEPILEHBI, U €CIM Pe3yJIbTaThl He OyyT YKJIAAbIBaThCS B CIICLM(BUKALIMT UITH
MOTEHIIMAJILHO HE YKJIA/IBIBAThCs B ClieHM(UKALNI Ha KOHEI[ CpOKa FOAHOCTH (TIepro/ia) TOBTOPHOTO UCIBITAHHS, HX HEMEJICHHO TIPEJICTa-
BAT YIIOJIHOMOYEHHOMY OpTraHy Hapsity ¢ IpeiJiaracMbIM IJIaHOM JICHCTBUM.

6. CpaBHEHHE ICHCTBYIONMNX U IpeIaraeMblX creupHUKaiii IepBUYHON YIIAKOBKH (€CIIH IPUMEHIMO).

b.1. B. 2 lI3MeHeHNE apaMeTpoB CHEUpUKAIU U (WIH) KPUTCPHEB IIPUEMIIEMOCTH IIEPBUYHON yIia- VYeno- | TpebGyemast Bun
KOBKH aKTHBHOH (hapMaIieBTUUECKOH CyOCTaHITHI BUS JIOKyMEHTa- npo-
s neny-
pbl
a) YKecTOueHHE KPUTEPUEB MTPUEMIIEMOCTH CIIEHU(PHUKAIIH 1,2, 1,2 1A
3,4
0) [lobGaBnenune B cienuQpUKaIM0 HOBOTO ITapaMeTpa U COOTBETCTBYIOLIEMY €My METO/1a UCIBITAHMH 1,2, 1,2,3,4,6 1A
5
B) MckiroueHne HeCcyIeCTBEHHOro apaMeTpa crienudukanuy (HarpuMep, HCKII0UeHHE yCTapeBILEro 1,2 1,2,5 1A
rapameTpa)
r) Jlo6aBienue mim 3aMeHa rnapaMmerpa crequUKauu 3 cooOpakeHuii 0e30IIaCHOCTH MIIH KauecTBa 1,2,3,4,6 1B
VYcnosus

1. I3MeHeHue He SIBISETCS CIIEICTBUEM KaKOro-1n0o 0053aTeNnbCTBa, IPUHSTOTO MO pe3ybTaTaM paHee HPOBEJCHHbIX IKCIIEPTU3 C LEIIBIO
aHaJIn3a KPUTEPUEB NIPUEMIIEMOCTH Crieln(pUKanny (Hampumep, B X0/1e PErUCTPALMHU JIEKApPCTBEHHOTO Iperaparta Wik BHECEHHS! M3MEHEHHUH
1 Tuna), ecitu TOJILKO OHO paHee He PACCMOTPEHO U 0I00PEHO B KAUeCTBE MEPBI MOCIISYIOIIEro HAaOII0ACHUSL.

2. I3meHeHue He SBISETCS CIISICTBUEM HENPEeIBUICHHbIX CUTYalUi, BO3HUKILIHNX B X0/1€ IPOU3BOJICTBA YIIAKOBOYHOT'O MaTepHaa Wi Mpu
XpaHeHUH aKTUBHOM (papMarieBTHIeCcKO cyOcTaHIUH.
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3. JIro60e u3MeHeHHe yKIIaJbIBAIOTCS B IMAIIA30H TEKYIIUX 0I00PEHHBIX KPUTEPUEB IPUEMIIEMOCTH.
4. Ananuruyeckas METOIMKA HE U3MEHSETCS MM U3MEHSETCS He3HAUUTENIbHO.

5. Hu oquH HOBBII METOZ MCHBITaHUS! HE OCHOBAaH Ha HOBOM HECTAaHIAPTHOM METOJOJIOIMHU MIIU CTaHJAPTHOH METOM0I0THHU, UCTIONb3YeMOM
O-HOBOMY.

JlokymeHTamms

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3jieny(pa3aenam) 10Che.

2. CpaBHHTeNbHAS TAOIUIIA TEKYIMX U TPeIaraeMbIX crieluuKamnmii.

3. IloppoOHOE onrcaHKe 000 HOBOW aHAIMTUYECKOW METOAMKY M AaHHbBIC BATUIAIMHU (B COOTBETCTBYIOIIUX CIYYasiX).
4. JlaHHBIC aHAJIM3a JIBYyX CEPHUil yIIaKOBOYHOTO MaTepHalla 110 BCEM MapaMeTpam Creu(pUKaIuy.

5. ObocHOBaHHME (OLIEHKA) PUCKOB CO CTOPOHBI JIepyKaTelss PErUCTPALIMOHHOTO YAOCTOBepeHus WK aepxarens MOADC coOTBETCTBEHHO,
MOATBEPIKIAIOIINE, YTO BHYTPUIIPOM3BOICTBEHHBIIH MTapaMeTp SBIISCTCS HE3HAYUMbIM HIIH YCTAPEBIIUM.

6. ObocHOBaHME CO CTOPOHHI Aeprkatens PY mmn nepxarens MOA®DC cooTBETCTBEHHO HOBBIX ITapaMeTpa CHEU(HUKAUN U KPUTCPHUEB TIPHU-

E€MIIEMOCTH.
b.I. B. 3 3meHeHre aHATUTHYIECKOW METOIMKH HCITBITAHUS [IEPBUYHON YITAKOBKH aKTHBHOU (apmarieB- | Ycmo- | Tpebyemas Bun
THUYECKOM CyOCTaHIINU BUS JIOKYMEHTa- po-
nus neny-
pbI
a) HesHaunTenbHbIC M3MEHEHNS YTBEPKACHHON aHATUTHYECKOH MEONKI 1,2, 1,2 1A
3
0) [Ipounie M3MEHEHNS AaHATUTHYECKON METOANKY (BKIIIOYast T0OABICHUE WIIH 3aMEHY) 1,3, 1,2 1A
4
B) MckiroueHre aHaINTH4eCKOH METOIUKH, €CIIH aJbTePHATUBHAS €if MeTO/IMKaA YKe YTBep)KACHA 5 1 1A

VcenoBus

1. CornacHO COOTBETCTBYIOIINM JOKyMeHTaM Pecrny0Oiuku Kazaxcran, mpoBeeHa He0OX0oAnMast BaTUIAIINS, TOTBEPIKAAIOIIAs TO, YTO 00-
HOBJICHHAsI aHAJIMTHYECKasi METOIMKA, 110 MEHbIIeH Mepe, SKBUBAJICHTHA MpeAbLIyIeil.

2. MeTOJI aHaJM3a HC U3BMCHUIICA (Hanpnmep, WU3MEHCHUEC UIMHBI KOJIOHKH UJIA TEMIIEPATypPhl, HO HE I[pyl"Oﬁ BH/J] KOJIOHKH HJIH MeTOI[).

3. Hu oy HOBBI METOZ MCIIBITAaHUH HE OCHOBAH Ha HOBBIX HECTAHJAPTHBIX METOJAX MJIM CTAHAAPTHBIX METO/aX, HCHOJIb3YEMbIX 0-HOBO-
My.
4. AxtuBHas (apManeBTHIECKas CyOCTaHIHSA (JIEKapCTBEHHBIN IperapaT) He SBIAIOTCSA OHONOrMYECKUMH (MMMYHOIOTHIECKUMH).

5. B oTHOWIEHNH TapamMeTpa CIEHU(PUKAIMI COXPAHSIETCS aHATNTHYECKas METOIUKA, IPH 3TOM TaKas METOIHKa He Oblia [o6aBieHa mocpe-
ctBoM IA (yBemomieHus).

JloxymeHTauus

1. TTonpaBka K COOTBETCTBYOIIEMY(COOTBETCTBYOILIM) paszeny(pa3aenam) Jocke, BKIK0Yas OMHCAHNEe aHATMTHYECKO METOIOIOTHH, Pe3ko-
M€ JIaHHBIX BaJIIAINH.

2. CpaBHHTEIIBHBIE PE3YJIBTATH] BAJIMJAUY WIH, TP HATWYAN 000CHOBAHMS, CPABHUTEIIBHBIC PE3YJIBTAThl aHAIN3A, [TOTBEPKAAIOIIUE TO,
YTO TEKyILIee U Mpe/iaraeMoe UCIIbITaHHe IKBUBAJICHTHBI. HacTosiee TpeboBaHue HE MPUMEHSIETCS, €CiU T00aBIIseTCs HOBasi aHATUTHYC-
CKasi METOJIUKA.

b.I. r) CtabunbpHOCTh

b.Lr. 1 M3MeHeHue nepro/ja MOBTOPHOTO UCIIBITAHUS (IIEPUOA XPAHEHUST) MIIN YCIIOBUI Xpa- VYeno- | Tpebyemas noxy- Bup npo-
HEHHUS aKTUBHOM (papManeBTHYECKOi CyOCTaHIUHY, €CIIU B PETUCTPAIIMOHHOM JIOCHE OTCYTCTBY- | BHA MEHTaLus Lexypbl
eT ceprudukar coorBeTcTBUs EBporneiickoit @apmakoren, 0XBaThIBAIOIINI TIEPUOJ TIOBTOPHO-
TO UCIIBITAHUS

a) [leproa MOBTOPHOTO MCHBITAHUS (TIEPUOJ] XPAHCHHS) 1 1,2,3 1A

1. Cokparenue

2. VBenu4eHue mepro/ia MOBTOPHOTO UCTIBITAHUS ITyTEM SKCTPAMOJISIINHU JAHHBIX M0 CTaOWIIb- 11
HOCTH, HE COOTBETCTBYIOILEH JoKkyMeHTaM Pecriy6onmku Kazaxcran (*)

11
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3. VBenu4eHue neproia XpaHeHus! OHOJIOrHYecKoi (MMMYHOJIOTHUECKOI) akTHBHOH (hapma-
LIEBTUYECKOH CyOCTaHIMM, HE COOTBETCTBYIOIINE 000PEHHOH pOorpaMMe H3y4eHHs CTaONITb-
HOCTH
4. YBenu4eHne WiIn BBEJCHUE [IEPHO/a IIOBTOPHOTO UCTIBITAaHUSA (TIEPHOA XPAHSHNUS ), TIO- 1,2,3 1B
TBEPIKACHHOTO JaHHBIMH €CTECTBEHHOTO XpaHEHHS
0) YcnoBust XpaHeHUs
1. Mi3mMeHeHue ycrnoBuil XxpaHeHHs: akTUBHOE (papMalieBTHUECKO# CyOcTaHInK Ha OoJiee CTpo- 1 1,2,3 1A
rue
2. I3MeHeHue yCcIoBuil XpaHeH s OMOTIOTHYeCKHX (MMMYHOJOTMYEeCKUX ) aKTHBHBIX (hapMarieB- 1T
TUYECKHUX CyOCTaHIIMHI, €CITM UCCIICJOBAaHNs CTAaOMILHOCTH TPOBE/ICHBI HE B COOTBETCTBHH C Te-
KYIIUM yTBEPKJCHHBIM ITPOTOKOJIIOM CTa0HIBHOCTH
3. 3meHeHue ycloBui XpaHeHUs! akTUBHON (papMalieBTHYEeCKOH CyOcTaHIuU 1,2,3 IB
B) M3MeHeHMe yTBepKAeHHOH POrpaMMbl H3yUeHUsl CTaOMIIBHOCTU 1,2 1,4 IA

YcnoBust
1. I3MeHeHne He SIBISIOTCS CIEICTBUEM HEIIPEABUACHHBIX CUTYAINii, BOSHUKIINX B X0JI€ IPOU3BO/ICTBA, HIIM U3MEHEHHUS CTAOMIBHOCTH.

2. I3MeHeHus He TIPUBOAAT K PACHIMPCHUIO KPUTEPUCB IPUEMIIEMOCTH UCIIBITYEMBIX ITapaMETPOB, UCKIIIOYCHUIO ITapaMeTpa CTaOMIIBHOCTH
WU CHYDKCHHIO YaCTOTHI MCIIBITAHUM.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3ieny(pasaenaM) qocke. Heo6XoquMo mpecTaBuTh Pe3yibTaThl COOTBETCTBYO-
IMX MCCIIEA0BAHUI CTAOMIBHOCTH B PEAIbHOM BPEMEHH, IPOBEAECHHBIX B COOTBETCTBUU C COOTBETCTBYIOIIUMHU PYKOBOACTBAMH 110 CTAOMIIb-
HOCTH HE MEHEE 4eM Ha JIBYX (151 OMOJIOTHYECKUX JIEKAPCTBEHHBIX IPENAapaTOB — TPEX) OIBITHO-ITPOMBIIUICHHBIX WM MPOMBIIUICHHBIX Ce-
PYSIX aKTUBHOM (hapMalleBTHIEeCKON CyOCTaHINH, YIIAKOBAHHOH C IIOMOIIBIO 3apETHCTPUPOBAHHOTO YIIAKOBOYHOT'O MaTEPHalIa, U OXBATHIBAIO-
IIMX BECh MpeIaraeMblii IEPHOJT TOBTOPHOTO HCIIBITAHUS MIIH TIPEJIaraeMble YCIOBUS XPaHEHUS.

2. IloaTBepkaAeHUE TOTO, YTO UCCICOBAHUS CTAOMILHOCTH MPOBE/ICHBI B COOTBETCTBHIH C TEKYIIEH 0100peHHOI porpaMMoii. Pe3ynbraTsl
UCCIIEI0BAHUS OATBEPKIAIOTCS, YTO COOTBETCTBYOLINE 0JJ00PEHHbIE CrIelU(pHUKALNHT TPOAOIKAIOT COOTIOAATHCS.

3. Komuu yTBepKIeHHBIX crieluduKaluii Ha aKTUBHYIO (papMalieBTHUECKYI0 CyOCTaHIIUIO.

4. ObocHOBaHMeE TpeyIaracMbIX H3MEHEHUI.

(*) Ilpumeuanue NepHO]] TOBTOPHOTO UCIIBITAHUS HE NPHU-
MEHUM K OHOJIOTUUECKUM (MMMYHOJIOTH-
YeCKUM) aKTHBHBIM (hapMaIieBTHUCCKIM

CyOcTaHIUsIM

b.I. 1) [IpoexkTHOE MOJI€ ¥ MPOTOKOJ MOCTPETrUCTPALIMOHHBIX U3MEHEHUMN

b.I.n.1 BBeneHune HOBOTO IIPOEKTHOTO TIOJISI HJIH PACIIUPEHHE 0100pEHHOr0 MPOEKTHOTO MOJIsi aKTHBHON VYceno- | Tpebye- Bun
(hapmaneBTHYECKOH CyOCTaHINH, 3aTparuBaroIee BUS Mas IoOKy- | mpo-
MEHTALHS 1e-

ny-
pHI
a) OJTHY OIEPaLMOHHYIO SAMHUILY [POLiecca IPOU3BO/ICTBA AKTUBHOM (hapMalileBTHYECKOW CyOCTaHIHH, 1,2,3 1T
BKJIIOYAsi COOTBETCTBYIOIIME BHYTPHIIPOU3BOACTBEHHBIC KOHTPOJIU U (MJIM) AHAIUTUYECKUE METOIUKH
0) aHAJIMTHYECKHE METOUKHI UCXOIHBIX MaTEPHAJIOB (IIPOMEXYTOUYHBIX IIPOLYKTOB) U (MJIM) aKTUBHOH (ap- 1,2,3 II

MaleBTHYECKOH CyOCTaHINH

JloxyMeHTanus

1. IIpoektHoe moJie ObLIO Pa3paboTaHO Ha OCHOBAHUH COOTBETCTBYIOIINX YCTAHOBJICHHBIX TPEOOBAHHI U MEKTYHAPOIHBIX HAYYHBIX PYKO-
BOJICTB. Pe3ynbrarsl Hccaen0BaHui pa3paObOTKH NPOAYKTa, IPOIIECCa U aHATUTUYECKOH METOIOIOTHU (HalpHMep, B3aUMOICHCTBUE Pa3Iy-
HBIX N1apaMeTpoB, GOPMUPYIOIINX MOAJTIEKAIEE H3yUESHHIO IIPOSKTHOE 110JIe, BKII0YAasi OLIEHKY PUCKOB U MHOTOMEPHBIE UCCIIEIOBAHUSI COOT-
BETCTBEHHO), B COOTBETCTBYIOIHUX CJIYy4asX MOATBEPKAAIOLINE TO, YTO JJIOCTUTHYTO LIEJI0CTHOE MEXaHUCTHYECKOe OHUMAHHE MoKa3aTenen
Ka4ecTBa MaTepHalioB M TapaMEeTPOB IpoIlecca Ha KPUTHIECKUE MOKA3aTeIH KauecTBa aKTUBHOI (hapManeBTHYECKOH CyOCTaHIIH.

2. Onucanue IIPOCKTHOTI'O IIOJISI B TaOJIUYIHOM BUJIC, BKIIIOYas IIEPEMCHHBIC (CBOﬁCTBa MaTepUuaJioB U MapaMeTphl Iporecca HpOI/I3BOIICTBa) n
HuX IpeajaracMbI€ JUara3oHbl.
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3. IlonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOLINM) pa3/eiy (paszesiam) 10Cke.
b.1.1.2 BBeneHue NoCTperucTpaiMOHHOTO IPOTOKOJIA YIIPABICHHUsI U3MEHEHHUSIMH, 3aTParuBalOIIMK aKTHB- VYceno- | Tpebye- Bun
HYIO (papMaleBTHYECKYIO CYyOCTaHIHIO BHS Masi JIOKy- po-
MEHTAIHSI e-
ay-
pBL
1,2,3 11
JloxymeHTanus
1. ITogpobHOE omIcaHKe MpeIaracMoro H3MEHEHHSI.
2. IlpoTokon ynpaBiieHHs HK3MEHCHUSIMH, 3aTPAaruBarOIMMU aKTUBHYIO (papMalieBTHUECKYIO CyOCTaHIIMIO.
3. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3Jiely(pa3aenam) J0Che.
b.I.a. 3 HckiroueHne MocTperucTpaiuoHHOTO MPOTOKOIIA YIPABJICHNS H3MEHEHUSIMH, 3aTparuBaroIuMy ak- | Ycio- | TpeGye- Bun
TUBHYIO (papMaIieBTHUECKYIO CyOCTaHIINIO BHS Masi JIOKy- po-
MEHTAILHS e-
ay-
pHI
1 1,2 1A

YcnoBus

B IIPOTOKOJIC, U HUKAK HE BJIMSICT HAa YTBCPIKACHHBIC CBEACHUS, BKIIFOUCHHBIC B PEIr'UCTPALIMOHHOC 10CHE.

1. Ucknrouenne TIOCTPETUCTPALTUOHHOI'O IIPOTOKOJIA YIIPABJICHUSA U3MEHCHUAMMU, 3aTparuBarOlIMMU aKTUBHYIO (bapmaueBaneCKy}o Cy6CTaH-
LHI0, HE SABJISICTCS CJICACTBUEM HCIIPEABUACHHBIX CI/ITyaLII/Iﬁ WA HECCOOTBECTCTBUS CHCLII/IqJI/IKaHI/H/I B X0A€ BBCACHUA I/I3MCHCHHfl, OIMHCAaHHBIX

JlokymeHTanus
1. O6ocHOBaHKE TPEATATAEMOTO UCKITFOUCHHSL.

2. IlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYOIIMM) pa3aeny(pa3ienam) 10Che.

B.1.n. 4 VI3meneHus: yTBEP>KACHHOTO MPOTOKOJIA YIIPABIECHHUS N3MEHEHHSIMU

VYcno-
BHUS

Tpedye-
Masi 10Ky~
MEHTALHs

Bun
po-
ne-
ay-
pHl

a) 3HaYMMbIC U3MCHECHHS IIPOTOKOJIA YyIIPABJICHUS U3MEHCHUSIMN

II

6) Hesnaurmele n3MeHEHHS IIPOTOKOJIA YIIPABJICHUSA U3MCHCHUSIMH, KOTOPbIC HC U3BMCHSAIOT CTPATETUIO,
OIMMCAaHHYIO B IIPOTOKOJIE

IB

JlokymeHTamnms

1. lexnaparus, 4to 1000e H3MEHEHHE YKIIaJbIBACTCS B IUANIa30H JSHCTBYIOMINX YTBEP)KACHHBIX KpUTEpHEB puemiemMocty. [Tomumo sto-
ro, IeKJIapalys TOro, 4YTO B OTHOLIEHUN OHOJIOTHYECKUX (MMMYHOJIOTHUECKHUX ) JICKAPCTBEHHBIX IPENapaToB He TpeOyeTCst OLEHKa COIocTa-

BHUMOCTH.
b.I.a. 5 Peanusanus usMeHeHHH, MPEAyCMOTPEHHBIX YTBEPKACHHBIM IIPOTOKOJIOM YIpaBJICHHsI M3MEHEHUS- VYeno- | Tpebye- Bun
MH BHSA Mas IoKy- | Tpo-
MEHTaIHs 1e-
ny-
phl
a) Peanmsanus n3meHeHus He TpeOyeT TOMOTHUTEIbHBIXBCIIOMOTATENIbHBIX IaHHBIX 1 1,2,4 1A
0) Peanuzarust u3MeHeHus: TpeOyeT AOMOIHUTENbHBIX BCIIOMOTaTEIbHBIX JaHHBIX 1,2,3,4 1B
B) Peanu3zanus n3mMeHeHUs] OHOJIOTHYECKOro (MMMYHOJIOTHYECKOr0) JIEKapCTBEHHOT'O Ipenapara 1,2,3,4, 1B
5

YcnoBust

1. Hpe;[nomeHHoe HU3MEHCHHUEC OCYLIECTBIICHO B IIOJTHOM COOTBETCTBUU C YTBEPIKACHHBIM ITPOTOKOJIOM YIIPABJICHUS U3MEHCHUSIMU.

JlokyMeHTanus
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1. Ccplika Ha yTBep)KZ[eHHBIi’I IIPOTOKOJI YIIPaBJICHUSA U3MCHCHUSAMU.

2. Jlexmapariys, 9To H3MEHEHHE COOTBETCTBYET YTBEPKICHHOMY MPOTOKOITY YIIPABICHHUS N3MEHEHHSAMH 1 YTO PE3yIbTaThl HCCIICJOBAHUS
YAOBIETBOPSIOT KPUTEPHUSIM IIPHEMIIEMOCTH, OTOBOPEHHBIE B TPOTOKOJIE. [IoMnMo 3TOT0, IeKIapanus Toro, 4To B OTHOIIEHUH OMoIoTHye-
CKHX (MMMYHOJIOTHYECKHX ) JIEKAPCTBEHHBIX MPENapaToB He TPEOYeTCs OL[EHKA COMOCTABUMOCTH.

3. Pe3ynbTaThl HCCIIEI0BAHMIA, TPOBEACHHBIX B COOTBETCTBHH C YTBEP)KACHHBIM IIPOTOKOJIOM YIIPABICHUS H3MCHECHUSIMH.
4. INonpaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIOIIUM) pa3zeny(pa3aenam) J0Che.

5. Konust yTBepskeHHbIX crieliuUKai Ha aKTUBHYIO (hapMaleBTHUECKYIO CyOCTaHIIMIO.

b.1I JIekapcTBEeHHBIN npenapat

B.11. a) BHemnwuii BUa 1 coctaB

b.Il.a. 1 M3meHeHne nnm 1006aBiIeHNE OTTHCKOB, TPABUPOBKH MIIM HHBIX 3HAKOB, BKIIIO- Ycnosus Tpebyemast ToKy- Bup mpo-
Yasi 3aMeHy WU N00aBICHHE YePHUII, HCIIONb3YEMbIX IPH IPOU3BOCTBE IEKAPCTBEH- MEHTaNus Lexypel
HOTO Iperaparta

a) Mi3MeHeHHs OTTHCKOB, TPaBUPOBKH WITH MHBIX 3HAKOB 1,2,3,4 1,2 1A
0) 3meHenue pucok (JIMHUH pa3iioMa), IpeJHa3HAUCHHBIX IS pa3/ielicHHs] Ha paBHbBIC 1,2,3 1B
JI03bI

VYcnosus

1. CHGHI/I(bI/IKaLII/II/I JICKapCTBCHHOI'O IIperiapaTa Ha BBIITYCK U Ha KOHEL] CPOKa 'OJHOCTU HE UBMCHSIOTCS (3a HUCKIYCHHUEM BHCIIHETO BI/I)Z[a).
2. Bce YEPHUJIBI COOTBETCTBYCT HCﬁCTBymmeMy (bapMaI_[CBTI/I‘{CCKOMy 3aKOHOJATCIIbCTBY.
3. Pucku (J'H/IHI/II/I pa3J10Ma), HC NpEeIHA3HAYCHbI HA pa3JICJICHUC Ha PAaBHBIC 1O3bI.

4. 3HaKku JIEKAPCTBEHHOTO IIpETIapaTa, UCIOJIb3yEMBIC IS PA3IIUNUYCHUA JO3UPOBOK, MMOJHOCTHIO HE YIAJICHBI.

JlokymeHTamnus

1. TTonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3aeny(paszenaM) 10Che, BKIF0UYas MoapoOHOe rpaguueckoe UM MOBECTBOBATEIb-
HOE OITMCaHUE TeKYIIEro ¥ HOBOrO BHEIIHEr0 BU/IA, a TAK)KE COOTBETCTBYIOIIHH ITepecMOTp HHGOPMALIUK O JIEKAPCTBEHHOM IIpernapare.

2. B COOTBETCTBYIOLIMX CIIy4asx 00pasibl JeKapCTBEHHOTO pemnapara.

3. PCSyJ’[BTaTH COOTBETCTBYIOIIIUX HCTIBITAHUH 110 rOCyI[apCTBeHHOI\/'I (DapMaKonee PCCHy6J’IHKI/I KaSaXCTaH, TIOATBEPIKAAIOIINE DKBUBAJICHT-
HOCTh CBOMCTB (HpaBI/IHLHOCTL L[O3I/Ip0BaHI/IH).

b.1l.a. 2 I3meHeHHe (OPMBI MITH pa3MepOB JIEKapCTBEHHOH (GOpMbI Ycnosus Tpebyemas noxy- Bup npo-
MEHTaLHs Lexypel

a) TaOneTku, KarcyJbl, CYNIIO3UTOPUH U IIECCapUH C HEMEUICHHBIM BHICBOOOXK/ICHUEM 1,2,3,4 1,4 1A

0) JlekapcTBeHHBIE (OPMBI C OTCPOUCHHBIM, MOJU(ULIUPOBAHHBIM HIIN IPOJIOHTHPO- 1,2,3,4,5 IB

BaHHBIM BBICBOOOXKICHHUEM H TAOJIETKH C PHUCKOM, MPeIHA3HAUCHHOM IS pa3ae/ICHUs
Ha paBHBIE J03bI

B) Jlo6aBienue HOBoro Habopa [uis paanodapMaleBTHYECKOro JIEKapCTBEHHOTO Mpemna- 1T
paTa ¢ IpyruM 00BEMOM 3aII0IHCHHS

YcnoBust

1. HpO(bI/IJ'IL PacTBOPEHUS U3MEHEHHOI'O JICKAPCTBCHHOTO ITpeTiapaTa COIOCTaBUM CO CTapbIM, €CJIM IPUMEHUMO. HpI/I HEBO3MO>XXHOCTH ITPOBE-
JACHUS UCIIBITAHUS PACTBOPEHUS BPEMS pacialaMOCTU HOBOI'O JICKAPCTBEHHOI'O IIpe€napara B CpaBHEHUHU CO HCU3MCHCHHBIM.

2. CrienuuKaIyy JeKapCTBEHHOTO MpenapaTa Ha BBITYCK U Ha KOHEIl CPOKa TOJHOCTH HE H3MEHHJIMCH (32 HCKIIIOUCHUEM Pa3MepoB JeKap-
CTBEHHOU (POpMBI).

3. KayecTBeHHBIN M KOJTMYECTBEHHBIA COCTAB U CPEIHSISI Macca He H3MEHUIIHCh.

4. V3meHeHMe He 3aTparuBaeT TabJleTKH C PUCKOM, IpeIHa3HAYCHHOM IS pa3[esieHUs! JIeKapCTBEHHOM ()OPMBI Ha PaBHbBIE JIO3bI.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3ieny(paszienaM) JoChe, BKIIIYas MoipoOHOe rpaduueckoe 0TOOpaKEHHUE TEKY-
IIeTO U IPeIaraeMoro MOJIOKEHHS, a TAKKe IePecMOTp HHPOPMAIUH O JICKAPCTBEHHOM IIPErapare COOTBETCTBECHHO.

2. CpaBHI/ITeJILHI;IC JAaHHBIC PACTBOPCHUS HE MEHEC UEM OTHOM OHLITHO—HpOMLIIHHCHHOﬁ CepuHU C TCKYUIUMHU U IIpe€ajIaracMbIMU pasMepaMu
(OTCyTCTBI/Ie 3HAYUTCIIbHBIX pammlmﬁ C TOYKH 3pE€HUS COIIOCTABUMOCTH — CM. HpaBHna TIPOBEACHUA I/ICCHCZ[OBaHI/Iﬁ OHOPKBHUBAJIEHTHOCTH
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JIEKapCTBEHHBIX IpenaparoB (nanee — [IpaBuia npoBeieHHs HCCIICI0BaHUI OMOIKBUBAJICHTHOCTH). B OTHOIIICHNY JIEKAPCTBEHHBIX PACTH-
TEJBHBIX TPETIapaToB IIPHEMIIEMbI JAaHHBIC CPAaBHUTEILHOM pacnaJacMOCTH.

3. O60CcHOBaHUS HEIPECTABICHHS Pe3yIbTaTOB HOBOTO HCCIICI0BaHHs OMOIKBUBAICHTHOCTH COTNIACHO [IpaBuiiaM mpoBeieHuUsI UCcClieIoBa-
HUI OHOSKBHBAJICHTHOCTH.

4. B COOTBETCTBYIOIINX CIyYasx 00pa3iibl IEKAPCTBEHHOTO TpernapaTa. 5. Pe3ynbTaTsl COOTBETCTBYOLIMX UCTIBITaHUH 110 ["ocynapcTBeHHOI
®dapmakonee Pecyonuku Kazaxcran, moarsepxaaromiye SKBUBAICHTHOCTb CBOMCTB (IIPAaBHUIIBHOCTD IO3UPOBAHUS).

(*) Ilpumeuanue s B.ILa. 2.B), m060e n3MeHeHHe «I03UPOBKID)
JIEKapCTBEHHOTO Ipernapara TpedyeT moaadu 3a-
SIBJICHHS O PACIIMPEHUU PETUCTPAIIUH.

b.Il.a. 3 M3mMeHeHne cocTaBa (BCIOMOTaTENbHBIX BEIIECTB) JICKAPCTBEHHOT'O Ipernapara Ycnosus Tpebyemas noky- Bun npo-
MEHTaIHs ey psl

a) M3MeHeHune coctaBa BKYCOBBIX JJ00ABOK (apOMaTH3aTOPOB) HIIM KpacuTeeH

1. loGaBrieHne, HCKIIIOYCHHE WIIH 3aMEHa 1,2,3,4,5, 1,2,4,5,6 1A
6,7,9, 10
2. YBenu4yeHue Wil yMEHbIICHHE COEPIKAHS 1,23,4,10 1,2,4 1A

6) [Ipourie BcrioMorarenbHbIC BEIIECTBA

Jlto0as He3HauMTENbHAS KOPPEKIHS KOTMYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX Be- 1,2,4,8,9, 1,2,7 1A
LIECTB JIEKAPCTBEHHOTO Mpernapara 10
2. KauecTBeHHbIE HITH KOJHYECTBCHHbBIE H3MEHEHHSI OJTHOTO MIIH O0Jiee BCIIOMOTraTe b- 11

HBIX BEUIECTB, CYIIECTBEHHO BJIMAIOIINC HA Ka4yeCTBO, 0e30MacHOCTh WU 3(1)(1)CKTI/IB-
HOCTbD JICKAPCTBCHHOTO IIperiapaTa

3. 3meHeHne, 3aTparuBaromiee OM0IOrHuecKuid (MMMYHOJIOTHYECKUH) TIperapat II

4. JIto60e HOBOE BCIIOMOTaTEIbHOE BELIECTBO, IPEAIIOIAraollee UCI0Ib30BaHUE MaTe- I
PHAJIOB YEIOBEYESCKOTO HITH )KUBOTHOTO IPOMCXOMKICHUS, TPEOYIOIINX OLICHKU JaHHBIX
BUpYCHOH Oe3omacHocTu U (viu) pucka TI'D

5. 3menenue, 000CHOBaHHOE pe3yJIbTaTaMHU UCCIIET0BAHUS OMOIKBUBAICHTHOCTH 11

6. 3aMeHa OTHOTO BCIIOMOTaTEILHOIO BEIIECTBA CXOAHBIM BCIIOMOIaTEILHBIM BEIIE- 1,3,4,5,6,7,8,9 1B

CTBOM C TCMH XK€ Cl)yHKI.U/IOHaJ'[I:HLIMI/I XapaKTCPpUCTUKaMU B aHAJIOTUIHOM KOJIMYCCTBE

VYcnosus

1. I3meHeHust yHKIMOHANBHBIX XapaKTEPUCTHK JIEKApCTBEHHOH (OPMBI, HAIIpUMeEp, BPEMEHH PacnalaéMOCTH, IPOQUIIs pacTBOPEHHS OT-
CYTCTBYIOT.

2. Besikyto He3HAUUTEIbHY0 KOPPEKIMIO COCTaBa AJIs IMoiep KaHust o01ieit Macchl HE00XOMMO OCYILIECTBIIATh BCIIOMOraTelIbHbIM Bellle-
CTBOM, COCTaBIISIOLINM B HACTOSILEE BPEMSI OCHOBHYIO YacTh JIEKAPCTBEHHOTO IIperapara.

3. Cnenuduxkanys 1eKapCTBEHHOT0 IperapaTta 0OHOBIEHA B YaCTH BHEIIHETO BUJA (3amaxa, BKyca) H, IpH He0OXOAUMOCTH, HCKITIOUEHO UC-
IBITAHUE HA IOJIMHHOCTb.

4. HauaTbl COOTBETCTBYIOLIUE UCCIIEIOBAHUS CTAOMIBHOCTH B COOTBETCTBHHU C YCTAHOBJICHHBIMH TPEOOBAHUAMH (C yKa3aHHEM HOMEPOB ce-
PpHii); TpOaHAIM3UPOBAaHBI COOTBETCTBYIOIIHE ITAPaMETPhl CTAOMIIBHOCTH HE MEHEE YeM Ha JIBYX OIBITHO-IIPOMBIIUICHHBIX WU MPOMBIIILICH-
HBIX CEpHSIX; B PACIIOPSHKEHUN YCIIyTONOITydaTeNss HaXOAATCS yIOBIETBOPUTEIIBHBIE PE3yIbTaThl, IO MEHBIIEH Mepe, 3-MeCsSIIHOTO H3yUCHHUS
CTaOWIBHOCTH (Ha MOMEHT BBE/ICHUS 3MEHeHHH [A Tuna u yBenomiienus 06 u3MeHeHusx 1B tuna); npoduib cTabUIBHOCTH CX0X C YTBEp-
JKJICHHBIM B HacTosiiee Bpems npoduiem. [loarBepikaeHne Toro, 4To UCCie0BaHus Oy IyT 3aBepLICHbI, 1 YTO €CIIH Pe3YJIbTaThl Ha KOHEL
CpOKa roIHOCTH He OyyT YKJIaAbIBaThCs B CHIEM(UKAIMY WM MOTEHINAIBHO HE YKIAabIBAThCS B ClIeHU(pUKALUH, UX HEMEAJICHHO Ipe/cTa-
BAT YHOJIHOMOUYEHHOMY OpraHy Hapsily ¢ IpejjiaraéMbIM IUIAHOM JIeHcTBUH. KpoMe Toro, B COOTBETCTBYIOIIMX CIIydasx HE0OX0JUMO MpoBe-
CTH UCTIbITaHNE (POTOCTAOMIIBHOCTH.

5. Bce HOBbIE KOMITOHEHTHI YAOBJICTBOPSCT Tp€6OBaHI/I$IM COOTBCTCTBYHOIUX NJOKYMEHTOB PCCHyﬁHI/IKH KaSaXCTaH, Kacarouuxcs Kpacure-
neﬁ, HCIIOJIb3YEMBIX B MHIIEBOM TIPOMBIIIIICHHOCTH, U BKYCOBBIX ;[06a1301<.

6. Hu oH HOBBIIT KOMIIOHEHT HE MPEIoaraeT HCHOJIb30BaHUE MaTePUaIOB YeI0BEYECKOr0 MM JKMBOTHOTO IIPOUCXOXKICHHS, TPEOYIOINX
OLICHKH J[AHHBIX BUPYCHOI1 0€30I1aCHOCTH HJIM COOTBETCTBHS ACHCTBYOIMM TpeboBanusM ["ocynapcTeenHoit ®apmakonee Pecryonuku Ka-
3aXCTaH 110 MUHUMH3ALMK PUCKa Nepeauyu areHToB ry04aToi sHIedanonaTii )UBOTHBIX IIOCPEACTBOM JIEKAPCTBEHHBIX PENapaToB st
MEIUIIMHCKOTO U BETEPUHAPHOTO IIPUMEHEHUSL.
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7.B COOTBCTCTBYIOIIUX ClIydyassX U3MEHECHHUS HE BIIUAIOT HA pa3jininsa MEXAY NO3UPOBKAMHU U HE OKa3bIBAIOT HEIaTUBHOI'O BJIMAHUSA Ha BKYCO-
BBIC CBOMCTBa JICKapCTBEHHBIX IIperapaToB, NPEAHA3HAYCHHBIX IJIS JIeTEH.

8. [Ipo¢uiab pacTBOpEHHUS HE MEHEE YeM JIBYX OINBITHO-IIPOMBILIIIICHHBIX CEPUil HOBOTO JISKAPCTBEHHOTO MpernapaTa COMOCTaBUM CO HEH3Me-
HEHHBIM (OTCYTCTBUE 3HAYUTENBHBIX PA3INYUH C TOUKH 3PEHUS COOCTAaBUMOCTH — cM. [IpaBuiia mpoBeeHMs HCCIIeI0BaHNiT ONOIKBHBA-
JEHTHOCTH). [Ipu HEBO3MOXKHOCTH NPOBEAEHHUS UCTIBITAHUS PACTBOPEHUS C JIEKAPCTBEHHBIMH PACTUTENILHBIMH TIpEeNapaTaMy BpeMsi pacrajiae-
MOCTH HOBOT'O JIEKAPCTBEHHOTI'0 Mpenapara CONOCTAaBUMO CO HEM3MEHEHHBIM.

9. V3MeHeHue He SIBIACTCS CJICACTBUEM HECTaOWIILHOCTH K (I/IJ'II/I) HC CKa3bIBACTCA HA 6630HaCHOCTI/I, T.C. pa3jinuusax MEXAy A03UPOBKaMU.

10. PaCCManPIBaeMLIﬁ HCKapCTBCHHHﬁ npenapar He SABJISICTCS OHOJIOrMYECKUM (I/IMMyHOJ'IOFI/I‘{CCKI/IM) JICKapCTBEHHBIM IIpEIIapaToM.

JloxyMeHTanus

1. HonpaBKa K COOTBCTCTByIOHICMy(COOTBGTCTByIOH_[I/IM) pa3aeﬂy(pa3z[enaM) J0CKEE, BKIIIOYas METOAbI UCHIBITAHUA HA IIOAJIMHHOCTH BCEX HO-
BBIX Kpacheneﬁ (eCJ’II/I HpI/IMeHI/IMO), a TaKXKe NepeCMoOTp I/IH(I)OpMaI_[I/II/I 0 JICKapCTBEHHOM IIpenapaTe COOTBETCTBECHHO.

2. Jlexknapanusi, 4To HayaThl TpeOyeMble HCCIST0BaHHS CTAOMIBHOCTH B COOTBETCTBUH C YCTaHOBJICHHBIMH TPEOOBAHHUAMH (C YKa3aHHEM HO-
MEpOB CEpHii); M 4TO (B COOTBETCTBYIOIIHX CIIy4asix) HA MOMEHT BBE/ICHUSI U3MEHEHMH B €r0 PacIopsDKEHHH HaXOAWIUChH TpeOyeMble MUHHU-
MaJIbHBIC yJIOBIICTBOPUTEIIBHBIC IaHHBIC 10 CTaOMIIBHOCTH; M YTO MMEIOIINECs JaHHBIC HE CBUICTEILCTBOBAIM O KaKOH-TTHO0 Ipobiieme.
Heob6xoanmo Takxke npeiCTaBUTh NOATBEPXKICHNE TOT0, YTO UCCIIEJOBAHMS Oy IyT 3aBEPILICHBI, M YTO €CIIM PE3yJIbTaThl He OyIyT yKJIa/Ibl-
BaThCsl B CHEM(DUKALMN WX TOTSHIIMAIBHO HE YKIIAIbIBATHCS B CICHU(HUKAINK Ha KOHEI[ CPOKA FOJHOCTH, MX HEMEJICHHO MPEICTaBsT
YIOJIHOMOYEHHOMY OpTraHy Hapsily ¢ peaaracMbIM IJIAHOM JIEHCTBHMA.

3. Pe3ynbrathl HCCiIe0BaHMIT CTAOMIIBHOCTH, IPOBEICHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMH, 10 3HAYMMbBIM IIapaMeTpam
CTaOWIBHOCTH HE MEHEE YeM Ha JIBYX OIBITHO-IIPOMBIIUICHHBIX WM IPOMBIIUICHHBIX CEPHSX, OXBATHIBAIOIIUX HE MEHEe 3 MecsIeB, U MOA-

TBEPXKJICHUE TOTO, YTO YKa3aHHBIC UCCIIEIOBaHKS OyIyT 3aBEPILCHBL, M €CIIH PE3YJIbTAaThl HE OyyT YKJIaAbIBaThCS B ClICHM(UKALMI WIH T10-
TEHIMAIFHO HE YKIIAIBIBATECS B CIICIM(UKAIIMN HA KOHEIl CPOKA TOJHOCTH, NX HEMEUIEHHO MPEJICTaBsAT YIIOJTHOMOUYCHHOMY OpraHy Hapsay
C TpeuIaraeMbIM INIAaHOM AEHCTBUIL.

4. B cOOTBETCTBYIOIINX CIIy4asx 0Opa3ibl HOBOTO JIEKAPCTBEHHOTO mpemnapara. 5. JInbo ceprudukar coorerctBust EBponeiickoit ®apmaxo-
nent o TI™D Ha 1r000# HOBBII HCTOYHUK MaTepHaia, JTH00 (eciu MPUMEHUMO) TOKYMEHTAIBHOE TOATBEPIKIACHHE TOr0, YTO HICTOYHUK MaTe-
puaa, moasepxkeHHbli pucky TI'D, paHee npoBepeH yOJIHOMOYEHHBIM OPraHOM; M OBLIO HOATBEPKICHO €ro COOTBETCTBUE JCHCTBYIOLICH
cratese ['ocynapcrBenHoit @apmakonee Pecyonmkn Kasaxcran mo MUHIMHU3AIMY pUCKa TIepejadll areHToB Iryo4yaToi sHIedaronaTiy xu-
BOTHBIX IIOCPE/ICTBOM JIEKAPCTBEHHBIX MPEIAPaTOB JJIsI MEIUIIMHCKOTO U BETEPUHAPHOTO IpUMEHeHus. {1 KaXKJ0ro TaKoro pojia Marepua-
J1a He0OXOAMMO NPECTABUTD CICAYIOLINE CBEACHHS: Ha3BaHHUE IPOU3BOANTEIS; BUJI )KUBOTHBIX U TKAHHU, U3 KOTOPBIX MOJIy4eH MaTepHal;
CTpaHa MPOMCXOXKJICHHS )KUBOTHBIX U €r0 UCIIOIb30BaHHUE.

6. B cOOTBEeTCTBYIOIINX CIIy4asx JaHHbBIE, TOATBEPHKAAIOLINE TO, YTO HOBOE BCIIOMOTaTeIbHOE BEIIECTBO HE B3aUMOJICHCTBYET C aHATTUTHYE-
CKUMH METOJMKaMH CHeln(pHKaLIK JIEKapCTBECHHOTO Ipernapara.

7. HeoOxoIMMo 1ocpeicTBOM HajieKaner papMaleBTHIECKON pa3paboTKy (BKIFOUasi BOIPOCH! CTaOMIIBHOCTH M IPOTHBOMHKPOOHOTO KOH-
CEpBUPOBAHMUS, €CIIM IIPUMEHUMO) NPEJCTaBUTh 000CHOBAaHNE CMEHBI (BBIOOpA) BCIIOMOTATEIbHBIX BEIIECTB.

8. CpaBHHTEIBHBIC IaHHBIC TPOQUIISI PACTBOPEHHUSI TBEP/IBIX JIEKAPCTBEHHBIX (POPM HE MEHEe YeM Ha JBYX OIBITHO-IPOMBIIIICHHBIX CEPHSX
JIEKAPCTBEHHOTO IPerapaTa HOBOTO U CTAPOTO COCTABOB. B OTHOLICHHH JIEKApCTBEHHBIX PACTUTENBHBIX PEAPATOB JOCTATOYHBI JAHHBIC
CPaBHUTEIIBHOI PacafaeMOCTH.

9. O60cHOBaHYs HENPECTABICHHS PE3yJIbTaTOB HOBOT'O UCCIE0BaHMS OMOIKBUBAIEHTHOCTH B COOTBETCTBUM C IIpaBuiiaMu poBeIeHust M-
CJIeIOBaHU# OMOIKBHUBAJICHTHOCTH.

b.Il.a. 4 MI3mMeHeHne Macchl 000JIOYKH JIEKAPCTBEHHBIX (DOPM IS TpUeMa BHYTPb WIIH VYcnosus Tpebyemas noky- Bun npo-
U3MEHEHHE MacChl 000JIOUKH KaIlCyJIbl MEHTaIHs ey psl
a) TBepable eKapCTBEHHBIC (OPMBI JUIS IIpHUEMa BHYTPb 1,2,34 1,2 1A

0) JlexapcTBeHHBIE (POPMBI C OTCPOUCHHBIM, MO (PUIIPOBAHHBIM HIIH IPOJIOHTHUPO- 11
BaHHBIM BBICBOOOXKICHHEM, B KOTOPBIX 000JIOUKA SIBIISETCS KITIOUYEBBIM (hPaKTOPOM BBI-

CcBOOOXKICHUSA

Ycnosus

1. IIpoduiie pacTBOpeHHs: HE MEHEE YeM JIBYX OIBITHO-IIPOMBIIUICHHBIX CEPHH HOBOTO JIEKAPCTBEHHOI'O Iperapara COIOCTaBUM CO CTAPhIM.
[1pu HEBO3MOKHOCTH MPOBE/ICHHS HCIIBITAHUS PACTBOPEHHS C JICKAPCTBEHHBIMU PACTHTENILHBIMHU TIperapaTaMi BpeMs paciiaiaeMoCTH HOBO-
o JIEKapCTBEHHOI'0 Iperapara B CPaBHEHUHU CO CTapbIM.

2. O60104YKa HE ABJIACTCS KIIFOYEBBIM (PAKTOPOM MEXaHHU3Ma BHICBOOOKICHHSI.

3. Cnenuduxanys 1eKapCTBCHHOTO IpernapaTta 0OHOBIEHA JHIIb B YACTH MAacChl H pa3MepoB (€CIIU IPUMEHUMO).
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4. Hauatbl COOTBETCTBYIOIINE UCCIIEIOBAHHS CTAOMIBHOCTH B COOTBETCTBHH C YCTAHOBJICHHBIMH TPEOOBaHUSIMHU HE MEHEE YeM Ha JIBYX
OTIBITHO-TIPOMBIIIUIEHHBIX HJIM IIPOMBIIIJICHHBIX CEPHSX; B PAaCIIOPSDKCHUH YCIIYTOIIOTydaTelIsi HA MOMEHT BBEACHHS U3MECHCHHI HAXOIATCS
YZIOBJIETBOPHUTEIIBbHBIE, 10 MEHBLICH Mepe, 3-MeCs/YHbIE JAHHBIE 110 CTaOMIBHOCTH; MOATBEPIKICHUE TOT0, YTO HCCICA0BaHus OyayT 3aBepIie-
Hbl. ECitit pe3ynbTaTsl He YKIIaJpIBAIOTCS B CHICHU(UKAIMY HITH TOTCHIMATBHO HE YKIIAJBIBAThCS B CrienU(UKAINN HA KOHEI[ CPOKa TOIHO-
CTH, UX HEMEIJICHHO MPEICTABST YIIOJIHOMOYEHHOMY OpraHy Hapsiay ¢ mpelaraéMbIM IUIaHOM JeHCTBUIL.

JloxymeHTauus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3zieny(pa3aenam) JoChe.

2. Jlexnapanys, 4To Ha4aThl TpPeOyeMbIe HCCIIEA0BaHUS CTAOMIBHOCTH B COOTBETCTBHH C YCTAaHOBJICHHBIMH TPEOOBaHUAMH (C YKa3aHUEM HO-
MEpOB CEpHii); U 4TO (B COOTBETCTBYIOIINX CIIy4ask) HA MOMEHT BBEICHHS U3MEHEHHUH B €T0 PacHoOpsHKEHHH HAXOAMINCH TpeOyeMble MUHH-
MaJIbHBIC YJIOBIETBOPUTEIIBHBIC JAHHBIC 110 CTAOMIBHOCTH; U YTO UMEIOLIMECS TAaHHbIC HE CBUJICTENIHCTBOBAIN O KaKOH-IH00 mpodiieme.
Heobxoaumo Taxske NpeacTaBUTh MOJATBEPIKACHUE TOTO, YTO UCCIIEOBAHUs Oy IyT 3aBepLICHbI, U YTO €CIIH Pe3YJIbTaThl He OyIyT YKiIa/bl-
BaThCs B creM(DUKALMN WIN IOTSHIMAIBHO HE YKJIAbIBATCS B CICHU(UKALUKY HAa KOHEL| CPOKA FOJHOCTH, UX HEMEJICHHO MPE/ICTaBsT
YIOJIHOMOYEHHOMY OpraHy Hapsily ¢ MpeiJiaracMbIM IJIaHOM JieiicTBHiA. KpoMe Toro, B COOTBETCTBYIOIMIMX CITy4asiXx HEOOXOANMO IPOBECTH
HCTIBITaHUE POTOCTAOMITBHOCTH.

b.Il.a. 5 MI3MeHeHne KOHIEHTPpALMK OJHOJJO3HOT0, IIOJHOCTHIO BBOJUMOIO IIapeHTe- VYcnosus Tpebyemas noky- Bup npo-
PaJIBHOTO JIEKAPCTBEHHOTO MperapaTa Mpyu HEM3MEHHOCTH COJICPIKaHuUs aKTUBHOU ap- MEHTAIHs Leaypsl
MalEeBTHYECKON CyOCTaHIIMH Ha SMHMILY 03Bl (T.€. JO3UPOBKH)

I
B.Il.a. 6 MckiroueHne KoHTeHHEpa ¢ pacTBOpHUTeseM (pa3daBUTeneM) U3 YIaKOBKU YcnoBus Tpebyemast noKy- Bun npo-
MEHTAaIHs ey pbl
1,2 IB

JloxymeHTauus

1. OGocHOBaHUE UCKITIOYCHHUSI, BKIIIOYAsl YKa3aHUE Ha aJlbTePHATUBHBIC CIIOCOOBI MOTYYEHHs pacTBOpHTEIs (pa3baBuTels) B esIx Oe3omac-
HOro ¥ 3G (HEeKTUBHOrO MPUMEHEHHS JICKAPCTBEHHOT'O Mpernapara.

2. IlepecmoTpeHHast HHGOPMALUS O JISKAPCTBEHHOM IIperapare.

B.IL. 6) IIpousBoacTBO

B.I1.6. 1 3amena unu n0- YcmoBus Tpebyemast qKyMeHTaLUs Bun npouenypst
OaBJICHHE HOBOW IPOU3-
BOJICTBEHHOM TUTOIIAJIKH
JUTS 9aCTH WJIM BCEX IIPO-
LIECCOB MPOU3BOACTBA Jie-
KapCTBEHHOT'O Mpernapara

a) [Tomaaka mo BTOpu4- 1,2 1,3,8,10 1A
HOM ymaKkoBKe
0) [lnomaaka no nepBud- 1,2,3,4,5 1,2,3,4,8,9,10 1A

HOM yIaKoBKe

B) [Inomanka, Ha KOTO- 11
PO OCYILECTBIISIOTCS
MPOU3BO/ICTBEHHBIE OIIe-
patuu [yt Ouooruye-
CKUX (MMMYHOJIOTHYE-
CKHUX) JICKAPCTBEHHBIX
npenaparoB WK JieKap-
CTBEHHBIX ()OPM, IIPOH3-
BEJICHHBIX C TIOMOIIIBIO
CJIOXKHBIX TIPOU3BOI-
CTBEHHBIX TIPOLIECCOB, 32
HCKJIFOYEHHEM BBIITyCKa
cepHii, KOHTPOJISI Kaue-
CTBa CepHil M BTOPUIHON
YIIaKOBKH
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r) Iliomaka, Tpedyro- I

11asi POBEJICHUSI TIEPBUY-
HOI HJTH TIPOJYKT CIICIIH-
(bUYHON MHCTIEKITUH

1) [Tnomanka, Ha KOTO- 1,2,3,4,5 6,7,8,9, 10 1B
PpOii OCYILIECTBIISIOTCS
JI00BIE TIPOU3BOJICTBEH-
HbIE OIepaLUU IS HeCTe-
PHIIBHBIX JIEKAPCTBEH-
HBIX NIPENapaToB, 3a UC-
KJII0YEHHMEM BBIITyCKA Ce-
PHIA, KOHTPOJIS CEPHHA,
MEPBUYHON ¥ BTOPUYHON
YIaKOBKH

e) [Inomranka, Ha KOTO- 1,2,3,4,5,7,8,10 1B
POt OCYIIECTBISIOTCS
TH00bIe POU3BO/ICTBEH-
HbIE ONEPaLMH CO CTe-
PWIBHBIMU JICKAPCTBEH-
HBIMH IIpenapaTamH, Ipo-
U3BOSIIUMUCS C HCIIOJIb-
30BaHHEM ACEITHYECKUX
METOJIOB (MCKJIrOUast 6no-
JIoruuecKue (MMMYHOJIO-
rUYecKHe) JIeKapCTBEH-
HBIE ITpenaparsl), 3a uc-
KJIIOYEHHEM BBIITyCKa Ce-
puii, KOHTPOJIS KauecTBa
cepuil ¥ BTOpUYHOI1 ymia-
KOBKH

VYcnoBust

1. Hamume ceptudukara Hajuiexaeii npon3BoacTBeHHOI npakTuky (GMP) npon3BoACTBEHHOI ILTOMIAIKH TIepeIaIoNIei 1 IpUHUMAIOIIEH
CTOPOHBI.

2. [nomraaka TMIEH3NPOBaHA B YCTAHOBICHHOM MOPSKE (IS IPOMU3BOICTBA PACCMATPUBACMOiT JICKAPCTBEHHOI (hOPMBI HITH JICKAPCTBEHHO-
TO Tpernapara).

3. PaccmatpuBaeMblii J1eKapCTBEHHBIH MpenapaT He SBISIETCS. CTEPHIIbHBIM.

4.B COOTBETCTBYIOILIUX ClydyasX, HAIIpUMEP, B OTHOLLIEHUN cycnemm‘/'x I SMYHBCHﬁ, HUMECTCA CXEMa BaJIuaalliy UK B COOTBCTCTBHU C TC-
KyIIUM IIPOTOKOJIOM yCIICIIHO IIPOBEACHA BaJlnAalivs HOBO¥ TUIOIIAJIKK C HE MEHEE YeM TpeMs MPOMBILIJICHHBIMU CEPUAMU.

5. PaCCManI/IBaCMLIﬁ HCKapCTBCHHLIﬁ Ipenapar HE SABJISICTCA OHOJIOTUYECKUM (I/IMMyHOJ'IOFI/I'-IeCKI/IM).

JloxyMeHTanus

1. TloxTBepsKICHIE TOTO, YTO MpeTaracMast IUIONIa/IKa JINICH3NPOBaHa B YCTAHOBICHHOM MOPS/IKE JUTS IPOM3BOJICTBA JICKAPCTBEHHOI (op-
MBI IJIH PacCMaTPUBAEMOT0 JICKAPCTBEHHOTO MpenapaTa.

2. B COOTBETCTBYIOIIMX CIy4asx HEOOXOIUMO yKa3aTh HOMEpa CepHil, COOTBETCTBYIOIINE pa3Mep CEpHH U JaTy MPOU3BOJCTBa cepuit (3), uc-
MOJIb30BAaHHbBIE B BAJIMIALIMOHHOM UCCIIEIOBAHUH, U TIPEACTABUTH JAHHbIE IEPBUYHON SKCIIEPTU3BI MIIU IIPOTOKOJ (CXEMY) NEepPBUYHON KC-
MIEPTH3bI, HOAJICKALIN TT0/1a4e.

3. B dopme 3asiBiaeHHs 0 BHECEHUH U3MEHEHUIT HEOOXOAUMO YETKO yKa3aTh "TeKymux" U "mpeuiaraeMsix " Ipou3BoUTENEH JIeKapCTBEHHO-
o npenaparta (COracHo pasneiy 2.5 GopMbl 3asiBICHHS).
4. Konuu yTBepKICHHBIX crelu(UKaluii Ha BBIIYCK U KOHEIl CPOKa TOJHOCTH (€CIH IPUMEHHUMO).

5. JlaHHBIC aHATN3a OHOM MPOMBIIUICHHOW CEPUU U JBYX OIMBITHO-IPOMBIIICHHBIX CEPHiA, IMUTUPYOIIUX MTPOLIECC MPOU3BOICTBA (UK JIBE
NPOMBILUICHHbIE CEPUH) U CPAaBHUTEJIbHbIE JAHHbIE C TPEMsI CEPUSIMHU, IPOU3BEACHHBIMH Ha MPEAbIAYLIeH PON3BOACTBEHHOM uIommaake. ITo
3anpocy HeOOXOANMO MPEJCTABUTD JIAHHBIE 110 CIICAYIOIIUM JBYM MOJIHBIM IIPOMBIIIIEHHBIM CEPHSIM; HEOOXOIMMO COOOIINTb, €CITH PE3yJib-
TaTHI aHAJIM3a HE YKJIAIBIBAIOTCS B CHICHN(UKALNIO, U ITPEJIOKHUTH IIaH ICHCTBHH.
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6. COOTBeTCTBy}OH_II/Ie JAHHBIC HepBH‘{HOﬁ OKCIICPTU3BI, BKIIOYas pe3yjbTaTbl MUKPOCKOIIUU PACIIPEACIICHHUS 110 pasMepaM YaCcTULl U UX MOP-
q)OHOI‘PIPI MSATKUX U KUJKUX JICKAPCTBCHHBIX (bOpM, B KOTOPBIX (bapMaLIeBTI/I‘IeCKaSI Cy6CTaHI_[I/I${ HaxoJAuTCst B HEPACTBOPEHHOM COCTOSTHUU.

7. Ecniu Ha HOBOM NPOM3BO/ICTBEHHOM IUIOLIAZKM B KAUECTBE HCXOJHOTO MaTepHalla UCIIOJIb3yeTCsl aKTHBHAs (papMalieBTHYeCKast CyOCcTaH-
1Hsl, — JeKJIapanusl yImoJIHOMOYSHHOTO JIMIA IUIOLIA/IKU, OTBETCTBEHHOTO 32 BBIILYCK CEPHii, YTO aKTUBHAs (hapMaleBTHUECKas CyOCTaHIIUs
mpou3Be/ieHa B cooTBeTcTBIHM ¢ [IpaBuiamu Hajuexkaniei mpon3BoICTBEHHOM npakTHke Pecryonuku Kazaxcran [uis HCXOHBIX MaTepHaoB.

8. TTompaBka K COOTBETCTBYOIEMY(MM) paszaeny(am) Aoche.

9. Eciin npon3BoACTBEHHAs TUIOIIAKa H ILIOIA/(KA, HA KOTOPOif OCYIIECTBIeTCs IIEpBUYHAs yITaKOBKA, PA3lIMYaIOTCsl, HCOOXOIUMO OIH-
caTh U BaJIMIUPOBATH yCIIOBUS TPAHCIIOPTUPOBKH U XpaHeHus HepachacosaHHoro npemnapara (bulk).

10. ITucbMeHHOE coriache Ha TIIpoBE€ACHUEC (bapMaueBanecxoﬁ HUHCIICKIIUH Ha COOTBETCTBUC Tpe6OBaHI/I$IM 110 HaJJICXKaIluM (bapMaueBTI/me—
CKHUM IIpAaKTHKaM.

[Mpumeuanus: IIpu n3MeHeHnn WM HOBOM MPOW3BOACTBEHHOM IUIOIIA/IKE B CTpaHe 3a npeaenamu Pecriyoiaukn Kazaxcras, ¢
KOTOPOH HE 3aKJII0YEHO COTJallieHne 0 B3anMHOM npu3Hanuu GMP, neprkaTtensim 10 moia4un yBeIOMIICHHS pe-
KOMEHIyeTCsl IPOKOHCYIIBTHPOBATHCS € YIIOJTHOMOYEHHBIM OPIraHOM U IPEJICTaBUTh CBEACHMS O BCEX MPEbIILY-
IIMX MHCHEKIMAX 32 Mociequue 2—3 rojia U (WIn) BeeX 3arIaHUpOBAaHHbBIX MHCIICKIHUSIX, BKIFOYast AaThl HH-
CHEKIHi1, KaTerOpHH MHCIICKTUPYEMBIX ITPOIYKTOB, HAJ30PHOE BEIOMCTBO M IIPOYHE CBEAEHUs. Jlexmaparmn
YIIOJHOMOYEHHOT'0 JIMIIA, 3aTParkBaloOLINe aKTUBHYIO (hapMaLleBTHUECKYIO cyOcTanuuio. Jlepkareny nuueH3uit
Ha MPOU3BOJICTBO B KAYECTBE UCXOIHBIX MATEPHAIIOB HCIIOIb3YET UCKIIIOUMTENBHO aKTHBHBIE (hapMalleBTHYe-
CKHe CyOCTaHILIUH, IPOU3Be/IeHHbIC B cO0TBeTcTBUH ¢ GMP, 03TOMY KaX/blil JepKaTeb JIUIEH3UH Ha [TPOH3-
BOJICTBO ITPOJICKJIAPUPYET, YTO OH B KAYECTBE MCXOJHOTO MaTepualia UCIIOIb3yeT akTHBHYIO (hapMarieBTHYC-
CKYIO CyOCTaHLIUIO, IPOU3BE/ICHHYIO B cooTBeTcTBUM ¢ GMP. Kpome Toro, mocKoJIbKy yIoJIHOMOYEHHOE JIMIIO,
OTBETCTBEHHOE 3a CEPTU(HKALIUIO CepHH, OepeT Ha ceOs 0OIYI0 OTBETCTBEHHOCTH 33 KaXIYIO CEPHIO, ECITH
IUIOIIA/IKA, BBITYCKAIOIAsl CEPHI0, OTIINYACTCS OT YKa3aHHOI! BBIIIE, YIIOJIHOMOYEHHOE JIMLO, OTBETCTBEHHOE
3a cepTH(OUKALMIO CEPUH, IPEJICTABISET AONOIHUTENIBHYIO IeKIapaliiio. Bo MHOIHMX Citydasix BOBJIEUEH JIUIIb
OJIMH JiepiKaTelb JIMLEH3UH Ha IIPOM3BOJICTBO, O3TOMY IOTPEeOyeTCs JIMIIb OfHa Aeknapauust. OaHaKo, ecinu
BOBJICUCHBI HECKOJIBKO BJIaJICIIbIIEB JIMIIEH3UH Ha IPONU3BOJICTBO, BMECTO T10/1a41 HECKOJIBKHX JEKIIapanuii 10-
ITyCKaeTcs I01aTh OJJHY JeKJIapalrIo, OIUCAHHYI0 OJHUM YIIOJTHOMOYEHHBIM JIUIIOM. JTO JIOITyCTHMO IpU
YCJIOBHH TOTO, YTO: B JCKJIApallii YE€TKO yKa3aHO, YTO OHA MOAIKCAHA OT JIMLA BCEX BOBJICUCHHBIX YIIOJIHOMO-
YEHHBIX JIULL.

B.11.6.2 U3MeHeHHE UM- YcaoBus TpebOyemast fOKyMeHTAIHs Bun npouenypst
opTepa, CorIaleHui o
BBIITyCKE CEPUI U UCIIBI-
TaHWUH 110 KOHTPOJTIO Ka-
YeCTBa JICKAPCTBEHHOTO
mpemnapara

a) 3ameHa win 100aBe- 1,2,3 1,2,4 1A
HM€ IUIOLIAAKH, Ha KOTO-
Ppoii ocyIecTBIIseTCs
KOHTPOJIb KauecTBa (Hc-
HBITAHUE CEPHIL)

6) 3amena i nobaeie- 11
HHE NIPOU3BOJUTENS, OT-
BETCTBEHHOT'O 32 BBIITYCK
cepuii OMOIOrHYEecKOro
(MMMYHOJIOTHYECKOT0)
JIEKapCTBEHHOT'O Ipera-
para ¥ J1100bIX METOIOB
UCIIBITAaHUH, OCYILECTBIIS-
€MBbIX Ha IUIOIIA/Ke, SIB-
JISIOIIMXCST OMOJIOrHYe-
CKMM (MMMYHOJIOTHYE-
CKHM) METOJIOM




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
» -‘ a DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

B) 3ameHa wiu 100aBIe-
HUE POU3BOIUTEINS, OT-
BETCTBEHHOT'O 32 BBIITYCK
cepuit

1. 3a uckIOYeHHEM KOH- 1 1,2,3,4 1A
TpoJisi KaecTBa (HCIbITA-
HHE CepHii)

2. Bxiroyast KOHTPOJIb Ka- 1,2,3, 1,2,3,4 1A
yecTBa (UCIBITAHUE Ce-
puii)

3. Bxirouast KOHTPOJIb Ka- 11
YecTBa UCIIBITAHHE OHO-
JIOTHYECKOTO (MMMYHOJIO-
THYECKOr0) JIEKapCTBEH-
HOTO IpernapaTa U OJuH
U3 METOJIOB UCTIBITAHHH,
OCYIIECTBIISIEMBIil Ha
IUIOLIAKE ABIsAETCS OUO-
JIOTHYECKUM (MMMYHOJIO-
T'MYeCKUM) (MMMYHOXH-
MHYECKHM)

YcnoBust
1. [Tmomaka MUIICH3UPOBaHA B yCTAaHOBJICHHOM TIOPSIKE.
2. JlekapCTBEHHBIH Ipenapar He ABISETCS OHOIOrHYeCKUM (MMMYHOJIOTHYECKHM ) JIEKAPCTBEHHBIM MPETIapaToM.

3. Tpaucdep TeXHOIOTHIT CO CTapOi Ha HOBYIO IUIOMIAAKY MM HOBYIO HCIBITATEILHYIO JTAOOPATOPHIO IPOU3BEACH
YCIELIHO.

JloxymeHTauus

1. Konus nuieH3uii Ha MpOU3BOACTBO WM B UX OTCYTCTBHE — cepTudukaT GMP, BbIIaHHbIH B TEYEHHE TPEX MOCIHIE]-
HUX JIET COOTBETCTBYIOIINM YIIOTHOMOYEHHBIM OPTaHOM.

2. B ¢opme 3asiBiIeHHS O BHECCHUH M3MEHEHUI HE0OOX0AUMO yKa3aTh "TeKymux" 1 "npeiaraeMblx" Mpou3BoauTenei
JIeKapCTBEHHOTO IIpernapara (COIrnacHo pasziery

2. 5 hopMmbI 3asiBIICHHS).

3. dexnapauust yIIOJIHOMOYECHHOTO JIHIa, OTBETCTBEHHOTO 32 CEPTH(UKALIMIO CEPUH, B KOTOPOH yKa3bIBACTCs, YTO IPOU3-
BOIUTENb(HM) aKTUBHOH (hapMalleBTHYECKOM CyOCTaHIINH, YKa3aHHOW B PETHCTPAILIMOHHOM JI0ChE, PabOTaeT B COOTBET-
crBu ¢ [IpaBunamMu Ha[yieKaleil NPOU3BOACTBEHHON npakTHkK PecyOunku KasaxcraH 1t HCXOJHBIX MaTepPUAJIOB.
IMpu onpenieNIeHHBIX 00CTOATENBCTBAX AOMYCKACTCS MIPEACTABIATH OJIHY JCKIapalnio (CM. MpUMEYaHHe K H3MEHEHHIO b.
11.6.1).

4. IlompaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3neiy(pa3aenam) Joche, BKIoUas HHPOPMALIUHK O JeKap-
CTBEHHOM IIperapare.

b.11.6.3 U3menenue mpo- YcnoBus TpebOyemast TOKyMeEHTaIHs Bun npouenypst

Lecca pou3BO/ICTBA JIe-
KapCTBEHHOT0 Tpernapa-
Ta, BKIIFOYast IPOMEXY-
TOYHBIN NPOAYKT, UC-
MOJIb3yEeMBIil B TPOU3BO/I-
CTBE JIEKApPCTBEHHOTO
npenapara

a) He3naunmele u3mene- 1,2,3,4,5,6,7 1,3,4,6,7, 1A
HHUSI TIPOIIECCA MIPOU3BOI-
cTBa

0) 3HaunMble U3MECHCHHUS 1I
nporecca Mpou3BOJICTBa,
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OKas3bIBAOILHE CYIIe-
CTBEHHOE BJIMSHUE HA Ka-
4eCTBO, 0€30MaCHOCTD U
3¢ PEeKTUBHOCTH JIeKap-
CTBEHHOT'O TIpernapara

B) JlekapcTBeHHBIN mpe- 11
napar siBJIsIeTCsl OUOJIOTH-
YECKUM (MMMYHOJIOTHYe-
CKHM), ¥ H3MCHEHHUE Tpe-
OyeT OLIEHKH COMOCTABH-
MOCTH

r) Beenenne Hectagapt- 11
HOT'0 TEPMHHAIIBHOTO Me-
TOJ[a CTEPHIIN3AIIUH

1) BBenenue wnu yBemnu- II
YeHne N30BITKA, UCIONb-
3yeMOro B OTHOIICHUH
aKTHBHOMW (hapMaIreBTH-
YeCKOW CyOCTaHINH

¢) HecymiectBenHoe u3- 1,2, 1B
MEHEHHe Tpolecca Mpo- ,6,7,8
H3BOJICTBA BOJHOMU CyC-
MIEH3UH JUTS TIpUeMa
BHYTpb

VYcnoBus
1. Mi3MeHeHHs: KaueCTBEHHOTO HJIM KOJIMYECTBEHHOTO MPOQUIIS TpuMecei, Wit (PU3NKO-XUMHYECKUX CBONCTB OTCYTCTBYIOT.
2. JlexapCTBEHHBII NpenapaT He SBISIeTCsl OMOOrHYeCKUM (MIMMYHOJIOTHYECKHM) WIIA PACTUTEIBHBIM.

3. an/IHLII/Il'[ MPOU3BOACTBA, BKIIIOYasA OTACJIbHBIC €I'0 3Tallbl, HC U3MCHAIOTCS, HAIIpUMED, 06pa60T1<a TIPOMEXKYTOYHBIX IPOAYKTOB, OTCYT-
CTBYIOT U3BMCHCHUSI KaKHux-JIn00 paCTBOpHTCHeﬁ, HCIIOJIb3YEMBIX B ITpOLIECCE ITPOMU3BOACTBA.

4. 3aperucTpUpoBaHHBII B HACTOSAILEE BPEMS IIPOLIECC IPOU3BOACTBA KOHTPOIUPYETCSI BHYTPUIIPOU3BOACTBEHHBIMU KOHTPOJISIMH, U U3MEHE-
HHE TaKUX KOHTPOJIeH (pacIIMpeHue WIH HCKIIOYeHNEe KPHTEPUEB IPHEMIEMOCTH) He TpeOyeTcs.

5. Crieundukanuu JeKapcTBEHHOTO Mpernapara Wiv MPOMEKYTOYHBIX IPOJIYKTOB HE H3MEHSIOTCS.

6. I1o pe3ynpTaTaM HOBOTO HpoIecca 00pa30BBIBACTCS MACHTUYHbIE C TOYKH 3PEHHUS BCEX acleKTOB KayecTBa, 6e30nacHocTH 1 3G (heKTUBHO-
CTH JIEKapCTBEHHOT'O Iperapara.

7. CoryacHO COOTBETCTBYIOIINM JOKyMeHTaM Pecry0Oinkn Kasaxcran HauaThl COOTBETCTBYIOIINE UCCIIEIOBAaHHS CTAOMIEHOCTH HE MEHEe
4YeM Ha OJJHOH OIBITHOH MM IPOMBIIUICHHOM CEpHH; B PACIIOPSDKEHUH yCIyTOIONyYaTellsi HAXOIATCS YAOBICTBOPUTEIBHBIC PE3YIIbTaThL, 10
MEHbIIEH Mepe, 3-MeCsIYHOro U3ydeHus cTabuiabHOCTH. [loaTBepKaCHHE TOTO, YTO UCCIIEI0BAaHUS OyIyT 3aBepIICHBI, H €CIIU Pe3yJIbTaThl HE
OyAyT yKIaapIBaThCS B CHCHU(PHUKAIMH WU MOTCHIIMATBHO HE YKIIA/IBIBATHCS B CrielU(UKANN HA KOHEI[ CPOKa TOHOCTH, X HEMEUICHHO
MPEICTABSIT YIIOJIHOMOYEHHOMY OpraHy Hapsiiy ¢ IpeJlaraéMbIM IUIaHOM JAeUCTBUI.

JloxymeHTauus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3zieny(pa3aenam) JoChe.

2. B OTHOIIIEHNH MSATKHX U KUJAKUX JICKAPCTBCHHBIX (bOpM, B KOTOPBIX aKTHBHAas (bapMaLIeBTI/IqCCKaﬂ Cy6CTaHHHﬂ HaxoAuTCs B HEPACTBOPEH-
HOM COCTOsSIHUM: HaJJIC)Kalllass BaJInaluss N3MEHCHUSI, BKIIIOYast MUKPOCKOITHUIO YaCTHIl B LICJISAX [IPOBEPKU BUANMBIX W3MEHEHUH MOp(bOJ'IO-
', CPAaBHUTCJIbHBIC JTAHHBIC O PACIIPEACIICHUH 10 pa3sMepy 4aCcTULL (,HI/ICHBpCHOCTI/I), TIOJTY4CHHBIC HaUIC)KAIITUM CII0COOOM.

3. B OTHOIICHNH TBEPABIX JICKAPCTBEHHBIX (DOPM: JaHHBIC MPO(UIIS PACTBOPEHHUS OJHOU PEMPE3CHTATUBHO IPOMBIIIICHHOW CEPUH U CPaB-
HHUTEJIbHBIE JaHHBIE TPEX MOCIESIHUX CePUH, MPOU3BEICHHBIX C MOMOIIBIO MPEABIAyIero npoiecca. [1o 3anpocy He0OX0MMMO NPEICTaBUTh
JIAHHBIE 110 CJEAYIOLIMM JBYM ITOJHBIM ITPOMBIIUICHHBIM CEPUSIM MM COOOIHUTD, €CIIU PE3yJIbTaThl HE YKIIAbIBAIOTCS B ClICLU(UKALUIO U
MIPEAJIOKUT TUIAH JEUCTBHI. B OTHOIICHNH JIeKapCTBEHHBIX PACTUTENIFHBIX IPETIApaTOB JIOCTATOYHBI JaHHBIE CPAaBHUTEIILHOM paciagaeMo-
CTH.

4. OG0CHOBaHUSI HETIPEICTABICHHS PE3YJIbTATOB HOBOT'O UCCIICIOBAaHUsI OMOIKBUBAJICHTHOCTH B COOTBETCTBUH ¢ [IpaBunamu npoBeaeHus uc-
clieIoBaHuil OnoskBHUBaneHTHOCTH PK.
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5. HpI/I HU3MCHCHHUU napaMeTpa(napaMeTpOB) Ipouecca, KOTOpbl€ CYUTAOTCA HE OKa3bIBAIOLIMMHU BIIMSHUE HA KAYCCTBO JIEKAPCTBEHHOI'O IIpE-
Tapata, A€KJIapanus, 4TO 3TO JOCTUTHYTO B XOZ€ paHee HpOBeI[CHHOﬁ OI[O6p€HHOﬁ OLICHKH PHUCKOB.

6. Komnu cneund)mcaunﬁ Ha BBIITYCK 1 KOHEL CpOKa rOAHOCTH.

7. Jlannble aHanu3a cepuii (B popMare CpaBHUTENBHON TAONHUIIBI), IO MEHBILEH Mepe, OHO cepuH, IIPOU3BEICHHOIT ¢ TOMOIBIO 0T00PEHHO-
o U npeanaraemMoro npounecca. Io 3anmpocy He06X0AUMO IPEACTABUTH JAHHBIC 110 CIIEAYIOMUM JBYM IOIHBIM IPOMBIIUICHHBIM CEPHAM; CO-
OOIIUTB, €CITH PE3yIbTAThl aHAIN3a HE YKIIA(BIBAIOTCA B CHEIMGUKAILIMIO U NPEIOXKUTD IIaH JeHCTBUMH.

8. Jlexyapanusi, 4To Ha4aThl COOTBETCTBYIOLINE HCCIIEIOBAHNS CTAOMIBHOCTH B COOTBETCTBHH C JoKyMeHTamu Pecnyonuku Kazaxcran (¢
YKa3aHHEM HOMEpOB CEpHii) U U3y4eHBI HEOOXOAUMBIC NTapaMeTphl CTAOMIBHOCTH, 110 MEHbIIEH Mepe, Ha OTHON OIBITHO-IPOMBIIIJICHHON
WM IPOMBIINUICHHON CEpHH U Ha MOMEHT YBEJIOMIICHHS B PACIIOPSDKEHUHN YCIIyTOIOIy4aTeNsl HaXOAUINCh yIOBIETBOPUTEIbHBIE PE3YIbTA-
ThI, IO MEHBILEH Mepe, 3-MECTYHOT0 U3YUSHHUsI CTAOUIIBHOCTH; U PO UIIb CTAOMIPHOCTH aHAJIOTUYUCH TEKYIIeH 3aperuCTpUupOBaHHOMN CHTYa-
1uu. [IpencraBieHo MOATBEPKACHUE TOTO, YTO UCCIESOBaHMs OyIyT 3aBEpPIICHBI, M YTO €CIIM Pe3yJIbTAaThl He OyAyT YKJIaIbIBaThCS B CIICLH-
(hUKaIMU WIK NOTEHIMATIBHO HE YKIJIAbIBATCS B CICLU(UKALMY HAa KOHEL| CPOKa FOJHOCTH, UX HEMEUICHHO MPEJICTaBAT YIIOJHOMOYEHHOMY
opraty Hapsily ¢ IpeajJaraéMbIM IIAHOM JEHCTBHM.

b.11.6.4 U3menenue pas- Ycnosus Tpebyemast fokyMeHTaLust Bup npouenypsi
Mepa cepuH (BKIIoYas
JMala30HbI pa3Mepa ce-
pHH) JIEKapCTBEHHOTO
npenapara

a) YKpyInHeHue BIUIOTh 1,2,3,4,5,7 1,4 1A
10 10 pa3 1o cpaBHEHHIO
¢ 00OpEeHHBIM

0) Pasykpynuenwue o 10 1,2,3,4,5,6 1,4 1A
pa3s
B) U3meHeHue tpebyer II

aHaJIN3a COMOCTABUMO-
CTH OMOJIOrUYECKOro (UM-
MYHOJIOTHYECKOT0) JIe-
KapCTBEHHOTO Iperapara
WM U3MEHEHHE pa3Mepa
cepuu TpedyeT HOBOTO
HCCIIEIOBAHUSA OMODKBH-
BaJICHTHOCTU

r) I3MeHeHue 3aTparusa- 11
€T Bce OCTaJIbHbIC JIeKap-
CTBEHHBIC (POPMBI, TIPOH3-
BOJISIIIAECS C TOMOIIBIO
KOMILIEKCHBIX TIPOLEC-
COB MPOM3BOACTBA

1) YkpynHenue 6omnee 10 1,2,3,4,5,6 1B
pa3 1o CpaBHEHHMIO C
0JOOPEHHBIM pPa3MepoM
CEepHU JIEKAPCTBEHHBIX
(hopM ¢ HeMeIICHHBIM
BBICBOOOXIeHHEM (1151
npremMa BHYTpb)

¢) Macrurab npou3Boj- 1,2,3,4,5,6 1B
CTBa OMOJIOTHYECKOr0
(MMMYHOJIOTHYECKOT0)
JIEKapCTBEHHOT'O Ipera-
para yBenuumics (YMeHb-
miics) 6e3 n3MeHeHHs
Hpolecca Npou3BOACTBA
(manpumep, xyonupoBa-
HUE TNHIH)
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Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 08.04.2026

YcnoBus
1. i3MeHeHue He BIHUSIET Ha BOCIIPOM3BOAMMOCTD U (MJIM) TIOCTOSIHCTBO KayecTBa JIEKapCTBEHHOT'O Mperapara.

2. 3menenue 3aTparuBacT CTaHAAPTHBIC JICKAPCTBECHHBIC (bOpMLI JUIs TIpue€Ma BHYTPb ¢ HEMEJICHHBIM BI)ICBO60)KI[CHH€M WJIN HECTEPUJIb-
HBIC )KUJIKUEC JICKapCTBCHHBIC CI)OpMI:I.

3. JTro6bIe M3MEHEHHUSI METOIOB TIPOU3BO/CTBA U (IJIH) BHYTPUIIPOU3BOICTBEHHBIX KOHTPOJICH HEOOXOAMMBI JIAIIIb UTS H3MCHEHHS pa3mMepa
cepuH, HallpuMep, KCIOIb30BaHie 000pyI0BaHKE APYTOro pa3Mepa.

4. Nmeetcs cxema BaJlMJallMM UJIX B COOTBETCTBUU C TEKYIIHUM IIPOTOKOJIOM YCIICUIHO NPOBEACHA BajluAallMA MMPOU3BOACTBA HC MEHEE YEM
Ha TPEX NPOMBILIJICHHBIX CEPUAX C HOBBIM pa3MEpPOM B COOTBETCTBUU C IPUMEHUMBIMU Tpe60BaHPIHMI/I.

5. PaCCManI/IBaCMHﬁ J'[eKapCTBeHHBIﬁ Tpenapar HE SABJISICTCA OHOJIOTHYECKUM (I/IMMyHOJ'IOFI/I‘[eCKI/IM).
6. HereHBI/IHGHHHX CUTyallUsX, BOSHUKIINX B XOA€ IIPOU3BOACTBA, NJIU N3MCHCHUS CTa0MIIBHOCTH U3MEHEHHE HE OCYLIECTBIISICTCS.

7. Pa3mep cepunm ykiagsiBaeTcs B 10-KpaTHBII qUana3oH, IpeyCMOTPEHHBIN IPH PETUCTPALUH, MITH MOCIIE TOCIEYIOIEro N3MEHEHHS, He
SIBJISIBIICTOCS M3MEHEeHHeM A Tuma.

JlokymeHTamnus
1. ITonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIIMM) pa3aeiy (pasaeiam) 10Cke.

2. JlanHble aHanu3a cepuii (B popmare cpaBHUTENBEHON TaOJIMIIBI), IO MEHbIIIEH Mepe, OJHOW MPOMBIIUICHHOI CeprH, IIPOU3BEICHHON B 3ape-
THCTPUPOBAHHOM U IpejuiaraeMoM pasmepax. I1o 3ampocy He0OX0IMMO TPEACTABUTh JaHHbIE 110 CIACAYIOUIMM JIBYM ITOJHBIM ITPOMBIILICH-
HBIM CepusiM; Jiepkatelib PY coolraer, eciu pe3yabTaThl aHaIKM3a He YKIaAbIBAIOTCS B CHICHU(UKALINIO, U IPEIOKHUTH [UIaH IHCTBHUIA.

3. Konnu OI[O6peHHLIX cneumbnxaunﬁ Ha BBIITYCK U KOHEIl CpOKa I'OAHOCTH.

4. B coOTBETCTBYIOIIMX CITy4asx HEOOXOJUMO yKa3aTh HOMEpa CepHid, COOTBETCTBYIOIIHE Pa3Mepy CEPUH H JlaTe HX Ipou3BocTBa (3), uc-
HOJIb30BaHHBIX B BAJIMJAIMOHHOM HCCIE0OBAHUH, UITH IIPEJCTABUTD IIPOTOKOJI (CXEMY) BaaMAAIMH.

5. Heo0xo1uMo MpecTaBuTh pe3yIbTaThl BATUIAIHH.

6. Pe3ynbrathl Ucciien0BaHuil CTaOMIBHOCTH, IPOBEACHHBIE B COOTBETCTBHH ¢ JoKyMeHTamMu PK, 1o 3HaunMbIM napamerpam cTabHIIBHOCTH,
10 MEHBILICH Mepe, Ha OJJHOH OIBITHOM MJIM NPOMBIIUICHHOH CEpHH, OXBATHIBAIOLICH, 10 MEHBILIEH Mepe, TPH Mecsla; MOATBEPIKICHHUE TOTO,
YTO TaKWE UCCIICIOBAHUsI OyIyT 3aBEpLICHBI, M YTO €CIIH Pe3yJIbTaThl He OyIyT YKIaAbIBATHCS B CHCM(DUKAIMN WK OTCHIHAIBHO HE YKIIa-
JIBIBAThCS B CIICHU(HKALNK Ha KOHEI| CPOKa FOJAHOCTH, MX HEMEUICHHO MIPE/ICTABAT YIIOJHOMOYEHHOMY OpraHy Hapsy ¢ IpeiaraeMbiM
IUIAaHOM JIeHCTBUH. B OTHOIIEHNHN OHONTOrHYecKHX (MMMYHOJIOTHYECKHX) CPE/ICTB: IEKIIapaliysl, YTO OIIEHKA COTOCTaBUMOCTH He TpeOyeTcsl.

B.I1.6. 5 UsMmenenune YcmoBusa Tpebyemast TOKyMeHTAIHs Bun mpouenypst
BHYTPUIPOU3BOJICTBEH-
HBIX UCITBITAHUM MU
KpPHUTEPUEB PUEMIIEMO-
CTH, UCHOJTB3YIOIIIXCS
[IPY TIPOU3BOICTBE JIeKap-
CTBEHHOTO ITpenapara

a) YkecToueHne BHYTPH- 1,2,3,4 1,2 1A
MPOU3BOCTBEHHBIX KPH-
TEpHEB MPUEMIIEMOCTH

0) JlobGaBiieHHE HOBBIX 1,2,5,6 1,2,3,4,5,7 1A
UCIIBITAHUI WIIH KPUTEPU-
€B IIPUEMIIEMOCTH

B) Mckimrouenune Hecymie- 1,2,7 1,2,6 1A
CTBEHHOT'O BHYTPUIIPOU3-
BOJICTBEHHOT'O UCIIBITa-
HUS

r) Mckitouenue BHyTpH- 1I
MIPOU3BOJICTBEHHOI'O HC-
IBITaHUS, KOTOPOE CyIlle-
CTBEHHO TIOBJIMAET H CO-
BOKYITHOE KaueCTBO JIe-
KapCTBEHHOTI'0 Ipernapara

1) Pacupenune onoopen- 11
HBIX BHYTPHIIPOU3BO/I-
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CTBEHHBIX KPUTEPHEB
HNPUEMIIEMOCTH, KOTOPBIE
CYILECTBEHHO BIUSIOT Ha
COBOKYITHOE Ka4yecTBO Jie-
KapCTBEHHOT0 Tperapara
¢) [lobaBieHue wiu 3ame- 1,2,3,4,5,7 1B
Ha BHYTPHUIIPOH3BO/I-
CTBEHHOT'O UCITBITAHHS
U3 coobpaxxeHui 6e3-
OIAaCHOCTH WJTH KayecTBa
Ycnosus
1. VI3MeHeHue He SIBISETCs CIIEICTBUEM KaKoro-1udo 0053aTeNbCTBa, IPUHATOTO 0 pe3yJIbTaTaM paHee MPOBEISHHBIX
9KCIEPTH3 C LIENIbI0 aHAIN3a KPUTEPUEB IIPUEMIIEMOCTH CrielMbHUKAUK (HApUMep, B X01€ PErUCTPALlMK UM BHECEHUS
n3menenni 11 tuma).
2. I3MeHeHue He SIBISETCS CIICICTBHEM HEIPEIBHICHHbIX CHTYalHi, BOSHUKIIKX B XOJI€ IPOU3BOCTBA, HAIIPUMED, HO-
Basi HeKBATM(DUIIMPOBaHHAS TIPUMECh, H3MEHEHHUE MPEICIIOB COICPIKAHUS CYMMBI IIPUMECEH.
3. JIro6oe u3MeHeHHe yKIaIbIBACTCs B TUANAa30H TEKYIIUX OJOOPEHHBIX KPUTEPHEB IPUEMIIEMOCTH.
4. AHanuTHYecKas METOIMKA HE U3MEHSETCS HJIM U3MEHSETCS He3HAYUTENIbHO.
5. Hu oguH HOBBII METO HCIIBITAaHUSI HE OCHOBAH Ha HOBOW HECTaHAapPTHOM METOJOJIOTHH MIIM CTaHAAPTHON METOI0JIO0-
I'MH, UCIIOJIb3YEMOH 110-HOBOMY.
6. HoBbIii METO/I UCTIBITAHUS HE ABISIETCS OHOJIOIHYECKUM (MMMYHOJIOTHYECKUM) (MMMYHOXHMHYECKUM) HIIK METOJIOM,
B KOTOPOM HCIIOJIB3YeTCsl OMOJIOTHUYECKHUI PEaKTHB JUIsi OMOJOTHYECKON aKTHBHOM (hapManeBTHUECKON CyOcTaHInH (32
UCKJIFOYCHHEM CTaHAPTHBIX (hapMaKONEeHHBIX MUKPOOHOIOTHUECKUX METO/IOB).
7. BHYTpUIIpOHU3BOJCTBEHHOE MCIIBITAHUE HE 3aTParuBaeT KOHTPOJIb KPUTHUECKOTO MTapaMeTpa, HanpuMep: KOJIude-
CTBEHHOE OIpe/IeNICHUE PUMECH (€CITH TOJIBKO ONPEAEICHHBIH PACTBOPUTEIb OJJHO3HAUHO HE UCIIOJIB3YETCS B IIPOH3-
BOJICTBE) JHO0YI0 KPUTHYECKYIO (PU3NUECKYIO XapaKTePUCTHUKY (pa3Mep YacTHll, HACBIITHYIO IUIOTHOCTBIO 10 U TOCIIe
YIUIOTHEHHSI) HCTIBITAHKUE HA MOTHHHOCTD (B OTCYTCTBHE MOJXO/ISIIETO albTEPHATUBHOIO KOHTPOJIS) MUKPOOHOJIOTHYe-
CKHIi KOHTPOJIb (€CIIH TOJIBKO OH He TPeOyeTCsl B OTHOIICHUH ONPE/IeICHHON JICKapCTBEHHOH (hOPMBI)
JlokyMeHTanus
1. IlonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3eiy(pa3aenam) J0Che.
2. CpaBHUTeNIbHAS TA0IHIA TEKYLIMX U IPeJIaraeMbIX BHYTPUIIPOM3BOICTBCHHBIX UCTIBITAHUH, U KPUTEPUEB IIpHEMIIC-
MOCTH.
3. IloppoOHOE onKcaHre HOBOM aHATMTUYECKON METOIMKH U IaHHBIC BAJIMIAIMH (B COOTBETCTBYIOIIUX CIy4asXx).
4. JlaHHbIe aHAM3a IBYX MPOMBIIIIEHHBIX CEPHUii (B OTCYTCTBHE JIODKHBIX 000CHOBAHHHN 151 OHOJOTHYECKUX aKTHBHBIX
(hapmarneBTHYECKHUX CyOCTaHIMI — TP CEpUH) JICKapCTBEHHOT'O Iperapara o BCeM rapaMeTpam creiupuKamm.
5. B COOTBETCTBYIOLIMX CIIy4asix CPAaBHUTENIbHBIC JAHHbIC TPO(UIIS paCTBOPEHHS JICKAPCTBEHHOT'O Ipernapara He MeHee
YeM Ha OJJHOU OIBITHO-IPOMBIIIICHHOW CEPUH, TPOU3BEICHHON C UCIOIb30BAaHUEM TEKYILHX U HOBBIX BHYTPHUIIPOU3BO/I-
CTBEHHBIX HCIbITAaHUH. B OTHOLICHNH JIEKapCTBEHHBIX PACTUTENBHBIX NPENapaToB JOCTATOYHBI IAHHBIE CPABHUTEIBHON
pacnangaeMocTy.
6. O0ocHOBaHHME (OLIEHKA) PUCKOB, MOATBEPKIAIOIIIE, YTO BHYTPHIIPOU3BOICTBEHHOE UCIIBITAHHE SIBIISICTCS HECYILIe-
CTBEHHBIM HIIH YCTapelio.
7. O60cHOBaHKE HOBOTO BHYTPUIIPOU3BOICTBEHHOT'O UCTIBITAHHS M KPUTEPHEB IIPUEMIIEMOCTH.
b.11. B) KoHTposb KauecTBa BCIIOMOTaTENbHBIX BEIIECTB
B.I1.B.1 N3mMeHenme napaMeTpoB crieliuuKayy U (MIK) KPUTEPUEB IPUEMIIEMOCTH BCIIOMOTaTEIBHOTO Bellle- VYemo- | Tpebye- | Bug
cTBa BUSI Mmasi 10- | mpo-
KyMeH- 1e-
Tanus ny-
jusi
a) YKeCTOUCHHE KPUTEPUEB MTPUEMIIEMOCTH CIIeU(HUKAIIH 1,2, 1,2 1A
3,4
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0) [loGaBnenue B crienudUKaIMio HOBOTO MapaMeTpa CrieliuUKaui U COOTBETCTBYIOIIETO €My METO/1a HCIIbI- 1,2, 1,2,3, 1A
TaHUI 5,6, 4,6,8
7
B) McKkiroueHre HecyeCTBEHHOTO TapaMeTpa crienn(uKanuy (HanpuMep, HCKIFOYSHHE YCTapeBIIero mapa- 1,2 1,2,7 1A
MeTpa)
r) U3meneHue, BRIXOASIIEE 32 0J00PEHHBIC KPUTEPUHU TPUEMIEMOCTH CIIeHU(BUKAIIUI 11
1) Uckmouenne mapamerpa crieiuduKaium, KOTOPbIi CyIIECTBCHHO MOBIUSACT Ha COBOKYITHOE KaueCcTBO Jie- 11
KapCTBEHHOT0 Iperapara
¢) JlobaBieHne uin 3aMeHa (MCKITFouasi OMOJIOTHYECKUH 1 MMMYHOJIOTHYECKHIA TIpenapaT) mapaMeTpa Creii- 1,2,3, 1B
(uKanMu ¥ COOTBETCTBYIOIIETO €My METO/a HCIIBITAHUI U3 COOOpaXKeHU it 0€30I1aCHOCTH MM KauecTBa 4,5,6,
8
) Ecitit Ha BcrioMorartenibHOE BEIECTBO OTCYTCTBYET cTaThs I ocynapcrenHoit ®@apmakonee PK, usmenenue 1,2,3, 1B
B COOCTBEHHBIX JJAHHBIX CIICHU(HUKAINN Ha HeODHIHATBHYIO (hapMaKomero win (apMakoIero TpeTheil CTpaHbl 4,5,6,
8

VcenoBus

1. I3MeHeHue He SBISETCS CIIEICTBUEM KaKOT0-Tub0 00513aTelIbCTBA, IIPUHATOTO TI0 PE3yIbTaTaM PaHee MPOBEICHHBIX IKCIIEPTU3 C LENBIO
aHaIM3a KPUTEPUEB IPUEMIIEMOCTH CrieHu(UKauy (HaIpuMep, B X0/1¢ PETUCTPALIMH JICKapCTBEHHOT'O TIpernapara Wil BHECCHUH H3MEHEHHUH
11 Trma).

2. VI3aMeHeHue He SBIISIETCS CJIEACTBUEM HCIIPEABUICHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IPOU3BOACTBA, HAIIPUMED, HOBOM HCKBaJ’II/I(bI/ILII/IpO-
BaHHOU IIpUMECH, U3MCHECHUSI TIPEACIIOB COACPIKAHUSI CYMMBbI HpHMCCCﬁ.

3. JIro60e M3MEHEHNe yKIabIBAacTCA B JUANA30H TeKyIINX 0J0OPEHHBIX KPUTEPHEB IPHEMICMOCTH.
4. AnanuTHYecKas METONUKA HE U3MEHSETCS MM U3MEHSETCA He3HAYUTENbHO.

5. Hu oguH HOBBIIM METO HCIIBITAaHUS HE OCHOBAH Ha HOBOW HECTAHAApPTHOM METOJ0JIOTMH WIIM CTaHAAPTHON METOI0JIOTHH, UCTIONIb3YyeMOn
M0-HOBOMY.

6. HoBblit MeTO MCHIBITAHUS HE SBIISIeTCS OMOJIOrNYECKUM (MMMYHOJIOTHYECKUM) (MMMYHOXUMUYECKUM) WIIK METOZIOM, B KOTOPOM UCIIONb-
3yeTcsi OUOJIOTMYECKHUIT peaKTUB T OHOJIOTUYECKOM aKTHBHOH (hapMaIleBTHUECKOH CyOCTaHINY (32 HCKITIOUCHHEM CTaHIAPTHBIX (apMaKo-
HeHHBIX MHKPOOUOJIOTHYECKHUX METO/IOB).

7. I3MeHeHne He KacaeTCsl TeHOTOKCUIHOM MPIMECH.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ieny(pa3aenam) J0Che.

2. CpaBHHTeNbHAS TAOIUIIA TEKYIMX U TpeIaraeMbIX crieliuuKamnmii.

3. IToppoOHOE onKcaHKe JII0O0ro HOBOW aHAIMTUYECKOW METOJMKY M JaHHbIE BAIUIAIUU (B COOTBETCTBYIOIINX CIYYasiX).

4. ﬂaHHHe aHaJin3a JByX IIPOMBIIIJICHHBIX cepm?I (B OTCYTCTBHUEC JOJIKHBIX 000CHOBaHUI JJIA OHOJIOrMYECKHX aKTHBHBIX (bapMaL[eBTI/I‘[eCKI/IX
Cy6CTaHHI/Iﬁ — Tpu CCpI/II/I) BCIIOMOTaTCJIbHOI'O BEIIECTBA 110 BCEM ITapaMeTpaM CHCI_II/I(;I)I/IKaLII/II/I.

5. B coOTBETCTBYIOINX CITydasx JaHHBIE TECTa CPABHUTEIBHON KHHETHKH PACTBOPEHHUS JICKAPCTBEHHOTO TIperapara, 1o MEeHbIIeH Mepe, 01-
HO¥1 OIIBITHO-TIPOMBIIUICHHOHN CEPHU, COZIepIKallieil BCTIOMOTraTeIbHOE BEIECTBO, COOTBETCTBYIOIIETO TEKYIIEH 1 NpeuiaraeMoii crienuduka-
UsIM. B OTHOIIIGHUH JIeKapCTBEHHBIX PACTUTEIBHBIX MIPENapaToB JOCTATOYHbBI JaHHBIC CPABHUTEIBHON PaciaiaeMOCTH.

6. O00CHOBaHHMs HEMPE/ICTABIICHUS PE3YJIbTATOB HOBOT'O HCCIIEIOBAHUS OMOIKBUBAJICHTHOCTH B COOTBETCTBUU ¢ [IpaBuiiaMu npoBeeHUS HC-
clieIoBaHuil OnodkBHuBaneHTHoCcTH PK.

7. O6ocHOBaHNME (OLICHKA) PHCKOB, HOATBEPKIAOIIIE TO, YTO ApaMeTp SIBJISICTCS] HECYILIECTBEHHBIM MJIH yCTapedl.

8. O00CHOBaHKE HOBOTO IapamMeTpa CHCI_[I/I(l)I/IKaI_[I/II/I 1 KpUTEPHUECB [IPUCMIIEMOCTH.

b.11.B. 2 MI3MeHeHHe aHATUTUYECKOH METOIUKHU JUIs BCIIOMOTIaTeIbHOIO BELECTBa Veno- | Tpebye- | Bug
BUS Mas f10- | mpo-

KyMe€H- 1e-

Tanus ny-

jusi

a) HesnaunMmpble n3MeHEHUs 0JOOPEHHOW aHAIMTHYECKOW METOUKH 1,2, 1,2 1A

3,4
6) Hcximouenne aHaIMTHYECKOI METOAMKH, €CIIH allbTepHAaTUBHAs €if METOIMKaA yxKe 0100peHa 5 1 1A
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B) 3aMeHa OMOJIOrMYeCcKOro (MMMYHOJIOTHYECKOr0) (MMMYHOXUMHUYECKOr0) METO/1a UCIIBITAHUI MIIM METO/IA, B I
KOTOPOM HCIIOJIb3Y€ETCsl OMOJIOTMUECKUIl peakTUB
r) [Ipounie U3MEHEHUs aHAINTUUECKON METOJMKY (BKIIIOUast 100aBIeHNUE UITH 3aMEHY) 1,2 1B

YcnoBust

1. CornacHO COOTBETCTBYIOLIUM JOKYMEHTaM, IPOBEICHBI HEOOXOIMMBbIE BATHIALOHHBIC HCCICIOBAHHS, TOATBEPIKIAIOLINE TO, YTO OOHOB-
JICHHAsI aHAJIMTHYECKAs METOJMKA, IO MEHBIIIEH Mepe, SKBUBAJICHTHA PEIbIAYIICH.

2. IIpenernsl conepkaHus CyMMbl IPUMeCei He M3MEHWIHCh, HOBbIE HEKBAIU(HLPOBAHHbIE TPUMECH HE OOHAPYIKECHBI.
3. Merox aHanu3a He M3MEHWICS (HanpyMep, U3MEHEHHE UTMHBI KOJIOHKH MJIM TeMIIepaTypbl, HO HE JPYroH BU KOJOHKHU WJIX METOL).

4. HoBbli MCTOA UCHIBITAHUSA HC SABJIACTCA OHOJIOTHYECKUM (PIMMyHOHOFHLIeCKI/IM) (I/IMMyHOXI/IMI/I‘IeCKI/IM) WJIX METOA0M, B KOTOPOM UCIIOJIb-
3yercsa OHOJIOTMYECKHI pCaKkTuB (3a HUCKIIIOUYCHUEM CTaHAApPTHBIX (bapMaKOHCﬁHLIX MHKp06I/IOHOFI/I‘I€CKI/IX MCTOZ[OB).

5. AnbTepHaTHBHAs aHATUTHYECKAst METO/IMKA JUTS TTapaMeTpa Crielu(uKaniy yxe 0400peHa, IPU ITOM Takas METOJIHKa ObUla BKIIOUYEHA HE
¢ momomrsio [A-yBenomienus.

JlokymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3ieny(pa3enaM) J0Che, BKIIFOUas OMMCAHUE aHATUTUIECKONH METOIOIOTHHU, PE30-
M€ JaHHBIX BaJIUAALNH, IEPECMOTPEHHBIE cle(DUKAIMN Ha IPUMecH (€CIU IPUMEHNMO).

2. CpaBHHTEIbHBIE PE3YJIBTATHI BAIMIALMH WM, IPH HATMYUM 000CHOBAHHS, CPAaBHUTEJILHBIE PE3yJIbTaThl aHATH3A, TOATBEPXKAAIOIIHE TO,
YTO TEKyIIee U MpeJylaracMoe UCIIbITaHNE SKBUBAJICHTHBI. J[aHHOE TpeOoBaHNe HE IPUMEHSIETCS, €CIIH JOOABIISCTCS HOBAst aHATUTHYECKast

METOUKA.
b.11.B. 3 M3MeHeHHe HCTOYHNKA TTOIy4EHHUs BCIIOMOTaTeIbHOTO BEIIECTBA WM PeakTHBa ¢ puckom TI'D Veno- | Tpebye- | Bug
BUS Mas f10- | mpo-
KyMe€H- 1e-
Tauus ny-
jusi
a) 13 marepuana ¢ puckom TI'D Ha MaTepuan pacTUTEIBHOTO WIIM CHHTETHYECKOTO IPOUCXOXKICHHS
1. JIyist BcrioMoraTesbHbIX BEIECTB WM PEAKTUBOB, HE MCIIOIb3YEMbIX B IPOU3BOCTBE OMOIOTHUECKOH (MM- 1 1 1A
MYHOJIOTHYECKOI) aKTUBHOH (papMalieBTHUECKON CyOCTaHIMH MM OHOJIOrHYeCKOro (MMMYHOJIOTHUECKOTO0) JIe-
KapCTBEHHOTI'0 Ipernapara
2. JIns BCIOMOTaTeNbHBIX BEIIECTB HIN PEAKTHBOB, HCIIONB3YEMBIX B IPOU3BOJCTBE OMOIOTHYECKOH (IMMYHO- 1,2 IB
JIOTMYECKO) aKTHBHOM (hapMalieBTUIeCKON CyOCTaHIIMN MK OUOIOTUIeCKOro (MMMYHOJIOTHYECKOTO) JIeKap-
CTBEHHOTI'O Ipemnapara
0) 3menenue nnu BBeneHne MaTepuana ¢ puckoMm TI'D wnu 3amena matepuana ¢ puckom TI'D Ha npyroit Ma- I
tepuai ¢ puckoM TI'D, He umerommii ceprudukar coorercTBus o TI'D

YcnoBus

1. Cl'IeI_[I/I(bl/IKaLII/II/I Ha BBIIIYCK U KOHEL CpOKa roAHOCTH BCIIOMOI'aTEJIbHOT'O BEIIECTBA U JICKAPCTBEHHOI'O IIpe€iapaTta HE U3SMEHSIOTCA.

JloxymeHTanus

1. HeKHapaLII/ISI TIPOU3BOAUTEIIS UIIN ACPKaATEIIA PErUCTPAIUOHHOIO YAOCTOBEPEHUS MaTepUualia, YTO OHHU IOJHOCTBIO PaCTUTEIIbHOT'O UJIN
CHHTCTUYCCKOI'O IIPOUCXOKIACHUS.

2. UccrnenoBanne SKBUBAICHTHOCTH MAaTEPHAIIOB U BIIMSIHIE Ha TIPOU3BOICTBO TOTOBOTO MaTepHaa U BIMSHNAC Ha XapaKTCPUCTHKH (HAIIPH-
Mep, XapaKTepUCTHKH PaCTBOPEHHS) JIEKAPCTBEHHOTO TIperapara.

B.11.B. 4 3menenne cuHTE3a WK MOJTy4eHHs HehapMaKomeiHOro BCIIOMOTaTeIbHOTO BEIIECTBA (€CIIU OMUCaH VYemo- | Tpebye- | Bun

B PETHCTPALMOHHOM JI0ChE) MJIX HOBOTO BCIIOMOTaTEILHOTO BELIECTBA BUS Masi 10- | mpo-
KyMEH- 1e-
Tanus ny-

jU3

a) HecyniecTBeHHOE H3MEHEHHE CHHTE3a WM MOJTyueHHUs He(hapMaKONeHHOro BCIIOMOTaTeIbHOTO BEIeCTBa 1,2 1,2,3, 1A

WJI HOBOT'O BCIIOMOTATEJILHOTO BEIIECTBA 4

0) Usmenstorest crienuUKANU WA UMESTCS] U3MEHEHHE (PH3UKO-XMMHUYECKHX CBOWCTB BCIIOMOTaTeILHOTO 11

BEILIECTBA, KOTOPBIE BIMSIOT HA KAYECTBO JIEKAPCTBEHHOTO Ipenapara

B) BeroMorarensHOe BelecTBoO — OHOIOrnueckoe (MMMYHOJIOTHYECKOE) BEIIECTBO 11




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 12.03.2026
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e‘\ A (" | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 12.03.2026
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
JlaTta ckaunBaHMs 08.04.2026

YcnoBust

1. Cioco6 cuHTE3a M cren(pUKANH UICHTHYHBI 1 OTCYTCTBYIOT KaY€CTBEHHBIC M KOJMYECTBCHHBIC N3MEHEHHS podmIIst mpuMece (MCKITIo-
4ast 0CTaTOYHbIE PACTBOPUTENH, IIPH YCIOBHHU TOTO, YTO UX KOHTPOJIb OCYIIECTBIIETCS B COOTBETCTBUH C TIPEEIbHBIM COCPKAHUEM, YKa-
3aHHBIM B fokyMeHTax PK) mmn pusnko-xumMudeckux CBOHCTB.

2. Uckirouast abIOBaHTHI.

JloxymeHTanus
1. TTonpaBka kK COOTBETCTBYIOILIEMY(COOTBETCTBYIOIIMM) pa3eiy(pa3ienam) 10Che.

2. JlanHble aHanu3a cepuii (B popmare cpaBHUTENBFHOM TaOIHIIBI), IO MEHBIIIEH Mepe, IBYX CepHil (110 MEHbIIEH Mepe, OMBITHO-POMBIIILICH-
HBIX) BCIIOMOTaTEIbHOTO BEIIECTBA, TPOU3BEICHHBIX C MOMOIIBIO CTAPOr0 U HOBOTO MPOIECCOB.

3. B COOTBETCTBYIOLIMX CIy4Yasx JaHHbIC TECTa CPABHUTEIbHON KHHETHKH PaCTBOPEHHUS JICKApCTBEHHOTO TIperapara, o MeHbLIeil Mepe,
IIBYX CepHii (I10 MEHBIIEeH Mepe, OTBITHO-POMBIIUICHHBIX ). B OTHOIIEHNH JIEKApCTBEHHBIX PACTHTENBHBIX MPEMAPATOB TOCTATOYHBI JAHHBIC
CPaBHUTEIIBHO PacaiacMOCTH.

4. Konust omoOpeHHo# 1 HOBOI (eciy MpUMEHNMO) crienn(HKaInil BCIOMOTaTeIbHOTO BEIECTBA.

B.11. ) KonTpons kadecTBa JIeKapCTBEHHOTO IIpenapara

b.ILr. 1 I3MeHeHue napamMeTpoB celupUKauy U Ycnosus Tpebyemast noKyMeHTaLUs Bup npouenypsr
(¥11) KpUTEPUEB NIPUEMIIEMOCTH JIEKAPCTBEHHOTO

npemnapara

a) YKeCTOUeHHE KPUTEPUEB ITPUEMIIEMOCTH CIeu(u- 1,2,3,4 1,2 1A

Kalluu

0) YixecToueHune KpuTepreB npruemiemMoctu crietmpu- | 1,2, 3,4 1,2 1A

Kalliuy JIEKapCTBEHHBIX IIPEapaToB, MOAJICKAIUX Bbl-
IIyCKYy CepPII?I O(bI/IHI/IaJILHLIM KOHTPOJIbHBIM OPTraHOM

B) JloGaBieHre B crienu(puKanuio HOBOTO ITapamMeTpa 1,2,5,6,7 1,2,3,4,5,7 1A
U COOTBETCTBYIOILETO €My METO/Ia UCIIBITAaHUH

r) MckimoueHne HeCyIIeCTBEHHOTO TapaMeTpa CIenu- 1,2 1,2,6 1A
¢dukanuy (HaIpuMep, HCKII0YEHHE YCTapeBILIeTo Ma-

pameTpa)

1) V3ameneHue, BIXoAsIIee 3a 0J00pEHHbIC KPUTEPUU I

HNPUEMIIEMOCTH creludUKaIi

¢) UckimoueHne napamerpa crieludukauy, KOTOpbIid 11
CYHIECTBEHHO MOBJIUAET Ha COBOKYITHOE Ka4eCTBO Jie-
KapCTBEHHOTO IIpernapara

) JlobaBiieHre win 3aMeHa (MCKITFouasi GHoJtormye- 1,2,3,4,5,7 1B
CKHUIl 1 IMMYHOJIOTHYECKHI TIpernapar) napamerpa
crierM(pUKAIMU U COOTBETCTBYIOIETO €My METO/Ia HC-
MBITAHUI U3 COOOpaKeHU T 0E30IaCHOCTH HIIH Kade-
cTBa

3) OOHOBJIEHHUE TOCHE C LETBIO COOTBETCTBHUS TOJI0XKE- 1,2,3,4,7,8 1,2 1A
HUSIM OOHOBIICHHOM 0011el craThu ['ocynapcTBeHHON
dapmakoniee Pecyonuku Kazaxcran Ha JiekapcTBEH-
HbIH mpemnapar (*)

n) BBogutcs craresa ['ocynapctBennoit @apmakonen 1,2,10 1,2,4 1A
Pecny6nuku Kazaxcran "OgHOPOIHOCTB 103HMpOBa-
HUs" B IEJSX 3aMEHBI TEKYIIETO 3aperuCTPUPOBAHHO-
ro MeTofa, oo craths ['ocynapcTBenHO Papmako-
neu Pecriy6nuku Kazaxcran "OgHopogHOCTE Macchl",
1160 "OTHOPOAHOCTH COACPKUMOTO"

Vcnosus




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 12.03.2026
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™ .‘ a .' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB JlaTa pesaKiyu 12.03.2026

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 08.04.2026

1. VI3sMeHeHue He SIBISEeTCs ClIeJICTBUEM KAKOro-11ubo 00s3aTe/IbCTBa, IPUHATOrO 110 pe3ybTaTaM pPaHee MPOBECHHBIX SKCIEPTU3 C LENbIO
HepecMoTpa KpUTEPHUEB IIPUEMIIEMOCTH CIIENU(UKAINE (HAIPHMEDp, B X0JIe PETUCTPAIHH JICKAPCTBEHHOTO IIpelapara HiId BHECEHUH H3MEHe-
Huii 1] THma), ecay TONBKO 060CHOBBIBAIOIIAS JOKYMEHTANH HE ObLIa paHEee IPOBEPEHA U YTBEPXKIEHA B PaMKaX JIPYToil IPoLeayphL.

2. VI3MeHeHue He SIBISIETCS CIICACTBUEM HENPEABUICHHBIX CUTYalUil, BO3HUKIIUX B XOJI€ IPOM3BO/ICTBA, HAIPUMEP, HOBOH HEKBATU(UIIMPO-
BaHHOW NMPUMECH, U3MEHEHHUS NPEAEIIOB COACPKAHUS CYMMBI IPUMECEH.

3. JIro6oe u3MeHeHHe yKIIaIbIBACTCs B IMANAa30H TEKYIIUX 0JOOPEHHBIX KPUTEPHEB IPUEMIIEMOCTH.
4. AHanuTHuYeCcKas METOJMKA HE U3MEHSETCS MJIM U3MEHSETCS] HE3HAYNTEIBHO.

5. Hu ouH HOBBI METO MCIIBITAHUSI HE OCHOBAH Ha HOBOM HECTAHIAPTHOW METOJOJIOTHH MIIM CTaHIaPTHOH METOI0JIOTHH, HCIIONB3YEMO
0-HOBOMY. 6. HOBBIi MeTO/1 MCIIBITAaHUS HE SBISIETCS OUOJIOTMYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXHMUYECKAM) HIIK METOJIOM, B KOTO-
POM HCIIONB3YETCsl OHOIOTHUECKUI PEaKTUB sl OMOIOTHYECKOM aKTHBHOMN (hapMalleBTHUECKOM CyOCTaHIMH (32 HCKITIOUCHHEM CTaHIapT-
HBIX (hapMaKOIeHHbIX MHKPOOHOIOTMYECKUX METOIOB).

7. I3meHeHue He 3aTparuBaet Kakue-JIu0o npuMecH (BKII0Yasi FeHOTOKCHYHbIE) WIIH PACTBOPEHUE.

8. 3MeHeHHe 3aTparuBaeT OOHOBICHHE KPUTEPHUEB IPUEMIEMOCTH MUKPOOHOIOrHYECKHX KOHTPOIC! B LIEJISIX COOTBETCTBHS ACHCTBYIONIESH
dapmaxoriee, a 3apETUCTPUPOBAHHEIC HBIHE KPUTEPUH IPHEMIEMOCTH MUKPOOHOJIOTHYECKUX KOHTPOJIEHl He BKIIIOYAIOT KaKHe-TH00 J10Mo-
HHTEJIBHBIC KOHTPOIIH, BKIIOUCHHBIC B CIICNU(DUKAIINIO, IOMUMO (papMaKoneHHEIX TpeOOBaHMII B OTHOIICHHUN OIPE/IEICHHON JTeKapCTBCHHON
(hopMsI

9. ITapametp crielu(pUKanNN He 3aTparuBaeT KPUTUYECKUI MapaMeTp, HalpHMep: KOIMYECTBEHHOE ONpeelIeHIe IPUMECH (€CIIM TOJIBKO
OIpe/IeIeHHBIH PaCTBOPHUTENb OJHO3HAYHO HE MCIOJIb3YeTCs B IPOU3BOACTBE JIEKAPCTBEHHOTO Mperapara) 00y KPUTHIECKYIo Gusnye-
CKYIO XapaKTePHCTHUKY (TIPOYHOCTH MM XPYHKOCTb TabJIETOK, HE MOKPBITHIX 000JI0UKOM, pa3Mepsl) 000 3apoc Ha MPOIYCK HCTIBITAHHUS

10. IIpensaraemslit KOHTPOJIB MOJTHOCTBIO COOTBETCTBYET TabiuIe crathi ['ocynapcTBenHoit dapmakonee Pecriy6mukn Kazaxcran u He
BKJIIOYAET aJIbTEPHATUBHBIE MIPEUIOAKEHHS UCTIBITAHHS OZHOPOJHOCTH JJO3UPOBAHUS C IOMOILbIO BAPUALIMHM MACChI MM OHOPOJHOCTH COAEp-
JKaHUS, €CIIM MIOCTIEAHNE YKa3aHbI B CTAaThe.

JlokymeHTanms

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3ieny(pa3aenam) 10Che.

2. CpaBHHTeNbHAS TAOIUIIA TEKYIUX U TPeIaraeMbIX crielinuKanmii.

3. IloppoOHOe omnrcaHKe JIF0O0Tr0 HOBOW aHAIMTHYECKOW METOJMKY M JaHHbBIC BAIUAAIMU (B COOTBETCTBYIOIINX CITyYasiX).

4. JlaHHBIe aHAJIM3a IBYX MPOMBIIUICHHBIX cepuil (B OTCYTCTBHE JIOJKHBIX 00OCHOBAHUIA JJIsl OMOJIOTMYECKUX aKTUBHBIX (hapMalleBTHYECKUX
cyOCTaHIUI — TPH CepHH) JIEKapCTBEHHOT'O ITpernapara 1o BceM apaMeTpaMm CrieudruKayy.

5.B COOTBETCTBYIOIIUX ClIydasX JaHHbIC TECTa CpaBHHTCHLHOﬁ KHHETUKH PaCTBOPCHUS JICKAPCTBECHHOTO IIperiapara, 1o MEHbBIIIEH Mepe, o1~
HOM OHLITHO—HpOMLIHIHeHHOﬁ CEpHH, COOTBECTCTBYIOIIINEC TeKyHIefI n npe;{naraeMoﬁ CHeHI/I(bI/IKaI_II/IHM. B otHomeHnn JICKapCTBCHHBIX pacTH-
TCJIBHBIX IIPE€NapaToB AOCTATOYHBI JaHHBIC CpaBHI/ITeHLHOﬁ pacraga€MOCTH.

6. O0ocHOBaHue (OLIEHKA) PHCKOB, HOATBEPXKIAMOIIHE, YTO APAMETP SBJISETCS HE3HAYUMBIM.

7. OGocHOBaHKE HOBOTO MapaMeTpa crienupHKalul U KPUTEPUEB TPUEMIEMOCTH.

(*) Ilpumeyanue €CJIM B JJOChE 3aPErMCTPHMPOBAHHOIO JIEKAPCTBEHHOI'O Npenapara yoMHHAETCs
""rexyiiee u3gaHue" HeoOXOIMMOCTh B YBEIOMIICHUH YIIOJIHOMOYEHHBIX OPraHOB
00 oOHOBIEHHOI cTaThe I'ocynapcTBenHoit @apmakonee PK. B cBs3u ¢ atuM Ta-
KO€ U3MEHEHHE IIPHMEHSETCS IIPU OTCYTCTBUH YIIOMHHAHKSA OOHOBICHHOI! (hapMa-
KOIEHHOH CTaTbU B TEXHUYECKOM J0ChE, @ M3MEHEHUE OCYILECTBIIAETCA B LEIAX
BKJIOUCHMS YIIOMUHAHHs OOHOBJICHHON BEPCHUH.

B.IL.r.2 M3MeHeHue aHaIUTUYECKON METOUKH JIeKap- VYcenosus Tpebyemasi TOKyMEHTAIHs Bun npouenypst
CTBEHHOTO Ipernapara

a) HesHaunTenbHbIC N3MEHEHNUS YTBEPIKACHHOH aHa- 1,2,3,4 1,2 1A
JUTHYECKOU METOIUKH

0) VckimroueHne aHATNTHIECKOW METOMKH, €CITH allb- 4 1 1A
TepHATHBHAs €l METOIMKA yiKe 0100peHa

B) 3MeHeHue (3aMeHa) OMOIIOrHYecKOro (MMMYHOJIO- 11
TUYECKOT0) (MMMYHOXHMUYECKOTO) UCTIBITAHHS WIIN

METO/1a, B KOTOPOM HCIIONB3YeTCs] OMOIOTHUECKHUi pe-
aKTUB, WM 3aMeHa OMOJIOTHYECKOro Iperapara cpaB-
HEHHs1, HE OXBAUYCHHOTO YTBEPKICHHBIM MPOTOKOJIOM
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™ ,‘ a .' ' DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata peaKkmum 12.03.2026
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o

JlaTta ckaunBaHMs 08.04.2026

r) [Ipoune n3amMeHeHus: aHATMTHYECKO METOAUKH 1,2 IB
(BKIMIOYast 100aBIICHNE WIIH 3aMEHY)

1) OOHOBIICHHE aHATUTHYCCKON METOJIUKH B TelsiX co- | 2,3,4,5 1 1A
OTBETCTBUsI OOHOBJICHHOH 0011el cTaThe ['ocynap-

crBenHoi ®apmakomnee Pecydnuku Kasaxcran

¢) B nensix oTpaskenus coorBercTBus ['ocynapcTBeH- 2,3,4,5 1 1A

Hoii Mdapmakonee Pecriyonuku Kazaxcran u Mckiroue-
HUsI yIIOMUHAHUS yCTapeBIlIei COOCTBEHHON aHATUTH-
YEeCKOI METOIIMKH U ee HoMmepa (*)

YcnoBust

1. CornacHo COOTBETCTBYIOIIIUM JOKYMEHTaM, ITPOBEACHbI HeO6XOL[I/IMI>Ie BaJIMJallMUOHHBIC UCCJICAOBAHMS, [IOATBEPKAAOIUE, YTO OOHOBJICH-
Hasg aHAJIMTHYCCKasA METOJUKA, 110 MCHBIIICH MEpPE, DKBUBAJICHTHA npem)mymeﬁ.

2. IIpenensl conepxaHus CyMMbl IPEMeCei He M3MEHUINCh, HOBbIE HEKBAIU(HLIHPOBAHHbIC TPUMECH HE 0OHAPYIKECHBI.
3. Merox aHanu3a He M3MEHUICS (HapyMep, U3MEHEHHE UTHHBI KOJIOHKH HJIM TeMIIepaTypbl, HO HE JPYroi BU KOJOHKHU WJIX METOLN).

4. HoBBIli METO/ MCTIBITAHUS HE SIBIISIETCS OMOJIOTHYECKUM (MMMYHOJIOTHYECKUM) (MMMYHOXUMHUYECKUM) HIIK METOJIOM, B KOTOPOM HCIIOJIb-
3yeTcst OMOJIOrHYECKUI PEakTHB (32 UCKIIIOUCHHEM CTaHIaPTHBIX (papMaKONEHHBIX MUKPOOHOIOTHIECKHX METOIOB).

5. 3apel"I/ICTpI/Ip0BaHHa$I AHAJIMTUYCCKAss METOJUKA YIKE CChUIACTCS Ha 06LLIyIO CTaTblO FOCy]IapCTBCHHOﬁ CDapMaKonee PK, a JIro0bIe U3MEHe-
HUS SABJIAOTCSA HC3HAYUMBIMU U Tpe6y10T OOHOBIIEHUS TEXHUIECKOTO JIOCHE.

JlokymeHTanus
1. IompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3zeny(pa3ienam) qocke, BKITIOUas OMICAHIEe aHATMTHYCCKOM METOIOIOTHH, PE3io-

M€ JIaHHBIX BaJIUAALNH, IEPECMOTPEHHBIE ce(DUKALMN Ha IPUMECH (€CIIU IPUMEHUMO).

2. CpaBHHTEIbHBIE PE3YJIBTATHI BATUIALMN WIN, IPH HATMYUM 000CHOBAHHS, CPAaBHUTEIILHBIC PE3yJIbTaThl aHATIH3A, OATBEPKAAIOIINE TO,
YTO TEKYyIIee U IpeJylaracMoe UCIIbITaHue SKBUBalIeHTHBI. HacTosiiiee TpeboBaHne He MPUMEHSETCS, €CITN JOOaBIIIeTCsS HOBasi aHaIUTHYe-
CKasi METO/IMKa.

(*) Ilpumeuanue €CIIH B JJOChE 3aperuCTPHUPOBAHHOIO JICKAPCTBEHHOT'O Iperapara yroMUHaeTCs
""Texyiiee nu3gaHue" HeoOXOIUMOCTh B YBEIOMIIEHUH YIIOJTHOMOYEHHBIX OPTraHOB
06 o6HOBNEHHOI cTaThe ['ocynapcTBenHoit Dapmakomnee Pecryonuku Kazaxcran
OTCYTCTBYET.

B.IL.r.3 M3menenue, 3aTparuBaroliee BBeICHUE BBITyC- | Y CIIOBHS Tpebyemasi TOKyMEHTAIHSI Bun npouenypst

Ka B peaJbHOM BPEMEHM WJIM BBIITYCKa IO IapaMeTpam

P NPOU3BOJICTBE JIEKAPCTBEHHOTO IpenapaTa

II
B.I1. 1) YnakoBoYHO-yKynOpOYHasi cuctema
B.1.n.1 M3meHeHne nepBUYHOM yIaKOBKH JIEKapCTBEHHOTO Mpenapara VYeno- | Tpebyemas moky- Bun npouenypst
BUS MEHTAaIHs
a) KavecTBeHHBII U KOJIMYECTBEHHBIH COCTaB
1. TBepaple 1ekapcTBEeHHBIE (HOPMBI 1,2, 1,2,3,4,6 1A
3

2. Msirkue v HeCTepHIIbHBIC XKUJIKUE JIEKAPCTBEHHbIE (POPMBI 1,2,3,5,6 1B

3. CrepuibHbIE JIEKApCTBEHHBIE MPErnapaThl ¥ OHoNoruyeckue (MMMyHOJIOTuye- 1I

CKHe€) JIEKapCTBEHHBIE IIPernapaTsl

4. VI3MeHeHune 3aTparuBaeT ymaKkoBKy, 00JIa/Ia0Iy0 MEHBIIMMH 3aI[UTHEIMH 11

CBOIfCTBaM IPH OJJHOBPEMEHHBIX U3MEHEHHUSIX YCIOBHI XpaHEeHUs U (MIIN) COKpa-

ICHUH CPOKA FOJTHOCTH

0) M3meHeHune Bua KOHTeWHepa Wik [00aBICHHE HOBOTO KOHTEeHHepa

1. TBepapie, MSTKHE U HECTEPUITbHBIC KHIKUE JTIEKAPCTBEHHBIC (HOPMBI 1,2,3,5,6,7 1B

2. CTepuibHbIE IEKapPCTBEHHBIE TIPEMapaThl 1 ONOIOTUYECKUe (MIMMYHOJIOTHYE- 11

CKHe€) JIEKapCTBEHHBIE MPernapaTsl
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3. Uckitouenne KOHTelHHepa NepBUYHON YIIaKOBKH, KOTOPOE HE NPUBOJUT K MOJI- 4 1,8 1A
HOMY HCKJIFOUEHHIO I03UPOBKH UIIH JIEKAPCTBEHHOH (hOPMBI

VYenosus
1. I3MeHeHue 3aTparuBaeT TOJIbKO OJUH U TOT XK€ B yIIaKOBKH (KOHTeHHepa) (HarmpumMep, 6aucTep Ha OIHCTeEp).
2. Ilo 3HaYMMBIM CBOWCTBaM IpeJIaraeMblil yIaKOBOYHBIH MaTepual 0 MEHbIIeH Mepe IKBUBAJICHTEH 0JJ0OPEHHOMY.

3. HagaTsl COOTBETCTBYIOLINE HCCIEIOBAHNSA CTA0OMIPHOCTU B COOTBETCTBHH C YCTaHOBJICHHBIMH TPeOOBAHUAMU U YCIyTOIOTydaTe-
JieM Ha MOMEHT BBEJIEHUs] M3MEHEHHUI IpOaHaIM3UPOBAaHbl COOTBETCTBYIOIHE APaMETPhl CTAOMIBHOCTH HE MEHEE YeM Ha JIBYX OIIbIT-
HO-IIPOMBIIUICHHBIX MU ITPOMBIIUICHHBIX CEPHSX, B €r0 PACHOPSHKEHUH HaXOATCS YAOBICTBOPUTENILHBIC PE3yJIbTaThl, 0 MEHbILICH
Mepe, 3-MeCsIYHOro U3ydeHHs crabunbHocTH. OHAKO, €ciu MpejaraeMas yrakoBka 0osiee yCToH4MBa 110 CpaBHEHHUIO € 0JOOPEHHOMH,
TO TPEXMECSYHBIC IaHHBIC [0 CTaOMIBHOCTU He TpeOyroTcs. MccaenoBaHus 3aBepIIaloTCs, CIIH HX Pe3yIbTaThl HE YKIIA(bIBAIOTCS B
crienu()UKAIUY WM TOTCHINAIBHO HE YKIAJbIBAThCA B CIieN(HKAIN Ha KOHEIl CPOKA FTOJHOCTH, HX HEOOXOIMMO HEMEIICHHO Ipel-
CTaBUTh YIIOJIHOMOYEHHOMY OpraHy Hapsly ¢ IpeJIaraeMbIM IUIAHOM JeHCTBHUIL.

4. OcraBasics (ocraBiuecs) Gopma (Gpopmbl) BeIITycKa JIEKapPCTBEHHOTO TpenapaTa JocTaTouHa(bl) ISl BHITOJHEHUS] PEKOMEH AL
0 TO3UPOBAHHUIO U POAODKUTEILHOCTH JICUCHHS, YKa3aHHBIX B 00LIEH XapaKTepHUCTHKE JICKapCTBEHHOTO Mpernapara.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3ieiy(pa3aenam) J0Che.

2. HeoGXOMMbIE JAHHbBIE O HOBO yIIAKOBKE (HAIPAMED, CPABHUTETBHEIC JAHHEIC TI0 IPOHAIAEMOCTH, Harpumep, s 02, CO?,
BJIATH).

3. B COOTBETCTBYIOIIHUX CIy4asx HEOOXOIUMO MPEACTABUTH MOATBEPKACHIE TOTO, YTO B3aMMO/ICHCTBIE MEX/Y COACPKIUMBIM H yIia-
KOBOYHBIM MaTepHAaJIOM HE MPOUCXOIUT (HalpUMep, OTCYTCTBYET MepeMellieHHe KOMIIOHEHTOB Mpe/ylaraeMoro Marepuaia B ero co-
JIep>KUMOe, KOMITOHEHTBI JIEKAPCTBEHHOTO IIperapara He MepexoIsiT B YIAaKOBKY ), BKIIIO4Yas MOTBEPKACHHE TOTO, YTO MaTepHaj COOT-
BETCTBYET COOTBETCTBYIOLINM (papMaKoINeHHbIM TpeOOBaHHUAM WM 3aKOHOATeNIbCTBY PecnyOnnkn KasaxcraH o miiacTH4ecKux mMaTe-
puanax u 00beKTaM, KOHTAaKTHPYIOIIUM C NMUIIEBBIMH IPOYKTaMH.

4. Jlexnaparnus, 94T0 Ha4aThl TpeOyeMble HCCIe0BAHNA CTAaOMIPHOCTU B COOTBETCTBUH C YCTaHOBJICHHBIMH TPpeOOBaHUAMH (C yKa3aHH-
€M HOMEpOB cepHif); ¥ 4To (B COOTBETCTBYIOIIMX CITydasx) HA MOMEHT BBEJCHHS U3MEHEHUHI B PACIIOPHKCHHH YCIIyTOIOIyYaTeNs Ha-
XOJIMIINCh TpeOyeMble MUHUMAJIbHbIE yI0BIETBOPUTEIbHbIC JAHHBIC 110 CTAOMIIBHOCTH; M YTO MMEIOLIUECS JaHHbIE HE CBHIETEIbCTBO-
BaJIM O Kakoii-m1bo npodieme. HeoOxoauMo Takxke NpeiCTaBUTh HOATBEPHKICHUE TOr0, YTO HCCIIe0BaHHs OyayT 3aBEpILEHBl, U YTO
€CIIU pe3yJIbTaThl He OyyT YKJIagbIBaThCs B CHEIM(UKAIIUI WK IOTEHI[HAIBHO He YKIIaIbIBaThCS B CIENU(UKAIIMY Ha KOHEL] CPOKa
TOAHOCTH, UX HEMEJUIEHHO NIPE/ICTaBAT YIIOJHOMOYEHHOMY OpraHy Hapsy ¢ peAnaraéMbIM INIAHOM JeHCTBHI.

5. Pesynbrathl nccienoBaHmii CTaOMIIBHOCTH, IPOBEICHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMH, IO 3HAUYMMBIM Iapa-
MeTpaM CTaOHIBHOCTH HE MEHEEe YeM Ha JIBYX OIBITHO-IIPOMBILIJIEHHBIX WM IPOMBILIJIEHHBIX CEPUsIX, OXBAaTHIBAIOIMX HE MEHee 3 Me-
CSILIEB, ¥ OATBEPXKICHHE TOT0, YTO YKa3aHHBIC UCCIIEOBAHUS Oy yT 3aBepILEHbI, ¥ €CIIM Pe3yJIbTaThl He OyAyT YKJIa/bIBaThCs B CIIe-
IU(UKAMK WIH TOTEHIMAIBHO HE YKIIAJBIBAThCS B CHIEHU(HKALNK Ha KOHEL] CPOKa FOAHOCTH, MX HEMEJICHHO IPE/ICTABAT YIIOJIHO-
MOYEHHOMY OpraHy Hapsiiy ¢ pelaracMbIM IIJIAaHOM JI€HCTBHH.

6. CpaBHEHHE TEKYIUX U IIPeUIaraéMbIX CIeNU(pUKAINil IepBUYHON YIIaKOBKY (€CIIH IPUMEHHIMO).
7. B cooTBeTCTBYIONIMX CIydasx o0pa3ibl HOBOTO KOHTeHHepa (YKYIOPKH).

8. Jlexnmapariusi, 4TO OCTaBILIHUIACS (OCTABIIKECs) pa3Mep (pa3Mephl) YIIAKOBKH COOTBETCTBYET (COOTBETCTBYIOT) PEXXUMY TO3MPOBAHUS
U IPOJIOJDKUTEIFHOCTH JICUCHHS U JOCTATOYHBI [T BBIIIOTHEHHUSI PEKOMEH/AIHIT 110 JO3UPOBAHMIO, MPHBEICHHBIX B 00LIEH XapaKTe-
PHCTHKE JICKapCTBEHHOT'O IIperapara.

IIpumeuanne Jsa B.I1L.1.6) — eciu u3MEHEHUE IPUBOJUT
K "00pa3oBaHUIO HOBOH JIEKapCTBCHHOU (op-
MBI", TO TaKO€ U3MEHEHHUE TpeOyeT 1mojayuu 3a-
SIBJICHHA O PACIINPEHUH PETUCTPALHH.

b.I1.1.2 VI3mMeHeHne mapaMeTpoB Crenu(puKaiy 1 (K1) KpUTEPUEB IPHEMIIEMO- VYemo- | Tpebyemas moky- Bun npouenypst
CTU NEPBUYHON YNAKOBKH JIEKAPCTBEHHOTO MpenapaTa BUS MEHTaLUs
a) YKeCTOUeHHE KPUTEPUEB MTPUEMIIEMOCTH CIIeHU(PHUKAIIH 1,2, 1,2 1A
3,4
0) [loGaBneHue B cieuQUKaIo HOBOTO ITapaMeTpa U COOTBETCTBYIOLICH eMy 1,2, 1,2,3,4,6 1A
AQHAIUTHYCCKOU METOJUKU 5
B) MckiroueHne HecyeCTBeHHOro apaMeTpa crienuduKanuy (Harpumep, HCKIIIo- 1,2 1,2,5 IA
YEHHE YCTapeBIIEro mapameTpa)
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r) JlobaBneHue nim 3aMeHa napaMeTpa crielupuKaiyu 13 cooOpaxxeHui 6ezomnac- 1,2,3,4,6 1B

HOCTH HMJIK Ka4€CTBa

YcnoBust

1. VI3MeHeHue He SIBIISETCS CIIEICTBHEM KaKOro-Iu0o 0053aTeNbCTBa, IPUHATOTO 0 Pe3yJIbTaTaM paHee MPOBEICHHBIX SKCIEPTH3 C Lie-
JIBFO aHAITM3a KPUTEPHUEB IIPUEMIIEMOCTH CIICHU(PUKALNH (HAPHMED, B X0Oe PETHCTPALIMH JIEKAPCTBECHHOTO TIPETapara Hiid BHECCHUH
n3menenui 11 tuma).

2. VI3MeHeHMe He SBIsETCs CIeCTBUEM HeNpeIBUICHHBIX CUTyalluii, BOSHUKIINX B X0JI€ IPOU3BOCTBA.
3. JIro6oe n3MEeHEHHE YKIIaIbIBACTCS B IMANA30H TEKYINX 0100pEHHBIX KPUTEPUEB ITPUEMIIEMOCTH.
4. AHanuTHYeCKas METOIMKA HE M3MEHSCTCSI WJIH U3MEHSCTCS HE3HAUYNUTEIBLHO.

5. Hu oy HOBBII METOZ HCHBITaHUS HE OCHOBAaH Ha HOBOM HECTAHIAPTHOM METOJOIOTMHU MIIU CTaHJAPTHOH METONOJIOTHH, UCTIONb3Ye-
MOH IT0-HOBOMY.

JlokymeHTamms

1. ITompaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3ieiy(pa3aenam) Joche.

2. CpaBHHTeNbHAS TAOIUIIA TEKYIMX U TPeIaraeMbIX crielinuKanmii.

3. IlogpoOHOe onrcaHre HOBOM aHATMTUYECKON METOAMKH U IaHHbIC BaJIHJAIMH (B COOTBETCTBYIOIIMX CIy4asX).
4. laHHbBIe aHATM3a JIBYX CEPHUil yIIaKOBOYHOT'O MaTepHaia 110 BceM apaMmeTpam (Tokas3arelisiM) crequdukaimu.
5. O6GocHOBaHue (OLICHKA) PHUCKOB, HOATBEPKAFOLIHE, YTO APAMET] SBJISCTCS HE3HAUUMBIM.

6. O60ocHOBaHE HOBOTO NapaMeTpa cuelu(UKALUN U KPUTEPHEB IPUEMIIEMOCTH.

b.11.1.3 V3MeHeHne aHAIUTUUECKOH METOJUKHU [Tl IEPBUYHON yITaKOBKH JIeKap- VYeno- | TpebGyemast noxy- Bup mpouenypsr
CTBEHHOTO IIpenapara BHSA MEHTaIHs
a) He3Haunmble M3MeHEHHUS 0JJ00PEHHOMN aHATUTHYSCKOW METOTUKU 1,2, 1,2 1A
3
6) [Ipoune n3MeHeHHs aHATUTHYECKOI METOANKH (BKJIIOYAsi 3aMEeHY MU J100aBIie- 1,3, 1,2 1A
HUE) 4
B) MckiroueHne aHaIMTHYECKOI METOTUKH, €CIIH alIbTePHATHBHAS €l METO/IMKA 5 1 1A

yKe ooOpeHa

YcnoBus

1. Cornacuo COOTBETCTBYIOIIIUM JOKYMEHTaAM, IIPOBEACHHAsA HeO6XOZ[I/IMa${ Bajaanus, NOATBEpKAaroas To, 4YTo OOHOBJICHHAsI aHAIN-
THYECCKasd MECTOAHKA, I10 MEHBIIEH MEpPE, SKBUBAJICHTHA HpelILII[yHIGﬁ.

2. MeTOII aHajJIn3a HEC U3MCHUIICSA (HaanMep, HU3MCHCHUC JUIMHBI KOJIOHKH UJIA TEMIIEPATYpPhbl, HO HC Apyrasi KOJIOHKa Ui MGTOZ[).

3. Hu ouH HOBBIIT METOZ MCHBITAHUSI HE OCHOBAaH Ha HOBOM HECTAHIAPTHOM METOJIOJIOTHHU MIIM CTaHIAPTHOI METOI0JIOTHH, UCTIONb3Ye-
MO MTO-HOBOMY.

4. AxtuBHas apMaleBTHUYeCKasi CyOCTaHIMs (JEKapCTBEHHBIH Mpenapar) He SIBISIFOTCS OHOJIOTHYECKUMH (MMMYHOJIOTHYECKIMHU ).

5. AnbTepHaTHBHAs aHATUTHYECKAst METO/IMKA JUIs apaMeTpa crieldukaniy yxe oq00peHa, mpy 3TOM Takasi MEeTOMKa Obula BKIIOYE-
Ha He ¢ oMolIbio [A-yBeominenus.

JlokyMeHTanus
1. ITompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3/ieiy(pa3aenam) J0Che.

2. CpaBHI/ITeJ'ILHLIC PE3YyJIbTAThl BaJIMAAINN UJIH, TIPU HAJTUIUU O6OCHOBaHI/IH, CPaBHUTEIIbHBIC PE3YJIbTAThl aHAJIN3a, [IOATBECPKAAIOIINC
TO, YTO TEKYLIEC U NPEIara€MO€ UCIILITAHUE DKBUBAJICHTHBI. HaCTO}IHlee Tpe6OBaHI/I6 HE NPUMEHSCTCS, €CIIN H063BHHCTC}I HOBasd aHa-

JIATHYCCKAasA MCTOMKA.

B.I1.x. 4 3menenue hopMbI WITH pa3MEpOB MEPBUYHON YIIAKOBKH, UITH YKYOPKH VYeno- | Tpebyemas moky- Bun npouenypst
(TepBUYHOI YIIAaKOBKH) BHUS MEHTAIHs
a) HecrepuibHble 1ekapcTBEHHbBIE MTPEHapaThl 1,2, 1,2,4 1A
3
0) 3menenne GopMbl I pa3MepoB 3aTParkBacT KIFOUEBBIE TOKA3aTEIH YIIaKoO- II

BOYHOI'O MaTe€puajia, KOTOpbIC CYIIECTBEHHO BJIUAIOT Ha JOCTABKY, IIPUMEHCHUE,
6€30MMacHOCTh MIIH CTAOMIBHOCTH JIEKApCTBEHHOTO IIpeTiapaTa

B) CrepuibHbIC JTEKapCTBCHHBIE TTPEMapaThl 1,2,3,4 1B
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YcnoBus
1. KauecTBeHHBIH M KOJIMUECTBEHHBI COCTAB IIEPBUYHON YIAKOBKH HE H3MEHHIICS.

2. 3meHenHue He 3aTparuBacT KJIKOYCBBIC I10KA3aTCIIN Ka4yeCTBa YIIaKOBOYHOI'0O MaTepualia, KOTOPbIC BJIIMAIOT Ha JOCTAaBKY, IIPUMCHE-
HUE, 6€30IMacHOCTh WIH CTAOMIBHOCTH JICKapCTBECHHOI'O IIpeliapara.

3. Ipu u3MeHeHn: CBOOOIHOTO IPOCTPAHCTBA HITH OTHOIICHHS MOBEPXHOCTH (00BEM) COTITACHO COOTBETCTBYIOLINM JOKYMEHTaM Pec-
ny6uuku Kasaxcras 1o cTabHIbHOCTH HaYaThl COOTBETCTBYOIINE HCCIICAOBAHIS CTaOMIBHOCTH; IPOAHATN3HPOBAHBI COOTBETCTBYIO-
LIKe TapaMeTpbl CTAOMIBHOCTH HE MEHEe YeM Ha JBYX ONBITHO-MPOMBIIIICHHBIX (11 OMOJIOTHYeCKHX (MMMYHOJIOTMYECKHUX) JIeKap-
CTBEHHBIX TPEHapPaTOB — TPEX CEPHsIX) UK HPOMBILILICHHBIX CEPUAX; B PACIIOPSHKEHUH YCIIYTOMOIyYaTelisi HAXOAATCS yIOBJICTBOPH-
TENIbHBIC PE3YJIbTATHI, IO MEHBILEH Mepe, 3-MeCIIHOT0 U3YUeHHUsI CTAOMIBHOCTH (1711 OMOJIOTMYECKUX (MMMYHOJIOTHYECKHX) JIeKap-
CTBEHHBIX MPENApaToB — MIECTUMECSIHOTO). [I0ATBEpIKICHIE TOTO, YTO MCCICAOBAHKS OYIyT 3aBEPIICHBL, U UTO ECIIH PE3yIIBTaThI
He OyAyT yKIaapIBaThCs B CICHU(PUKALIMN WK MOTCHIIHAIBHO HE YKIIAbIBATHCS B CHELU(UKAIMHE Ha KOHEI[ CPOKa TOAHOCTH, UX
HEMEUICHHO MPEACTABSAT YIOJHOMOYCHHOMY OpraHy Hapsiay ¢ NpearaeMbIM IIIaHOM JeHCTBHUIA.

JloxymeHTauus

1. IlonpaBka K COOTBETCTBYIOILEMY(COOTBETCTBYIOIINM) pa3/ieny(pa3enaM) 1ocke, BKIIIOUas ONicaHue, oAPOOHBIH uepTexk 1 cocTaB
MarepHalla KOHTelHepa WM YKYTOPKH, a TakKe IepecMOTp HH(OPMALIMH O JIEKApCTBEHHOM IIperapare.

2. B COOTBETCTBYIOIINX CITy4asix 00pa3ibl HOBOTO KOHTeHHepa (YKYIIOpKH).

3. HpOBCIIeHLI TIOBTOPHBIC BAJINAAITMOHHBIC UCCIICAOBAaHUS CTCPUIIBHBIX IIPEIIapaToB, IIOABEPTAOIIUXCS TepMI/IHaHLHOﬁ CTepuiIn3a-
ouu. B COOTBETCTBYIOIIHUX ClIydasixX HCO6XOHI/IMO YKa3aTb HOMEpa CeprI, HCIIOJIb30BAHHBIX B BAIMJAIIMOHHBIX UCCIICIOBAHUAX.

4. Tlpu u3MEHEHHH CBOGOIHOTO IPOCTPAHCTBA MJIM OTHOLICHHSI TIOBEPXHOCTH K 00beMy [CKIapalys, 4T0 HauaTbl TpeOyeMBbIe HCCiIeI0-
BaHMs CTaOMIIBHOCTH B COOTBETCTBUH C YCTaHOBJICHHBIMH TPeOOBaHHUAMH (C yKa3aHHEM HOMEPOB Cepuii); ¥ YTO (B COOTBETCTBYIOLIMX
Clly4asx) Ha MOMEHT pealli3allii yBeAOMIIeHHs 00 n3MeHeHHH A Tuma U nojauu yBegoMiieHust 00 u3meHeHuu 1B Tuma B ero pacro-
PSDKEHHH HAXOMASATCS YIOBJICTBOPHUTEIbHBIC PE3YIIbTATHI U3YUCHHUS CTAOMIBHOCTH; M YTO UMEIOIIHECS JaHHBIC HEe YKa3bIBAIOT Ha KaKue-
160 pobiaembl. Heo6X0MMO TaksKe IPpeICTABUTh OATBEPKICHNUE TOTO, YTO MCCIENOBAHUS Oy/IyT 3aBEPIICHBI, M YTO €CIH PEe3yiIb-
TaThl He OYAYT YKIAIbIBATHCS B CHICHU(UKALMA WK TOTCHIHMAIBHO HE YKIAAbIBATHCS B CHCHU(UKALIMN Ha KOHEI CPOKAa TOTHOCTH, UX
HEME/UICHHO MPEACTABAT YIOJHOMOYCHHOMY OpraHy Hapsiay ¢ IpeaiaracMbiM [IIaHOM JEeHCTBHUIA.

B.IL.a.5 V3menenue pazmepa yrnakoBKH JIEKapCTBEHHOT'O IpenapaTa VYeno- | Tpebyemas moky- Bun npouenypst
BUS MEHTAIHs

a) Vi3MeHeHue KoIM4ecTBa eIMHHMII JISKApCTBEHHOM ()OpMBI (HanpuMep, TabIeToK,
aMITyJI) B yIIaKOBKE

1. VI3MeHeHue yKiabIBaeTCsl B OJIOOPEHHBIN THaNa30H pa3MepOB YIIaKOBOK 1,2 1,3 1A
2. VI3MeHeHne He yKIIaAbIBaeTCs B 0100pEHHBIN IMana3oH pa3MepoB YIaKOBOK 1,2,3 IB
0) l3menenune pa3mepa (pa3MepoB) YIaKOBKH (YIIaKOBOK) 3 1,2 1A
B) l3MeHeHre HOMHHAIIBHOM Macchl (HOMUHAJIBHOTO 00beMa) CTEPHIIBHBIX MHOTO- I

JIO3HBIX (MJIM OJTHOMO3HBIX C YACTUYHBIM M3BIICUCHNUEM) TAPEHTEPATBHBIX JIEKap-
CTBEHHBIX IIPEHapaToOB U OMOJOTHYECKUX (MMMYHOJOTHYECKUX) MHOTOJIO3HBIX ITa-
pEHTEpallbHBIX JIEKApPCTBEHHBIX NPENapaToB

r) M3MeHeHre HOMUHAIBHOWM Macchl (HOMHHAIBHOTO 00beMa) HelapeHTepaIbHbIX 1,2,3 1B
MHOT0/IO3HBIX (MJIH OZHOAO3HBIX C YaCTHYHBIM H3BJICUCHHEM) JICKAPCTBEHHBIX IPe-

TapaToB

VYcnoBust

1. HoBerit pa3sMep YIIakKOBKH COOTBETCTBYET PEKUMY A03UPOBAHUS U TPOAOJDKUTCIIBHOCTH JICUCHUSI, YKa3aHHBIM B 061116171 XapaKkTepu-
CTHUKC JICKAPCTBCHHOI'O IIperiapara.

2. Marepuan nepBUYHON YIAKOBKH HE U3MECHACTCS.

3. OcraBmmecs HOPMBI BBIITYCKa O3BOJISIIOT BBIIIOIHATH PEKOMEHIALNH 110 JO3UPOBAHHUIO U [UTUTEIBHOCTH JICYCHHS, YKa3aHHbIE B 00-
IIel XapaKTePHUCTHKE JIEKapCTBEHHOTO Mperapara.

JloxymeHTanus

1. TTonpaBka K COOTBETCTBYOIIEMY(COOTBETCTBYOILIM) pa3aeny(pa3aenam) Jocke, BKIIOYas IepecMOTp HHPOPMALIMH O JIEKapCTBEH-
HOM IIpernapare.

2. O6ocHOBaHMeE, YTO HOBas (OCTAIOLIMECS) Pa3Mephl YIIAKOBOK COOTBETCTBYIOT PEKHMY J03UPOBAHUS U MIPOJOJLKUTENILHOCTH Jieue-
HHS, YKa3aHHBIM B 00IIeil XapaKTepUCTHKE JICKApCTBEHHOTO IIpenapara.




KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e‘ ‘ a .' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

3. Jleknapanus, 4To eClii 0XKUAACTCS BIUSIHIE HA CTAOMIBHOCTb, COTVIACHO COOTBETCTBYIOIMM YCTAHOBJIEHHBIM TPEOOBaHUSIM OyayT
HayaThl UCCIIE0BAaHUS CTa0MIBHOCTH. JlaHHBIE HEOOXOMMO MPEICTaBUTh (C MPEAIaraeMbIM INIAHOM JEHCTBUIA), JIMIIb €CIIU OHU He

YKJIa[IBIBAIOTCS B CTICHU(HUKAIINH.

[Tpumeuanne: Jns B.11.0.5.8) u T) — eciu M3MEHEHUE MTPUBO-

JIUT K I3MEHEHUIO "03UPOBKH" IEeKapCTBEHHO-
o mpemnapara, TO TaKoe U3MeHEeHHe TpeOyeT
1014 ¥ 3asIBJICHUS O PACIIUPCHUH.

B.11.1. 6 M3menenue kakoi-m10o coctaBisiowiei (lIepBUYHON) YIaKOBKH, HETIO- VYeno- | TpebGyemas noxy- Bup mpouenypsl
CPEIICTBEHHO HE CONPUKACAIONIEHCS C JIEKapCTBEHHBIM IIpernapaToM (HampuMep, BUS MEHTaIHs
L[BET CbEMHBIX KOJIIAYKOB, IIBETHBIE KOJOBBIE KOJIbIA HA aMITyJIaX, H3MEHEHUE
KOJINAyKa, 3alMIIAIOLIEr0 Uy (MCIIONb30BaHUE APYTOro IUIACTHKA))
a) Mamenenue, 3arparuBaroiiiee HHOOPMAIIUIO O JIEKAPCTBEHHOM TIpernapaTe 1 1 1A
6) U3menenue, He 3aTparuBaroiiee HHOOPMAIHIO O JIEKAPCTBEHHOM IMpenapare 1 1 1A
Ycnosus 1.
M3MeneHne He 3aTparuBaeT 4yacTH yNaKOBOYHOTO MaTepHania, KOTOpbIe BIUSIOT Ha OCTaB-
Ky, IpUMEHeHHe, 6e3011acHOCTb WM CTAOMIIBHOCTD JISKAPCTBEHHOT'O Iperapara.
JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIMM) pa3ienny(pasenaM) J0Che, BKIIIO-
yasi IepecMOTp HH(OPMALIUH O JIEKAPCTBEHHOM IIpernapare.
b.11.1.7 3MeHeHne NOCTaBLIMKA KOMIOHEHTOB YIIAKOBKU MIIU yCTPOICTBA (eciau VYeno- | TpebGyemas noxy- Bun nponemypst
YKa3aHo B J10Cb€) BHSA MEHTaIHs
a) Mckmovyenne mocTaBIuka 1 1 1A
6) 3ameHa min 100aBICHNE TOCTABIIUKA 1,2, 1,2,3 1A
3,4
B) JIto60€e n3MeHEeHNE TOCTABIIUKOB CIIEHCEPOB JO3UPOBAHHBIX HHTATISITOPOB 11

VcenoBus

1. UcknroyeHne KOMIIOHEHTa YIIaKOBKH WUJIN U3AEJTIHA HE IIPOUCXOAUT.

2. KayecTBeHHBIH U KOJINYECTBEHHbIH COCTaB KOMIIOHEHTOB YIAKOBKHU (M3JeHs1) U CeU(HUKALMU ICKU3a HE U3MEHSIOTCSL.

3. CHCLII/I(I)I/IK&LII/II/I 1 METOJbI KOHTPOJIA Ka4yeCTBa, 110 MEHBIIIEH MEpPE, DKBUBAJICHTHBI.

4. MeToJ| cTepHIM3alliK U €€ YCIOBUS HE M3MEHSIOTCS (€CIIM IPUMEHHMO).

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIEMY(COOTBETCTBYIOLINM) pa3/ieiy(pa3aenam) J0Che.

2. HOL[TBCp)KIIeHI/Ie perucTpallui MEAUIUHCKOTO U3CIINs B PCCHy6HI/IKC KazaxcraH B OTHOIIEHUH MCIUIUHCKUX I/I3II€J'II/1171, Iipujiarae-

MBIX K JIEKapCTBEHHOMY IIpenapary.

3. CpaBHuTeNbHAS TAOIHUIIA TEKYIUX U TpeIaraeMbIX crielinukanuii (ecam IpUMEHIMO).

B.IL.a. 8 3menenne nu3aitHa MapKUPOBKH MEPBUYHON M BTOPUIHOHN YITAKOBKH VYemo- | Tpebyemast tokymeHTa- Bun
BUS us npo-
neny-
jusi
1 1,2 IA
Venosus 1.KauecTBeHHBIH U KOJIMYECTBEHHBI COCTaB KOMIIOHEHTOB YIIAaKOBKH (M3/e/Us) U
crienu()UKAIUY 3CKU3a HE U3MCHIIOTCS.
Jlokymenranus 1. [lompaBka k COOTBETCTBYIOILEMY(COOTBETCTBYIOIIUM) paszieiny(pa3ienam)
Jocbe. 2. MakeTsl yIiakoBOK B CTApOM JU3aiHE.
B.II. e) CtabunbHOCTB
B.Il.e. 1 M3mMeHeHne cpoka roIHOCTH WIIH YCIIOBUI XpaHEHHMs JIeKapCTBEHHOTo nperniapata | Ycio- | TpeGyemas moxymen- | Bun mpoue-

BUA

Tanus ITypBI
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 08.04.2026
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a) CokpallieHre cpoka roJJHOCTH JIEKapCTBEHHOI' 0 Ipernapara
1. Yr1akoBaHHOTO B KOMMEPYECKYIO YIaKOBKY 1 1,2,3 1A
2. Ilocne nepBOro BCKPBITHS 1 1,2,3 1A
3. Iocne pa3BeeHUS WM BOCCTAaHOBJICHHS 1 1,2,3 1A
0) YBenuueHue cpoka rofHOCTH JIEKapCTBEHHOTO IpenapaTa
1. YakoBaHHOTO B KOMMEPUYECKYIO YIIAKOBKY (IIOJTBEP)KACHHOE JAHHBIMH B PEaJIbHOM 1,2,3 1B
BPEMEHH)
2. Ilocne mepBoro BCKphITHs (MOATBEPKAEHHOE JaHHBIMU B PEaIbHOM BPEMEHH) 1,2,3 1B
3. Ilocne pa3BelieHust MM BOCCTAHOBIICHUS (IIOATBEPKAEHHOE JAHHBIMH B PEaJIbHOM Bpe- 1,2,3 IB
MEHH)
4. YBenuyeHune cpoka roJJHOCTH IyTeM SKCTPAIOJISILUK JAHHBIX 110 CTAOUIBLHOCTH, HE CO- I
OTBETCTBYyOLIEH MoKymMeHTaM Pecryonuku Kazaxcran (¥)
5. VBenudeHue neproia XpaHeHus! OHOIOrMYECKOTo (MMMYHOJIOTHYECKOT0) JIEKapCTBEH- 1,2,3 1B
HOTO Tperapara B COOTBETCTBUH C 000PEHHOI NporpaMMoi u3ydeHus: CTaOMIbHOCTH
B) M3MeHeHue ycinoBuid XpaHeHUs] OHOJIOTHYECKUX (MMMYHOJIOTHYECKHX ) JIEKApCTBEH- 11
HBIX [IPENapaToB, €CJIN UCCIICIOBAHUS CTAOMILHOCTH NPOBEIEHBI HE B COOTBETCTBHU C Te-
Ky1ieit 0J00peHHOH porpaMMoii U3yueHus CTaOMIbHOCTU
r) I3MeHeHue yclloBUH XpaHEeHHUs JIEKapCTBEHHOTO TpenapaTa il JIEKapCTBEHHOTO Mpe- 1,2,3 IB
rapara 1ocje pa3BeAeHHs (BOCCTaHOBIICHHUS)
1) 3MeHeHne 0100peHHOT0 IPOTOKOJIA CTAOUIIBHOCTH 1,2 1,4 1A

VYcnosus 1. HCHpeHBHIIeHHLIX CUTyallUsX, BOSHUKIINX B XOA€ IIPOU3BOACTBA, NI N3MCHCHUS CTa0MIBHOCTH U3MEHEHHUE HE OCYHICCTBIISICTCS

2. I3MeHeHHs He IPUBOJIAT K PACIIMPEHUI0 KPHTEPUEB IPHEMIEMOCTH HCIBITYEMbIX ITapaMeTPOB, HCKIIOUCHHUIO TapaMeTpa CTa0MIbHOCTH,
WY CHUKEHHUIO YaCTOThI UCTIBITAHUM.

JloxymeHTauus

1. ITompaBka K cOOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pazaeiny(paszaenam) nocke. OHa coepikaTh pe3ybTaThl COOTBETCTBYIOIIMX HCCIIe-
JIOBaHUi CTaOMIBHOCTH B pealbHOM BPEeMEHHU (OXBATHIBAIOLIMX BECh CPOK T'OJJHOCTH), IIPOBEAEHHBIX COIIACHO COOTBETCTBYIOIIUM JIOKYMEH-
taM PK, o MeHb11eil Mepe, Ha ABYX OIBITHO-IIPOMBIIIIEHHBIX cepusix(1l) JekapCcTBEHHOro Npenapara, ylnakoBaHHOTO C HOMOLIBIO 3aperu-
CTPUPOBAHHOI'O YNIAKOBOYHOI'O MaTepuala U (MJIM) COOTBETCTBEHHO II0CIIE IEPBOr0 BCKPBITUS WM Pa3BEJEHUS; B COOTBETCTBYIOIHX ClIy4da-
SIX HEOOXOAMMO MPEJICTABUTh PE3YJIbTaThl MUKPOOHOIOTHUECKUX MCIIBITAHHUH.

2. IlepecmoTpenHas nHpOPMALKS O ICKAPCTBEHHOM TIperapare.

3. Konuu yTBepIeHHbIX crelupHUKaIMil Ha KOHEL CPOKa FOAHOCTH U, €CIM IPUMEHHMMO, CrielM(BHUKAIMK [OCIe pa3BeaeH s (BOCCTaHOBIIE-
HUSI) WJIM TIOCJIE TIEPBOTO BCKPBITHSL.

4. ObocHOBaHME TpeIaracMbIX H3MEHEHHI.

(*) Ilpumeuanue: B oTHOMmIEHNN 6HONOrHYecKOro (MMMYHOJIOIH-
YECKOro) JIEKapCTBEHHOI'0 Ipernapara KcTpa-
OJIANYS HeTIPIMEHHIMA.

1) Ipu Hanu4uu 00s13aTENbCTBA MPOBEPUTH CPOK
TOJHOCTH Ha MIPOMBIIIICHHBIX CEPHAX JOITyCTH-

MBI OIIBITHO-ITPOMBIIIJICHHBIE CEPUH.

B.1II. x) ITpoekTHOE 1oJie ¥ MPOTOKOJI NOCTPErUCTPALMOHHBIX U3MEHEHUI

B.I1.x. 1 BBegeHre HOBOro NPOEKTHOI'O HOJISL WIIM PAacCLIMPEHNUe 0JO0OPEHHOr0 IPOEKTHOI'O MO JeKap- Veno- | Tpebye- Bun
CTBEHHOT'0 IIperapara (3a HCKIIOUeHHeM OHOIOTHYECKOr0), 3aTParuBaromIee: BHA Masi TOKy- po-
MEHTaIHs e-
IypBl
a) OzHy nau GoJiee OT/EIbHbIE ONEPAIMH NIPOolecca NPOM3BOCTBA JIEKAPCTBEHHOI'O Npenapara, BKIIIoyas 1,2,3 11

COOTBETCTBYIOIIIME BHYTPUIIPONU3BOJACTBCHHBIC KOHTPOJIU U (I/U'II/I) AHAJTUTUYCCKUEC MCTOJUKH

1,2,3 I
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0) AHaNIUTHYECKHUE METOIUKY JUIsl BCIIOMOTaTEJIbHBIX BELIECTB (IPOMEXYTOYHBIX NPOJYKTOB) U (MJIH) Jie-
KapCTBEHHOT'0 Iperapara

JloxyMeHTanus

1. Pe3ypraTsl HCCIea0BaHMI pa3paOOTKH Mpernapara U nporecca (BKI04Yas OLEHKY PUCKOB 1 MHOTOMEPHBIEC HCCIICJOBAHHS COOTBETCTBEH-
HO), HOATBEPKJAFOIIHE TO, YTO JOCTHTHYTO IIEIOCTHOE MEXaHUCTHYECKOE TIOHMMAaHHe TI0Ka3aTeseil KauecTBa MaTepPUaIoB H MapaMeTPOB
npoliecca Ha KPUTHYCCKUE TTapaMeTphbl KauecTBa JICKapCTBEHHOTO MpenapaTa.

2. Onucanye NPOEKTHOTO MOJIs B TAOJMYHOM BHJIE, BKJIIOYAs IepeMEHHbIe (CBOMCTBA MaTEepHAJIOB M IIapaMeTphl MpoLiecca IIPOU3BO/ICTBA) U
WX TpeyiaraeMble Iuana3oHbl.

3. IonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3zeity(pa3zienam) Iocke.

B.I1.x. 2 BBeaeHue NoCTperucTpaiiOHHOTO IIPOTOKOJIA YIIPABICH!US N3MEHEHHUSIMH, 3aTParuBaloOIIAMHK Jie- VYcemo- | Tpebye- Bun
KapCTBEHHBIH ITpenapar BUS Masi JIOKy- mpo-
MEHTAIHs e-
ypel
1,2,3 11
JloxymeHTauus

1. TTonpoOHOE onHcaHue MpeIaraeMoro H3MEHEeHHSI.

2. TIpoToKOJI yIpaBieHHUs H3MEHEHUAMH, 3aTPAaruBaIOIINMH JIEKapCTBEHHBIH npenapar. 3. [TonpaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIO-
KM) pasaeny(pa3zienam) 10cke.

B.I1.x. 3 VckmoyeHue yTBEp KICHHOTO IIPOTOKOJIA YIIPaBJICHHsI N3MEHEHHUSIMH, 3aTPariBaOINMHK JIeKap- VYcemo- | Tpebye- Bun
CTBEHHBIH Ipemnapar BUS Masi JIOKy- mpo-
MEHTALHsI e-
ypel
1 1 1A
VYcnoBus

1. VlckiaroueHne mocTperucTpalioHHOro MPOTOKOJIA YIPABICHUS N3MEHEHUAMH, 3aTParuBaoUIMMH JEKapCTBEHHBIH NIpenapar, He sBIIsSeTCs
CJICZICTBHEM HEIPE/IBUICHHBIX CUTYallil JIM HECOOTBETCTBHSA CleU(UKAIMU B XO/1€ BBEJICHNS! N3MEHEHHI, OIIMCAaHHBIX B IIPOTOKOJIC, Y HU-
KaK He BIIMACT Ha YTBEP)KJCHHBIC CBE/ICHNS, BKIIIOYCHHBIE B JIOCHE.

JloxyMeHTanus

1. O6ocHOBaHHUE TIPEIAraeMOT0 UCKITFOUCHHS. 2.

b.11.x. 4 Vi3MeHeHus yTBEPKIEHHOTO NIPOTOKOJIA YIPABICHUS U3MEHEHUSIMHI Veno- | Tpebye- Bun
BUSL Mast I0Ky- mpo-
MEHTaIMsA 1e-
Aypbl
a) 3HauMMble U3MEHEHHs IPOTOKOJIA YIPABICHU U3MEHEHHAMU II
6) HeznaunMble M3MeHEHHUs IPOTOKOJIA YIPABJICHH N3MEHEHUAMHU, KOTOPbIEe HE M3MEHSIOT CTPATETUIo, 1 1B
OIMCaHHYIO B IIPOTOKOJIE

JloxyMeHTanus

1. }IeKnapauI/m, 4TO JI000€ U3MECHEHUE YKIIaabIBa€TCs B AHUAIIa30H HCﬁCTByIOLLIHX YTBEPKACHHBIX KPUTEPUCB IPUEMIIEMOCTH. TTomumo 3T0-
o, AeKjiIapalys, 94T0 B OTHOIICHUHN OHOJIOTHYECKHUX (I/IMMYHOHOI‘H'—ICCKI/IX) JICKapCTBCHHBIX IIpCIIapaToOB HE Tpe6yeTc;1 OIICHKA COIIOCTaBUMO-

CTH.

B.IL.x. 5 Peanm3anus naMeHeHNH, IPeTyCMOTPEHHBIX YTBEPKICHHBIM MTPOTOKOJIOM YIPABICHUS H3MEHE- VYemo- | Tpebye- Bun

HUSAMH BUS Mas JI0Ky- po-
MEHTalUs 1e-

Jypbl

a) Peanusanus u3MeHeHus He TpeOyeT JOMOIHUTENIbHbBIX BCIIOMOTaTeIbHbIX JAHHBIX 1 1,2,4 1A

0) Peanuzanyst u3sMeHeHNs TPEOYET JOMOIHUTEIFHBIX BCIIOMOTATEIbHBIX JaHHBIX 1,2,3,4 IB

B) Peanm3anms n3MeHeHUs OMOJIOTHYECKOro (MMMYHOJIOTHYECKOT'0) JIGKAPCTBEHHOT'O IIpenapara 1,2,3,4,5 | IB

YcnoBust
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1. l'[pe;[nomel—n—loe HU3MEHCHHUE OCYILIECTBJIICHO B IIOJTHOM COOTBETCTBUU C YTBEPKACHHBIM ITPOTOKOJIOM YIIPaBJICHUA U3MEHEHUSIMU, Tpe6y}0-

ee HEMEJICHHOI'O YBEIOMIICHHUS T1I0CJIC €ro pealn3alu.

JloxyMeHTanus

1. Ccpuika Ha yTBep)KZ[CHHLIﬁ IIPOTOKOJI YIIPABJIICHUS NU3MCHCHUSIMU.

2. Z[eKnapauHﬂ, YTO UBMEHEHUE COOTBETCTBYET YTBEPKACHHOMY IPOTOKOIY YIIPABICHUS NU3MEHECHUAMHU U YTO PE3YIbTAThl UCCIIENOBAHUA

YZIOBJIETBOPSIIOT KPUTEPUSIM IIPUEMIIEMOCTH, OTOBOPEHHBIE B IPOTOKOIIE. [IoMUMO 3TOr0, IeKIapalys TOro, 4To B OTHOLIEHUH OMOJIOTHYe-

CKHMX (MMMYHOJIOTHYECKHX ) JIEKAPCTBEHHBIX NPENapaToB HEe TPEOYeTCs OL[EHKA COMOCTABUMOCTH.

3. Pe3yJ’[BTaTH I/ICCJ'ICZ[OBaHI/II‘/'I, NPOBEACHHBIX B COOTBETCTBHUU C YTBEPKACHHBIM IIPOTOKOJIOM YIIPaBJICHUSA U3BMCHCHUSMU.

4. INonpaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pa3zieiy(pasaenam) JOChe.

5. Konust yrBepskaeHHbIX crelnuduKalyii Ha JeKapCTBEHHbIH Ipenapar.

b.11. 3 be30omacHOCTh B OTHOLLIEHUHU IOCTOPOHHUX areHTOB

b.11.3.1 O6HoBnenue nHpopmarmu "OueHka 6€301MaCHOCTH OTHOCUTENIBHO MOCTOPOHHUX areH- VYceno- | Tpebyemas no- Bun

ToB" (paznen 3.2.A.2 perucTpaioHHOrO 10Che) BUS KyMEHTaLus poiie-
Aypbl

a) UccnenoBanus, 3aTpariBaroliie NPOU3BOICTBEHHBIC ATAllbl, H3y4YEHHBIC BIIEPBbIC HA PEIMET II

OJIHOTO WK 00JIee IIOCTOPOHHUX areHTOB

0) 3aMeHa yCTapeBIINX UCCIIEIOBaHHU, 3aTParuBaroUX IPOM3BOICTBEHHBIC ITAITBI U TIOCTOPOH-

HHE areHThl, paHee BKIIOYCHHBIC B I0ChE

1. c U3MEHEHNEM OIIEHKH PUCKOB 11

2. 6e3 U3MCHEHHS OL[CHKU PUCKOB 1,2,3 1B

JlokymeHTamms

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ieny(pa3aenam) J0Che, BKIIFOUAsk BBECHUE HOBBIX HCCIIEIOBAHH, HATIPABIICH-
HBIX Ha U3y4YCHHE CIIOCOOHOCTH MPOU3BOJICTBEHHBIX 3TAllOB HHAKTUBHPOBATH (3JIMMHUHUPOBATH) OCTOPOHHKE areHThl. 2. O00CHOBaHHE TO-
IO, 4TO UCCIIE0BAHMS HE U3MEHSIIOT OLICHKY pUCKOB. 3. [TornpaBka K HHPOPMAIMH O JIEKAPCTBEHHOM IIperapaTe (€Ciau MPUMEHHMO).

B.III Ceprudukar coorBerctBusi EBpomneiickoit @apmakoriee (CEP) (pu

Hamuuun) (TT'D, cratbn)

B.111.1 Tlogaya HOBOTO MJIM OOHOBJIEHHOTO cepTU(HKaTa cOOTBETCTBUsI EBponeiickoit @apmakornee Ui HCKITIO- VYeno- | Tpe- Bun
yeHue cepTudukaTa coorBercTBust EBpomneiickoit ®@apmaxonee BUS Oye- po-
Mast 1e-
JIOKY- ny-
MEH- pbl
Tauus
Ha dapmaueBtuyeckyro cyocranuuto Ha ncxomHplit Mmarepuan (peakTHB, IPOMEKYTOUYHBIN MPOAYKT), UCIIOJIB3Y-
eMbIi B IIpoliecc IPOM3BOJICTBA (hapMaleBTHUeCcKOH cyOcTaniuy Ha BcriomoraresibHOE BEIeCTBO
a) Ceprudukar coorBerctBusi EBporneiickoit @apmakoree cooTBeTcTBYOIIeH cratbe EBponetickoit ®apmakonen
1. HoBelit cepTuduKaT oT paHee 0J0OPEHHOTO ITPOM3BOANTEISL 1,2, 1,2, 1A
3,4, 3,4,5
5,6,
9
2. OGHOBIIEHHBII cepTU(HUKAT OT paHee 0J0OPEHHOTO MPONU3BOTUTEIS 1,2, 1,2, 1A
3,4, 3,4,5
6
3. HoBslii cepTidHUKAT OT HOBOTO MPOU3BOJAMTENS (3aMEHa WM 100aBIICHHE) 1,2, 1,2, 1A
3,4, 3,4,5
57 67
9
4. Uckmouenue cepTuUKaToB (€Ciii K MaTepHaIly MPUIATaluch HECKOJIBKO CEPTU(UKATOB) 8 3 1A
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5. HoBwlil cepTidUKaT Ha HECTEPUIIFHYIO aKTUBHYIO (papMarieBTHUECKYIO CyOCTaHIIMIO, ITOUICHKAILYIO UCTIOb- 1,2, 1B
30BAaHUIO B CTEPHIILHOM JIEKAPCTBEHHOM IIpenapare, IpU UCIIOIb30BaHUH BOABI Ha IIOCIEIHEM JTalle CUHTE3a, a 3,4,5

B OTHOLICHUHN MaTe€pHala HC 3asBJICHO OTCYTCTBHUC B HEM SH/JOTOKCHHOB

6) Cepruduxar coorsercTus EBponeiickoil ®apmakonen o TI'D Ha akTUBHYIO (hapMalleBTUUECKYIO CyOCTaH-
1uIo (UCXOJHBII MaTepHall, peaKTUB, IPOMEKYTOUHBIA IPOTYKT) BCIIOMOTaTeIbHOE BEIIECTBO

1. HoBslit cepTHdUKAT Ha aKTUBHYO (DapMaleBTHYCCKYIO CyOCTaHIIMIO OT HOBOTO HJIM paHee 0JJ0OPEHHOTO Mpo- 3,5, 1,2, 1A

HM3BOUTEIS 9 3,4,5

2. Hogslii ceprrdukaT Ha hapMaleBTHYECKYIO CyOCTaHIIMIO (MCXOAHBIA MaTepHall, peakTUB, IPOMEXYTOUHbBII 3,6, 1,2, 1A

HPOJIYKT) BCIIOMOTIaTENIBHOE BELICCTBO OT HOBOI'O MJIM paHee 00OPEHHOTO IPONU3BOJUTEIS 7 3,4,5

3. OGHOBIIEHHBII cepTU(UKAT OT paHee 0JJ0OPEHHOTO IPONU3BOIUTEIIS 7 1,2, 1A
3,4,5

4. UcximoveHne cepTuHUKaTOB (€C/IN K MaTepHAITy NPUJIAraIich HECKOJIBKO CEPTH(UKATOB) 8 3 IA

5. HoBblii (0OHOBIICHHBIN) cepTH(UKAT OT paHee 0100pEeHHOr0 (HOBOT0) IIPOM3BOIUTEIIS, HCIIOJIB3YOLIET0 MaTe- II

pHuaJIbl 4EJIOBEYCCKOI'0 UJIN )KUBOTHOT'O ITPOUCXOKACHMS, B OTHOIICHNUH KOTOPBIX Tpe6yeTc;1 OLICHKAa Ha NpEeAMET

pucka MOTCHITMAIBHONW KOHTAaMUHAITUH TIOCTOPOHHUMH ar€cHTaMu

VcenoBus
1. Cnenundukanuu Ha BBITYCK M HA KOHEI[ CPOKa FOAHOCTH JIEKapCTBEHHOTO Mpernapara He H3MEHSIOTCS.

2. HensmeHeHHbIe (UCKIIIOYAs yKeCTOUEHHE) JononHuTenbHble (K ['ocynapcrBennoit @apmakonee Pecriyonuku Kazaxcran) cnenudukarim
Ha IIpUMecH (MCKJIIoUast OCTaTOYHbIE PACTBOPUTENH, IPH YCIIOBUH X COOTBETCTBHs TpeboBanusaM PecryOunku Kazaxcran) npoayKr-crenu-
(uunble TpeOoBaHuUs (HanpuMep, NpoQuII pazMepoB YacTHLL, HOIUMOPQHbIE (HOPMBI), €CIIH TPUMEHHMO.

3. TIpouecc Mpon3BOACTBa aKTHBHOI (hapMalleBTHUSCKON CyOCTaHIMK, HCXOJHOTO MaTepHaia (PeakTHBa, IPOMEXYTOYHOTO NPOAYKTa) HE
BKJTFOYAET UCITOB30BAHNE MATEPHAIIOB YEIOBEYECKOTO MM XUBOTHOTO IPOMCXOKACHHS, TSl KOTOPBIX TPEOyeTCs POaHaIN3UPOBATh IaH-
HBIE O BUPYCHOM 0€30MacHOCTH.

4. VlckniounTeNbHO A1 akTUBHOMN (papManieBTHYecKoi CyOCTaHIMU: OHa Oy/IeT UCIbITaHA HeMOCPEICTBEHHO Nepe]] HCTIOIb30BaHUEeM, eCIIH
MIepUOJ TOBTOPHOTO MCIIBITAHUS HE BKIIIOUCH B CEPTU(HKAT COOTBETCTBUS EBpomnetickoii ®apmakoriee nin JaHHbIE, 000CHOBBIBAIOIINE MTEPH-
0J1 TIOBTOPHOT'O HCIIBITAaHUS, YK€ HE BKJIIOYEHBI B JJOChE.

5. AktuBHas (papmaneBTHYecKas cyOcTaHIMs (MCXOHbIH MaTepHual, peakTUB, IPOMEXYTOUYHBIH NPOAYKT) BCIIOMOTaTeIbHOE BELIECTBO
HeCTepHIIbHBL. 6. PacTuTenpHble hapMarnieBTHUCCKHIE CYyOCTaHIIUH: CII0CO0 MPOU3BOCTBA, (PU3HMIECKOE COCTOSIHHE, SKCTParHpyIONHil pacTBO-
puTens 1 K03)(GUIHEHT SKCTPAKIMH IeKapCTBEHHOTO CPEICTBA HE H3MEHSIOTCS.

7. Ecnu coctaBe J1eKapcTBEHHOTO NpemnapaTta i HapeHTepalIbHOTO BBEICHUS HCIIOIb3YETCs JKeNaTUH, IPOU3BEAECHHbIN U3 KOCTEH, ero mpo-
W3BOJICTBO OCYIIECTBIISICTCS HCKIFOUMTEIBEHO B COOTBETCTBUH C TPEOOBAHUSMH COOTBETCTBYIOIIEH CTPaHBI.

8. B nocke ocraercs, Mo MeHbIIEH Mepe, OIMH MPOU3BOANTENb ATOH CYyOCTaHIMH.

9. Ecnu aktuBHast (hapMalieBTHUeCKasi CyOCTaHIUsI HECTEPUIIbHA, HO OyIeT HCIOIb30BaThCsl B COCTABE CTEPUIILHOTO JICKAPCTBEHHOTO Mpera-
para, Torna, B coorBerctBud ¢ CEP, Ha mociieiHeM 3Tare CHHTe3a Hellb3s HCII0Nb30BaTh BOLY HJIM, €CJIM TaKOe MPOUCXOIUT, HEOOXOIUMO
00eCTeYnTh OTCYTCTBUE OAKTEPHATTbHBIX SHIOTOKCHHOB B aKTHBHOM (hapMalieBTUIEeCKON CyOCTaHIIHH.

JloxymeHTanus
1. Komus neiictBytoiero (0OHOBIEHHOT0) cepTudukara coorBetcTBusi EBporneiickoit @apmakoriee.

2. Ilpu no6aBieHNH PON3BOICTBEHHOM TIOMIAKK — B (hOpMe 3asIBJICHHS] O BHECCHUHM U3MEHEHHH HEOOXOJMMO YeTKO 0003HAYUTH "3aperu-
CTpUpOBaHHBIX" U "IIpearaeMbIX" MPOU3BOAUTENCH, KaK yKa3aHo B pasjene 2.5 GopMbl 3asBICHUSL.

3. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3aeity(pa3zienam) Iocke.

4. Eciii npuMEeHNMO, IOKYMEHT, COJIepIKallnil CBEJICHHS O BCEX MaTepHaax, BXOJAINX B cepy HpHUMeHeHusl cTaTbu ['ocy1apcTBEeHHON
Dapmaxoriee Pecry6uikn Kazaxcran o MUHIMA3AIMA PUCKA TIEPeIadd areHTOB ry6uaroil sHIeanonaTiu >KHBOTHBIX TIOCPEICTBOM JIEKap-
CTBEHHBIX MPENapaTOB /sl MEAUIIMHCKOTO M BETEPUHAPHOTO IPUMEHEHHSI, BKIIFOUYask MCIIOJIb3yEMBIE B IIPOM3BOJICTBE AKTUBHBIE (hapMalleBTH-
YeCKOW CyOCTaHIMK (BCIOMOTaTeIbHOTO BelllecTBa). J{is KaKaoro Takoro pojia Matepraia He0OX0IMMO MPECTABUTh CICIYIOIINE CBEJie-
HHsSI: Ha3BaHHE MPOU3BOJIUTEIIS; BU )KUBOTHBIX M TKaHH, 3 KOTOPBIX MOJyYEeH MaTepHall; CTpaHa IPOUCXOXKACHHUS XKUBOTHBIX U €r0 HCIIOJIb-
30BaHHE.

5. B oTHOLIEHNH aKTHBHOH (hapManeBTHUSCKON CyOCTaHIMK: ACKIapanusl YIOIHOMOYSHHOTO JIHIA KaXKA0T0 JTUIEH3UPOBAHHOTO TIPOH3BO/IH-
TeJIsl, yKa3aHHOTO B 3asIBJICHHUH, MCIIOB3YIONIET0 aKTUBHYO (h)apMalleBTHYCCKYIO CyOCTAHIIMIO B KAYECTBE HCXOJHOTO MaTepHaa, i yIoJIHO-
MOYCHHOT0 JIHIA KaXXI0T0 JTUICH3UPOBAHHOTO MPOU3BOIMUTEIIS, YKA3aHHOTO B 3asBJICHUH B KAYeCTBE OTBETCTBEHHOT'O 3a BBIMYCK cepuil. B
JIeKJIapalisax He0OX0AUMO YKa3aTh, YTO MPOU3BOAUTEIN(IIPOU3BOIUTEIN) AKTUBHOM (hapMalleBTUYeCKOW CyOCTaHIMHU, yKa3aHHbI(yKa3aH-
HBIC) B 3asIBJICHHUH, OCYILECTBISIET(OCYIECTBISIFOT) CBOKO ICSITENIBHOCTD B COOTBETCTBHH ¢ [IpaBuiaMu Ha uIexaleH pou3BoICTBEHHOM
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npaxtuky PecryOunku Kazaxcran B OTHOIIEHUH UCXOJHBIX MaTepuasioB. [1pu onpeneneHHbIX 00CTOATENLCTBAX AOIYCKAETCs IPEACTABIATh
OJHY AeKnapanuio (cM. npumedanue k u3menenuto b.11.6.1). Ecnu 3aTparuBarorcst kakue-1u60 0OHOBIEHHUS CEPTU(PHUKATOB Ha AKTHBHBIE
(hapmarieBTHUECKHE CYOCTaHIIMK M IPOMEXKYTOUYHBIC IPOAYKTHI, OT IPOU3BOAUTENEH POMEKYTOUHBIX MIPOLYKTOB TaKxkKe TpeOyeTcs neKiapa-
IUs1 YTIOJTHOMOYEHHOTO JINIA; ACKIapalisl yIIOJIHOMOYEHHOTO JINIIA Hy KHa, JIUIIb €CIIM TI0 CPABHEHHUIO C PaHEEe 3apeTUCTPUPOBAHHON BEPCH-
eif ceprudukara uMeeTcs U3MEHEHHe AEHCTBYIONIMX, BKIIOYEHHBIX B IepeYeHb NPOU3BOACTBEHHBIX IIIOLIAI0K.

B.111.2 U3smenenus B uensx coorBerctBust ['ocynapcreenHoit ®apmakonee Pecnyonuku Kasaxcran VYeno- | Tpe- Bun
BUS Oye- po-
Mast 1e-
JOKy- | Oy-
MEH- jusi
Tauus

a) Namenenue crnienmpukanuu (crnenudukarimii) panee HedapMakorneiHol CyOCTaHIMU B LENSX COOTBETCTBHS
T'ocynapctBenHoit ®apmakonee Pecnyonuku Kasaxcran

1. AxTHBHOH (papMarieBTHUECKOI CyOCTaHIINU 1,2, 1,2, 1A
3,4, 3,4
5

2. BcnomorarenbHOro BelecTa (MCX0JHOro MaTepuaia) akTUBHOTO (papMalieBTHYeCKOi cyOcTaHIuu 1,2, 1,2, 1A
4 3,4

0) 3MeHenus B LelsIX COOTBETCTBHS OOHOBJICHHOI cOOTBeTCTBY!IOMLIEH cTaThe ['ocynapcrBennoit ®apmaxonee 1,2, 1,2, VN

Pecny6nuku Kazaxcran 4,5 3,4

B) U3menenue cnienudukarmii ¢ [ocynapcreennoit @apmakornee Pecriyonuku Kazaxcran 1,4, 1,2, 1A
5 3,4

Ycnosus

1. 3menenue OCYLIECTBIIACTCA UCKIIIOUUTENIBHO B LEJISAX ITOJITHOTO COOTBETCTBUSA (bapMaKonee. Bce ucnbiTanus B cneumbnkauvm COOTBET-
CTBYET q)apMaKOHeI\/'IHOMy CTaHAapTy I10CJIC UBMEHCHUS, 3a UCKIIIOUCHUEM JIFOOBIX JOIIOJTHUTCIIBbHBIX BCIIOMOTI'aTCIIBHBIX HCIIBITAHUH.

2. JlononHuTenbpHble K (hapMakonee cnenuUKay Ha IPOAyKT-clienu(uuHbIe CBOHCTBA HE U3MEHSIOTCS (HAaIpUMep, NPoQuIIN pazMepoB
9acTHLl, ToauMopdHas hopMa UM, K IPUMepy, OHOIOIHYECKIe METOIUKH, arPETaThl).

3. 3HauMMbIe U3MEHECHHUS KAYECTBEHHOTO M KOJMYECTBCHHOTO MPOGHIIeH MPUMEcel OTCYTCTBYIOT (32 HCKITFOYCHUEM YXKECTOUeHHS crieiudu-
KaIuii).

4. lononHUTENIbHAs BATUIAIMS HOBOM MIIM M3MEHEHHOH (papMaKoIeifHOW METOUKH He TpeOyeTcs.

5. PacrurensHble hapmaneBTHYECKHE CyOCTaHIIMU: CIIOCOO MPOU3BOJICTBA, (PU3NYECKOE COCTOSHHUE, SKCTPAreHT 1 KO3()(GUINEHT 3KCTPAKIIHN
JICKapCTBEHHOT'O CPE/ICTBA HE M3MEHSIOTCS.

JloxyMeHTanus
1. IlonpaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3zeiry(pa3aenaM) JOChe.
2. CpaBHHTEbHAS TA0JIMIA TEKYIIUX U MPEIaraeMbIX CIIeHU(UKALIIA.

3. Jlannbie aHanu3a cepuii (B popmare cpaBHUTENBHOMN TaOIHIIBI), IO MEHBIIICH Mepe, IBYX MTPOMBIIUICHHBIX CEPUil COOTBETCTBYIOILIEH CyO-
CTaHIMH (BELIECTBA) 10 BCEM HCIIBITAHUSM HOBOM CIICHU(UKALNH H, TOMOIHUTEIBHO, €CITH IPUMEHUMO, PE3yIIbTaThl TECTa CPABHUTEIBHOM
KHHETHKH PaCTBOPEHHMS, 110 MEHBILECH Mepe, OHO OIBITHO-TPOMBIILICHHON CEpUH JIEKApCTBEHHOTO Mpenaparta. B OTHOLIEHHH JIeKapCTBEH-
HBIX PaCTHUTENBHBIX [IPENapaToB JOCTATOUHbI JaHHbIC CPABHUTEILHON pacagaeMOCTH.

4. lanHbBle, HOATBEPIKJAIONIHE IPUTOTHOCTD CTATHU I KOHTPOJIL Ka4ecTBa CyOCTaHIINH, HAIIPHMEp, CPABHEHUE ITOTCHIAIBHBIX IpUMeceit
¢ MpUMEYaHUEM MTPO3PavHOCTHU cTaThH (transparencynoteofthemonograph).

b. IV MenunuHckue u3aeins

B.IV.1 M3meHeHune U3MepsIOIIero U3Aeaus Ui U3JeNus A1 BBEACHUS YcaoBus TpeOyemast TOKyMeEHTAIHs Bun npouenypst

a) JloGaBiieHne Wiy 3aMeHa U3AENUsI, HE SBIISIONIEr0Cs YacThlO epBHY-
HOM yIaKkoBKH

1. MeauuuHckue n3nenus, 3apeructpuposansbie B PK 1,2,3,5, 1,2,3 1A

II
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2. Crieiicepbl 103UPYIOLINX HHTAISTOPOB WIIH APYTOro yCTPoicTBa, KOTO-
pble OKa3bIBAET CYIIECTBEHHOE BIMSHUE HA JIOCTAaBKY (papMaleBTHUE-
CKOM cyOcTaHIMHM penapaTa (Hanpumep, HeOynaiizep)

0) Uckirouenue uznenus 4 1,4 1A

B) JlobGaBiieHre Wity 3aMeHa U3eus, SBISIFOLIETOCs YaCThIO IEPBUYHOMN 11
YIaKOBKH

VcnoBus

1. Ilpeanaraemoe uzMepsrolee U3eIue TOYHO OTMEPHUBAET HEOOXOIMMYIO 03y PaCCMaTPUBAEMOTO JIEKAPCTBEHHOTO Mperapara CoriaacHo
0J00pEeHHOMY cIOCO0Y NIPUMEHEHHS, IIPEICTABIIIET PE3yIbTaThl TAKMX UCCISIOBAHUMI.

2. HoBoe u3zenye COBMECTUMO C JICKAPCTBEHHBIM IIPEIIapaToM.

3. I3MeHeHHe He MPUBOAUTCS K 3HAYMMOMY H3MEHEHHIO HH(OPMAIKK O JISKApCTBEHHOM ITperapare.
4. JlekapcTBEHHBIN Ipenapat MOXKHO IPOIOKATH TOUHO JO3UPOBATh.

5. MeuIMHCKOE U3eNNe He UCTIONB3YEeTCsl B KAUeCTBE PACTBOPUTEIIS JICKAPCTBEHHOTO TIPErapara.

6. Ecnu mpenycMoTpena usmMepurenpHas (QyHKIUs, OHa BKIIIOYAETCS B J0OCHE TAKOTO U3/ICIHSL.

JlokymeHTamnus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3jieny(pa3aenam) J0Che, BKIIFOUas IIOAPOOHBIN ICKH3 U COCTAB MaTepHaa 13/ie-
TS M TIOCTABIINKA, €CJIH IPUMEHUMO, a TAK)Ke COOTBETCTBYIOIIMH EpecMOTp HH(OPMALIUH O JIEKAPCTBEHHOM Iperapare.

2. TlonTBepIKICHHUE PETHCTPALMH MEIMIMHCKOTO n3sens B Pecybnnke KazaxcraH.
3. O6pas1Lbl HOBOTO U3/IEIHsL, €CITH IPUMEHUMO.

4. O60cHOBaHUE UCKITIOYCHUS U3CIIHS.

[Ipumeuanue: st B.IV.1.B) — ecnu u3MeHeHNE MIPUBOINT K "00pa30BaHHIO
HOBOMH JIGKapCTBEHHOI1 (hOpMBI", TO TaKOe H3MEHEHUE TpeOyeT

MOJJaYH 3asBJICHHS O PACIIMPEHUH PETHCTPAIHH.

b. V BHecenust uaMeHeHU B perUCTPALIMOHHOE JTOChE, 00YCIOBICHHbBIE HHBIMU
PETYIATOPHBIMU IIPOLIEAYPAMHU

B.V. a) MOIT (MDBA)

b.V.a.1 Brirouenue HoBOro, 0GHOBJICHHOTO MIIM HCTIPABICHHOTO MacTep-(daiiia mia3mMbl B perHCTPalloH- VYeno- | Tpebye- Bun
HOE JIOChE JIEKapCTBEHHOTO npemnapata (mpoueaypa M®II 2-ro stamna) BHS Masl I0OKy- | Tpo-
MeHTalus | Ie-

ay-
pEI

a) [lepBoe BrIIOUEHHE HOBOIO MacTep-(aiiia mia3Msl, BIMUAIOMIETO Ha CBOICTBA JICKAPCTBEHHOTO IIperapara I

6) IlepBoe BKIIFOUCHHE HOBOTO MacTep-(aiiyia m1a3Mel, HE BIUSIONIETO Ha CBOMCTBA JIEKaPCTBEHHOTO TIpeTia- 1,2,3,4 1B

para

B) Bitouenne 00HOBIEHHOTO (CIPaBICHHOT0) MacTep-(aiina 1mia3mMbl: H3MEHEHHUS BIUSIOT Ha CBOICTBA 1,2,3,4 IB

JIeKapCTBEHHOTO IIpenapara

r) Brirouenne 0OHOBICHHOTO (KCIPABIEHHOT0) MacTep-(aiiia ria3Mbl: U3MEHEHHsI HE BIMSIOT HA CBOM- 1 1,2,3,4 1A

CTBa JIEKapCTBEHHOTI'0 TIpenapara

VYcnoBus

1. Ha o6HoBieHHbIN 1in u3mMeHeHHblid M®II BbiaH cepTHdUKaT COOTBETCTBUS 3aKOHOAATENbCTBY PecnyOnuku Ka3axcras.

JloxymeHTauus

1. Jexnapanus, uro cepruduxar MOII 1 sKCriepTHBIN OTUYET HOJIHOCTBIO IPUMEHHMBI K 3aperHCTPUPOBAHHOMY JICKaPCTBEHHOMY IIpernapary,
nepxkarens MOII npencrasun gepxatento PY (eciu nepxatens PY u nepxarens MOII He SBIAIOTCS OJHUM H TEM XK€ JIMLOM) cepTU(HHUKAT
M®II, skcniepTHbIit oTueT 1 foche Ha MDII, cepruduxatr MOII 1 3KCHepTHBIN OTYET 3aMEHSIOT NPEIBLIYIIYI0 TOKyMeHTaluo Ha MOIT
JUISl JAHHOTO JIEKAPCTBEHHOI' O Ipernapara.

2. Ceprudukar MODII 1 3KCHIEpTHBIN OTYET.
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3. ﬂeKHapaLH/Iﬂ OKCIIEpTA, XapaKTCPU3YIo1iass BCE BBOAUMBIC C IIOMOIIBIO CCpTI/I(I)I/II_II/IPOBaHHOI‘O MOIT u3meHeHus U OIIEHUBAIOIIAS UX T10-
TECHIAAJIbHOC BIIMSHUE HA JICKAPCTBEHHBIC IPENAPAThI, BKII0OYas OLUCHKN HpO[[yKT—CHeHI/I(i)I/I‘IHI)IX PHUCKOB.

4. B dopme 3asBICHUS O BHECCHHH H3MEHEHUI HEOOXO0IMMO YETKO OTpa3uTh "aeiicTByromuii" u "upemiaraemonii” cepruduxatr MOIT (Homep
KOZIa) B PETHCTPALIOHHOM Jocke. Eciii mpuMeHnMo, B hopMe 3asBJICHUS O BHECCHHH H3MEHEHHIT TAKKE YETKO MIEPEUHCIIHTh BCE MPOUHE

MCD]_[, Ha KOTOPBIC CChIIIACTCS J'[eKapCTBeHHLII‘/'I npenapar, Jaxe €CJii OHU HE ABJIAIOTCS IPEAMETOM 3asBJICHUS.

b.V.a. 2 BritoueHre HOBOro, 0OHOBJICHHOTO MIIH HCIIPABICHHOT0 MacTep-(aiina BakiuHHOrO anTUreHa (ma- | Ycmo- | TpeGye- Bun
nee - MOBA) B peructpanioHHOE 10Che JIeKapCTBEHHOTro npenapara (nporenypa MOBA 2-ro sramna) BUS Mas I0Ky- | Ipo-
MeHTauus | ue-

ay-
pbl

a) [TepBoe BKITFOUEHHE HOBOTO MacTep-(aiiia BaKIIMHHOTO aHTUTeHA I

0) Britrouenne 0OHOBIIEHHOTO (MCIPABICHHOTO) MacTep-(aiiia BAKIIMHHOTO aHTUTeHA: N3MEHEHHUS BIUSIOT 1,2,3,4 1B

Ha CBOJCTBA JICKAPCTBEHHOT'O TIperapara

B) BrutoueHre 0OHOBICHHOTO (MCIIPABICHHOI0) MacTep-(aiiyia BAKIIMHHOTO aHTUI'€HA: U3MEHEHHS HE BIIUS- 1,2,3,4 1A

IOT Ha CBOMCTBa JICKapCTBECHHOI'O IIperiapaTta

Vcnosus 1.

JloxymeHTanus

1. Jexnapamms, uro cepriudukar MOBA 1 3KCIIEpTHBIH OTYET MOIHOCTHIO IPUMEHUMBI K 3apETHCTPHPOBAHHOMY JIEKAPCTBEHHOMY IIperiapa-
Ty, nepxareiab MOBA npenctaBuil iep)kKaTelnio perucTpalioOHHOT0 YIOCTOBEPEHUS (€CIU AepKaTeNb PETHCTPALIMOHHOTO YA0CTOBEPEHHS 1
nepxatenb MOBA He sIBISIOTCS OHUM U TeM ke JuiioM) ceptudukar MOBA, skcniepTHsIil oTueT U joche HAa MDPBA, ceprupukar MOBA
Y DKCIIEPTHBIM OTYET 3aMEHSIOT MPEeAbIAYITYI0 JoKyMeHTanuo Ha MOBA 11 1aHHOTO JIeKapCTBEHHOTO Mperapara.

2. Cepruuxar MOBA 1 3KCIIEpTHBIN OTYET.

3. Jlexnaparus sKcrepTa, XapakTepH3yIolas Bce BBOJAUMEBIE C MOMOLIbI0 cepTHhuipoBanHoro MOBA m3MeHeHus 1 OLleHUBaroNIast ux 1o-
TEHI[HAIbHOE BIIHSHHE Ha JIEKapCTBEHHbIC MPEHapaThl, BKIOYas OLEHKH MPOIYKT-CIEU(HIHBIX PUCKOB.

4. B dopme 3agBICHHS 0 BHECCHUH H3MEHEHUH HEOOXOIIMO 9E€TKO OTPa3uTh "neiicTByromuii” u "npemiaraeMsii” cepruduxar MOBA (Ho-
Mep KoJia) B PETUCTPAIIMOHHOM 0cke. Ecau mpumeHnMo, B opMe 3asBICHHS O BHECEHUH H3MEHEHHUH TakKe YeTKO IePEUUCIUTh BCe IIPo-
yre MOBA, Ha KOTOpBIE CChUIaeTCs JEKapCTBEHHBIN Mpernapar, Jake €ClId OHU He SBISIOTCS NPeIMETOM 3asBICHHS.

b. V.1 BHecenus n3MeHeHui B perucTpannoHHoe 10che, o0ycionneHnsie nepexoay OTII B popmar OT/] (mpemocraBiisieTcs MOMHbBII MO-
nyib 1-3)

b.V. BHeceHus u3amMeHeHHi B perucTpaioHHoe Jocke, o0ycnosieHHsle nepexony OTII B popmar OTL VYeno- | Tpedye- Bun
BUS Mas IOKy- | Tpo-
MeHTanmus | Ime-
ny-
pBI

Tum 1T Tun
1I

B. N3menenue 6e3onacHoctu, 3phekTUBHOCTU U (papmMakoHa130pa

B.I JIekapcTBeHHBIE TpENIapaThl 111 MEIULIMHCKOTO IPUMEHEHNUS

B.1.1 U3meHeHue obmei xa- YcnoBus Tpebyemast noKyMeHTaIUs Bun npouenypet
PAKTEPHCTUKH BOCIIPOU3BEACH-
HOro (ruOpUIHOrO, OMoaHAO-
TMYHOTO) JIEKAPCTBEHHOTO TIpe-
napara 1ocje OLeHKH TOTro Xke
u3MeHeHHs pepepeHTHOro Jie-
KapCTBEHHOTO IperapaTa

a) Peanmsanus nameHenus(u3- 1,2,3,4,5 1B
MEHEHHI), B OTHOILIEHHH KOTO-
POro(KOTOPBIX) OT JiepIKaTeIst
PEruCTPaIMOHHOTO YAOCTOBE-
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peHust He TpebyeTcs pecTaB-
JISATh HOBBIC JIOTIOJHUTEIEHEIC
JIaHHbIC
6) Peanuzarust uameneHus(us3- 1T

MEHEHHIH), TPeOYOLIHX Mpe-
craBieHus nepxkarenem PY Ho-
BBIX JIONOJIHUTENIBHBIX JaH-
HBIX, 000CHOBBIBAIOIIMX TAKHE
U3MEHEHHs1 (HarpuMep, COIo-

CTaBUMOCTb)

JlokymeHTanms

1. Ipusto’keHHOE K COMPOBOAUTEIBHOMY TUCHMY 3asIBJICHHS O BHECCHIU H3MEHEHHIA: 3aIIpOC HAIIMOHAIBHOTO YIIOJTHOMOYEHHOTO OpraHa (ec-
JIM IPUMEHHUMO).

2. nepeCMOTpeHHaﬂ HH(bOpMaHHﬂ 0 JICKapCTBEHHOM IIp€napare (06HOBJ’[CHHa${ KpaTKas XapaKTCpUCTHUKa JICKapCTBEHHOI'O IIpe€napara, uH-
CTPYKIHUIO 110 MEAUITUHCKOMY IIPUMCHCHUIO (J'[I/ICTOK-BKJ'IaI(LIIH)).

3. Jlekiapanus o TOM, YTO B IPOEKTaxX OOLIeH XapaKTepPUCTHKE JICKAPCTBEHHOTO Mpenapara i HHCTPYKIMH [0 MEAUIUHCKOMY ITPUMEHEHHIO
JIEKapCTBEHHOT0 cpencTna (JucTok-Biuaasi) (naisee — OXJIIT u Mucrpykims JIC) Bocnpou3BeaeHHOr0, THOPUIHOTO MM OHOaHAIOTHYHOTO
(6nomoJ00HOT0) JTEKapPCTBEHHOTO MperapaTa OTCYTCTBYIOT oTiauyus ot aevctByromux OXJI u Muctpykuunu JIC opurunansHoro (pede-
PEHTHOT0) JIEKapCTBEHHOT0 Mperapara, 3a HCKIF0UYCHHEeM OTJINYUi HHPOpMAIIUK O ITPOU3BOAUTENIE, CPOKE TOJJHOCTH, COCTaBE BCIIOMOTaTellb-
HBIX BEILECTB HE3HAUYMMBbIC Pa3Inyus B OMOJOCTYITHOCTH MK (hapMaKOKHHETHKE.

4. ITocTpouHoe (pacroiokeHHOE NapajuleIbHO Ha OHOM Jincte) cpaBHenue aeictByronmx OXJII n Muactpykiuu JIC opurunansHoro (pe-
(epenTHOrO0) NekapcTBeHHOro npenapara u npoektoB OXJIIT u Mucrpykimu JIC BoCipon3BeIeHHOT0, THOPHHOTO WIIM OHOAHATIOTHYHOTO
(61010 J06HOT0) JTEKAPCTBEHHOTO MperapaTa ¢ BhICICHHEM U 000CHOBAHHEM BCEX OTIUYHIA.

5. BenoMocTh u3MeHEeHUH ¢ yKa3aHHEM MOCTPOYHO PACIIONIOKEHHOTO CpaBHEHHSI BHOCUMBIX H3MEHEHUH ¢ yTBEP)KACHHOI BepcHei.

B.1.2 U3menenue (u3mMeHeHuUs) VYcnosus Tpebyemasi TOKyMeHTAIHS Buz npoueaypsi
o01Iel XapaKkTepUCTUKH JIeKap-
CTBEHHOT'O Ipernapara, Harpas-
JICHHOE (HarpaBJIeHHbIE) Ha pe-
ATM3ALHI0 pe3yJIbTaTa Mpole-
IIypbl, 3aTparuBaroiiei (aaiee
- [IOOB) unu nocTperucrpa-
LIMOHHOE HCCIIeI0BaHue 6e3-
OIIACHOCTH

a) Brecenne GpopMyInpoBky, 1 1 1A
COITaCOBAHHOM YIIOTHOMOYEH-
HBIM OpPTaHOM

6) BHecenue u3MeHeHwuid, Tpe- 2 2,3,4,5 11
OYIOIINX MPENCTABICHHS Aep-
sxkatesieM PY HOBBIX 1OMOJIHU-
TEJIbHBIX JAHHBIX, 000CHOBBI-
BaIOIINX TaKUE U3MEHEHHSI

YcnoBust

1. U3menenue peanusyet GOpMyIHPOBKY, 3aTpe0OBAHHYIO YIIOIHOMOYEHHBIM OPTaHOM, U HE TpeOyeT Mojiaun JOIOIHUTENBHBIX CBEICHUH 1
(uu) manpHen et SKCIepTU3BI.

2. bezonacHOCTh MPUMEHEHHMS MTpernapaTa COXpaHsIeTcs U MOATBEPKIACTCS JaHHBIMU KIMHUUECKUX UCCIICA0BAaHUH, KIMHUYECKOH Oe30MacHo-
ctu. [Ipeacrasnsercs UX NOATBEPKIACHHUS.

JloxymeHTauus

1. IIpuiioxeHHOe K COIPOBOAUTENILHOMY IIUCbMY 3asIBICHUS] O BHECEHHH M3MEHEHUM: CChUIKA Ha COIVIalleHHe (OLEHKY) yIIOJIHOMOYEHHOTO
opraHa.

2. OOBACHEHHS IPHYNHEI J0OABICHUS HOBOTO (HOBBIX) IIPEIOCTEPEKEHUS (IPEIOCTEPEKEHNIT) MOOOUHBIX ICHCTBUIT U 3asBICHHE TOTO, YTO
6€30I1aCHOCTh IIPUMEHEHUS NIPenapaTa COXpaHAeTCs.
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3. IlepecmoTperHas HHGOPMAIKS O JISKApCTBEHHOM Ipernapare (OOHOBIJICHHAs KpaTKasi XapaKTePUCTHKa JISKApCTBEHHOT'0 Npernapara, HH-
CTPYKIHIO 110 METUIIMHCKOMY ITPHMEHEHHIO (JINCTOK-BKIIAIBINI)).

4. I1OOB nmn TIOCTPETUCTPALlUOHHBIC HCCIICTOBAHNUC 6€3OHaCHOCTI/I, OTpaxarouiy€ BHOCUMbBIC U3MCHCHUS.

5. BCI[OMOCTL M3MEHEHUH C YKazaHuEM IMOCTPOYHO PACIIOIOKEHHOT'O CPABHECHUSI BHOCUMBIX HM3MEHEHUH C yTBep)I(I[eHHOﬁ Bepcneﬁ.

B.1.3 U3menenus, 3akmoqaro- YcnoBus Tpebyemast TOKyMeHTaIHS Bug npouenypst
Imyecs B 3HAYMMOM H3MEHe-
HUHM OOIIEH XapaKTePHUCTHKH
JIEKapCTBEHHOr'0 Ipernapara
BCJICJICTBHE HOBBIX JIAHHBIX I10
Ka4ecTBY, JOKIUHIYECKUM,
KIMHIYECKUM JaHHBIM MU
JTaHHBIM (papMaKoHa/I30pa

II

[Ipumeuanue: 9TO U3MEHEHUE He IPUMEHSETCs, €CIIM HOBbIE JTaHHbIE TIOAAHbI B COOTBETCTBUU ¢ u3MeHeHueM B.1.12. B
TaKUX CIIy4asXx U3MEHEHHE 00IIel XapaKTepUCTHKH JICKApCTBEHHOTO TpernapaTa, MapKHpPOBKHU M TI0Iaja-
et nox cepy npumeHeHus uamenenus B.1.12.

B.1.4 3menenue ycnoBuii o1- VYcnosus Tpebyemast noKyMeHTaLUs Bun nponemypst
ITyCKa JICKApCTBEHHOTO TIpETIa-

para

a) BocmpousBeneHHbIX (TH- 1 1,2,6,7,8 1B

OpUIHBIX, OHOAHATOTUYHBIX)
JIGKapCTBCHHBIX TIPEapaTton
ocJIe U3MEHEHUS yCIOBUH OT-
nmycka pedepeHTHOro JIeKap-
CTBEHHOTO TIperapara

0) Hble npu4nHbI U3MEHEHUS 1 2,3,4,5 11
YCIIOBHI OTITyCKa

VYcnoBus

1. be3onacHOCTb MpUMEHEHHSI IIpenapara CoXpaHseTcs

JloxymeHTauus

1. IToaTBeprkaeHHEe N3MEHEHHs YCIOBUH OTITyCKa pe)epeHTHOro JIEKapCTBEHHOTO Npernapara, NpUIoKEHHOE K COIPOBOANUTEIFHOMY ITHChbMY
3asIBJICHHSI O BHECCHUU M3MEHCHUM.

2. HepeCMOTpCHHaﬂ I/IHq)OpMaLII/ISI 0 JICKapCTBEHHOM IIpe€napare (O6HOBHCHHaS{ 06LLI8.$[ XapaKTEpUCTHUKA JICKapCTBEHHOT'O IIperiapaTa, MHCTPYK-
s 10 MEJUIHUHCKOMY NPUMCEHCHUIO (HHCTOK—BKH&I[LIHI), MapKHpOBKa).

3. OObsiCHeHHS IPUYMHBI H3MEHEHHUS YCIIOBUIT OTITyCKA U 3asIBIICHUE TOTO, YTO O€30I1aCHOCTh IPUMEHEHUS Iperiapara COXpaHsIeTcsl.
4. JlanHpIe KIMHUYECKUX UCCIICOBAHUM, MOCTPETUCTPALOHHBIX UCCICIOBAaHHN; TaHHbIC (hapMaKOHAA30pa.
5. JIOKyMEHT, HOATBEPKIAFOIIMI H3MEHEHHE YCIOBHIA OTIIYCKa B CTPaHE-IIPOU3BOAUTENS (OT PErYJIATOPHOTO OPraHa).

6. Jlexapanus o TOM, 4TO B IIPOEKTax 0OlIel XapaKTepUCTHKe JeKapCTBEHHOTo Npenapara i HHCTPYKIUHK 110 MEJUIIMHCKOMY IIPUMEHEHHIO
JIEKapCTBEHHOT'0 cpecTBa (JMcToK-BKaabi) (nanee — OXJIIT u Muctpykuus JIC) Bocnpon3BeeHHOro, THOPUIHOTO MM OMOaHAIOrHYHOTO
(6rono100HOr0) JIEKapCTBEHHOTO IpenapaTa OTCYyTCTBYIOT oTinuus oT AekctByromux OXJIIT n Uactpykiuu JIC opuruxansHoro (pede-
PEHTHOT0) JIEKapCTBEHHOTO IperapaTa, 3a HCKII0YeHHEM OTIHIUH HHOPMAINH O IPOU3BOAUTENE, CPOKE TOTHOCTH, COCTaBE BCIIOMOTaTelb-
HBIX BEIIECTB HE3HAUMMBIE PA3INYUA B OMOLOCTYHOCTH K (apMaKOKUHETHUKE.

7. IlocTpouHoe (PacHoNOKEHHOE MapaliebHO Ha 01HOM JicTe) cpaBHeHue aeiictByrommx OXJII u Uucrpykimu JIC opurnHaasHoOro (pe-
(epenTHOrO0) JiekapcTBeHHOro npernapara u npoektoB OXJII u Mucrpykimun JIC BOCIIPOU3BEICHHOTO, THOPHIHOTO WIIH OHOAHATIOTHIHOTO
(6nomo06HOr0) JIEKapCTBEHHOTO IIPETapaTa ¢ BhIeJICHUEM M 000CHOBAaHHEM BCEX OTIIMYHI.

8. BenomocTs n3meHenuii ¢ YKazaHUEM ITOCTPOYHO PACIIOJIOKEHHOTI'O CPAaBHEHUS BHOCUMBIX U3MEHEHUH C yTBep)I(L[CHHOfl Bepcneﬁ.

B.1. 5 U3meneHnue (u3MeHe- VYcnosus Tpebyemast noKyMeHTaLUs Bup npouenypsr
HUS1) TTOKa3aHMSI(MTOKa3aHM) K
IPHMEHEHUIO

2 1,2,3,4,5,6 II
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a) Bkirouenne HoBoro nokasa-
HUSI K IPUMEHEHHUIO WIIH U3Me-
HEHHe paHee 0100PEHHOTo
0) UckiroueHue moka3aHus K 1 1,2,4,5,6 1B
MIPUMEHEHHIO
VYcnosus

1. be3onacHOCTh MpUMEHEHHsI MpenapaTa COXPaHsIeTCs U MOATBEPKAACTCS JAHHBIMH PETPOCIIEKTUBHBIX HCCIEIOBAHUN, KIIMHUYECKOH Oe3-
ONaCHOCTHU U KauecTBa.

2. BezonacHoCTh NPpUMEHEHUS TIpe€napaTa COXpaHsACTCSa U IIOATBECPIKAACTCA JaHHBIMU KIIMHUYECCKUX I/ICCJTeI[OBaHHﬁ, KJIMHMYECKOM 0€30IacHo-
CTH. HpCIICTaBHﬂCTCSI UX NOATBEPIKACHUS.

JloxyMeHTanus

1. OOBsICHEHNS TIPUYMHBI YIAICHUS WK T00aBICHHS TOKa3aHUs U 3asBJICHUE TOT0, YTO 06€30IIaCHOCTh IIPUMEHEHHS POIYKTa COXPAHSIETCSL.
2. O6HOBIIEHHAs 00IIAs XapaKTEPUCTHKA JIEKAPCTBEHHOTO Mpernapara, HHCTPYKLUS 10 MEJUIIMHCKOMY PHUMEHEHHUIO (JIMCTOK-BKJIA/IBII).

3. JlaHHBIC KIMHUYECKUX UCCIICIOBAHMIA, TOCTPETUCTPAIIMOHHBIX UCCIICIOBaHUI; TaHHbIe (hapMaKoHaI30pa.

4. Jlexnapaiys 0 TOM, 4TO B IIPOeKTax oOIIel XapaKkTePUCTUKE JIEKAPCTBEHHOTO MpernapaTa 1 MHCTPYKLHHU 110 MEAUILIMHCKOMY IIPUMEHEHHIO
JIEKapCTBEHHOTO cpencTBa (JucTok-BKiuaabim) (nanee — OXJII u Uucrpykuus JIC) Bocnipon3BeieHHOTr0, THOPHIHOTO WIIM OMOaHATOTHYHOTO
(Onomo006HOT0) JTEKapCTBEHHOTO MperapaTa OTCYTCTBYIOT oTianyus ot nerctyromux OXJI u Uuctpykunu JIC opurnaansHoro (pede-
PEHTHOT0) JIEKapCTBEHHOTO Ipenapara, 3a HCKIIOUYCHHEM OTJINYNil HHpOpMaLny O IIPOU3BOAUTENE, CPOKE TOJHOCTH, COCTaBE BCIIOMOTaTelIb-
HBIX BEIECTB HE3HAUMMBIE PA3INUKs B OMOJOCTYIHOCTH WM (papMaKOKHHETHKE.

5. IlocTpouHoe (PacrooKeHHOE MTapalieIbHO Ha 0HOM JcTe) cpaBHeHue aeiictByrommx OXJII u Uuctpykimu JIC opurnHamsHOTO (pe-
(hepentHoro) nekapcteenHoro npemnapara u npoektoB OXJI u Muctpykunu JIC Bocmpon3BeJeHHOT0, THOPHIHOTO WM OMOAHATIOTHYHOTO
(OnoM000HOT0) JIEKaPCTBEHHOTO MpeTapaTa ¢ BhIJCJICHHEM U 000CHOBAaHHEM BCEX OTIIMUHI.

6. BCI[OMOCTL HU3MEHEHUH ¢ YKa3zaHUEM ITOCTPOYHO PACIIOJIOKEHHOI'O CPaBHEHUSI BHOCUMBIX U3MEHEHUH ¢ yTBCp)KI[CHHOﬁ BepCHCﬁ.

[Tpumeuanune Ecnm no6aBieHue mii n3MEHEHHE TTOKa3aHusl K IPUMEHEHHUIO IIPOUCXOANT BCIIEACTBUE PealIU3alliy 3a-
KJTFOUEHHSI SKCIIEPTHOTO KOMUTETa WM U3MEHEHHI HH(OPMALIMH O JISKAPCTBEHHOM IIperapaTe BOCIIPOU3-
BE/ICHHOTO (THOPHIHOTO, OMOaHAIOTHYHOTO) JIEKAPCTBEHHOTO TIperapara Mocie KCIEePTH3bI TOTO JKe U3-
MEHEHUsI pe(epeHTHOr0 JICKAPCTBEHHOTO IIpenapara, IpuMeHstoTces u3MeHenus B.1.1 cooTBeTcTBeHHO.

B.1.6 Ucknrouenue: YcnoBus Tpebyemasi TOKyMeHTAIHS IIpouenypa
a) JIeKapCTBEHHOH (popMbI 1,2,3,4,5 1B

0) 103UPOBKU 1,2,3,4,5 1B
JloxymeHTanus

1. dexnaparust, 4to ocrasiuasicst (ocrasiuuecs) Gpopma(hopmMbl) BbITyCKa JOCTATOUHA(IOCTATOUHBI) /IS BBIMOJHEHUS] PEKOMEHAAIH 110 J10-
3UPOBAHHUIO U JUTUTEIIBHOCTH JICUESHHsI, OITMCAHHBIX B 00IIIEl XapaKTepHUCTHKE JIEKapCTBEHHOTO perapara.

2. IlepecmoTpeHHast HHGOPMALUS O JISKAPCTBEHHOM IIperapare.

3. Jlexmapariyst 0 TOM, 4TO B IIPOCKTaX OOIIeH XapaKTepHUCTHKE JIEKAPCTBEHHOTO TIpenapaTa ¥ HHCTPYKIUHU 110 MEIUIIMHCKOMY IIPIMEHEHHIO
JIEKapCTBEHHOT0 cpeacTBa (JucTok-Bruaasi) (nasee — OXJIIT u Uuctpykuus JIC) Bocnpou3BeaeHHOr0, THOPUIHOTO MM OHOaHAIOTHYHOTO
(6100 06HOT0) JTEKapCTBEHHOTO MpernapaTa OTCYTCTBYIOT oTiauyus ot aewctByromux OXJI u Uuctpykuunu JIC opurunansHoro (pede-
PEHTHOT0) JIEKapCTBEHHOT'0 Mperapara, 3a HCKIFYCHHEeM OTJINYUil HHPOPMALIUH O TPOU3BOAUTENIE, CPOKE TOJHOCTH, COCTABE BCIIOMOTaTellb-
HBIX BEILECTB HE3HAUYMMBIC Pa3Indus B OMOJAOCTYITHOCTH MK (hapMaKOKHHETHKE.

4. ITocTpouHoe (pacroiokeHHOE NapaulelIbHO Ha OHOM Jincte) cpaBHenue aeictByronmx OXJII n Muactpykiun JIC opurunamsHoro (pe-
(hepenTHOrO0) NeKkapcTBeHHOr0 npenapara u npoekroB OXJIII u Muctpykunu JIC Bocripon3BeIeHHOT0, THOPHIHOTO Wi OM0aHATIOTHYHOTO
(61010 J00HOT0) JIEKAPCTBEHHOTO TIperapara ¢ BhIICIICHUEM U 000CHOBAaHHEM BCEX OTIMYHMIL.

5. BemoMocTh u3MeHEeHHH ¢ yKa3aHHEM MOCTPOYHO PACIIONIOKEHHOTO CpaBHEHHSI BHOCHMBIX H3MEHEHUH ¢ yTBEP)KACHHOI BepCHEn.

[Tpumeuanue Ecnu paccmarpuBaemast iekapcTBeHHas (popMa MM TO3UPOBKa OblIa 3aperuCTpUPOBaHa B BUJIE OT/IENb-
HOTO JIEKApCTBEHHOTO MpeNnapaTa, TO UCKIIIOUSHUE TAaKOH JeKapCTBEHHOH (HOpMBbI MIIM JO3UPOBKH OyaeT
CYHTATHCSI HE BHECEHHEM M3MEHEHUI, a U3BbSITHEM U3 00paIleHHs.

B.I. 7 Benenue unu nusmeHe- Ycnosus Tpebyemast noKyMeHTaLUsS Bug npouenypsi
HME pe3toMe cucTeMsl papma-
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KOHA/130pa JIEKapCTBEHHOTO
npenapara Jyisi MeIUIMHCKOTO
npuMeneHus (*)
a) Beenenne pestome crucTeMbl 1,2,3,4,5 1B

(hapmakoHa30pa, H3MEHEHU I
YIOJHOMOYEHHOT'O JIMIA 110
(hapmakoHa30py (BKIHOUAs
KOHTAKTHYIO HH(POPMALHIO) U
(M) M3MEHEHHE MECTOPACIIO-
JOXEeHUs MacTep-daiina cucre-
MBI (hapMakoHaa30pa (aajee -
MOCD)

JloxymeHTauus
1. Pe3tome cucTeMbl (hapMaKOHAI30pa MK OOHOBJICHHE 3HAYMMBIX AJIEMEHTOB (COOTBETCTBEHHO):

IMoxTrBepixaeHue TOro, 4TO YCIyronolyyaTelb MIMEET B CBOEM PaclopsHKeHUH YIIOJTHOMOYEHHOE JINII0, OTBETCTBEHHOE 3a (hapMaKoHaA30p, U
YTBEp)KACHHE, TOIUCAHHOE YCIYTOMONyYaTeIeM, YTO yCIyronolydaTenb 00naiaeT HeoOX0JUMbIMU CLIOCOOaMH BBITIOJTHEHHS 33124 U 0051~
3aHHOCTEH B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSMU JEHCTBYIOIIETO 3aKOHOAATENBCTBA B chepe 0OpallieHns JeKapCTBEHHBIX
cpenctB. KoHtakTHast HHGOpMaLHs YIOIHOMOYEHHOT0 JHLa 1o (apmakoHan3opy PK, B KOTOpBIX pacrosaraercst ynoJHOMOYEHHOE JIULO IO
(hapMakoH/I30py U BHINOJHSIET CBOM 33/1auu Mectopacmoioxenne MOCD

2. Homep MOC® (npu Hanuuun).
3. Konust 10oroBopHbIX B3aMMOOTHOIIEHUH MEXIy JepixKaTeaeM
PErUCTPAMOHHOTO YAOCTOBEPEHHUS U OpraHu3aLueil OTBETCBTEHHOM 3a

(apmakoHan3op Ha Tepputopun Pecrry6muxu Ka3axcran (opranusanuu Ha Teppuropur Pecry6inku KasaxcraH, npuHAMarome npeTeH3nu
(TIpeTIo’KEeHHS) TI0 Ka4eCTBY JIEKapPCTBEHHBIX CPECTB OT IOTpeOUTENel U OTBETCTBEHHOM! 3a IOCTPETHCTPAalHOHHOE HAOII0AeHHUE 3a 6e3-
OIIACHOCTBIO JIEKAPCTBEHHOTO CPEJICTBA)

4. IlepecmoTrpeHHast nHGOPMALHS O JIEKAPCTBEHHOM Ipenapare.
5. BenoMoCTh U3MEHEHHH ¢ yKa3aHHEM IIOCTPOYHO PACIIONIOKEHHOIO

CpaBHEHUSI BHOCUMBIX M3MEHEHUH ¢ yTBep)KZ[eHHOI‘/'I Bepcneﬁ.

[Mpumeuanmue: JlanHoe u3MeHeHne oxBaTbiBaeT BBeaeHHe MOC®D He3aBUCHMO OT HAJIMYHS B TEXHHYECKOM 9acTH peru-
CTpalOHHOTO 0che [ToapobHOro omucanust cUCTeMbI (hapMakoHaa3a0pa. M3MeHeHNs] KOHTAKTHOTO JIH-
1a mo (hapMaKoHaa30pPy, BKIOUYasi KOHTAKTHYH HH(popMmanuio (Homepa TeieoHOB U (HaKcOB, OUTOBBIH
ajipec ¥ aJipec 3JICKTPOHHOM MOYTHI) U M3MeHEeHUs MecTopacnonoxerus MOCO (ynuia, ropos, HHAEKC,
CTpaHa) JomycKaeTcsi OOHOBIISATH CKIIOYHUTENBHO mocpecTBoM Peectpa Pecriy6onuku Kazaxcran (6e3
HEoOXO0IMMOCTH BHECCHHs M3MeHeHuit). Eciu iepikarelib perucTpaldoHHOTO yI0CTOBEPeHHUsI prOeraet
K BO3MOXXHOCTH OOHOBJICHHS! YIIOMSIHYTOH BbIlie nH(opMauuu nocpeactsoM Peecrpa Pecriyonnku Kaszax-
CTaH, OH YKa3bIBaeT B PETHCTPALMOHHOM JI0ChE, YTO OOHOBJICHHAsI MH(POPMALHS 3THX JaHHBIX BKIIIOUCHA
B Peectp PK.

B.1. 8 lI3meneHue cymecTByIo- YcnoBus Tpebyemasi TOKyMeEHTAIHS Bun npouenypst
iei cucteMbl papMakoHaI30-

pa CoracHo nogpoOHOMY OIu-
CaHUIO CUCTEMBI (hapMaKoOHa I~

30pa (ganee - [IOCD)

a) MI3MeHeHne ynoIHOMOYEH- 1 1 1A
HOTO JUIa 1o hapMakoHaa30-
Py, ¥ (M1M) KOHTAKTHOW MH-
(dhopmanuu, u (MIM) npouesy-
PBI Pe3ePBUPOBAHUS

0) V3meHeHue 06a3bl TaHHBIX 1,2,3 1 IA
0e301acHOCTH | (WJIM) OCHOB-
HBIX KOHTPAKTHBIX COTJIallle-
HHH B IEJISX BBITOIHEHUS (ap-
MAaKOHA/I30PHBIX 00513aTENILCTB

1 (WIM) U3MEHEHHE MECTa Ipo-
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I[aTa CKaYnuBaHUA

BeieHHs (hapMaKOHaJ30PHOM
JIeSITeIEHOCTH

B) Wnsle n3menenus [10CO, 1 1 1A
HE BIUSIOIINE Ha (QyHKIIMOHH-
pOBaHKe CHCTEMBbI (hapMaKo-
Haj3opa (Harmpumep, U3MeHe-
HHUE MECTOIOJI0XXEHHS TIIaBHO-
To XpaHWIHIIA (apXuBa), aaMH-
HHUCTPATHBHBIC H3MCHEHUS)

r) Buecenne m3menenunii B I10- | 4 1,2 1A
C® o pe3ynpTaTaM 3KCIIEPTH-
3p1 [IOCD npyroro nexap-

CTBEHHOTO Ipernapara Toro e

nepxkarens PY

YcnoBus

1. Cama cucrema (hapmMakoHa30pa HE U3MEHSACTCS.

2. Cucrema 6a3bl JaHHBIX TPOIIIA BATHAALMIO (€C/IN IPUMEHHIMO).

3. IlepeHoc naHHBIX U3 OPYTUX cUCTeM 0a3 TaHHBIX BaJMAWPOBAH (€CIH IPUMEHHMO).

4. Te xe u3menenus B [IOCOD BBeeHbI A1 BCEX JISKAPCTBEHHBIX MPEMAPATOB TOTO XkKe Jepkarens PY (oanHakoBas OKOHUYATEIbHAs BEPCHS
[MOCD).

JloxymeHTauus

1. Ilocnenusia Bepcust [IOCD u, ecnu NPUMEHUMO, MOCIEIHSSA BEPCHs NpenapaT-crenuGpuuHoro gononHenus. OHY B OTHOIIEHHH U3MEHEHUs
KBAJIN(UIIMPOBAHHOTrO JIMIIA 110 (hJapMaKOHAA30PY BKIIOYALT:

a) KpaTKyIo OGHOrpaduio HOBOrO YIOIHOMOYEHHOTO JIHIA 110 (hapMaKoHA30DYy,

6) HOBOE IIOJIOXKEHUE JIepKATEII H YIIOTHOMOYEHHOTO JIUIIA 10 (hapMaKOHaA30py 00 UX CIIOCOOHOCTH U IIyTAX YBEJOMIICHUS O HEXKelaTeNb-
HBIX PEaKIMsIX, IOANMCAHHOE HOBBIM YIIOJTHOMOUYECHHBIM JIHIIO M0 (hapMaKkOHaA30py U JAepiKaTeleM, H OTPAKAOIIEE OCTAIBHBIC BHITCKAIOIINE
M3MCHEHHsI, Hal[pUMep, B OpraHU3alMOHHO cxeme. Eciu yrnonHoMOo4eHHOe U0 10 (hapMakoHaa30py H (Wir) KOHTaKTHas HHGopMarms
YIIOJTHOMOYEHHOTO JIMIa M0 (hapMaKkoHaa30py n3HadanbHo He Obutn BKIItO4YEHBI B [IOCD i [TOCD He cymiecTByeT, HoAa4ya nepecMOTpeH-
Horo ITOC® ne Tpedyercs, HEOOXOAUMO MPEICTABUTD TOJIBKO (HOPMY 3asBICHUSI.

2. Ccbuika Ha 3asiBJIeHHE (IIPOLEYPY) U JI€KapCTBEHHBIH MpenapaT, B OTHOLIEHHU KOTOPOTo M3MEHEHHUs! ObLIH O0OPEHBI.

B.1. 9 I3MeHeHHe 4acTOThI U Ycnosus Tpebyemast noKyMeHTaIUs Bup npouenypsr
(wm) natel mogayn [10OB ne-
KapCTBEHHBIX IIPENapaToB s
MEJMIMHCKOIO NPUMEHEHUS
1 1,2 1A

VYcnoBus

1. 3menenue yactotsl 1 (1ian) aatel nogauyn [I0OB cornacoBaHo HAIIMOHAIBEHBIM YIIOTHOMOYEHHBIM OPTaHOM.

JloxymeHTauus

1. IIpuioxeHHOE K CONPOBOAUTENLHOMY IMCbMY 3asIBIIEHUS! O BHECEHUM U3MEHEHUI: CChUIKA HA COIVIAILCHUE YIIOJIHOMOYEHHOr0 oprasa. 2.
ITepecmorpennas yacroTa u (win) nara nogauu [100B.

HpI/IMe‘IaHI/IC JAaHHOC N3MCHCHUEC ITPUMCEHSICTCH, JINIIb €CJIU UKIT I1OOb YKa3aH B peTUCTPALlUOHHOM J10ChE criocoba-

MU, OTJIMYHBIMU OT YKa3aHHs CCbUIKU Ha IIEPEUCHb OTYCTHBIX AT, U IIpU H€06XOZ[I/IMOCTI/I nomaqyun T10OB.

B.1.10 Brenernne nnu n3meHe- YcnoBus Tpebyemast TOKyMeHTaIHS Bug npouenypst
HHSA 0043aTEIbCTB U yCIOBHI

pErucTparuy, BKIoyas ImiaH

YIPaBJICHUS PUCKAMU

a) Peanmmsanus popmynupos- 1 1,2,3 1A

K, COTIJIACOBaHHOM ¢ YIIO0JIHO-
MOYC€HHBIM OpraHOM

II
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0) Peanuzanus u3MeHeHUH,
TpeOYIOMNX MPEICTaBICHHS
nepxkateneM PY HOBBIX momos-
HUTENBHBIX JaHHBIX, HYXIAt0-
LIUXCSl B 9KCIIEPTU3E YIIOJIHO-

MOYEHHBIM OpraHoMm (*)

YcnoBust

1. I3MeHeHne peannsyer JeiicTBIE, 3aTpeOOBaHHOE YIOJTHOMOYCHHBIM OPTaHOM, U HE TpeOyeT NoAa4H JOTOTHUTEIBHBIX CBEACHUH 1 (VJIH)
JaNbHENIIEN SKCIIEPTU3bI.

JloxyMeHTanus

1. TIprito’xKeHHOE K COMPOBOAUTEILHOMY IIHCHMY 3asIBIICHHS O BHECCHIN W3MEHEHHIA: CChUIKA Ha COOTBETCTBYIOIIEE PEUICHUE YIIOIHOMOYCH-
HOTO OpraHa.

2. IlepecMoTpeHHast HHpOPMAIKS O JIEKAPCTBEHHOM TIperapare.

3. BenoMocTh u3MEHEHUH ¢ yKa3aHHEM MTOCTPOYHO PACIIOIOKEHHOIO CpaBHEHHsI BHOCUMBIX H3MEHEHUH ¢ yTBEP)KACHHOI BepcHei.

HpuMeqal-me 9TO UBMCHCHHUE OXBATbIBACT JINIIb CUTYyallHIO, B KOTOpOP‘I BBOAMMOC U3BMCHCHHUEC 3aTPAaruBacT UCKIOYU-
TCJIbHO YCJIOBUA U (I/IJ'[I/I) 00s13aTebCcTBA perucrpanuu, BKiIro4as IuiaH yIpaBJICHUs pUCKaMHU U yCIIOBUSA U
(HJ'II/I) 00s13aTeIbLCTBA peI‘I/ICTpaLII/If/'I TIpU UCKITIIOYUTEIIbHBIX 00CTOATEIBCTBAX U yCHOBHOf/'I perucrpanuu.

*) BBEJICHNE IUIaHA YIIPaBJICHHUS] PUCKaMH, 3aTpeO0BaHHOE YITOJTHOMOYEHHBIM OpPTraHOM, BCEria TPeOyeT Cy-
IIECTBEHHOH 9KCIIEPTHU3BI.

B.I. 11 Bxurrouenue mmu nc- YcnoBus Tpebyemast TOKyMeHTaIHS Bup npouenypst
KIIIOUEHHE YePHOTO CHMBOJIA
WM TOSICHUTENBHBIX YKa3aHUH
B OTHOIICHUH JIEKAPCTBEHHBIX
IpenaparoB, BXOJSIIMX B Ile-
pedeHb JIEKapCTBEHHBIX IIpemna-
PAaToB, MOIEKAIIHUX JOHIOIHH-
TeJIbHOMY MOHUTOPUHTY

1 1,2,3,4,5 1A

VYcnoBus

1. JlexapcTBeHHBI npenapaT BKIIOUEH WM UCKIIIOYEH U3 MEPEyHs JEKapCTBEHHBIX MPENapaToB, MOUIEKAIIUX JOTOJHUTEIBHOMY MOHUTO-
PHHTY (COOTBETCTBEHHO).

JloxymeHTanus

1. HpI/IJ'IO)KeHHOG K CONIPOBOAUTEIIBHOMY ITMUCHbMY 3asIBJICHUS O BHECECHUUN U3MEHEHUH: CChUIKA Ha TIEpEUYCHb JICKAPCTBCHHBIX ITpEIIapaTos, I101a-
JIeKalx A0NOJIHUTCIIbHOMY MOHUTOPHUHTY.

2. IlepecMoTpeHHas HHGOPMALHS O JIEKAPCTBEHHOM Ipernaparte (0OHOBICHHAs 00Ias XapaKTepHCTHKA JTeKapCTBEHHOTO Iperapara, HHCTPYK-
1Y 0 MEAUIUHCKOMY NIPHUMEHEHHUIO (JIMCTOK-BKJIA/BIII)).

3. Jleknapanus o TOM, YTO B IPOEKTax OOLIei XapaKTepPUCTHKE JIEKAPCTBEHHOTO Npenapara U HHCTPYKIMH [0 MEAULUHCKOMY ITPUMEHEHHIO
JIEKapCTBEHHOT'0 cpecTBa (JMcTok-BKaasi) (nanee — OXJII u Muctpykuus JIC) Bocnpon3BeaeHHOro, THOPUIHOTO MM OHOaHAIOrHYHOTO
(6nomnoa06HOT0) JIEKapCTBEHHOTO MperapaTa OTCyTCTBYIOT oTianyus ot nerctyromux OXJIT u Mactpykuuu JIC opurunansHoro (pede-
PEHTHOT0) JIEKapCTBEHHOTO IperapaTa, 3a HCKII0YEHUEM OTIHYUH HHOPMAINH O IPOM3BOAUTEIE, CPOKE TOTHOCTH, COCTaBE BCIIOMOTaTellb-
HBIX BEIECTB HE3HAUMMBIE Pa3INuus B OMOJOCTYIHOCTH WK (papMakOKHHETHKE.

4. I[MocTpounoe (pacmooKeHHOE MapauieibHO Ha OfHOM Jiucte) cpaBHenue aeictByoumx OXJII u Muctpykiwu JIC opurunansHoro (pe-
(hepenTHOrO) ekapcTBeHHOro npenapara u npoektoB OXJI u Muctpykunu JIC Bocipon3BeJeHHOTO, THOPHIHOTO WM OHOAHATIOTHYHOTO
(6100 00HOT0) JIEKaPCTBEHHOTO MperapaTa ¢ BhICJICHUEM U 000CHOBAaHHEM BCEX OTJIMYUHIA.

5. BenoMocTh M3MeHeHuH ¢ YKa3zaHUEM ITOCTPOUYHO PaCIIOJIOKEHHOI'O

CpaBHEHUSI BHOCUMBIX W3MEHEHUN ¢ yTBep)K[[eHHOﬁ BCpCI/Ieﬁ.

HpI/IMe‘IaHI/IG JAaHHOC N3MCHCHHUE OXBATbIBACT CUTYAIUIO, IIPU KOTOpOﬁ BKJIIOUCHHUE WJIH UCKITIOUCHUE YEPHOI0 CUMBOJIA
WM TIOSICHUTENBHBIX YKa3aHUH HE MPOU3BOIUTCS B PAMKaX APYTOH peryIsTOpHOH MPOIeaypsl (HanpH-
Mep, MPOLEAYPhI IPOUICHUS M U3MEHEHHUS, 3aTparuBaromei HHGOPMAIIUIO O JTeKapCTBEHHOM Ipernapa-
Te).
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B.1. 12 [Ipoune usmeHeHus, He
OIMCaHHBIE B IPYTUX pasJie-
Jax HacTosmero JlononHeHus,
B TOM 4HCIJIC H3MCHEHHE THIIA
JIeKapCcTBEHHOTO Ipernapara,
3aperucTpupoBaHHoro B Pec-
ny6nuke Ka3axcraH, BKIo4a-
IOIHUX [Oavy UCCIIeOBaHUM
YIOJHOMOYEHHOMY oprany (*)

VcnoBus

Tpebyemast noKyMeHTaLUsS

Bug npouenypsi

I
Ipumeuanue €CJIM DKCIIEPTU3a YIIOTHOMOYECHHBIM OPTaHOM TIOJAaHHBIX JAHHBIX IIPUBOIHUT K M3MEHEHHUIO 00IIeH Xxapak-
TEPUCTHKH JICKAPCTBEHHOTO Mperapara, MapKUPOBKH, JaHHBIM H3MCHEHHEM OXBATHIBAIOTCSI COOTBETCTBY-
IOILME [OMPAaBKH K 00IIeil XapaKTepUCTUKE JICKAPCTBEHHOTO MpenapaTa, MapKHpOBKE.
*) JlanHO€e U3MEHEHHE He TIPUMEHSIETCS K H3MEHEHHSIM, KOTOPBIC IIPHHSATHI B KauecTBe H3MeHeHuit IB tuna

110 YMOJIYaHUIO B COOTBETCTBHU C JIIO0BIM APYI'uM pa3ZiejioOM HACTOALICTO I[OHOJ'IHCHH?L

B.I. 13 V3menenue, Tpebyromiee HOBOH perUCTPaIMH JIEKAPCTBEHHBIX CPEICTB:

1)n3meHeHue wiK 100aBIEHIE HOBOM JTO3UPOBKH (aKTHBHOCTH);

2)u3MEeHEHHE WK J00aBJICHHE HOBOI JIEKAPCTBCHHON ()OPMBI.

Hepe'—ICHL JAOKYMCHTOB, IPEOCTABJIACTCS COTTIACHO

npunoxeHusM 14 u 15 vacrosmux [pasu.
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[Ipunoxenue 16
K ITpaBHJIaM PCrucTpanmuu
JICKAaPCTBCHHBIX CPCIACTB U
MEIUIUHCKUX WU30eITUHN
IO MPpUHIOUITY «CAUHOT'O OKHaA»
OT4eT HAYAJIBHOM IKCIIEPTU3BI JIEKAPCTBEHHOI'0 CPEACTBA
1. IlpoBeieHa HavambHAS SKCIEPTH3A JICKAPCTBEHHOTO CPEICTBA
1) @®.1.0. (pu ero HaNU4KM) SKCIIEpTa
2) JI0IKHOCTB DKCIepTa
2. Mudopmanus o 1ekapcTBEHHOM CPEICTBE
1) Howmep u nara 3asBku
2) ToproBoe HaMeHOBaHUE TIpenapara
3) Me:xayHapoaHOe HelaTeHTOBaHHOe Ha3BaHue (nanee — MHH)
4) JlexapcTBeHHas hopma
5) JlozupoBka
6) Konuentpanus
7) Croco6 BBeeHus
3. YmakoBka
Ne HaumeHoBaHue ynnakoBKH Bun ynakoBku (epBr4Hasi, O065- Ko-
BTOpPHYHAS) eM nde-
CTBO
eau-
HUIL
B
yma-
KOBKE
1
2)
4. JlaHHbBIE O IPOU3BOAMTEINE
Ne Tun opranu3anuy WM y9acTOK MPOU3BOACTBA HaumenoBanme oprannzanuu Crpa- | IOpu-
Ha Jiye-
CKHI
azpec
1. [IpousBoxuTens
2. YHakoBIIUK
2.1 | IlepBuunas
2.2 | Bropuunas
3. ITpousBoauTelb, OCYIECTBISIOMINA KOHTPOJIb KauecTBa
4. IIpousBoauTeIb, OTBETCTBEHHBIH 3a BBITYCK CEpUii
5. JlepaTenb perucTpaioOHHOIO YJOCTOBEPEHHUS
5. Ilopsnok oTirycka
1) VYcnoBus oriycka:(He00X0JUMOEe OTMETHUTb) 1o pewenry
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0e3 perenra

6. B PecniyOnuke Ka3axcra 1moj yka3aHHbBIM TOPrOBBIM HAMMEHOBAHHEM paHee 3aperucTpUpOBaH JPYroi JIeKapCTBEHHBIH Npemnapar ¢ 1py-
THM COCTaBOM aKTHBHBIX BEILIECTB

D HET
na
7. OueHKa MOJHOTHI, KOMIUIEKTHOCTH PETHCTPAIMOHHOTO JJOChE U MTPAaBMIIBHOCTH O(OPMIICHHS IIPE/ICTaBICHHBIX JJOKYMEHTOB
1) Jlocwe copMupoBaHO 10 pa3jienam, CTPaHUIbl IPOHYMEPOBAHBI, OIIHCH IOKYMEHTOB COCTaBJICHA Her
pit:}
2) KoMIntekT TOKyMEHTOB COOTBETCTBYET YTBEP)KACHHOMY ITEPEYHIO Her
na
3) Hasymume 1iBEeTHBIX MaKeTOB YIAKOBOK U (DAKT 3aBEPEHUS UX HMOAIUCHIO YCITyTONOTyqaTeNsl, COOTBETCTBHE Her
YIIaKOBKH JIGKapCTBEHHOTO MpenapaTa coryiacHo [IpaBuiaM MapKUpOBKH JIEKAPCTBEHHBIX CPEACTB U MEIUIMH-
. a
CKUX H3JIeNNil, YyTBeP)KICHHBIM MpHUKa3oM MuHuCTpa 3apaBooxpanenus Pecryonuku Kazaxcran ot 27 siHBaps .
2021 roga Ne KP ICM-11 (3apeructpupoBat B Peectpe rocyapcTBeHHOW perucTpaiiii HOpMaTUBHBIX TPaBo-
BbIX akToB 1oz Ne 22146) (nanee - [IpaBuia MapKUpOBKH).
4) TexcT MapKUPOBKH 00pa3LOB MAKETOB YIAKOBKH, STHKETOK, CTHKEPOB COOTBETCTBYET [IpaBHiiaM MapKUpOBKA. | o
it}
8. OueHka cocraBa JEKapCTBEHHOTO Ipenapara
1) Hasmume B coctaBe JIeKapCTBEHHOTO MpeTiapaTa 3alpenieHHbIX KPacHTEIICH U IPYTHX BCIIOMOTaTeIIbHBIX Be- Her
IECTB
pit:}
2) Hanwume B cocraBe JIeKapCTBEHHOT'O IIpenapara BEeLIeCTB, MOJyYeHHBIX U3 KPOBH, OPraHOB M TKaHEH YeloBe- Her
Ka M )KUBOTHBIX
pit:}
3) Haymume B cocTaBe HAPKOTHYECKHMX CPEZCTB, ICHXOTPOITHBIX BEIIECTB M IIPEKYPCOPOB (IIPY HAIWYHH yKa3aTh Her
Tabnuiy, mo3uiuio)
na
9. OueHka Ha3BaHUS JICKAPCTBEHHOTO TIpeTiapaTa Ha MpeAMET OTCYTCTBHUS B HEM:
1) CXOJICTBO C paHee 3aperuCTPUPOBAHHBIMHY JIEKAPCTBEHHBIMH IIpeTIapaTaMy | CJIOB C HEOJIaro3ByYHbIMHU BBIpa- Her
JKSHUSIMH
na
2) CHOCOOHOCTH BBECTH B 3a0JIyK/ICHHE OTHOCUTEIHHO HCTUHHOTO COCTaBa U JICHCTBYS Ipenapara Her
na
3) cxoxcrea MHH n (mn) cxoqHble ¢ HUMM Ha3BaHUS JJIS JICKAPCTBEHHOTO MPenapaTa Apyroro XuMUIEeCKOro Her
COCTaBa WX JEHCTBUS
na
10. Ouenka cBezieHHH 0 (hapMaKOJIOrHIECKOM JeHCTBUM JIEKapCTBEHHOTO IperapaTa
1) COOTBETCTBUE CTPYKTYPhI M O)OPMIICHUSI HHCTPYKIMH O METUIHHCKOMY PUMEHEHHUIO JIEKApPCTBEHHOTO TIpe-
rapara HOpsIKy COCTaBJICHUS U 0OPMIICHHSI MHCTPYKLIMHU 110 MEAUIIMHCKOMY IPUMEHEHHIO JIEKapCTBEHHBIX
CPEJICTB M MEAMLIMHCKUX U3/ACNUH, 00Iel XapaKTePUCTUKE JIEKAPCTBEHHOTO CPEICTBA ONPEACIISEMOro yIIOo-
HOMOYCHHBIM OPTaHOM B COOTBETCTBHH C ITyHKTOM 4 cratbu 242 Konekca "O 310poBbe Hapo/ia U CUCTEME
3]IpaBOOXpaHEeHUs".
11. OueHka HOPMAaTHBHOTO JIOKYMEHTA 10 KOHTPOJIIO Ka4eCTBa ¥ O€30IaCHOCTH JIEKAPCTBEHHOTO CPE/ICTBA
1) COOTBETCTBHE CTPYKTYpPBHI HOPMaTUBHOT'O JJOKyMEHTA 110 Ka4ecTBY U Oe3omacHoctH [IpaBmiam pa3paboTku
IIPOM3BOANTEIIEM JICKAPCTBEHHBIX CPEJCTB M COTTIACOBAHUS FOCYAApPCTBEHHON SKCIEPTHON OpraHu3anueil Hop-
MAaTHBHOTO JOKYMEHTA 10 Ka4eCTBY JICKAPCTBEHHBIX CPEJICTB MIPH IKCIIEPTU3E JICKAPCTBEHHBIX CPEJICTB, YTBEP-
JKJICHHOTO TIprKa3oM MuHuCTpa 3apaBooxpaneHus Pecryonuku Kazaxcran ot 16 despans 2021 roma Ne KP
JICM-20 (3apeructpupoBaH B B Peectpe rocyjapcTBeHHOM perucTpaluy HOPMaTUBHBIX PABOBBIX aKTOB I10]T
Ne 22228).
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11. 3akar0uyeHus:

1) 0TKa3aTh B JaJbHEHIIEH sKkcrepTu3e (C 000CHOBaHHEM)

2) MIPOJIOJIKUTB KCIIEPTH3Y

PyxoBoauTens CTpyKTypHOIo 1oJpasaeacHust

nogmucs G.1.0 (pu ero Hammann)
OkcrnepT
nonuck ®.1 .0 (mpu ero Hanu4um)

Jlarta




e.zZan

Kazakcran PeCl'IyGJ'lHKaCLIHLIH OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

[Ipunoxenue 17

K IPaBUJIaM PETUCTPALUU

JICKAaPCTBCHHBIX CPCIACTB U

MEIUIIMHCKUX U3JICITUN

IO MPpUHIOUITY «CAUHOT'O OKHaA»

dopma

OT14yer HAYAJILHOM IKCIECPTU3BI H3MeHeHHﬁ, BHOCHUMBbLIX B PEIrUCTPAIIMOHHOE J0CHEC

JJEKAPCTBEHHOI'O CPeaCTBA

1. IIpoBesieHa HavyasbHAs SKCIEPTU3a U3MEHEHHI, BHOCUMBIX B PETHUCTPAILIMOHHOE 10ChE JIEKAPCTBEHHOTO CPEJICTBA

1) @®.1.0. (mpu ero HaMU4YKUM) FKCTIEpTa
2) JlomKHOCTB 3KCnepTa
2. 3asiBICHHBIC H3MEHEHHUS SIBIISFOTCS:

Tuna I: Tuna I A, tuna I b

HCHU

Yka3aTb BHOCUMbIC U3MeE-

Tuna Il

HCHUS

Yka3aTb BHOCUMbIE U3MeE-

3. MHdopmanus o 1eKapcTBEHHOM CPEICTBE

1) Homep u naTa 3asBku

2) Toprosoe HarMeHOBaHUE MpenapaTa

3) MexayHapoJHOE HEaTEHTOBAHHOE Ha3BaHHE
4) JlexapctBennas popma

5) JloznpoBka

6) Konnenrparus

7) Crioco6 BBeIeHUS

8) OpraHu3anus-npou3BOANTEID

9) Ne perucTpalliOHHOTO yJOCTOBEPEHUS

4. YrakoBka

KagyecTBa

No HanmeHoBaHUE yrIaKOBKH Buz ynakoBku (miepBudHasi, BTO- O0BbeM KonuuectBo exuHuI B yma-
puuHas) KOBKE

1)

2)

5. JlaHHBIE O IPOU3BOJUTEIE

No Ty opraan3anyy WM y4acTOK IIPOU3BOJCTBA HawnmeHoBanne opranusanumu Crpana IOpunmuecknii anpec

1. IIpousBoaurens

2. YakoBIIuK

2.1 | IlepBuunas

2.2 | Bropuunas

3. [IponsBoanTEH, OCYIIECTBISIONIMNA KOHTPOIb




e.

KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

rFa-i )

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

4. IIpousBoanTEb, OTBETCTBEHHBIH 32 BBITYCK Ce-
puit
5. JlepkaTens perucTpanoHHOTO yI0CTOBEPEHHS

6. IlepeyeHb BHOCHMBIX H3MEHECHUIT

)]

HaumenoBanue JAOKYMCHTa

CTapasI penaknus

Hosas pe-
JAKIHs

7. OI_IGHKa TIOJTHOTBI, KOMIUICKTHOCTHU PEruCTpalfuOHHOTO JOCHE U IPAaBUIIBHOCTU O(i]OpM.IIeHI/ISI

NPEACTAaBJICHHBIX TOKYMEHTOB

1)

,HOCLC C(i)OpMHpOBaHO 110 paszaeijiaM, CTpaHUIbl IIPOHYMEPOBAHbI, OITUCh JOKYMEHTOB

HET
COCTaBIICHA
na
2) KoMIutekT T0OKyMEHTOB COOTBETCTBYET YTBEP)KACHHOMY ITEPEYHIO Her
na
8. 3akmoueHue:
1) 0TKa3aTh B JalbHeHmIeH skcnepTuse (C 000CHOBaHHEM)
2) IIPOJIOJIKUTE SKCIIEPTH3Y

PykoBonuTens CTpyKTypHOTO NMOAPA3AeIeHUs

noanuck 1.0 (mpu ero Hanmuaum)

Okcnept

nozanuck ®©.1.0 (pu ero Hanu4um)

Hara
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aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 08.04.2026
e.zarl
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[Ipunoxenue 18
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

IlepeyeHb HepaIMOHAIbHBIX KOMOMHALMH JIEKAPCTBEHHBIX CPE/ICTB

Ne Ha3BaHue JekapCTBEHHOTO CPEJCTBA, NX KOMOHHALIUH

1. dukcHpoBaHHbIE KOMOWHAIIMM BUTAMHUHOB C TPAHKBUIIM3aTOPAMU

2. dukcupoBaHHbIE KOMOWHAIIMN aTPONMHA (ATPONUHONOO0HBIX ) JISKAPCTBEHHBIX BELIECTB C aHANBICTHKAMH M aHTHIMPETHKAMU

3. dukcHpoBaHHBIE KOMOWHAIIMY HOXUMOHMHA C TECTOCTEPOHOM M BUTAMHHAMH

4. dukcHpoBaHHBIE KOMOWHAIMH JKeJle3a ¢ HOXUMOHHOM

5. dukcHpoBaHHBIE KOMOWHAIIMY aHTUTHCTAMHHHBIX JIEKAPCTBEHHBIX CPEJICTB C AHTUANAPEHHBIMH JISKAPCTBEHHBIMH CPEACTBAMH

6. dukcHpoBaHHBIE KOMOWHAIIMY MIEHULIUIUTHHOB C CYJIb(OHAMUIAMU

7. DuKcHpoBaHHBIE KOMOWHAIIMM BUTAMHUHOB C aHAJIBI€THKAMU (32 UCKITIOYEHHEM IapareTamMmosia ¢ BUTaMMHOM C, alleTHIICATHIMIOBOMH
KHCIIOTHI ¢ BUTaMuHOM C)

8. DukcHpoBaHHbIE KOMOMHAIIMN XMHOJIOHOB € JIOOBIMU JIPYTHMH JIEKAPCTBEHHBIMH CPEACTBAMH, 32 HCKIIIOUSHUEM IIPEerapaToB JUls Ha-
PY’KHOTO IPUMEHEHUS

9. DUKCHPOBaHHBIE KOMOMHAIIMY KOPTUKOCTEPOUJIOB C JIFOOBIMH JIPYTHMH JICKAPCTBEHHBIMH CPEICTBAMM JUISl IpUEMa BHYTPb

10. | PuxcupoBaHHbIE KOMOMHALMHK XJIOpaM(EHHKOIa ¢ JIIOOBIMU IPYTHMH JICKAPCTBEHHBIMH CPEACTBAMM JUIS IpUEMa BHYTPb

11. | PuxcupoBaHHbIe KOMOMHALMH BUTAMHHOB C IPOTUBOTYOEPKYJIE3HBIMH TIPENapaTaMHu, 3a HCKIIOUEHHEM U30HUA3U/1a C TUPHIOKCHH
THAPOXJIOPUAOM (BUTAaMUHOM B6)

12. | KomOunanuu creponjHbIX aHaOOJIMKOB C IPYTUMH JIEKAPCTBEHHBIMH CPEJICTBAMH

13. | ®uxcupoBaHHBIC KOMOMHAINH CEJATUBHBIX (CHOTBOPHBIX) (AHKCHOJIMTHYECKHX ) JIEKAPCTBEHHBIX CPEJCTB C aHAIbI€TUKAMU-aHTHITH-
peTHKamMu (HECTEPOUIHBIMU) IPOTHBOBOCIIATUTEILHBIMH CPEICTBAMHU

14. | ®uxcupoBaHHBIE KOMOMHAIIMN aHTarOHKUCTOB H2-rrcTaMrHOpEIenTOPOB (MHIMONTOPOB) IPOTOHHOMN ITOMITHI C aHTAIMJaMU

15. | ®uxcupoBaHHBIE KOMOMHAINH, COJEPIKAIIe OoJiee YeM OHO aHTUTUCTAMHHHOE JICKAPCTBEHHOE BEUIECTBO

16. | ®uxcupoBaHHbIE KOMOMHALMK AHTUTEIBMUHTHBIX JIEKAPCTBEHHBIX CPEJICTB CO CIIA0UTEIbHBIMU

17. | ®uxcupoBaHHBIE KOMOMHAIMH JICKAPCTB C OPOHXOPACHIIMPSIIONINM JICHCTBIEM C IPOTHBOKAIIIEBEIMH JICKAPCTBCHHBIMH CPEACTBAMHA
LEHTPAJIbHOrO ACHCTBUS U (MJIM) aHTUTHCTAMUHHBIME CPEICTBAMH

18. | duxcupoBaHHbIC KOMOMHAINKE MYyKOJUTHKOB (OTXapKHBAIOLINX) CPEICTB C MPOTUBOKALICBBIMH JICKAPCTBEHHBIMH CPEACTBAMH H
(MITH) aHTUTHCTAMUHHBIMU CPECTBAMHE

19. | duxcupoBaHHbIC KOMOMHAINK CIA0MTEIBbHBIX U (MIIH) CHIa3MOJIMTHYECKUX JICKAPCTBEHHBIX CPEACTB € (DepMEHTHBIMH IperapaTaMu

20. | duxcupoBaHHBIE KOMOMHALUH TIPOTUBOPBOTHBIX JIEKAPCTBEHHBIX CPEICTB HHIMOUTOPOB IONAMHHOBBIX PELIENITOPOB C JIEKAPCTBEHHBI-
MH BEIICCTBaMH, HMEIOIIUMH CUCTEMHYI0 abCOpOLIHI0

21. | duxcupoBaHHbIE KOMOMHALUH IPOTUBOKAIIEBBIX JIEKAPCTBEHHBIX CPECTB LEHTPAIBHOTO ACHCTBUS ¢ AaHTUTUCTAMUHHBIMU JIeKap-
CTBEHHBIMH CPE/ICTBAMHU

22. | ®uxcupoBaHHBIE KOMOMHAIMH, COJEPIKAIINE IEKTHH U (WJIN) KAOJIHMH C JIFOOBIMH JICKAPCTBEHHBIMH BEI[ECTBAMHU, KOTOPBIC BCACHIBAIOT-
Csl B CHCTEMHBII KPOBOTOK M3 KEITyI0YHO-KHIIEYHOTO TPAKTa, 32 MCKIIOUCHHEM KOMOMHAIMN TIEKTHHA U (MJIH) KaOJIMHA C JIEKapCTBEH-
HBIMH BEIllECTBaMH 0€3 CUCTEMHOI abcopOImu

23. | ®uxcupoBaHHBIE KOMOMHALUH IPOTUBOAUAPEHHBIX JICKAPCTBEHHBIX CPECTB C AIEKTPOIHUTAMHU

24 | ®uxcupoBaHHBIC KOMOMHAINH OKCH(EeHOyTa30Ha WK GeHmIO0yTa30Ha C JIIOOBIMH IPYTHMH JICKAPCTBAMH

25. | ®uxcupoBaHHBIE KOMOMHALUHM METaMH30J1a C JIIOOBIMH IPYTHMH JICKAPCTBEHHBIMH CPEIICTBAMH




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 08.04.2026
e.zarl

DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKuum 12.03.2026

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 08.04.2026

26 | duxcupoBaHHbIE KOMOMHALUKM HECTEPOUIHBIX IPOTHBOBOCIAIUTENIBHBIX JIEKAPCTBEHHBIX CPEJICTB € ATPOIMHHOIOI00HBIMH JIEKap-
CTBEHHBIMU CPEACTBAMH (CIa3MOIUTHKAMM)

27. | ®uxcupoBaHHbIE KOMOMHALUM ABYX U 00Jie€ HECTEPOHIHBIX IIPOTUBOBOCTIAIUTENBHBIX JIEKAPCTBEHHBIX CPEICTB

28. | ®uxcupoBaHHBIC KOMOMHAINHN TTapaneTamosna ¢ 6apOuTypaTamMmu, TPaHKBIIIN3ATOPAaMH U JPYTHMH JICKAPCTBEHHBIMHU CPEJICTBAMH, HH-
JYKTOpaMH ()epMEHTOB IMTOXPOMHON CHCTEMBI IICUCHH.

29. | dukcupoBanHbIe KOMOMHaIUK NapaneTamoda (Bbime 200 MUIUTpaMM B pa30BOH 103€) ¢ HECTEPOUIHBIMH IPOTUBOBOCHAINTEIbHBIMA
JIEKapCTBEHHBIMU CPEACTBAMH, 32 UCKIIIOUEHHEM JIEKapCTBEHHBIX MIPENapaToB KPaTKOBPEMEHHOTO IPUMEHEHHS

30. | PuxcupoBaHHbIE KOMOMHALUH TTEHUIIMITIMHOB CO CTPENITOMUIIMHOM B APEHTEPANIbHBIX JIEKaPCTBEHHBIX (hopMax

31. | duxcupoBaHHbIE KOMOMHALUK TAHKPEATHHA WM MAKPEAINIIa3bl, COACPIKAIIMX aMUIIa3y, IPOTeasy | JIUNasy, ¢ JF0OBIMU IPYTUMU
(bepMeHTamMHU, B TOM 4HCIIe ObIUBCH JKEITYBI0, TEMUIEIUTION0301

32. | ®ukcupoBaHHbIE KOMOMHAIMKM HUTPO(YPAHTOWHA U TPUMETONPUMA

33. | duxcupoBaHHbIE KOMOMHALUK 0ApOUTYPATOB € IPYTUMH JIEKAPCTBEHHBIMU CPEACTBAMH, 32 HCKIIIOUSHUEM PACTUTENILHOTO IIPOUCXOXK-
JIeHUs

34. | PuxcupoBaHHbIE KOMOMHALIUH JIEKAPCTBEHHBIX CPEJICTB, YTHETAIOINX LIEHTPAIbHYIO HEPBHYIO CUCTEMY CO CTUMYJISITOpPAMH 1eH-
TpPaJIbHOW HEPBHOM CUCTEMBI

35. | ®uxcupoBaHHBIE KOMOMHAIMK 0APOUTYPATOB C THOCIUAMUHOM U (WJIM) THOCIHOM, O€JUTalOHHOW M IPYTHMH aTPOITMHOIIO00HBIMH
JIEKapCTBEHHBIMHU CPEACTBAMU

36. | duxcupoBaHHBIE KOMOHHAIME 0apOUTYPATOB C SPrOTaMIHOM

37. | PuxcupoBaHHbIE KOMOMHALUK TaJIOIEPUAO0TIA C JIFOOBIMH AHTUXOIMHEPIMYECKHMH JIEKAPCTBEHHBIMH CPEJICTBAMH

38. | PuxcupoBaHHBIE KOMOMHALUH AaHTHOAKTEPUATIBHBIX M @aHTUIPOTO30IHBIX JICKAPCTBEHHBIX CPEICTB, 32 HCKITIOYEHHEM IIPENapaToB Ha-
PYKHOTO IIPUMEHEHUsI, HE OKa3bIBAIOLIUX CHCTEMHOT0 ACHCTBUS

39. | duxcupoBaHHBIE KOMOMHALUHK JIONEPaMHIA THAPOXIOPHIA C HYpa30IUIOHOM

40. | duxcupoBaHHbIE KOMOMHAIINHM AaHTHOAKTEPHUATIBHBIX JICKAPCTBEHHBIX CPEICTB U MPOOHOTHKOB, IPEOUOTHKOB

41. | dukcupoBaHHBIE KOMOWHALIUY [IUIIPOTENTAANHA C TM3MHOM HJIH IEITOHOM

42. | dukcupoBaHHBIE KOMOWHAIIUKE HECTEPOUIHBIX IPOTHBOBOCIAIUTENBHBIX CPEACTB (Mapaeramona) (aueTHICATUIMIOBON KUCIOThI) i
anTaiuaoB (H2-610kaTopoB) (MHrHOMTOPOB) MPOTOHHOM HOMITBI

43. | duxcupoBaHHbIE KOMOMHAIIUY TITIOKOKOPTUKOCTEPOUI0B, aHTUOAKTEPHAIBHBIX U aHTUIIPOTO30HHBIX JICKAPCTBEHHBIX CPEICTB 3a UC-
KIIIOYEHHEM /I HapyXKHOTO PUMEHEHUS

44. | duxcupoBaHHble KOMOMHAIMY NaparieTamona (Bbime 500 Mr B pa30Boii 103¢) B MHOTOKOMIIOHEHTHBIX TIpenapaTax




e.zZan

KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

[Ipunoxenue 19
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

CBOIHBII 0TYET IKCNEPTOB MO OLIEHKE JIEKAPCTBEHHOT0 Mpenapara

1. HpOBeI[eHa 9KCIICPpTHU3a PETUCTPAINOHHOTO AOCHE JICKAPCTBCHHOI'O CPCACTBA

®.1.0. (mpu ero HalIUYUK) U JOJKHOCT IKCIIEPTOB

2. VYueHas CTeNeHb, 3BaHUE

3. No 3asBKH

4. Jlara

5. ToproBoe HaHMEHOBaHHUE Hperiapara

6. MexyHapoIHOE HeMaTeHTOBaHHOE Ha3BaHue (nasee - MHH)

7. JlexapcTBeHHEI Npenapar ABIAeTCA OpurnHaabHBIN JISKapCTBEHHBIH Iperapar
BocnpounssenenHslit 1eKapCTBEHHBIN IIpenapaT
I'nOpuaHbIi IeKapcTBEHHBIN Mpenapar
Buonorudeckuil rekapcTBEHHBIH Npenapat
HMMyHOOMONIOrMYeCcKHi JIeKapCTBEHHBIH Mpena-
par
Buromnono6HsIi nexapcTBeHHbd npenapat (bro-
CHUMUJISIP)
KomOuHHnpoBaHHBIIT JIeKapCTBEHHBIN Mpernapat
JlexapcTBeHHBIH Mpemapar ¢ XOpoIIo U3ydeH-
HBIM MEIUIMHCKUM IIPUMEHEHHEM
PagunodapmarieBTHueCKHi JIEKApCTBEHHBIN Tpe-
rapar WiIH IpeKypcop
T'omeonaTnyecknii 1EKapCTBEHHBIN Npenapar
PacTuTenbHbIH IeKapCTBEHHBIH Mpenapar
OpdaHHBIi JTeKapCTBEHHBIH Ipenapar
AxkTuBHas (papMarieBTHUECKast CyOCTaHIHSL, TIPO-
u3BeJeHHas He B ycnoBusax GMP
JlekapcTBeHHOE IPUPOHOE ChIphE (HE hapma-
KOTIEHHOE)
IMpexBanudukauus BO3
Tpancoep

8. Jlns reHeprKa yka3zaTh Ha3BaHUE OPUTHHAIBHOTO JIEKAPCTBEHHOTO TIpenapaTa

9. JlekapcTBeHHas Gpopma

10. | JozupoBka

11. | Konuenrpanus

12. | ®dapmakoTepaneBTHYECKast IpyIIIa




e.zZan

KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

13. | Koa B COOTBETCTBHHU C aHATOMO-TEPAIIeBTHYECKO-XMMHUYECKOH Ki1accudukanuen
(manee - AHaTOMO-TepaneBTHYECKO- XUMHIECKas )

14. | ®opwma ormycka 10 peuenty 6e3 penentaCkadars

2. YnakoBka
Ne | HaumenoBanwue yma- Bun ynakoBku (iepBuvHasi, BTO- Pa3- 0O0b- | KonuuectBo enuHuUIl B ymia- Kpatkoe onuca-

KOBKH pu4Hast) Mmep eM KOBKE HUE

1.
2.

3. JlanHbIE O TPOU3BOAUTEIIE
Ne Tum opraan3anyy Win y4acTOK IIPOU3BOJCTBA HawnmenoBanne opranusanumn Crpa- IOpunmuecknit anpec

Ha

1. [IpousBoauTens
2. Y akoBIIHK
2.1 | IepBuunas
2.2 | Bropuunas
3. [IpousBoauTeNb, OCYIMECTBISIONINNA KOHTPOJIb KaueCTBa
4. [IponsBoanTeNb, OTBETCTBEHHBIN 3a BBIITYCK CEPHIA
5. JlepkaTenp perucTpaiOoHHOTO YIOCTOBEPEHHUS

4. PCI‘I/ICTpaHI/IH B CTPAHC-IIPOU3BOAUTECIIC U APYI'UX CTpaHax
Ne Haspanue ctpaHbl Ne perucTpallioOHHOTO yJO0CTOBEPEHUS Jlara Bbl1aun Cpok zeiicTBust
1.
2.

5. B pe3ynbrare mpoBeIeHHOM SKCIIEPTU3bI YCTAHOBIICHO:

1) CocraB j1ekapCTBEHHOTO CPEJICTBA U 3aKJIIOUCHHUE O €r0 PAllMOHATIBLHOCTH U

COBMCCTUMOCTH MHI'PCANUCHTOB (YKaSaTI) JICKApPpCTBCHHBIC CY6CTaHHI/II/I )41

BCIIOMOTI'aTCJIbHBIC BCIICCTBA, BKIIIOYasd KOHCCPBAHTBI, COCTABHLIC BCIICCTBA 000JI0YKH

npenapaToB):
Ne | HaumenoBanue KonnuectBo Ha HopmaTHBHBIN TOKYMEHT [0 KOHTPOJIIO Ka4eCTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJCTB,
enunuly nekap- | wim [ocynapcrennas dapmaxones PecriyOnnku Kasaxcran, 3apyOexHble apmakorneu, npu-
CTBEHHOH (hop- 3HaHHbIE JeHCTBYIOMUMH Ha TeppuTopun PecryOnnku Kazaxcran
MBI
1. | JlexapcTBeHHas
(b1e) cyOcTan-
uust (u):
2. | Bcrnomorarens-
HbIC BEIIECTBA:
3. | Cocras o6omou-

KU TaOJETKH
WM KOpITyca

KarcyJbl:




Kazakcran Pecry6nmKachIHbIH 31€KTPOHIbI HEICAHIaFbl HOPMATHBTIK KYKBIKTBIK Penaxuusnay kysi 12.03.2026
] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 08.04.2026
™ A [ | i OTaNOHHEIA KOHTPOJIBHEIH GaHK HOPMATHBHBIX NIPABOBEIX aKTOB JlaTa pesaKiyu 12.03.2026
Pecrry6iuku Ka3axcraH B 971€KTPOHHOM BHJIE Tlara ckaunpams 08.04.2026
2) [1ns 1eKapCTBEHHOI'O PACTUTENBHOTO ChIPhs
Ne | boranuueckue naTuH- HopmaTHBHEII JOKyMEHT 110 KOHTPOJIO KadecTBa i 6e30TacHOCTH JIEKapCTBEHHBIX Juxopac- Me-
CKME Ha3BaHMs pacTe- cpezcts, unn l'ocynapctennas dapmakones Pecry6nuky Kasaxcran u 3apy6ex- Tylee cTO
HHH, BXOJALIUX B CO- HbI€ (hapMaKoIeH, IPU3HAaHHbIE AeHCTBYIOMUMH Ha TeppuTopun Pecry6nuku Ka- WM Kyllb- | Hpo-
cras cbopa 3aXCTaH TUBHpYE- u3-
Moe pac-
Ta-
HUS
L.
2.
6. HpOI/I?;BO}II/ITeJ'H/I AKTHUBHBIX CY6CTaHIII/II>’I, BXOJAIIKUX B COCTAaB
JICKapCTBCHHOI'O CpCACTBA
Ne | HaummeHoBaHMe BeHIECTBa, BXOAALIETO B Haunmenosanue npousBoaurens Ha Crpa- | Anpec npou3BOACTBEHHOM MIOIIAN-
COCTaB JIEKAPCTBEHHOTO CPENCTBA PYCCKOM M aHIIIMICKOM SI3bIKaX Ha* KU Ha PyCCKOM U aHIJIMHCKOM S3bI-
Kax
1.
2.

7.B CJIydac HaJIN4YMA B COCTABC JICKAPCTBCHHOI'O CPCACTBA BCIICCTBA,

MOJIJIS)KAIETO KOHTPOJIIO B COOTBETCTBHH ¢ 3akoHOM Pecryonuku Kazaxcran "O

HAapKOTHUYCCKUX CPCACTBAX, IICUXOTPOITHBIX BCHICCTBAX, X aHAJIOrax M IIPEKypCcopax u

Mepax MPOTUBOJICHCTBUS NX HE3AKOHHOMY 000POTY H 3JI0yNOTPEOICHUIO UMU'":

D

3akIroueHre O MPUHA/IICKHOCTH K OAKOHTPOIBLHBIM BEIIECTBaM (Ha OCHOBAHHUH M3YyUCHHS MEXK/YHAPOIHOTO HEMATEHTOBAHHOTO
HaMMEHOBAHUsI, TOPrOBOTO HAa3BaHUsI, XHMHYECKOTO HAa3BaHUsI, CTPYKTYPHOU (OPMYJIBI O MPUHAUICKHOCTH K MOJIKOHTPOJILHBIM Be-
LIeCTBaM C yKa3aHueM no3unuu Tabmun Crincka, sIBISIETCs JIM BEIIECTBO CTEPEOM30MEPOM HapKOTHIeCKHX cpeacTB Tadmuusl 11, B
TEeX CIyJasiX, KOrJia CyIIeCTBOBaHNE TaKMX M30MEPOB BO3MOXHO B paMKax JJAHHOT'O KOHKPETHOTO XUMHYECKOTO 0003HaUCHHUS (ECIIN
TaKOBBIE OIPE/ICTICHHO HE HCKIIIOUCHBI), COJIbIO BCEX HAPKOTHYECKHX CPECTB, IepedncieHHbx B Tabmuue 11, Bkintouas conu nzome-
POB, KaK IPeyCMOTPEHO BBIIIE, BO BCEX CIIy4asiX, KOT/Ia CYIIECTBOBAHIE TAKMX COJICH BO3MOXKHO;COJIBIO IICHXOTPOIHBIX BEIIECTB
Ta6muupt 11 u Tabmuws! 111, koraa cyniecTBOBaHHE TAaKUX COJICH BO3MOXKHO

2)

HayYHO-00OCHOBaHHOE OIpeJIeNIeHHEe CTEIIEH! PUCKA 3JI0YIIOTPEOICHUS: BBICOKUI PUCK 3710YNOTPEOICHHUS, MM PUCK 3110ynoTpediie-
HUS OTCYTCTBYET, WM SIBJISICTCS HE3HAYMTEJIbHBIM;ONpPE/IEICHHE MAKCUMAJIBHO JI0MTyCTUMOTO COAEPKaHUS HAPKOTUYECKUX
CpPEZICTB, ICUXOTPOITHBIX BELIECTB U IIPEKYPCOPOB B JIEKAPCTBEHHBIX CPE/ICTBAX;

3)

3aKJIFIOUYCHHUEO BO3MOXKHOCTHU UJIM HEBO3MOXKHOCTHU U3BJICUCHUSI JICTKOAOCTYITHBIM crocodom TIOAKOHTPOJIBHOI'O BEIIECTBA B KOJIUYC-
CTBax, 10CTAaTOYHBIX IJIs 3H0yHOTpe6J’I€HI/IX

4)

3aKJIIOUYCHHUE B TOM, UTO B OTHOLICHHUH IIpEIiapaTa CHIATbI HEKOTOPHIC MEPbI KOHTPOJISA

8. AHanu3 cBeJleHUH 0 MPOUCXOXKACHHUH, peructpanuu B Pecmy6nnke Kazaxcran,

Ka4eCTBE 1 BBIBOJBI O BO3MOXKHOCTH MCIIOJIb30BaHUs CyOCTaHIIUU (TIPH OTCYTCTBUHU
ceprudukara GMP)
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9. Ananu3 CBGI[eHI/Iﬁ 0 Ka4CCTBC, KOJIMYCCTBC C BLIBOJAMH O AOIIYCTUMOCTHU
HCITIO0JIBb30BaHUA UCIIOJIb3YCMBIX BCIIOMOI'aTCIIbHBIX BCIIICCTB

10. 3akiIroueHHE 0 IPOU3BOJICTBE (IMPOM3BOACTBEHHAS (DOPMYJIa, OMIMCAHUE TEXHOJOTHH
IIPOU3BOJICTBA, KOHTPOJIb B MPOIIECCE MPOU3BO/ICTBA, BATUAAINS TIPOU3BOICTBEHHBIX
MIPOIIECCOB)

11. XapakTepuctuka roToBOro NpoAyKTa (COOTBETCTBUE MPEICTABICHHBIX TApAMETPOB
B cepTU(UKATE KaueCcTBa Ha TOTOBYIO MPOAYKIIMIO WM B MACIIOPTE OPraHU3aLUU-
MPOU3BOJIUTENS OMMCAHHBIM METOIMKAM KOHTPOJISI KAaUeCTBA B HOPMAaTUBHOM
JIOKyMEHTAIIMH1, COOTBETCTBUE CEPUIl MPEICTABICHHBIX 00pa3IlloB CEPUSIM, YKA3aHHBIM B
cepTudukare)

12. 3akaroueHue 0 MapKUPOBKE U YIIAKOBKE HA MPEAMET UX JOCTATOYHOCTH JIJIA
oOecrieueHusi COXpaHEHHUsI KaueCTBa JIEKAPCTBEHHOT'O CPEJICTBA BO BpEeMsI XpaHEHUS U
TPAHCIIOPTUPOBKHU, (HEOOXOIUMOCTh JIOTIOTHUTEIBHBIX HAAMKUCEN), HATMYKE
cneruuKauii Ha TEPBUYHYIO U BTOPUYHYIO YIAKOBKY. | HITHEHUYECKOe 3aKITI0UCHIE
Ha YMaKOBKY (/1711 OT€UECTBEHHBIX MPOU3BOIUTENICH )

13. 3akitoueHre 0 HaJTMYMU WIK OTCYTCTBUM B Ha3BaHWHU JICKAPCTBEHHOI'O CPEJICTBA!

1) rpadpruecknx CX0JICTB ¢ paHee 3aperuCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU
npenapaTaMiy U CJI0B ¢ HE0JIaro3ByYHbIMU BBIPOKCHUSIMU;

2) c1OCOOHOCTH BBECTH B 3a0JIyKAECHNE OTHOCUTEILHO UICTUHHOI'O COCTaBa M JICUCTBUS
npenapara;

3) cxoactea MHH u (Mnu) cxoaHble ¢ HUMU Ha3BaHUs 1JIsI JIEKAPCTBEHHOTO CPE/ICTBA
JIPYTroro XMMHUYECKOTO COCTaBa WU JCHCTBHS.
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14. Cneunudukaiysi roTOBOro NpoyKTa

15. 3axnroueHue o JaHHBIX XMMHUYECKOM, (papMalieBTHUECKO U Onosiornueckon (MH
BUTPO) SKBUBAJICHTHOCTH, IPEJICTABICHHBIX (DUPMOI Ha JIEKAPCTBEHHOE CPEJICTBO

16. 3akntoueHure 0 CTaOMIBHOCTH JIEKAPCTBEHHOI'O CPEJICTBA, 0OOCHOBAaHHOCTh
3as1BJIEHHOT'O CPOKa XPaHEHHUSI

17. Ananu3 u olleHKa TPOEKTOB MHCTPYKUUHU IO MEAUIIMHCKOMY MPUMEHEHHUIO
JIEKapCTBEHHOT'O CPEJICTBA, MAKETOB YIIAKOBOK M 3TUKETOK, IPOBEPKA HA UACHTHYHOCTh
YKa3aHUW YCJIOBUW XpaHEHUs U TPAHCIIOPTUPOBAHHUS, YKA3aHHBIX B IPOEKTE
HOPMATHUBHOTO JOKYMEHTA MO0 KOHTPOJIIO KauecTBa U 0€30MMaCHOCTH JIEKaPCTBEHHOTO
CPEZICTBA U BBIIEYKA3aHHBIX IPOEKTAX

18. 3akmoueHue 00 yCIOBUSAX XPAHEHUS U TPAHCIIOPTUPOBAHUS JIEKAPCTBEHHOTO
CpelICTBAa U HEOOXOAMMOCTh BBEJICHUS JOMOJHUTEIBHBIX TPEOOBAHUH C 1IEIIBIO
oOecrieueHus: COXpaHEHUs1 KaueCTBa JIEKAPCTBEHHOI'O CPEICTBA

19. AHaM3 HOPMATUBHOTO TOKYMEHTA IPOU3BOIUTENS 10 KOHTPOJIIO KA4eCTBA U
0€30IacHOCTH JIEKApPCTBEHHOT'O CPEACTBA U METOUK KOHTPOJIS KaueCTBa TOTOBOTO
IPOJIYyKTa

20. CpaBHeHuUE ¢ aHAJIOraMu, 3aperucTpupoBaHHbiMu B PeciyOimke Kazaxcras.
CpaBHuTEIbHAS XapaKTEPUCTUKA OCHOBHBIX MTOKa3aTesIel KauecTBa
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21. AHanu3 JOCTOBEPHOCTH Kau€CTBEHHOTO U KOJIMYECTBEHHOI'O COCTAaBa aKTUBHBIX U
BCIIOMOTaTEIbHBIX BEIIECTB, YKa3aHHBIX B UHCTPYKIIMH M0 MEAUITUHCKOMY
MIPUMEHEHHIO, CPAaBHUBAS C 3aBJICHHBIM COCTABOM B 3asIBJICHUU, aHATUTHYECKOM
HOPMaTUBHOM JIOKYMEHTE U MaKeTe YITaKOBKHU

22. Ouenka (papMaKoJIOrHUeCKOW COBMECTUMOCTH KOMIIOHEHTOB, B ClTy4dae
perucTpanyy BOCIIPOU3BEAEHHOIO JIEKAPCTBEHHOT'O CPECTBA IPOBECTH CPABHEHHUE C
COCTaBOM OPUTMHAJILHOT'O MIpernapara

23. * Ananu3 1OKyMEHTAIlMHU 10 JOKJIMHUYECKUM HUCCIEIOBAHUSIM: TOKCUYHOCTH
(octpas, xpounueckas, LD50, LD100), kaH11epOreHHOCTH, SMOPUOTOKCUIHOCTH,
TEPaATOTC€HHOCTH, MyTareHHOCTH, MECTHO-Pa3APaKAIOIIETO JeHCTBUS, BIUSHUS Ha
UMMYHHYIO CUCTEMY, crieniududeckor papmakonoruueckoit (0MoI0ruuecKoit)
akTuBHOCTHU. [IpMedanwe: mpu sKcepTU3e OMOCUMIIISIPOB yKa3aTh MpernapaT
CpaBHEHMS, MCIIOJIb30BAHHBIM Ha BCEX dTalaxX CPaBHUTEIBHBIX HCCIIeI0BaHUH (OT
dbapMalieBTHYECKON pa3pabOTKH 10 KIMHUYECKUX UCCIEOBAHUN ): HA3BaHUE, aKTUBHOE
BEILIECTBO, POU3BOIUTEINb, CTPAHA-IPOU3BOAUTEND, CEPHsI, CPOK TOTHOCTH

24. * Ananu3 TOKyMEHTaIlMU KIMHUYECKUX UccieoBaHui ((pa3bl KIMHUUECKUX
UCCIIEIOBAHUM, TOCTMAPKETUHTOBBIE

UCCJIeIOBAHUS, TPOTOKOJIBI U OTYETHI, 3aKIF0UEHUS DTHUECKOoi kKomuccun). [Ipu
3TOM HEOOXOJUMO yKa3aTh MECTO, ATy,

CIIOHCOpA MPOBEICHUS UCCIEAOBAHNUS, LIE€Jb, TU3ailH, JJIUTEIbHOCTh UCCIIEI0OBAHUS,
KOJIMYECTBO, TIOJI BO3PACT UCIIBITYEMBIX,

PEXKUM T03UPOBAHUS MIpenapaTa, MOHUTOPUHT TOOOYHBIX ICUCTBHI B TPOIECCE
POBEJICHUS KIMHUYECKUX UCCIIeI0BAHUM,

COOTBETCTBHE OTUETA TPOTOKOIY, 3aKIOUEHUE O COOTHOIIEHUH 'TO0JIb3a-pUCK".
[Ipumeyanue: npu sKcepTrU3e OMOCUMUIISIPOB YKa3aTh IpemapaT-cCpaBHEHUS,
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WCIIOJIb30BaHHBIN Ha BCEX ATANax CPABHUTEIbHBIX

uccienoBanuii (ot papMaieBTHUECKOM pa3pabOTKH 10 KITUHUYECKUX
UCCIIEJIOBAaHUM ): Ha3BaHUE, aKTUBHOE BEIECTBO,

MPOU3BOJIUTENb, CTPAHA-IIPOU3BOIUTEIIb, CEPHUSL, CPOK TOJHOCTH.

25. OueHKa UCTOYHUKA TPOUCXOKACHUS (KPOBb, OPraHbl M TKAHU YEJIOBEKA U
KUBOTHBIX) U CIELIM(PUIECKON aKTUBHOCTH JJI1 UMMYHOOHOJOTUYECKUX TIPETapaToB

26. * Ouenka 6e3omacHOCTU U 3(PHEKTUBHOCTU JIEKAPCTBEHHOT'O CPEJICTBA MO
pe3ynbTaTaM KJIMHUYECKUX MCCIEOBAaHUN B OTHOLIEHUY 3asBJICHHBIX BO3PACTHBIX
rpynm 60JbHBIX, 000CHOBAaHHOCTH BHIOOpPA MOKA3aHUM K TPUMEHEHUIO,
IPOTUBOINOKA3aHHUM, TPEIOCTEPEKEHUN TPU MPUMEHEHHUHU TIpenapaTta, npoduis
IMOOOYHBIX JIEUCTBUNA

27. 3anonHseTcs TONBKO MPU MoAAa4e Ha 3asBJICHUS TOCYJaPCTBEHHYIO
NEPEPETUCTPALIMIO JIEKAPCTBEHHOIO MpEIapara

Onenka 0e30macHOCTH ¥ 3PGEKTUBHOCTH JIEKAPCTBEHHOT'O CPEICTBA HA OCHOBE JAaHHBIX
NEPUOJUYECKH OOHOBIISIEMBIX OTYETOB O O€30MACHOCTH - AaHAIN3 MPOPUIL
0€30MacHOCTH, BHECEHUU HOBBIX MTOOOYHBIX ACHCTBUM, MPOTUBOMOKA3AHUI B KPATKYIO
XapaKTEPUCTUKY JIEKAPCTBEHHOIO Mpenapara U UHCTPYKIUIO 110 MEAUIITHCKOMY
MPUMEHEHUIO UM OTKAa3€ B MEepEepEerucTpaluu npenapara, i3SMEeHEHUs B
PErUCTPallMOHHOM CTaTyce Ipenapara B Jpyrux crpaHax, OOHOBJICHHBIE IaHHbIE O
Mepax, IPUHATHIX PETYJIATOPHBIM OPraHOM WM POU3BOJUTENIEM 110 COOOPAKEHUAM
0€30MacHOCTH, U3MEHEHHS B MH(GOPMAIINH 110 O€30IaCHOCTH Ipemnapara, 00beM
POJaX, KOJIMYECTBO MALIMEHTOB, MOJTYYUBILIUX MpEnapaT 3a OTYETHBIN Mepuo,
U3y4YCeHHUE OMMUCAHUS UHIMBUIYATBHBIX CIIy4aeB U MEPEUHs MOOOYHBIX ACHUCTBUHN U
CBOJHBIX TaOIUI, MHAUBUAYAJIbHBIX CIy4YaeB MPOSIBICHUS TOOOUYHBIX IEUCTBHIMA
BBISIBJIEHHBIX JEPKAaTEJIEM PETUCTPALMOHHOIO YIOCTOBEPEHMSI, XapaKTep 1 KOJIUYECTBO
CEPbE3HBIX MOOOYHBIX JACHCTBUHN U paHEe HE 3apErUCTPUPOBAHHBIX KoMmanueu. O0ras
OLICHKa 0€30MaCHOCTH Ha OCHOBE JIaHHBIX NMEPUOAMYECKH OOHOBIISIEMBIX OTYETOB O
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0€30MacCHOCTH U 3aKJIF0YEHHE O COXPAHEHUU WM U3MEHEHUHU poduiid 0€3011acHOCTH,
BHECEHUU HOBBIX MOOOYHBIX JACHCTBUMN, TPOTUBOMOKA3AHUI B MHCTPYKIIUIO TIO
MEIHMIIMHCKOMY MTPUMEHEHUIO WJIM OTKA3€ B MEPEPETUCTPALIMM TIPEIapara.
[Tpumeyanue: mpoBeIeHNE YKCIIEPTU3HI TIPETTAPATOB-OMOCUMUIIIPOB B COOTBETCTBHH C
TpeboBaHusaMU: Ha skcniepTu3y mpu rocyJapcTBEHHOMN MepeperucTpaiiu
OHMOJIOTMYECKOTO JIEKAPCTBEHHOI'O CPEJICTBA, B TOM YKCIIE OMOCUMUIIAPA,
npenocrasisitorcs Yacrtu I-111 [1epeuns, uz Yactu V:

1) neproguyeckd OOHOBIIIEMBIN OTUET IO 0€30MACHOCTH WJIA MEPUOTUYECKUIA OTHET

2) pe3ynbTaThl MOHUTOpUHTA [l11aHa ynpaBieHust puckaMyu 1 MUHUMU3ALMK PUCKA,
UMMYHOT€HHOCTH, TIPU MIPUMEHEHUH OMOJIOTHYECKOT0 JIEKapCTBEHHOTO CPEACTBA, B TOM
yucie B Pecy0nuke Kazaxcran, noimy4eHHBIX B pe3yJIbTaTe: MOCTPETUCTPALIMOHHBIX
HAO0JII0IATENbHBIX UCCIEA0BaHUI 0€30MacHOCTH U 3(P(HEKTUBHOCTH JIEKAPCTBEHHOTO
cpeacTBa (METO/I0M aKTUBHOTO MOHUTOPHHIA, METOAOM CIIy4aidl KOHTPOJIb UIIH
KOTOPTHBIX PETPOCIIEKTUBHBIX U (MJIM) MPOCIIEKTUBHBIX UCCIICIOBAHMNN)

aHaJIu3a PGFI/ICTPOB ManguCHTOB, IMOJIYYAr0IINUX JICHCHUC OIIPCACIICHHBIM
OMOJIOTHYECKUM JICKAPpCTBCHHBIM CPCACTBAM

IMOCTMAPKCTHUHI'OBBIX KIIMHUYCCKUX I/ICC.]'IeI[OBaHI/Iﬁ

IPOBEICHUS 00YYaIOIIMX MEPOIIPUSATUH O MOBBIMIEHUIO HH(HOPMUPOBAHHOCTH Bpaydei,
(papMarieBTOB U MALUEHTOB C LEIbI0 CHIKEHUSI PUCKOB, CBA3aHHBIX C IPUMEHEHUEM
OMOJIOrMYECKOTO JIEKApCTBEHHOTO cpencTBa B PecriyOnmke KazaxcraH.

28. Ouenka 0e3onacHOCTH U 3()(PEKTUBHOCTH JIEKAPCTBEHHOT'O CPEICTBA C YUETOM
COOTHOILIEHHUS "TIOB3a-pUCK" - MPOTUBOIIOKA3aHUS, IPEAYIIPEKACHUS U
IpeIoCTePEeKEeHUs IPU IPUMEHEHUH Tipenapata. Tpebdyercs oOpaTutb ocoboe
BHUMAaHHE Ha JIETCKUI BO3PACT, OEPEMEHHBIX U KOPMSAILUX JKECHILWH, TTOKUIION BO3paCT,



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e ‘ ' aKTiIepiH 3TanoH/ bl 6aKbUIay GaHKi Cakray KyHi
™ ‘ a DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
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12.03.2026
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MAIMEHTOB C IIOYEYHOU U ITIEYCHOYHOU HETOCTATOUHOCTHIO

29. DkcnepTru3a UHCTPYKIHMH MO0 MEAUIIMHCKOMY MPUMEHEHUIO MIPOBOJIUTCS B

CPaBHEHHHM C KPATKOM XapaKTEPUCTUKOM JIEKAPCTBEHHOIO Ipenapara. [lemaercs
3aKJIFOYEHHUE O COOTBETCTBUU MJIM HECOOTBETCTBUM MOKAa3aHUN K IPUMEHEHHIO,
n0OOYHBIX IEUCTBUI, MPOTUBONOKA3aHUI, OCOOBIX yKa3aHH, IEKApCTBEHHBIX
B3aUMOJCHCTBUH, IEPENO3UPOBKHU, YKA3aHHBIX B UHCTPYKLIMU 110 MEAULIUHCKOMY

IMPUMCHCHUIO JICKAPCTBCHHOT'O CPCACTBA, KpaTKOﬁ XapaKTCPUCTHUKE JICKAPCTBECHHOTI'O

npenapara

30. 3aKiI04ueHUE O HAJTMYMH WM OTCYTCTBHM B HA3BAHUH JIEKAPCTBEHHOTO CPECTBA!

1) rpaduueckux CXOJCTB C paHee 3aperUCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU
npernapaTaMu U CJIOB ¢ He0JIaro3ByYHbIMHU BBIPAKEHUSIMU

2) coCOOHOCTHU BBECTH B 3a0JIyKJAECHUE OTHOCUTEIHLHO UICTUHHOIO COCTaBa U ICHUCTBUS

npenapara

3) cxoactBa MHH u (wn) cxoiHble ¢ HUMH Ha3BaHUSA IS JIEKAPCTBEHHOTO CPEJICTBA

APYyroro XuMM4€CKOro cocraBa ujin ,Z[CﬁCTBPISI

31. OHCHKa MMPaBHUJIIBHOCTHU IIPUCBOCHUS KOJIa AHaTOMO-TepaHCBTI/I‘-IeCKO-XI/IMI/I“ICCKOI\/JI

(manee — ATX) knaccuukanuu, COOTBETCTBUA (papMaKOTepareBTUYECKON IPyIIIbI

kony ATX knaccudukanuu, hpapMakoIOTHIECKOMY JIEHCTBUIO, MTOKA3aHUAM K
NpUMEHEHMIO. B cityyae HenpaBWIbHO 3asBlIeHHBIX ATX kona u

dbapmMakoTepaneBTUIECKON TPYIIHI, TpeOyeTCs yKa3aTh PEKOMEHTYEMbIE SKCIIEPTOM
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32. IIpoBepka a/IeKBaTHOCTH 3asIBJICHHBIX J03 U PEXUMA JO3UPOBAHUS COTIACHO
(hapMaKOKHHETHYECKUM MapaMeTpam (Iepro/ia MoTyBbIBEACHHUS, CTETICHU CBA3bIBAHUS
¢ 6emkamu MIa3Mbl KPOBHU, BIUSHNE HA aKTUBHOCTD ITEYEHOYHBIX (PEPMEHTOB, BpeMs
COXpaHEeHUs1 OaKTepHOCTaTUYECKOM (OaKTEpUIIMIHOM) KOHIICHTPALUU B ClTy4dae
aHTHOAKTEpHUAIBbHBIX MpernapaToB). Tpedyercst oOpaTuTh 0cC000€ BHUMAHKE Ha 1035,
PEKOMEHIyeMbIe JETSIM, TOKUIIbIM, OOJILHBIM C HAPYIICHUSMU (YHKIIUU ITOYEK U
NeYeHu

33. IIpoBepka COOTBETCTBUS 3asIBJICHHOTO CPOKA XPAHEHHUs], YKa3aHHOI'O B 3asBJICHUH, B
KPaTKOM XapaKTEPUCTUKE JIEKAPCTBEHHOIO MPENnapara, HHCTPYKIUU IO MEAULUHCKOMY
IIPUMEHEHMIO, MAKETax YIIAKOBKU CO CPOKOM XPaHEHMs], YKa3aHHBIM B HOPMaTUBHOM
JTOKYMEHTE

34. CooTBeTCTBUE MPEACTABICHHOW HHCTPYKIUU 110 MEAULIUHCKOMY IIPUMEHECHHIO
NEeNUCTBYIONIEMY 3aKOHOIaTeNbeTBY PecnyOnnku Kazaxcras.

35. JleranpHO€ ONKCaHUE CUCTEMBI (papMaKOHAA30pa U YIPABICHUS PUCKAMMU:

1) KpaTkast xapakTepucTUKa CUCTEMBI (hapMaKOHaA30pa AeprKaTes
PETUCTPALIMOHHOTO YAOCTOBEPEHUS BKIKOYAET CIAEAYIOIIUE DIEMEHTHI:

JI0Ka3aTeNIbCTBO TOT'O, YTO JIEPKATENb PETUCTPALIMOHHOTO YA0CTOBEPEHUSI UMEET
B CBOEM PACHOPSKEHUU YIIOTHOMOYEHHOE JIMIO 32 TJI00aNbHBIN (hapMaKkoHaA30p
JEeKJIaparys, MOANUCaHHas JEPKAaTEIEM PETUCTPALIMOHHOIO YA0CTOBEPEHUS O TOM, UTO
OH UMeeT cucTeMy (papMaKOHaA30pa JJIs BBIIOJIHEHUS 33/1a4 U 00A3aHHOCTEH 110
NOCTPErUCTPALIMOHHOMY KOHTPOJIIO O€30MaCHOCTH JIEKAPCTBEHHBIX CPEACTB

CCBIJIKAa Ha MECTO (aJIpec), I/ie XpaHUTCs MacTep-(haiis cucteMsl (papMakoHaa3opa
KOHTAKTHBIE JaHHBIE YIIOJHOMOYEHHOTO JIUIA 3a II100albHbIN (papMakoHaI30p;

2) yrnoaHOMOYE€HHOE (KOHTaKTHOE) IO 3a (papmakoHaa3op B PecniybOnuke
KazaxcTan: 1OKyMeHT, OATBEPKAAIOIINI Ha3HAYECHUE YITOTHOMOYEHHOTO
(koHTaKTHOTO) JIKIIa 3a (hapmakoHaa30p B Pecnybnuke Kazaxcran

KOHTAKTHBIC JTAHHBIC YIIOJTHOMOYEHHOTO (KOHTAKTHOTO) JIUIIA 3a (papMaKoHAI30p
B PecniyOnuke Kazaxcran;
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3) [lnan ynipaBiieHHs] pUCKaMH MPU MEAUIIMHCKOM NPUMEHEHUH JIEKAPCTBEHHOTO
CPEIICTBA, 3asIBJICHHOTO Ha PErUCTPALUIO (MIEpEPErUCTPaIUIO) U BHECEHUE
WU3MEHEHUM (7151 OpUTMHAIIBHBIX MTPENnapaToB, OMOCUMUIISIPOB, BAKIMH, TPENapaToB
KpPOBH, T€HEPUYECKUM IpenaparaMm TpeOyIoIero 0coooro KOHTPOJIIs)

[Ipumeuanue:

* OTMEUEHHBIE pa3/Ielibl 3aMOJIHAIOTCS TIPU MepEPErucTpaluu
3aKIIIOUeHHUE:

MOJIOKUTEIIBHOE OTPUIIaTENbHOE (C 000CHOBAHUEM)

JlaTa NOCTYIUIEHUS! JOKYMEHTOB SKCIEPTY

JlaTa 3aBepIIeHus: SKCIEPTU3BI JOKYMEHTOB

Bce JaHHBIC, IIPUBCACHHBIC B OKCIICPTHOM 3aKJIHOYCHHUH, JOCTOBCPHLBI U
COOTBCTCTBYIOT COBPECMCHHBIM Tpe60BaHI/I${M, 4dTO IMOATBEPIKIAAIO JIMYHOM IIOAITUCBHIO.

PykoBouTENb CTPYKTYPHOIO HOAPA3ACTICHUS

noanuck O.N.O (ripu ero HaIUIKN)

DKcnept

noanuck @.N.O (ripu ero HaIU4INN)

Jlara
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K IPaBUJIaM PETUCTPALUU

JICKapCTBCHHBIX CPCJCTB

U MEIUITHCKHUX WU30CITUI

110 IPUHOMITY «CAWHOI'0 OKHa»

dopma

CBOIHBIN OTYET IKCIEPTOB 10 OLEHKE JIEKAPCTBEHHOTO IIpenapara Ipu U3MEHEHUSX,

BHOCHMBIX B pCTUCTPAIUMOHHOC JOCHC

1.

@®.1.0. (1pu ero HaNU4YKM) U JOJDKHOCTB 3KCIepTa

2. VYuyenas crerneHb, 3BaHUE

3. Ne 3asBKH

4. Jlata

5. ToproBoe HanMeHOBaHKE NpenapaTa

6. MeskyHapoIHOE HEMaTeHTOBAaHHOE Ha3BaHUE

7. | JlexapcTBennbiii npenapar OpuruHANBHBII TeKapCTBEHHBIH Ipenapar
BocnpounsBeaeHHbI 1eKapCTBEHHBIN Ipenapar
I'nbOpunHbIii IeKkapcTBEHHBIH penapar
buonornveckuii IekapcTBEHHBIN IpenapaT
MMmMyHOOUONOrMYecKUil 1eKapCTBEHHBIH TIpe-
mapar
BuononobHeIit tekapcTBeHHbIi npemnapart (buo-
CUMMUJISIP)
KomOuunpoBaHHbIii 1ekapcTBEHHBIH Mpenapat
JlekapCTBEHHBIH Ipenapar ¢ XOpoLIo U3y4eH-
HBIM MEAULIMHCKUM IIPUMEHEHHEM
PanuodapmarieBTHUECKHIT IeKapCTBEHHBIH TIpe-
mapat Wi IIPeKypcop
T'omeomnaTuyueckuii TekapcTBEHHBIH Mpemapar
PactutenpHblil TekapcTBEHHBIN NpenapaT
OpaHHBI JIeKapCTBEHHBIH TpenapaT
AxTuBHas (apmarieBTHUecKas cyOCcTaHIus,
npousBeieHHas He B ycnousx GMP
JlexapcTBEeHHOE IPHPOJHOE CHIPEE (HE (hapMa-
KOTIEHHOE)

8. J1n1st BOCTIPOM3BEACHHOT'O JIGKAPCTBEHHOTO MPeHapaT Wik OMOCUMUJIAPA YKa3aTh

Ha3BaHUE OPUTUHAJIBHOTO JIEKAPCTBEHHOT0 Mpernapara

9. JlexapctBennas popma

10. | HdosupoBka

11. | Konnenrpauus

12. | dapmakoTtepaneBTHUeCKas IpyImmna

13. | Koa B cOOTBETCTBHH C aHATOMO-TEPANIEBTHUECKO-XMMUYECKOHN KilacCU(pUKAIHen
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14. | dopma ormycka 0 PELenTy
6e3 perenrraCkaygaThb

2. YnakoBka
Ne | HaumeHnoBaHHe ynakoBKU Bun ynakoBku (miepBUYHAasI, BTOPUYHAS) Pasmep | O6wem | KommdecTBo equHUIL B yIIaKOBKE
1.

3. JlanHbIE O TPOU3BOAUTEIIE
Ne | Tunm opraHW3aluy MM y9aCTOK HPOU3BOJCTBA HawnMeHoBaHne opraHu3anuu Crpa- IOpunuueckuit anpec

Ha

1. [IpousBoxuTens
2. V1akoBIIuK
2.1 | IlepBuunas
2.2 | Bropuunas
3. [Tpou3sBoauTeEIb, OCYILECTBISIOMINI KOHTPOJIb KauecTBa
4. [IponsBoanTe s, OTBETCTBEHHBII 32 BBITYCK CEpUil
5. Jlepxatesb peruCTPaliOHHOTO YAOCTOBEPEHHS

4. PCFHCTpaHHH B CTPAHC-TIPOMU3BOJAUTCIIC U JPYIUX CTpaHaAX
Ne HasBanue crpansl Ne perucTpalilioHHOTO yJOCTOBEPEHHS Jlara Bbliaun Cpoxk neiictBust
1.
2.

5. 1) CocraB n€kapCcTBEHHOIO CpeACTBa (yKa3aTh JIEKAPCTBEHHBIE CYOCTAHIIMY U

BCIIOMOI'aTCJIbHBIC BCIICCTBA, BKIIHOYAsA KOHCCPBAHTBI, COCTABHBIC BCIICCTBA 000JIOUKH

npenapaTon):
Ne | HammenoBanwue KomuuaectBo Ha HopmaTtuBHBIN TOKYMEHT 110 KOHTPOJIIO Ka4eCTBa U O€30I1aCHOCTH JIEKApPCTBEHHBIX CPEJCTB,
enuHuiy jekap- | wnu locynapcTBennas papmaxomnes PecriyOnnku Kasaxcran, 3apyOexHble (papMakorneH, mpu-
CTBEHHOH op- 3HaHHBIC JACHCTBYOUIMME Ha Tepputopuu Pecyonuku Kasaxcran
MBI
1. JlexapcTBeHHas
(v1e) cyOcTan-
s (1):
2. | Bcnomorarens-

HBIC BCUICCTBA:

3. Cocras 0605104~
KM TaOIeTKH
WM KOpITyca
KarcyJbl:

2) Jlns nekapCTBEHHOTO PACTUTEIBHOTO ChIPhS

Ne | Boranmueckue maTuH- HopMmaTtHiBHBIH JOKYMEHT 110 KOHTPOJIIO KauecTBa 1 0€30I1aCHOCTH JIEKapPCTBEHHBIX Jukopac- Me-
CKHe Ha3BaHHs pacTe- cpencts, uiu ['ocynapcrennas dapmakonest Pecriyonuku Kazaxcran u 3apyoex- Tyliee CTO
HU, BXOJSILUX B CO- HbIe (papMakorien, IpHU3HaHHbIC ACHCTBYIOLUIMMH Ha Tepputopun Pecnyoiuku Ka- WM KYyJIb- po-
craB cOopa 3aXCTaH THUBUpYeE- u3-

Moe pac-
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Ta-
HUS

6. [Ipou3BoauTENIN AKTUBHBIX CyOCTAHIINMA, BXOISIIUX B COCTAB JIEKAPCTBEHHOTO

CpeacTBa

Ne HaumenoBanue BCIICCTBA, BXOAILICTO B
COCTaB JICKAPCTBCHHOI'O CpeACTBa

HanmeHnoBaHue IpOU3BOIUTENS Ha Crpa- | Anpec NpOU3BOACTBEHHOM IUIOIIA-
PYCCKOM M aHTJIMMCKOM SI3BIKAX Ha* KH Ha PyCCKOM M aHTJIMHICKOM SI3bI-
Kax

7. 1) CocraB JIeKapCTBEHHOT'O Cpe/ICTBA (YKa3aTh JICKAPCTBEHHBIC CYOCTaHIINU U

BCIIOMOI'aTCJIbHBIC BECIIICCTBA,

BKJIIO49as KOHCCPBAHTBI, COCTABHLIC BCIICCTBA 000JI0YKH

penapaToB):
Ne | HaumenoBanue KonunuectBo Ha HopmaTHBHBIN TOKYMEHT [0 KOHTPOJIIO Ka4eCTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJCTB,
enuHuly sekap- | wim locynapcrBennas dapmaxornes PecrryOnnku Kasaxcran, 3apyOexxHble papMakorne, npu-
CTBEHHOH (hop- 3HaHHbIE JIEHCTBYIOMUMH Ha TeppuTopun PecyOnuku Kazaxcran
MBI
1. | JlexapcTBeHHas
(b1e) cyOcTan-
st (un):
2. | Bcnomorarens-

HBIC BCILICCTBA:

3. CocTtaB 000J104-
KU TaOJCTKH
WK KOpITyca

KarCyJbl:

2) [1ns1 1eKapCTBEHHOT'O PACTUTENBHOTO ChIPhs

Ne | BoraHuveckue JaTHH- HopMmaTuBHBIH IOKyMEHT [0 KOHTPOJIIO Ka4ecTBa U 0€3011aCHOCTH JIEKApPCTBEHHBIX Jlukopac- Me-
CKH€ Ha3BaHHs pacTe- cpencts, uiu I'ocynapcrennas dapmakonest Pecrryonuku Kasaxcran u 3apy6ex- Tyuiee CTO
HU, BXOJALIMX B CO- Hble (hapMaKxoren, IpU3HaHHbIE NeiiCTBYOMMMH Ha TeppuTopuu Pecmy6mmku Ka- WK KyJlb- | 1po-
cTaB cbopa 3aXCTaH TUBHpYE- u3-
Moe pac-
Ta-
HUS
1.
2.

8. [IpousBoaMTENN AKTUBHBIX CyOCTaHIIMNA, BXOJIAIIUX B COCTAB JIEKAPCTBEHHOTO

CpeacTBa

Ne HaumenoBanue BCIICCTBA, BXOALICTO B
COCTaB JICKAPCTBCHHOI'O CpeACTBa

HanmeHnoBaHue Npon3BOIUTENS Ha Crpa- | Anpec NpOU3BOACTBEHHOM IUIOIMIA-
PYCCKOM M aHTJIMMCKOM SI3BIKaX Ha* KH Ha PyCCKOM M aHTJIMHICKOM SI3bI-
Kax
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[2 | L |
o
9. Tun u3MeHeHU
‘ 1) TUI M3MEHEHU# B COOTBETCTBHU C TIPUIIOKEeHHEM 17 BHOCHMBIE H3MEHEHHSI | Crapas pegaxius | Hogas pepakuus ‘
10. OueHka perucTpamoHHOTO JOChE M0 aCleKTaM KauyecTBa, 0€30MacHOCTH U
3 peKkTHBHOCTH
Pexomenpanum:

1) | 3asBreHHBIC H3MCHCHHS THITA (yKa3aTh THIT) HE OKa3BIBAIOT BIMSIHUS HA KA4eCTBO, 0€30MacHOCTh U 9P )EKTHBHOCTD JIEKap-
CTBEHHBIX CPE/ICTB. 3asBICHHOE U3MEHEHHE PEKOMEHIYyeTCst K peructpaiun. COOMIOACHBI yCIOBHS IS BHECCHHST H3MEHEHHH 110 3a-
SIBIICHHOMY THITy H3MECHCHHHA.

2) | 3asBieHHBIC U3MEHEHUS THUIIA (yxa3aTb THIT) OKa3bIBaIOT BIMSHUE HA KAYECTBO, 0€30IaCHOCTD M 3((PEKTUBHOCTS Jie-
KapCTBEHHBIX CPEICTB. 3asBIICHHOEC H3MEHEHUE HE PEKOMCHIYETCSI K PErHCTPALIUH.

3) | B cooTBeTCTBUH C 3asBICHHBIMU U3MCHEHHUSMH HE NPEIOCTABICHBI JOKYMEHTHI PETHCTPALIMOHHOTO 1OChE B IIOJIHOM 00BEME CO-

ITIACHO NPIJIOKEHHUIO 17 MK He COOMIONCHBI YCIIOBHS [T BHECCHHS H3MCHCHUH 110 3asBICHHOMY TUITy H3MeHeHuit. Heo6xonumo
PaccMOTpeTh OKYMEHTHI MOBTOPHO MOCTIE MPEIOCTABICHHS OTOIHUTENBHBIX MATEPUAJIOB TI0 3alPOCy IKCIepTa:

I[aTa 3aBCPHICHUA OKCIICPTU3BI JOKYMCHTOB

I[aTa MOCTYINNICHUA JOKYMCHTOB 3KCIICPTY

Bce JaHHBIC, IIPUBCACHHBIC B OKCIICPTHOM 3aKIFOYCHUHN, JOCTOBCPHBI U COOTBCTCTBYIOT

COBPEMEHHBIM TPEOOBAHUSIM, YTO MOATBEPHKIAI0 TUYHON MOAMHUCHIO.

PykoBoguTenb CTpyKTYypHOTO MOApa3ieaeHus

noanuck @.N.O (ripu ero HaIUUKN)

DKcnepr

noanuchk ®.N.O (ipu ero HaAMUYUM)

Jlara
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[Ipunoxenue 21

K IPaBUJIaM PETUCTPALUU

JICKAaPCTBCHHBIX CPCIACTB U

MEIUIIMHCKUX U3JICITUN

110 IPUHOMITY «CAWHOI'0 OKHa»

I/IH(l)OpMaHPIﬂ 0 BCIOMOraTe/JIbHbIX BeeCTBaX, HOMUHAJIbHOM HX COACPKAHUHU B

JIeKAPCTBEHHBIX Mpenaparax, a Tak:ke OrpaHMYeHusi MPUMeHeHUs

JEKAPCTBCHHOI'O IpemaparTa

Ne Hanmenosanne Bcriomora- IIyte Jomy- HNudpopmanys, noanexaras Kommenrapun™**
I TEJBHBIX BEIECTB BBEJIC- CTH- OTPaXEHUIO B HHCTPYKIUH 10
/m HHSA MbIe MEIUIUHCKOMY IPIMEHEHHIO
npene-
JIBI CO-
Jeprka-
HHS
BCIIO-
Mora-
Telb-
HBIX
Be-
eCTB
1 2 3 4 5 6
1. AnpoTHHHUH Mecrt- * ['unep4ayBCTBUTENBHOCTD WIIN
HOe cepbe3Has aJulepruieckas pe-
aKuus
2. ApaxucoBoe Macio Mecrt- * [IpoTuBONOKa3aHBI JIULIAM C OunIleHHOE apaxMCcOBOE MACIIO MOXKET CO-
Hoe, T1e- AJUIEPrUuecKor peakiuei Ha JiepxKarb 0enox
popaib- OpexXH MU COI0
Hoe, IIa-
peHTe-
panpHOe
3. Acnapram (E951) Iepo- * Copnepxut eHunananut, npo- | MoKeT HaHEeCTH BpeJ JIulaM ¢ (HeHUIKETO-
panbHOe TUBOIIOKA3aH JIIO/SAM ¢ (heHuUII- Hypuei
KETOHYpHel
4. Asokpacurenu:1) E 102 Iepo- * Annepruyeckue peaknuu E 102, E 110, E 122 - 3anpemieHs! k npume-
Taprpasun2) E 110 XKen- paipHOE HEHHMIO B JIEKAPCTBEHHBIX NpEnaparax Jis
toiit 3akar (FCF)3) E 122 nerei
Azopy6uH, Kapmonsund) E
124 TToHco 4R (myHLOBBII
4R), KomeHmib kpacHast
A5) E 151 bpuninanToBblii
uyepHbIii BN, gepHsriit PN
5. E 104 Xentsrii XuHONIHMHO- 3aIpeIneH K IPUMEHECHHUIO B JIEKapCTBEH-
BoIit (Quinoline Yellow) HBIX [Ipenaparax Juis AeTen
6. E 107 XKents1it 2 G 3ampenieH K NPUMEHEHUIO B JIEKapCTBEH-

(Yellow 2 G)

HBIX Mpenapartax Juist Jetei
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E 120 Kopuenuib, kapMu- 3ampelieH K IPUMEHEHHIO B JIeKapCTBEH-
HOBast KHCJI0Ta, KAPMUHBI HBIX IIpenapaTax Juis JeTei
(Cochineal, Carminic acid,
Carmines)
8. E 128 KpacHsriit 2 G (Red 2 3arpeleH K IPUMEHCHHUIO B JIEKapCTBEeH-
G) HBIX TpenapaTax JUist JeTen
9. E 131 Cunuii nateHTOBaH- 3anpelreH K IPUMEHEHHIO B JIEKapCTBEH-
HbIil V (Patent Blue V) HBIX Npenapartax Juist qetei
10. | E 132 Mupurotun, Munuro- 3anpelleH K NPUMEHEHUIO B JIEKapCTBEH-
kapmuH (Indigotine, Indigo HBIX IpernapaTax JUist JeTel
Carmine)
11. E 133 Cunnii 6rectsmmit 3aIpeIeH K NPUMEHECHHUIO B JIEKapCTBEH-
FCF (Brilliant Blue FCF) HBIX [Ipernaparax Juis AeTer
12. E 155 Kopuunessiit HT 3ampenieH K MPIMEHEHUIO B JIEKAPCTBEH-
(Brown HT) HBIX IIpernaparax Juis AeTen
13. E162 CexomnbHbIi1 kpac- 3amperieH K IPUMEHEHHIO B JIEKapCTBEH-
Hbli, beranun (Beetroot HBIX Npenapartax Juist Jetei
Red, Betanin)
14. | Kpacuremn:1) E121 Hutpy- 3aIpeleHbl K MPUMEHEHHIO B JIEKAPCTBEH-
coBblit kpacHsli 2 (Citrus HBIX ITpenaparax
Red 2)2) E123 AmapanT
(Amaranth)3) E154 Kopuu-
Hesblt FK Brown FK
15. OpurposuH (E127) [epo- 0-0,1 rpemnapar HeJib3sl Ha3Ha4yaTh 1 3ampeleH K IPUMEHEHHUIO B JICKapCTBEH-
panbHOe MI/KT HPUMEHSATH MALUEHTaM C [1aTo- HBIX IIpenapaTax Juis ieTei
JIOTHEH MIUTOBHUIHON JKETIEe3bl
16. [NepyaHnckuii 6anb3am Mecrt- * Bo03MO>XHBI KOXKHBIE PEAKIIHU
HOE
17. bensankonus xaopun Od- * Bo3MoxKHBI UPUTHI;U30€raTh Bensankonust XJI0pu] 00eCLBEUNBACT MST-
TaIbMO- KOHTAKTa C MSTKMMH KOHTaKT- KHE KOHTAKTHBIC JIMH3BI
Joruye- HBIMHU JIMH3aMU;y1JIUTh KOH-
CKHe TaKTHBIE JIMH3bI TIEpeJl TIpUMe-
JieKap- HEHHUEM U BBDKJIATh HE MEeHee
CTBEH- 15 MuHYT TIOCITE 3aKaIBIBAaHUS
HBIE npenapara;He IPUMEHSIETCs y
hopmbl nereit 1o 8 ner
Mect- * KosxHbie peakiiuu
HOe
Wnrans- | 10 Mxr Bponxocnazm
IIHOH- /B 1
HOE no3e
18. | Kucnora 6en3oiiHas u 6eH- Mect- * Pa3npasxenust koxu, rias u
3o0atsl: 1) E210 xucmora HOE CIIM3UCTHIX 000I0YEK
oenzoitnas2) E211 natpus I % N
apeH- IIpoTHBOMOKa3aHO HOBOPOXK- BBICOKHIT pHCK pa3BUTHS JKEIATYXH Y HOBO-
6enzoar3) E212 kanus Oen-
Tepalb- JICHHBIM JIETSIM POXKIECHHBIX
T
3o HOE
19. Bbensunossblii ciupt Bce Hyune- JlaHHBIH TeKapCcTBEeHHBIH
BOM mpernapar CoAepKHUT X MT
OEH3HMII0BOrO CITUPTA B
KaXI0M <eIUHHUIA
JIO3MPOBAHUS> <CIUHUIIA
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obbema>
<YTO 9KBUBAJICHTHO
X Mr/<macca><o0bem>>.
BensunoBslil ciupT MOXKeT
BBI3BIBATh AJUICPIUIECKUE
peaxuuu.
Bensunosslit ciupt IIepo- Hyne- YcraHoBJeHa CBSI3b Brytpusennoe BBeneHne
paib- BOM GEH3HIIOBOTO CIIMPTA C GEH3HII0BOTO CITHPTA
HBIH,
PHCKOM TSIKEIBIX COIPOBOXK/ATIOCH CEPHE3HBIMU
napeH- .
Tepars HE)KeJIaTeNbHBIX PEaKIUi, HEKeJIaTeIbHBIMU PEAKIUAMU U
HBI1 BKJIIOYAsH 3aTPyAHEHHE CMEPTHI0 HOBOPOXKJCHHBIX
JIBIXaHMs (Ha3bIBaEMOTO («racriMHT-CHHAPOMY).
«TaCTIUHT-CUHIPOM») Y MuHHMaIbHOE TOKCHYECKOE
MAaJICHBKHX JETEeH. KOJINYECTBO OCH3MIIOBOTO CIIUPTA
He nasaiite HENU3BECTHO.
HOBOPOK/ICHHOMY PEeOCHKY [Ipu npumenenun y
(B BO3pacte /10 4 Helenb), HOBOPOX/ICHHBIX B paszen 4.4
€CJIH HE PEKOMEHI0BaHO OXJIIT HeoOX0AUMO BKIIOUUTH
JIeYaIlluM BpauoM. [peI0CTepeKEHHE.
bensunosslii ciupt Iepo- Hyne- He npumensTs 6onblue IoBBIIEHHBIH PUCK BCIEACTBUE
paitb- BOH HeJIeIM Y MaJIeHbKHX AeTei HAKOIUIEHUS Y MaJICHbKUX JIeTeH.
HBIH,
(B BO3pacTe MeHee 3 JeT),
TapeH-
€CJIU TOJIBKO He
Tepab-
HBIi PEKOMEHIOBAHO JIHaIIM
BPa4yoOM WU PabOTHHUKOM
anTeKku
bensunoBelii cniupt ITepo- Hyune- Ecnu Bel 6epeMeHHBI 11l
paib- BOM KOPMHUTE I'PYyAbIO,
HBIH, .
MIPOKOHCYJILTUPYHTECH C
apeH-
JIeYaIluM BpayoM MM
Tepanb-
HBIi pabOTHHKOM anTeku.
[puunna: 6onbuIe
KOJINYeCTBa OEH3UIIOBOTO
CIHPTa MOTYT
HaKalIMBaThCs B OpPraHU3Me
U BBI3BIBATh HEXKEJIATE/IbHYIO
PeaKI1Io, Ha3bIBAEMYI0
«MeTaboINUYeCKUM
aIMI030M».
bensuoBslii cimpt Iepo- Hyne- Ecnn y Bac 3aboneBanue B Gonbmux xonuuecTBax ciemayer
paib- Bou TI€YEHH W IIOYEK, IIPUMEHATH C OCTOPOXKHOCTBIO U
HBIi, .
MIPOKOHCYJIBTHPYHTECH C TonpKo mpu HEOOXOIUMOCTH,
napeH-
Tepar JIeYaliuM BpauoM Wi pador- 0COOEHHO Yy MAIMEHTOB C HApYIICHUEM
—_— HHUKOM alTeKH. (DYHKIMH TeYEeHH HIIN
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IIpuuuna: 6onbLIMe
KOJIMYECTBA OCH3MIIOBOTO
CIHPTa MOTYT
HaKaIUTUBaThCs B OpraHu3Me
¥ BBI3BIBATH HEXKEIATEIBHYIO

PEAKIIHIO0, HA3BIBACMYIO

TI04Y€K — B CBA3H C PUCKOM
KyMYJISIIAA U1 TOKCHUYHOCTH

(Merabonuyeckuil anya03).

«MeTabOoINIECKUM
AIMI030M».
bensunoBslii ciupt Mecrt- Hyne- beH3uIIoBkIi CIUPT MOKET
HbIA BoH BBI3BIBATH JIETKOE MECTHOE
pasipakeHue
21. Macno 6epramora beprarn- Mect- * INoBbImaeTcst 4YyBCTBUTENb- He ucnons3yercst npu Hanuuuu Oeprarnre-
TeH HOE HOCTb K yIBTPO(QHOIETOBEIM Ha B MacJe
JydaM (Kak K HaTypaJbHbIM,
TaK U UCKYCCTBEHHBIM JIy4aMm)
22. Bpononon Mecrt- * MecTHbIe KOKHBIE PEaKIUN
HOE (KOHTaKTHBIEC JIEPMATHTBHI)
23. ByTuiaruapoxkcuaHu3on Mect- * MecTHbIE KOXKHBIE PEaKIIUH
E320 HOE (KOHTaKTHBIE IEPMATHTEI),
paslpa’keHus I1a3 U CIU3U-
CTBIX 000JI0UEK
24. BytunruapoxcuTonyon Mecrt- * MecTHbIE KOKHBIE PEAKIHN
E321 HOE (KOHTaKTHBIE JEPMATHUTHI),
pa3lpakeHus I1a3 U CIM3HU-
CTBIX 000JI04eK
25. Macio KacTopoBO€ HOJIH- IMapen- * CepbesHble aJulepruyeckue pe-
ITOKCUIIIPOBAHHOE;MACIIO Tepalb- aKIUH
KacTOPOBOE TOJIHITOKCUIIH- HOE
0BaHHOE THPOreHU3UPO-
P Ap p Iepo- * Hapymienust xenyzodHo-KH-
BaHHOE
panbHOe IICYHOTO TPAKTA U AUapes
Mect- * KosxHble peakiiuu
HOe
26. CnupT LeTocTeapu-a0BbIii; Mecrt- * MecTHbIe KOKHBIE PEaKLUn
CIMPT LETUIIOBBII HOE (KOHTaKTHBIE IEPMATUTHI)
27. XJopkpe3on Mect- * AJutepruueckue peakiuu
Hoe Ila-
peHTe-
panbHOe
28. JumeTusncynbQpoKCH Mecr- * Pazapakenus Koxu
HOe
29. OrtaHon ITepo- Conep- [Ipemapat conep uT HU3KUN Copeprkamue staHosna, meee 100 mr B pa-
pab- KaHUe YPOBEHb TaHOJIA 30BO}i J103€
HOe U 3TaHo-
napeH- na B
Tepalb- paso-
HOE BOH
no3e
MeHee

100 mr
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CTBIO I'aJIaKTO3bI, I'aJIAKTO3EC-

ot 100 [IpoTuBoOIIOKa3aHO: IS JINL]
MT 10 CTpaJaloIIUX aJIKOTOJIN3MOM,
3r SMuUIIeTicHeii, 1eTsaM, GepeMeH-
9TaHo- HBIM ¥ KOPMSIIIIUM >KESHIIH-
J1a B HaM, OOJILHEIM C 3a00J1€BaHUs-
paso- MU TIeYCHH
BOH
Jo03e
Iepo- 3rs [IpoTuBomOKa3aHO: AT JTHIT KonuuecTBo 3THIIOBOTO CHIMPTa B 3THX JIe-
pajb- paso- CTPAAAIONINX AJIKOTOJIM3MOM, KapCTBEHHBIX MPEHapaTax MOKET BIMATH U
HOE U BOH SMUJICTICHEH, eTsIM, OepeMeH- W3MEHSTh JIeHCTBUS APYTUX JIEKAPCTB
napeH- no3e HBIM ¥ KOPMSILHM JKESHI[MHAM
Tepanb- | mpena- 7 OOJIBHBIM C 3a00JIEBaHUSIMH
HOE para [I€YEHM; BIUSET HA CII0CO0-
HOCTB YIPABJICHHUS TPAHCIIOPT-
HBIMHU CPE/ICTBAMU MJIU OTlac-
HBIMH MEXaHU3MaMH; BIMSET
Y U3MEHSIET JICHCTBHS APYTUX
JIeKapcTB
30. Dopmanbaeru Mect- * B03MOXHBI ClTyyan MECTHBIX
HOE KOXKHBIX PeakIuii (KOHTaKT-
HBIE JCPMATHUTBHI)
[Tepo- * Hapymenus sxenyao4Ho-Ku-
panbHOe LIEYHOT'0 TPAKTA U AUapes
31. DpyxkTo3a ITepo- * Ilepen Ha3HaueHueM npenapa-
pasibHOE TOB YCTaHOBIIMBAETCS IEPEHO-
CHUMOCTb (PPYKTO3BL; HPOTHUBO-
II0Ka3aHO OOJIFHBIM C HacJe[-
CTBEHHOH HETIEPEHOCHMOCTHIO
(bpyKTO3BI
[Tapen- S5r KonuuectBo hpyKTO3BI BT B
Tepalb- Pa3oBoii 103€ npenapaTa;He
HOE Ha3HayaTh MaleHTaM C caxap-
HBIM 11abeToM
Kun- * Hanocsr Bpen 3y6am [Ipu mMTETPHOM HCTIONB30BAHUH B TEUE-
KHe Jie- HUE JIBYX WM Oojiee Helenb
Kap-
CTBEH-
HBIC
(hopmbl
ULt
npuema
BHYTpb,
TabeT-
KU Ke-
BaTeINb-
HbIE
32. Tamakro3a [Tapen- * [IpoTuBoOIIOKa3aHO JHIIAM C Ha-
Tepalb- CIJI/ICTBEHHO HEeNIepeHOCHMO-
HOe CTBIO rajlakTO3bl, rAJaKTO3e-
MHUeH
[epo- * [IpoTnBoOIIOKa3aHO JIUIAM C Ha-
pasisHOE CJIEZICTBEHHON HEIIEPEHOCHUMO-
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MHEH WK Majibabcopouuei

TJIFOKO30T AJIAKTO3bI
ITepo- 5r KonuuecTBo ranakTossl BT B
pajb- Pa3oBoii J103€ Mpernapara;ocTo-
Hoe [Ta- PO’XKHO Ha3HAYaTh OOJIBHBIM C
peHTte- caxapHbIM 1HabeTOM
panbHOe
33. I'moko3a ITepo- * [IporuBoIIOKa3aHO JIULIAM C
panbHOe MalbabcopOLuei IIIIOKO3bI-Ta-
JIAKTO3BI
ITepo- 5t KomnuyecTBo rinoko3sl B I' B pa-
pajb- 30BOIi J103€ MpenapaTa;ocTo-
Hoe [Ta- POXKHO Ha3HAYaTh OOJIBHBIM C
peHTe- caxapHbIM 1HabeToM
panbHOe
PactBo- * Okas3bIBaeT MoBpexIatoIiee JlanHas HHGOpMaNUs BKIFOYAETCS B MH-
PBI UL neiicTBue Ha 3yObI CTPYKIHIO, IPU JIUTEIBHOM IIPUMEHCHUN
npuemMa (nBe u Gosee Hemelnb)
BHYTPb
Coca-
Tellb-
HBIC XKe-
BaTeINb-
HBIE
Tabner-
Kd
34. I'nunepon [epo- 10 /B [ToGo4HBIE peaKkIuy: TOJIOB-
pasisHOE 1 noze Hast 00JIb, HApyLICHUS KEeTy-
JOYHO-KUIIIEYHOTO TPAKTA,
napest
Pex- 1r TTocnabmsromee geiicTeue
TanbHOE
35. | Temapus (B kauecTBe BCIO- Tapen- * AJnnepruveckue peakiuu, CHH-
MOTraTeIbHOrO BEIIeCTBA) Tepalb- JKEHUE CBEPTBIBAEMOCTH KPO-
HOE BU: POTHBOIOKA3aHO JINLIAM
C aJJIEprUYeCcKOl peaknueil Ha
rernapuH
36. | Cupon ruxporeHu3npoBaH- Ilepo- * [IpoTnBomOKa3aHO NUIAM C Ha-
HOW TJIFOKO3bI (MM Majib- panbHOE CJIEICTBEHHOM HEMepeHOCUMO-
TUT KHUIKHIA) CTBIO (OPYKTO3BI
10r YMmepenHoe nociabisitonee
JIeliCTBHE; YKa3bIBAa€TCs Kalo-
PpUIHOCTb THIPOTCHU3UPOBAH-
HOM TIIIOKO3HI - 2,3 KKa/T
37. Caxap UHBEPTHBII Ilepo- [IpoTnBomOKa3aHO JUIAM C Ha-
panbHOe CIIC/ICTBEHHOI HEeTIepeHOCHMO-
CThIO ()PYKTO3BI HITH Maibal-
copOLUel NIIOKO3bI-aIaKTO3bl
5r KonuuecTBo rinoko3sl 1 Gpyk-

TO3BI B I' B Pa30BOH 7103€ Ipe-

apaTa;ocTOpOKHO Ha3HAYATh

GOJBHBIM C caxapHBIM Aualde-
TOM
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PYWICHHUE MUTMEHTALUNU KOXH

PactBo- * Oxa3bIBaeT MOBPEKIAIOLIECE IIpu [uTTENEHOM IPUMEHEHUH (ABe U 60-
PBI UL neficTBue Ha 3yObI Jiee HeIeln)
npuemMa
BHYTPb;
coca-
Teb-
HBIC XKe-
BaTelb-
HBIE
Tabner-
K1
38. Jlaktut E 966 ITepo- * [TpoTuBoOIIOKA3aHO JIMLIAM C Ha-
pansHOe CIICZICTBCHHON HETIEPEHOCHMO-
CTBIO (PPYKTO3BL, TAIIAKTO3EL,
rajiakTo3eMHeil Wik Manbao-
copOLHMel TIIOKO3bI-raIaKTO3bl
10r YmMmepennoe nocnabisionee
JIeHCTBHE; YKa3bIBAETCsl KaJlo-
PHHHOCTB JIAKTUTA - 2,3 KKaJ/T
39. Jlakroza Iepo- * [IpoTuBoIIOKa3aHO JIMLAM C Ha-
painpHOe CIICZICTBCHHON HETIEPEHOCHMO-
CTBIO TaJIaKTO3bl, Ae(HHLIUTOM
tdepmenta Lapp (JIAIIIT)-nak-
Ta3bl, MaIbaOCOPOIHEl TITIOKO-
3BI-TAJIAKTO3bI
Sr VKa3pIBaeTCs KOIMYECTBO JIaK-
TO3BI B I' B Pa30BOH 7103€ Ipe-
mapaTa; OCTOPOXHO Ha3HA4aTh
OOJIBHBIM C CaxapHbIM uabe-
TOM
40. | Jlanomuu (IlepctsiHoit xup) Mecrt- * MecTHbIE KOKHBIE PEaKIHK
HOE (KOHTaKTHBII1 IEpPMATHT)
41. | E 965 ManbtuT;E 953 U3o0- Iepo- * [IpoTuBoOIIOKa3aHO JIUIAM C Ha-
MaJIBTUTOI; MabTHT XU pansHOe CIICZICTBCHHON HETIEPEHOCHMO-
KU (CHpOI TUPOTCHU3NU- CTBIO (PPYKTO3BI
POBAHHOI ITIOKO3bT) 10r YMepeHnHoe nociabistolee
NIeHCTBHE; YKa3bIBaeTCs KaJlo-
PUHHOCTD TUAPOTCHU3UPOBAH-
HOM I'JIFOKO3BI - 2,3 KKaji/T
42. Mannuron (Mannut) E421 Ilepo- 10r YMmepenHoe nociabisitonee
panbHOE JieficTBUe
43. | OpraHuyecKkue COeMHEHUs Od- * Alulepruueckue peakuu
pryrn:1) THOMepcan2) de- TOJIbMa-
HUI-PTYTH HUTPAT3) de- Jorude-
HUII-pTyTH anetard) GpeHu- cKHe
pTyTH Oopar neKap-
CTBEH-
HBIC
(dopMsI
Mecrt- * MecTHbIE KOKHBIE PEAKIIH
HOE (KOHTaKTHBII JepPMATHT), Ha-

Anneprudeckue peakuuu




e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi 12.03.2026

Cakray KyHi 08.04.2026
Jlata pegakuuu 12.03.2026
JlaTta ckaunBaHMs 08.04.2026

ITapen-
Tepalb-
HOE
44. [TaparunpokcubeH30atsl 1 Ilepo- * AnneprudecKkue peakiuy 3a-
ux 3¢upsr: 1) sTunnapa-ru- paiib- MEJUUICHHOTO THIIa
poxcubensoar (E 214)2) HOE;
MPOTWII-TIAParui- POKCH- odrons-
6ensoar (E 216)3) maraust MAaJIOTH-
XJIOPUJL TIPOTIHIITIApATUI- YeCKHe
poxkcubensoart (E 217)4) me- TieKap-
THJI-NIAParuApoKCUOeH30aT CTBEH-
(E 218)5) narpus meTuimna- HBIC
parunpokcudensoar (E 219) | dopwmsr;
MecT-
HOE
[Napen- * AJnneprudecKkue peakiuy 3a-
Tepalb- MEJUICHHOTO THIIa, OPOHXOC-
HOE; UH- nasm
rajanu-
OHHOE
45, Dennmananua Mecrt- * [IpoTuBonoKa3zaHo IULaAM ¢
HOe, T1e- (beHunKeToHypuei
popaib-
Hoe, T1a-
peHTe-
panbHOe
46. Kanni IMapen- | Coxep- Yka3bIBaeTCsi KOJIMYECTBO Ka- B uHCTpYKIMK HHPOpPMAIIUS OTHOCHTEIb-
Tepalb- | JKaHHe TSl B MMOJIb (WJIM MT) B pa3o- HO COJCpIKaHHs KaJisi OCHOBBIBACTCS Ha
HOE Kanust BOH J103¢ mpemnapara o011eM coJiepKaHUU Kanusl B IIpernapare;
MeHee menee 1 MMoJib (39 Mr) B pa3oBoit 1o3e,
1 CUHUTAIOTCS IperapaTaMi CBOOOIHBIMU OT
MMOJTb KaJust; 0COOCHHO BaXKHO, [IPU IPHMCHEHUH
B pazo- B [IEIMATPUUYECKOM MPAKTUKE, I/Ie Ha3HAYa-
BOM I0TCS TTPEeMapaThbl ¢ HU3KUM YPOBHEM KaJIHs
no3e
ITapen- Conep- ‘Yka3pIBaeTCsl KOJTHMYECTBO Ka-
Tepaib- | JKaHHe JIUsl B MMOJTh (WJTH MT) B pa3o-
Hoe [le- | kamms BOH J103€ Ipernapara; 0CTOPOX-
popaib- 1 HO Ha3HA4aTh JIMIAM CO CHH-
HOE MMOJTb JKCHHOM (yHKIHEil oueK Uitk
B paso- y KOTOPBIX KOHTPOJIUPYETCS
BOM MOCTYIUICHHE KaJIHsl C THIIEH
no3e
Bayr- 30 boine B MecTe HHBEKITNH
pHBEH- MMOJIb
HOE /n
BBEJIC-
HUE
47 | Tponunenrmnukons (E 1520) [Tepo- 50 mr Ecmu Bet 6epeMeHHBI HITH KOp- HecmoTtps Ha To, 4TO HE MOKa3aHO, YTO
W SHPBI TPONHIEHIIHKOST pab- /kr/cyT | MuTe Tpyablo, HE IPUHUMAMTE HPONUJICHIIMKOJIb BBI3bIBAET PEPOLYKTUB-
HBIH, JIAHHBIN JICKapCTBEHHBIH TIpe- HYIO ¥l OHTOTCHETHYECKYI0 TOKCHYHOCTD Y
napeH- rapar, eciii TOJIbKO OH He pe- JKMBOTHBIX WJIH JIFO/ICH, OH MOXKET JOCTH-
Tepalb- KOMEHJIOBaH JIe4alllM Bpa- raTh IUIOZa U OOHAPYKUBAJICS B MOJIOKE.
HBII qoM. Bo Bpemst mpuema 1aHHO- Kaxk cnencrsue, HeOOXOAMMOCTE BBEIECHUS

IO JICKaPCTBEHHOT'O TIperapara

MPOITHIICHIJIUKOIISE OEPEMEHHBIM U KOPMsI-
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JIeYaIlnii Bpad MOXET IPOBe-
CTH JIOMOJIHUTEILHOE 00CTIeI0-
BaHME.

LIMM I'pyJiblo IMallu€HTaM CJIeAYyCeT paccMar-
puBaTh B MHANBUAYAJIbHOM IIOPAJIKE.

IIpormmnenrmukoins (E 1520)

1 3(UPBI TPONUICHTITUKOIIS

Iepo-
paib-
HBIH,
mapeH-
Tepaib-
HBIA

50 mr
/xr/cyT

Ecmn y Bac 3a6oneBanne nede-
HHY MY OYeK, He IPUHUMAii-
T€ JaHHBIN JIEKapCTBEHHBIN
npernapar, eciii TOJIbKO OH He
PEKOMEH/J0BaH JIeYallluM Bpa-
yoM. Bo Bpems nmpuema aHHo-
IO JIEKAPCTBEHHOTO

mpernapara JieJaniiii Bpad Mo-
JKET MPOBECTH JONOIHUTEIIb-
Hoe o0cies0BaHue.

Heo0x0quMo ycTaHOBUTH METUIIMHCKOE Ha-
OJro/IeHNe 3a MAMEHTaMH C HapyIIeHUEM
(YHKLIMM TIOYEK WIH IIeYEHH, HOCKOJIbKY
C000IIANOCh O Pa3IMYHBIX HEXKeNaTeIbHbIX
SIBJICHUSIX, 00YCIIOBJICHHBIX ITPOIHIICHTIH-
KOJIEM, TAKHUX KaK

noueyuHast TuchyHKuus (ocTpslit TyOyIsIp-
HBIIT HEKPO3), OCTpast IoYeyHasi HeJocTa-
TOYHOCTb M UCHYHKINUS EYESHH.

IIponunenriukoins (E 1520)

n 3(1JI/IpI>I TIPONUJICHIVIUKOJIS

ITepo-
paib-
HBIH,
mapeH-
Tepalb-
HBII

500 mr
/Kr/CyT

[IponuneHrnukois, coaepxa-
IIWHCS B TaHHOM JIEKapCTBEH-
HOM TIpernapaTe, MOKEeT OKa3bl-
BaTh TAKOE K€ JIEHCTBUE, KaK
AJIKOT0JIb, OBBIIIAsI BEPOSIT-
HOCTb Pa3BUTHS HEXKeJIaTellb-
HBIX PEaKIui.

He npumensiite naHHbIH J1e-
KapCTBEHHBIH ITpenapar y zie-
TEW MIajIe 5 jger.

[IpumensiiTe TaHHBIHN JeKap-
CTBEHHBII Mpenapar TOJIbKO
110 Ha3Ha4YeHuUIo Bpaya. Bo
BpeMs IIpreMa JaHHOTO JeKap-
CTBEHHOT'O IIpernapara Bpau
MOXKET IPOBECTH JIOTIOJIHH-
TEJIbHOE 00CIIeI0BAHHKE.

Ha (1)OHC BBICOKHX J103 U IPOAOJIKUTCIIBHO-
TO IPUMEHCHUS ITPOINJICHITIUKOJIS COOGIJ_Ia-
JIOCh O PA3JIMYHBIX HEKCIATCIIbHbIX SIBJIC-
HHUAX, TAKUX KaK TUIEPOCMOJIAIIBHOCTD,

JaKTaT-alU103; IOYeYHAs] TUCHYHKIUS
(ocTpslit TYyOyIApHBII HEKPO3), OCTpas 110-
YeyHas HeJI0CTaTOYHOCTh; KapJAUOTOKCHY-

HOCTb (apUTMUH, TUIIOTEH3Us1); HAPYILEHUs
CO CTOpPOHBI IEHTPAJIbHON HEPBHOM CHCTE-
MBI (Jerpeccus, KoMa, PHUIAJIKN); yTHeTe-
HMeE JBIXaHHs, OJIBIIIKA; IEYEHOYHAs JIHC-
(byHKUUS; TeMOIUTHYECKas peakiys (BHyT-
PHCOCYAUCTBIH I'eMOJIH3) U TeMOTTI00UHY-
pHs, a TaKKe ONUOPTaHHAs JUCHYHKIHUL.

B cBs131 ¢ 3TUM 10361, IPEBHIMIAIONINE

500 Mr/Kr/cyT, MOXXHO BBOJAUTH ACTSIM >5
JIET, OJIHAKO TPeOYeTCs HHMBU Y AIIbHBIN
MOJXO/I.

Tlocne oTMeHbI TIPOIMUJICHITIMKOJISA HEXeEJ1a-

TEJIbHEIE SIBICHHS OOBIYHO paspeniaroTcs, B

6oJ1e€e TSHKETBIX ClIydasaX — IOCJIE TEMOaU-
ann3a.

TpeOyercst MeTUIIMHCKOE HAOIIOICHHUE.

IIponunenraukoins (E 1520)

n 3(1)I/Ipbl TPONUJICHIJIUKOJISA

Kox-
HBIA

50 mr
/kr/cyT

HpOHI/IHEHFHI/IKOHb MOKECT BbI-
3bIBATh pa3Ipa>KCHUC KOXKHU.

He mpumensiiiTe naHHbIM Jie-
KapCTBEHHBIN IpemnapaT Ha OT-
KPBITBIX paHaX WX OOJIBIIHNX

IJIOIIASIX OBPEKICHHOM

WIIY TIOPaKEHHOW KOXH (Ha-
IIpUMep, MOCIIEe 0XKOT0B) Y JIe-
Tel Miaaue 4 Henenb 0e3 KOH-

CYJIBTAIMH JIYAIlleTo Bpada

Wi pabOTHUKA ANITEKH.

[ponunenrnukoins (E 1520)

1 3¢GUPBI TPONUICHTITUKOIS

Kox-
HBII

500 mr
/xr/cyT

HpOl’II/IJ'IeHFJ'II/IKOJIL MOXKET BbI-
3bIBaTh pasApaKCHUEC KOXKHU.

[TockonbKy naHHBIH Jekap-
CTBEHHBIH Ipenapar cozep-
JKUT NIPONUICHTIIUKOIIb, HE
MIPUMEHSATE €ro Ha OTKPBITHIX
paHax WM OONBIINX TUIOLIA-
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JIIX TIOBPEXXICHHOM MM TI0pa-
YKCHHOH KOXXHU (HarpuMmep, mo-
cJie 0)K0roB) 0e3 KOHCYJIbTa-
LUK JICYAIIEro Bpaya Win pa-
OOTHHKA aNTEKH.

[ponunenrnukoins (E Bce 1 mr JlaHHBII TeKapCTBEHHBII Mpe-
1520) u a¢upsl nponuieH- /kr/cyT | mapar COAepXKHUT X MI' IPOIH-
TITUKOJIS JICHTJIMKOJS B KaXKI10H

<eIUHUIIA JO3UPOBAHUS>
<eQUHULA 00BEMa™>
<YTO DKBUBAJIEHTHO

X Mr/<macca><o0bem.>>

[ponunenrnukons (E Ilepo- 1 mr Ecnu Bamremy peOeHKy MeHb-
1520) u a3¢pupsl mponuieH- paiib- /xr/cyT | 1ie 4 Henemb, IPEKAC YeM
TIIUKOJIS HBII, J1aTh eMy JaHHbIN JEKapCTBCH-
napeH- HBI} ITpenapar, mocoBeTy M-
Tepalb- TECh C JISYalIUM BPauoM WU
HBII pabOTHHKOM anTeKu, 0COOEH-

HO eciii peOEHOK MoJTy4yaeT
JIpyTHe JeKapCTBEHHbIE Tpera-
PpaThl, COepIKAIIE IPOITIICH-
TJIMKOJIb MJIH aJIKOTOJb.

OnHOBpEeMEHHOE BBE/ICHHE C JIF00BIM CYy0-
CTPATOM aJIKOTOJIbJETHAPOTEHA3HI,

TAaKHM KakK 3TaHOJI, MOXKCT BbI3bIBATh CC-
PBE3HBIC HEXKEJIATC/IbHBIC pEaKIIUN Y HOBO-
POXACHHBIX.

[Mponunenrnuxons (E 1520) ITepo- 50 mr Ecnu Bamemy peOeHky MeHb-
W SQHPBI TPOMHIEHT KOS paiib- /KT/cyT | 1Ie 5 JeT, pekae YeM aTh
HBIH, eMy JIaHHBII IeKapCTBEHHBIH
HapeH- npenapar, HoCoBEeTyHTech ¢
Tepalb- JIeYaIluM BpauoM UK padbor-
HBIH HHKOM aInTeKu, OCOOEHHO ec-

11 peOCHOK TOJy4aeT qpyrue
JIEKapCTBEHHBIE TIpenapaTshl,
coJieprKallie MPOIUIICHIJIU-
KOJIb MJIH QJIKOT'OJIb.

OL[HOBpCMeHHOC BBCICHUE C JTFOOBIM Cy6—
CTPATOM aJIKOTOJBACTUAPOTEHA3DI,

TaKUM KaK 3TaHOJI, MOYKET BBI3BIBATH CE-
pBE3HBIC HeXKETaTeNIbHbIC PEaKIHU Y IeTel
MJajie S JeT.

48. Macno KkyHxKyTHOe Bce ny- Penxue ciyyau cepbe3HBIX all-
TH BBe- JEPTUYECKUX PeaKIHit
JEHUSL
49. Harpuii Iapen- | Coxep- YKa3bIBaeTCsl KOJIUYECTBO Ha- B mHCTpYyKIIMU HHGOPMALUI OTHOCUTEIb-
Tepanb- | JKaHHE | TpPHUA B MMOJb (WM MT) B pa3o- HO COZIepKaHMS HATPHS OCHOBBIBACTCA HA
HOe Ha- BOH 1103€ IpemnapaTa o011eM cofepKaH|! HaTPHs B TIpenapare;
TpHs HpenapaTtsl CoAeprKalllie HaTpHs MeHee |
MeHee MMOJIb (23 Mr) B pa30BoOii 7103€, CUUTAIOTCS
1 IpenapaTaMy CBOOOJHBIMU OT HATPHS;
MMOJIb Oco0eHHO 3TO Ba)KHO, IPH IPUMECHEHHUH B
B pa3o- MeINaTpHYECcKOl IPAKTHKe, I7e Ha3Haua-
BOH I0TCS TIpenapaThl ¢ HU3KMM yPOBHEM Ha-
no3e TpHs
npena-
para
Iapen- | Comep- Yka3pIBaeTCs KOINIECTBO Ha-
Tepanb- | JKaHue TpHsL B MMOJIb (HJIH MT) B Pa3o-
HoE; Tie- Ha- BOI1 03¢ Ipemnapara; OCTOPOXK-
popane- | Tpus 1 HO [P HA3HAYCHHH JIULaM,
HOE MMOJTb co0MI0AaIoIHM OECCOIEBYIO

ETy
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B paso-
BOH
no3e
50. Kucnora copbuHoBas u ee Mecrt- * MecTHbIE KOKHBIE PEAKIHN
conu HOE (KOHTAKTHBII IEpPMATHT)
51. Copb6uron E420 Iepo- * [IpoTuBoOIMOKa3aHbI MAIMEH-
paiib- TaM C HaCJIEJICTBEHHOM HeEle-
Hoe ITa- PEHOCHMOCTBIO (PPYKTO3BI
peHTe-
panbHOE
ITepo- 10r YMepeHnHoe nocaabisiolee
panbHOe JIeCTBUE;yKa3bIBACTCS KaJIO-
puitHOCTH CopOuTONA - 2,6
KKan/T
52. Macio coeBoe,Macino coe- Bce ny- * MecTHbIe KOKHBIE PeaKLIUu
BOC TUJIPOrCHI3UPOBAHHOE TH BBe- (KOHTaKTHBIH IepMaTUT)
JCHUS
53. CreapuIoBBIi ClIUPT Mect- * MecTHbIE KOXKHBIC PEaKLIUH
HOE (KOHTaKTHBIH IepMaTUT)
54. Cykpo3sa Iepo- * [IpoTnBomOKa3aHO JUIAM C Ha-
panbHOe CII/ICTBEHHOI HEelIepeHOCHMO-
CTBIO (PYKTO3BI, MAITLAOCOPO-
LMeH IIII0KO3bI-IalaKTo3bl, Jie-
¢umuroMm depmeHTa Cykpasbl-
HM30MaJIbTa3bl
5t Yka3bIBaeTCs KOJIMYECTBO CY-
Kpa3bl B TpaMMax B pa3oBOU
JI03€ Ipernapara;ocTOPOKHO
Ha3Ha4yaTh OOJBHBIM C caxap-
HBIM T1abeToM
PacrBo- * [MoBpexnatoiee aeiictBrue Ha Jlannas nHGOpMaNUs BKIFOYAETCS B MH-
PBI 1St 3yOBI CTPYKIIMIO, KOT/Ia JISKAPCTBEHHBIH Iperna-
npuemMa par npeiHa3HayeH IS JUIUTEIBHOTO HpH-
BHYTPb; MeHeHust (J1Be 1 OoJiee Heeb)
coca-
Tellb-
HBIC,
JKeBa-
Telb-
HbIE
Tabner-
Kd
55. | Cynsdursl, BKIOYas MeTa- ITepo- * Cepbe3Hble aIeprUYecKue pe-
oucynbduThl:1) cepbl THOK- pajb- aKIMHU U OPOHXOCTIa3M
cun E 2202) narpus cynb- HOE;ma-
¢ur E 2213) natpus 6u- peHTte-
cynsdur E 2224) narpus paib-
merabucynbdut E 2235) ka- | HOe;uH-
s Metabucynsdur E raJsIy-
2246) kanus oucynbdur E OHHOE
228
56. ITmeHnyHbIN Kpaxman ITepo- * [IpoTuBomOKa3aH JUIaM C aj- [TmennyHbIH KpaxMaia MOXKET COAePIKaTh
pasibHOE JIEPrU4eCKUMHU PEaKklUsIMH Ha I'moTen (cnenpr)

MIIIEHUIHBIA Kpaxmal
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Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

57. Kcunuron [Tepo- 10T YmMmepenHoe nocnabisionee
panbHOe JIeCTBHUE;yKa3bIBACTCS KaJlo-
puitHOCTH KemuuTona - 2,4
KKaj/T

I/ICHOHbSyeMBIe COKpalllCHUA: MI' — MUJUIMTI'PAMM, KI' — KHJIOI'PpaAMM,; MKI" —
MUKPOT'PaMM; I' — I'paMM; KKaJI — KHHOK&HOpHﬁ; MMOJIb — MUJIMMOIJIb; JI — JIUTP.

[Ipumeuanue:

* He3aBHCHMO OT KOJIMYECTBEHHOI'O COACPKaHUs BCIIOMOTI'aTCIIbHBIX BCUICCTB,
I/IHCI)OpMaHI/ISI, YKa3aHHas B KOJIOHKC 5, 0TpaKacTCsA B MHCTPYKIUHU 110 MCAUINHCKOMY

MPUMEHEHHUIO.

** Madopmanus, ykazaHHasi B KOJIOHKE 6, IpeIHa3HAYEeHA JIJIsl DKCIIEPTOB MpHU

IMPOBCACHNHA CHCHH&HHSHpOBaHHOﬁ OKCIICPTU3BI JICKAPCTBCHHOT'O CPCACTBA.
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Cakray KyHi
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I[aTa CKaYnuBaHUA

12.03.2026
08.04.2026
12.03.2026
08.04.2026

[Ipunoxenue 22
K IIPaBWJIAM PETUCTPALIUU
JIEKapCTBEHHBIX CPEJICTB
Y MEIULIMHCKUX U3IEIUN
110 IPUHIUITY
«EIMHOTO OKHA»

MunucrepcTBo 3apaBooxpanenus Pecnyonuku Kazaxcran

dbopma

HaunmenoBaHue rocy1apCTBEHHOM YKCIEPTHOM OpPraHU3aLUN

ATTecTaT aKKpeIuTaIlliy UCTIBITaTeNbHOM 1abopaTtopun (Ne, Cpok nerCTBUA)

Anpec, TenedoH SKCIEPTHON OpraHU3aIHK (UCIIBITATEIbHON J1a00paTOpun)

" n

[Iporokou ncnpitannii Ne OT

roga

Crpanuna (KonuuecTBo nuctoB )

Ycenyrononyuarenb (HAUMEHOBAHUE, aJIPEC):

HaumeHnoBaHue IMPOAYKIINHN:

Bujg ncnieiranuii:

OcHoBaHHue:

®upmMa U3roTOBUTEIH (IPOU3BOAUTEIND), CTPAHA:

Cepus, naptusi: JlaTa mpou3BOJICTBA:

CpoOK TroIHOCTH:
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P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 08.04.2026

Jlata Havayia u jaTa OKOHYaHUS UCTIBITAHUM:

KonuuectBo 06pa3iios:

O603HaueHre HOPMATUBHOTO JOKYMEHTA 110 Ka4Y€CTBY Ha MPOAYKIIHIO:

O603HaYeHe HOPMATUBHOTO JOKYMEHTA 110 Ka4Y€CTBY Ha METO/Ibl UCTIBITAHUM:

Pe3ynbrarsl ncnibITaHM

HaumeHoBaHue TpeGoBaHUsI HOPMATHUBHOIO T°Cu DakTHYECKU KpaTkoe onucanue
nokasareJieit JOKYMEHTAa Ha NPOIYKLHUIO BIAKHOCTE NnoJIy4eHHbIe COOTBETCTBHSA
(%) pe3yabTaThl (HecoOTBETCTBHSA)
1 2 3 4 5

3axmouenue: [IpencraBiennbie 0Opa3ibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHUSIM HOPMATUBHBIX JOKYMEHTOB M METOJAUKH BOCIIPOU3BOATCS (HE
BOCITPOU3BOJSTCS) (YKa3bIBaTh MPU HEOOXOAMMOCTH). (HY>KHOE TTOAYEPKHYTh)

MGTOI[I/IKI/I HC BOCIIPOU3BOJIATCA 110 CIICAYIOIINUM I10KA3aTCIIAM

HO,I[HI/ICI/I YIIOJIHOMOYCHHBIX JINI]

(momxHOCTH) (Moamnuck) ®.N.O (mpu ero HaIUYUN)

(momxHocTsh) (moanuch) @.MN.O (mpu ero HAIUYKH)

(momxHocTs) (moanuck) G.MN.O (mpu ero HAIUYKH)

IIpoTOKO0J HCTIBLITAHUI PACIIPOCTPAHACTCH TOJBKO HA 00Pa31bl, MOJABEPIrHYThIE
HCNBITAHUSAM, MIPeCTABJEHHbIE 3aKA3UMKOM YCJIYT.
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 08.04.2026
™ ‘ a .' ,' ?Tanogm,lﬁ I;Z)HTpO.TII)HHﬁ 0aHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu 12.03.2026
ecry6nmkn Ka3axcraH B 37IeKTPOHHOM BUJIE Tlata ckaumBanms 08.04.2026

IMosHasi MM YaCTHYHAS MepenevYaTKa MPoToKoJa 0e3 MECbMEHHOT0 pa3penieHus
IKCMEPTHON OPraHU3aNu 3anpelieHa.
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e‘ o (" | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 12.03.2026
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
JlaTta ckaunBaHMs 08.04.2026

[Ipunoxenue 23
K [IpaBUJIaM 3KCIEPTU3bI, pErUCTPalH,
NepeperucTpaly, BHECCHHS] N3MEHEHHIA
B PETUCTPALMOHHOE J10ChE
JICKapCTBEHHOTO CPEJICTBA
WJIA METUITMTHCKOTO U3/IETIHS
U perucTpanuu 1eHbl, BHECEHUS
MU3MEHEHUS B IICHY IPOU3BOIUTEI,
a TaKkxe (OPMUPOBAHUS
Kazaxcranckoro HalmoHaIbHOTO
JIEKapCTBEHHOTO (opMyJisipa

dbopma
OTyer o pe3ysibTaTax NpOBeICHUS Ja00OPATOPHBIX UCIIBITAHUH B JIA0OPATOPUU
KOHTPOJISI KaueCTBa MPOU3BOAUTEIIS WU B KOHTPAKTHOM JIaOOpaTOPHH, UCIIONH3YEMOM
IPOU3BOIUTETIEM

1. Pe3rome

HanMeHoBaHuMe TeKapCTBEHHOTO CPEACTBA

HaumenoBanwue, anpec peKBH3UTHI IPOU3BOACTBEHHON TTIOMIAAKHA

HaumenoBanue, azpec, peKBU3UTHI 1a00PaTOPUN KOHTPOJIS KauecTBa U (M) KOHTPAKTHOM
71a00paTOPUU KOHTPOJISt Ka4ecTBa

OcHOBaHHUE NPOBECHUS T1a00PaTOPHOTO MCIIBITAHHS

Pe3tome nesTenbHOCTH J1a00paTOPUU KOHTPOJIS KauecTBa IIpoBeneHne 1a0O0PATOPHBIX UCTIBITAHUN

BBINycK B peanu3aniio CeprH JieKap-
CTBCHHOT'O CPEACTBA

WHoe (HeoOX0auMOo yKa3atb)

Jara(p1) npoBeeHHs 1a00PaTOPHOTO UCTIBITAHHS

@®.1.0. (pu ero HaIU4KMU) FKCIIEPTOB (WICHOB KOMHCCHH), JOJKHOCTh

2. Broanas uapopmManus

Kparkoe ornmcanne 1abopaTopri KOHTPOIIS KauyecTBa

Hannune 1oKkyMeHTHPOBAaHHBIX MPOLEAYP MPOBEICHUS UCTIBITAHUN

BrinonHeHue TpeOoBaHUil JOKYMEHTHPOBAHHBIX MPOLEAYP MPOBEACHHUS UCTIBITAHUI

Llens npoBeneHus 1a00paTOPHOTO UCTIBITAHHS

OOBEKTHI NCIIBITAHHS

[Tepconan nabopaTtopuu KOHTPOJIS KauecTBa, yYacTBYIOLIUIT B TPOBEACHNUH J1a00PATOPHOTO HCIIBITAHUS

3. HabmroneHus 1 pe3yabTaThl IPOBEACHUS Ja00paTOPHOTO UCIIBITAHUS

Ccbllka Ha HOpMaTUBHBINA JOKYMEHT
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 08.04.2026
- ‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 12.03.2026
Pecry6inkn Kasaxcran B 9JIEKTPOHHOM BH b
ecmryGr a3aXCTaH B SIICKTPOHHO e JlaTta ckaunBaHMs 08.04.2026
Howmep cepun, nata npous3BojacTBa
IMoxkasza- TpeGoBaHUsI HOPMATUBHOTO JIOKY- DakTHYECKHE Pe3ylb- Temmneparypa 0 C u Co0TBETCTBYET (HE COOTBET-
Telb MeHTa TaThl BJIQYKHOCTh CTBYeT)

4. ITpunoxeHus

‘ JlokymeHTHI (TIepBUYHBIC TaHHBIC, TPOTOKOJIBI UCTIBITAHNUI) U 00pa3iibl, OTOOPAHHBIE B XO/IE TPOBEACHNUS T1a00PATOPHOTO UCIIBITAHUS | ‘

5. PexoMeHmanmu 1 3aKJIr0UEHUS

Pexomenmanun

3aKiIucHIe

[Tpumeuanue: * K otyeTy 0 pe3ynapTaTax mpoBeAeHUs J1ab0paTOpHOTO
UCTIBITAHHS HEOOXO0IUMO MPUJIOKUTH KOIHIO cepTU(HKaTa aHanu3a 1 (MJIK) TPOTOKOJIA
UCTIBITAHUH HA TPOIYKIIHIO JTA00OPATOPUH KOHTPOJISI KAYECTBA TIPOU3BOIUTEIIS UITH
KOHTPAKTHOH J1ab0paToOpwH, UCTIOIB3YEMOM MTPOU3BOIUTENIeM. Bee mpriiokeHus K
OTUETY SIBJISIOTCS HEOTHEMIIEMOM €ro YacThIO.

PykoBoaurtens KOMUCCUU:

(monmuck) ®.M.0O (npu ero HATUYKM), TOTHKHOCTh

YJICHBI KOMHUCCHMH.

(moxamuck) ®.M.0O (npu ero HATUYKM), TOTHKHOCTh

(moxamuck) ®.M.0 (npu ero HATMYKM), TOTHKHOCTh

" n 20 T.

CorJiacoBaHo:

(moxmuce) ®.M1.0 (ripu ero HaJIMYUM), TOJKHOCTh



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 08.04.2026

E‘ ‘ a ‘ _' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKium 12.03.2026
PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKauMBAHHS 08.04.2026

[Ipunoxenue 24
K IIpaBUjIaM PErUCTPALUU
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma
3aKiIroYeHue o 0€30MaCHOCTH, KauecTBe U 3(PPEKTUBHOCTHU JIEKAPCTBEHHOT'O CPEJICTBA,

3asIBJICHHOT'O HA SKCIEPTU3Y B LIEISAX TOCYNaPCTBEHHON pETUCTpaIlni,
nepepeructpanuu B Pecnnyonuke Kazaxcran

1. PecnybnukaHckoe rocyAapCTBEHHOE MIPEANPUSATHE Ha MPaBE XO35IHCTBEHHOTO
BesieHus "HalnmoHanbHbIN EHTP SKCIEPTU3BI IEKAPCTBEHHBIX CPEICTB, MEAUIIUHCKUX
uznenuit" Komurera MequimHCKoOro u (papMaieBTHUECKOro KOHTpoIisi MUHKHCTEpCTBA
3npaBooxpaHeHus Pecnyonuku Kazaxcran coo01aeT pe3yibTaThl SKCIEPTU3HI HA
0€30MacHOCTh, KauecTBO U 3PHEKTUBHOCTH JIEKAPCTBEHHOT'O CPEACTBA JIJISl eei
rocyJIapCTBEHHOM peructpanuu, nepeperucrpanuu B Pecyonuke Kazaxcran:

HOMep " J1aTta 3asBKH

TOpI‘OBOC HanMEHOBAHUE JICKAPCTBEHHOT'O CPEACTBA (C YKazaHuem HeKapCTBeHHOfI q)OpMLI, JAO3UPOBKH, KOHLICHTpAallUU U o0bema 3aroJ-
HCHUSA, KOJIMYCCTBA 103 B YIIAKOBKE - I JICKAPCTBCHHOT'O npenapaTa)

OpFaHI/ISaI_II/ISI—HpOI/IBBO,HI/ITeHI), CTpaHa-IIPOU3BOANUTCIIb

3aKII0YCHUE HaYaIbHOU OKCIICPTU3bL (HOJ'IO)KI/ITGJ'IBHOC uim OTpI/II_IaTCJ'ILHOG)

3aKIoYcHIE CHeHHaﬂI/ISI/IpOBaHHOﬁ SKCIICPTU3BIL (HOJ’IO)KI/IT@.]'H)HO@ Ui OTpI/IHaTeJILHOC)

3aKITI0YCHUE UCTIBITATEIBHON na60paT0pHH: Jara u Ne IIPOTOKOJIA, (HOJ'IO)KPITGHLHOG Ui OTpI/II_IaTeHLHOG)

2. 3axnroueHue (MonokKUTeNbHOE): MaTepuansl U JOKyMEHTBI pErHCTPaliMOHHOTO
JI0ChE€ Ha JIEKAPCTBEHHOE CPEJCTBO, IPEIOCTABIIEHHBIE Ul FOCY 1APCTBEHHON
peructpauuu, nepeperucrpaunu B PecryOnnke Kazaxcran, COOTBETCTBYIOT
YCTaHOBJIEHHBIM TpeOOBaHUAM, 0€30MACHOCTh, KAa4eCTBO U 3()(PEKTUBHOCTH
JIEKapCTBEHHOT'O CPEJICTBA MOATBEPKIEHBI COOTBETCTBYIOIMMU MaTEpUAIAMH U
IPOBEJCHHBIMU UCIIBITAHUSIMH.

JlexapcTBEHHOE CPENICTBO (TOPrOBOE HAUMEHOBAHUE JICKAPCTBEHHOTO CPEJICTBA C
yKa3aHUEM JIEKapCTBEHHOU (POPMBI, JO3UPOBKH, KOHIIEHTPALUU U 00bEMA 3alI0JIHEHMUS,
KOJIMYECTBA /103 B YIIAKOBKE) 3apeTUCTpUpYyeETCs (mepepeructpupyercs) B PecmyOrke
Kazaxcran cpokom Ha JeT Ui OECCPOUHO.

3axmtoueHue (oTpulaTesbHoe): MaTepuaibl U TOKYMEHThI PErUCTPalluOHHOTO
JI0ChE Ha JIEKAPCTBEHHOE CPEJICTBO, IPEIOCTaBIEHHBIE ISl TOCY1apPCTBEHHON



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
! AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 08.04.2026
™ ‘ a ,' ' DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 12.03.2026

P K
ecryOinky KazaxcraH B 3JIGKTPOHHOM BHUJIE Tlara ckaunpams 08.04.2026

peructpaiuu, nepepeructpanun B Pecy6imke Kazaxcran, He COOTBETCTBYIOT
YCTaHOBJICHHBIM TpeOOBaHUAM, 6€30MACHOCTH, KA4eCTBO U A3((PEKTUBHOCTH
JICKapCTBEHHOTO CPEJICTBA HE MOATBEPKIECHBI COOTBETCTBYIONTUMHU MaTEpHAIAMU U
MIPOBEICHHBIMU UCTIBITAHHUSIMHU.

JlexapcTBEHHOE CPEICTBO (TOPrOBOE HAMMEHOBAHUE JIEKAPCTBEHHOI'O CPEJICTBA C
yKa3aHUEM JIEKapCTBEHHOU (pOpMBI, 103UPOBKH, KOHLEHTPALUN U 00bEMA 3aIl0HEHHUS,
KOJIMYECTBA JI03 B YIAKOBKE) HE 3apETUCTPUPYETCS (MIEpEPErUCTPUPYETCA) B
Pecnybnuke KazaxcraH.

PykoBoauTenb rocy1apcTBEHHOM SKCIIEPTHON opraHu3anuu (Win

YIOJHOMOYEHHOTO JIUIIA)

(monnuce) ®.M.0 (npu ero HaIU4KMM), TOTKHOCTb

Jlara



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 08.04.2026

e‘ o (" | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 12.03.2026
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
JlaTta ckaunBaHMs 08.04.2026

[Ipunoxenue 25
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma
3aKiIroYeHue o 0€30MaCHOCTH, KauecTBe U 3(PPEKTUBHOCTHU JIEKAPCTBEHHOT'O CPEJICTBA,
3asBJICHHOTO Ha KCTIIEPTHU3Y B IEJIIX BHECEHHS NU3MEHEHHI B PETUCTPAIIMOHHOE JI0ChE

1. PecyOnrkanckoe Tocy1apCTBEHHOE MIPEANPUATHE HA TTPABE XO35ICTBEHHOTO
BeeHUA "HalmoHambHBIN HEHTP SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB, MEAUIIUHCKHUX
uznenuit" Komurera MemuimHCKOro U (papMaieBTHIECKOro KOHTPOIIsi MUHHCTEpCTBA
3npaBooxpaHeHust Pecriyonuku Kazaxcran cooOmuiaeT pe3yabTaThl SKCIEPTU3BI O
BIIMSIHUM BHOCHUMBIX U3BMEHEHUN B PETUCTPALIMOHHOE JJOChE HA O€30M1aCHOCTh, KAYECTBO
1 3G (HEKTUBHOCTD JIEKAPCTBEHHOT'O CPEICTBA!

Howmep u narta 3asBku

ToproBoe HaMMEHOBaHUE JEKAPCTBEHHOTO CPECTBA (C YKa3aHHEM JICKapCTBEHHO (OPMBI, JO3HPOBKHU, KOHIICHTPALKU U 00beMa 3aroJI-
HEHUsI, KOJIMYECTBA JI03 B YIIAKOBKE — JUISl JIEKAPCTBEHHOTO Tpernapara)

OpraHmaum{ NIPpOU3BOAUTEIb, CTPAHA-ITPOU3BOAUTEIID

Tun BHOCUMBIX U3MEHECHUH

3akiroueHre Ha4aIbHOM 9KCIEPTU3HI (TTOJI0KUTEIHHOE WM OTPHLIATEIBHOE)

3aKIroueHe CHCHHaHHSHpOBaHHOﬁ OKCIIEPTU3BL (HOJ’[O)KHTCJ'[LHOC nin 0Tp1/1uaTem>Hoe)

3aKII0YeHHE UCTIBITATEIBHOMN na60paTopMH: nara u Ne IIPOTOKOJIA, (HOJ'IO)KPITCJ'IBHOC Wi OTpI/ILIaTeJ'ILHOC)

2. 3akntoueHue (MooKUTENbHOE): Matepualibl U JOKYMEHTHI Ha JIEKAPCTBEHHOE
CPEIICTBO, IPEIOCTaBICHHBIC /ISl BHECEHUSI U3BMEHEHHI B pETUCTPALIMIOHHOE J0ChE,
COOTBETCTBYIOT YCTAHOBJICHHBIM TPeOOBAHUSIM, BIUSIHUE HA O€30MIaCHOCTh, KAYECTBO U
3¢ ()EKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA MOATBEPKIECHBI COOTBETCTBYIOITUMU
MaTrepuajiaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocuMble n3MEHEHHsI 3aperucTpupyercs ¢ Bbaauei (6e3 Bblgaun) HOBOTO
PErMCTPALlMOHHOTO YIOCTOBEPEHHS.

3akioueHue (oTpuuaresbHoe): Marepualibl U JOKYMEHTHI Ha JIEKAPCTBEHHOE
CPEIICTBO, IPEIOCTaBICHHBIC /ISl BHECEHUSI MN3BMEHEHHUI B pETUCTPAIIMOHHOE J0ChEe, HE
COOTBETCTBYIOT YCTAHOBJICHHBIM TPeOOBAHUSIM, BIUSIHUE HA O€30MaCHOCTh, KAYECTBO U
3¢ (PEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA HE MOATBEPIKICHBI COOTBETCTBYIOITUMU
MaTepuajaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e * ‘ ' AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi
fr‘ d DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

BHocCuMBIE U3MEHEHNS HE 3aPETUCTPUPYETCH.
PykoBoauTenb rocy1apcTBEHHOM 3KCIEPTHON OpraHu3aluu (Win

YIOJHOMOYEHHOT O JIUIIA)

noanuck O.N.O (ripu ero HAIMYUN )

Jara



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
e . aKTiIepIiH STaJOH bl OaKbUIay OaHKi Caxray KyHi 08.04.2026
™ pra [ | i DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata peaKuun 12.03.2026
Pecry6imku KasaxcraH B 971€KTPOHHOM BHIE Tlata cxaunpanis 08.04.2026
[Ipunoxenue 26
K ITpaBHJIaM PCrucTpanmuu
JICKAaPCTBCHHBIX CPCIACTB U
MEIULUHCKUX U3IEIUN
110 IPUHOMITY «CAWHOI'0 OKHa»
dopma

CBoaHBIIi O0TYET N0 0€30MaCHOCTH, KaueCTBY U 3(PHEKTUBHOCTU JIEKAPCTBEHHOTO

npenapara

JlaTa

Kazakcran PecnyOmnukacs! JleHcaynbik cakTay MUHACTpIIITT Meau-
LMHAJIBIK XKOHE (hapMalleBTUKANIBIK OaKbulay KOMUTETIHIH
"lopitik 3aTTap MEH MEAULMHAIBIK OyHBIMIApIbI capanTay yiIT-
THIK OPTaJIBIFbl" MapyalIbUIbIK XKYPTi3y KYKBIFBIHIAFb! PECITyOIu-
KaJIBIK MEMJICKETTIK KOCITIOPHBI

Pecmy6inKkaHCKOE TOCYAAPCTBEHHOE MIPEANPUSITHE Ha IPABE XO-
3HCTBEHHOTrO BeAeH s "HalnoHa bHbIH [IEHTpP dKCIIEPTH3bI Jie-
KapCTBEHHBIX CPEACTB, MEIUIMHCKHX n3enuil" Komurera meau-
[UHCKOTO 1 (papMaIieBTHIECKOTO KOHTPOIIsT MHUHICTEPCTBA 3/pa-

Booxpanenust Pecriyonuku Kazaxcran

CBO,HHBIﬁ OTYCT I1O0 6630HaCHOCTI/I, 3(1)(1)€KTI/IBHOCTI/I N Ka4CCTBY JICKAPCTBCHHOI'O

npenapara

HaumenoBanue nperapara, Ipou3BOANTCIIb, CTpaHa

W3 oTyera yganena KoHQUACHIMAIbHASI HHPOpMaLUs

1. CrpaBouHas uH(popMaIus 0 Ipoleaype

1.1. ITomaya perucTpanmOHHOTO JOChE

2. HaydHoe o6cyxieHHe

2.1 AcCmekTsl KauecTBa

2.1.1 AxtuBHas papmaineBTHUECKasi CyOCTaHILIMS: aHAJIU3 CBEJACHHM O

IMPOUCXOKICHUN, KAYCCTBC XU BBIBOJAbBI O BO3MOKHOCTH HMCIIOJIb30BAHMA CY6CTaHI_[I/II/I

2.1.2. BcnomorareabHbIE BEIISCTBA: aHAIN3 CBEACHUN O KaUeCTBE, KOJIUYECTBE C

BBIBOJAMH O JOITYCTUMOCTH HCITIOJIb30OBAHHA

2.1.3 JlekapcTBEeHHBIN TIpenapar 3aKII0YeHHe O TPOU3BOICTBE CIICM(PUKAIIHS

Ka4yeCcTBa CTAaOMIIBHOCTh
2.2. JIOKIIMHUYECKHUE aCIIEKThI

2.3 Kinuanyeckue aceKThl



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e.,‘ d .' .' DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

2.4 OueHka noJib3a-puck

2.5 ®apmakonaazop Onucanue cucteMsl papmakoHaazopa [1nan ynpasnenus

pUCKaMH

2.6 YcnoBus oTirycka



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 12.03.2026

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 08.04.2026

™ ,‘ a .' ' DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata peaKkmum 12.03.2026
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o

JlaTta ckaunBaHMs 08.04.2026

[Ipunoxenue 27
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

[IepedeHpb nE€KapCTBEHHBIX CPEACTB, MOJICKAIMNX [IEHOBOMY PETYIUPOBAHUIO JIJIA
OIITOBOM U PO3HUYHOM peaIn3alin

Ne Toprosoe HanmMe- MextyHapoHOE HENTaTeHTOBAHHOE Ha- JlexapcTBeHHast [Ipousso- Perucrpaunonnoe ygocro-
Ne HOBaHHE HMMCHOBaHHE ¢dopma JTUTEINb BEpeHUE

/m




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 08.04.2026

™ ‘ a ,' ' DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 12.03.2026
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE

JlaTta ckaunBaHMs 08.04.2026

[Ipunoxenue 28
K MpaBUJIaM IKCIIEPTU3bI, PETUCTPALINH,
TIepPEePErUCTPAINH, BHECCHHS N3MCHCHUN
B PETUCTPALMOHHOE J10ChE
JICKapCTBEHHOTO CPEJICTBA
WM METUIIMHCKOTO M3JCIHSI 1
perucTpaluu 1eHbl, BHECEHUSI N3MEHEHHUSI
B I[EHY [TPOU3BOIUTEIS,
a TaKkxe (OPMUPOBAHUS
Kazaxcranckoro HalmoHaIbHOTO
JIEKapCTBEHHOTO (hOpMyJIsipa

IlepeyeHb JOKYMEHTOB PEeruCTPANMOHHOIO I0CHe VISl IKCIEPTU3bl METULMHCKOT0
n3aeansa®

Ne Hanmenosanne nokymeHnTa Knace | Kmace | Kmace | Kiace Me- IIpu-
it 1 2a 26 3 M- Meya-
/n LIUH- HHE
CKOe
usje-
e
UL
Ina-
THO-

CTHKH

vitro
(IVD)
(ne3a-
BHUCH-
MO OT
KJac-
ca 1mo-
TEH-

anb-
HOTO
pucka

npu-
MeHe-

HUS)

1 2 3 4 5 6 7 8

1. JIOKyMEHT, y10CTOBEPSIOLINH PerucTpalyio B CTpaHe IPOU3BOANUTEIIE + + + + + B co-
WY IPOU3BOICTBEHHOM IUIOIIAKe (PErUCTPALMOHHOE YA0CTOBEpe- OTBET-
Hue, wi Ceprudukar cBodonHoi nponaxu (FreeSale), mmm Ceprudu- CTBHH
KaT Ha 9KCIOPT) C Ay TEHTUIHBIM MIEPEBOIOM Ha Ka3aXCKHUH U PyCCKHU C MEX-
SI3BIKM (32 HCKIIFOYEHHEM MEIMIMHCKUX M3/IeNNii, TPOU3BE/ICHHBIX B JlyHa-
Pecnyonuke Ka3zaxcran) pon-
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 08.04.2026

™ ,‘ a ,' ,' }C?Tanogm,lﬁ I;Z)HTpO.TII)HHﬁ 0aHK HOPMATHBHBIX [TPABOBBIX AKTOB Jlata pesakiyuu 12.03.2026
ecryOinky KazaxcraH B 3JIGKTPOHHOM BHUJIE Tlata ckaumBanms 08.04.2026

HBIMH
HOpMa-
MH 3a-
Bepe-
HUS U
HOpMa-
MH 3a-
Bepe-
HUS
ycra-
HOB-
JICH-
HBIMH
B Pec-
ny6uu-
ke Ka-
3ax-
cTaH
Pop-
MarT:
PDF

2. Konus pazpemmrenbHOro 10KyMeHTa Ha IpaBo MIPOU3BOJICTBA B CTpa- + + + + + B co-
HE-TIPOM3BOIUTEIIE C MIPUIIOKEHHEM isl Tpon3BoauTenei PK u ctpan OTBET-
CHI', u1s oCTaNBbHBIX CTpaH IPH HAJMYUH, KOTHS JINIICH3UN Ha 00pa- CTBHH
LIeHHE C MPUOOpaMH M yCTaHOBKaMH, TeHEPUPYIOIIUMHI HOHU3UPYIO- C MeX-
Liee U3JIy4YeHHUE, JUTsl METUIUHCKUX U3/Ie/TMH UMEIOIINX HCTOYHUKH JIyHa-
HMOHM3UPYIOIIETO M3JTyYeHHs Ipou3BeieHHbIX B Ka3axcTaHe ¢ ayTeH- pox-
TUYHBIM [1€PEBOJIOM Ha Ka3aXCKUH U PYCCKUI S3bIKU HBIMU
HOpMa-
MH 3a-
Bepe-
HUS U
HOpMa-
MH 3a-
Bepe-
HUS
ycra-
HOB-
JIeH-
HBIMA
B Pec-
my0sm-
ke Ka-
3ax-
CTaH
(op-
Mar:
PDF

3. [lepeueHb TOKYMEHTOB, YIOCTOBEPSIONINX PETHCTPALIUIO B IPYTHX + + + + + 3age-
CTpaHax ¢ yKa3aHHEeM HOMepa U JaThl BbIIaYM (IIPU HATUYHH) C pser-
ayTEeHTUYHBIM IIEPEBOZOM Ha Ka3aXCKUIl M (MJIM) PYCCKUH SI3BIKH cst
pous3-
BOZU-
TeneM
UIH
ero

ymon-




KaSaKCTaH PeCﬁyﬁﬂHKaCHHL]H OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e‘ .‘ a .' .' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Cakray KyHi
Jlata pegakuuu
JlaTa ckaunBaHUS

Penakuusiinay KyHi

12.03.2026
08.04.2026
12.03.2026
08.04.2026

HOMO-
YCH-
HBIM
npea-
CTaBHu-
TCJIEM
(op-
Mmar:
PDF

4. Komuu cepridukaToB Ha CHCTEMY MEHE)KMEHTa KauyecTBa
npou3BoAnTeNsI MenuiuHCekux n3aennid [ISO 13485, GMP nu6o
COOTBETCTBYIOIIMH PErMOHAIBHBII MM HAIIMOHAJIBHBIN CTAaHIAPT C
ayTEHTUYHBIM IIEPEBOAOM Ha Ka3aXCKUIl M (HJIH) PYCCKHH SI3BIKH
(1pe1ocTaBIAeTCs Ha IPOU3BOIUTEN MEAUIMHCKUX U3/IeHH 1
MPOU3BOACTBEHHYIO IUIOLIAMKY )

- (xpo-
Mme
cTe-

puIIB-
HBIX)

- (kpo- | + + +

Me
cTe-
pwiiB-
HBIX)

B co-
OTBET-
CTBUH
C MEX-
JIyHa-
poa-
HBIMU
HOpMa-
MH 3a-
Bepe-
HUS
(3aBe-
psier-
ciB
BBIIaH-
HOM
cTpa-
He) U
HOpMa-
MH 3a-
Bepe-
HUS
ycra-
HOB-
JICH-
HBIMA
B Pec-
my6uu-
ke Ka-
3ax-
cTaH
Gop-
Mar:
PDF

5. Jlexnapaiiysi 0 COOTBETCTBHU TPEOOBaHUAM OE30MaCHOCTH U

9} HeKTHBHOCTH MEAULIMHCKOTO H3/ACIHUS HIH SKBUBAICHTHBIN
JOKYMEHT C ayTeHTUYHBIM TIEPEBOIOM Ha Ka3aXCKHUii M (MJIH) PYCCKHi
SI3BIKH (32 HCKITIOYCHHEM MEIULNHCKHUX M3CIHi IPOU3BEICHHbBIX B
Pecrny6inke Kazaxcran)

B co-
OTBET-
CTBHH
C MEX-
JTyHa-
pon-
HBIMH
HOpMa-
MH 3a-
Bepe-
HUS |
HOpMa-
MU 3a-

Bepe-
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HUS
ycra-
HOB-
JIeH-
HBIMU
B Pec-
my6au-
ke Ka-
3ax-
CTaH
(op-
Mar:
PDF
6. JIOKYMEHT, NOATBEPKAAIOLIMI KIacC B 3aBUCUMOCTH OT CTETIEHH I10- + + 3aBe-
TEHILHAIBHOTO PHCKa NpuMeHeHus (Jlexnaparms cooTBEeTCTBUS; pser-
MTHUCHhMO-000CHOBAHUE OT HPOU3BOAUTEIIS) C Ay TEHTHYHBIM IIEPEBOJIOM o
Ha Ka3aXCKUi U (MJIH) PyCCKUH A3bIKU TIpous3-
BOJIU-
TeleM
Pop-
Mar:
PDF
7. JlaHHBIE O JIEKapCTBEHHBIX CPEJICTBAX B COCTABE MEIUIIMHCKOTO + - 3aBe-
n3zenus (CoCTaB JIEKapCTBEHHOTO CPEJICTBA, KOJIMYECTBO, JaHHBIE O pster-
COBMECTUMOCTH JICKAPCTBEHHOT'O CPEJICTBA C MEIULIMHCKUM cst
U3/eNNeM, J10KyMEHT, OATBEPK A0 KadeCTBO JIEKAPCTBEHHOTO Ipous3-
BEIIECTBA) C ayTEHTUYHBIM IIEPEBOJIOM Ha Ka3aXxCKUH M (WJIH) BOJH-
PYCCKU S3BIKH TeNeM
Gop-
Mar:
PDF
8. JlaHHbBIE 0 OMOIOTHYECKOM OE30MACHOCTH MEIUIIMHCKOTO U3/IeITHS, + + 3age-
COZIEPIKAILETO MaTepHAaIbl )KUBOTHOTO HJIH YEIIOBEYECKOTO pser-
MPOUCXO’KICHHUS, Ha OCHOBE aHAJIN3a MAaTEPUAJIOB, a TAKIKE cst
“H(pOpPMAIKH 0 TOA00pPE UCTOYHUKOB (IOHOPOB), 0TOOpE MaTepHaa, TIPOM3-
MPOLECCUHIE, XPAaHEHUH, TECTUPOBAHMHU, IEPBUYHOM SKCIEPTH3bI BOJHU-
MIpOLEAYp TECTHPOBAHUS, @ TAK)KE OOpAIICHNUS C TKAHSIMH, KJICTKAMH, TeneM
CyOCTaHIUSIMHU KUBOTHOTO WJIM YEIOBEYECKOTO TPOUCXOKICHHS, tdop-
KyJbTYypaMH MUKPOOPTaHU3MOB M BUPYCOB C ay TEHTUYHBIM Mar:
MePEeBOJIOM Ha Ka3aXCKUH M (MJIM) PYCCKUI A3BIKH PDF
9. Otuet (IPOTOKOI) O TOKCUKOJIOTHYECKUX UCTIBITAHUAX MEJUIIUHCKUAX + - 3aBe-
W3/ICNUH U (WITH) IPUHATICKHOCTEH, KOMIUIEKTYIOIIUX U PACXOHBIX pser-
MaTepHalioB K MEAMIMHCKHM H31eJIUSIM, KOHTAKTHPYIOLIHUX C cst
TMOBEPXHOCTHIO TeJIa YeJOBeKa, CIM3HCTHIMU 000J104KAMM, pou3-
BHYTPEHHHMM CPeIaMH OPraHU3Ma C ayTeHTUYHBIM TIEPEBOIOM Ha BOJH-
Ka3aXxCKUi 1 (MJIM) PyCCKHUH S3bIKH Pe3yJIbTaTOB U BBIBOJOB TeneM
UCTIBITAaHUI (op-
Mar:
PDF
10. | Oruet (IPOTOKOIT) O TEXHUYECKUX MCIBITAHUIX C Ay TCHTHYHBIM TIepe- + + 3aBe-
BOJIOM Ha Ka3aXCKHH U (WIIH) PYCCKUI S3BIKH PE3YJIbTaTOB U BBIBOJIOB psier-
HUCTIBITAaHU; cs
pou3-
BOJIM-
TeseM
(op-
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JIis MeIMIMHCKUX M3/1eNuil (3JEKTPUYECKUX): UCTIBITAaHUS 110 Mart:
3JIeKTPOOE30MaCHOCTH, IIEKTPOMArHUTHOW coBMecTuMOCTH. Jliist PDF
MEIUIUHCKUX H3/e/Hii, FeHepHPYIOLIUX HOHH3UpYIolee
H3JIy4yeHHe: OTUEeThl MCIIBITAHMIA 110 PaiMalluOHHON 6€3011aCHOCTH.
J1st MeIMIIMHCKHUX U3/1e/IHii, BKJIIOUEeHHBIX B IlepevyeHb
MEeIMIMHCKON TeXHUKH, SIBJISIIOLIEICS CPeicTBOM M3MepeHust:
JOKYMEHTBI, IOATBEPKAAIOIIHE Pe3yJIbTAaThl HCIILITAHMIT B LEJISIX
YTBep:KAeHHs] THIIA CPeICTB H3MepeHmii
11. | Oruer 00 uccnenoBaHUAX CTAOMIBHOCTH, 0OOCHOBBIBAOIINI CPOK Xpa- + + + + + 3ase-
HEHUsI U3JIeTIMH MEJULIMHCKOTO Ha3HAYEHMS, @ TAK)KE CTEPHIIbHBIX MTPH- psier-
HAJUISKHOCTEH U PACXOIAHBIX MAaTEPUAJIOB, BXOASAIINX B KOMIIIEKTA- cst
LU0 METUIIMHCKON TEXHUKH C ayTEHTUYHBIM [IEPEBOJIOM Ha Ka3ax- pou3-
CKHI ¥ (WJTH) PYCCKHIA SI3BIKH PEe3YJIbTATOB U BBIBOJIOB UCIIBITAHUI. BOJIH-
VccenenoBanue BKIIIOYAET CTAOMIBHOCTH MEIMLIMHCKOI0 M3/1eJIUsl Tenem
NocJjie BCKPbITUS YIAKOBKH; JUISl aBTOMAaTU3UPOBAHHBIX thop-
HWHCTPYMEHTOB, CTAOMJIBHOCTD B Pab04eM IOJI0KEHHH; ;/%TF
CTaOMILHOCTB NIPH TPAHCHIIOPTUPOBKE, TaKasi HHPOPMAIIXs OIHCHIBACT-
cst:
a) oTuer 00 uccIe0BaHUN (BKIIIOUAsl IIPOTOKOII, KPUTEPUH IIPHEMKH);
0) METO/] UCCIIeI0BAaHUIT B CMO/ICTUPOBAHHBIX YCIIOBUSIX;
B) BBIBOJIbI M PEKOMEH/IOBAaHHBIE YCIIOBHUSI TPAHCIIOPTHPOBKH.
Otyer 00 HcCciIe0BaHMAX CTAOMIBHOCTH Ha PEareHThl U PacXOIHbIH
MaTepHua BXOJAMIUX B KOMIUIEKTALMIO MEUIIMHCKOTO N3/1eTIus A1 in
vitro (IVD) nuarHocTuku 3aKpbITOro THIA
12 | Oruer win TaHHBIC UCHBITAHUHA Ha CIIENU(DUIHOCTh U AHATUTUYECKYIO - - - - + 3aBe-
YyBCTBHTEIBHOCTh MEIUIIMHCKOT0 M3enus i in vitro (IVD) psier-
JIMarHOCTUKH, B TOM YHCJIE BXOISIIUX B KOMIUICKTALIHIO cst
MEIUIMHCKOro u3aenus At in vitro (IVD) muarHocTuku 3akpbIToro MIPOM3-
THUIa (ecnu MPUMEHUMO K 3asiBJIeHHOMY Bua1y MU), BKittouasi, eciu BOJIM-
MIPUMEHUMO OTCYTCTBHE IOTPEIIHOCTEH (IIOTPEIIHOCTE ), TIPEIEIIBI TeseM
JIETEKLUH ¥ KOJIMYECTBEHHOr'0 OIPE/IEIeHHUs, AUara30H U3MEPEeHUi, dop-
JIMHEHHOCTb, TIOPOr0BOE 3HAUCHUE € AYTEHTHYHBIM NepPeBOI0M Ha MaT:
Ka3aXCKHil M (WIH) PyCCKHUH A3BIKH Pe3yJIbTaTOB M BHIBOJI0B PDF
HMCHBITAHHI
13. | [JlaHHbIE O KIMHUYECKHUX (KIMHUKO-Ta00PATOPHBIX ) UCTIBITAHUSX (HC- - + + + + 3age-
CJIEZIOBAHMUSX) C Ay TEHTHYHBIM TIEPEBOJIOM Ha Ka3axCKHUil u (MiH) pyc- (pu psier-
CKHH SI3bIKM PE3yJIbTATOB U BBIBOJOB UCIIBITAHUI WIIK UMEIOLIMECS HaJM- cst
KIIMHUYECKHE JIaHHbIE (HayYHBIE ITyOIMKAINN) YA TIpOM3-
JieKap- BOJIH-
CTBEH- TeneM
HOTO thop-
cpen- Mar:
CTBa) PDF
14. | Wudopmarys o0 MOHUTOPUHIE HEONATONPHUATHBIX U HeXelaTenbHbIX + + + + + 3aBe-
coObITHI (MH(POPMALHS HE TPEIOCTABIISETCS ISl BHOBb psier-
pa3paboTaHHBIX U CIPOCKTUPOBAHHBIX MEAUIIMHCKUX U3/ICIHIT) C cst
AyTEHTUYHBIM IIEPEBO/IOM Ha Ka3axXCKUH U (MJIN) PYCCKUIT S3BIKH, pou3-
BKJIIOYAIOIIAS BOJIM-
CIMCOK HE)KeJaTeIbHBIX COOBITHI (HECUACTHBIX CIIy4aeB), CBSI3aHHBIX Tenem
C UCIIOJIb30BaHUEM U3JIEIIMS, U yKa3aHUe Nepuoia COObITHIA; i
KpaTkue 0030psbI 10 KaXKIOMy U3 TUIIOB COOBITHIA U yKa3aTh 001Iee KO- j;(zm_
JINYECTBO COOBITUI KaXXJIOT0 THIIA, O KOTOPBIX IMOCTYIIAN OTYETHI HOMO-
(1pu HaJTMYKMU OOJIBILIOTO KOJIMYECTBA);
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CNHCOK OTO3BAHHBIX MEUIMHCKHX H3IEIHI U (MIIH) MOSCHUTENIBHBIX YeH-
YBEIOMIICHHUH C MPEIOCTaBICHUEM aHAIN3a KOPPEKTHPYIOLIMX JeH- HBIM
CTBUH U NPUHATHIX Mepax npen-
CTaBH-
TeneM
dop-
Mar:
PDF
15. | JIOKyMEHT IO Ka4ecTBYy: + + + + + 3aBe-
CTaHAAPT MEXKTyHAPOAHbIN, HANMOHAIBHBIN WK OpTaHU3aIUH pAcT-
(TeXHHYECKUE YCIOBUS, CIIeNU(UKAINI METOJOB KOHTPOJLL TOTOBOTO o
MPOJYKTa) C ayTEHTUYHBIM I1€PEBOJIOM Ha Ka3aXCKUH U (UJIH) TIpOH3-
pyccKuil 13bIKu cienu(UKanuy 1 METOAUK UCIBITAHUI BOZH-
TeneM
Pop-
Mart:
PDF
16. | Mudopmarms o nporpaMMHOM oOeCIIeYeHUH T MEIUIMHCKOM TexHu- | + + + + + 3aBe-
Ku (IIpH €ro HAJTMYHH): psier-
pe3ysbTaThl BATUAALMHI IPOrPAMMHOI0 00€CIIeUeHus], JaHHbIE O €ro o
BepH(UKAIMU U NEPBHYHOM 3KCIICPTU3EL, B TOM YHCIIC HHPOPMAIHU O TIpous-
€ro pa3paboTKe ¥ TECTUPOBAHMH HA IPEAPUATHH U IIPH MYJIbTHIICH- BOAH-
TPOBBIX MCCIIEI0BAHUSAX, TAHHEIX 00 MACHTH(PUKAINN U MAPKUPOBKE TelaeM
OIepaliOHHON CUCTEMBI: dop-
MarT:
1) yka3aTb HAaMMEHOBaHHE IIPOIPAMMHOI0 00ECIIeUeHuUs!. PDF

2) yKa3aTb BEpCUIO IporpaMMHoro obecneuenus. TpeOyercst TOUHO
OIIpe/IeNIUTh IPOTECTUPOBAHHYIO BEPCHIO, U 3Ta BEPCHS COOTBETCTBYET
OKOHYATeNbHOU IOCTABIAEMON BEPCUH IPOIPAMMHOIO 00ECIICUCHUS.

[penocraBuTh ONKMCaHUE POTPAMMHOTO 00ECTIeUeH s, BKIIOYast
ornpezieneHne Tex GpyHKIMOHAIBHBIX XapaKTePUCTUK U3AENHs,
KOTOpPbI€ KOHTPOJIMUPYIOTCS C TIOMOLIBIO 9TOrO IPOrpPaMMHOTO
obecrieyeHns, alapaTHyIo IW1aThopMy, ONEPALUOHHYIO CUCTEMY
(ecu NPUMEHHMO), UCTIONB30BaHUE TOTOBOTO CTAHIAPTHOTO
POrpaMMHOro obecredeHus (eCu MPUMEHNMO) C 2y TeHTHYHBIM
MIEPEeBOIOM Ha Ka3axCKHUM U pyCCKHi A3bIKHU. [IJ11 mporpaMMHOTO
obecrieueHus1, pa3paboTaHHOro GU3NYECKUM MM FOPUANYECKUM
oM PecriyOnuku Kazaxcran nim npunayiexaniee GU3sH4eckomy
WM ropugudeckoMy uny PecryOmuku Ka3axcTaH HCKITIOUHTETBHOE
[IpaBO Ha MPOrpaMMHOE obecreyeHune Ha Teppuropun PecryOmuku
KazaxcraH win npaBo UCIOIb30BaHMS HCKITIOUMTEIBHBIX
UMYLIECTBEHHBIX IPaB IPOrpaMMHOI0 o0ecredeH sl Ha TePPUTOPUH
Pecny6nuku Ka3axcTan Ha Bech CpOK A€HCTBUS HCKIIIOUUTEIBHOTO
npaBa MPe0CTAJISIOTCS CBeleHus (CChblIKa Ha 3anuch B «PeecTpe
J0BEPEHHOr0 NPOrPaMMHOI0 00ecrieyeHUsl U MPOYKIHHU
3JIEKTPOHHO IPOMBIIIJIEHHOCTH» B 3JIEKTPOHHOI1 §a3e JaHHbIX
https://rchl.govtec.kz/ru/rdpo) o perucTpanum B peectpe
J0BEPEHHOI0 NPOrPaMMHOI0 odecredeHUsI U MPOIYKIHHU
3JIEKTPOHHOM MPOMBILILJIEHHOCTH, C()OPMHPOBAHHOTOCOTJIACHO
npukazy MHHHCTPa 000pPOHHOI H 23POKOCMHYECKOI
npombiieHHocTH PK ot 28 mapTa 2018 roga Ne 53/HK «O6
yrBep:kaeHuu IIpaBui popMupoBaHus 1 BeJIeHUsl peecTpa
J0BEPEHHOr0 NPOrPaMMHOI0 odecredeHUsI U MPOIYKIHHU
3JIeKTPOHHOI MPOMBILIJIEHHOCTH, 2 TAK:Ke KPHTEPHEB 10
BKJIIOYEHHUI0 TPOrPAMMHOI0 oGecreveHHs U NPOAYKIUT
3J1eKTPOHHOI MPOMBILIJIEHHOCTH B PeecTp 10BepPEeHHOro
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NMPOrpaMMHOIO0 ofecnevyeHus! ¥ NPOAYKIUHU JIeKTPOHHOIH
NPOMBIIJIEHHOCTH»

( 3aperucrpupoBan PeecTpe rocyapcTBeHHOIi perucrpanuu
HOPMATHBHBIX NPaBOBBIX aKTOB MoA Ne 16750) n 10KyMeHTbI
NMOATBEP:KAAIOIIHE COOTBETCTBHE MPOrPAMMHOI0 0fecrieyeH st
TpedoBaHUAM HH(popManHoHHOI 6e3onmacHocTH (CepTHdHUKaT
coorBercTBust CT PK ISO/IEC 15408-3-2017)

17. | CmpaBka c onrcanueM o0acTH IPUMEHEHUsI, HA3HAYCHHUS, KPATKOU + + + + + 3aBe-
XapaKTePUCTUKH MEAUIIMHCKOTO U3IENHs U TaOJIila BapHaHTaMHU HC- pser-
MOJHEHHS ¥ KOMILICKTYoUHMME (110 popMe) ¢ ay TeHTHYHBIM [epEeBO- cst
JIOM Ha Ka3aXCKHUH U PyCCKUI S3bIKU Ipou3-
BOJIH-
TeneM
WIH
ero
ynoi-
HOMO-
YeH-
HBIM
npen-
CTaBU-
TeseM
(op-
Mar:
pdf (8
cocra-
BE JI0-
che),
Excel
oT-
JIeTTBHO

18. | DxcmyaTaloOHHBIN TOKYMEHT MEAHLINHCKOW TEXHUKH, YTBEPIKICH- + + + + + Jloxy-
HBII B CTpaHe-Npon3BoAnTeNe (OpUrHHAIbHAS BEPCHs) C ayTEHTHUY- MEHT,
HBIM IIEPEBOJIOM Ha Ka3aXCKUH U PYCCKHUH S3bIKH yTBEp-
JKICH-
HBIN B
crpa-
He-
pou3-
BOJIU-
Tee
3aBe-
pset-
cs
IpOM3-
BOJIU-
TEJIEM.
AyTteH-
THY-
HBIA
nepe-
BOJI Ha
Kazax-
CKHit
U pyc-
CKUI
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SIBBIKHA
3aBeE-
pser-
(]
ymoJI-
HOMO-
YCH-
HBIM
npea-
CTaBHu-
TEJIIEM
(op-
Mar:
PDF

19.

WHCTpyKIMS 10 IPUMEHEHHIO H3/EIINS METUIIHCKOTO Ha3HAYCHHSI,
YTBEp)KICHHAs B CTPAHE-POU3BOUTEIIE C Ay TEHTUYHBIM IIEPEBOIOM
Ha Ka3aXCKUH U pyCCKUN S3bIKI

(mpu
HaJH-
YHH)

3aBe-
psiet-
cst
MpOM3-
BOJIH-
TeneM
(op-
Mar:
PDF

20.

HpOCKT HUHCTPYKIHUHU 10 MEAULUHCKOMY IPUMEHEHUIO U3CIIUS MEIU-
LHHUHCKOI'O Ha3HAa4Y€HUsl, Ha Ka3aXCKOM U PYCCKOM S3bIKax

3age-
psier-
cst
yey-
romo-
Jy4a-
TeneM
(op-
Mar:
PDF,
DOC

21.

OO6pa3upl U3aenns MEIUIUHCKOTO Ha3HAYCHHS

riac-
HO
[Ipu-
JIOXKe-
HHIO
45 Ha-
cTosI-
HIUX
[pa-
BT

22.

CrangapTHbIe 00pa3Lbl H3AETUs MEIUIIMHCKOTO Ha3HaYeHHs (P yKa-
3aHUM 00 UX IPUMEHEHUH B JJOKYMEHTE [0 Ka4ECTBY)

23.

I'paduueckoe n300paxkeHue spibIKa Uil MEAUIMHCKONW TEXHUKH

3aBe-
psier-
cst
TPOM3-
BOJIH-
TeneM
(op-
Mar:
PDF
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24. | Onwucanue ynakoBku MeauiHckoro uaenus (Mupopmanms o6 ymna- + + + + + 3aBe-
KOBKE, BKJIIOYasI, TIEPBUYHYIO, BTOPUYHYIO, TPYIIIOBYIO, TPAHCIIOPT- psier-
HYIO, IPOMEKYTOYHYIO YIIaKOBKH; cst
Hpe0CTaBUTh HH(OPMALIUIO (HAaIIpuMep, MaTepHai, COCTaB, pa3mep). pous-
JIOKYMEHTBI, perfIaMeHTHPYIOLINE KaueCTBO YIIaKOBOYHBIX MaTepHa- :ZEZM
JIOB MEUIIMHCKOTO M3/eNus (Crenu(uKaIis KauecTBa, cepTudukat bop-
aHalu3a Ha MEePBUYHYIO YIIAKOBKY) C ayTEHTHYHBIM [IEPEBOZIOM Ha Ka- T
3aXCKHUU U PYCCKHUI S3BIKH PDF
25. | dororpaduueckoe n3o0pakeHue (0ToOpakaeT BHENIHUII BHI H3/Ie- + + + + + 3aBe-
TS, KOMIUIEKTYIOIHUX, PACXOTHBIX MaTepPHAIIOB) pser-
cst
pous-
BOJIH-
TeneM
Gop-
Mar:
JPEG
26. L{BeTHBIE MaKeThl YIaKOBOK U dTUKETOK ISl U3AETUI MEAULIMHCKOTO + + + + + 3aBe-
Ha3HaueHUs (MepBUYHAsI, BTOPUYHAS U (MITH), TPYIIIIOBast YIAKOBKH) psier-
OT NMPOU3BOANTENS (MPENOCTaBIsIeTCS B pa3BepHyTOM Bue). [Ipu Ha- cst
JIMYHUHU OOJIBLIIOTO KOJNNYECTBA TUIIOPA3MEPOB, [IBETOBOIT raMMBI JIOIYC- pou3-
KaeTcst IpeJoCTaBIeHHEe TUIIOBOI'0 MaKeTa Ha O/IMH M3 Pa3MepoB, LIBET BOJIM-
(B cilydae eclii MaKeThl HICHTUYHBI) TeneM
Gop-
Mar:
PDF,
JPEG
27. | Tlpoekt TekcTa MakeTa ymaKOBKH, dTUKETKH, CTUKEPA U3EIUS MEIH- + + + + + 3aBe-
LIMHCKOTO Ha3HA4YEHMs Ha Ka3aXCKOM M PYCCKOM S3bIKax (B cllyuae psier-
GOJIBIIIOrO KOJIMYECTBA TUIIOPA3MEPOB, [IBETOBOI raMMBI JIOITYCKAeTCst cst
YTBEpKIEHHE OJTHOTO MaKeTa ¢ UCIIOIb30BaHUEM ab0peBHaTypbI) pou3-
BOJIH-
TeNeM
I
ero
yIoJ-
HOMO-
YeH-
HBIM
npen-
CTaBH-
TeseM
Gop-
Mar:
PDF,
DOC,
JPEG
28. | IluceMo — 060CHOBaHKE O THUIE MEAMIUHCKOTO H3/ENHUs LIS in Vitro JHarHoCTHKH (OT- + |+ + |+ ]+ 3aBepsieTcs
KpbITast WM 3aKpbITAsi CUCTEMA) C Ay TEHTUYHBIM IIEPEBOIOM Ha Ka3aXCKUIl U PyCCKUH HPOU3BOAU-
SI3BIKH teneM dop-
Mmat: PDF
29. | [lanuble 0 mpoleaype CTEPUITH3ALHN U3ACIU MEAUIIMHCKOTO Ha3HAUCHUSI, BKITFOYAst ++ ]+ ]+ ]+
HUH(OPMALIUIO O TIEPBUYHOM IKCIIEPTH3E MPOLIECcca, Pe3yJIbTaThl TECTUPOBAHUS HA (xpo-
coJiepIKaHIe MUKPOOPTaHU3MOB (CTENeHb OMOIOrUYEeCKON HArPy3KU), MTUPOT€HHOCTH, Mme 1
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Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
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Cakray KyHi
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12.03.2026
08.04.2026
12.03.2026
08.04.2026

CTEPUWIILHOCTH (IIPH HEOOXOANMOCTH) € YKa3aHHEM METOJI0B IPOBEICHHS UCTIBITAHUH U
JIaHHBIE O IEPBUYHOH HKCIEPTU3E YIAKOBKU € ayTEeHTHYHBIM IIEPEBOJIOM Ha Ka3aXCKHUH M
(MIM) PYCCKUH SI3BIKU

K1ac-
ca)

3aBepseTcs
HPOU3BOU-
TeneM Qop-
Mmat: PDF

30.

CaeneHusl 0 MPOU3BOANTENE: HANMEHOBAHNE, BH]I ICATEIILHOCTH, FOPUANIECKHN ajipec, +

(hopma COOCTBEHHOCTH, IIEPEUSHB MOPA3JIeICHUN U TOUEPHUX KOMIIAaHUH, Y4acTBYIO-
LIMX B IIPON3BOJICTBE 3asBJIIEMOr0 Ha PETUCTPALIUIO MEIUIIMHCKOTO M3/ICIIHS, C YKa3aHH-
€M HX CTaTyca U ITIOJTHOMOYHH C ayTEHTUYHBIM IIEPEBOJIOM Ha Ka3aXCKUW M PYCCKUH S3bI-
KH

3aBepsieTcst
NPOU3BOAU-
TEJIEeM WIN
€ro ymoi-
HOMOYECH-
HBIM TIpe-
CTaBHTE-
nem ¢op-
Mmat: PDF

31.

Nudopmanus o pazpaboTKe U IIPOM3BOJCTBE: CXEMBI IPOIIECCOB IIPOU3BOJICTBA, +

OCHOBHBIX CTaJIHii IIPOU3BOJICTBA, YIIAKOBKH, HCIIBITAHKUI U TPOTIEYPHI BBITYCKa
KOHEYHOTO MPOAYKTA C Ay TCHTHYHBIM ITEPEBOIOM Ha Ka3axCKHH M (MJIM) PYCCKHIT S3BIKU

3aBepseTcs
HPOU3BOU-
TeneM Qop-
Mmat: PDF

32.

[epeueHb cTraHAAapPTOB, KOTOPHIM COOTBETCTBYET MEAULMHCKOE U3/IeNue (C yKa3aHHeM +

CBEJICHUN O HI/IX) C ayTCHTUYHBIM IIEPEBOJIOM Ha Ka3aXCKUHA M (HJ]H) pyCCKPIﬁ SI3BIKH

3aBepseTCs
MPOH3BOMN-
TeaeM
dhopmar:
PDF

33.

ILnan c60pa M aHaJIM3a JaHHBIX I10 0€30IaCHOCTH U 3(1)(1)CKTI/IBHOCTI/I MCIUIIUHCKOT'O +

M3JeM1sl Ha TOCTPErHCTPALIOHHOM EPHO/E C Ay TCHTHYHBIM IIEPEBOTIOM Ha Ka3aXCKUH M
(MJIM) PYCCKHUH SI3BIKU

3aBepsiercs
POHM3BOMIN-
TeaeM
dhopmar:
PDF

34.

Otyer 00 aHaNN3e PUCKOB U YIPABICHUH UMK C Ay TEHTHYHBIM IIEPEBOIOM Ha Ka3axCKHUii
M (MJIM) PYCCKUM SI3BIKH

3aBepsieTcs
MPOU3BOAH-
TeneM

hopmar:
PDF

35.

Nubopmanust 0 MapKkeTHHTE (MCTOPHS MPH YCIOBUH OOPALICHUs MEIHIIMHCKOTO H3ACITHS
Ha pbIHKe Oouiee 2 seT) (Mpy HAJTUYHN)

3aBepsieTcs
HPOHU3BOAN-
TeneM
thopmar:
PDF

36.

JloBEepeHHOCTh POU3BOAMUTENS HA UMS YIIOJIHOMOYEHHOT'O IIPEACTABUTENS C IIETIBIO
TIOJTBEPIKICHHS €TO TIOJTHOMOYHH (32 HCKJIIOUeHHeM NMpou3BoauTeseii Pecimyoamkn
Ka3zaxcTaH) ¢ ayTeHTHYHBIM IIEPEeBOAOM HAa Ka3aXCKUMH H (WJIH) PYCCKHIl A3BIKA

B cootBeT-
CTBHUH C
MEXKIAyHa-
POIHBIMU
HOpMaMH
3aBEPEHU.
WA HOpMa-
MU 3aBepe-
HUS ycTa-
HOBJICHHBI-
mu B Pec-
nyOuKe
Kazaxcran
dhopmar:
PDF
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37. | IIoJ0XKUTENBbHBIH OTYET O pe3ysibTaTax HHCICKIMY IPOU3BOICTBA MEIULIMHCKOTO H3/1e- + 1+ ]+ 3aBepsieTcs
1w 1o (hopMe yCTaHOBJICHHOM IprKa3oM MUHHCTpa 3apaBooxpaHeHus Peciry6muku Ka- HPOU3BOMU-
3axcraH ot 23 nexabps 2020 roga Ne KP JICM-315/2020 «O6 yTBepKIeHUH IPaBUIT TENneM
MPOBE/ICHUS MHCTIEKINI MEIMIMHCKUX U3JCITHiD» dopmar:
PDF
CocraByieHUE CITPaBKU C YKa3aHUEM OIMUCAaHUS 00J1aCTU MPUMEHEHUS,
Ha3HA4YCHHA, KPATKOU XAPAKTCPHUCTHKHU HAa MCIUIIMHCKOC U3ACINUC B PAa3pPe3C
KOMIUICKTAIIUN HA KAXKAYIO MOACIIb B COOTBCTCTBHUU C ITYHKTOM 12
Hanmeno- | Hammeno- Bug co- Bug cocta- | Hanwme- Hanme- Mo- Mo- IIpo- | IIpo- | Crpa- | Crpa-
BaHHE MO- | BaHHE MO- CTaBHOM HOIf yacTn HOBa- HOBa- Jienb bi (i3 u3BO- | W3BO- Ha Ha
nemu (Mo- | nenu (Mo- 4acTH Ha Ha Ka3ax- HHE CO- HHE CO- co- co- IM- M- Ha Ha
nuduka- nuduka- pycckom CKOM $I3bI- CTaB- CTaB- CTaB- CTaB- Tenb Tenb pyc- Ka-
uun) MU ) MU SI3bIKE *** Ke*** HBIX Ya- | HBIX 4a- HBIX HBIX Ha Ha CKOM 3ax-
Ha pyc- Ha Ka3ax- creit creil Ha ya- ya- pyc- Ka- A3bI- CKOM
CKOM SI3BI- | CKOM $I3BI- Ha pyc- Kazax- crei cTei CKOM 3ax- Ke SI3BI-
Ke ** Ke ** CKOM CKOM Ha Ha Ka- S3bI- | CKOM Ke
SI3bIKE SI3BIKE pyc- 3ax- Ke SI3BI-
CKOM CKOM Ke
A3BIKE | sI3BIKE
OCHOBHOM HeTi3ri 0JI0K
6ok MT MT
KOMIUICKTY- | JKHBIHTBIKTa-
foree™*** YIIBI-
nap****
mporpam- Oarmapiaama-
Hoe obec- JIBIK JKacak-
neyeHue Tama
HpHHA- KepeK-ka-
JIE)KHOCTD paKTapbl
pacxon- IIBIFBIH Ma-
HBII MaTe- TepHalgapsl
puan
u3aenne THUITIK O
THUIIOPa3- LIeMKaTap-
MEpPHOTO JIaFbI Oyii-
psina (c bIM (eJIIIeM-
yKa3aHHEM Jiep [uarna-
Jarna3oHa 30HBIH KOp-
pasmepoB ) ceTe OThI-
phIn)
pearent peareHr
IIpumeyanue:

* IIpu yCKOpEHHOM 3KCHEepTU3e MEAUIIMHCKOTO U3JIETIUS B paMKax

NEepPEPErUCTPALINH IPEACTABISAIOTCS JOKYMEHTHI, IPEIyCMOTPEHHbIE TyHKTamMu 4 u 14

NEpPEYHS.




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 08.04.2026
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ecry6nmkn Ka3axcraH B 37IeKTPOHHOM BUJIE Tlata ckaumBanms 08.04.2026

** nmpu HammanKu MOUUKAIN (BApUAHTOB UCIIOTHEHMS) TAHHBIC 3aMIOJIHIIOTCS
OTJIEJILHOM CTPOKOM Ha KaX Ayt MOIU(UKAINIO (BapUaHT UCTIOJTHEHUS).

¥R cyyae ykazaHUs B YUCJIE KOMITIEKTYIOIIUX K METUIIMHCKON TEXHUKE
HECKOJIBKUX TIPOU3BOIUTENIEH, MPEOCTABISIETCS] MUCHMO OCHOBHOTO TIPOU3BOIUTENS O
JIOITyCKEe KOMIUIEKTYIOIINX B 9YacTH ()yHKIIMOHATHLHOW COBMECTHMOCTH, () (HEKTHBHOCTH
1 0€30MacCHOCTH MPU UCTIOIB30BAHUH TAaHHOTO 000Dy IOBaHHUS

*FFFBU COCTABHBIX YACTEH MEIUIIMHCKOTO U3/1e1s (OCHOBHOM OJIOK,
KOMILICKTYIOIIEe, TPOrpaMHOe o0ecniedeHre, MPUHAIC)KHOCTh, PACXOIHBIN MaTepHal,
U3JIeIMe THIIOPA3MEPHOTO psijia (C yKa3aHWEM Jrara3oHa pa3MepoB), PEarcHr)
OTIPEIEISIETCS TIPOU3BOIUTEIIEM.
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[Ipunoxenue 29
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

Hepequb BH/I0B I/I3M€H€HI/Iﬁ, BHOCHMBIX B PEruCTPAliHOHHOEC JOCHE

MeIMIUHCKOT0 U3/1eJIusl B ePHO/I AeiCTBUSI PErHCTPAIIMOHHOI0 YI0CTOBEpEeHUsI

W3menenune VYcnoBus (3ameuanus) IlepedeHb JOKYMEHTOB U MaTepPHAJIOB, HEOOXOAUMBIX JUIsSI BHECEHHUS
M3MEHEHUI
1 2 3
1. U3menenue cBepeHuii o mpo- H3menenne popmMbl 1. IoKyMeHT, yAOCTOBEPSIIOIINI PErUCTPALIUI0 METUIIMHCKOTO H3/1e-
M3BOJAMTENE WIN IPOU3BOJ- COOCTBEHHOCTH, TSl B CTpaHe MPOU3BOIUTENE (PETHCTPALIMOHHOE YAOCTOBEPEHHE, HITH
CTBEHHOM IUIONIAIKE MEIUIIMH- H3MEHEeHHe HOTapHaJIbHO 3aCBHUCTEILCTBOBaHHBIN CepTU(HKAT CBOOOHOI Hpo-
CKOTO W3JICIHS HaHMeHOBAHMS, naxu (FreeSale), wnu Ceprudukar Ha SKCIIOPT) ¢ BHECCHHBIMH U3Me-

H3MeHeHHe aapeca opuca.
Mecto dpakTHYECKOr0
IIPOM3BO/ICTBA
MeIMIMHCKOr0 U3J1eJIusl He
n3MeHmIoch. Het
HU3MCHCHUH B
MIPOU3BOICTBEHHOM
rporecce Win
crenupUKausIX, BKIH0Yast
METOJTbI UCTIBITAHUS

HCHUSIMU C aYyTCHTUYHBIM IIE€PEBOJOM Ha Ka3axCKuW U pyCCKI/Iﬁ SI3BIKH.

B coOTBeTCTBHH ¢ MEKITyHAPOIHBIMH HOPMaMH 3aBEPEHHSI 1 HOPMaMu
3aBepeHsl, ycTaHOBIeHHbIME B PeciyOmnuke Kasaxcran dopmar: PDF

2. JIOKyMEeHT, OJTBEPKIAIOIIII BHECEHHE M3MEHEHUI (C yKa3aHHeM
JIaThl BHECEHUSI U3MEHEHHMS) OT YIOJIHOMOYEHHOT0 OpraHa CTpaHbl—

TIPOM3BOANTENS C AyTEHTUYHBIM ITEPEBOJIOM Ha Ka3aXCKUH M PyCCKUI
SI3BIKH, 3aBEPSICTCS YIIOJTHOMOYEHHBIM IpeicTaBuTeneM gopmar: PDF

3. Komnu ceptn¢ukaTroB Ha CHCTEMY MEHEPKMEHTa Ka4eCTBa IIPON3BO-
nqurers MeaniuHekux unenuit ISO 13485, GMP nu6o coorBercTByIO-
MM PETHOHATBHBIN MM HAIIMOHAIIBHBIN CTAHIAPT) C Y TEHTHYHBIM
HEepPeBOZIOM Ha Ka3aXCKHUI U PYCCKHUH SI3bIKH (IIPEIOCTaBISIETCS HA MTPO-
W3BOJUTEIISI MEMLIUHCKUX U3/ICNINI U IPOU3BOJICTBEHHYIO TUIOLIA-
Ky). B cooTBeTCTBHU € MeXIyHapOJHBIMH HOpMaMH 3aBepeHus (3aBe-
psieTcs B BEIJAHHOHN CTpaHe) M HOPMaMHM 3aBEPEHUS yCTaHOBJICHHBIMU
B Pecny6nuke Kaszaxcran ¢popmar: PDF

4. Jlexapaisi 0 COOTBETCTBUH TpeOOBaHMsIM Oe30macHOCTH U 3 dek-
TUBHOCTU MEAMIIMHCKOTO U3/ICIHsI WIIN SKBUBAJICHTHBIHN JJOKyMEHT C
ayTeHTHYHBIM IEPEBOJIOM Ha Ka3aXCKUM U pycCKuil si3bIku. B cooTBeT-
CTBUM C MEX/yHapOJHbIMH HOPMaMH 3aBEPEHUs] 1 HOPMaMH 3aBepe-
HUS yCcTaHOBJICHHBIME B PecrryOnuke Kasaxcran gpopmar: PDF

5. Kommst perncTpannoHHOTO y10CTOBEpEHHS BBIIAHHOTO B PecyOin-
ke Kasaxcran

6. IIncpMO MPOM3BOAUTES, YJOCTOBEPSIONIEE, YTO MPOU3BOACTBEH-
HBII1 IPOIIECC M KOHTPOJIb 33 KAYeCTBOM U O€30IaCHOCTBIO TOTOBOTO
HPOAYKTa OCTAIOTCS O3 U3MEHEHMH, C yKa3aHUeM JaThl BHECCHUS U3-
MEHEHHH C ayTCHTHYHBIM NEPEBO/IOM Ha Ka3aXCKUH U PYCCKHH SI3BIKH,
3aBepsieTcs YIOJIHOMOUYCHHBIM npeacTaBureneM popmar: PDF

7. DKCIITyaTalIOHHBIN TOKYMEHT MEIUIIMHCKON TEXHUKH C BHECEHHBI-
MU U3MEHEHHSIMHU, YTBEPI)KIACHHBIH B CTpaHe- MPOU3BOAUTEINS (OPUTH-
HaJbHAs BEPCHUs) C Ay TEHTHYHBIM IIEPEBOJIOM Ha Ka3aXCKUH U PYCCKHUI
S3BIKU (JIOKYMEHT, YTBEPIKJICHHBIH B CTPaHe-IIPOM3BOUTENS 3aBEpseT-
Csl IPOU3BOUTEIIEM).
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AyTeHTUYHBIH NepeBO]] Ha Ka3aXCKUI U PyCCKUH A3BIKK 3aBEPSAETCS
YIOJIHOMOYEHHBIM IpefcTaButeneM, Gpopmar: PDF niu npoexTs
HMHCTPYKIMI 110 IPUMEHEHHIO MEAULIMHCKOTO U3/IEIHUsI C BHECEHHBIMU
HM3MEHEHHAMH Ha Ka3aXCKOM U PYCCKOM sI3bIKaX. 3aBepseTcs
yciayronoJy4arenem, popmat: PDF, DOC.

8. OOHOBIJICHHAS CIIPaBKa C YKa3aHUEM MEPEYHs] KOMIUICK- TYIOLINX H
PacXOIHBIX MATEPUAJIOB 110 YTBEPKACHHOI (hopme. BapraHTsl ncmo-
HeHus 1o popme, popmat: Excel, PDF.

9. MakeT MapKHUpOBKH C BHECEHHBIMU H3MeHeHusiMU B popmare JPEG

2. 3ameHa uiau 100aBiIeHuE HO-
BOM NMPOU3BOJICTBEHHOM IJI0-
IIAJIK] JJIsl 9aCTH HUITH BCEX TPO-
LIECCOB MPOU3BOACTBA METULIUH-
CKOTO M3JENuUs

OCHOBHOE yCIIOBHE - HOBast
JIULIEH3US Ha TPOU3BOJICTBO
BBIJJTaHHAsl YIIOJTHOMOYEH-
HBIM OPT'aHOM CTpPaHBI IPOH3-
BOAUTENS (M3TOTOBUTEIISN).

WHcnexnust HOBOH pou3-
BOJCTBEHHOM IIJIOIIAIKH.

JIoKyMeHTBI IPe0CTABIAIOTCS COIVIACHO MPHJIOKEHUIO0 29 K
nacrosgmum Ilpasuiaam.

JKCnepTH3a NPOBOJUTCS B CPOKH NMPEIyCMOTPEHHbIE
HacTosmumu IlpaBuiaamu.

3. I3MeHeHue cBeneHuii 0o
YIIOJIHOMOYEHHOM IPE/ICTaBUTE-
JIe, BKIIF0Yasi CBEJICHUsSI O peopra-
HH3AIMU IOPUINYECKOTO JIHIIA,
00 M3MEHEHUH €r0 HAaNMEHOBA-
Hust, u3menennu O.1.0. (mpu
€ro HaJIMYUK) aJpeca MecTa XKu-
TENIbCTBA MHANBHIYaTEHOTO
HpeIInpHHAMATEIS

Baecenne naMeHeHui B pe-
THCTPALMOHHOE YA0CTOBEpe-
HHE He BuseT Ha dpderTus-
HOCTH U 0€30M1aCHOCTh MEH-
LIUHCKOTO M3JeIHs

1. Konust moKyMeHTa, TOATBEPKAAIOIIETO OTHOMOUHS YIIOIHOMOYEH-
HOT'O TIPEJICTABUTEIIS TPOU3BOANTENS (JOBEPEHHOCTD OT IPOM3BOIUTE-
TI5)

2. Konust PETUCTPALTMOHHOI'O YIOCTOBEPCHUS

3. ILOKyMCHTLI, TIOATBEPKAAOIINC U3MCHCHUS

4. DKcIuTyaTallMOHHBINH JOKYMEHT MEIUIMHCKONH TEXHUKH C
BHECEHHBIMU U3MEHEHUAMH, YTBEPKICHHBIN B CTpaHe-
MIPOU3BOAUTENS (OPUTUHANIBHAS BEPCHs) C Ay TEHTUYHBIM I1EPEBOIOM
Ha Ka3aXxCKHUH U PyCCKUil A3bIKH (IOKYMEHT, YTBEPKACHHBIH B CTpaHe-
NPOU3BOUTENIS 3aBEPAETCS IPOU3BOAUTENEM. AYTEHTUYHBIH IIEPEBOJL
Ha Ka3aXCKUI M PyCCKUIl 3bIKH 3aBEPSETCS YTIOJTHOMOYEHHBIM
npencraButeneM) popmar: PDF it mpoeKTs HHCTPYKIHIL IO
MIPUMEHEHHIO METUIIUHCKOTO U3JEIHs C BHECEHHBIMU M3MEHEHUSIMU
Ha Ka3aXxCKOM U PYCCKOM s3bIKax. 3aBepsieTcs yCayromnoaydareiem,
dopmar: PDF, DOC.

5. TIpoeKT TeKCcTa MaKeTa YIIaKOBKHU, STHKETKH, CTHKEPA MEAUIIIHCKO-
r'O U3JCNHUsI C BHECCHHBIMH H3MEHEHUSIMH Ha Ka3aXCKOM U PYCCKOM
s3bIKax, popmat: PDF, JPEG.

4. I3MeHeHne HauMEHOBaHUS
MEIUIUHCKOIO U3/IEIIIs

MoTHBHpOBaHHOE 0OOCHOBA-
HHE HEOOXOIMMOCTH U3MEHE-
HHSI HAUMEHOBAHHUS MEJ[H-
[UHCKOTO M3/ICITHs, HE BIUSI-
FOIIEro Ha QYHKIMOHAIBHBIC
U TEXHUYECKHIE XapaKTepH-
CTHKH

1. 3asBIIcHHE Ha BHECCHNE N3MEHEHHH 110 YTBEP)KACHHOH hopMe B
¢dopmare DOC

2. HorapuanbHO 3aCBUAETEILCTBOBAHHbIN JIOKYMEHT, Y0CTOBEPSIO-
Ui perucTpanuio MEAUIMHCKON TeXHUKU (MEAULIMHCKOTO U3/IEIIHsT)

B CTpaHe MPOU3BOJMTENE (PErUCTPallMOHHOE yocToBepenue, miu Cep-
tudukar ceoboaHoit nponaxu (FreeSale), wmn Ceprudukar Ha SKc-
MOPT) C BHECEHHBIMU U3MEHEHUSIMH C ayTEHTHYHBIM [IEPEBOJIOM Ha Ka-
3aXCKHMI M PYCCKUH A3BIKH.

B cooTBeTcTBUM ¢ MEKIyHapOAHBIMU HOPMaMH 3aBEPEHHs] 1 HOPMaMH
3aBepeHus ycTaHOBIEeHHbIMU B Pecriybnuke Kazaxcran gpopmat: PDF

3. Komnmst perncTpannoHHOTO y10CTOBEpEHHS BBIIAHHOTO B Pecy6in-
ke Kasaxcran.

4. ITucemo mpon3BOAUTENS (M3TOTOBHUTENIS), COAEPIKAIIEE MOTUBUPO-
BaHHOE 000CHOBaHHME HEOOXOIUMOCTH H3MEHEHHS HANMEHOBAHHS Me-
JTUILIMHCKOTO M3IEJHs, HE BIHMSIOUICT0 Ha (DYHKIIMOHAIBHBIE U TEXHUYE-
CKHUE XapaKTEPUCTUKU METUIIMHCKOTO M3/IEIIHsI C ayTEHTUYHBIM Iepe-
BOJIOM Ha Ka3aXCKHUH M PYCCKHH SI3BIKH 3aBEPSETCS YIOTHOMOUYCHHBIM
npexacraBureneM ¢popmar: PDF
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5. DKCIUTyaTallMOHHBIN JOKYMEHT MEAULIMHCKON TeXHUKH C
BHECEHHBIMU U3MEHEHUSAMH, YTBEPKICHHBII B CTpaHe-
MIPOU3BOAUTENS (OPUTUHANIBHAS BEPCHS) C Ay TEHTUUHBIM I1€PEBOIOM
Ha Ka3aXxCKUH U PyCCKHUil A3bIKH (JOKYMEHT, YTBEPKACHHbIH B CTpaHe-
NPOU3BOUTENIS 3aBEPAETCS IPOU3BOAUTENEM. AYTEHTUYHBIH IIEPEBOJL
Ha Ka3aXCKUH U pyCCKHI SI3BIKU 3aBEPSIETCS YIIOJTHOMOYEHHBIM
npencraButeneM) Gpopmar: PDF nmiti IpoeKTs! HHCTPYKIHIL IO
MIPUMEHEHHIO MEIULIUHCKOTO U3JEIHs C BHECEHHBIMHU M3MEHEHUSIMU
Ha Ka3aXCKOM M PYCCKOM s3bIKaX. 3aBepsieTcs ycJayronosaydaresiem,
¢dopmar: PDF, DOC.

6. HCTpYKIHS 110 IPUMEHEHUIO MEAUIIMHCKOTO M3/IEITHs, YTBEP KICH-
Hasl B CTPaHe-IPOM3BOIUTENS C BHECCHHBIMU U3MEHEHHSMHU C Ay TCH-
TUYHBIM NIEPEBOOM Ha Ka3aXCKHH U PyCCKHUN S3BIKH.

3aBepsiercs npousBoauteneM, popmat: PDF (mpumenumo s uzfe-
JIMSL METUIIUHCKOTO Ha3HAYEHHs)

8. IIpoeKT TekcTa MaKkeTa YIaKOBKH, STUHKETKH, CTHKEPA MEIHIIHHCKO-
T'0 M3/ICNHSI C BHECCHHBIMU H3MEHEHHUSMH Ha Ka3aXCKOM M PyCCKOM
SI3bIKAX. 3aBepsAeTCs MPOM3BOIUTEIIEM MM €r0 YHOJIHOMOYCHHBIM
npezacrasurenem popmat: PDF, DOC, JPEG

9. LIBeTHBIE MAKETHI YIIAaKOBOK, STHKETOK, CTUKEPOB C BHECCHHBIMU M3~
MEHEHUsIMH, B hopmaTte Jpeg

10. ®oTorpadudeckre H300paXkeHus 00IIEro BUaa MEUIIUHCKOTO U3-
JIeITHsl BMECTE C IIPHHAUICKHOCTSIMH, HEOOXOJMMBIMH ISl IPUMEHE-
HUS 110 Ha3HAa4YeHHIo (pa3MepoM He MeHee 18 x 24 cantumerpa)

11. OGHOBIIEHHAsI CIIPaBKa C yKa3aHUEM IepeyuHs KOMIUIEK- TYIOLIHX 1
PacXoIHBIX MAaTEPHAJIOB II0 YTBEpKACHHOU (hopMe. BapuaHTs ncno-
Henwus 1o popme, popmat: Excel, PDF.

5. CocTaB MpHHAMIE)KHOCTEH 1
(MITH) KOMIUIEKTYFOIIUX | (WJTH)
PacXoJHBIX MaTepHaIoB, OOHOB-
nenue (yCTaHOBKa HOBOMH Bep-
CHH) IPOrpaMMHOT0 obecreue-

HUS,

pacumpeHne/ cOKpameHue
pa3MepHOro psiia u3aeaunit

OTCcyTCTBHE BIMSHUS Ha O€3-
OIaCHOCTh, KAYECTBO U A(-
(heKTHBHOCTH METUIIMHCKO-
o u3zenust, Ha QYHKIMO-
HaJIbHBIC XapaKTEPUCTHKU
MEIUIMHCKOro n3aenus. He
MPeAyCMOTPEHO 00aBieHNE
OCHOBHOI'0 0JIOKa MEIUIIMH-
CKOTO U3JIEIusI.

1. 3asBieHre Ha BHECEHHE U3MEHEHUI 110 YTBEPIKICHHOH (opme B
tdopmate DOC)

2. Komust pericTpaliioHHOTO YAO0CTOBEPEHHsI BbIJaHHOTO B Pecmy6un-
ke Kasaxcran

3. Ilucemo mpou3BoauTeNs (M3rOTOBUTES), COJIEPIKAIIEee MOTUBHPO-
BaHHOE 000CHOBaHKE HEOOXOMMOCTH U3MEHEHHS B COCTABE KOMILIEK-
TYIOIIHUX U yKa3aHWeM HOBOTO IEPEYHsT KOMILUICKTYIOLINX, HOATBEp-
JKIAFONINX OTCYTCTBHE BIMSHUS Ha (DYHKIMOHATIBHBIC XapaKTePUCTH-
KM MEMIIMHCKOTO U3/elHs (BKIII0Yas PACIIMPEHHE CIIEKTPA BBIsABIISIE-
MBIX QHAJIUTOB MEIMLUHCKOTO u3enus i in vitro (IVD) auarnocTtu-
KH) C ayTEHTHYHBIM MIEPEBOIOM Ha Ka3aXxCKHUil M PyCCKUI A3bIKH, 3aBe-
psieTcs YIOTHOMOYEHHBIM IpesicTaBuTeseM, popmat: PDF

4. DKCcIuTyaTaMOHHBIA JOKYMEHT MEAUIINHCKOW TEXHUKH C
BHECCHHBIMU U3MEHEHUSMH, YTBEP)KICHHBIN B CTpaHe-
MPOU3BOAUTEINS (OPUTHHAIIBHAS BEPCHSI) C Ay TEHTUYHBIM IIEPEBOIOM
Ha Ka3axCKHUH U PyCCKUil A3bIKH (JOKYMEHT, YTBEPKACHHBIH B CTpaHe-
HPOU3BOUTEIIS 3aBePsieTCs IPOU3BOAUTENEM. AYTEHTUUHBIH IIepeBo
Ha Ka3aXCKUH M PyCCKUIl S3bIKH 3aBEPSIETCS YIIOJIHOMOYEHHBIM
npexacraBureneM) Gpopmat: PDF win npoekTsl HHCTPYKIHMiL O
MIPUMEHEHHIO METUIIMHCKOTO M3/IeJIHs C BHECEHHBIMH H3MEHEHUSIMU
Ha Ka3aXCKOM M PYCCKOM SI3bIKaxX. 3aBepseTCsl yCIyronoyyaresnem,
¢dopmar: PDF, DOC.

5. MHCTpYKIMS 110 TPUMEHEHUIO MEAUIIMHCKOTO U3/ICNUSI, YTBEPIKACH-
Hasl B CTPaHe-IPOM3BOIUTENS C BHECEHHBIMU N3MEHEHHUSMHU C Ay TEH-
TUYHBIM [IEPEBOIOM Ha Ka3aXCKHUH U PyCCKUN S3bIKH.
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3aBepsiercs npoussogureneM popmar: PDF (nmpumenumo juist uznenust
MEIULUHCKOTO Ha3HAYEHHS)

6. OGHOBIIEHHAS CIIPaBKa C YKa3aHHEM IIEPEYHs KOMIUICKTYIOIIHX H
PacXOHBIX MaTEPUAJIOB 10 YTBEPKICHHOH (opme. BapraHTsl mcmo-
Henus o popme, popmar: Excel, PDF

7. Ilpn 106aBIeHHN KOMIUIEKTYIOIET0, PACXOAHOI0 MaTepHaia
SIBJISIIOLIEr0Ccsl MeIUIUHCKHM H3/1eJIieM — 00pa3ibl MeIUIUHCKOI0
u3ieust (MPH CTEPUILHOM NPeI0CTAB/IsIETCs BeCh KOMILIEKT) H
JOKYMEHT 10 Ka4ecTBY

8. Pe3ysbTaThl BaMUIAKN 1 BEPU(PHUKAIIME IIPOTPaMMHOT0 obecmete-
HUs (IPU U3MEHEHHH TIPOTPAMMHOT0 00eCTICUeHMS)

6. I3MeHeHune roka3aHui o
MIPUMEHEHHIO; 00J1aCTH ITpUMe-
HEHUST; IPOTUBOIOKA3aHHUIA; 110-
60uHbIX 3 deKToB

Bbe3onacHOCTb MpUMeHEHHS
MEJULMHCKOTO M3JeIIHs CO-
XpaHsAeTCsl U MOATBEPIKIACT-
sl IaHHBIMH KJIIMHUYECKUX
uccieioBanuii no 6esomac-
HOCTH U 3G HEKTUBHOCTH

1. 3asBIIcHHE Ha BHECCHUE N3MEHEHHI 110 YTBEPKACHHOH hopme B
¢dopmare Word

2. Konust perucTpaliiOHHOro yI0CTOBEPEHHMS BbIIaHHOTO B Peciy6iiu-
ke Kazaxcran

3. [Incemo mpomn3BoanTENS (M3TOTOBUTENS), COJIEpIKaIlee MOTHBHPO-
BaHHOE 000CHOBaHME HEOOXOJMMOCTH BHOCUMBIX M3MEHEHUH C ayTeH-
THYHBIM NIEPEBOJIOM Ha Ka3aXCKUH M PYCCKUIl A3BIKH, 3aBEPSAETCS YOI
HOMOYCHHBIM mpejctaButenem popmar: PDF

4. UHCTpYKIMS IO IPUMEHEHHIO MEUIIMHCKOTO U3JENNs, YTBEPKACH-
Has B CTpaHe-NPOU3BOIAUTENSI C BHECEHHBIMU U3MEHEHUSIMU C ayTeH-
TUYHBIM [IEPEBOJIOM Ha Ka3aXCKUH U PYCCKUH S3BIKH.

3aBepsiercs npoussogureineM, popmar: PDF (mpumenumo nist usje-
JMS. METULIUHCKOTO Ha3HAYEHHS)

5. OKCITyaTallMOHHBIN JOKYMEHT MEAULMHCKON TEXHUKH C
BHECECHHBIMH H3MECHEHHUAMHY, YTBEPXKICHHBIN B CTpaHe-
MPOU3BOAUTENS (OPUTHHATBHAS BEPCHs) C Ay TEHTUYHBIM TIEPEBOAOM
Ha Ka3aXCKUil U pyCCKHM S3bIKU (IOKYMEHT, YTBEP)K/ICHHBIN B CTpaHe-
MIPOU3BOANTENS 3aBEPSAETCS MIPOU3BOUTENIEM. AyTEHTHUYHBIH MEPeBO]
Ha Ka3aXCKUil U pycCKHi S3bIKU 3aBepseTCs YIIOIHOMOYEHHBIM
npexacraBureneM) Gpopmat: PDF win npoekTsl HHCTpYKIHMit O
MPHMEHEHHIO MEAUIHHCKOTO U3ENHUs C BHECCHHBIMU N3MEHEHUAMU
Ha Ka3aXCKOM M PYCCKOM SI3bIKaxX. 3aBepsETCs yCayronoayyaresem,
tdopmart: PDF, DOC.

6. Panee yTBep kIeHHAS MHCTPYKIIUS

7. llBeTHBIC MaKeThl YIIAKOBOK, 3THKETOK, CTUKEpOB B popmate JPEG

8. Pe3ynbpTaThl KIIMHUYECKUX UCIBITAHUNA, OTPAXKAIOIINE BHOCUMBIE H3-
MEHEHHS

7.CMmeHa npou3BOIUTENCH KOM-
IUICKTYIOIINX, IPHHA/UIEKHO-
CTEH, pacXOHBIX MaTepUaIOB

TexHuveckue XapakTepucTu-
KH U KOHTPOJIb Ka4eCcTBa
KOMIUIEKTYIOIIHX U (W)
PacXoHBIX MaTepPHUAIIOB HE
CHMKAETCS 0€30I1aCHOCTD,
Ka4ecTBO 1 3P PeKTHBHOCTH
MEJUILMHCKOTO U3/eus

He npenycmotpeHo cmeHa
IIPOM3BOAUTEIS] OCHOBHOTO
0JI0Kaa MEIUIIMHCKOM TEXHU-
KH.

1. 3asiBIicHHE Ha BHECCHUE N3MEHEHHI 110 YTBEPKACHHO (opme, B
¢dopmare DOC

2. HorapuasnbHO 3aCBHETEILCTBOBAHHBIN JJOKYMEHT, IIOITBEPIKIA0-
IIMH COOTBETCTBHE YCJIOBHUIT IPOU3BOICTBA HAIMOHAIIBHBIM U (FUJIH)
MexayHaponHbeM ctaigapTaM GMP; ISO komrutextyromux u (M)
PacXOIHBIX MaTEPUAJIOB C BHECEHHBIMU U3MEHEHHUSMH C Ay TEHTUYHBIM
MEPEBOJIOM Ha Ka3aXCKUM U pycCKuii s3bikH, popmar: PDF

3. Komust perucTpauoHHOr0 yI0CTOBEPEHHMs, BbIIaHHOTO B Pecmy0iun-
ke Kasaxcran

4. ITncbMO MPOU3BOAUTENS, yJOCTOBEPSIOLIEE, YTO IPOU3BOACTBEH-
HBII IpOIIecC M KOHTPOJIb 33 KaYeCTBOM U 0€30I1aCHOCTBIO TOTOBOTO
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HPOJYKTa OCTAIOTCS 6€3 U3MCHCHHUM ¢ ayTEHTHYHBIM NIEPEBOIOM Ha Ka-
3aXCKUH M PYCCKHII A3BIKU 3aBEPSACTCS YIOJIHOMOYCHHEIM IPEICTaBU-
teneM (opmat: PDF

5. DKCIITyaTaliOHHBIA TOKYMEHT MEANIIMHCKON TEXHUKH C
BHECEHHBIMH U3MEHCHUSMH, YTBEPKACHHBIH B CTpaHe-
MPOM3BOAUTENS (OPUTHHAIIBHASL BEPCHSI) C Ay TEHTHYHBIM IIEPEBOIOM
Ha Ka3aXCKUil U pyCCKHH S3bIKU (IOKYMEHT, YTBEP)KICHHBIN B CTpaHe-
TIPOM3BOANTENS 3aBEPSCTCS IIPOU3BOJUTEIIEM. AYTEHTHYHBIN TIEPEBOJ
Ha Ka3aXCKUH M PyCCKUIl SA3bIKH 3aBEPSAETCS YIIOJTHOMOYEHHBIM
npezacrasutenem) Gopmar: PDF umu mpoekTsl HHCTPYKIHiT 1O
MPUMEHEHHIO MEUIIMHCKOTO U3/ENHs C BHECCHHBIMU M3MEHECHUSIMU
Ha Ka3aXCKOM U PYCCKOM S3bIKax. 3aBepseTCs yCIyronoaydyareaeM,
tdopmart: PDF, DOC.

6. MHCTpYKIMS IO TPUMEHEHHUIO MEAULIMHCKOTO U3, YTBEPIKICH-
Has B CTpaHe-IPOU3BOJAUTENSI C BHECEHHBIMU U3MEHEHUSIMU C ayTEH-
THUYHBIM IIEPEBOJIOM Ha Ka3aXCKUH U PYCCKUH S3BIKH.

3aBepsiercs npoussogureneM, popmar: PDF (mpumennmo aist usje-
JMs. METULIUHCKOTO Ha3HAYEHHS)

7. OOHOBIICHHAS CIIPABKa C YKAa3aHUEM MEPEYHS] KOMIUICKTYIOIUX U
PacXOIHBIX MATEPUAJIOB 110 YTBEPKACHHOI (hopme. BapraHTs! ncmo-
HeHus 1o popme, popmat: Excel, PDF.

8.VBenuyenue (YMEHbILICHHE)
CpOKa XpaHEeHHUsI MEMIIMHCKOTO
U3JeNus

MoTHBHpOBaHHOE 0OOCHOBA-
HHE U3MECHEHHSI CPOKa

1. 3asiBIicHHE Ha BHECCHUE N3MEHEHHI 110 YTBEPKACHHO (opme, B
¢dopmare DOC

2. Kormust perucTpaliOHHOr0 YI0CTOBEPEHHUS BBIIaHHOTO B Peciy6iiu-
ke Kazaxcran

3. ITuceMo nmpou3BoAUTEIs, YIOCTOBEPSIIOIIEE, YTO IPOU3BOICTBEH-
HBIH IIPOIECC X KOHTPOIIb 32 KAYE€CTBOM U 0€30IIaCHOCTBIO TOTOBOTO
MPOJYKTa OCTAIOTCs 0e3 N3MEHEHHH 3aBepseTCs IIPOU3BOJUTEICM.

4.JlaHHbIe MO0 CTAOMIBHOCTH HE MEHEE YeM Ha TPeX cepusiX, (OTYET,
00OCHOBBIBAOIINH CPOK FOAHOCTH) C Ay TEHTHYHBIM NIEPEBOJIOM Ha Ka-
3aXCKHU M PYCCKHIT S3bIKM 3aBepsieTcs mpousBoauTeneM, popmar: PDF

5. DKCIUTyaTaliOHHBIN TOKYMEHT MEIULIMHCKON TEXHUKH C
BHECEHHBIMU HU3MEHEHUSMH, YTBEP KICHHBIN B CTpaHe-
MIPOU3BOAUTENS (OPUTMHANIBHAS BEPCHSI) C Ay TEHTUUHBIM I1€PEBOIOM
Ha Ka3aXCKHUH U PyCCKUH A3bIKH (JOKYMEHT, YTBEP)KACHHBIN B CTpaHe-
TIPOM3BOAUTENS 3aBEPACTCS MPOU3BOAUTENEM. AyTEHTUIHBIN IEPEBOT
Ha Ka3aXCKUU U pyCCKUH SI3BIKH 3aBepsieTCs YIOJIHOMOYEHHBIM
npexacraButeneM) Gopmar: PDF wny mpoekTel HHCTPYKLUiL 1O
MIPUMEHEHHIO MEIULIMHCKOTO U3JIEIHs ¢ BHECEHHBIMU U3MEHEHUSIMU
Ha Ka3aXCKOM U PYCCKOM f3bIKax. 3aBepseTcs yCayromnoaydaresieM,
¢dopmar: PDF, DOC.

6. IHCTpYKIUS 110 IPUMEHEHUIO MEANUIIMHCKOTO M3/IEITHs, YTBEPIKICH-
Hasl B CTPaHEe-TIPOM3BOANUTENS C BHECCHHBIMH N3MECHEHHUSAMH C ayTEH-
THUYHBIM IIEPEBOJIOM Ha Ka3aXCKUI U PyCCKUH S3BIKH.

3aBepsiercs npousBoautenem, popmat: PDF (mpumenumo st uzse-
JIMSL MEIMIIMHCKOTO Ha3HAYEHHS)

7. llBeTHBIE MaKeThl YIAaKOBOK, 3TUKETOK, CTHKEpOB, ¢popmat: JPEG

9. I3mMeHeHue ycIoBUii XpaHe-
HHS

MoTHBHpOBaHHOE 0OOCHOBA-
HHE U3MECHEHUSI YCIIOBHUIM
XpaHeHHUst

1. 3asiBIIcHHE Ha BHECCHUE N3MEHEHHI 110 YTBEPKACHHOH (opme, B
¢dopmare DOC

2. Komusi peructpaiioHHOTO YA0CTOBEpPEHHsI BbIJaHHOTO B PecyOun-
ke Kazaxcran
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3. [IncpmMo-000CHOBaHKE IPOU3BOAUTENS (U3rOTOBUTENS) 00 U3MEHE-
HUH YCIIOBHH XpaHEeHUs Ha PUPMEHHOM OJIaHKE MPOU3BOMUTEINS CO-
IJIACHO YCTaHOBJICHHOMY 3aKOHOAATENbCTBY C Ay TEHTUYHBIM N1EPEBO-
JIOM Ha Ka3aXCKHH M PYCCKUIT SI3BIKH 3aBEPSETCS IPOU3BOAUTEIIEM HIIH
€ro yrnoJHOMOYEHHbIM TpencraButesieM gopmar: PDF

4. JlanHble 0 CTaOMIIBHOCTH ([U1s1 MEAUIIMHCKUX M3JIENINi1) HE MEeHee
YeM Ha TPeX CepHsiX) ¢ ayTeHTHYHBIM IIePEeBOIOM Ha Ka3aXcKuil u pyc-
CKHH A3bIKH 3aBepsieTcs npousBoaureneM, popmar: PDF

5. DKCIUTyaTallMOHHBIN JOKYMEHT MEAULMHCKON TEXHUKH C
BHECEHHBIMU U3MEHEHUAMH, YTBEPKICHHBIN B CTpaHe-
MIPOU3BOAUTENS (OPUTUHANIBHAS BEPCHs) C Ay TEHTUYHBIM I1€PEBOIOM
Ha Ka3aXxCKUH U PyCCKUil A3bIKH (IOKYMEHT, YTBEPKACHHBIH B CTpaHe-
NPOU3BOUTENIS 3aBEPAETCS IPOU3BOAUTENEM. AYyTEHTUYHBIH IIEPEBOJL
Ha Ka3aXCKUI M PyCCKUIl 3BIKH 3aBEPSAETCS YTIOJTHOMOYEHHBIM
npencraButeneM) popmar: PDF niti poeKTs HHCTPYKIHIi IO
MIPUMEHEHHIO METUIIMHCKOTO U3/IEIHs C BHECEHHBIMHU M3MEHEHUSIMHU
Ha Ka3aXxCKOM U PYCCKOM s3bIKax. 3aBepsieTcs yCayromnoaydareiem,
dopmar: PDF, DOC.

6. HCTpYKIUS IO IPUMEHEHUIO M3EITHSI MEIUINHCKOTO Ha3HAYCHUS
C BHECCHHBIMH U3MCHEHUSAMH, YTBEP)KICHHAS B CTPaHE-IIPOU3BOIUTE-
JIS1 C ayTEHTHYHBIM NIEPEBOIOM Ha Ka3aXCKUH U PYCCKUH SI3BIKU. 3aBe-
psiercs npousBoauteneM, popmar: PDF

7. 1BeTHBIE MaKeThl YIIaKOBOK, STUKETOK, cTHKepoB B (hopmare JPEG

10. V3meHeHue B nporeaype
KOHTpOJISI Ka4ecTBa FOTOBOTO
IIPOYKTa MEAUIIITHCKOTO H3/ie-
s

MotuBupoBaHHOE 000CHOBA-
HHE U3MCHEHHUS B IIPOLCTY-
pe KOHTPOIISL Ka4ecTBa

1. 3asiBiieHHE HA BHECEHUE U3MEHEHHUIT 110 YTBEPKACHHON (opme, B
¢dopmare Word

2. Komnust perucTpaiioHHOTO YA0CTOBEpPEHHsI BbIJaHHOTO B Peciry6un-
ke Kasaxcran

3. IInceMO MPOU3BOAUTENS, YAOCTOBEPSIONIEE, YTO IIPOU3BOICTBEH-
HBIIf IpoIece ocTaeTcst 63 M3MEHEHHMH C Ay TCHTHYHBIM IIEPEBOIOM Ha
Ka3axCKHi U PYCCKHUI S3BIKH, 3aBEPACTCS YIIOIHOMOYCHHBIM IIPEACTa-
ButeaeM gopmar: PDF

4. ITnceMO MPOU3BOAUTENS, yJOCTOBEPSIOLIEE, YTO 3asiBJICHHAS ITPOLIe-
Jlypa KOHTPOJISt HE CHH)KAET KauecTBO M 0€30I1acHOCTb TOTOBOTO MPO-
IIyKTa

5. JIokyMeHTaIus 1o Ka4ecTBy C BHECCHHBIMH U3MECHCHUSAMH, periia-
MEHTHUPYIOIIas Ka9eCTBO KOHEYHOTO MMPOAYKTa, HOTAaPHUAJIbHO 3aCBUIE-
TENbCTBOBAHHBIN CEPTU(HKAT aHAIIM3a U METOJAUKH KOHTPOJISI KOHEY-
HOTO NPOAYKTA.

AyTeHTHUYHBIH NepeBO]] Ha Ka3aXCKUI U PYyCCKUH A3BIKK 3aBEPSETCS
npoussoauteneM, popmar: PDF

6. O6pas1bl, cTaHAapTHBIE 00pa3LIbl AJIs POBEIECHUs Ja00PaTOPHBIX
HCHBITAaHUHI

11. 3MeHeHNe yIIaKOBKY Me/Iu-
LIMHCKOTO M3JEIHS: IEPBUYHOM
YIaKOBKH MEMIIMHCKOTO H3/e-
ST, BTOPUYHOW U (MJIH) TpyII-
MIOBOM YIIaKOBKH, TPAHCIIOPT-
HOM, MPOMEKYTOUHON

MotuBrpoBaHHOE 000CHOBA-
HHE O BIUSHUH (HE BIIUS-
HHH) U3MEHEHUS YIIAKOBKH
Ha CTaOMJILHOCTh, KAYECTBO
MEIMLIMHCKOTO U3/EIINS; B3a-
HUMOJICHCTBUSI YIIAKOBOK- Me-
JULMHCKOTO U3/Ie/Hs

1. 3asBieHNe Ha BHECEHHE U3MEHEHUI 110 YTBEPIKICHHOI (opme, B
thopmate DOC

2. Konust perucTpaiuOHHOTO yI0CTOBEPEHHUS BBIIaHHOTO B PeciyOuu-
ke Kasaxcran

3. IInceMo NPOHU3BOAUTENA, YAOCTOBEPSIOIIEE O TOM, YTO BHOCHMBIE
M3MEHEHHs1, OTHOCUTEILHO MIEPBUYHON YIIAKOBKH BIMAIOT (HE BIIHAIOT)
Ha CTaOWIILHOCTb, KAY€CTBO MEAULIMHCKOTO U3/1eNHUsl. AYTEeHTHYHBIH
NepeBo]] Ha Ka3aXCKUM U PyCCKHH S3bIKU 3aBEPSIETCS YIIOJTHOMOYEH-
HBIM npeacraButenem popmar: PDF
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4. JlokyMeHTauus 1o Ka4eCTBY ¢ BHECCHHBIMU W3MEHEHHSIMHU, peria-
MEHTHUpYIOIIast Ka9eCTBO KOHEYHOTO IMPOAYKTa, HOTapHaJIbHO 3aCBU/IE-
TENbCTBOBAHHBIN CEPTU(HKAT aHAIIM3a U METOJAUKH KOHTPOJISI KOHEY-
HOTO TMPOAYKTA.

AyTeHTUYHBIH NIEpeBO/I Ha Ka3aXCKUH U PYCCKUIl SA3BIKU 3aBEPSETCS
npousBoauTteieM, Gopmar: PDF

5. IIBeTHBIE MAKEThI YIIAKOBOK, STHKETOK, CTUKEPOB HOBOTO M CTAPOro
obpasia

6. DOTO MEIUIUHCKOTO U3CITHS

7. OOpa3p! [UI CTEPUIIBHBIX MEIUIMHCKUX U3EIHH, CTaHAapTHBIE
00pas3Isl UIs TPOBEACHHS JTAO0PATOPHBIX HCIIBITAHUH IPU H3MEHEHUH
TIEPBUYHON YITAKOBKH

12. VI3MeHeHne OTTHCKOB, TPYH-
TOBKH MJIH APYTUX MapKUPOBOK,
IITaMIIOB U HaANKCell, BKIouas
J00aBlIeHUE WM U3MEHEHUS
KPACKH, UCTIONb3yEMBIX JUIS
MapKUPOBKU MEIUIUHCKOTO U3-
JeMusL.

MortHBHpOBaHHOE 06OCHOBA-
HHE BHECEHHUSI I3MCHEHHUIT B
MapKHPOBKY

1. 3asgBIeHne HAa BHECEHUE H3MEHEHHUIT 110 YTBEPIKICHHOH (opMe, B
tdhopmare Word

2. Komust pericTpaliiOHHOTO YA0CTOBEPEH sl BbIJaHHOTO B Pecmy6uu-
ke Kaszaxcran

3. IInceMo-000CHOBaHHE MPOM3BOAUTENS O BHOCUMBIX H3MEHEHUSX.
AyTeHTUYHBIH NepeBOJ] Ha Ka3aXCKUI U PyCCKUH A3BIKK 3aBEPSAETCS
YIOJIHOMOYEHHBIM NpejcTaButeneM gpopmat: PDF

4. IIBeTHBIC MaKeTHl YIIAKOBOK, STHKETOK, CTHKEPOB CTAPOr0 U HOBOI'O
obpasua, B popmare JPEG.

5. IIpoekT TekcTa MaKeTa yrakoBKH, STUKETKH, CTUKEPa MEAULIUHCKO-
TO M3JIENUS Ha Ka3aXCKOM U PyCCKoM si3bikax, opmat: PDF, JPEG

6. DOTO MEIUIIMHCKOTO U3AETNS

7. DKCITyaTallMOHHBIA JOKYMEHT MEAUIUHCKON TEXHUKH C
BHECCHHBIMH U3MEHEHUSIMH, YTBEPKACHHBIH B CTpaHe-
NPOM3BOAUTENS (OpUTHHAIBHAS BEPCHUS) C ayTEHTUYHBIM IIEPEBOJIOM
Ha Ka3aXxCKHUH M PyCCKUH A3bIKH (JJOKYMEHT, YTBEP)KACHHBIH B CTpaHe-
TIPOM3BOAUTENS 3aBEPACTCS MPOU3BOAUTENIEM. AYTEHTHIHBIN TIEPEBOT
Ha Ka3aXCKUil U PyCCKHUH S3bIKU 3aBEPSIETCS YIOIHOMOYESHHBIM
npezacraBurtenem) Gopmar: PDF uimu mpoekTsl HHCTPYKIHiT 1O
NPUMEHEHHIO MEIUIIMHCKOTO M3/IC)IUs C BHECCHHBIMH W3MEHECHHUAMHU
Ha Ka3aXCKOM M PYCCKOM SI3bIKaxX. 3aBEpsETCS yCAYronoayyaresem,
¢dopmart: PDF, DOC.




KaSaKCTaH PeCﬁyGﬂHKaCHHLIH OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penakuusiinay KyHi

12.03.2026

e . aKTiIepIiH STaJOH bl OaKbUIay OaHKi Caxray KyHi 08.04.2026
- ,‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 12.03.2026
Pecny6nuku Kazaxcran B 2JIEKTPOHHOM BHJIE Tlata cxaumsars 08:0 4:202 6
[Ipunoxenue 30
K ITpaBHJIaM PCrucTpanmuu
JICKapCTBCHHBIX CPCJCTB
U MCIULINHCKHUX I/I3ILCHI/Iﬁ
110 IPUHOMITY «CAWHOI'0 OKHa»
dopma
OTueT HAYAJIBLHOM IKCHEPTU3BI MCAUIUHCKOI0 U31¢/1UH, IIPCACTABJICHHBIX HA
IKCIIEPTUIY
1. ®.1.0. (mpu ero HaIUYKUHK) FKCTIEpTa
2. Ne 3asBKkH U nata
3. Jlara mocTyruieHHs JOKYMEHTOB Ha HAYaJbHYIO SKCIIEPTU3Y
4. ToproBoe HaMEHOBaHHUE MEIUIIUTHCKOTO M3AEIIHS
5. Hasnauenue MeIUITMHCKOTO U3EINS
6. Ob6nacth MpUMEHEHHS
7. Knacc B 3aBUCHMOCTH OT CTENEHH MOTEHI[AIBHOTO PUCKA IPUMEHEHHUS
8. VYcnyronomny4darensb

JlaHHBIE O IPOU3BOUTEIIE:

Ha Tepputopuu Pecnyonuku Kazaxcran

Ne | Tun opraHu3aIvy WM yYaCTOK IPOU3BOJICTBA HaumenoBanwue op- Crpa- | HOpuanue-

TaHU3AIAH Ha CKHU ajI-
pec

1. IIpousBoaurenn

2. IIpousBoacTBeHHAs MJIOIAIKa

3 YomTHOMOUYEHHBIH MPeICTaBUTENb TPOU3BOANUTENS

4. | YnaxoBumuk (pu HEOOXOJUMOCTH)

5 YHOITHOMOYEHHOE JIMIIO 0 MOHUTOPHUHTY HEOIaronpHsTHBIX COOBITHI (MHIMCHTOB)

1. HauanpHas 9KCIICpTU3a MECAUTTUHCKOI'O U3ACIINA IO OLCHKC ITOJIHOTHI,

KOMINJICKTHOCTH U COOTBCTCTBUA JOKYMCHTOB PCTUCTPALIMOHHOTO AOCHC,

MpeACTaBICHHBIX YCIYTOMOIydaTelieM B PETUCTPAIIMOHHOM JI0Che, TPEOOBAHUSIM

HeﬁCTBYIOHleFO 3aKOHOOAaTCJIIbCTBA

(yKaBBIBaIOTCH 3aMCYaHUs 110 HCKOMIIJICKTHOCTH JOCHC U HCIIPABUJIIBHOCTH

odopMIICHUS JOKYMEHTOB).

2. Perucrparus B cTpaHe-npou3BoauTeNe (M3roTOBUTEINE) U APYTUX CTPAHAX:

‘ Ne | Crpana | Ne 1OKyMeHTa, yIOCTOBEPSIOIIETO PETHCTPALIUIO | Jlata BbIIaYH

| IIpumeuanue sxcnepTa




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 12.03.2026
e . aKTiIepIiH STaJOH bl OaKbUIay OaHKi Caxray KyHi 08.04.2026
™ ,‘ a ,' ,' DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB JlaTa pesaKiyu 12.03.2026
Pecniy6nnku Kazaxcra B 3JIeKTPOHHOM BHJIE Tlata cxaumsars 08'0 4'202 6
3. CooTBETCTBHE KJIacca MCIUIIMHCKOI'O U3CJIHUA B 3aBUCUMOCTHU OT CTCIICHHU
INOTCHIHUAJIBHOI'O pI/ICKa HpI/IMeHeHHﬂ, yKa3aHHOFO B 3a4BJICHUU U I[OKyMeHTaX
PETUCTPALIMOHHOIO J10ChE:
Ne | Kuacc B cooTBeT- Kiacc B cOOTBETCTBHU C JOKYMEHTaMHU HaumeHnoBanme 1oKkyMeHTa B perHCTPalliOH- IIpumeya-
CTBUH C 3as1BJICHUEM PEerucTpaluOHHOTO JOChe HOM JIoChe 00 yKa3aHHH Kiiacca HUE JKCIep-

Ta

4. OueHka HaIM4Ksl MAKETOB YIIaKOBKHU, ’TUKETOK, CTUKEPOB HA BCE BUJIbI YITAKOBOK

3as4BIIIEMOI'0O MEAUITMHCKOT'O U3ACJIUA U €TI0 MO,Z]I/I(l)I/IKaIII/Iﬁ B COOTBETCTBUHU C

TpeOoBaHUSIMU 3aKoHOAaTeNbcTBa PecmyOnuku Kazaxcran B cepe oOpaieHus

JICKAPCTBCHHLIX CPCACTB U MCAUITMHCKUX HSIleﬂﬂﬁ.

5. 3aKIIrOUYEHUE:;

OTka3ath B JajibHeiilieii akcrepTuse (¢ 000CHOBaHUEM)

[IpoaomKuTh SKCIEPTU3Y MEAULIMHCKOTO U3ACNHUS

PykoBoauTenb CTpyKTYpHOTO MOIpa3ieIeHUs

noanuck @.N.O (ripu ero HaIUUKN)

DKcrnepr

noanuck @.N.O (ripu ero HaIUYIKN)

JlaTa




e.zZan

KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
Jlata ckaunBaHHs

12.03.2026
08.04.2026
12.03.2026
08.04.2026

[Ipunoxenue 31
K [IpaBUJIaM PETUCTpaLUU

MEIUIIMHCKUX U3JICITUN

JICKAaPCTBCHHBIX CPCIACTB U

MO MPUHLHUIY «EIMHOTO OKHa» opMa

OT4eT HAYAJIBHOM IKCIIEPTU3bI U3MEHEHU, BHOCUMBIX B PeriCTPALMOHHOE 10Che

MECINUIHNHCKOI'O U3J1¢/IUHA

®.1.0. (1pu ero HaIUYHK) FKCTIEpTa

Ne 3asBku 1 1ata

JlaTa nmocTyruieHus JOKYMEHTOB Ha HAYaJIbHYIO SKCIIEPTU3Y

ToproBoe HaMEHOBaHHE MEIUIIUTHCKOTO M3AEIIHS

Ha3naueHne MEeTUIIMHCKOTO U3/IETHS

Ob6nacTh MpUMEHEHHS

Kitacc B 3aBUCUMOCTH OT CTEIIEHH MOTEHIIMAIBLHOTO pHUCKa NIPUMCHCHUS

Sl P SN IR Il el

Yeayromomy4arein

I[aHHBIG O IMPOU3BOOUTCIIC!

Ha tepputopun Pecnyonuku Kazaxcran

Ne | Tun opranuM3aly MM y4acTOK IPOU3BOJICTBA Haumenosanue op- Crpa- | IOpunuue-

TaHU3aIUN Ha CKuii an-
pec

1. | Ipoussogutens

2. | IIpomsBoacTBeHHas IUIOIIAIKA

3 VI107THOMOYEHHBIH IPeCTaBUTEINb IPOU3BOANTENS (IIPH HATUUNN)

4. VnakoBIHK (TPU HEOOXOJUMOCTH)

5 VIOITHOMOYECHHOE JIUIIO 10 MOHHTOPHHTY HEOIarOIPHUATHEIX COOBITHI (MHIHIECHTOB)

1. HauanpHas 9KCIICPTU3a KOMINNICKTHOCTH PCTUCTPAIIMOHHOIO I1OCHEC U IIPABUIIBHOCTH

odopMIICHUS TTPEACTABICHHBIX JOKYMEHTOB COIJIACHO MEPEUYHIO BUJIOB U3MEHEHHU,

BHOCHMBIX B pCTUCTPAITUOHHOC JOCHC MCIUITMHCKOI'O U3ACINA B IICPUO HeﬁCTBHH

PETUCTPAILMOHHOTO YIOCTOBEPEHHUS COTIIACHO MPUI0XKEHUIO 30 K HACTOSIIUM

[IpaBuiiam (yka3bIBarOTCA 3aMEUYaHUsl 10 HEKOMIUIEKTHOCTH JI0Ch€, HEOOXOIUMOCTH

peA0CTaBICHUS 00Pa31I0B MEAUITUHCKOTO U3/IETUs U MPABWILHOCTH OPOPMIICHUS

JIOKYMEHTOB).

2. Perucrpanus B cTpaHe-Mpou3BOAUTENE (M3rOTOBUTEIE) U APYTUX CTPAHAX:

No

Crpana Ne noxymeHTa, YA0CTOBEPSIOILETO PETUCTPALIUIO

I[aTa BbIJIa4YH HpI/IMe'-IaHI/IC JKCIIepTa




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
e . aKTiIepIiH STaJOH bl OaKbUIay OaHKi Caxray KyHi 08.04.2026
™ ,‘ a ,' ,' DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 12.03.2026
Pecniy6nnku Kazaxcra B 3JIeKTPOHHOM BHJIE Tlata cxaumsars 08'0 4'202 6
3 . COOTBCTCTBI/Ie KJlacCa MEAUNIIMHCKOI'O U34€JI1MsA B 3aBUCUMOCTH OT CTCIICHU
IMOTCHIOHUAJIIBHOT'O PUCKA IPUMCHCHUA, YKA3aHHOT'O B 3aj4BJICHUU U TOKYMCHTAX
PETUCTPALMOHHOTO JOChE:
Ne | Kiacc B cooTBeT- Kiacc B COOTBETCTBHH € IOKyMEHTaMH HanmeHoBaHMe 1OKyMEHTa B PErUCTPAlUOH- Ipumeua-
CTBUH C 3asIBJICHHEM PETUCTPAIIMOHHOTO J10ChE HOM JIOChe 00 yKa3aHHHM Kilacca HHE JKCIIep-

Ta

4, OHCHK& HaJIM4Msl MaKCTOB YITAKOBKH, 9TUKCTOK, CTUKCPOB Ha BCC BU bl YITAKOBOK

3as4ABJEICMOI'0O MCANITMHCKOT'O U3ACINA U €TO0 MOI[I/I(l)I/IKaI_II/Iﬁ B COOTBCTCTBHHU C

TpeboBaHUSIMU 3akoHOAaTeNbecTBa PecyOnuku Kazaxcran B cepe oOpaieHus

JCKAPCTBCHHBIX CPCACTB U MCAUIIMHCKUX I/I3I[6J'II/H7L

5. Busibl BHOCUMBIX U3MEHEHUN B COOTBETCTBUM C lIpunoxkennem 30 Kk HaCTOSIIUM

[IpaBunam

Penakuust 10 BHECEHHUS U3MEHEHUS

Penakius nmocie BHECEHUS U3MEHEHNH

6. 3aKIIroucHUE:

OTka3ats B JajbHeinen 3xcrepTuse (¢ 000CHOBaHUEM)

IIpogomxuTs 3KcnepTU3y

PykoBouTeNnb CTpyKTYypHOTO MOApa3ieeHus

noanuchk ®.N.O (ipu ero HaTUYNM)

DKkcnept

noanuck @.N.O (ripu ero HaIUYNN)

Jlara




KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penakuusiinay KyHi

12.03.2026

e aKTiIepAiH 9TaTOHBI 0aKbpuIay GaHKi Caxray KyHi 08.04.2026
- ‘ a ‘ ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pefaKuuu 12.03.2026
PeCl’IyGJII/IKI/I Ka3aXCTaH B DJICKTPOHHOM BHUJIE IlaTa CKAUMBAHUS 08042026
[Ipunoxenue 32
K IIpaBUjIaM PErUCTPALUU
JIEKApCTBEHHBIX CPEJICTB U
MEIUIMHCKHUX U3JICINN
10 MPUHLMITY «EIMHOTO OKHA»
dopma

3KCHepTHblﬁ oTyEeT CHe]_lI/IaJII/I3l/IpOBaHHOﬁ IKCIHEPTU3BI MCIUIUHCKOI0 U3J1€¢/ 11

—_

©.1.0. (pu ero HalIUuUK) KCHepTa

VYuenas CTCIICHDb, 3BaHUC

Ne 3agBKH U J1aTa

Z[aTa TIOCTYIUICHUS JOKYMCHTOB Ha CIICHUAJIN3UPOBAHHYIO OKCIIEPTU3Y

TOpFOBOG HanMCHOBAaHUEC MCIUITMHCKOI'O U3ACIIN

Kon Homenknarypsl Mmeaununckux uznenuit Pecnyonuku Kasaxcran

TexHuueckas XapaKTEPUCTUKA MEAJUIITUHCKOTO U3/1CIINS

Ha3nauenue MCIUIIUHCKOI'O U3ACTIUA

el el Pl N A Il el

OO6nacTh NpUMEHEHUS

HpOBe,ZICHa OKCIICPTHU3a AOKYMCHTOB PCTUCTPATUMOHHOTO JOCHC, XaPAKTCPUIYIOIIINX

0€30MacHOCTb, KaueCTBO U 3(P(HEKTUBHOCTh MEAUIIMHCKOTO U3ICIIHUS.

1. I[aHHBIC O IMPOU3BOANTCIIC MCANIIUHCKOT'O N3ACIIHA, B TOM YHCJIC PACXOJHBIX

MaTCpHUAIIOB U KOMIUICKTYIOIIHNX, ABJIAIOIMUXCA MCIUINHCKUMHU U3ACTIUAMA

Ne | Tun opraHM3aliiy WU Y4aCTOK IPOU3BOICTBA HaumenoBanue Crpa- | FOpunu-
OpraHu3anuu Ha YyeCKUi
azipec
1. IIpousBoauTens
2. | IIpomsBoacTBeHHas IUIOIIAKA
3 Y10JIHOMOYEHHBIH MpeICTaBUTENb IIPOU3BOAUTENS (TIPU HATUYNH)
4. | KoHTakTHBIE JaHHBIE YIIOJIHOMOUEHHOTO JIULA 10 MOHUTOPUHTY HEOIArompHUsTHBIX COObI-
THii (MHIUIEHTOB) Ha TeppuTopun PecrybOnuku Kaszaxcran
2. PGFI/ICTpaI_[I/IH B CTPAHC-IIPOU3BOJUTCIIC (I/ISFOTOBHTGHH) U IPpYyTIux CTpaHax
Ne Crpana Ne 1oKyMeHTa, yI0CTOBEPSIOLIETO PETUCTPALINIO JlaTa BbIIauHn IIpumeuanue sxcrnepTa
1

3. OueHkKa 10CTOBEPHOCTH YKA3aHHOIO B 3asIBJIEHUU U JOKYMEHTAX PErUCTPALMOHHOIO

JOCBHC KjIacCa MCANIMHCKOI'O U3ACJINA B 3aBUCHMMOCTH OT CTCIICHH ITIOTCHIHMAJIBHOI'O

pHUCKa MPUMCHCHUS, B COOTBCTCTBUU C Tpe6OBaHI/I$IMI/I 3aKOHOJaTCJIbCTBA PGCHY6HI/IKI/I

Kazaxcran B cdepe oOpaieHus JeKapCTBEHHBIX CPEACTB, MEIUIIMHCKUX H3IICITHIA:




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 08.04.2026
™ ‘ a ,' ' DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB JlaTa pesaKiyu 12.03.2026
Pecry6anku KazaxcTaH B 51€KTPOHHOM BHJIE 4
y p 2 JlaTta ckaunBaHMs 08.04.2026
Kiace B cootBet- Knacc B cooTBeTCTBUY € JOKyMEHTa- CoOTBETCTBHUE 3asBIIEMOr0 Kjlacca TPeOOBaHUSIM 3aK0- IIpumeua-
CTBUH C 3asBJICHHEM MU PETHCTPALIMOHHOTO JI0ChE HonarenbcTBa Pecrryonukn Kazaxcran HUE JKCIIep-

Ta

4, XapaKTepI/ICTI/IKI/I CHCTCMBbI HOKaSaTeJIGﬁ, OIIPCACIIAOIIUX 6630H3CHOCTB, KaduCCTBO H
3(1)(1)CKTI/IBHOCTB MCIHULIMHCKOI'O U3JCJINsA, B TOM YHCJIC PACXOAHBIX MATCPHUAJTIOB U
KOMIUICKTYIOIMUX, ABJLAIOIUXCA MCOAUTWMHCKHUMHA U3 ACIIUAMU:

1) cucrema ynpasnenus: kadectBom [ISO, GMP opranuzanimu-npou3BoaUTENs, B TOM
YHUCJIE PACXOHBIX MAaTEPUAIOB U KOMIUIEKTYIOIINX, SBIISIOMMUXCS MEAUITUHCKUMU
U3ICTUSIMU:

Ne HaumenoBanue qokymeHTa Ne moxymeHTa U Aata BBIIAYU Cpok nefcTBust [Ipumeuanue sxcmepra

2) Ka4eCTBO MEUIIMHCKOTO U3ENHS, B TOM YHCJIE PACXOAHBIX MAaTepUAIOB U
KOMIUICKTYIOIIUX, SIBIISIOIIUXCS MEIUIIUHCKUMU U3JIETUSIMH (TEXHUYECKUE YCIOBHUS,
CTaHAApPT OpTraHU3AIINH):

Ne HaumenoBanue qokymeHTa Ne nokymeHTa U Aata BbLIAYU Cpok zeiicTBust [Ipumeuanue skcnepra

3) noATBEPKIAECHUE COOTBETCTBUSI MEIULIMHCKOTO U3JENHS TPEOOBaHUSAM
HAlMOHAJIBHBIX WJIM MEXIYHAPOJHBIX JIOKYMEHTOB IO KauecTBy (Jlexknapanus
cootBeTcTBUs; CepTUdUKAT COOTBETCTBUA):

Ne HaumenoBanue JAOKYMCHTa Ne JOKYMCHTA U JiaTa Bbllauu CpOK JEUCTBUS HpI/IMe‘{aHHe JKCIIepTa

4) aHanu3 NpeACTaBICHHBIX JAHHBIX, IOJYYEHHBIX B X0J1€ ITIPOBEICHMS UCIIBITAHUN
(TOKCHKOJIOTMYECKHUX, TEXHUUYECKUX, KIMHUYECKHUX) B CTPAHE MPOU3BOJUTENE (OTUETHI,
3aKJII0YEHUS) U B XO/1€ POBEACHUS NPEIbLIYLIUX 3TAIOB IKCIIEPTU3bl B PeciyOinke
Kazaxcran (HauanbHas SKCIEpTH3a):

Ne HaumenoBanue JAOKYMCHTa AHau3 MOJIHOTHI U Ka4ecTBa HH(I)OpMaLIHI/l B IOKYMEHTC Hpnmeqal-me JKCIepTa

5) 3aKkiroUeHHe O CTaOMIBHOCTH MEIMITMHCKOTO M3/IeINsI, 000CHOBAaHHOCTD
3asIBJICHHOT'O CPOKAa XPaHCHHS:

Ne | 3asBieHHBII CPOK XpaHEHHS AHanu3 npeACTaBICHHOTO 0TYeTa O CTaOMIIBHOCTH IIpumeuanue sxcnepTa

6) OLCHKA INPOCKTAa MHCTPYKIUHU 110 MCIAUITNHCKOMY ITPUMCHCHUIO U3JCIIUS
MCIUIMHCKOI'O Ha3HAYCHUA, B TOM YHUCJIC PACXOAHBIX MATCPHUAJIIOB 1 KOMILUICKTYIOIIHX,



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
! AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 08.04.2026
™ .‘ a ,' ,' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 12.03.2026

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE Tlara ckaunpams 08.04.2026

SIBJISTFOIIUXCA MEAULIIMHCKUMH U3JICIIASIMA U SKCIUTYaTal[MOHHOTO JOKYMEHTA
MEIUIIMHCKON TEXHUKU

Ne | Ananus OreHka
JKCIIepTa
1. | TonHoTa comepikaHus TEKCTA MPOEKTa HHCTPYKIUK Ha U3/IEIHEe MEAUIIMHCKOTO Ha3HAUYCHHUSI
2. COOTBETCTBHE TEKCTA IPOEKTA OPUTHHATY HHCTPYKIMH OT MIPOU3BOAUTEINS
3. CootBercTBre 0OOPMIICHHSI TEKCTA ITPOEKTa MHCTPYKIMK TpeDOOBaHMAM 3aKoHOIaTebcTBa Pecybiiku Kazaxcran B
cepe obOpaleHus JISKapCTBEHHBIX CPEACTB U MEMIIMHCKUAX H3ETHi
4. | Undopmars, comepkaiascs B SKCIUTyaTallHOHHOM JOKYMEHTE MEIUIIMHCKOH TEXHUKU

7) Ouenka oopMIeHHS MaKETOB YITAKOBOK U STUKETOK

Ne | Anamus OreHka
JKCIepTa

1. | CootBercrBHe 0opMIIEHHS TEKCTa MaKeTa MApKMPOBKH TPeOOBaHUAM 3aKoHoAaTesbeTBa PecyOnnku Kazaxcran B che-
pe oOpalleHust TeKapCTBEHHbIX CPEJICTB, MEAUIIMHCKUX H3/eInit

2. NneHTu4HOCTh yKaSaHI/Iﬁ yCJ'[OBHﬁ XpaHE€HUS U TPAHCIIOPTUPOBAHUS, YKa3aHHBIX B JOKYMEHTE 110 CTaHAApTU3alluu MEIU-

IMUHCKOI'O U3JCIUS U IPOCKTC MHCTPYKINHU 110 MEAUITMHCKOMY IIPUMCEHEHUIO

8) AHanu3 TaHHBIX O pa3pabOTKe W MPOU3BOJICTBE METUITMHCKOTO U3ACIHS (CXEMBI
MPOIIECCOB MTPOU3BOJICTBA, OCHOBHBIX CTAJUN MPOU3BOJICTBA, YIIAKOBKH, UCIIBITAHUN U
MPOIETYPhI BBIITyCKa KOHEYHOTO MPOIYKTA).

Ne | Awnamus OreHka
JKCIepTa
1. OrieHKa MpeJICTaBICHHBIX yCIyToNnoydyaresieM JaHHbBIX O pa3paboTKe 1 MPOMU3BOJICTBE, BKIIIOYAs aHAITU3 OTYEeTa HH-
CIEKTUPOBAHUSI IPOU3BO/ICTBA (TIPH HAJIMYHN);

9) AHanu3 OMOJIOTMYECKON 0€30MaCHOCTH MEAUIIMHCKOTO U3/IeNIUsI HA OCHOBE aHaIN3a
CBEJICHUH 0 MaTepuaiax XUBOTHOTO WJIK OMOJIOTMYECKOT0 MPOUCXOMKIACHHUS, BXOISAIINX
B MEIUIIMHCKOE U3JENHE, a TaKkKe HH(POpMaILIMK O MOJ00pe UCTOYHUKOB (JIOHOPOB),
otOope Marepuana, MPoIeCCUHTe, XpaHEHUH, TECTUPOBAHHUH, IPUOHOBOMN
0€30MMacHOCTH, a TaAKXKe OOpaIeHHS ¢ TKAHAMU, KJICTKaMHU, CyOCTaHIIUSMH )KUBOTHOTO
WA OMOJIOTHYECKOTO TPOUCXOKIACHUS, KyJIbTYpaMi MUKPOOPTAaHI3MOB U BUPYCOB
(MpY HATWYKK), 32 UCKITFOUEHUEM aJUIOTEHHBIX TPAHCIUIAHTATOB.

Ne Amnanus OreHKa 3KcnepTa

1. OreHka MPEACTABJICHHBIX YCIYIOIoJy4aTeJIEM JaHHBIX 110 aHAJIU3Y OHOJIOTHYECKOW 0€30MaCHOCTH

10) oreHka BaIMAHOCTH MTPOTPAMMHOTO OOECIIEYeHHST HA OCHOBE aHaJIN3a JaHHBIX O €T0
Bepu(UKaIMK, B TOM YUCIIe HHPOpMAIUU O €ro pa3paboTKe U TECTUPOBAHUU HA
OPEANPUATUN U TIPU MYJIBTUIIEHTPOBBIX UCCIIEA0OBAHUSAX, JaHHBIX 00 UACHTU(DUKALIUY U
MapKHPOBKE ONEPAIIUOHHON CUCTEMBI

Ne Ananuz Orenka sKernepra
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™ ‘ a ,' [ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 12.03.2026

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 08.04.2026

| 1. | O1ieHKa NPEeACTABICHHBIX YCIyTrOnoIyyaTeaeM JaHHbIX |

11) Ananu3 npoieaypsl U METOJIOB CTEPUITU3AIMN MEIULIMHCKOTO U3/IEIHs,
MaTepragoB, 000CHOBBIBAIOIIUX CIIOCO0O CTEpUITU3AIINH, TIPEIaraéMbIX METOI0B
KOHTPOJIA Ka4€CTBA U OINPEICIICHUSI OCTATKOB CTEPUIM3YIOLIErO BEIIECTBA MPH
MPUMEHEHUH XUMHUYIECKOT0 CI0co0a CTepUIN3aIuu

Ne Amnanus OrieHka dKcrepra

1. O11eHKa NPEACTABICHHBIX YCIyTronoiIyyaTeaeM JaHHbIX

12) Ananu3 6e3onacHoCTU U 3(PPEKTUBHOCTU JIEKAPCTBEHHOI'O CPEJICTBA B COCTaBE
MEUITUHCKOTO U3/IeTHUs, €T0 BIUSHUSA Ha (PYHKIIMOHATBHOCTh MEIUIIMHCKOTO U3/IENIHS,
COBMECTUMOCTH JIEKAPCTBEHHOTO CPEJICTBA C METUITMTHCKUM H37CIHEM (32
UCKITIOUEHUEM METUITMHCKUX U3IeTui A1 quardoctukd in vitro (IVD). Madopmanus
0 PETUCTPAIINHU JIEKAPCTBEHHOTO CPEACTBA B TOCYAAPCTBE — IMIPOU3BOTUTEIIS
JIEKapCTBEHHOTO CPEJICTBA

Ne Amnanums Ouenka sKkcniepTa

1. OI_[eHKa TNIPEACTAaBICHHBIX yCIIYTOIIOJY4YaTCJIEeM JaHHbBIX

13) AHanu3 npeaCTaBICHHBIX TPOU3BOUTENIEM CBEICHUN O HAJTMYUU WA 00
OTCYTCTBHUH COOOIIEHUH O HECUACTHBIX CIIy4asx M OT3bIBAX C PhIHKA MEIUIIMHCKOTO
U3JICIIHS, O HEXKENATeIbHBIX COOBITUAX U (MJIM) HECHACTHBIX CITy4asiX, CBA3aHHBIX C
UCTIOJIb30BAaHUEM MEIUITMHCKOTO M3ACIHs, YBEIOMICHUH M0 6€301MacHOCTH
MEIUITUHCKOTO U3JIETHs, TI0IX0/1a K PACCMOTPEHHIO THX MPOOJIEM U UX PEIICHUS
IIPOU3BOJIUTEISIMHU B KaXKIOM M3 TAaKUX CIy4aeB, OMUCAHUSI KOPPEKTUPYIOITIX
JEHUCTBUMN, IPENIPUHATHIX B OTBET HA YKa3aHHBIE CIIyYau, a TAK)KEe COOTHOIICHUS
YPOBHS MPOJAXK U KOJTMYECTBA HECUACTHBIX CITYyYaeB U OT3BIBOB MEAUIIMHCKOTO U3IEITHS
U3 oOparieHus

Ne Amnanu3 OrneHka sKcrepra

1. OlLieHKa NPEACTaBICHHBIX YCIyTOnOIyYaTeaeM JaHHbIX

14) Onenka [1nana coopa u aHayM3a TaHHBIX MO 6€30macHOCTH U A (PEKTUBHOCTH
MEUITUHCKOTO U3JIeTUs Ha TTOCTIIPOTKHOM dTare M 0TYeTa 00 aHAJIN3E PUCKOB

Ne Ananus OrneHka sKcrnepra

1. O1eHKa MPeACTaBICHHBIX YCIyTOnoIyYaTeaeM qaHHbIX

5. 3akiroueHue sKcnepra

1. TTonoxuTenbHOE

2. OtpunarensHoe (¢ 000CHOBaHHEM)
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Bce JaHHBIC, IIPUBCACHHLIC B OKCIICPTHOM 3aKIIFOUCHUH, TOCTOBCPHLI 1 COOTBECTCTBYIOT
YCTAaHOBJICHHBIM Tpe60BaHI/IHM, 4dTO IIOATBCPIKAAIO JIMYHOM oAU CBIO

PykoBoautens CTpyKTYpHOroO oApa3iesIeHUs

noanuck @.N.O (ripu ero HaJIUYNN)

DKcnept

noanuck @.N.O (ripu ero HaIUYKHN)

JlaTa




e.zZan
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[Ipunoxenue 33

K IPaBUJIaM PETUCTPALUU

JICKAaPCTBCHHBIX CPCIACTB U

MEIUIIMHCKUX U3JICITUN

IO MPpUHIOUITY «CAUHOT'O OKHaA»

dopma

3KCHepTHLIﬁ oTUEeT CHeHI/IaJII/If}I/IpOBaHHOﬁ IKCIECPTU3LI 0 BJIUAHUHA BHOCUMbBIX

U3MEHEHHH B PEruNCTPAlMOHHOC TOCHE HA 663OHaCHOCTb, Ka4eCTBO U

3 (PeKTUBHOCTH MEAUIUHCKOT0 U3

1.

@®.1.0. (pu ero HaIW4KM) FKCIIEpTa

VYuenas CTCIICHb, 3BAHUC

Ne 3asiBKM U faTa

ILaTa TIIOCTYIUICHUS JOKYMEHTOB Ha CIICHUAJIU3UPOBAHHYIO OKCIIEPTU3Y

2
3
4.
5

TOpFOBOC HanMCHOBAHUEC MCIUIIMHCKOI'O U3CIN

[IpoBeneHa skcnepTU3a TOKYMEHTOB PETUCTPALIMOHHOTO 10ChE, XapaKTepU3yOLIUX

BJIUSIHUE HA 0€30MacHOCTb, KaueCTBO U 3(P(HEKTUBHOCTH BHOCUMBIX U3MEHEHU B

PETUCTPAINMOHHOC JOCHC, HA MCAUIIMHCKOC U3 ACINUC.

B X0A€ MPOBEACHUSA SKCIICPTU3BI YCTAHOBJICHO!

Ne

Penakuus 10 BHECEHHS U3MEHEHUI

BHocumoe n3MeHenne

BiausHne BHOCUMBIX U3MEHEHHUH Ha 6630HaCHOCTB, Ka4yCCTBO U 3(1)(1)CKTI/IBHOCTI>

MCOAUIMHCKOI'O U30CIUA:

No

M3menenne (yka3ath HyXKHOE) Awnanu3 Bnusiet (He BiusieT) [Ipu oTpuaTenbHOM 3aKIIOUSHUH YKa3bIBaeTCsl 00OCHOBAHUE

3aKJIr0uYeHUE OKCIICPTaA:

1.

TTonmoxureaprHOE

2.

OtpunarenbHoe (¢ 000CHOBaHUEM)

Bce JaHHBIC, ITIPUBCJACHHLIC B OKCIICPTHOM 3aKIIFOUCHUH, JTOCTOBCPHLI 1 COOTBCTCTBYIOT

YCTAaHOBJICHHBIM Tpe6OBaHI/IHM, 4dTO IIOATBCPIKAAIO JIMYHOH IIOAITUCBIO

PykoBouTeNnb CTpyKTYypHOTO MOApa3ieieHus




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
; ! AKTLIep/IiH TANOHIbI OaKplIay OaHKI
‘,‘ d' ' DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

noanuck @.N.O (ripu ero HAIMYUN )

OKcrepr

noanuck O.N.O (ripu ero HAIMYUN )

Jlara




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
» -‘ a DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

[Ipunoxenue 34
K [IpaBUJIaM PETUCTpaLUU
JIEKapCTBEHHBIX CPEJCTB
Y MEIULUHCKHUX U3JIETUI
10 MPUHIHUITY «ETUHOTO OKHA

MunucrepcTBo 3apaBooxpanenus Pecnyonuku Kazaxcran

dopma

HanmenoBaHnne rocy1apCcTBEHHOM SKCIIEPTHOW OPraHU3aAIuU

ATTecTaT akKpeIuTaluu UCIIbITaTeNbHOM 1abopatopun (Ne, cpok neicTBUA)

Anpec, TenedoH IKCIEPTHOU OpraHU3alNK (UCIBITATEIbHOM JJabopaToOpuH )

[Iporokoin ucneitanuii Ne OT « » roja

Crpanunia  (KonuyecTBO TUCTOB )

Ycayronosy4artesb (17151 FOpUIAYECKOTO JIMIa (HAaUMEHOBaHUE) (7151
¢usnueckoro nuna) O©.M.0. (mpu ero HATUYUKN) U aJIpec):

HaumenoBanue MPOYKLIUU:

Bujg ncnieiranuii:

OcHOBaHUE:

@®upma U3roTOBUTEND (IIPOU3BOIUTEND), CTpaHa:

Cepus, maprusi:

Jlarta TIPOU3BOACTBA:
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e . aKTiIepIiH STaJOH bl OaKbUIay OaHKi Caxray KyHi 08.04.2026
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CpOK TOIHOCTH:
JlaTa Hayana ¥ 1aTa OKOHYAHWS UCIIBITAHUN:
KonnuectBo 06pa3iios:
O0o3HaueHne JOKYMCHTA I10 Ka4CCTBY Ha MCTOAbI HWCHBITaHUM:
Pe3ynbprarsl ncnibrTanmit
HanmenoBanne TpeboBanusi HOpMATHBHOIO TCu DaKTHYECKH Kpartkoe onncanune
nokasareJieii JAOKYMEHTA HAa MPOAYKIHIO BIAKHOCTE noJTy4eHHbIe COOTBETCTBHS
(%) pe3yJabTaThl (HeCOoOTBETCTBHSI)
1 2 3 4 5

3axmrouenue: [IpencraBnenHbie 00pa3ilbl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHUSIM JJOKYMEHTOB I10 Ka4€CTBY U METOJIUKH BOCIIPOU3BOIATCS (HE
BOCIIPOU3BOASTCS) (YKa3bIiBaTh Mpu HeoOxoaumMocTH) (HykHOoe nmog4epKHYTh)

MeTOI[I/IKI/I HC BOCHIPOU3BOJATCH 110 CICAYIOIIUM ITOKA3aTCIIAM

HOI[HI/ICI/I YIOJIHOMOYCHHBIX JIMIT

(momxHocTh) (moanuck) ©.N.O (mpu ero HAIMYKH)

(momxHocTh) (moanuck) G.MN.O (mpu ero HAIMYKH)

(momxHoCcTh) (moanuck) ®.N.O (npu ero HAIMYKUH)
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IIpoToko/ HCHIBITAHUI PAaCIPOCTPAHAETCSH TOJIbKO HA 00pa31bl, NOABEPrHYTHIE
HCIBITAHUSIM, IPEACTABJEHHbIE 3aKa3YHKOM YCJIYT.
IMosHas WM YacTUYHAA MepeneYaTKa MPoOTOKoJa 0e3 MMCbMEHHOT0 pa3penieHunst
IKCIEPTHON OPpraHM3anMu 3anpenieHa.



KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

e-‘ ‘ a .' _' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

[Ipunoxenue 35

K IPaBUJIaM PETUCTPALUU

JICKAaPCTBCHHBIX CPCIACTB U

MEIUIIMHCKUX U3JICITUN

IO MPpUHIOUITY «CAUHOT'O OKHaA»

dopma

OTuert 0 pe3y/bTaTax NpoBeJeHUS JA00PATOPHBIX UCNILITAHUN B J1a00paTOpUHU

KOHTPOJISl Ka4eCcTBA NMPOU3BOAUTESI W B KOHTPAKTHOM J1a0opaTopuu,

HCIO0JIb3yeMOM NPOU3BOAUTEIeM ™

1. Pe3rome

HaunmeHoBaHuEe MEIUIIMHCKOT'O U3ETUS

HaI/IMeHOBaHI/IC, aapec PEKBU3UTBL HpOHSBOI{CTBeHHOﬁ TJI0Ia 1K

J'Ia60paTOpI/II/I KOHTPOJISI Ka4eCTBa

HaunmenoBanue, anpec, peKBU3UTHI Ja00pPaTOPUU KOHTPOJIS KauecTBa U (WJIN) KOHTPAKTHOM

OcHoBaHue IIpOBEACHUSA Ha60paTopH0ro HUCIIBITAaHUA

Pestome nestenbHOCTH na60paT0pHH KOHTPOJISI Ka4eCTBa

IIpoBenenue 1a0OPaTOPHBIX UCIIBITAHUI

Beimmyck B peanu3anuio cepun Meau-
LUHCKOTO M3Jeus

WHoe (He0OX0aMMO yKa3aTh)

Jara(p1) mpoBeaeHus J1aO0PaTOPHOTO UCTIBITAHUS

®.1.0. (mpu ero HaIMYUH) YKCIEPTOB (WIEHOB KOMUCCHH), TOIDKHOCTD

2. BBognas undopmarus

KpaTKOC OITMCAHUE naGopaTopHH KOHTPOJISI KayeCTBa

Hannune JAOKYMEHTHUPOBAHHBIX IIPOLEAYP [IPOBEACHUS HUCIBITAHUI

BeinosnHeHue TpeOoBaHuil JOKYMEHTUPOBAHHBIX MPOLELYP IPOBEAEHUS UCTIBITAHUI

Llens npoBeneHus 1a60pPaTOPHOTO UCTIBITAHUS

OOBEKTHI HCIIBITAHUS

IepcoHan 1abopaTopuu KOHTPOJIS KaueCcTBA, yYacTBYIOMINI B IPOBEACHUH JIAOOPATOPHOT'O UCTIBITAHHS

3. HabGmronenus u pe3yiabTaThl IPOBEACHUS 1a00PATOPHOTO UCIIBITAHUS

CchliKa Ha JOKYMEHT 110 Ka4eCTBY

Howmep cepun, nata mpon3BOACTBA

[Tokazatens | TpebGoBaHMs TOKYMEHTA MO KA4eCTBY

®DaKTU4ecKne pe3yabTaThl

T, Bmax-
HOCTB

CooTBETCTBYET (HE COOTBETCTBYET)

4. Ilpunoxenus

‘ ﬂOKyMCHTLI (HepBI/I‘{HHe JaHHBbIC, [IPOTOKOJIbI HCHLITaHHﬁ) n 06pa3u1>1, 0T06paHHLI€ B XOA€ IIPOBEACHUS ﬂa60paT0pHor0 HUCIIBITAaHUA | ‘
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Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE Tlara ckaunpams 08.04.2026

5. 3akiroueHue

TTonoxuTenbHOE

OtpunarensHoe (¢ 000CHOBaHHEM)

[Tpumeuanue *K oTuery o pe3yibTarax NpoBeACHUs Ja00PaTOPHOTO UCTIBITAHUS
IpuJIaraeTcsl Konus cepTugukara aHaau3a u (Wik) MpoTOKojIa UCIBITAHUN Ha
IPOAYKIIHIO TAOOPaTOPUH KOHTPOJISI KaueCTBa MPOU3BOAUTENS MIIM KOHTPAKTHON
nabopaTopuu, UCTIONIb3yEMOM pon3BoAUTENEM. Bee MpuiiokeHns K OTUETY SIBIISIOTCS
HEOTBEMIIEMOH €T0 YaCThIO.

PykoBoaurens xomuccuu:

(monmuck) G©.M.0O (npu ero HaTUYKM), TOTKHOCTh

YJICHBI KOMHUCCHMH.

(monmuck) G©.M.0O (npu ero HATMYKUK), TOTKHOCTh

(monmuck) ®.M.0 (npu ero HATUMYKM), TOTHKHOCTh

« » 20 T.

CorJjiacoBaHo:

(moamuck) ®.M.0 (npu ero HATMYKH), TOTHKHOCTh

(moxamuck) ®.M.0 (npu ero HATUYKH), TOTHKHOCTh

(moxmuce) ®.1.0 (ripu ero HAJIMYUM), TOJKHOCTh
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P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 08.04.2026

[Ipunoxenue 36
K [IpaBUJIaM PETUCTpaLUU
JIEKapCTBEHHBIX CPEJCTB
Y MEIULUHCKHUX U3JIETUI
10 MPUHIHUITY «ETUHOTO OKHA

YcaoBus, npeabsBiseMblie K 00pa3iiaM MeIUIMHCKOT0 U31eus sl
JA0OPaTOPHBIX UCTIBITAHUI

1. Yenyronony4darens 10 oAa4y 3asBJICHUS HA SKCIIEPTU3Y MPEAOCTABISAET
pacyeT KOJU4YecTBa 00pa3iioB OT MPOU3BOIUTENIS, HEOOXOUMBIX ISl IPOBEACHUS
TPEXKPATHOTO aHAJIN3a MPH JIa0OPATOPHBIX HCTIHITAHUSX.

2. KonuaecTBo 00pa3noB MEAUITMHCKOTO HU3ACIIHSI, PEIOCTABIIEMBIX IS
MIPOBEJICHUS JTa00PATOPHBIX UCTIBITAHUH, ONPEIESETCS COrIacHO TPEOOBAHUAM
JIOKYMEHTOB 10 Ka4e€CTBY, U BepU(DUKAIUA AHATUTHYECKUX METOJUK, HA COOTBETCTBUE
KOTOPBIM IUIAHUPYETCS MPOBEICHUE UCTIBITAHUN 1 3aBUCUT OT OCOOCHHOCTEH METOIUKHU
VCTIBITAHUM, YKa3aHHBIX B JOKYMEHTE 10 KAYECTBY MPOU3BOAUTEIIS.

3. KonmnuecTBo mpenocTaBisieMbIX 00pa3IioB MO COCTaBY OTPAKAET BCIO
COBOKYMHOCTD 3asIBJICHHOW MPOAYKIINH, C YIETOM Pa3INIHsi CBOMCTB OTJCIHHBIX THIIOB
(Moeneli) Takol COBOKYITHOCTH.

4. J1ns 3asBIIIEMBIX M3JICIIHIA, OTHOCSIINUXCS K OAHOMY THIIOPa3MEPHOMY pSTy, U
COOTBETCTBYIOIIHX TPEOOBAHUSAM OOIIIETO TOKYMEHTA MO0 Ka4€CTBY, IPEIOCTABIISIOTCS
THIIOBBIE 00Pa3Ilbl C 000CHOBAHHEM ITPOM3BOIUTEIIS.

5. Ilpu oTIM4MuU OTACIBHBIX BUJIOB 3asBJICHHOTO MEAUIIMHCKOTO U3/ACJIHS TOIbKO
0 I[BETOBOM raMMe, TOCTATOYHO MPe0CTaBIeHUE 00pa3lioB OHOM I[BETOBON raMMBl.

6. O0Opa3Ipl MEAUITUHCKOTO U3JIeNUS MMOCTIe TPOBEACHUS UCTIBITAHUIN HE
BO3BpAIIIAlOTCS.
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[Ipunoxenue 37

K ITpaBHJIaM PCrucTpanmuu

JICKapCTBCHHBIX CPCJCTB

1 MEANIINHCKUX H3I[eJ’IHI>1

IO MPpUHIOUITY «CAUHOT'O OKHaA»
dopma

3aki1roueHue o 6C3OHaCHOCTI/I, KaveCTBEC N 3q)(l)eKTHBHOCTI/I MEANIHNHCKOI O

U3/1eJ1Usl, 3asIBJIEHHOT0 HA IKCIEPTU3y B LeJSX rocy/1apCTBeHHO perucrpamnum,

nepeperucrpanuu B Pecnmyosiuke Kazaxcran

1. PecnybnukaHckoe rocyapCTBEHHOE MIPEANPUSATHE Ha MPaBE XO35HCTBEHHOTO

BCACHUA ((H&L[PIOHEIJ'H)HI)IIZ OCHTP SKCIICPTHU3LI JICKAPCTBCHHBIX CPCACTB U MCAUIIMHCKUX

HBHGHHﬁ)) Komurera MCAUIIMHCKOI'O U Q)apMaHCBTI/I‘IGCKOFO KOHTPOJIA MI/IHI/ICTepCTBa

3apaBooxpaHenus Pecriyonukn Kasaxcran cooOmaeT pe3ysibTaTsl SKCIIEPTU3bI Ha

6630HaCHOCTL, Ka4C€CTBO U 3(1)(1)GKTI/IBHOCTI> MCOUIIMHCKOI'O U3JCJIHNA B LCIIAX

rocyJIapCTBEHHOM peructpanuu, nepeperucrpainuu B Pecyonuke Kazaxcran:

TOpFOBOC HanMCHOBAHUEC MCIUIIUMHCKOI'O U3CIN

OpFaHI/ISaLII/ISI-HpOI/I3BOI[I/ITCJ'IL, CTpaHa-IIpoONU3BOANUTECIIb

HpOHSBOZ[CTBCHHaS{ IIomaJika, crpaHa

YNoJHOMOYEHHBIN NpeACTaBUTEIIb IIPOU3BOAUTEIISA, CTPaHa

YNOIHOMOYEHHOE JIUITO 110 MOHUTOPUHTY H€6J'I3.I‘Ol'IpH$[THBIX COOBITHI (I/IHLII/II[CHTOB) Ha TEPpUTOpUUN PCCHy6HI/IKI/I Kazaxcran

Tun mequmuackoro m3nenus (MU (UMH), MU (MT), MU (in vitro)

Bun (perucrpanusi, nepepeructparus)

Kiacc B 3aBUCUMOCTH OT CTETIICHH TOTEHIIHATBHOTO pHUCKa NPUMEHEHU L

Kon HomeHxatypbl MeauLMHCKUX n3nenuit PecryGiuku Kazaxcran

Komrutekranust MeAUIMHCKOTO H31esus (TIPH HAJTMYUH — KOJIMYeCcTBO KoMIuteKTyromux) (Taomumna)

3aKIroueHIe Ha4albHOM OKCIICPTU3BL (HOJ'IO)KI/ITGJ'ILHOC 501051 OTpI/ILIaTGJ'II)HOC)

3aKroueHe CHeHI/IaHI/ISI/IpoBaHHOﬁ OKCIIEPTU3BL (HOJ’IO)KHTCJ'II)HOC nin OTpI/II_[aTeJ'ILHOG)

3aKII0OYCHHIE UCTIBITATEIBHON na60paTopHH: nata u Ne TIIpOTOKOJIa (HOJ’IO)KI/ITCJ'IBHOQ Wi OTpI/IIlaTeJ'ILHoe)

Tabauna

KOMHJ’IGKTaHI/IH MCAUIMHCKOI'O U30CIUA

HaumenoBanue moaenu (Moaudukanun) MU* (3anonHseTcs Ha KKy MOJICIh)

Ne | Bwupg cocraBHBIX YacTeil HanmeHoBaHMe COCTaBHBIX YacTEH Mogenb cOCTaBHBIX YacTel

[IpousBoaurens

Crpana

* 3aM0JIHSICTCS Ha KOKIYI0 MOJICIIb



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 08.04.2026
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P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 08.04.2026

2. 3akmoueHue (OJI0XKUTENbHOE): MaTepuansl U JOKYMEHTbI PETUCTPALIMOHHOTO
JI0CbE Ha MEJIMLIUHCKOE H3J/IeJINe, IPEIOCTaBICHHBIE HAa SKCIIEPTU3Y IS
rocyJapCTBEHHOW perucrpauuu, nepepeructpaunn B Pecnyonuke Kazaxcran,
COOTBETCTBYIOT YCTAaHOBJICHHBIM TPeOOBaHUSM, O€301MaCHOCTh, KAUE€CTBO U
3¢ (PEKTUBHOCTH MEAUIIMHCKOTO U3/I€THUs TOATBEPKIEHBI COOTBETCTBYIOIIUMU
MaTepHallaMH U TPOBEJACHHBIMU UCIIBITAHUSIMHU.

Menunuackoe uznenue 3apeructpupyercs B Pecmyonuke Kasaxcran cpokom Ha
JIET WM 6€CCPOYHO.

3axiroyeHue (OTpUIaTesbHOe): MaTtepuanbl U JOKyMEHThI PETUCTPAITMOHHOTO
JOChE HA MEJIULIMHCKOE U3J/IEJINE, PEIOCTABICHHBIE HA SKCIIEPTU3Y U1
rocyJapCTBEHHON perucTpaiuu, nepepeructpanuu B Pecyonmke Kazaxcran, e
COOTBETCTBYIOT YCTaHOBJIEHHBIM TPEOOBaHMIM, 0€30MMaCHOCTh, KAYECTBO U
3O PEKTUBHOCTH METUIIMHCKOTO U3/IETUSI HE MOATBEPKIECHBI COOTBETCTBYIOIIUMU
MarepuaiaMy U IPOBEIACHHBIMU UCIBITAHUSIMU.

MenunuHckoe uznenue He 3apeructpupyercs B Pecyonnke Kazaxcras.

PykoBoauTens rocy1apCTBEHHON 3KCIIEPTHON OpraHU3alun

noanuck ®.MN.0O. (pu ero HAIMYUN)

JlaTa




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 08.04.2026

e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 12.03.2026
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE 4
JlaTta ckaunBaHMs 08.04.2026

[Ipunoxenue 38
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

3akiouenue 0 0€30MaCHOCTH, kKavyecTBe U 3P PeKTUBHOCTH MeTUIIMHCKOT O
U3/1eJ1usl 3asiBJIEHHOI0 HA DKCIEPTU3Y B LeJIsIX BHECEHUs] U3MeHEeH Uil B
perucTpanuoHHoe J0Che

1. PecniyOnukaHckoe ToCyAapCTBEHHOE MPEANPUATHE HA TTPaBe XO35ICTBEHHOTO
BeJeHus «HanmoHambHbBIN HEHTP 3KCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX
uzaenuin» Komurera MEIUIIMHCKOTO U (papMalieBTUYECKOTO0 KOHTPOIsI MUHKCTEPCTBA
3apaBooxpaHenust Pecriyonukn Kasaxcran cooOmaeT pe3ynbTaThl SKCIIEPTU3HI O
BJIMSIHUM BHOCUMBIX U3MEHEHHH B pErUCTpallMOHHOE JJOChe Ha 0€3011acCHOCTh, KaYeCTBO
U 3 (HEKTUBHOCTh MEIUIIMHCKOTO U3/IENHS:

TOpFOBOC HanMCHOBAHUEC MCIUIIUMHCKOI'O U3CIN

OpFaHI/ISaLII/ISI TIPpOU3BOAUTEIIb, CTPAHA-ITPOU3BOAUTEIIb

HpOHSBOZ{CTBCHHaH IIomaJika, crpaHa

YNoJHOMOYEHHBIN NpeACTaBUTEIIb IIPOU3BOAUTEIISA, CTPaHa

VI10IHOMOYEHHOE JIUIIO [0 MOHUTOPUHTY HEOIAaronpUATHBIX COOBITHI (MHIMAEHTOB) Ha Tepputopun Pecrry6nuku Kazaxcran

BHocuMble n3MeHeHHs

3aKIroueHIe HadalbHOM OKCIICPTU3BL (HOJ'IO)KI/IT€J'II>HOC 501051 OTpI/ILIaTGJ'II)HOC)

3aKroueHe CHeHI/IaHI/ISI/IpoBaHHOﬁ OKCIIEPTU3BL (HOJ’IO)KHTCJ'II)HOC nin OTpI/II_[aTeJ'ILHOG)

3aKJII0OYCHUE UCTIBITATETIBHOMN na60paTopm/I: nata u Ne IIPOTOKOJIA, (HOJ'IO)KI/ITCJ'IBHOG W OTpI/ILIaTeJ'ILHoe)

2. 3axntoueHue (MoN0KUTENbHOE): MaTtepHalibl U JOKYMEHTHI HA METULIMHCKOE
u3JieNue, MpeoCcTaBIeHHbIE ISl BHECEHUS U3BMEHEHUN B peTUCTPALIMOHHOE JIOChE,
COOTBETCTBYIOT YCTAHOBJIICHHBIM TPeOOBAHUSIM, BIUSIHUE HA O€30MIaCHOCTh, KAYECTBO U
3¢ (PEKTUBHOCTH MEAUITMHCKOTO U3/IETHUS TOATBEPKIEHBI COOTBETCTBYIOITUMU
MaTtepuagiaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocuMbIe M3MEHEHHsI 3aperucTpupyeTcs ¢ Bbaauei (0e3 Bblgaun) HOBOTO
PErMCTPALlMOHHOTO YIOCTOBEPEHHS.

3akioueHue (oTpuuarenbHoe): Marepuaiibl U JOKYMEHTHI HA METUIIMHCKOE
u3Jzienue, MpeoCTaBIeHHbIE ISl BHECCHHSI U3BMEHEHUN B pETUCTPAIIUOHHOE JIOChE, HE



e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

COOTBCTCTBYIOT YCTaHOBJICHHBIM TpC6OBaHI/IHM, BJIIMSAHHUC HA 663OHaCHOCTB, Ka4y€CTBO U
B(b(beKTI/IBHOCTB MCIUIMUHCKOI'O U3ACIIUS HC ITIOATBCPIKACHBI COOTBCTCTBYIOIIIMMHU

MarcepualaMi U IMPOBCACHHBIMHA UCIIBITAHUAMU.

BHocuMmble n13MEHEHUs HE 3apETUCTPUPYETCS.

PykoBoauTens rocy1apCTBEHHON 3KCIIEPTHON OpraHUu3aluu

MOATKCH

JlaTa

®.J.0. (mpu ero HaJIHMIUH)




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray kyHi

e‘\ .‘ a ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB JlaTa pesaKiyu
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

[Ipunoxenue 39
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

Pacuer-o00ocHoBanue pacxogoB B pamkax 'OBMII u (uam) cucteme OCMC

1) PacueT pacxod0B Ha OIIEHKY Ka4yeCTBa:

_ (B1+B2+..+Bn)
~ (C1+C2+...+Cn)

A — PaCXO}]BI Ha OICHKY Ka4€CTBA, YKAa3aHHBIC B 3as4ABJICHHUH 3a CIMHUIY U3MCPCHH, B

TCHTE;

B1, B2, B3...Bn — CroumocTs nipoueaypsl oieHkH kadectBa ¢ yuerom HJIC 3a

12 MecsitieB, MPEAIISCTBYIOMMX JaTe MOAaqH 3asBICHUS;

Cl1, C2, C3....Cn — konuuectBo enuuuil UMH (mumacteips, mmpui, naker, Tyo0a,

Ha0Op, KOMIUIEKT, MaHelb, KacCeTa, KapTPUIK U JIp).
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Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE Tlara ckaunpams 08.04.2026

[Ipunoxenue 40
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

IlepeyeHb TOKYMEHTOB, HEOOXOAUMBIX JJIsl PErUCTPALMN, BHECEHUS] M3MEHEHUS B
LHeHYy IPOU3BOAMTE/ISA MEAUIUMHCKOI0 U3/1e/INs VISl AUATHOCTHKHN BHE KMBOI0
opranu3ma (in vitro), npoussogumbie Ha Teppuropuu Pecnyoiukn Kazaxcran B
pPaMKax J10JIFOCPOYHBIX JOr0BOPOB MMOCTABKH, 3aK/JII0YeHHbIX ¢ EAUHbIM

AUCTPUOBIOTOPOM
Ne HaumMenoBanune nokymeHTa ®dopma
I PeI0CTaB-
/m JICHUS
1 Hubpopmanus ¢ moATBepKIAIOIIMY JOKyMEHTaMH (KOHTPAKT, HHBOWC) o ieHax MU (in vitro) peanusyeMslX B Apy- Hotapuans-
THX CTpaHax 3a 12 MecsIla MpeIIecTBYIOMUX AaTe MoJauy 3asBICHNS Ha PETUCTPAINIo, BHeCeHHe H3MeHeHns MU HO-3aBEpEH-
(in vitro) (HOTapuaIbHO 3aBEpPEHHAsT KOITHSI). Hasi KOMHs

B cityuae oTcyTcTBUS peanu3aluu B APYTUX CTpaHax, yCIyronoly4daTenb HOATBEPKIAET OTCYTCTBUE peaau3aliuy Ha
(bUpMEHHOM OJIaHKe YCIIyTronoyyarTess, 3aBepeHHOM MOAMKUCHIO YIOJIHOMOUEHHOTO JIMLA YCIIyTOIoIydaTes;

2 IIpaiic 0TeueCcTBEHHOTO MPOU3BOUTEIIS OpHTHHAT

3 Kommepueckoe npemnoxkenne (npunoxenue 10) OpHUTHHAI

4 Konust ipe/ipIyIero 3akIr0YeH s aHaIu3a IeH ¢ TEXHUYECKOH crienudukanne (Ipu HaTuaum) KOTHSI

5 WudopmManusi 0Te4eCTBEHHOTO MPOU3BOAUTENS O (JaKTHUESCKH OHECEHHBIX 3aTpaTax AJIs ONpe/esieHus LeHbI (IPHJIO- | OpUTHHAI
xenue 13)

6 JlosIrocpoYHBIil OrOBOp MOCTABKH, 3aKIIIOUCHHBIH ¢ EMHBIM TUCTPHOBIOTOPOM KOMUsI

[Tpumeuanwue: [Ipaiic-TuCT 1 KOMMEPUECKOE MPETIOKEHHE 0(DOPMIISIFOTCS B
pa3pese KOMIUIEKTYIOIIMX B COOTBETCTBUU C PETUCTPALIMOHHBIM YJIOCTOBEPEHUEM U
MOAMMUCHIBAETCS MEPBHIM PYKOBOJUTENIEM MPOU3BOIUTENS U CKPEIUIAETCS NeYaThio (Mpu
HaJIMYUHN).
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P K
ecryOinky KazaxcraH B 3JIGKTPOHHOM BHUJIE Tlara ckaunpams 08.04.2026

[Ipunoxenue 41
K IIpaBUjIaM PErUCTPALUU
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

(HauMeHOBaHUE TOCYIaPCTBEHHOM
AKCHEPTHOM OpraHu3alnm)

Nudopmanus ore4ecTBEHHOTr0 MPOU3BOAUTENA 0 PAKTHYECKH ITOHECEHHBIX
3aTparax AJs onpeaeaeHus HeHbI

MeaumnuHcKoe u3enue s JMarHOCTUKHA BHE )KUBOTO OpraHu3ma (in vitro),
IpOU3BOAMMBIE Ha TeppuTopun PecryOonuku Kazaxcran B paMkax JOJITOCPOYHBIX
JIOTOBOPOB MOCTABKH, 3aKIIOUYEHHBIX C ENMHBIM TUCTPpUOBIOTOPOM

(HauMeHOBaHUE MEAMIIMHCKOTO U3JIEIUS I JUArHOCTUKHU BHE )KMBOTO
opranusma (in vitro), mpou3BoguMble Ha Tepputopun Pecnybnuku Kazaxcran B pamkax
JOJTOCPOYHBIX JOTOBOPOB IMOCTABKH, 3aKIIOYEHHBIX ¢ EAMHBIM TUCTPHOBIOTOPOM)

Howmep peructpanmonnoro yaocroepenuss PK-MI- ~ No (mpu
HaJIMYUH )

Knacc 6e3onmacHocT

Ne HaumenoBanue pacxozoB CTOHMMOCTb,
TEHTe

—_—

3aKyIKa ChIpbs M (MJIN) KOMIUIEKTYIOIINX

JIOTUCTHKA CBIPpbs U (I/IJ'IH) KOMIUICKTYIOIUX

CTpaxOBaHUEC, TAMOKCHHBIC IJIATECIKHU U TAMOKCHHOE 0(1)0pMJ'[eHI/I€ CbIpbs U (I/IJ'[I/I) KOMIUICKTYIOIUX

MIPOEKTHPOBKA

pa3paboTka

U3aiH

TpaHC(ep TEXHOIOTHH

KOHTPAKTHOE IIPOU3BOACTBO

Ol |||~ |WwW]N

TIaTCHTUPOBaHUC
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PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

I[aTa CKaYnuBaHUA

12.03.2026
08.04.2026
12.03.2026
08.04.2026

10 | mokymnka IpOM3BOJICTBEHHOTO 00OPYIOBAHUS

11 | oOyueHue nepcoHaja Ha MPOU3BOACTBEHHBIX IUIOIIAKAX 32 PyOSIKOM

12 | BHeOpeHME MEXIYHAPOAHBIX CTAHAAPTOB Ka4ecTBa

13 | momyuenue ceprudukaTa 0 IPOUCXOKISHUN TOBAPA

14 | nomy4eHue uHIycTpUaigbHOro ceprudukara HanponansHas nanarta npeanpunumateneit Pecryonuku Kasaxcran

15 | maboparopHbie ucnbITaHus

16 | TexHmueckue ucmbITAaHUSA

17 | wIMHUYECKHE WCIIBITaHUS

18 | mabopaTopHO-KIMHUYECKHE UCTIBITAHUS

19 | oskcmepTu3a B HENSAX TOCYJAPCTBEHHON PETUCTPAINH, IEPEPErHCTPALMU U BHECCHUH N3MEHEHUH B PETUCTPAIIOH-
HOE JI0Che

20 | oreHka kauecTBa

21 | cucTeMa MOHUTOPHHIa 0€30MacHOCTH, KayecTBa U 3P (HEKTHBHOCTH MEANIIMHCKUX W3ACIUH

22 | comepxaHHe NepcoHaIa

23 | pa3paboTka u BHeIpeHHE IPOrPAMMHOTO 00ecTIeueHH s

24 | tpancnoptHbIe pacxosl o gqoctaBke MU (in vitro) 10 3aka3umnka

25 | cepBucHoe obOcmyxuBaHue 37 MecsIEeB

Uroro cymma:

HacTosiumium rapanTupyto U NOATBEPKIAI0 JOCTOBEPHOCTh, MOJHOTY U

COACPIKAHUC ITPCAOCTABJICHHBIX JOKYMCHTOB U MaTCPHAJIOB.

PykoBoaurenn

(moarnuce) OHO (1pu ero HaNUUUN)

*CBCI[GHI/I}I O PEruCTpaiuOHHOM YIOCTOBCPCHUH, 3AIIOJIHATOTCA

YCIIyTOIOIYYaTeNIeM MPU €ro HaJTu4uu
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PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKAUMBAHUS 08.04.2026

[Ipunoxenue 42
K IIpaBUjIaM PErUCTPALUU
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

Jlocke JIeKkapCTBEHHOTO CPEACTBA AJIsl BKIIOUECHUS B Ka3axCTaHCKUI HAIIMOHAIbHBIN
JIEKapCTBEHHBIN (GOpMYyIISIp

1. Uudopmarus o nekapcrBeHHOMY cpenctBy (JIC):
1) ToproBoe HanmeHnoBanue JIC;
2) MEXIYHApOAHOE HEMATEHTOBAHHOE HAMMEHOBAHMUE;

3) cocraB JIC (meicTByIOIINE U BCIIOMOTATENIbHBIE BEMIECTBA), TPEAJIAraeMOro
JUTSl BKJTFOUEHUS,

4) nekapcTBeHHas ¢opma U J03UPOBKA, KOHIICHTPAITHUS;

5) cBenenus o peructpanuu 3assieHHoro JIC B Pecniyonuku Kazaxcran;
6) papmakonoruueckoe neictaue JIC;

7) dapmakonoruueckas rpymnmna JIC u ATX kox;

8) I[MOKa3aHuA K IPUMCHCHHUIO COTJIACHO MHCTPYKIUHU 110 IIPUMCHCHHUTO
JICKapCTBCHHOI'O CPpCACTBA,

9) croco6 npuMeHeHus.
2. CeneHust:

O PETHCTPALMOHHOM cTaTyce 3asaBiaeHHOro JIC mo nokasaHusiM, yKa3aHHBIM B
3asBiieHuH U J1ocke B cTpanax ICH u OOCP (3apeructprpoBaH no HalMOHAIBHOM
npoueaype komnereHTHeIM opranom CIHIA, [IBelnapuu, Anonnu, ABcTpanuy,
Kanaznet u ip. ctpan OOCP unu 3aperucTpupoBaH 1o HEeHTPaTu30BaHHON MpoLeaype
KOMIIeTeHTHBIM opranoM EBporetickoro Coro3za);

o npoxosxaenus 3assieHHbIM JIC nponeaypsl nepexkBanudukanuu BO3 u ero
BKJIFOUCHHE B nepedeHb BO3 mpekBanmnUIMpoBaHHbBIX JIEKAPCTBEHHBIX CPECTB,
npeIHa3HaYeHHBIX 17151 00prOBI ¢ BUY, TyOGepkyne3oM, renaTuToM U JPyTUMU
00Ee3HSAMHU.
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PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

12.03.2026
08.04.2026
12.03.2026
08.04.2026

3. CBCI[GHI/IH O KIIMHHUYCCKUX UCCICA0OBAaHUAX BBICOKOI'O METOAOJIOTHYCCKOI'O

Ka49CCTBA B Ka3aXCTAHCKHUX U MCKAYHAPOAHBIX IIPU3HAHHBIX UCTOYHHUKAX!

1) mo knuHUYEeCKO 3(PPEKTUBHOCTH 1O 3aPETUCTPUPOBAHHBIM MTOKA3AHUSIM K

IPUMEHEHUIO:

onucaHue oToopa nMyOauKaluii, coaepx amux qaHueie no 3gpdexrusHoctu JIC;

onucaHue U 0000IIeHNE Pe3yIbTATOB U3 OTOOPAHHBIX PEEBAHTHBIX
myOuKanmii, cogepxkaux qaHasie mo 3¢ dexrusaoctu JIC;

CIIUCOK M CCBHUIKM Ha PEJICBAHTHBIC MyOIUKAINH, COACPIKAIINX JAaHHBIC IT0
s dextuBnoctu JIC;

MaTepHalibl (CTaTbU, PE3IOME, U3 HAYYHBIX U METUIIMHCKUX ITyOIUKAIIHiL),

noareepxkaatonue 3pdpekTuBHOCTh JIC Ha s3bIKE OpUTHHANA B BUAE MOJTHBIX TEKCTOB, C

IMPUIOKCHHUCM IICPCBOAA HAa Ka3aXCKOM HIJIN PYCCKOM A3BIKC,

2) o 6€30MacHOCTH M0 3aPETUCTPUPOBAHHBIM MTOKA3AHUSAM K TPUMEHEHUIO:

omHcaHue 0TOOpa MyOIuKaIuiA, CoJepkKaIux JaHHbIe 110 6e3omacHocTu JIC;

OTHMCaHKe U 0000ITICHUE Pe3yIbTATOB U3 OTOOPAHHBIX PEJIEBAHTHBIX
myOHMKaIi, comepikanmx qaHHble 1o 6e3omacHocTr JIC;

CITUCOK M CCBIJIKH Ha PEJICBAHTHBIC MyOJUKAIIMH, COACPIKAIINX JaHHBIC 11O
oe3onacuoctu JIC;

MaTepualbl (CTaTb, Pe3IOMe, U3 HAYYHBIX U MEAUIIMHCKUX MyOIuKaIuii),

IMOATBCPKIAOIIUC 0e3omnacHocth JIC Ha g3bIKe OpurnHaja B BUAC ITIOJHBIX TCKCTOB, C

IMPHUIIOKCHUCEM IIEPCBOAA HAa Ka3aXCKOM HJIM PYCCKOM A3bIKE.

4. Ceenenust o Hanmmuuu 3asBiieHHOro JIC o 3aperucTpupOBaHHBIM MTOKA3aHUM,

B CITUCKaX U (GOpMyJIspax:

B CIIMCKE OCHOBHBIX JICKAPCTBEHHBIX CpeACTB BceMupHoi opranuzanuu
3IpaBOOXpaHEHUs (B TOM YHUCIIE JIJIS IETEH);

B bpuTaHckoM HallMOHAIBHOM JIEKAPCTBEHHOM (hOpMyJIsipe (B TOM YHCIIE JUIs

JeTen);

B BO3MeIllaeMbIX criuckax u ¢popmysapax ctpad OOCP.

5. Cenenust 0 Hanuuuu 3asBjaeHHOro JIC Mo 3aperucTpupoBaHHBIM MOKa3aHUSIM,

B KIIMHUYCCKHUX IIPOTOKOJIaX U PYKOBOJACTBAX:



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 12.03.2026

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 08.04.2026

™ ,‘ a ,' ,' }C?Tanogm,lﬁ I;Z)HTpO.TII)HHﬁ 0aHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu 12.03.2026
ecry6nmkn Ka3axcraH B 37IeKTPOHHOM BUJIE Tlata ckaumBanms 08.04.2026

HaJIM4Me B KIMHUYECKUX MpoTokoaax Pecnyonuku Kazaxcras;

HaJINYUE B KIIMHUYECKUX PYKOBOJCTBAX, IPOTOKOJIAaX U KOHCEHCyCaX CTPaH
00CP;

HAJIM4YKE B MEKTyHAPOIHBIX (€BPOIMEHCKIX) KIMHUYECKUX PEKOMEHIAIIMSIX.

6. Ceegenus o Heooxoaumoctu JIC 11st cUCTEMBI 3[paBOOXPaHEHUS B
COOTBETCTBHH C MOKA3aTEISIMHU PACIIPOCTPAHEHHOCTH 00JIe3HU 1 3a00JIeBa€MOCTH
HACEJICHHS TI0 JJAHHBIM O(DUIIMAITBHBIX 3JIEKTPOHHBIX HH(POPMAIIMOHHBIX PECYPCOB U
MH(POPMAITMOHHBIX CUCTEM CO3JIaHHBIM coritacHo moAnmyHKTy 30 crateu 7 Konekca, a
TakKe OMyOJIMKOBAHHBIX CTATUCTUYECKUX COOPHUKOB YIIOJTHOMOUYCHHOTO OpraHa WK

SIMUIACMHUOJIOINICCKHUX HCCJ'IG,Z[OB&HHﬁ.



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray kyHi

e* ‘ a ,' _' DTaJOHHBIH KOHTPOJIbHBIN OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKuuu
PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

12.03.2026
08.04.2026
12.03.2026
08.04.2026

[Ipunoxenue 43
K [IpaBUJIaM PETUCTpaLUU
JIEKapCTBEHHBIX CPEJCTB
Y MEIULUHCKHUX U3JIETUI
10 MPUHIHUITY «ETUHOTO OKHA

3akiouenue IMPOBEPKHA O(l)OpM.]'IeHI/Iﬂ 3a"ABJICHHUA U J0CHE 1J1 BKJIKYCHUA

JIEKAPCTBEHHOT0 cpeacTBa B KazaxcTaHCKMiA HAITMOHAJILHBII JIEKAPCTBEHHBIN

dopmyJisip
1. Uadopmarus o yciayromnoydaTese:
1) HAaNMMCEHOBAHHUEC OpraHu3aluu,

2) ®.1.0. (npy HANMYKUK) OTBETCTBEHHOTO JIMIIA, JOJKHOCTD;

MECTO HAaXO0JIEHUS OpraHu3aluu-yCciayronoiaydaress (FOpuandecKuil ajipec,

(dakTudeckuii agpec);
3) B1IH, GaHKOBCKHE PEKBU3UTHI;
4) Homep tenedoHa u (win) pakca;
5) e-mail.
2. JlaHHbI€ MO 3asBICHHOMY JieKapcTBeHHOMY cpenicTBy (JIC):
1) ToproBoe Haumenosanue JIC;

2) MEXIyHapOAHOE HEMTAaTEHTOBAHHOE HAMMEHOBAHUE;

3) cocras JIC (meicTByOIINE U BCIIOMOTATENIbHBIE BEIIECTBA), TP IaraeMoro

JJIA BKIIFOUCHMUS,

4) nexapcTBeHHas (popma U T03UPOBKA, KOHIICHTPAITUS;

5) cBenenus o perucrpanuu 3asBieHHoro JIC B Pecnyonuke Kazaxcran;

6) dapmakonoruueckoe neicraue JIC;
7) hapmakonornyeckas rpymma JIC u ATX kog;

8) IMOKa3aHus K IPUMCHCHHIO COTJIACHO MHCTPYKIHU 110 IIPUMCHCHUIO
JICKAPpCTBCHHOT'O CPCACTBA,

9) crmoco6 mpruMeHEeHus.



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray kyHi

e; ‘ a ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB JlaTa pesaKiyu
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

12.03.2026
08.04.2026
12.03.2026
08.04.2026

3. 3akiir04eHue Mo pe3ysibTaTaM MPOBEPKH HA MOJHOTY U MPABUILHOCTh
odopmIICHUS TIPEACTaBICHHBIX TOKYMEHTOBR:

1) OLICHKA ITOJHOTEI NPEACTABIICHHBIX JOKYMCHTOB U MAaTCPUAJIOB,

2) OILICHKa O(bOpMJ'IeHI/ISI 3as4ABJICHUA U ITPCACTABIICHHBIX MAaTCPHUAJIOB,

3) olleHKa MpeACTaBIeHUs CBeIeHHUM coryiacHO MyHKTY 202 Hactosmux [IpaBu;

4) COOTBCTCTBHC MCKIY 3ajABJIICHUCM U MaTCpUAJIaMU HA 6YMa}KHOM HOCHTCJIC 1

B 3JICKTPOHHOM BHIC.

4. 3amevaHus



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e; ‘ a .' .' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi 12.03.2026

Cakray KyHi 08.04.2026
Jlata pegakuuu 12.03.2026
JlaTta ckaunBaHMs 08.04.2026

[Ipunoxenue 44

K IPaBUJIaM PETUCTPALUU

JICKAaPCTBCHHBIX CPCIACTB U

MEIUIIMHCKUX U3JICITUN

110 IPUHOMITY «CAWHOI'0 OKHa»

CooTHolIeHrEe YpOBHEH J10Ka3aTeIbHOCTH U Ipajaliuii pekoMeHIalui, pa3paboTaHHbIe

Oxkcdopackum LleHTpom 10Ka3aTeTbHON MEIUITMHBI

YPOBHHU 10Ka3aTEILHOCTH

I'pagauuun pexomeHngauui

CucreMaTuueckuii 0030p, KIMHUYECKUE UCCIISIOBAHUS, OT/IENbHOE KIMHUYECKOE HCCIIeIOBaHHE I

CucreMaTn4ecKkuii 0030p KOrOPTHBIX UCCIIEOBAHUM, WIIH OTJEJIbHOE KOTOPTHOE HCCIICI0OBAHUE I B
HUccnenoBanue Tuna "ciyyaii-kOHTposb" (OTAENBHOE, TM00 CUCTEMATHYECKH 0030p HECKOJIBKUX) I | B
OnucaHue cepuu Ciy4aeB, HU3KOKaueCTBEHHbIE KOTOPTHbIE HCCIEA0BAHUS v [ C
MHeHue KcnepToB 6e3 TOYHOW KPUTHYECKOW OLCHKH \% D

I_HOTJ'IaHI[CKaSI MCKBY30BCKasd CCThb PYKOBOAAIIHNX ITPHUHIIUIIOB. PYKOBOI[CTBO JJIIs

paspabotunkoB. Kpatkoe cripaBounoe pykoBoacTBo. Hosops 2015.




