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KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 27 sHBaps 2021 rona
Ne KP JICM-10. 3apeructpupoBaH B
MuHHCTEpCTBE IOCTULIUH
Pecniy6onuku Kaszaxcran 2 ¢eBpans
2021 roma Ne 22144

00 YTBEPKACHUHU MMPABUJI MPOBECACHUA IKCIICPTU3LI JICKAPCTBCHHBLIX CPEACTB U
MEIUINNHCKHUX I/I3,7leJII/Iﬁ

B cootBerctBUM ¢ myHkTamu 4,10 ctatbu 23 u nmyHkToM 3 ctathu 239 Konekca
PecnyOnuku Kazaxcran ot 7 uronst 2020 roga «O 310pOBbe HApO/ia U CUCTEME
3npaBooxpaHeHus» [IPUKA3BIBAIO:

1. YTBepauTsh:

1) mpaBuia npoBeaEHUS HKCIIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB COINIACHO
NPUWIOKEHHIO | K HacToALIEMY MPUKa3Yy;

2) npaBuja NPOBEJICHUS SKCIIEPTU3bl METUIIMHCKUX U3JIETUI COTIacHO
IIPUWIOKEHUIO 2 K HACTOAILEMY IIPUKA3y.

2. IIpu3Hath yTpaTUBIIMMU CUITy HEKOTOPBIE ITpHUKa3bl MUHHCTEpCTBA
3npaBooxpaHeHus PecnyOnnku KazaxcraH cornacHo NpuiiokeHHo 3 K HaCTOSAILEMY
IpUKa3y.

3. Komurery MeAMIIMHCKOTO U (hapMaleBTUYECKOr0 KOHTPOJsi MuHuCTEpCTBA
3npaBooxpaHeHus PecyOnuku Kazaxcran B yCcTaHOBIEHHOM 3aKOHOIaTEIbCTBOM
Pecny6nnku Kazaxcran nopsinke o0ecneyuTh:

1) rocyaapcTBEHHYIO pErUCTPALIMIO HACTOSILETO MprKa3a B MuHUCTEpCTBE
toctuiuu PecnyOnuku Kazaxcran;

2) pa3MelIeHre HaCTOAIIEeTo MpUKa3a Ha HHTepHEeT-pecypce MuHnCTEpCTBa
3npaBooxpaHeHus: Pecriyonuku Kazaxcran mocie ero ouinuaibsHOTO Oy OIMKOBAHUS;

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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3) B TeueHue AecITH padOUnX JHEU MOCie roCyJapCTBEHHON pErucTpalnu
HACTOsIIIIEeTo NnpuKka3a B MunucrepcTse toctuiinu Pecryonuku Kazaxcran
npeacrasieHne B Opuanueckuil agenapraMeHT MUHUCTEPCTBA 31paBOOXPAHEHNUS
Pecny6nuku Kazaxcran cBeneHuii 00 UCTIOMTHEHUH MEPOIIPUATHH, MPETyCMOTPEHHBIX
NOJAMYHKTaMH 1) ¥ 2) HACTOAIIETrO MyHKTA.

4. KOoHTpob 3a UCIIOJIHEHUEM HACTOSIET0 NPUKa3a BO3JIOKUTh Ha
KypHUPYIOLLEro BUIIe-MUHHUCTPA 3/ipaBooxpaHeHus Pecnyonuku Kazaxcran.

5. Hacrosimuii mpuka3 BBOJUTCS B JEUCTBUE MO UCTEUYECHUU AECATH KAJIICHAAPHBIX
JTHEH TocTie JHs ero MepBoro o(QUIMaIbHOTO Oy OIMKOBAHUS.

Munuctp 3apaBooxpanenusi Pecnyoaukn Kazaxcran A. Hoit

«COI''TACOBAH»

MunucTepcTBO HU(PPOBOTO
pa3BUTHUS, HHHOBALIMA U
23POKOCMHUYECKOI MPOMBINIJIEHHOCTH
Pecnny6imkn Kazaxcran
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[Ipunoxenue 1
K npuka3zy MuHucrtp
31paBOOXPAHEHUS
Pecny6nuku Kazaxcran
ot 27 auBaps 2021 rona
Ne KP JICM-10

IIpaBujia npoBeeHus IKCNEPTHU3BI JIEKAPCTBEHHBIX CPEICTB
I'1asa 1. O0mue moJjIoKeHus

1. HacTosimue npaBuia mpoBeAEHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB (J1a1ee
— [IpaBuia) pazpaboTaHbl B COOTBETCTBHH ¢ MyHKTaMu 4, 10 ctatbu 23 ¥ MMyHKTOM 3
cratbu 239 Koaekca Pecniybnuku Kazaxcran ot 7 urons 2020 roga (nanee — Koaekc),
cratbelt 14 3akona PecnyOnuku Kazaxcran ot 15 anpens 2013 roga «O
rOCYJIapCTBEHHBIX YCIIYTax» U ONPEEsSiOT MOPSI0K MPOBEICHUS IKCIIEPTU3BI
JIEKAPCTBEHHOT'O CPEJICTRA.

2. DKcnepTu3a JeKapCTBEHHBIX CPEJICTB B COOTBETCTBUM C MYHKTOM 2 cTaThu 239
Konekca npoBoautcs rocy1apcTBEHHOM SKCIIEPTHOM opraHu3alueii B cepe
oOpalieHus JIEKapCTBEHHBIX CPEJICTB U MEAULMHCKUX U3/IE€JIUH, OCYLIECTBIISIOIEN
IPOU3BOICTBEHHO-X035MCTBEHHYIO JIEATEILHOCTh B 00JIaCTH 3[PaBOOXPAHEHUS 110
oOecrieyeHuto 0e30MacHOCTH, 3(PPEKTUBHOCTU U Ka4yeCTBA JIEKAPCTBEHHBIX CPEICTB, HA
OCHOBAHUH 3aKJIIOYEHHOT'O C 3asBUTEJIEM JJOTOBOPA HA MPOBEIECHUE SKCIIEPTU3BI
JIEKapCTBEHHOTO CPE/ICTBA.

Oruiata CTOMMOCTH 3KCTIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA OCYIIECTBIISIETCS B
COOTBETCTBHU C MPEUCKYPAHTOM, YCTAHABIMBAEMbIM YIIOJITHOMOYEHHBIM OPraHOM I10
COIJIACOBAHMIO C AaHTHUMOHOIOJIbHBIM OPTaHOM B COOTBETCTBHUU C ITYHKTOM 2 cTaThu 239
Konexca.

3. DkcnepTu3e noanexar npousseaeHHble B Peciyonuke Kazaxcran, a Takxe
BBO3MMBIE Ha €€ TEPPUTOPHUIO JIEKAPCTBEHHBIE CPE/ICTBA.

4, 3KCHepTI/I33 HC IIPOBOAUTCA HA JICKAPCTBCHHLIC CPCACTBA 110 OAHUM
TOPTOBbBIM HAMMCHOBAHUCM, UMCIOIIIUX pa?)J'II/I‘IHI:Jﬁ Ka4€CTBEHHBIM COCTaB aKTUBHBIX
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BEILIECTB. DKCIEPTU3a HA JIEKApCTBEHHbBIE CPECTBA, IPOU3BeACHHBIE B PecmyOnuke
Kazaxcran nyst axcropTa mpoBOJIUTCS IO PELISHUI0 Mpou3BoauTene PecmyOnuku
Kazaxcras.

5. Jlo moiauu 3asiBI€HUS Ha SKCIEPTU3Y 3asBUTEIb IO COOCTBEHHON MHUIIMATUBE
NOJIy4aeT B TOCYJapCTBEHHOM 3KCIEPTHOM OpraHU3aly HayYHbIE U
IPEAPETUCTPALMOHHBIE KOHCYJIBTALMU Ha JOTOBOPHOM OCHOBE MO BOIIPOCAM,
CBSA3aHHBIM C MMPOBEACHUEM SKCIIEPTHU3BI.

6. [Insa mpoBeneHns dKCIepTU3bl JEKAPCTBEHHBIX MPENApaTOB KPOBU U
KOMIIOHEHTOB KPOBHU I'OCY/IapCTBEHHAsI SKCIIEPTHAsI OpraHU3alus IPUBIIEKAET
CHEHUATUCTOB U3 NPO(UIBHBIX OpraHU3ali, OCYIIECTBISIOMMX ACSITEIbHOCTD B
cdepe cirykObl KPOBH.

7. B Hactossmux [IpaBuiax uCMoOAb3yOTCS CIEAYIOMIME TEPMHUHBI U OIIPEACIEHUS:

1) GnoanamoTUYHBIN JIEKApCTBEHHBIN TTpenapat (OrnoaHaaor, OMOmoa00HBIH
JICKapCTBEHHBIN Mpenapat, OnOCHMIIISP) — OMOJIOTUYECKUH JIEKApCTBEHHBIN TIperapar,
KOTOPBIN COMEPIKUT BEPCHIO JISHCTBYIOIMIETO BEIIECTBA, 3apPETUCTPUPOBAHHOTO
OMOJIOTUYECKOTO OPUTHHATBHOTO JIEKAPCTBEHHOTO Mpernapara uin pepepeHTHOro
JIEKApCTBEHHOTO Tpernapara 1 1o KOTOpoMy MpoAEMOHCTPUPOBAHO CXOJICTBO (TToa00ue)
HA OCHOBE CPaBHUTEIBHBIX UCCIICIOBAHMN 110 TTOKA3aTEISIM KaueCcTBa, OMOIOTHIECKON
AKTUBHOCTH, 0€3011aCHOCTH U 3(P(HEKTUBHOCTH;

2) 6MOJOCTYHOCTh — CKOPOCTh U CTENEHb, C KOTOPOI aKTUBHOE BEIIECTBO
BCAChIBAETCS U3 JIEKAPCTBEHHOM (hOPMBI M CTAHOBUTCS JAOCTYITHBIM B MECTE JIEHCTBUS;

3) GuosornyecKuii IeKapCTBEHHBIN NTpenapar — JIEKapCTBEHHBIN MTpenapar,
JEeUCTBYIOIEE BEIECTBO KOTOPOTO POU3BEICHO WU BBIIEICHO U3 ONOJIOTNYECKOro
MCTOYHUKA U JIJISl OTIMCAHMS CBOMCTB M KOHTPOJISI KAYeCTBa KOTOPOT0 HEOOXOIUMO
coueTaHne OMOJOTUYECKUX U (PU3UKO-XUMHUYECKUX METO/I0B aHAJIN3a C OLIEHKOU
IIPOU3BOJICTBEHHOIO IPOLECCa U METOJOB €r0 KOHTPOJIS;

4) GMOTEXHOJIOTMYECKUH JIEKapCTBEHHBIN Mpenapar — JIeKapCTBEHHBIN Mpenapar,
IPOU3BEAECHHBINA MPU TOMOLIY OMOTEXHOJOTMYECKHUX MTPOLIECCOB U TPUMEHEHUS
METOJIOB C UCIOJIb30BAaHNUEM TEXHOJIOTUN PEKOMOMHAHTHOM J1€30KCUPUOOHYKIEMHOBOM
KHUCIIOTBI, KOHTPOJIUPYEMOM SKCIPECCUH I'€HOB, KOAUPYIOIIUX BBIPAOOTKY
OMOJIOTMYECKH aKTUBHBIX OCJIKOB, THOPUIOMHBIX TEXHOJOTHI, MOHOKIOHAJIbHBIX
AHTUTEN UK APYTUX OMOTEXHOJIOTMYECKUX MPOIIECCOB;
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5) 6uodapmaneBTuyeckas cucrema kinaccupukanuu (nanee — bCK) — nayunas
cucTema KiaccuuKaIii akTUBHBIX BEIIECTB HA OCHOBE UX PACTBOPUMOCTHU B cpefax ¢
OTIPEICJICHHBIM MOKa3aTeJIeM KUCIOTHOCTH (1esiouHocTH) (pH) U cTenenn npoHuKaHus
4yepe3 CTCHKY KUIIICUHUKA;

6) 6mosornyeckasi 5KBUBAJIECHTHOCTh (OMOIKBUBAJICHTHOCTh) — OTCYTCTBHE
3HAUYMUMBIX PA3JIMYUi IO CKOPOCTH U CTEIEHHU, C KOTOPHIMU JIEUCTBYIOIIEE BEIIECTBO
WJIM aKTHBHAS YaCTh MOJIEKYJIbI JICMCTBYIOIIETO BelllecTBa (hapMaleBTUYECKUX
AKBUBAJICHTOB WX (hapMaIleBTUUECKUX aTbTEPHATUB CTAHOBSTCS IOCTYITHBIMU B MECTE
CBOETO JICUCTBUS MPU BBEJICHUU B OJITMHAKOBON MOJISIPHOM J103€ B CXOXKUX YCJIOBUSIX B
UCCJIEIOBAHUHU C HAJIJICKAITUM JTU3AITHOM;

7) OpUTHHAIBHBIN JICKAPCTBEHHBIN Mpenapart — JIEKapCTBEHHBIN Npenapar ¢
HOBBIM JICHCTBYIOIIMM BEIIECTBOM, KOTOPBI ObLT MEPBBIM 3apErUCTPUPOBAH U
pa3MelieH Ha MUPOBOM (hapMalleBTUUECKOM PbIHKE, HA OCHOBaHUU JIOChE,
COJIepKAaIlero Pe3yIbTaThl MOJTHBIX JOKIMHUYECKUX (HEKIMHUYECKUX) U KIIMHUYECKHUX
UCCJIeIOBaHUM, TOATBEPKIAIOIIUX €ro 0€30MaCHOCTh, KaueCTBO U 3P(HEKTUBHOCTD;

8) mporeaypa «6noBerBep» — MpoleIypa, B COOTBETCTBUH C KOTOPOH
oTpesieNieHNe SKBUBAJIEHTHOCTH BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO CPEJICTBA
(reHepuKa) IPOBOJUTCS HA OCHOBaHUU OMO(apMalieBTUYECKO CUCTEMbI
KJIaCCHU(PHUKAIIUHN U PE3yIbTaTOB CPAaBHUTENbHBIX UCCIICIOBAHHUI BHE OpraHu3Ma (HH-
BUTPO) C UCIIOJIb30BAaHUEM UCTIBITaHUs «PacTBOopeHue) u npuMeHseTcs JJIsl TBEPIbIX
JIeKapCTBEHHBIX (pOpM HEMeAJIEHHOTO BhICBOOOXKAeHUs (1 1 3 kinacc no
ounodapmMarieBTHUECKOl cucTeMe Kiaccuukaimm);

9) rubpuIHBIN TEeKapCTBEHHBIN TIpenapar — JIEKapCTBEHHBIN ITpernapar, He
NOANaAAOIINN O] ONPEIEIEHHE BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO IIpenapara npu
HEBO3MOKHOCTH MOJATBEPKICHUS €r0 OMOAIKBUBAJICHTHOCTH C MIOMOIIBIO UCCIIE0BaHUMN
OMOJOCTYITHOCTH, a TAKXKE B CITydae, €CJIM B IAaHHOM TIpernapare MpOoU30ILId H3MEHEHUS
JEUCTBYIONIETO BellecTBa (BEIECTB), MOKa3aHUI K MPUMEHEHUIO0, TO3UPOBKH,
JIEKapCTBEHHOM ()OPMBI WIIH ITyTH BBEJICHUS 110 CPABHEHHUIO C OPUTHHAITBHBIM
penapaTom;

10) romeonaTudeckuil JiekapCTBEHHBIN Mpenapar — JIeKapCTBEHHbBIN Mpenapar,
MPOU3BEACHHBIN MO0 TOMEONATUYECKOW TEXHOJIOTHUU C UCTIOI30BAaHUEM
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TOMEOIAaTUYECKOTO ChIPbs B COOTBETCTBUU € TpeOoBaHUsAMH (papmakomneit PecyOnuku
Kazaxcran u (nnu) EBpazuiickoro 3kOHOMUYECKOr0 COK03a UK B CIIy4ae Ux
OTCYTCTBHUS B COOTBETCTBUU C TPEOOBAHUSAMH FOMEONATUYECKHUX (hapMaKoIei;

11) nexapcTBEHHOE CPECTBO — CPEACTBO, MPEACTABIISAIONIEE COOON MITH
coJieprKaliee BEemecTBO MO0 KOMOMHAITUIO BEIIECTB, BCTYNAIOIIEe B KOHTAKT C
OpPraHM3MOM YeJIOBEKa, MpeJHa3HAYCHHOE TSl JISYCHUS, TPODUITAKTUKY 3a00IeBaHUI
YeJIOBEKA WJIM BOCCTAHOBJICHUS, KOPPEKIIMH UM U3MEHEHHSI €T0 (PU3HOTIOTHICCKUX
byHKIMN TOCpeIcTBOM (hapMaKOJIOTHIECKOTO, MMMYHOJIOTHUYECKOTO JTU00
METa0OTUICCKOTO BO3ICHCTBHUS, WU JIJIs JUATHOCTUKH 3a00JI€BaHUN U COCTOSTHUS
YEJI0OBEKa;

12) 3akimouenne o 6€30macHOCTH, kKauecTBe U 3((HEKTUBHOCTH JICKAPCTBEHHOTO
CpeICTBa — JOKYMEHT, COJICP KA pe3yIbTaThl SKCTIEPTU3bI 3asIBJICHHOTO Ha
TOCYJapCTBEHHYIO PETUCTPAIIHIO, TIEPEPETUCTPAIINIO WM BHECCHUE N3MEHEHUH B
PETHCTPALIMOHHOE JIOChE JICKAPCTBEHHOTO CPEJICTBA;

13) HepanroHagbHas KOMOMHAIMS COCTaBa JICKAPCTBEHHBIX CPEJICTB — COCTAB
JIEKapCTBEHHOTO CPEJICTBA, HE COOTBETCTBYIOIIMM MPENoaracMbIM
(dhapMaKoIOTrHIeCKUM CBOMCTBAM U JCHCTBUIO;

14) uHCTpYKIMS IO MEAUIIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOTO CPE/ICTBA
(JIMCTOK-BKJIAJIBINI) — TOKYMEHT, COJAEPKAIUK HH(OPMAIIUIO I TOTpeOUTens u
CONPOBOKIAIOIINH JIEKAPCTBEHHBIN Mpenapar B YIIaKOBKE;

15) HOpMaTUBHBIN JOKYMEHT 110 KaY€CTBY JIEKAPCTBEHHOT'O CPEJCTBA —
JOKYMEHT, YCTaHaBJIUBAIOIIUNA TpeOOBaHUS K KOHTPOJIIO KaUYeCTBa JIEKAPCTBEHHOTO
CPEACTBA B MOCTPETUCTPALMOHHBIN NIEPUOJ HA OCHOBAHUU ITPOBEJEHHON SKCIIEPTU3bI
JIEKapCTBEHHOTO CPEACTBA MPH €0 PETUCTPALIMU U COAEP KA crieupUKaLUIO,
ONMCAHUE AHATUTUYECKUX METOIUK U MCIBITAHUIN JIEKAPCTBEHHOTO CPEICTBA UIIU
CCBUIKM HA TaKUE UCIIBITAHUs, a TAKXKE COOTBETCTBYIOIINE KPUTEPUU TPUEMIIEMOCTH
JUIS TIOKa3aTesen KayecTBa;

16) cranmapTHbie 00pa3Ilbl JIEKAPCTBEHHBIX CYOCTAHIINI 1 UX TTPUMECE —
BEILIECTBA CPABHEHMUSI, KCTIOJIb3yEMBbIE TIPHU MPOBEJACHUHU IKCIIEPTU3bI UCITBITYEMBIX
JIEKApPCTBEHHBIX CPEJICTB;

17) mpon3BoIUTENb JTEKAPCTBEHHBIX CPEJICTB — OPTaHU3AIINS, OCYIECTBRIISIONIAS
JEATENBHOCTD 110 IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB U UMEIOLIAs JINIICH3UIO Ha
MIPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB;
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18) nexapcTBEHHOE PACTUTENBHOE ChIPhE — CBEIKHE WIIM BBICYILIEHHBIE PACTEHUS,
BOJIOPOCITH, TPUOBI WM JIMIIAWHUKA JTUOO X YACTH, 1IeTbHbIC WU U3MEIbUYCHHBIE,
UCIIOJIb3YyEMBbIE ISl TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPECTB;

19) ob1ast xapakTepUCTUKA JIEKAPCTBEHHOI'O CPEJICTBA - IOKYMEHT,
YTBEPXKTAEMbIi YITOJTHOMOYCHHBIM OPTaHOM TIPY TOCYIAPCTBEHHOHN perucTpariu
JIEKapCTBEHHOTO CPEJICTBA, COACPKAIINI HHPOPMALIUIO JI1 MEUIUHCKUX PAOOTHUKOB
0 Oe3omacHoOM U 3G (HEeKTHBHOM MPUMEHEHHUH JIEKAPCTBEHHOTO MIpenapara;

20) nekapCTBEHHBIN IIpenapaT ¢ XOpOIlIO U3YUYEHHBIM MEIUIIMHCKUM
IPUMEHEHUEM — JIEKAPCTBEHHBIN NpenapaT, akTUBHOE BELIECTBO KOTOPOTO XOPOIIO
U3yYEHO B X0J/I€ MEAUIIMHCKOTO MPUMEHEHUs, TIPU ATOM IPU3HAHBI er0 3(PPEeKTUBHOCTD
U puemiieMas CTeneHb 0€30aCHOCTH, MOATBEPHKACHHbIE TOAPOOHBIMU
OonbamorpaMyeCKUMH CChUIKAMU Ha OIyOJIMKOBAaHHBIE JTAHHBIE O
HNOCTPETUCTPALMOHHBIX U (WJIN) MHUIEMUOJIOTUYECKUX UCCIIEIOBAaHUX, U MPOILLTIO HE
meHee 10 et ¢ JaThl IepBOro CUCTEMATUYECKOTO U JOKYMEHTUPOBAHHOTO TPUMEHEHUS
JEHCTBYIOLIETO BEIIECTBA (AEMCTBYIOMIMX BEIECTB) JAHHOTO JIEKAPCTBEHHOIO
npernapara;

21) nexkapcTBeHHbIE TTpenapaThl nepenoBoi tepanuu (nanee — JIINITIT) —
JIEKaPCTBEHHBIE MPEMAPAThl MEAUIIMHCKOTO IMTPUMEHEHHS, SIBJISIOIINECS
JIEKapCTBEHHBIMHU MpeNapaTaMy F€HHOU TEPANUU, TEPAIUU COMATUYECKUMHU KIIETKAMH,
TKaHEWH)KEHEPHBIMU TperapaTaMy WK KOMOMHUPOBAHHbIE MTPETapaThl JJIs Mepe10BOn
Teparnuu;

22) UMMYHOJIOTHYECKHH JIEKAPCTBEHHBIN TIpernapat (MMMyHOOHOJIOTHYECKII
JIEKapCTBEHHBIH Mpernapar) — JIeKapCTBEHHBIN Mpenapar, npeaHa3HauyeHHbIN 715
dbopMupOBaHUs AKTUBHOTO WJIM MACCUBHOTO UMMYHUTETA WIIA IUATHOCTUKU HATUYUS
UMMYHUTETA, W JUATHOCTUKH (BBIPAOOTKH) crieln(ruueckoro npuoopeTeHHOTO
M3MEHEHUS UMMYHOJIOTHYECKOTO OTBETA HA AJNIEPTU3UPYIOIINE BEILIECTBA;

23) muiaH yrpaBieHHUs] pUuCKaMu — MOAPOOHOE ONMCAHUE CUCTEMBI YIIPaBICHUS
pUCKamu;

24) nmeproguYECKHii OOHOBIIIEMBIM OTYET IO O€30IIaCHOCTH — OTUET JePrKaTeIsa
PETHUCTPAIMOHHOTO YI0CTOBEPEHHUS JIEKAPCTBEHHOTO Tpernapara 3a onpeaeIeHHbIN
MEPUO]T BPEMEHH B TEUEHHE MOCTPETUCTPALIMOHHOTO NEPUOAA TPEAOCTABIISIEMBIN JIJTS
OLICHKHU COOTHOIIIEHUS «I10Jb3a — PUCK» JICKAPCTBEHHOTO Mpemnapara;
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25) BoCIpOM3BEAECHHBIN JEKAPCTBEHHBIN NpenapaT (FTeHEepUK) — JIEKAPCTBEHHbBIN
npenapar, KOTOpbId UMEET TaKOM K€ KOJIUYECTBEHHBIN U KAYECTBEHHBIN COCTAB
JEHCTBYIOUIUX BEIIECTB U TY )K€ JIEKAPCTBEHHYIO (POPMY, YTO U OPUTMHAIBHBIHI
JIeKapCTBEHHBIN Mpenapar, 1 OMO3KBUBAIEHTHOCTh KOTOPOTO OPUTHHATBHOMY
JIEKapCTBEHHOMY Tpernapary MOoATBEPKIAETCS COOTBETCTBYIOIIMMHU UCCIIEOBAaHUSIMU
ononoctynHocTH. Paznuunble coin, 3pUpbl, U30MEPhL, CMECU U30MEPOB, KOMIUIEKCHI
VI TIPOU3BOHBIE IEHCTBYIOLIErO BEIIECTBA IPU3HAOTCS OJTHUM U TEM K€
JEHCTBYIOLIUM BEUIECTBOM, €CJIM UX 0€30MacCHOCTh U 3(P(HEKTUBHOCTH CYIIECTBEHHO HE
oTanyaroTcs. Paznuunblie nekapcTBeHHbIE (POPMBI [Tl pUEMa BHYTPh C HEMEJIEHHBIM
BBICBOOOXCHUEM BEIIECTB MPU3HAIOTCS B paMKaxX UCCIAEA0BaHUI OUOAOCTYITHOCTH
OJTHOM U TOM ke JIEKapCTBEHHOH (HOpMOIii;

26) cTpaHbl peruoHa Mex1yHapoJHON KOH(PEPEHIIMH 110 TapMOHU3ALNH
TEXHUYECKUX TPEOOBAHUI K PETUCTpAINH JIEKAPCTBEHHBIX MPEMapaToB s
meauuHckoro npumenenus (ICH) (AitCulitu) — rocynapcTBa, peryisaTOpHbIe OpraHbl
KOTOPBIX BXOASAT B COCTaB yupeauTtesne u noctosHHbix wieHoB ICH (cTpanbl
EBponetickoro corosa, BenukoOpurtanus, Coequnennsie [ltatel AMepuku, SAnoHus,
[setinapus, Kanana) (nanee — ctpansl peruona ICH (AiCudiiy));

2'7) DKCHepTHBIN COBET rOCYIapCTBEHHOM 3KCIEPTHON OpraHU3alMHy (Janee —
DKCIEepTHBIN COBET) — KOJUIETHAJIbHBIN OpraH, CO3/1aBaéMblii B TOCY1apCTBEHHON
AKCIIEPTHOM OpPTraHU3aliy MO0 PACCMOTPEHUIO CIIOPHBIX BOIIPOCOB B PE3yJIbTaTax
HKCHEPTU3bI, OCHOBAHMM (IPUYUH) BBIAAYN OTPUIATEIbHBIX 3aKIIOYSHHI O
0e30MmacHOCTH, KauecTBe U 3P(HEKTUBHOCTH JIEKAPCTBEHHOI'O CPEACTBA WU
MEIMIUHCKOTO U3JIENNS U IPUHATHIO OKOHYATEIHHOTO PEIICHUS;

28) opanHbIi (peKHil) JEKapCTBEHHBIN MpenapaT — JEKapCTBEHHbIN Npenapar,
npeIHa3HAaYeHHBIN IS TUarHOCTUKH, 3TUOMATOT€HETUYECKOTO WU MaTOT€HETUYECKOTO
nedyeHus: oppaHHbIX (peIKUX) 3a00JIeBaHUM, YACTOTa KOTOPHIX HE MPEBBIIIACT
oduImanbHO onpeneaeHHoro ypoBHs B Pecryonuke Kazaxcran;

29) mpou3BOACTBEHHAS TUIOIIAIKA — TEPPUTOPHATBHO 000COOIEHHBIN KOMIUIEKC
MPOU3BOAUTENS TEKAPCTBEHHBIX CPEACTB, MEIUIIMHCKUX U3/CIIUNA, TpeIHa3HAUCHHBIN
JUTS1 BBITIOJIHEHUST BCETO MPOIlecca MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPECTB,
MEIUITMHCKUX U3IEINI UM €ro ONpeIeJICHHBIX CTaIHi;

30) 3asBuUTENDb — pa3padOTUUK, MPOU3BOIUTEND, IEPKATEIb PETUCTPAITMOHHOTO
YAOCTOBEPEHUS WIIM UX JTOBEPEHHOE JIMLIO, YIIOJHOMOYEHHOE MTOaBaTh 3asBIICHUE,
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JOKYMEHTBI 1 MATEPHUAJIbl U BBITIOJIHITH JEUCTBUS, IPEAYCMOTPEHHBIE IOBEPEHHOCTHIO
JIOBEPUTEIIS HA MPOBEACHUE SKCIIEPTU3BI IIPU PETUCTPALUH, IEPEPETUCTPALUHU U
BHECEHNM U3MEHEHUN B PETUCTPALIMOHHOE 10CHhE JIEKAPCTBEHHBIX CPEACTB;

31) paguodapmaneBTUYECKUNA JEKaPCTBEHHBIN NpenapaT — JeKapCTBEHHbIN
penapar, CoAepKalui B TOTOBOM JJIsl IPUMEHEHNS COCTOSSHUM OJIMH UJIA HECKOJIBKO
PaZMOHYKJINJO0B (paZlOaKTUBHBIX U30TOIIOB) B KAU€CTBE ACUCTBYIOLIETO BEIIECTBA WIH
B COCTaBE JACUCTBYIOIIECTO BELICCTBA,;

32) pedepeHTHBI JIeKapCTBEHHBIN MTpenapar — JICKapCTBEHHBIN MTpenapar,
KOTOPBIM UCIOJIB3YETCS B KAUECTBE IIperapaTa CPaBHEHUS U SABIIIETCS YTAJIOHOM, I10
KOTOPOMY OIPENEIAIOTCS (HOPMUPYIOTCSI) CBOMCTBA JIEKAPCTBEHHOIO IIPENapaTa;

33) nagyexariasi IpoU3BOJICTBEHHAs MTPAKTUKA — COCTaBHAsI 4YaCTh CUCTEMBbI
o0OecrieueHus1 KauecTBa, FapaHTUPYIOIIasi IPOU3BOJICTBO U KOHTPOJIb KauecTBa
JIEKapCTBEHHBIX CPEJICTB MO CTaHAapTaM B COOTBETCTBUHM C UX MpETHA3HAYCHUEM U
TpeOOBAHUSAMU PETUCTPALIMOHHOTO J10CHE;

34) perucTpaliOHHOE 10ChE — KOMIUIEKT TOKYMEHTOB U MaTEpPHAJIOB
YCTaHOBJIEHHOI'O COJIEPKaHUs, IPEICTABIISIEMBIN K 3asIBJICHUIO HA YKCIIEPTU3Y;

35) nepxatesb perucTpalMOHHOTO YIOCTOBEPEHUS — IOPUINIECKOE JIULIO,
SABJISIFOIIEECS PE3UACHTOM WU Hepe3uaeHToM PecryOonuku Kazaxcran, Ha ums
KOTOPOT'O BBIAAHO PETHCTPALIMOHHOE YAOCTOBEPEHUE HA JIEKAPCTBEHHBIN ITpenapar;

36) BHECEHUE U3MEHEHUM B PErUCTPALIMOHHOE JOChE — U3MEHEHH S, BHOCUMBIE
3asIBUTEJIEM B PETUCTPALIMOHHOE JOChE B TEUEHHUE JICUCTBUS PErUCTPALIMOHHOTO
YAOCTOBEPEHMUSI, HE BIUSAIONIUE OTPUIIATENIHHO Ha 0€30MaCHOCTh, KAUeCTBO U
3¢ (HEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA U TOJIJICKAIIINE IKCIIEPTU3E B COOTBETCTBUU
¢ HactosuMu 1IpaBunamuy;

37) dapmaneBTruyeckas cyocTanius (akTuBHas (papMalieBTHUecKas CyOCTaHIus)
— JIEKapCTBEHHOE CPEACTBO, MPEAHAZHAYEHHOE JJIsl IPOU3BOJICTBA U U3TOTOBIICHHUS
JIEKapCTBEHHBIX IIPENapaToB;

38) nccienoBaHue SKBUBAJIEHTHOCTH — MCCIIEI0BAHUE, KOTOPOE OIpEEsieT
SKBUBAJIEHTHOCTb MEK/y T€HEPUKOM U OPUTHHAIIbHBIM (pe(epeHTHBIM)
JIEKapCTBEHHBIM CPEJICTBOM IIPH MCIOJIb30BAHUH UCCIEA0BAHUI UH-BUBO (BHYTPHU
opraHusma) u (Win) UH-BUTPO (BHE OpraHU3Ma);
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39) nexapcTBEHHBIN paCTUTENBHBIN Npenapar — JI€KapCTBEHHBII Ipenapar,
COJICp KAl B KAY€CTBE aKTUBHBIX KOMIIOHEHTOB UCKIFOUUTEILHO JICKAPCTBEHHOE
pacTUTENbHOE ChIPhE U (WJIK) MpenapaThl Ha €ro OCHOBE;

40) mo3upoBKa — KOJIMYECTBO (COJepKaHuE) AEHCTBYIONIETO BEIIECTBA B €IUHUIIC
JICKapCTBEHHOH (POPMBI, a TAK)KE B €IMHUIIC MACCHI WJIH 00beMa JIEKApCTBEHHOTO
npenapara, 3HauuMOoe JIJIsl TPaBUIILHOM HICHTU(DHUKAITNN U IPUMCHEHUS
JIEKapCTBEHHOTO TIperapara.

41) ynmoaTHOMOYEHHBIN OpTaH B 00JIaCTH 3/paBOOXpaHEHUs (j1anee —
YIOJHOMOYEHHBIN OpraH) — HeHTPaJbHbIN UCTIOJHUTENbHBIA OpraH, OCYIIECTBIISIONIUN
PYKOBOJICTBO U MEXOTPACJIEBYIO0 KOOPIAUHALIMIO B 00JIACTH OXPaHbl 3J0POBbs FPAKIAH
Pecny6nuku Kazaxcran, MequiimHcKon U (hapMaleBTUYeCKON HAyKu, MEAUIIMHCKOTO U
dhapMaleBTHYECKOro 00pa3oBaHusl, CAHUTAPHO-AITUIEMUOIOTUUECKOTO OJIaronoayuus
HaceJIeHus!, O0paleHHsl IEKAPCTBEHHBIX CPEAICTB U MEAULIMHCKUX U3/, KauecTBa
OKa3aHMsI MEIUIIMHCKUX YCIYT (TIOMOIIN);

42) rocy1apCcTBEHHBIN opraH B cpepe oOpalieHus JeKapCTBEHHBIX CPEJICTB U
MEJMIIMHCKUX U3JENUi (J1ajee — roCy1apCTBEHHBIN OpraH) — roCyAapCTBEHHBIN OpraH,
OCYIIIECTRIISIONIUM PYKOBOJICTBO B chepe oOpaleHus JIeKapCTBEHHBIX CPEICTB U
MEJUIMHCKUX U3JIeNIUM, KOHTPOJIb 32 00palieHueM JIEKapCTBEHHBIX CPEJICTB U
MEIUIMHCKNUX U3CIUM;

43) rocyrapCcTBEHHAsI SKCIIEPTHAS OpraHu3aIus B cepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB M MEIUITMHCKUX U3/ICTHU ([aee — SKCIIepTHAsI OpraHu3aIus)
— CyOBEKT rocyAapCTBEHHOW MOHOIIOJINH, OCYIIECTBIISIONINIA TPOU3BOICTBEHHO-
XO3SIUCTBEHHYIO JIEATEIBHOCTD B 00JIACTH 3/IpAaBOOXPAHEHUS 1O 00ECIICYSHHIO
0e3omacHOCTH, 3P(HEKTUBHOCTH M KaUEeCTBA JIEKAPCTBEHHBIX CPEJICTB U METUIIMHCKHUX
U3JICIIAN.

I'naBa 2. Ilopsigok npeaocTaBjaeHUsi PErHCTPALIMOHHOTO A0Che 1JIsl IPOBeIeHMSI
IKCIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB

8. i mpoBeaeHus 3KCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA U MTOTYyUYECHUS
rocyJapCcTBeHHOM ycinyTu «Briaya 3akimtoueHus 0 6€30macHOCTH, KaueCTBE U
3 PEKTUBHOCTHU JEKAPCTBEHHBIX CPEJICTB U MEAUITUMHCKUX U3ETUN» (J1anee —
rocyJapCTBeHHAs yCIyTra) 3assBUTENb yepe3 HHHOPMAITMOHHYIO CUCTEMY
rocyzapctBeHHou skcneptHon opranuszamnuu PI'TI va [1XB «HanuonanbHbIN HEHTP
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JKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3aenuin» Komurera
MEUITMHCKOTO U (hapMaleBTUYECKOro KOHTPOJIS TOBApOB U yciuyr M3 (manee —
uH(OPMAIIMOHHASI CUCTEMA) WJIU MOPTaN «3JIEKTPOHHOTO MPaBUTENBCTBAY (Jajee -
1opTai) NPeAOCTABIIAET CAEAYIOIINE JOKYMEHThI U MaTepHAJIbL:

1) 3asiBIIeHHE Ha IPOBEACHUE IKCIIEPTU3BI JIEKAPCTBEHHOTO CPE/ICTBA (J1aliee —
3asiBJICHHUE) B 3JIEKTPOHHOM BHJIE 110 (POpPME COTIIACHO MPUIIOKEHUIO | K HACTOSALIUM
[IpaBunawm;

2) perucTpalMoOHHOE JOChE B JIEKTPOHHOM BHUJE B popMare
MEXIUTAaTQOPMEHHOTO AEKTPOHHOTO AokyMeHTa (pdf dhopmar):

MepeyYeHb JOKYMEHTOB, MPEIOCTABIIEMbIX ISl SKCIIEPTU3bI IPOU3BOAUTENSIMU
Pecnybnuku Kazaxcran o ¢opme corjiacHO MpUIIOKEHUIO 2 K HacTosmuM [IpaBunam;

NepeveHb TOKYMEHTOB, MpeoCcTaBiIsieMbIX B (hopmaTe OOILIEro TEXHUYECKOTO
JOKYMEHTA, 10 (popMe COTJIaCHO MPHIIOKEHUIO 3 K HacTosAumM [IpaBuiam;

3) cBeAeHUs, MOATBEPKAAIOIIME OIUIaTy 3asBUTEIEM HA PACUETHBIN cueT
rOCYJIapCTBEHHOM SKCIIEPTHON OpraHu3allii CYMMBI ISl TPOBEACHUS SKCIIEPTHU3HI;

4) 00pa3Iibl ICKAPCTBEHHBIX CPEACTB, CTAHIAPTHBIC 00Pa3Ibl XUMUICCKUX
BEIIECTB, CTAaHAAPTHBIC 00PA3Ibl OMOJIOTHIYECKUX MPENapaToB, TECT-IITAMMBI
MHUKPOOPTaHU3MOB, KYJIBTYPHI KJIETOK, B KOJIMYECTBAX, JIOCTATOYHBIX JUIS TPEXKPATHBIX
71a00paTOPHBIX UCIIBITAHUHN C OCTATOYHBIM CPOKOM TOJTHOCTH HE MEHEe 9 (JIeBSITH)
MECSIIEB (32 HCKITIOYCHUEM CITy4aeB, HE TPEOYIOMMX MTPOBEICHUS Ta00PATOPHBIX
UCIIBITAHHH ), @ TAK)KEe CICIU(UUSCKHE PEareHThl, PaCXOHbIC MaTEPHAIbI,
IpUMEHSEMBIC IPY TTPOBEICHUH JTAOOPATOPHBIX UCIIBITAHUH JICKAPCTBEHHBIX CPEJICTB
3asBUTEIIb MPEJIOCTABIIACT B TeUeHHUE 5 (ISITH) pabovyuX JTHEH ¢ MOMEHTA 0 1a9H
3asBJICHUS HApPOYHO I10 aKTy mpuemMa-tiepeaadn B LleHTp oOcmyxuBaHUs 3assBUTEIICH
rocyJIapCTBEHHOM 3KcIiepTHOM opranu3zanuu (naiee - [103).

OO0pas31ibl IeKapCTBEHHBIX CPEACTB, COJIEPIKAINe HAPKOTUUECKUE CPE/ICTBA,
NICUXOTPOITHBIE BEUIECTBA U MIPEKYPCOPHI, a TAKKE TPEOYIOIIHE 0COOBIX YCIOBHM
XpaHeHHUs (TeMIIepaTypPHBIN PEKUM, BIAXKHOCTb) MIPEIOCTABISAIOTCS 3asBUTEIIEM 110
aKTy IpHUeMa-repeaud HeTOCPEACTBEHHO B UCTIHITATENIHHYIO JIA0OPaTOPHIO.

IIepedensp npeocTaBIseMbIX MATEPUAIIOB PETUCTPALMOHHOTO JOCHE B
3aBHCUMOCTH OT BH/JIA JIEKAPCTBEHHOI'O CPEACTBA COOTBETCTBYET MPUIIOKEHUIO 4
Hactosiux [IpaBun.
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9. IIpy BO3HUKHOBEHHUH YPE3BBIYANHBIX CUTYAlU IPUPOAHOTO WU
TEXHOT'€HHOI'0 XapaKTepa, OpraHnu3aluy U MPOBEICHUHU CAaHUTAPHO-
IPOTUBOAMUIAEMUYECKUX U CAHUTAPHO-NPOPUIAKTUYECKUX MEPOIIPUSATUN U CBA3AHHBIX
C HUMH OI'PAHUYUTENBHBIX MEPOIIPUATHM, B TOM YHCIIE KapaHTUH, IIPU IIO1a4e
3asBJICHUSI HA DKCIIEPTU3Y MPU PETUCTPALUU, IEPEPETUCTPALIUU U BHECEHUU
WU3MEHEHNN B PETUCTPALIMOHHOE TOCHE 3asIBUTEIIb NPEIOCTABIIIET B COCTABE
PErMCTPALOHHOTO 10ChE TAPAHTUHHOE TUCHMO O IIPENOCTABIECHUH JOKYMEHTOB,
TpeOYIOLINX HOTApUAIbHOTO 3aBEPEHUS WM ANIOCTUIMPOBAHHUS, 1O 3aBEPIICHMS 3Tara
CIIELMAIM3UPOBAHHOM HKCIEPTU3BIL. B ciydae He NpeIoCTaBICHNs 3aBEPEHHBIX WU
anoCTWJIMPOBAaHHBIX JOKYMEHTOB, SKCIIEPTHBIE paOO0ThI MPEKPAIAIOTCS.

10. Ha skcniepTusy pazinyHbIX JIEKAPCTBEHHBIX (hOPM OJTHOTO M TOTO JKE
JIEKApCTBEHHOTO Tpernapara 3asiBUTEIIb MPEICTABIISIET 3aBICHUS U PETUCTPAI[MOHHBIC
JI0ChE Ha KaXIyI0 JIeKapcTBEeHHYI0 (popmy. [Ipu ycrmoBun o1HOBpEMEHHOM Mo1auu Ha
AKCIIEPTHU3Y JIEKAPCTBEHHOT'O IpenapaTa B OJHON JI€KapCTBEHHOM opMe, C pa3IMuHON
JI03UPOBKOM, KOHIIEHTpaIiel, 00beMOM 3aIlOTHEHHS 3aSBUTEIb MIPEACTABIISIET OTHO
3asBJICHUE U PETUCTPAIMOHHOE JOChE C MPUIOKEHUEM MAKETOB YITAKOBOK M 3TUKETOK
Ha KXY TO3UPOBKY, KOHIIEHTPAIINIO, 00BEM 3aIOTHEHUS M KOJIMYECTBO /103 B
yIaKOBKe, a TAK)K€ HOPMATUBHOTO JIOKYMEHTA 0 Ka4eCTBY B CIIy4ae paziudus B
METOJMKAaX KOHTPOJIS.

11. B ciiyyae npeaocTaBieHus: BOCIIPOU3BEIEHHOT0, OMOaHATIOTHYHOTO
JIEKapCTBEHHOTO TIpernapara OTeUeCTBEHHBIM MTPOU3BOAUTENIEM Ha HKCIIEPTU3Y 0€3
JTAHHBIX MCCJICIOBAaHUN SKBUBAJICHTHOCTH, B TOM YHCJIC HAXO/ISIINXCS Ha dTare
AKCHEPTU3bI, 3aIBUTEIb B PETUCTPALIMOHHOM JOChE MPEAOCTABIISET:

1) pa3pernienrie Ha MPOBEACHUE KIMHUYECKOr0 UCCIIETOBAHUS U (MIJIM) UCTIBITAHUS
(apMaKOJIOTHUYECKHX U JIEKAPCTBEHHBIX CPEACTB, BHIIAHHOE YIIOJIHOMOYEHHBIM
OpraHoM;

2) Komnusl yBeIoMJIeHHs (MPOU3BOJIbHAS (hopMa) O Hauaje KIMHUYECKOTO
UcclieIoBaHUs (PapMaKOIOTHYECKUX U JIE€KAPCTBEHHBIX CPEJICTB.

12. Tlpu sxcniepTuse ophaHHbIX JTEKAPCTBEHHBIX MPENapaToB 3asBUTEITH
IPEIOCTaBISET MPOrPaMMy UCCIIEI0BAHUM, PE3YIbTATHl KOTOPHIX OyAyT SBISATHCSA
OCHOBAHMEM JIJIsl IEPEOLIEHKU COOTHOIIEHHUS «I10JIb3a-PUCK», C COOII0IEHUEM
IPUMEHEHUS JICKaPCTBEHHOTO MpernapaTa MmoJi CTPOruM HaOJII0ICHUEM Bpada U
HEMEIJIEHHBIM MPEIOCTaBICHUEM KapT-COOOIIEHUN O HeXeIaTeIbHbIX PEeaKIusX,
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CEPbE3HBIX HEXKENATEIbHBIX PEAKIHAX U 00 OTCYTCTBUH 3(PPEKTUBHOCTH
JIEKapCTBEHHOTO IIPENapara B COOTBETCTBUU C MOPSAKOM YCTAaHOBIEHHBIM ITyHKTOM 3
crateu 261 Konekca.

13. IlepeueHb OCHOBHBIX TpeOOBaHUI K OKa3aHUIO TOCYJaPCTBEHHOM YCIyTH,
BKJIIOYAIOIINI XapaKTepUCTHKH Mpoliecca, (GopMy, coAepKaHUE U Pe3yIbTaT OKa3aHUs,
a TaK)Ke UHBIE CBEJICHUS C yUETOM OCOOEHHOCTEN IPE0CTaBIEHUS ITOCYJapCTBEHHOM
yciyru npusesieH B CTaHaapTe rocy1apCTBEHHOM YCIIyTM COTJIAaCHO PWJIOKEHHUIO 5 K
HacrosimuM [IpaBunam (manee — Cranaapr).

14. TlonTBepkaeHUEM MPUHSTHS TOKYMEHTOB Yepe3 HHPOPMAIIMOHHYIO CUCTEMY
SABJISIETCSI OTOOpAXKEHUE B «JIMYHOM KaOMHETE)» 3asiBUTENS CTaTyca O MPUHATHUH 3apoca
JUISL OKa3aHUS TOCYJAPCTBEHHOU YCITYTH.

B cnydasx momaum 3asBUTENEM JOKYMEHTOB Yepe3 MOPTAI B «JIMYHOM KaOWHETE
0TOOpaXkaeTcs CTaTyc O MPUHATHH 3aIipoca JJIsl OKa3aHUs roCyJapCTBEHHOM YCIYTH C
yKa3aHUEM JIaThl U MECTAa MOJYyUYECHUS PE3yIbTaTa rocy/IapCTBEHHON YCIyTH.

CBeneHus 0 JOKyMEHTE, YA0CTOBEPSIONIEM JUYHOCTh, O TOCYIapCTBEHHOM
peructpanuu (IepeperucTpaiyy) PUIAIECKOTO JIUIA, CBUIETEIHCTBA O
roCyJIapCTBEHHOM pEeTrUCTpaliy 3asBUTENS B KAUECTBE WHIUBUAYAJIBHOTO
peANPUHUMATEIS, COJEPIKANUECS B TOCYJaPCTBEHHBIX NH(OPMAIIMOHHBIX CHCTEMAX,
roCcyJIapCTBEHHAs SKCIEPTHAS OPraHU3alrs MOJYy4YaeT U3 COOTBETCTBYIOIIUX
roCyJIapCTBEHHBIX HHPOPMAITMOHHBIX CUCTEM Yepe3 I3 «IJIEKTPOHHOTO
IIPaBUTEIIbCTBAY.

15. 3asBrieHHE U TOKYMEHTHI, PEyCMOTPEHHBIE MYHKTOM § HacTosumx [IpaBun
OCPEACTBOM MH(GOPMAILIMOHHON CUCTEMBI MOCTYNatoT Ha oOpadoTky B L1O3.

VYnonnomouenusiit padbotHuk L{O3 nocpenctsoM nHGOpMAIIMOHHON CUCTEMBI
pacrpenenser NOCTyUBIINE 3asBJICHUS] OTBETCTBEHHOMY MCIIOJIHUTEINIO. B ciydae
MOCTYIUICHUS 3asBJICHUS MI0CJIE€ OKOHYAaHUs pabouero BpEMEHH, B BHIXOJAHbIE U
pa3gHUYHbIE JHU COIVIACHO TPYJAOBOMY 3aKoHOaTenbCTBY PecnyOnuku Kazaxcran,
IpUEM 3asIBJICHUS OCYIIECTBISETCS CAEAYIOIUM pabOuuM JTHEM.

OtBercTBeHHbIN UcnionHuTenb [{O3 nmocne mpueMa T0KyMEHTOB,
PEAYCMOTPEHHBIX TyHKTOM 8 HacTosiux [IpaBui B TeueHue oHOTO paboyero JHs:

1) ocylecTBIsI€T pErUCTPAIUIO 3asiBICHUS B UH(HOPMAIIMIOHHON CUCTEME;
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2) pa3memiaet nHGOPMAIINIO HAa OPUITHATHFHOM CaliTe TOCYAapCTBEHHON
AKCIIEPTHOM OpPTaHMU3AIUH O IMOJAaHHBIX Ha SKCIIEPTH3Y JICKAPCTBEHHBIX CPEICTBAX
(TOproBO€ HAMMEHOBAHUE, MEXTYHAPOTHOEC HETIATCHTOBAHHOE HANMEHOBAHUE,
JeKapcTBeHHas (hopMa, TO3UPOBKA, KOHIICHTPAIIHSI, OpPTraHU3aIUSI-TIPOU3BOIUTEb,
CTpaHa);

3) mpoBepseT OCTATOYHBIN CPOK TOJHOCTH 00PA3LOB JIEKAPCTBEHHBIX CPEJICTB,
CTaHJIaPTHBIX 00pa3LI0B XUMUYECKUX BEIECTB, CTAHJAPTHBIX 00Pa30B OMOIOTHYECKUX
penaparoB, TECT-IITAMMOB MUKPOOPTaHU3MOB, KYJIbTYp KJIETOK, CIeU(DUIECKUX
peareHToB, PaCXOJAHBIX MAaTEPUAJIOB, HEOOXOIUMBIX JIJIs1 BOCIIPOU3BOIUMOCTH METOIUK
1a00paTOPHBIX UCIIBITAHUI JIEKAPCTBEHHOI'O CPEJICTBA U BHOCUT JIaHHBIE B
UH(OPMAIIMOHHYIO CUCTEMY.

16. B cayuasx He cOONIOAEHUS YCIOBUM, IPEyCMOTPEHHBIX MYHKTOM 8
Hacrosux [TpaBui orBeTcTBeHHBIN McnomHUTEND [[O3 B TeueHne nByx pabouux aHEH
HaIPaBJIAET MOCPECTBOM UH(POPMAITMOHHON CUCTEMBI B «JIMYHBIM KAOWHET» 3asiBUTEIIS
yBeZIOMJICHHE 00 OTKa3e B IpUEMeE 3asBJICHUS, 3aBEPEHHOE DIICKTPOHHO-IIU(PPOBOH
MOAMKUCHIO YIToJHOMOYeHHOT0 paboTHuka [{O3 1o hopme cornacHo MPUIOKEHHUIO 6 K
HacrosuM [IpaBuiam.

17. I'ocynapcTBeHHas SKCepTHas OpraHu3aius o0ecreynBaeT BHECEHUE JaHHBIX
0 CTaJMM OKa3aHUS FOCYIapCTBEHHON YCIYTH B HHPOPMAIIMOHHYIO CUCTEMY
MOHUTOPHHIA OKa3aHUs TOCYIapCTBEHHBIX YCIyT B COOTBETCTBUHM C IIpaBunamu
BHECEHHS IaHHBIX B THPOPMAITMOHHYIO CUCTEMY MOHUTOPUHTA OKa3aHUS
rOCYJJapCTBEHHBIX YCIYT O CTaJAUMU OKa3aHUsA FOCYIapCTBEHHOM YCIIyIH,
YTBEPKJIEHHBIMU IPUKA30M U.0. MUHHCTpa TpaHCIIOPTa U KOMMYHUKaui PecryOauku
Kazaxcran ot 14 urons 2013 roga Ne 452 (3apeructpupoBan B Peectpe
rocyJapCTBEHHOW PErucTpalii HOPMAaTUBHBIX MPABOBBIX akTOB 3a Ne 8555) u
€XKEeKBapTaJIbHO HAMPABIIAET COOTBETCTBYIOINIYIO HH(POPMAIUIO B TOCYIapCTBEHHBIN
opra B cepe oOpalieHust JEKapCTBEHHbBIX CPEACTB U MEAULIMHCKUX U3ENNN.

I'nasa 3. [lopsaaok npoBeieHUsI IKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB

18. DkcnepTr3a JeKapCTBEHHOIO CPEACTBA COCTOUT U3 CIEAYIOLINUX 3TAIOB:
1) HauanbHas PKCIEPTU3A;
2) crernuaiu3upoBaHHas IKCIEPTHU3a;

3) naGopaTopHbIE UCTILITAHUS.
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19. Dxcneprr3a TPOBOAUTCS C UCIIOJIB30BAHUEM AJIEKTPOHHOM POrpaMMBbl
roCyJIapCTBEHHOM SKCIIEPTHON OpraHu3allii, UHTETPUPOBAHHOMN C €TMHON Oa3oi
naHHbIX «CucTeMa ynpaBlieHUs JEKAPCTBEHHOI0 odecneueHus» Enunon
UH(OPMAIIMOHHON CUCTEMBI 3JPaBOOXPAHEHUS.

3asiBUTENb MOTy4YaeT HHHOPMAIIUIO O TIOPSAKE U CTaTyCce OKa3aHMs
rOCyJIapCTBEHHOM YCIIYTH B PEXKUME YIAICHHOTO JIOCTYIIA MOCPEACTBOM JIMYHOTO
KaOuHeTa» HHPOPMAIIMOHHON CUCTEMBI TOCYapCTBEHHOM SKCTIEPTHON OpraHU3allui, a
TaK)X€ €JMHOr0 KOHTAKT — LIEHTPA 110 BOIIPOCaM OKAa3aHUsI TOCYAapCTBEHHBIX YCIIYT.

[Tpu 3TOM CpOK 3asiBUTENIS HA MPEIOCTABICHUE OTBETa M HEOOXOUMBIX
MaTepuagoB Ha 3alpOChl IKCIIEPTHOU OPTaHU3AIMHN UCUUCIISIETCS OT AAThl MOAIUCAHUS
UCXOJISIIETO 3aMpoca, 3aBEPEHHOT0 3JIEKTPOHHO-IIU(DPOBOIT MOAMHUCHIO.

20. B cnyuae c60st B paboTe MHPOPMAIITMOHHON CUCTEMBI WIIH ITOpTaJia pu
10/1aue 3asBJICHUSI K PETHCTPAIIMOHHOTO JIOChE HA DKCIIEPTU3Y WIH MPU
IPEIOCTaBICHUY JOKYMEHTOB Ha 3aMpOC KCIEPTHON OpTraHU3AIMK HA dTare
AKCIIEPTHBIX PabOT, 3asIBUTEIb U3BEIIACT CIY)KOY TEXHUYECKOU MOIIEPIKKH
rOCyJapCTBEHHON IKCIIEPTHOM OPTaHU3aIlMU WK oflepaTopa HHGOPMAIMOHHO-
KOMMYHUKAIIMOHHON MHPPACTPYKTYPHI «IJIEKTPOHHOTO MPABUTENIHCTBAY MOCPEICTBOM
IPEIOCTABICHUS 10 AJICKTPOHHOW MTOYTE HOMEPA 3asABKHU M MOMIArOBBIX CKPUHIIIOTOB C
MOMEHTa aBTOPU3AIINH JI0 MOMEHTAa BO3SHUKHOBEHHUSI OIITMOKHU C YKa3aHUEM TOYHOTO
BPEMEHH OIIUOKHU.

IMaparpa¢ 1. Ilopsaok npoBeaeHUs1 HAYAIBLHOM IKCIEPTU3BI JIEKAPCTBEHHbIX
CpeaACTB

21. Ilocne perucTpanuu 3asiBJICHUS U PUEeMa perucTpauruoHHoro gocke B 1103
MPOBOJIMTCS HadalbHasl SKCIEPTU3a JIEKAPCTBEHHOT'O CPEJICTBA B CPOKH,
IPEyCMOTPEHHBIE TJIaBOM 6 HacTtoAmux [IpaBuir.

22. IIpu HavambHOU KCHEPTU3E JIEKAPCTBEHHOTO CPEJICTBA MMPOBOJIUTCS OLICHKA
MOJIHOTHI, KOMILJIEKTHOCTH ¥ MPABUIBHOCTH O(POPMIIEHUS JOKYMEHTOB,
NpEACTaBICHHBIX 3aBUTEJIEM B PETUCTPAIMOHHOM JJOChE B OTHOIICHUU JOKA3aTEIbCTB
0e30macHOCTH, KauecTBa U 3 (HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTRA.

23. B cnydae Hanuuus 3aMe4aHUil K JOKYMEHTAM PErUCTPaIlMOHHOTO J0Che
3asBUTENIO Yepe3 HHPOPMAIMOHHYIO CUCTEMY B «JTUYHBINA KaOWHET» HapaBIIICTCS
3ampoc (B MPOU3BOILHOM (opMe), 3aBepEHHOE IIEKTPOHHO-IIU(PPOBOI TOMUCHIO, C
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yKa3aHUEM BBISIBIICHHBIX 3aMEUYaHUIl 1 HEOOXOJUMOCTH UX YCTPAHEHUS B MOJTHOM
00beMe B CPOK, HE TIPEBBIIAIONINN IECTHACCAT KaJIeHIapHBIX THEH.

24. Ilpu He ycTpaHEHUH 3aMEUYaHUI 1 HENPEICTABICHUN OTBETA B
YCTaHOBJICHHBIE CPOKH, MTPEYCMOTPEHHBIC MYHKTOM 23 Hactosamux [IpaBu,
rocyaapCTBEHHAs SKCIIEPTHAsI OpraHu3allisl HaMpaBIsSeT 3asgBUTEIIO yBeIOMIICHHUE (B
IPOU3BOJILHON (pOopMeE) 0 IIpEeKpaIieHuH SKCIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA B
COOTBETCTBHHM C MOJANMYHKTOM 1) myHkTta 4 cratbu 239 Kogekca.

25. 1o pe3ynpraTamM HA4aJIbHOW dKCIIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA
COCTABJISIETCS] OTYET HAYAJIbHOM SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA COTIIACHO
MPUWIOKEHUIO 7 K HacTosAwuM [IpaBunaM wim oT4eT HaYalIbHOM SKCIIEPTU3BI
W3MEHEHUH, BHOCUMBIX B PETUCTPAMOHHOE JIOChE JIEKAPCTBEHHOT'O CPEJCTBA COTJIACHO
NPUIIOKEHNIO § K HacTosAmuM [IpaBunam.

IMaparpa¢ 2. Ilopsgok npoBeaeHus CeNMAJIN3UPOBAHHON IKCIIEPTU3BI
JIEKAPCTBEHHBIX CPEACTB

26. [TonoXXUTENBHBIN pe3ybTaT HAYAIBHOM 3KCIIEPTU3BI JTEKAPCTBEHHOTO
CpEICTBA SIBJISIETCS OCHOBAHUEM JIJIs1 POBEACHUS CIEHUATM3UPOBAHHON 3KCIIEPTU3bI
JIEKaPCTBEHHOI'O CPEICTBA B CPOKHU, MMPEAYCMOTPEHHBIE I1aBor 6 HacTosmux [IpaBuo.

27. Cnenranv3nupoBaHHas SKCIEPTH3a JIEKAPCTBEHHOIO CPEACTBA BKIIFOUAET
OLIEHKY 0€30MacHOCTH, KauecTBa U 3((hEKTUBHOCTH U COOTHOILIEHUS MOJIb3a-PUCK
JIEKapCTBEHHOI'O CPEICTBA HA OCHOBAHUY AHAJIN3A U DKCIIEPTU3bI JaHHBIX B
JOKYMEHTaX PerucTpalioOHHOIrO JOChe, B TOM YHCIIE Pe3yIbTaTOB J1a0OpaTOPHBIX
UCIIBITAaHUI 00pa3LioB JIEKapCTBEHHOIO CPEACTBA, AHAJIU3 OTYETA IO Pe3yJIbTaTam
(apMarieBTUYECKOM MHCIIEKIIUU TIPU TOCYAapCTBEHHON PETUCTPALINU JIEKAPCTBEHHBIX
CPEICTB, a TAKXKE OLIEHKY pallMOHAIbHOCTH KOMOMHALIUY AEHCTBYIOLIUX BELIECTB B
COCTaB€ JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBHH € [lepeunem HEpanmoHaIbHbIX
KOMOMHALIUH JIEKApCTBEHHBIX CPEJCTB COIJIACHO MPHIOKEHUIO 9 K HACTOSALIUM
[IpaBunam.

28. Cnenuanu3upoBaHHas SKCIEPTU3A JIEKAPCTBEHHOTO CPEICTBA
OCYIIECTBIISIETCS TPYIIIION 3KCIIEPTOB TOCYIAPCTBEHHOMN IKCIIEPTHOM OPTaHU3ALIUH C
npuBJIeYeHUEM (ITPU HEOOXOJUMOCTH ) BHEIITATHBIX MPOQPUIBHBIX IKCIIEPTOB.

29. Ilo pe3ynpTatam U3y4eHUsI JOKYMEHTOB PErUCTPALMOHHOTO JJOChE Ha ATaIle
CIIEIMAIU3UPOBAHHON AKCIIEPTU3BI 3asIBUTEIIO HAIIPABJISETCS CBOIHBIN 3ampoc (B



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 27.01.2021

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 04.02.2021

o ik G N [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 27.01.2021
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 04.02.2021

IPOU3BOJIBHOM (hopMe) 110 O€30MACHOCTH, KaYeCTBY U 3PPEKTUBHOCTH JIEKAPCTBEHHOT O
CpEeICTBa.

CBOJHBIH 3ampoc, BKIIIOYAs 3aMeYaHus K 001el XapaKTepUCTUKE
JIEKApPCTBEHHOTO CPEJICTBA, UHCTPYKIIUU IO MEIUIIMHCKOMY MPUMEHEHUIO (JINCTOK-
BKJIQJIBII ), MAKETaM MAapKUPOBKHU YIAKOBKHU, STUKETOK, CTUKEPOB C MAPKUPOBKOM,
HOPMAaTUBHOMY JOKYMEHTY, 3aBEPEHHBII MOCPEACTBOM 3JEKTPOHHO-LIU(POBOI
MOJAMKUCH HaIPaBIAETCS Yepe3 HHOOPMALIMOHHYIO CUCTEMY 3asIBUTEIIO B «JIMYHBIN
KaOWHET» B JICHb MOJITUCAHUS UCXOISIIETO 3a1poca.

30. 3asiBUTEIIb B TCUCHHUE MIECTUICCATH KAJICHIAPHBIX IHEW HAINPaBIISET B
MOJIHOM 00BbEME OTBET U HEOOXOAMMbIC MaTEpHaIbl Ha 3aIIPOC TOCYIAPCTBEHHOMN
AKCIIEPTHOM OpraHu3allyH.

B ciryyae BO3HMKHOBEHUS JONOJHUTENIBHBIX BOIIPOCOB, KACAIOLIUXCS CBEICHUH,
IIPEACTABIECHHBIX 3asIBUTEIIEM B OTBETE HA IPEALIECTBYIOLIUN 3aIIPOC, 3asABUTEIIb B
TE€YEHNE TPUALATH KAJICHAAPHBIX JHEH C MOMEHTA MTOJTY4YEHHMS 3aIpOoCca HAIIPABIISIET
OTBET U HEOOXOAMMbIE MaTepUabl Ha JOTIOJIHUTEIbHBIN 3alIPOC TOCYIapCTBEHHOMN
JKCIIEpTHOU OpraHU3alluu.

31. IIpu He mpenoCTaBIECHNUHN 3asBUTENIEM OTBETOB Ha 3alIPOC FOCYIAPCTBEHHON
AKCIIEPTHOI OPraHU3alMy B YCTAHOBIIEHHBIN CPOK COIJIACHO MYHKTY 30 HacTOSAIIUX
IIpaBu1, a Taxke MPeIOCTaBICHUU HETIOIHOIO OTBETAa M HEOOXOAMMBIX MaTEpPHUAJIOB
COCTABJISIETCSI OTPULIATENIBHBIA CBOJHBIA OTYET HKCIIEPTOB 10 OLIEHKE JICKAPCTBEHHOTO
npenapara 1 MaTepHalibl HAPABIIAIOTCS B DKCIEPTHBINA COBET JUJISl IPUHATHS PEIICHUS
00 OTKa3e 1 NPEKpaILEHUH KCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA.

DKCIIEPTHBIN COBET PACCMATPUBAET NOCTYNHBUINE MATEPUATIBI €KEMECIYHO, U
pe3yJIbTaThl PEMICHUS ¢ YKa3aHUEM IPUYHH HAIPABIISAIOTCS 3asIBUTEIIO B TCUCHUE
JECATU KaJCHIAAPHBIX THEH.

32. Ilo pe3ynbpTaTaM ClelUaIu3upOBaHHON dKCIIEPTU3bI cocTaBisgeTcs: CBOIHbBIN
OTYET HKCIEPTOB MO OLEHKE JIEKaPCTBEHHOT O ITpenapara 1no GopMe CorjacHo
npuioxennto 10 k HacrosuuM [IpaBunam u CBOJHBINA OTYET IKCIEPTOB IO OIIEHKE
JIEKapCTBEHHOTO IIpenapara Npu U3MEHEHUAX, BHOCUMBIX B PETHCTPALIMOHHOE JTOChE
corylacHo npuioxkenuto 11 k Hacrosmum [IpaBunam. B oTuere skcnepToB Mo OLEHKE
JIEKapCTBEHHOTO Ipernapara OTPa)XkatoTcs BCEe ACTIEKThI 0€30MaCHOCTH, KauecTBa U
3((PEeKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara.
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[Ipu oTpunaTENbHBIX pE3yJIbTaTaX SKCIEPTU3BI IKCIEPTHAS OPraHU3aLUs
HaIpaBJIsieT 3aABUTEIIIO PEHICHUE DKCIIEPTHOTO COBETA C YKA3aHUEM MPUYHH.

IHaparpa¢ 3. Ilopsiaok npoBeaeHust 1a00PATOPHBIX HCIBITAHMH JIEKAPCTBEHHBIX
CpeaACTB

33. B ciiy4yae noJI0)KUTEIbHOT0 OTYETA CIIEHHATIU3UPOBAHHON AKCIIEPTU3bI
MPOBOJISITCS 1aOOPATOPHBIC UCTIBITAHUS JIEKAPCTBEHHOTO CPEACTBA B CPOKH,
peAyCMOTpPEHHbIE I1aBoi 6 HacTosiux [IpaBut.

34. JTaGopaTtopHbIe UCTIBITAHUS JICKAPCTBEHHOTO CPEJICTBA OCYIIECTBISIOTCS B
UCIBITATENbHBIX JA00PATOPHUAX TOCYNAPCTBEHHOMN SKCIIEPTHONM OpraHu3aliy B IEIsIX
NOJITBEPKAEHUS COOTBETCTBHS MOKa3aTeseil 0e30MacHOCTH U Ka4yeCTBa JIEKAPCTBEHHOTO
CpPEACTBA U BKIIIOYAIOT:

1) aHanKU3 aHATUTUYECKOTO HOPMATUBHOI'O IOKYMEHTA JIEKAPCTBEHHOT'O CPE/ICTBA
B YAaCTH METOJIMK MPOBEJACHUS UCIIBITAHUI;

2) ucnpiTaHue 00pa3IoB JIEKAPCTBEHHOTO CPEACTBA;
3) onpeneneHnue BOCIPOU3BOIMMOCTH METOIMK aHAIIN3A.

HcnbiTanue o0pas3IioB JIEKapCTBEHHBIX CPEJICTB ¢ UCIIOIh30BaHUEM KOMILIEKCa
(M3UKO-XUMHUYECKUX, OMOJIOTHYSCKUX MCCIICI0BAaHUI HAIIPABIICHO HA OIIPEACIICHUE
KOJIMYECTBEHHOTO M KaUeCTBEHHOTO COZEP)KaHUs JEHCTBYIOIIUX M BCIIOMOTaTEIbHBIX
BEILIECTB, MPUMECEH, a TAKIKE CTEIIEHU OMOJIOTMYECKON 0€30MacHOCTH
(MHKpOOHOJIOTHYECKasl YUCTOTA, TOKCUYHOCTh, TUPOTEHHOCTD ).

OnpeneHeHI/Ie BOCIIPOU3BOAMMOCTHU MCTOJUK aHAJIN3a I10 KOHTPOJIIO Ka4CCTBA
JICKAPCTBCHHOI'O CPpEACTBA OCYIICCTBIIACTCA B LCIIAX IMOATBEPKIACHUA UX COOTBCTCTBHUA,
npeayCMOTPCHHBIX HOPMATHUBHBIM NOKYMCHTOM I10 Ka4CCTBY.

35. JJabopaTtopHble UCTIBITAHUS HE MPOBOASTCS IPHU:
1) nepeperucrpanuu J1€KapCTBEHHOTO CPECTBA;

2) sKcrepTH3e JIEKapCTBEHHOTO CPEICTBA, MPOU3BEACHHOTO B CTPaHaX PErHoHa
ICH (A#tCulitu), B Pecmy6nuke Kazaxcran B coorBerctBuu ¢ GMP PK 1 umeromero
peructpannoHHoe A0cke B hopmate OOIIEro TEXHUIECKOTO JOKYMEHTA,;

3) sKcnepTU3e JEKapCTBEHHBIX CPEACTB, NpeKBaTU(pUIMPOBaHHBIX BecemupHoi
OpraHM3aLNeN 31paBOOXPAHEHHUS;
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4) yCKOPEHHOM 3KCIEPTU3E JICKAPCTBEHHBIX CPEACTB.

36. B ciayuae BbISBIEHUS 3aMEYaHUN MIPU IPOBEJICHNUN J1a00PaTOPHBIX
UCTIBITAaHUH 3asBUTEINIO Yepe3 HHPOPMAIIMOHHYIO CUCTEMY B «JIMUYHBIM KaOUHET»
HaIpPaBJISIETCs] MUChMO C YKa3aHUEM BBISIBICHHBIX 3aMEUYaHUN U HEOOXOAMMOCTU UX
yCTpaHEHHsI B IOJTHOM 00BbEME B CPOK, HE MTPEBBILIAIOIINIA JEBIHOCTA KaJICHAaPHBIX
JTHEMH.

37. Ilpu He NpeaOCTaBICHNUHN 3asBUTEIEM OTBETOB BHICTABICHHBIE B TUCHME
roCyapCTBEHHOM SKCIEPTHOW OPraHU3alMKU 3aMEUYaHNS B YCTAHOBJIEHHBIN CPOK
COTJIACHO MYHKTY 36 HacTosimux [IpaBui U OTpULIATENIBHBIX PE3YIbTATAX
71a00paTOPHBIX UCTIBITAHUN MaTEpHUasIbl HAMPABIISIIOTCS B DKCIIEPTHBIN COBET IS
NPUHATHUS PEIIeHUs 00 0TKa3e U MPEKPaIEHNN YKCIIEPTU3HI JICKAPCTBEHHOTO CPEJICTBA.

38. Ilo pe3ynbTaram 1a00paTOPHBIX UCTIBITAHUH JIEKAPCTBEHHOT'O CPEJICTBA
UCHBITATENILHOM J1JabopaToprel COCTaBIIAETCS POTOKOI UCTIBITAHUN 110 popme
COTJIACHO IpuiokeHuto 12 k HacrosmuMm [IpaBunam.

39. B ciayyasix HEBO3MOXHOCTH MPOBEACHHUS JTaOOPATOPHBIX UCIIBITAHUN
00pa31oB JIEKAPCTBEHHBIX CPEACTB B UCIIBITATEIbHOMN J1a0OpAaTOPUU IOCYJapCTBEHHOM
AKCIIEPTHOM OpraHu3alyy, B TOM YHCIIE PU UX OTHECEHUH K KaTeropuu opQpaHHbIX,
HAPKOTHUYECKUX, ICUXOTPOTHBIX WIIH MPEAHA3HAYCHHBIX IS JICYCHUS
BBICOKO3aTPATHBIX HO30JIOTUN BCIEJCTBUE UX BBICOKOW CTOMMOCTH, HEBO3MOKHOCTH
COOJIOICHNS YCIIOBUI TPAHCHOPTHUPOBKU YKa3aHHBIX 00Pa3I[0B Ha TEPPUTOPHUIO
Pecny6nuku Kazaxcran u (Win) uX XpaHEHUH, OTCYTCTBUU CHEIUATIBLHOTO
000py/IOBaHUS M PACXOIHBIX MaTEPHAIIOB B SKCTIIEPTHOW OpraHU3aIlMH U B CIydasx,
€CJI HOPMATUBHBIMU JIOKYMEHTAMH 10 Ka4eCTBY MPOAYKIIUU YCTAHOBIICHBI
UCIIBITAHMSI, CBSI3aHHBIE C OOJBIIMMHU 3aTPATaAMH CPEICTB MIPOU3BOAUTEI,
JIOPOTOBU3HOM 00pa3iioB, ¢ 00pa3iiamMu, TpeOYIOMUMHI 0COOBIX YCIOBUN
TPAHCHIOPTUPOBKH, CHEIUPUIECKOTO 000PYI0OBAHUS U BCIIOMOTATEIbHBIX CPE/ICTB
1a00paTOpHBIE UCTIBITAHUS TPOBOASTCS B IPUCYTCTBUU MPEACTABUTENCH SKCTIEPTHOU
OpraHu3alliy B TAOOPATOPUU KOHTPOJIS KaueCTBA MPOU3BOIUTEINSI WM B KOHTPAKTHOMN
1ab0opaTopuu, UCIIOJIb3YEMON TPOU3BOAUTEIIEM.

[To pe3ynpTaTam 1a00paTOPHBIX UCHBITAHUN cocTaBisieTcss OTYET 0 pe3yibTaTax
IPOBEICHUS TAOOPATOPHOTO UCIIBITAHUS B JIA0OPATOPUHU KOHTPOJISI KAaYeCTBa
MIPOU3BOUTENS WM B KOHTPAKTHOM TaO0OpaTOpUH, UCTIOJIb3YyEeMON MTPOU3BOAUTEIIEM
corjacHo npuioxeHuto 13 k HactosmuMm [IpaBunam.
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40. B cnydae HEBO3MOYKHOCTH MPOBEAEHUS 1a00PATOPHBIX UCIIBITAHUM
JIEKapCTBEHHOTO CPEACTBA 10 OTAEIbHBIM [T0Ka3aTENsM, Ja00OPaTOpHsl SKCIIEPTHON
OpraHu3alliy MPU3HAET PE3YNbTAThI JA0OPATOPHBIX UCHIBITAHUMA 110 OTJEIbHBIM
IOKa3aTeNsAM, yKa3aHHBIM B cepTH(HKaTe (IPOTOKOJIE) aHaTN3a IPOU3BOIUTENS IO
pemeHnto JkcneptHoro Cosera.

I'nasa 4. Ilopsiaok popMuUpoBaHUA Pe3ybTATOB NMPOBEIEHHOI IKCIEPTU3HI
JIEKAPCTBEHHBIX CPE/ICTB

41. I1o OKOHYAHUU HKCIIEPTU3HI (HAUYATBHOM SKCIIEPTHU3HI, CIICIIUATU3UPOBAHHOMN
AKCIEPTU3bI U JTaOOPATOPHBIX UCIIBITAHUN) 3asBUTEIIb B TEUCHUE TPUALIATH
KQJICHIAPHBIX JHEW, HE BXOSIIUX B CPOK NPOBEJACHHS SKCIIEPTU3BI COTIIACOBBIBAECT C
rOCyJIapCTBEHHOM 3KCIIEPTHON OpraHu3alrel B 3JIEKTPOHHOM BUE 110
WHIMBHUIYaJIbHOMY TIAPOJII0 Yepe3 JIUUHBIN KAOMHET WU ITyTEM MPEAOCTABICHUS JTUCTa
corjacoBaHus oOlue (aIMUHUCTPATUBHBIE) CBEACHUS O JIEKapCTBEHHOM TIperapare,
UTOTOBBIC IOKYMEHTHI (HOPMATUBHBINA TJOKYMEHT 110 Ka4€CTBY, HHCTPYKIIHIO TIO
MEIMIIUHCKOMY ITPUMEHECHUIO U MAKETOB MAPKUPOBKH YIIAKOBKH, 3TUKETOK, CTUKEPOB C
MapKUPOBKOH), B TOM YHCJI€ KOPPEKTHOCTh 3aHECEHHBIX JAHHBIX U IIPH BBISABICHUU
HECOOTBETCTBUSI OOHOBJICHUSI UTOTOBBIX JOKYMEHTOB.

CornacoBaHune OCyIIECTBISAETCS B JJIEKTPOHHOM BUJE IO UHAUBUIYATbHOMY
[apoJIIo Yepe3 JINYHbINA KaOMHET WM ITyTeM MPEIOCTABICHNUS JIMCTa COTIACOBAHUSI.

B cnydae oTCyTCTBHSI COTIIacOBaHMS 3asBUTENIEM IO UCTEUEHUN TPHUALIATU
KaJIeHJAPHBIX THEH ¢ JaThl OKOHYAHHSI SKCIIEPTH3BI CBEICHHUI O JICKAPCTBEHHOM
CPEICTBE, 3aKITI0YEHUE O O€30MaCHOCTH, KaueCcTBE U Y(PPEKTUBHOCTH JIEKAPCTBEHHOTO
cpencTBa popMupyeTcst 6€3 ero CoriiacoBaHusl.

42. Ilo pe3ynpTatam NpoOBEIEHHON 3KCIIEPTU3BI JIEKAPCTBEHHOIO CPEICTBA
rocyJapCcTBeHHas SKCIIEPTHAsI OPraHU3aLMsl COCTABIISIET 3aKJI0OUEHNE O 0€30M1aCHOCTH,
KauecTBe 1 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, 3aBJICHHOTO HA AKCIIEPTURY
corjacHo npuioxeHuto 14 k HactosiiuMm [IpaBunam u 3akinodeHre o 6e30MacHOCTH,
kKauecTBe 1 A((HEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA, 3aBJICHHOTO HA DKCIIEPTU3Y
WU3MEHEHU, BHOCUMBIX B PETUCTPALMOHHOE JOChE COTIIACHO MPUIIOKEHUIO 15 K
HactosiuM [IpaBuiam.

Pe3ynbTaT rocy1apcTBEHHON yCIIYTH HAMPABIISICTCS 3asBUTEIIO B «JTMYHBIN
KaOuHeT» uepe3 NH(POPMAIMOHHYIO CHCTEMY WJIM MOPTa B OopMe IEKTPOHHOTO
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JIOKYMEHTA, YI0OCTOBEPEHHOTO AIEKTPOHHOM 1udpoBoit noanuckio (nanee — I1IIT)
YIOJTHOMOYEHHOTO JIMI[a TOCYIaPCTBEHHOM KCIIEPTHON OpTraHU3aIIHH.

43. I'ocynapcTBeHHast SKCIIEPTHASI OpraHU3alKs HAIPaBJISET B AJIEKTPOHHOM
BU/JIE C DJIEKTPOHHO-UU(PPOBOI MOJAMUCHIO PYKOBOAUTEINS (MU YIIOJTHOMOYEHHOTO
JMIa) U OTBETCTBEHHBIX JIUL, IPOBOAUBLINX 3KCIEPTU3Y, B TOCYAApPCTBEHHBIA OPraH:

3aKJTI0YCHHUE 0 O€30MacCHOCTH, KauecTBe U 3(H(PEKTUBHOCTH JIEKAPCTBEHHOTO
CpeICTBA,;

OOIIYIO0 XapaKTEPUCTHUKY JIEKAPCTBEHHOT'O CPEJCTBA, NHCTPYKIIUIO T10
MEIUIMHCKOMY MPUMEHEHHIO JIEKaPCTBEHHOrO MpernapaTa (JIMCTOK-BKIIA IbII) Ha
Ka3aXCKOM M PyCCKOM $I3bIKax, pa3pabaThIBa€Myl0 B COOTBETCTBUU C MOPSIIKOM
YCTaHOBJICHHBIM ITYHKTOM 4 cTathi 242 Koaekca ¥ COrjacoOBaHHYIO KCIIEPTHOM
OpraHu3aluen;

MAaKCThl YITAKOBOK, 3STHKCTOK, CTUKCPOB JICKAPCTBCHHOTO CPCJCTBA, HAa Ka3aXCKOM
H PYCCKOM A3bIKaX, COIrIaCOBAHHBIC BKCHepTHOﬁ OpFaHH3aHI/ICI>JI.

44. 3akmoueHue o 6€30MacHOCTH, KauecTBe U (P (HEKTUBHOCTH JIEKAPCTBEHHOT'O
CPEACTBA AEUCTBUTENBHO CTO BOCEMBIECAT KAICHAAPHBIX AHEN. B cirydae ucreueHus
CpOKa JCHCTBUS 3aKIHOYEHNUs, 3aABUTENb [IOBTOPHO MTOJAET 3asiBJICHUE, JOKYMEHTHI U
MaTepualbl Ha IPOBEACHUE IKCIIEPTU3BI JIEKAPCTBEHHOTO CPENICTBA, IIPEAYCMOTPEHHBIX
B ITyHKTE 8 HacTosmumx [IpaBuin.

45. ]l IeKapCTBEHHBIX CPEJICTB OTEYECTBEHHOIO TPOU3BOACTBA,
MPOU3BOIUMBIX JJISI SKCIIOPTA U BHYTPEHHETO PhIHKA CTPaHbI MO pa3HbIMU TOPTOBBIMU
Ha3BaHUSIMU, IKCIIEPTHU3a TPOBOJAUTCS C BbIJa4yeil OJTHOTO 3aKJIF0UEHUsI 0€30MacHOCTH,
KauecTBe 1 A((HEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTRA.

46. OCcHOBaHUSAMH BBIJJAYM OTPHUIATEIIHBHOTO 3aKITI0OUEHHUsI O 0€30MMaCHOCTH,
3¢ (PEKTUBHOCTH U KAYECTBE JICKAPCTBEHHOT'O CPEJICTBA SBIISIOTCS:

1) HEMPCACTABJICHUC ITOJTHOI'O KOMILICKTA PETUCTPAIMOHHOTI'O J0CHE ITOCIIC
BblAa4u 3aMEYaHUM 3asIBUTEIIIO B IMpoIeCCe MPOBCACHHA OKCIICPTU3BI B CPOKU,
YCTAHOBJICHHBIC HACTOAIIUMU HpaBI/IHaMI/I;

2) IMpCaACTABJICHUC 3aABUTCIICM HCIOCTOBCPHBIX CBCIIGHHﬁ;

3) OTHOIICHHUC O}KHHaCMOﬁ ITOJIB3bI K BO3MOKHBIM PHUCKaM, CBA3aHHBIM C
IMPUMCHCHUCM JICKAPCTBCHHOTO IIpCIiapaTa, HC ABJIACTCA 6J'IaFOHpI/ISITHBIM;
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4) GoJiee HU3KME NTOKA3ATENN KauyecTBa U 0€30MaCHOCTH, PErJIaMEHTUPOBAHHbIE
INocynapcrBennoit hapmakorneeii Pecryonuku Kazaxcran unu dhapmakonesmu,
PU3HAHHBIMU JIEHCTBYIOMIMMHU Ha Tepputopun Pecrryonuku Kazaxcran, nim B
CPaBHEHUU C paHee 3apEeTrUCTPUPOBAHHBIMU aHAJIOTAMU;

5) Hanu4ue B COCTaBe JICKAPCTBEHHOT'O CPE/ICTBA BEILIECTB U MAaTEPUAJIOB,
3anpenieHHbIX K npuMeHnenuto B Pecniybnuke Kazaxcran;

6) HaJIM4KE B COCTAaBE TBEPBIX JIEKAPCTBEHHBIX (HOPM KOHCEPBAHTOB;

7) moy4YeHUE OTPULIATENNbHBIX PE3YJIBTATOB OJHOIO U3 ITAIOB IKCIIEPTU3BI U
(M) OTpULATENBHBIX 3aKIIFOUEHHUI SKCIIEPTOB MPO(HUIBHBIX OPraHU3aUH;

8) HecooTBeTCTBUE (DAKTUYECKUX YCIOBUN MPOU3BOJICTBA U CUCTEMBbI
obecrieueHuUsI KauecTBa yCIOBHUSAM, 00CCIICUMBAIOIIUM 3asBJICHHYIO 0€3011aCHOCTb,
3 PEKTUBHOCTH U KA4E€CTBO, MO Pe3yJIbTaTaM OLIEHKU CUCTEMbI O0ECIIeUeHUs KaUeCTBa,

9) oTka3 3asBUTENS OT OPraHU3AIUU TTOCEIIEHUS IPEATPUITHS
(MpOU3BOICTBEHHOM IJIOLIAIKH) C IIEJIbIO OLIEHKU CUCTEMBI O0eCTIeueHUsI KaUeCTBa B
COOTBETCTBHH C TPEOOBAHUAMU 3aKOoHOaTeNbcTBa Pecniybnuku Kazaxcraw;

10) BbIsIBJIEHUE HEPALIMOHATBHBIX KOMOUHAIIMHN JIEKAPCTBEHHBIX CPEJICTB;

11) 3asaBuTeneM He JoKazaHa KIMHUYECKas 3PHEeKTUBHOCTD U O€30MaCHOCTh
JIEKapCTBEHHOTO IIpenapara;

12) kadecTBO JIEKapCTBEHHOT'O Mpenapara He MOITBEPKICHO;

13) moxazaHHOE HEOIATONPUATHOE COOTHOILIECHUE «IOB3a-PUCK WITH
BBISIBIIEHHOE OTCYTCTBHUE TePaNeBTHUECKOM d(HPEKTUBHOCTH TP COOTIOACHUH YCIOBUI
IPUMEHEHUS JICKApCTBEHHOTO MpernapaTa, OMUCAHHBIX B YTBEPKICHHON O0IIei
XapaKTEPHUCTHUKE JICKAPCTBEHHOTO MperapaTa B OCTPETUCTPAIMOHHBIN MTEPUOT;

14) ycraHOBIEHHBIE 110 JAHHBIM (PapMaKOHa130pa (PaKThl, yKa3bIBAIOLIUE Ha
HEOJaronpusITHOE COOTHOIICHUE «I10J1b3a-PUCK» JIEKAPCTBEHHBIX CPEJCTB, B TOM UHUCIIE
IPEBBILIEHNE YaCTOThI PENOPTUPOBAHUS HEXKENATEIbHBIX PEAKIIMHA 110 CPABHEHUIO C
JTaHHBIMU, YKa3aHHBIMU B YTBEP)KJICHHOM 00IIEl XapaKTepUCTUKE JIEKapCTBEHHOTO
npernapara;
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15) HecoOTBETCTBUE KAUECTBEHHOI'O U KOJIMYECTBEHHOTO COCTaBa Mmpenapara
3asBJICHHOMY WJIM HEOJHOKpPATHOE HECOOTBETCTBHE KAUeCTBA JICKAPCTBEHHOTO
npemnapara B Iepuo/] €ro oOpallleHus Ha PbIHKE 3asiBICHHOMY HA MOMEHT €ro
perucTpanuu;

16) HEBBITIOMHEHHUE JIEPIKATEIEM PETUCTPAIIMOHHOTO YI0CTOBEPEHUS
00s13aTeNbCTB 110 (hapMaKOHAA30PY;

17) BHOCHUMBIC USMCHCHUSA OKA3bIBAIOT OTPHULATCIIbHOC BIIMSIHUC HA COOTHOIICHHUC
«II0JIb3a-PUCK» JICKAPCTBCHHOI'O IIPCIIapara.

47. B cnyyasx OTpHIATEIHFHOTO 3aKIIOUCHHS O 0€30IMaCHOCTH, KAYeCTBE U
3(PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA UM OT3bIBA 3asABUTEIIEM 3asBJICHUS HA
AKCHEPTU3Y MOCJIE Havalla MPOBEICHUSI SKCIIEPTU3bI, CTOMMOCTD MPOBEICHUS
AKCTIIEPTHBIX Pa0OT 3asBUTEIIO HE BO3BpAIIaeTC.

48. I1o pe3ynpTaTram 3KCIEPTU3bI TOCYIapCTBEHHAS SKCIIEPTHASI OpraHU3aLUs
dbopMupyeT CBOJHBIN OTYET MO 0€30MaCHOCTH, KaueCTBY U 3(PHEKTUBHOCTU
JIEKApCTBEHHOTO MpernapaTa B COOTBETCTBUU C MPUIIOKEHUEM 16 K HACTOSIIUM
[IpaBunam, He KOHPUACHIIMATbHAS YaCTh KOTOPOI'O Pa3MEIIaeTCsl Ha MHTEPHET-pecypce
roCyJIapCTBEHHOM 3KCIEPTHON OpraHu3alluH.

49. Ilocne 3aBepiieHus MPOLENYPHI IKCIIEPTU3BI TOCYAAPCTBEHHAS SKCIIEPTHAS
opranuzanusi OpMHUPYET FNEKTPOHHBINA apXUBHBIN FK3EMILISP PErUCTPALIMIOHHOTO
J0ChE€, COACPIKAIINI TOKYMEHThI M MaTepuaibl pe3ybTaTa SKCIEPTU3bI
(1OTIOTHUTENbHBIE MaTepUabl, PEACTABICHHBIE 3asIBUTEIIEM 10 3aIIpOCy
roCy/1apCTBEHHOM IKCIEPTHON OpraHu3aluy, 3aKI0UeHNE HaYaJIbHOU SKCIIEPTU3HI
(BaTMaaMy PerucTpauoOHHOTO J0ChE), 3aKIIOYUTEIbHBIA CBOIHBIN OTYET HKCIIEPTOB
10 KPUTHUYECKOH OLIEHKE JIEKAPCTBEHHOI'O IIperapara, IpOTOKOJIbl HCIBITATEIbHON
n1abopatopun), 3aKIr0YeHrne 0 0€30MaCHOCTH, KaueCTBY U 3P(HEKTUBHOCTH, OOIIYIO
XapaKTEePUCTUKY JIEKapCTBEHHOTO CPEACTBA, MHCTPYKLHUIO [0 METULIUTHCKOMY
IPUMEHEHUIO (JINCTOK-BKJIA/IBIIT), HOPMATHBHBIN JOKYMEHT 10 Ka4€CTBY
JIEKapCTBEHHBIX CPEJICTB, 3aPETUCTPUPOBAHHBIE MAKETHI YIIAKOBOK, 3TUKETOK,
CTUKEPOB, XpaHSIIUECS B AIIEKTPOHHOM apXUBE.

Bo Bpems AeiiCcTBHS pernCTPAallMOHHOTO YIOCTOBEPEHUS apXUBHOE
PETUCTPAIMOHHOE J0ChE, IOMOTHAETCS PETUCTPAIMOHHBIM JOChE, TTOJaHHBIM Ha
BHECEHUE U3MEHEHU, COAepKalllM JOKYMEHTHI U MaTe€pUajbl pe3yJbTaTOB
AKCTIEPTHU3HI.
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PerncrpannoHHOE 1OCHE XPAHUTCS B DJIEKTPOHHOM apXUBE HA DJIEKTPOHHOM
HOCHUTEJIE B TEYEHUE JECATH JIET.

I'maBa 5. Oco0eHHOCTH TPOBeIeHUA IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB

50. Pa3zpsicHeHMS WM YTOYHEHMS, BO3HUKAIOIIME B IEPUOJ TPOBEICHUS
DKCHEPTU3BI MEXKY TOCYJAPCTBEHHON IKCIIEPTHOM OPraHU3ALUEN U 3asBUTEIEM,
OCYIIECTBIISIOTCS MyTeM (POPMUPOBAHUS SJIEKTPOHHOTO JIOKYMEHTA 11O
WHJMBHUIYaJbHOMY MAPOJIIO 3asIBUTENIS Yepe3 UHPOPMAITMOHHYIO CUCTEMY C
AIEKTPOHHO-IIUGPOBOI MOAMUCHIO 3asIBUTENS U TOCYIAPCTBEHHOM SKCIIEPTHON
OpraHH3aLHH.

Ha BpEMs MPCAOCTABJICHHA 3asIBUTCIICM 3allpallliBACMBIX JTJOKYMCHTOB
9KCIICPTHU3a ITPUOCTAHABIINBACTCA.

51. B paMkax 3KcHepTU3bl TOCYyIapCTBEHHAS SKCIIEPTHAS OPraHU3aIIMs
OCYIIECTBIISIET IPOBEPKY ayTEHTUYHOCTH IIEPEBOIA WM IIEPEBOJI Ha Ka3aXCKUU SI3bIK
001111 XapaKTepUCTUKU JIEKAPCTBEHHOI'O CPEJICTBA, MHCTPYKIUHU IO METUIIUHCKOMY
NPUMEHEHUIO (JIMCTOK-BKJIA/IBIIT ), MAKETOB MAPKHUPOBKH YIIaKOBKH, ITHKETOK,
CTUKEPOB C MAPKUPOBKOU.

52. Uudopmaiusi B MHCTPYKIIMHU IO MEAUITUHCKOMY MPUMEHEHUIO (JIUCTOK-
BKJIQ/IbII) OPUTMHAIIBHOTO JIEKAPCTBEHHOTO Mpenapara, npejgaracMoi st
Pecny6nuku Kazaxcran cooTBeTcTBYeT HH(DOpMAIUK, U3JI0KEHHOHN B 001Iei
XapaKTEPUCTUKE JIEKAPCTBEHHOTO MpernapaTa 0J0OpEHHON YITOJIHOMOYEHHBIMU
OpraHaM¥ CTPaHbl MPOU3BOJAUTEIS WIK CTPAHbI AEPKATENS] pETUCTPALIMOHHOTO
YAOCTOBEPEHHUS.

B 0011eii xapakTepuCTHKE JIEKapCTBEHHOTO CPEJCTBA, MHCTPYKILIMH 110
MEIULMHCKOMY PUMEHEHHIO JIEKAPCTBEHHOI'O MpernapaTa (JIMCTOK-BKIIA IbILI)
oTpakaeTcsi UHPOpMaIUs O BCIIOMOTraTeNbHbIX BEIIECTBAX, HOMUHAIBHOM UX
COJIEP’KaHMM B JIEKAPCTBEHHBIX MPEINAPATAX, @ TAKKE OIPAHUYECHUS IPUMECHEHUS
JIEKapCTBEHHOT'O IIpenapara CorjaacHo NMpuioxeHuto 17 k HactosmuM [IpaBunam.

53. O0mas xapakTepUCTUKA JIGKAPCTBEHHOTO CPEJICTBA, MHCTPYKIIMS 110
MEJUIIMHCKOMY TPUMEHEHHIO (JIMCTOK-BKJIQ/IbIII) BOCIIPOU3BEACHHOTO,
OMOaHaJOTUYHOTO JIEKAPCTBEHHOTO MpernapaTa COOTBETCTBYET OOIIeH XapaKTepUCTHKE
OPUTMHAJIBHOTO JIEKAPCTBEHHOT 0 IIpenapara. B ciaydae oTianuus B HHCTPYKIUU 110
MEIUIIMHCKOMY TPUMEHEHHIO (JIMCTOK-BKIJI/IbII) BOCIIPOU3BEACHHOTO,
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OMOAHAJIOTUYHOTO JIEKAPCTBEHHOTO TMpenapaTa OT OPUTHHAIBLHOIO Mpernapara rno
MOKa3aHUsIM K MPUMEHCHUIO B CTOPOHY PACIIMPEHHUS, WA PEKUMA JO3UPOBAHUS WU
MyTH BBEJICHUS MPEIOCTABISIOTCS PE3YIbTAaThl COOTBETCTBYIOIINX KIMHUYECKUX
HCCleI0BaHUM.

54. Jlepkateiib perucTpalliOHHOTO YAOCTOBEPEHUSI OPUTHHAIIBHOTO TIpenapara
M0JIaeT 3asiBJICHHE Ha BHECEHUE U3MEHEHUN B UHCTPYKIUIO 110 MEAUIITHCKOMY
MPUMEHEHUIO (JIMCTOK-BKJIAbII) B TEUEHUE JIEBSIHOCTA KaJIEHIapHBIX IHEH mociie
oOHOBIIEHUS 00IIEH XapaKTepUCTUKH JIEKAPCTBEHHOTO CPECTBA B CTPaHE
MPOU3BOIUTENS UK JIep>KaTeNsl pETUCTPALIMOHHOTO Y/IOCTOBEPEHUS.

55. I'ocynapcTBeHHAas SKCIEPTHAS OPraHU3ALMs NTOCIIC BHECEHHUS U3MEHEHUN B
VHCTPYKILHIO OPUTHHAIIBHOTO JIEKAPCTBEHHOIO Mpenapara Win, PU OTCYTCTBUU
perucTpaluy OpuruHaibHoro npemnapata B Pecrryonuke KazaxcraH, npu BbISIBIIEHUU 110
MEXTyHapOIHBIM UCTOYHUKAM U pe3yibTaTaM (papmakoHa30pa 00 U3MEHEHUSIX B
o0111el XapaKTepruCTUKEe OPUTHHAIILHOTO JIEKaPCTBEHHOTO IIpernapara u3BeIaeT yepes
MH()OpPMaIIMOHHBIE PECYPCHI BCEX JIepKaTeIeH PETUCTPALIMOHHBIX YAOCTOBEPEHUI
TeHEPUUYECKHX MPEnapaToB 0 HEOOXOIUMOCTH BHECEHHUSI COOTBETCTBYIOIINX U3MEHEHUI
B MHCTPYKIIUIO [0 MEAUIIMHCKOMY MPUMEHEHHUIO (JTUCTOK-BKJIAJIBIII) U OOIIYIO
XapaKTEPUCTHUKY JIEKAPCTBEHHOTO CPEICTBA Yepe3 MPOLEAYPY BHECEHUS U3MEHECHUN B
PETUCTPALIMOHHOE J0ChE B TEUEHUE JEBIHOCTA KaJEHIAPHBIX JHEN MOCIE BHECEHUS
U3MEHEHUM B MHCTPYKIIUIO OPUTHHAIIBHOTO Mpenapara nHGOpMaIlUu 1Mo 0€30MacHOCTH
C 1aThl pa3MenieHuss THOPMAIIMH Ha CaliTe HKCIIEPTHON OpraHU3aIiy.

JlepkaTenb perucTpalluOHHOTO YOCTOBEPEHUSI OPUTHHAIBHOTO IIpenapara
BHOCUT U3MEHEHHUSI B HHCTPYKIIUIO IO METUIIMHCKOMY TPUMEHEHUIO (JIMCTOK-
BKJIQJIBII) ¥ OOIIYIO0 XapaKTePUCTUKY JIEKAPCTBEHHOTO CPEACTBA HA OCHOBAHUU
pa3MeleHHON Ha HHPOPMAIIMOHHOM PeCypce rocyIapCTBEHHOM SKCIIEPTHON
opraHu3zaiuu UHGOpPMAaIUHU 10 HECOOTBETCTBUSIM, BBISBICHHBIM B PE3YJIbTaTe
dbapmakoHaa30pa U 1O OPUIIHATIEHBIM MEXTYHAPOIHBIM UCTOYHUKAM B T€UCHUE
JIEBSTHOCTA KaJIeHJJAPHBIX JTHEH ¢ aThl pa3MelleHus HHOOpMaIlMK Ha cailTe IKCIIEPTHOU
OpraHu3aLMH.

56. IIpu HEBBINIOTHEHNH YCIOBUS, YKa3aHHOTO B MyHKTax 54 1 55 HACTOSIIMX
[IpaBui1, rocy1apcTBEHHas SKCIIEPTHAsE OpraHU3alus yBeIOMIISET (B POU3BOJIbHOM
(dopmMe) rocyaapCcTBEHHbIN opraH B cepe oOpallleHus TEKApCTBEHHbBIX CPEJCTB U
MEIMIMHCKUX U3JIeNNi (J1ajee — rocyJapCTBEHHBIN OpraH) 0 HEOOXO0AUMOCTH
IIPUOCTAHOBJIEHUS IEUCTBUS PETUCTPALMOHHOTO yI0CTOBEPEHHS.
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57. DkcnepTr3a U3MEHEHUH, BHOCUMBIX B PETHCTPALIMOHHOE JIOChHE,
OCYIIIECTBIISIETCS HA JIEKAPCTBEHHOE CPEACTBO B NEPUOJ JEHCTBUS pErHCTPAllMOHHOTO
YAOCTOBEPEHUS U HE OKA3bIBAET OTPULATENBHOTO BIMSIHUS HA COOTHOILIEHUE OJIb3a-
PHUCK JIEKapCTBEHHOTI'O ITpenapara.

58. 3aMeHenus kinaccupuiupyroTcsi B cooTBeTcTBrH ¢ [lepeunem BuoB
VU3MEHEHNI, BHOCUMBIX B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOTO CPEACTBA COTIACHO
npuioxenuto 18 k HacrosmuMm [IpaBunam Ha:

1) HecyiecTBeHHOE U3MeHeHue Tuma [A - (u3MeHeHne, KOTOPOE OKa3bIBAET
MUHUMAJIBLHOE BIMSIHUE WIIM HE OKa3bIBAET BIMSHUS Ha 0€30MaCHOCTh, KAYECTBO U
3 PEKTUBHOCTH 3apETUCTPUPOBAHHOTO JICKAPCTBEHHOTO TIpernapara, moJIaHHOE B
IIEPUOJI JEUCTBHUS PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO MpenapaTa U He
TpeOyroliliee HOBOUM pEerucTpalun);

2) HecyniecTBeHHOE u3MeHeHue tuna Ib - (u3meHenue, KOTopoe He
NoJMnajarolee noja onpeneneHus uaMeHennil tuna A u tuna Il, He TpeOyroniee HOBOM
perucTpaIun);

3) 3Haunmoe uzmenenue tumna Il - Tro0sie n3MeHeHus K MaTepuaiam
PErUCTPALlMOHHOTO 10Che, HE TPeOYyIOUIMEe HOBOW PErCTpallii JIEKAPCTBEHHOTO
npernapara u KOTOpbIe OKa3bIBAIOT 3HAUUTEIHLHOE BIMSIHUE HAa €T0 0€30MaCHOCTb,
KauecTBO U 3(PHEeKTUBHOCTb;

4) cpouHble U3MEHEHHUS, Kacaroulruecs: 0e30MacHOCTH JIEKapCTBEHHOTO CPEICTBA -
CpPOUYHbIE BpEMEHHBIE OTPaHUYEHUS, CBSI3AHHBIE C 0€30MaCHOCThIO UCII0JIb30BAHMS
JIEKApPCTBEHHOTO Iperapara, KOTOPble BHEAPSIOTCS 3asiBUTEIIEM B CIIy4ae BbISIBIICHHS
pHUCKa JJ1s OOIIECTBEHHOTO 3/I0POBBS MPU MPUMEHEHUH 3apETUCTPUPOBAHHOTO
(mepeperucTpupoBaHHOIO) JIEKAPCTBEHHOIO Npemnapara. JlepkaTenb perucTpaiiiOHHOTO
YAOCTOBEPEHUS B TEUEHUE JIBA/ILIATH YETHIPEX YACOB YBEAOMIISIET O BBOAUMBIX UM
OTPaHUYCHUSIX TOCYNAPCTBEHHBIN opraH. Eciu B TeueHue nBalaTh Y€ThIPpEX YacoB
1ocCJIe MOJIy4eHHs 3TON HH(OPMAITUU OT TOCYJapCTBEHHOTO OpPTaHa He MOCTYIIHIIO
BO3PAKEHU, SKCTPEHHBIE OTPAHUYCHHUSI, CB3aHHBIE C O€30MACHOCTHIO, CUUTAIOTCS
npuHATBIMUA. CPOKH pealin3allii OrPaHUYEHUN OTOBapHUBAIOTCS AepiKATEIIEM
PETUCTPAIMOHHOTO YAOCTOBEPEHUS U TOCYIAPCTBEHHBIM OPTaHOM.

9KCTp€HHBI€ OTpaHHUYCHUS, CBA3AHHBIC C 6630HaCHOCTBI-O, HWHHUIUUPYIOTCA
roCyaAapCTBCHHBIM OPTaHOM IIPU HAJIMYWU PUCKA I JKU3HU U 310POBbA YCIIOBCKA.
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3asBJIEHNE HA BHECEHUE N3MEHCHM M, KACAIOIINXCS BBEICHUS SKCTPEHHBIX
OTpaHUYCHHUN (MHUIIMUPOBAHHBIX JEPKATETIEM PETUCTPAIMOHHOTO YAOCTOBEPEHUS WIIH
rOCYJIapCTBEHHBIM OPraHOM ), TIOJIA€TCS IePKaTENIeM PErUCTPAllMOHHOTO
YAOCTOBEPEHUS HA pACCMOTPEHHE HE MO3AHEE, YEM B TEUEHHE IIECTUIECITU
KJICHJAPHBIX JHEH C MOMEHTA YBEJOMJICHHUS.

59. B cityuyae BHECEHUSsI UBMEHEHUS], KOTOPOE HE KJIAaCCU(PUIIMPOBAHO B
HACTOSIIIMX IPAaBUIIAX, 3aBUTENb 00PAIAETCS B TOCYAAPCTBEHHYIO SKCIIEPTHYIO
OpraHU3alMIo0 Yepe3 NPOoLEeaypy KOHCYJIbTAlMHU C LUEIbI0 NOJYYEHUsI PEKOMEHAAINY 110
KJ1accu(puKaIuy U3MEHEHHUS.

['ocynapcTBeHHAs SKCTIEPTHASI OPTaHU3AIUsl B TCUCHUE TPUIATH KaJCHIapHbBIX
JHEH ITOCJIe TIOJIYYSHHUS 3aIipoca HalpaByIseT OTBET 3asSBUTEIIIO B DJICKTPOHHOM U (HJIH)
OyMa)KHOM BHJIE.

60. IIpu BHeceHun n3meHeHnui tumna IA:

1) 3asBUTENH NPEACTABISAET 3asiBJICHUE 11O (hOpME COTIIACHO MPUIIOKEHHIO 1 K
HactosuM [IpaBuiiam U JOKYMEHTBI COTJIACHO NPWJIOKEHUIO 18 K HacTOSIIIUM
[IpaBunawm;

2) 3asBUTENb U3BEIIAET TOCYAAPCTBEHHYIO SKCIIEPTHYIO OPraHU3alUIo B CIy4Yae
u3MeHeHus tuna [A, TpeOyroiero HeMeJIEHHOT0 U3BELIEHUS C 1EJIbI0 HEMPEPHIBHOTO
KOHTPOJIS JIEKAPCTBEHHOT'O CPENICTBA;

3) nep:kaTenb pErUCTPALIMOHHOTO YIOCTOBEPEHHUS B paMKaX OJHOTO 3asiBJICHUS
yKa3bIBaeT 0 HECKOJBbKUX HECYIIECTBEHHBIX M3MEHEHHUAX TUIA A, Kacaromuxcs OJJHOTO
PETUCTPAIMOHHOTO YAOCTOBEPECHUS;

4) B cimydae BHECEHMs] U3MEHEHU, TPEOYIOINX U3MEHEHHUS TAHHBIX
PErUCTPalMOHHOTO YAOCTOBEPEHUS, TOCYAAPCTBEHHBIM OPTaHOM BBIIAECTCS HOBOE
PETUCTPAIMOHHOE YIOCTOBEPEHHUE MO MTPEKHUM HOMEPOM HA OCTATOYHBIA CPOK
JNEUCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHHSI.

61. IIpu BHecennn nzmenenuit tumna Ib:

1) 3asgBUTEND NPEACTABIIAET 3asBJICHUE 11O ()OPME COIIACHO NMPUIIOKEHHIO 1 K
HacTosiuuM [IpaBuiiaM U JOKYMEHTBI COIJIaCHO MPUIIOKEHUIO 18 K HacTOAINM
[IpaBunam;

2) nepkaTenu perucTpalMoOHHOrO YAOCTOBEPEHUS B PaMKax OJTHOTO 3asBIICHHUS
YBEIOMJIAIOT O HECKOJIBKAX M3MEHEHMsX Tna Ib, kacaromuxcss 0aHoro
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PETUCTPALIMOHHOTO YJIOCTOBEPEHUS, WJIM CIPYIIIIUPOBATH OJHO WJIM HECKOJIBKO
n3MeHeHui Tuna Ib ¢ npyrumMu uamMeHeHusiMu Tuna A, CBI3aHHBIMU C OJHUM
PETUCTPAILIMOHHBIM YJIOCTOBEPEHUEM, IIPU YCIOBUH, YTO TaKasi FPyNITUPOBKA
COOTBETCTBYET YCJIOBHSM, IMEPEUYUCICHHBIM B IIpujiokeHnu 18 k HactosiuM [IpaBusnam;

3) B cllyyae BHECEHUSI U3BMEHEHUM, TPEOYIOINX U3MEHEHHUS IaHHBIX
PErUCTPAMOHHOTO YAOCTOBEPEHUS, TOCYJAPCTBEHHBIM OPTAHOM BBIIAETCS HOBOE
PETUCTPALIMOHHOE YAOCTOBEPEHUE MO TPEKHUM HOMEPOM HAa OCTATOUYHBIN CPOK
JEUCTBUSI PETUCTPALIUOHHOTO YAOCTOBEPEHMUSI.

62. B ciiyuae BHeceHust n3meHeHnust Tuna Ib, Biekymero 3a coboit npyrue
rocieaoBaTeabHble M3MeHeHus Tuna IA u tuna Ib, mogaercs oaHoO 3asBIICHHE,
COJIeprKallee BCe MoCIe0BaTeIbHbIE U3MEHECHU THUIIA .

63. B ciiyyae BHeCeHUs 3HAUUTENIbHBIX U3MEHeHHH Tuna I1:

1) 3astBUTENH MPECTABISET 3asgBICHHE 1O (hOPME COTIIACHO MPHIIOKEHHIO | K
HacTosiiuM [IpaBuiiaM U JOKYMEHTBI COTJIaCHO MPUIIOKEHHUIO 18 K HACTOAIIUM
[IpaBunawm;

2) 3asBJIEHUE COJAEPKUT OAHO n3MeHeHue tuna 1. B cinyuae BHeceHus
HECKOJbKUX M3MeHeHu# tuma Il, oTnenpHoe 3asiBiaeHue MoJaeTCsd OTHOCUTEIBHO
KXJ0r0 U3MEHEHUS, KaXK10€ 3asBJICHUE COJIEPKUT CCHUIKU HA APYro€ 3asBIICHUE;

3) B cityyae eciu u3MeHeHue tumna [l mpuBouT K IpyruM nociie1oBaTeIbHbIM
n3MeHeHusIM tumna II, oqHo 3asiBjIeHne BKIOYAET BCE MOCIEA0BAaTECIbHBIC H3MCHEHHUS
BMECTE C ONMCAHUEM COOTBETCTBHUM MEXKIY TAKUMHM ITOCIIEI0BATEIIbHBIMU
n3MeHeHusiMu tumna II.

B cnyudae ecnu usmenenue tuna Il npuBOaUT K APYyrum NOCIEA0BATEIbHBIM
W3MEHEHUSAM Tumna I, oHO 3asBiaeHHE BKIIOUAET BCE MOCIEA0BaTEIbHBIC N3MCHEHUS
BMECTE C ONKMCAHUEM COOTBETCTBHUI MEXK]ly TAKUMHU MOCJIEA0BATEIbHBIMU
n3MeHeHussMH tuna I u I1.

[Tonaua 3asiBieHMs Ha 3KCNEPTU3Y BHECEHUS u3MeHeHui Tumna A, Ib, 11 B
PETUCTPALIMOHHOE JOChE OCYIIECTBISAETCS 3asBUTENIEM B TEUEHUE TPEX MECSIIEB 110CIIE
YTBEPKJIEHUS BHOCUMBIX U3MEHEHUI B CTpaHe MPOU3BOJIUTENS WIH P KaTeNs
PErMCTPALlMOHHOTO YJIOCTOBEPEHHS.

64. CBOAHBIN OTYET MO OLICHKE BHOCUMBIX H3MEHEHUH JIEKapCTBEHHOTO
npenapara nIpu U3BMEHEHHUSIX, BHOCUMBIX B peructpaimontoe jgocbe tuna I u 11, He
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TpeOYIOIUX HOBOM perucTpaliuu COCTaBIsIETCs 10 (hopMe corjlacHo nmpuioxenuto 11 k
HactosmuM [IpaBunam.

65. I1o pe3ynbpTaTaM NPOBEICHHOW SKCIEPTU3BI TOCYJaPCTBEHHAS SKCIIEPTHAS
OpraHu3alys COCTABISET 3aKII0UEHHE 0 O€30MacHOCTH, KauecTBe U 3 (HEKTUBHOCTH
JIEKaPCTBEHHOI'O CPEJICTBA, 3aBJIEHHOIO Ha SKCIIEPTU3Y U3MEHEHUI, BHOCUMBIX B
PErUCTPALIMOHHOE JTIOCKE TI0 (POpME COrIacHO MPUIIOKEHUIO 15 K HACTOAIIUM
[IpaBuiiam.

I'naBa 6. CpOKl/I MPOBECACHUS IKCIIEPTU3BI JIECKAPCTBCHHBIX CPEACTB

66. DKcrepTr3a JIEKapCTBEHHOTO CPEACTBA MTPU TOCYJaPCTBEHHOW pErucTpanuu
MIPOBOJIUTCS B CPOK, HE MPEBBIIAIOIINKI ABYXCOT JECATH KaJeHAApHBIX JHEH, B TOM
YyucIie:

1) HauanpHas SKCIEPTH3a JIEKAPCTBEHHOTO CPEACTBA — TPUALIATH KaJlEHIapHBIX
JIHEH;

2) crienuanu3upoBaHHas SKCIIEPTU3a — AEBSIHOCTO KaJICHJAPHBIX THEH (B TOM
4yucie, NpoBepKa ayTEHTUYHOCTHU WM TIEPEBOJ HA Ka3aXCKUM SI3bIK 00IIeH
XapaKTEePUCTUKU JIEKAPCTBEHHOTO CPEACTBA U UHCTPYKIUU MO METUIIUHCKOMY
MPUMEHEHUIO (JIMCTOK-BKJIABIII), MAPKUPOBKH MAaKETOB YIAKOBKHU, STUKETOK,
CTUKEPOB);

3) nabopaTopHbIC UCIBITAHUS — CEMbBJICCIT KaJCHIAPHBIX THEH;

4) popmupoBanue 3aKITt0UCHUS 0 6€30mMacHOCTH, 3P (HEKTUBHOCTH M KAYECTBE —
JBA/IIATh KaJCHIAPHBIX JTHEH.

67. DkcnepTu3a JIEKapCTBEHHOT'O CPEJICTBA IIPU MEepEPErucTpaluu IpOBOJUTCS B
TEUEHHUE CTa JIBA/IIIATH KaJ€HJAPHBIX IHEU, B TOM UYHUCIIE:

1) HayabHAas KCIEPTHU3a JIEKAPCTBEHHOI'O CPEJCTBA — JIBA/ILATh KAJIEHJAPHBIX
JTHEH;

2) cnenuaiu3upoBaHHAas IKCIEPTU3a — AEBIHOCTA KaJIeHAAPHBIX JHEH, (B TOM
YucIie, MOATBEPKICHUE ayTEHTUYHOCTH WM NIEPEBO/I Ha Ka3aXCKUM S3BIK OOIIei
XapaKTePUCTUKU JIEKAPCTBEHHOTO CPEJCTBA U UHCTPYKIUU MO METUIIUHCKOMY
MPUMEHEHUIO (JIMCTOK-BKJIA/IBIIT ), MAKETOB MAPKHUPOBKH YIIaKOBKH, ITHKETOK,
CTUKEPOB);
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3) dopMupoBaHUE 3aKITIOYEHUS O OE30MMaCHOCTH, Y(PPEKTUBHOCTH U KAaYECTBE —
JIECATh KaJICHIapHBIX JTHEH.

68. DKcrnepTr3a JIEKapCTBEHHOTO CPEACTBA MTPU BHECEHUU NU3MEHEHH B
peructpannonHoe nocke Thna IA, tTuna Ib u tuna II ¢ npoBeneHneM nadopaTopHbIX
VCIIBITAHUM IIPOBOJUTCS B CPOK, HE IPEBBIIIAOIINN JEBIHOCTO KAJICHIAPHBIX JHEH, B
TOM YHCJIE:

1) HauanbHasH KCIIEPTH3A JICKAPCTBEHHOTO CPEACTBA — MATHAIATH KaJleHIapHBIX
JTHEH;

2) cenraau3upoBaHHas AKCIIEPTU3a — IIECThAECST IMATh KaJCHIAPHbBIX JHEH, B
TOM YHCJIE JIJA0OpaTOPHBIE UCTIBITAHUSI (B TOM YHCIIC, TOATBEPKACHUE ayTEHTUYHOCTH
WJIU TIEPEBOJ] Ha Ka3aXCKUM SI3bIK OOIIEH XapaKTepUCTUKH JIEKAPCTBEHHOTO CPEACTBA U
WHCTPYKIIHMH MO0 MEIUIIMHCKOMY MTPUMEHEHUIO (JTUCTOK-BKJIAIBIII), MAKETOB
MapKUPOBKHU YIAKOBKH, STUKETOK, CTUKEPOB);

3) dopmMupoBaHue 3aKII0YEHUS O O€30MaCHOCTH, Y(PHEKTUBHOCTU U KAYECTBE —
JECATh KAUICHIAPHBIX THEU.

69. DkcnepTr3a JIeKapCTBEHHOTO CPEACTBA MTPU BHECEHUU MU3MEHEHHH B
peructpaimonHoe aoche Tuna IA, Tuna Ib u tuna I 6e3 npoBeaeHust 1a00paTOPHBIX
VCTIBITAHUU MPOBOJIUTCS B CPOK HE MPEBBIIAIONINN IECTUACCATH KAJICHAAPHBIX THEH, B
TOM YHCIIE:

1) HayasibHAs 3KCHIEPTH3a JIEKAPCTBEHHOI'O CPEJCTBA — JIECATh KaJICHIapHBIX
JTHEH;

2) crienuanu3upoOBaHHas SKCIEPTU3a — COPOK KaJIEHJAPHBIX JHEH (B TOM YHCIIE,
NOJTBEPKACHUE AyTEHTUYHOCTH WUJIM NIEPEBOJT HA Ka3aXCKUH SI3bIK 00ILIEen
XapaKTEPUCTUKH JIEKAPCTBEHHOI'O CPEJICTBA M UHCTPYKLUU 10 METULIUHCKOMY
OPUMEHEHUIO (JIMCTOK-BKJIA/IbII ), MAKETOB MAPKUPOBKH YIIAaKOBKHU, ITUKETOK,
CTUKEPOB);

3) bopmupoBaHue 3aKI0YeHUsI 0 0€30MaCHOCTH, 3PHEKTUBHOCTU U KaUeCTBE —
JIECATh KaJICHIapHBIX JTHEH.

70. YcKOopeHHas IKCIEpTHU3a JIEKAPCTBEHHOTO CPEACTBA MPOBOAUTCS B CPOKH, HE
IIPEBBIIAIOIINE CEMUAECCATU KAICHIAPHBIX THEN, B TOM YHCIIE:

1) HauanbHas 3KcHiepTH3a — HE O0Jiee ABAIATH KAJICHIAPHBIX THEH;
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2) crienranu3upoOBaHHas FKCIEPTU3a — HE Oosiee COpoKa KaJeHAApHbIX THEH, B
TOM YHCJI€ MOATBEPKICHHE Ay TEHTUYHOCTH MEPEBO/IA MAPKUPOBKH MAaKETOB YIIAKOBKH,
ATUKETOK, CTUKEPOB, OOIIEH XapaKTEPUCTUKH JICKAPCTBEHHOTO CPEICTBA, HHCTPYKIIUU
0 MEAUIMHCKOMY MPUMEHEHHUIO (JINCTOK-BKJIAJIBII);

3) dopMupoBaHHE 3aKTIOYEHUS O OE30MMaCHOCTH, 3(PGHEKTUBHOCTH U KaUSCTBE
JICKapCTBEHHOTO CPEJICTBA, MPOCKTOB UTOTOBBIX JOKYMEHTOB SKCIICPTU3BI
JICKapCTBEHHBIX CPEACTB — HE OoJiee AECITH KaJICHIapHBIX JTHEH.

71. DkcniepTr3a JEKapCTBEHHBIX CPEACTB, YUACTBYIOIIMX B MIPOLETYPE
coBMecTHOM npekBanudukannu BO3 npoBoAUTCS B CPOKU, HE TTPEBBIIIAIOININE
JIEBSTHOCTO KaJICHAAPHBIX JHEH, B TOM YHUCIIE:

1) HauanbHast dKCIIepTH3a — HE 0oJiee ABAAIATH KAJICHIAPHBIX JTHEH;

2) creruaau3upoBaHHas HKCIEpTH3a — He 0oJiee MECTUISCATH KaJeHIapHbIX
JTHEW, B TOM YHUCJIE IOJATBEPKACHUE AYyTEHTUYHOCTH NIEPEBO]IA MAPKUPOBKH MAKETOB
YIaKOBKH, 3TUKETOK, CTUKEPOB, 00IIIEeH XapaKTepUCTHUKH JIEKAPCTBEHHOT'O CPEJICTBA,
WHCTPYKIMH MO MEIUIIMTHCKOMY MPUMEHEHUIO (JTMCTOK-BKJIABIIII);

3) bopMupoBaHue 3aKII0YEHUS 0 O€30MaCHOCTH, YPHEKTUBHOCTU U KAYECTBE
JICKapCTBEHHOTO CPEJICTBA, MPOCKTOB UTOTOBBIX JOKYMEHTOB SKCIIEPTU3HI
JICKapCTBEHHBIX CPEACTB — HE OoJiee AECATH KaJICHIapHbIX JTHEH.

72. B cpokH IPOBEICHUS SIKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA HE BXOJIUT:
1) Bpemsi BOCIIOTHEHUSI HEKOMIIJIEKTHOCTH PETUCTPAIIMOHHOTO JI0ChE;

2) BpCMs MMPCAOCTABIICHUA 3a4ABUTCIICM JOKYMCHTOB U MAaTCPHUAJIOB 110 3aIIpOCy
Ha JII000M M3 3TAroB OKCIICPTU3BI;

3) Bpemsi opraHu3aiyy U npoBeieHus hapMalieBTUYECKON NHCIEKIINH,
OCYILIECTBIISIEMOM B MOPSAIKE, IPETyCMOTPEHHOM yHKTOM 6 cTaThu 244 Konekca;

4) cpoKHM MPeOCTABIICHUS OTUETA KIIMHUYECKUX UCCIIEIOBAaHUM MPU COOJIIOIEHUU
yCJIOBUH, onpeneseHHbIX TyHKTOM 11 HacTosimux [Ipasun. I1pu aToM cpoku
IIPEOCTABJICHUS OTYETa KIIMHUYECKOTO UCCIIEIOBAHNS HE NIPEBBIIIAOT CTa
BOCBMUJIECATU KAJICHIAPHBIX JHEH C 1AaThl HaYaja KIMHUYECKOTO UCCIICIOBAHMUS;

5) opranu3zanus U MNpoBeeHre DKCIEPTHOTO COBETA;

6) CorjiaCoBaHUsA 3adBUTCIICM UTOT'OBBLIX JOKYMCHTOB.
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3asiBjieHHe HA MPOBe/IeHNe IKCIEPTU3bI JIEKAPCTBEHHOT 0 cpeacTBa*™

K ITpaBHJIaM IIPOBCACHHUSA SKCIICPTU3bI

[Ipunoxenue 1

JICKapCTBCHHBIX CPCJCTB

dopma

Twum nponeypbl

Peructpanus
Ilepepeructpanus

Buecenne u3mMeHeHUI

2. CBezneHHs 0 PerucTpannuoH- Ne perucTpaiMOHHOTO YAOCTOBEpEHHS BhIIaHHOTO B Pecrrybinke KaszaxcraH ¢ yka3aHHeM 1aTbl
HOM yJOCTOBEpeHHUH (IIpH Ne- | BBLIAYH M CPOKA JICHCTBHS
peperucTpauyy 1 BHECEHUH
M3MEHEHHUH B PerucTpalroH-
HOE JI0ChE)
3. ToproBoe HauMeHOBaHHE Ha Ka3aXCKOM SI3bIKE
Ha PYCCKOM $I3bIKE
Ha aHTJIMHACKOM SI3bIKE
4. ToproBoe HauMeHOBaHHE HA Ha Ka3aXCKOM SI3bIKE Ha PYCCKOM $I3bIKE Ha aHTJIMHACKOM SI3bIKE Crpana
SKCHOPT (IJIs1 OTEYECTBEH-
HBIX [IPOU3BOAUTETICH)
5. MexayHapoJHOE HEMaTeHTO- | Ha Ka3aXxCKOM sI3bIKe
BaHHOE Ha3BaHUE
Ha PYCCKOM SI3bIKE
Ha aQHTJIMHACKOM SI3bIKE
6. JlexapcTBeHHas popma Ha Ka3axCKOM sI3bIKe
Ha PYCCKOM SI3bIKE
7. Jlo3upoBka (KOHIIEHTpanus) Konnenrparys ykasbiBa-
(3amonHsercs npyu HATMYHN. eTCs ISl HKUJIKUX, MST-
OOBeM 3aroNHIeTCs B yIia- KHX U ra3000pa3HbIX Jie-
KOBKe) KapCTBEHHBIX (popM
8. AHaTOMO-TEpaneBTHYECKO- Kon
XUMHYECKas K HpUKALUS
eckas KaccupuKar, HaumenoBanue Ha Ka-
3aXCKOM SI3bIKE
HaumenoBanue Ha pyc-
CKOM SI3BIKE
9. T 1ekapCTBEHHOTO CPECTBA (3aMOIHACTCS Al COOTBETCTBYIOMIETO JIEKAPCTBEHHOTO TIPenapaTa, BHIOMPAEeTCs TOJIBKO OJWH TUIT
JIC)
1) OpurnHaIbHBIN IeKapCTBEHHBIHN Mpemapar
OIHOKOMITOHEHTHBII MHOrOKOMITOHEHTHBII
OHMOIOrMYECKHiT TeKapCTBEHHBIH IMpenapar HMMMYHOOUOJIOTHYECKH JIeKapCTBEHHBIH TIpenapaT
HOBAasI aKTUBHAs (hapMaleBTHUECKas CyOCTaHIUS Bank-nponykr
2) Bocnpon3seaeHHbIN JIeKapCTBEHHBIN TpenapaT

OIHOKOMITOHEHTHBII

MHOTOKOMITOHEHTHBIH

Bank-npomyxt
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OpI/IFI/IHaIILHLII\/'I HeKapCTBeHHBIﬁ Inpenapar:

HAMMEHOBAHHE JIEKapCTBEHHOI0 Npenapara, J103H-
POBKa, JiekapcTBeHHast hopma

Jiep KaTelb PETUCTPAlIMOHHOTO YI0CTOBEPEHHUS
(KoMIIaHUsl, HAa UMs KOTOPOH BBIIaHO PErUCTpaIt-
OHHOE yIOCTOBEpPEHHE), 1aTa PETHCTPALU, HOMED
PErUCTPALIMOHHOTO YI0CTOBEPEHHS, TOCYAaPCTBO,
T/ie 3apETUCTPUPOBAH OPUTHHAIIBHBIN JIEKAPCTBEH-
HBII TIpenapaT

PCqJepeHTHBIfI HeKapCTBCHHLIﬁ npenapar st OTe4YCCTBECHHOTO ITPOU3BOAUTEIIS, KOTOpBIﬁ HCIIOJIB30BAJICA B UCCJICIOBAHUAX 3KBUBA-

JICHTHOCTH (CCHI/I TAKOBBIC HpOBOI[I/IIII/ICL)Z

HaMMEHOBAHHUE JICKAPCTBEHHOT'O ITpernapara, 1034-
POBKa, IekapcTBeHHas popma

Jep KaTellb PETUCTPAOHHOTO YAOCTOBEPEHNUS
(xoMmaHUsl, Ha UMsI KOTOPOH BBIIAHO PETUCTPALIH-
OHHOE YJIOCTOBEpPEHHME), 1aTa PErHCTPaLlU, HOMEp
PErUCTPALMOHHOIO Y0CTOBEPEHHS], TOCYJapCTBO,
IJie 3apeTHCTPUPOBAH ped)epeHTHEIH TeKapCTBEH-
HBII TIpenapaT

IIPUBECTH 000CHOBAHNUS HCIIOIb30BAHUSA PeEePeHT-
HOTO Ipernapara npH ero OTIMYUU OT OPUITMHATIBHO-
ro npenapara

Ipumeuanue. Pazaen He06X0IMMO 3aMONHITH IS KQKIOTO JICKApCTBEHHOTO MpernapaTa, KOTOPBI HCIOIb30BaJICs B HCCIICIOBAHMU-

X OSKBUBAJICHTHOCTH.

3)

BuoananornyHelii nekapcTBeHHbIN npenapat (bruoananor)

bank-npoaykr

OpHruHasbHbIA OMOIOrHYeCKUil TeKapCTBEHHbIH Ipenapar:

HalMEHOBaHHUE JIEKaPCTBEHHOI'0 TIpenapara, J1031-
POBKa, JiekapcTBeHHast hopma

Jiep KaTelb PETUCTPALIMOHHOTO yI0CTOBEPEHHUS
(KoMIIaHUsl, HAa UMsl KOTOPOH BBIIaHO PErUCTPaIt-
OHHOE yIOCTOBEpPEHHE), 1aTa PETHCTPALlU, HOMED
PEruCTPallMOHHOTO Y0CTOBEPEHHUS, TOCYAaPCTBO,
T/Ie 3apETUCTPUPOBAH OPUTHHAIIBHBIN JIEKAPCTBEH-
HBI IpenapaT

PedepenTHslit 6M0I0rHUECKuii IeKapCTBEHHBII Npenapar:

HAMMEHOBaHHE JIEKAaPCTBEHHOIO Npenapara, J1034-
pOBKa, JiekapcTBeHHas Gopma

Jiep>KaTelb PErHCTPAlOHHOTO YI0CTOBEPEHHUS, Ja-
Ta PErucTpalny, HOMEP PEruCTPALMOHHOTO y0CTO-
BEPEHUsI, TOCYAAPCTBO, I/Ie 3aperUCTPHUPOBaH pede-
PEHTHBIH JeKapCTBEHHBIH mpenapar

pasyuyus 1o CpaBHEHHIO ¢ pepepeHTHBIM OHOIOTH-
YECKHM JICKapCTBEHHBIM perapaTtoM (€ciiu Tako-
BBIC HIMEIOTCS):

pasNHYKs B HCXOJHOM MaTepHae;
pasMYusl B IPOU3BOJICTBEHHOM IIpOLIECCe;

Jpyrye noKa3aHus K MpUMEHEHHUIO,

pasiauuus B JISKapCTBEHHOM (hopme;

NpyTast O3UPOBKa;

(KoNIMYEeCTBEHHBIC H3MEHEHHS aKTHBHOH (hapMalleBTHUECKO CyOCTaHIHN );
JPyro# crocoO BBEICHHUSI,

JIpyTHe OTINYUs
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4)

I'nOpuaHbIiA IeKapCcTBEHHBIH Mpenapar

OOHOKOMITIOHEHTHBII

MHOTOKOMITOHEHTHBIH

Banx-mpoxyxt

OpurnHaIbHBIN JISKApCTBEHHBIN IpeTapar:

HANMEHOBAHHE JIEKAPCTBEHHOTO Ipernapara, 103H-
POBKa, iekapcTBeHHas popma

Jiep>KaTellb PETUCTPAlMOHHOTO YI0CTOBEPEHHUS, Ja-
Ta perucTpaly, HOMEP PEruCTPALUOHHOTO y0CTO-
BEpEHHUsl, FOCYIapCTBO, IIe 3apErUCTPUPOBAH OpHU-
THHAJIBHBIH JIEKapCTBCHHBIN IperapaT

Paznuuus o CpaBHCHHIO C OpUTMHAJIbHBIM JIEKap-
CTBCHHBIM IIpEIIapaToOM:

HM3MEHEHUs aKTUBHOH (papMarieBTHYecKoi cyOcTaHIuH;

Ipyras JeKapcTBeHHas (hopMa;

Ipyras(ue) 1o3upoBKa(n) (KONUYECTBCHHbIC H3MEHEHHS aKTUBHOH (apma-

LEBTUYECKON CyOCTaHIINN);

npyroi (ue) criocoO(bl) BBEICHHUS;

npyras (hapMakOKHHETHKA (BKIIIOYAst IPYTYH0 OMOIOCTYITHOCTS);

Jpyroe 1okazaHue K IpUMEHEHHIO;

Apyrue oTiin4us

5)

KoMOuHHpOBaHHBII JIeKapCTBEHHBIH IpenapaT

HU3BECTHAA KOM6I/IHaHI/I$[

HOBasA KOM6I/IHaI_II/I$[

Banx-nmpoxyxt

OpHruHaIbHBIH JIeKapCTBEHHBIN Ipenapar (B clyyae U3BECTHOM KOMOMHALUN)

HAaNMEHOBAHHE JIEKAPCTBEHHOTO TIperapara, 103H-
POBKa, IekapcTBeHHas popma

JieprKaTesb PerucTPalMoOHHOTO yJOCTOBEPEHUS, 1a-
Ta PErucTpaluy, HOMEp PErucTPALMOHHOIO y0CTO-
BEpEHHMsI, TOCYIapCTBO, IJIe 3apEerUCTPUPOBAH OpH-

TUHATbHBIA J'IeKapCTBCHHLII\/'I npenapar

6)

HeKapCTB€HHLIﬁ Ipenapar ¢ XOpouIo U3y4€HHbIM MEAUIIMHCKUM IPUMEHECHUEM

bank-mpomykr

HAMMEHOBaHHE JIEKAaPCTBEHHOIO Npenapara, J1034-
pOBKa, JiekapcTBeHHas Gopma

Jiep>KaTelb PErHCTPAlOHHOTO YI0CTOBEPEHHUS, Ja-
Ta PETUCTpPAINX, HOMEP PETUCTPALUOHHOTO yJOCTO-
BEPEHHUs.

7

PagnodapmarieBTHUECKHI IEKAPCTBEHHBIH TpenapaT

Bank-npoaykt

panuodapMaleBTHIECKHi HA00p

MIPEKypCcop PaaHOHyKINIA

HCTOYHUK PAJHOHYKIH/A (TIEPBUYHBINA U BTOPHY-
HBIH) (IpY HATTMYHHN)

T'enepatop
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8) T'omeonaTnueckuil nekapCTBEHHbIH Npenapat
HOBBIN rOMeONaTUYECKU IpenapaT TOMEONaTHYECKHUH TperapaT, BKIIOYECHHBIH B (hapMaKoIen 1 MOHOTpaduu
9) PacTuTenbHbIi 1eKapCcTBEHHBIN Npenapar

OMHOMHHAIBHOE HayYHOE Ha3BaHUE pacTeHUs (pof,
BHJI, Pa3HOBUIHOCTB)

HCTOYHHK ITPOMCXOKIACHUS CHIPbs (J1a00paTOPHBIi
KOJ)

JacTH MPOU3BOJSAIICIO PACTCHUS

Ha3BaHHe (Onpe/eeHne) CyOCTaHI[MU PaCTUTENBHO-
T'O MMPOUCXOXKACHHUS U IPYyrue Ha3BaHUs (CHHOHH-

MBI, yKazaHHble B PapMakomnesx)

10) OpaHHBIN JIeKapCTBEHHBIN TpenapaT

IIprcBOCH JH JIeKapCTBEHHOMY Ipernapary cTaTyc opdaHHOro JeKapcTBeHHOro npemnapara B Pecy6inke Kazaxcran

Her

B mporiecce paccMOTpeHHs

Ha

Jlara

HOMEp PEriCTPaIMOHHOTO YI0CTOBepeHHs ophaH-
HOTO JIEKapCTBEHHOTO IperiapaTa

OTKa3aHo B IIPUCBOCHUH CTaTyCa Op(baHHOI‘O JICKapCTBECHHOI'O IIperiapaTa

Jlara

Howmep permenus

3asBJIcHUE HA IIPUCBOCHHUE CTaTyCa OTO3BAHO: aTa

1) Tpancdep

HawnmenoBanue, aapec Mpon3BOACTBCHHON IIOMAAKA
Tepearoneil CTOpOHBI

12) AxTtuBHas GapMarieBTHUECKast CyOCTaHIHsI, IPOU3BeIcHHAs He B yciaoBusx GMP min nekapcTBEHHOE PACTUTETBHOE ChIPhE

13) IpexBanudpuxanus BO3

10 ®dopma oTITyCcKa B CTpaHe 3a- [To peuenty Bpaua
ABUTEIA bes peuenra Bpaua

11 CriocoObl BBEICHUS

12 WNudopmarus mo ycTpoii-
CTBaM BBOJIA

13 YnakoBka (3alOJHSIETCS CIMCOK 3HAYCHHI )

Ne Bun (nepBuunas wiam BTopud- | HammeHoBanue Pasmep (mipu Hanu- | O6beMm (npu HaH- Koun-Bo exu- Kparkoe
Hast) YUH) YHU) HHUII B yna- OIMCaHUE

KOBKE

1. IepBuunas

2. IIpomerxxyTounas (IIpu HAJH-
YUH)

3. Bropuunas

3 I Tpux-Kox BTOpUYHON yma- VYka3aTh ITPUX-KOA A KAXKON TO3UPOBKY (KOHIICHTPAIIUN)
koBkH (GTIN) (Ixutun)

14 TTonHbli Ka4eCTBEHHBIH 1 KOIMYECTBEHHBIN COCTaB (3AIOJHACTCS CIIMCOK 3HAYCHH )

Ne Tum Be- Ha- Kommye- HopmatuBabIi IIpousBogu- | Konrpommpyer- | Hammume Jukopacty- [IpuzHax
1ecTBa ume- | CTBO Ha JIOKYMEHT, pe- TeJlb, CTpa- Csl MEeXKIIyHa- SJIOBUTBIX | ILI€e WK YesnoBeye-
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(axTuB- HO- €IMHH- TJIAMEHTHPYIO- | Ha U ajpec POIHBIM KOMHU- BEILECTB KYJIBTUBHpPYE- | CKOTrO WM
HOE Ba- 1y Jie- I Ka4eCTBO MIPOM3BO- TETOM IT0 KOH- (oTmeua- Moe (s J1e- >KUBOTHO-
WIH HUE Kap- i Papmako- CTBEHHOM TPOJIIO 32 Hap- eTCs U KapCTBEHHO- TO MPOHUC-
BCIIOMO- CTBEH- nes C yka3aHu- | IUIONIaJKH KOTUKaMH (0T- HaJIMYUH) IO PaCTUTENb- | XOXKIe-
rarenb- HOW €M roja usja- (nns akTHB- MeyaeTcs pu HOTO CBIPBSI) Hust (OT-
HOE) (bopmbl HUS HBIX Be- HAJIUYUH) U MECTO Ipo- MeuaeTcst
IECTB) W3pacTaHus TIpY HaJIH-
YUH)
1. AKTHB- II Tab. 1 cnmcox
Hoe 111 tab. 2 CIUcoK
IV Tab.
2. Bcermo-
Mora-
TEeIbHOE
15 HaumenoBanue akTHBHOH (hapMalieBTHUECKOH cyOcTaHIun
16 Cpok XpaHeHHus Jie- npeJularaeMblii Cpok XpaHeHHs
KapCTBEHHOT' - o .
apCTBCHHOIO Cpek npeAIaraeMblil epuo NPUMEHEeHHs (II0CIIe IEPBOT0 BCKPBITHS KOHTEHHEpa)
CTBa
npeaaraeMblil Epuo MPUMEHEHHs (ITOCIIe PaCTBOPESHUS WM Pa3BeICHHUs)
17 YcnoBus TpaHcmop-
THPOBAHUS
18 YcnoBust XpaHeHUS IpesiaraeMble YCIOBUS XpaHCHHS
IpeAsiaraeMble YCJIOBUS XpaHEHHS II0CIIE TIEPBOTO BCKPBITHS YIIAaKOBKU
19 Peructpanust B cTpaHe-poU3BOAUTENE U JPYTHX CTPaHAX
1. Ha3zBanwue crpaHbl Ne perucrpanmoHHOTO yocToBepeHHs (yKa3bsIBaeTcs Mpu Hanmmanu) | Jlara Bermaun Cpok neiicTBus
2.
20 Hanume oxpaHHOTO TOKYMEHTa Ha N300pETEHIE WM MOJIE3HYI0 MOJIETIb, TOBApHbIA 3HAK
HasBanue oxpaHHO- Ne oxpaHHOTO JOKyMEHTa Jlara Bbiaun Cpox BbLIaYH
r0 IOKyMEHTa
21 IIpousBoxacTBO 1) ITomrHOCTBIO HAa JAHHOM IPOU3BOJICTBE
2) YacTHuHO HA JaHHOM IIPOU3BOJICTBE
3) ITonmHOCTBIO HA APYTOM MPOU3BOJCTBE
22 IIpousBoauTens (1) IeKapCTBEHHOTO Mpernapara U y4acToK (M) IPOU3BOACTBA (BKIIFOYAs yYaCTKH MPOM3BOACTBA JTF0OOOT0 KOMITOHEH-
Ta (B TOM YHCIIC PACTBOPHUTEIS JIEKAPCTBEHHOW (hPOPMBI), KOTOPBI SBJISIETCS YaCThIO JIGKAPCTBEHHOTO Mpernapara)
Ne Tun npoussoau- | Haume- Ne, nata u FOpuanye- dakTrueckuit Tenedon, ®.1.0. (mpu ®.1.0.
Tems HOBa- CPOK JeHCTBUS CKMH azipec anpec taxc, e- HAJIMYUH), (npu Ha-
HHE, pa3speIuTenb- mail JIOJKHOCTD JIMYUH),
cTpaHa HOT'O JOKYMEH- pyKoBOIHTE- JIOTTK-
(Ha xa- Ta st HOCTh
3ax- KOHTAaKT-
CKOM, HOTO JIuLa
pyc-
CKOM,
AHTIIHH-
CKOM
SI3BIKAX)
1. IIpousBoaurens
1.1 IIpenmpusrue-
YIaKOBILUK
1.1.1 | nepBuuHas
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Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

27.01.2021
04.02.2021
27.01.2021
04.02.2021

BTOpHUYHAas

1.2

IIpousBoau-
TeNb, OCYILECTB-
JISIOINNAN KOH-
TPOJIb KauyecTBa

1.3

IIpousBoau-
TElb, OTBET-
CTBEHHBII1 32 BbI-
ITyCK CEpH

2)

[epxartens nu- JlaHHbIe 110 U~

LEH3UH [CH3HH Ha
HPOHM3BOA-
CTBO, BBIJJaH-
Hasl YIIOJTHOMO-
YEHHBIM Opra-
HOM CTPaHEI
IPOU3BOAUTE-
1

3)

[epxatens pe-
THCTPALIMOHHO-
0 yJ10CTOBEpE-
HUS

4)

3asBUTENb HIH ﬂaHHLIe 110 10-

MIpeACTaBUTECIIb- BECPCHHOCTH

CTBO

5)

YnonHoMmo4eH-
HOE JIMIIO 110
OCYIIECTBIIE-
HUIO (hapMaKo-
Haj3opa B Pec-
my6mke Kazax-
CTaH

23

JlaGopaTtopust CTpaHbI-IPOM3BOIUTENS IO KOHTPOJIIO Ka4eCTBa MIPENnapaToB KPOBU U BAaKIMH, OTBETCTBEHHAS 32 KOHTPOJIb Ka4ecTBa

(BbINyCK) cepun

HaMMEHOBAHHUE J1ab0paTOpUu

aapec MeCTa OCYLIECTBIICHUS AECATCIIBHOCTU

Crpana

Tenedon (dakc)

OJICKTPOHHAsA no4yra

M3meHeHus, BHOCUMBIE B PETHCTPALIMOHHOE JI0ChE JIEKAPCTBEHHOTO CpeIcTBa (YKa3aTh BHOCUMbIE H3MEHEHHS)

Tun uamMeHeHus

Penakius 10 BHECEHHUS U3MEHEHUI

BHocumble u3aMeHeHus

JlaHHBIE 110 JOTOBOPY Ha MPOBEJCHUE IKCIIEPTU3BI JICKAPCTBEHHBIX CPEJICTB

Ne norosopa

Jlata 3akitoueHus

Cpoxk neiicTBus

CyOBeKT, OCYIIECTBIISIONINI OIUIATy 32 MPOBEICHUE IKCIEPTH3bI

HaumenoBanue

Crpana

FOpuanueckuii agpec
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4. daxTHueckuil agpec

5. @®.1.0. (pn HANIM4MK), TOIDKHOCTH PYKOBOJHUTEIS
6. Tenedon

7. Ddakc

8. e-mail

9. busHec-u1eHTH(HUKALIMOHHBIH HOMEP

10. WuauBuyansHblil HAeHTHGUKALMOHHBIA HOMED
11. Bank

12. PacuerHslii cuer

13. BanrotHslii cuer

14. Kon

15. bankoBCKHMiT NAEHTH(UKATMOHHBIH KO
3asBUTENb:

FapaHTHPYIO: TOCTOBEPHOCTH HH(POPMAIIMH PErUCTPALIMOHHOTO JI0ChE, HEHAPYIICHHE HCKIFOYUTEIbHBIX MIPaB TPETHUMH JIMI[AMH Ha H300pe-
TEHHE WJIH MOJIE3HYI0 MOAENb, aJICKBATHOCTh IIEPEBOJIOB METOIMK KOHTPOJIS Ka4eCTBA, MHCTPYKIUH [0 MEIUIIMHCKOMY ITPUMEHEHHIO JIeKap-
CTBEHHOT'O CPEJICTBA; IPEJACTABUTH 00Pa3Ibl JIEKAPCTBEHHBIX CPENICTB, CTAHAAPTHBIC 00pa3Ibl JIEKAPCTBEHHBIX CYOCTaHLIMI 1 UX pUMeceil B
KOJIMYECTBAX, JOCTATOUHBIX JUISl TPEXKPATHOTO aHAIM3a, CIEeU(HIECKHE PEareHThl, PACXOIHbIe MaTepUallbl, IPUMEHsIEMbIE TIPH IPOBEe-
HUHM UCTIBITAaHUH JICKAPCTBEHHBIX CPEJICTB (B HCKITIOYUTENIFHBIX CIIy4asX ¥ Ha YCIOBHUIX BO3BpAaTa), a TAKXKE UX COOTBETCTBHE HOPMATHBHBIM
JIOKYMEHTaM, IIPEACTaBIsIEMbIM Ha PETUCTPALUIO.

O6ﬂ3yIOCL COOGH.IaTB 000 BCeX M3MCHEHUSX B PErucTpalluoOHHOC NOChE, a TAKKE IMPEACTABJIATh MaTEpHaJIbl TIPU O6Hapy)K€HI/II/I HEXKEIIaTClIb-
HBIX peaKHI/Iﬁ IIpy IPUMEHCHUHU JICKAPCTBEHHOI'O CPEAACTBA, PAHCC HE YKa3aHHBIX B MHCTPYKIUHU 10 MEAUITMHCKOMY IIPUMCHCHUIO.

JHata

®.1.0 (npu HanM4IMN) U JODKHOCTH OTBETCTBEHHOTO JIHIA 3assBUTEIS

IToamnuce

[Tpumeuanue:

* JlanHas opma 3asBJICHUS TIPEAOCTABIAETCS TAKXKE IIPH TIEPEPETUCTPALIUH
JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBUU C MOPSIKOM FOCY1apCTBEHHOM
perucTpaIuu, NepeperucTpalii U BHECEHU U3MEHECHHUI B PErUCTPAIITMOHHOE JIOChE
JIEKApPCTBEHHOTO CPEJICTBA WM MEIUIIMHCKOTO U3JIEIHs, OTPEIeIIeMbIM
YIOJIHOMOYEHHBIM OpraHOM corjacHo MyHKTY 3 craThu 23 Konekca PecryOmnmku
Kazaxcran ot 7 utons 2020 roaa «O 310p0oBbE HAPOJA U CUCTEME 37PABOOXPAHCHUS».

** 3asBlICHUE 3aII0THSICTCS OJHOKPATHO U HC ITOJICKUT KOPPCKTUPOBKCE.
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[Ipunoxenue 2
K IIPaBWJIAM IIPOBEACHUSA IKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB

Hepeqenb JAOKYMEHTOB, IPE€I0CTABJIACMBIX /IJIfl IKCIICPTU3bI IIPOU3BOAUTCIAMUA

PecnnyOoimkun Kazaxcran

Ne HawnmenoBaHMe 10KyMEHTOB

/o

1 2

Yacte | Obuias nokymenranus*

IA1l. | Cepruduxar GMP (c yka3zanueM aaThl U pe3yIbTaTOB MOCICAHEH NHCIIEKIMHA HOTAPUAILHO 3aCBUICTEILCTBOBAHHBIC) MIPH HATTMYHU

I Komnwust rocyiapcTBeHHOMN IMIIEH3UH HA (PapMaleBTHYECKYIO AESTENbHOCTb (HOTAPHAILHO 3aCBU/IETENILCTBOBAHHAS )

A2.

I TIpunoxenne K JIMIEH3UH (U1 PACTUTEIILHOTO CHIPBS - Pa3pelleHNue Ha 3aroTOBKY ULl OTEYECTBEHHBIX IIPOU3BOIUTENCH)

A3.

I Ecnu B mpon3BOCTBEHHOM IPOLIECCE YUACTBYET HECKOJIBKO ITPOM3BOANTENCH TOKYMEHThI MyHKTOB 1A2, IA3, IA4 npenocraBusroTcs

A4. Ha BCEX YYaCTHUKOB IIPOU3BOJICTBA

I JInneH3MoHHBIH 10TrOBOp (COTJAIIeHNEe) Ha IPaBO MTPOU3BOACTBA (10 ICTEUCHHS CPOKa JICHCTBYS NaTEHTA Ha OPUTHHAJILHBIN TIpera-

AS. par)

I HorapuanbHo 3acBUIETEILCTBOBAHHAS KOMIUSI OXPAHHOT'O JOKYMEHTa Ha H300PETEHHE WIH MOJIE3HYI0 MOJIENIb OPUTMHAIBHOTO JIeKap-

Ab6. CTBEHHOTO CpeJCTBa (TMIPEIOCTABILETCS TATEHTOO0NaaTeNieM OXPAaHHOTO JOKYMEHTa), OXPAaHHOTO IOKyMEHTa Ha TOBAapHbIH 3HAK;

I Jlexnapanus ot Mpou3BOAMTENS (AEPIKATENST PETHCTPALMOHHOTO YA0CTOBEPEHHS ) IMCHMO O HEHAPYIICHUH UCKITIOYNTENIBHbIX MPaB

AT. TPETHUMH JMIAMH HAa U300peTEeHNE UITH TOJIE3HYI0 MOJEb (IPEeIOCTABIISCTCS IPU SKCIIEPTH3E FEHEPUUYECKOTr0 JISKAPCTBEHHOTO Ipe-
napara)

I JIoKyMeHT, TOATBEPKAAIOMINI Ka4eCTBO TOTOBOTO MPOAYKTA TPEX MPOMBIIIICHHBIX CepHil (CepTH(UKAT aHaIN3a, TPOTOKOJ aHAJIH-

AS8. 3a), 0J{Ha CepHst KOTOPOTO COBIIAIACT C CepUei 00pa3iia JIeKapCTBEHHOTO CPECTBA, IIOAaHHOTO Ha PErHCTPAIHI0

IA JIoKyMeHT 0 IpHOHOBOH 0€30ITaCHOCTH Ha BEIIECTBA )KUBOTHOT'O IIPOUCXOXK/ICHHS OT ITPOM3BOANTEILSL

9.

IA Komust - perucrpannonnoro yaocroepenus PecyOnuku Kazaxcran (mpu nepepeructparu)

10.

LB. TIpoekt o6meit xapakrepuctuku jgekapcrBerHoro cpeacrsa (OXJIC) B anekrporHoM Buje B popmare «doc (10K)» Ha Ka3aXCKOM 1

1. PYCCKOM SI3BIKax

L.B. TIpoeKT HHCTPYKIUH 10 MEIUIINHCKOMY MPUMEHEHHIO (JIMCTOK-BKIIAIBINI) B 3JICKTPOHHOM BHJIE B hopmaTe «doc (10K)» Ha Ka3ax-

2. CKOM M PYCCKOM $I3bIKax

1.B. | TekcT MapKUpOBKU sl IEPBUYHON M BTOPUYHOI yIaKOBOK, CTUKEPOB, 3TUKETOK Ha Ka3aXCKOM M PYCCKOM SI3bIKaX

3.

1.B. | LiBeTHBIE MaKeTHI MOTPEOUTEIBCKUX YITAKOBOK, STHKETOK, CTHKEPOB B AJICKTPOHHOM BHJIE B popMare «jpeg (JLKUIIET)»

4.

I.C Macrep daiin cuctemsl hapMakoHaa30pa AepKaTENs PErHCTPALMOHHOTO YA0CTOBEpEHHUs (IIPEACTABISACTCS B Cilydyae, Koraa Aepixa-

TeJb PETUCTPALIMOHHOTO YIOCTOBEPEHHSI BIIEPBbIC MOIACT 3asBKY Ha PETUCTPALIHMIO JICKAPCTBEHHOTO TIPETapara) Wik KpaTkas Xxapak-
TEPUCTHKA CUCTEMBI (papMaKOHaI30pa JepKaTesss PErUCTPALIMOHHOrO yI0CTOBepeHuUs (IIPU MEPEPErucTpaiii) BKIt0Yaroiias: nadop-
MAIIMIO O TOM, YTO JePXKATENIb PETHCTPALHOHHOIO YIOCTOBEPCHHS HMEET B CBOEM PACHIOPSDKEHUH OTBETCTBEHHOE JIMIIO 32 I100ab-
HBIH (hpapMaKoOHa/130p;KOHTAKTHbIE JAHHBIE OTBETCTBEHHOIO JIMIA 3 [TI00AIBHBIN (hapMaKOHaI30p;AeKIapaIiio, MOAMUCAHHYIO Jep-
JKaTeJeM PerucTPallMOHHOTO YIOCTOBEPEHHUS O TOM, YTO OH UMEET CUCTeMY (hapMaKOHa/I30pa TS BBIMOJIHEHUS 3a/1a4 U 00sS3aHHO-
CTeif 10 MOCTPErHCTPAHOHHOMY KOHTPOJIIO GE30MaCHOCTH JICKAPCTBEHHBIX CPEJICTB;CCBUIKY Ha MECTO (afIpec), T/Ie XpAaHUTCS Ma-
ctep-¢aiin cucremsl papmakoHaa30pa.
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I.C IMepuoanuecku 0OHOBIISIEMBIH OTUET 110 0€30IMACHOCTH (IIPH MEepeperucTparnum)

1

I.C [1nan ynpasieHus puckamu (U1l OpUTHHAIIBHOTO JIEKApCTBEHHOTO ITpenapara, OHoJI0rH4eckoro, 0Mo0aHaIOrHYHOT0, OMOTEXHOJIOTH-

2 YECKOT0, a TAK)KE MMMYHOJIOTHYECKOTO JISKAPCTBEHHOTO Iperapara)

LD JIOKyMEHT, OATBEPIKAAIOLINIL, YTO JepHKaTelb PETHCTPALMOHHOTO YAOCTOBEPEHHSI MIMEET YIOJIHOMOUYCHHOE (KOHTAKTHO®) JIMIIO 32
(hapmakoHa3op Ha Tepputopun Pecnyonuku Kasaxcran

Yacre I Xumuueckas, papmarieBTiHueckas 1 OHOIOrHIecKas JOKyMeHTaIus ™

11 Copeprxanue

ITA | Cocras

II KauecTBeHHBIH 1 KOINUECTBEHHBIN COCTaB JIEKAPCTBEHHOT'O pernapara (aKTHBHbIE, BCIIOMOTaTeIbHbIE BELIECTBA, COCTaB 000JI0UKU

Al TaOJIETKU WM KOPITyca KarcyJibl)

II JIOKyMeHT, MOATBEPKAAIOMINI Ka4eCTBO YIAKOBOYHOI'O M YKYNOPOYHOTO MaTepHaIoB FrOTOBOTO MPOAYKTa

A2

11 dapmareBTuueckas pazpadorka (onucanne ADPC, BCrioMOraTebHBIX BEIIECTB, pa3paboTKa JIEKapCTBEHHOTO Mperapara B CpaBHe-

A3 HHH ¢ OpUTHMHUAIBHBIM (pedepeHTHbIM) IpenapaToM (B Cilydae, €Ciu FeHepUK), pa3paboTka POU3BOICTBEHHOTO IIPOLIECcCa, COBME-
CTUMOCTbh KOMIIOHEHTOB, U3JIUIIKH, CTAOUIBHOCTD, MUKPOOUOJIOTHYECKAsk YHCTOTA)

1IB CBezeHNs 0 IPON3BOJICTBE!

II IPOHU3BOACTBEHHAS (hopMyIia

B1

1II OMHCaHNE TEXHOJIOTUH MTPOU3BOICTBA

B2

11 KOHTPOJIb B MPOILIECCEe MPOU3BO/ICTBA (OMIEPAIIMOHHBIN KOHTPOJIB)

B3

11 BaJIMAAIHsI IPOU3BOJICTBEHHBIX MPOLIECCOB (BaIUAAIMS POLIECCOB, IPOBOJUMBIX B ACENITHYCCKUX YCIOBHSX, BKIIFOYAET MOJICITHPO-

B4 BaHME TIpoIiecca C UCIOIb30BaHUEM TUTATEIbHON cpe/ibl (HAITOJIHEHUE TUTATEIbHBIME CPEIaMHu)

IIC | meroasl KOHTPOJIS UCXOIAHBIX MaTEPHAIIOB

II AKTHBHAs CyOCTaHIINS

Cl1

I JIOKYMEHT, MOATBEPIKAAIOLINIT KaUueCTBO aKTHBHOTO BEILIECTBA TPEX MPOMBIIUICHHBIX CepHH (CepTH(UKAT aHANIN3a CYyOCTaHIIUH OT

C NPOU3BOAUTEIS, cepTH(UKAT cOOTBeTCTBHUsI MoHOTpadun EBpomneiickoit @apmakornen, MpOTOKOJ aHAIIN3a, aHATUTHIECKUIT acopT)

1.1

1I BCIIOMOTaTeIbHBIE BEIECTBA

C2

I cepTu(UKAThl KaYeCTBa Ha BCIIOMOTATEIbHBIC BEIIECTBA

C

2.1

I YIaKOBOYHBII MaTepual (TIepBUYHAS U BTOPUYHAS YITAKOBKA)

C3

I cepTUdUKaThl Ka4eCTBa yNaKOBOYHOTO MaTepuala ¢ NPHI0KEHUEM JOKYMEHTOB, PErIaMEHTHPYIOLINX HX KaueCTBO

C

3.1

IID | meronpl KOHTPOJIS KauecTBA IPOMEKYTOUYHBIX MPOILYKTOB (IIPH HEOOXOAUMOCTH)

IIE | cnenuduxanus kadecTBa U METOJUKU KOHTPOJIS TOTOBOTO MPOYKTA C Ay TEHTUYHBIM IIEPEBOJIOM C S3bIKa IPOU3BOUTEINS HA PyC-
CKHH SI3BIK

IIE | HOpMaTHBHBIN TOKYMEHT IPOM3BOAUTENS IO KOHTPOJIIO Ka4eCTBa ¥ OE30I1aCHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA B 3JICKTPOHHOM BHJIC B

1 (dopmare «doc (JOK)», TOSICHUTENbHAS 3aIIHCKa K HEMY

IIE | Basmpmanus METOIMK MCIIBITAaHUH JIEKAPCTBEHHOTO TpernapaTa (IpH NepeperucTpaiy IOMOIHATEIBHO KOIIMI0 HOPMAaTUBHOTO JIOKY-

2 MEHTa 110 Ka4eCTBY, YIBepxkIeHHOro B Pecrrybmuke Kazaxcram)**
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II'F pe3ybTaThl UCIIBITAHUS CTAOMIBHOCTH HE MEHEE YeM Ha TPEeX NPOMBIIUICHHBIX MU ONBITHO-IIPOMBIIIIEHHBIX (ITHJIOTHBIX) CEPUSIX
IIG | cBenenus o npoduiie pacTBOpeHHs (A1 TBEPABIX HO3UPOBAHHBIX JIEKAPCTBEHHBIX (HOPM)

IIH | naHHBIC KOHTPOJISA HA JKUBOTHBIX

IIK | naHHbIE 110 BEPOSTHOH ONMACHOCTH JUIS OKPYXKAIOIIEH Cpeibl JUIsl IIPerapaToB, COAEPHKAIIUX FeHETHUECKH U3MEHEHHbIE OPTaHU3MBI
IIL. | nomomuuTensHas nHGOpMaNus, OATBEPKIAIONIAs Ka4eCTBO (TIPU HEOOXOJUMOCTH)

Yacrts I11. ®apmakosoruueckas 1 TOKCUKOJIOIHUECKasi JOKYMEHTALUs

I11. Copnepxanue

I JlaHHBIE 110 TOKCUYHOCTHU (OCTPOH M XPOHMYECKOIT), (MEULIIMHCKUIT NUMMYHOOHOJIOTHYECKHH TIpernapaT - TOKCHYHOCTh IIPU OJHOKpAT-
A. HOM BBEJICHHU H BBEJEHUU MTOBTOPHBIX 103)

I BinsiHne Ha penpoayKTHBHYIO (yHKIIIO

B.

I JlaHHBIE 110 SMOPUOTOKCHYHOCTH U TEPATOr€HHOCTH

C.

I JlaHHBIE 110 MyTareHHOCTU

D.

I JlaHHbIE 110 KaHLIEPOT€HHOCTH

E.

111 dapmakoMHaAMUKA (U1 MEUIIMHCKUX T€HHO-OMOJIOTMUECKHUX MIPENapaToB — pe3yJibTaThl HCCISIOBAHMUS PEAKTOI€HHOCTH)

F.

11 dapmakokuHeTHKa (1711 MEAULIMHCKUX UMMYHOOHOIOTMYECKHX MPENapaToB — pe3yJibTaThl celu(uueckoil akTHBHOCTH)

G.

11 JlaHHBIE O MECTHO-Pa3paXKaomeM AeficTBUM (Ul MEAUIMHCKAX HUMMYHOOUOJIOTHYECKHX MIPETIapaToB — PE3YNIbTaThl HCCIICIOBAHUS
H. MMMYHOT€HHOCTH)

m JlononauTepHAS HHPOPMALIUS, TOATBEPKAAIOIIAs 0€30MacCHOCTD (IPH HEOOXOUMOCTH )

Yacte [V. Kniuanueckast qokymeHTarms***

1V. Copeprxanue

v Jannble mo kinHUYeCcKo# (hapmakonoruu (GpapMakoguHaMKKa, papMaKOKHMHETHKA)

A.

v Knunandeckast, iMMyHoJorn4eckas 3ppeKTHBHOCTb

B

v Juarnocruueckas 3 (eKTHBHOCTD

C

v Pe3ynbpTaThl KIIMHUYECKUX UCCIIEI0BAHHM (MCIBITaHUI), Hay4YHbIE TyOIMKALUH, OTYETHI

D

v JlaHHBIE TOCTPETUCTPALMOHHOTO OIIBITA (TIPH HAJIMYHH)

D1

v JlononuauTesnpHas nHpOpMaLs, MOATBEpxkKAatoIast 3hPEeKTUBHOCT

E

IIpumeuanue:

* IIpu nepeperucTpalny OCyIECTBIEMON B COOTBETCTBUH C IMOPSIAKOM

rOCYyJIapCTBEHHOW PETUCTPALIMU, IEPEPETUCTPALIMU U BHECEHUSI U3MEHCHUN B

PErUCTPALIMOHHOE JIOCHE JIEKAPCTBEHHOTO CPEJCTBA MM MEAUIIMHCKOTO U3/IENHS,

ONpeaesIEMbIM YITOJITHOMOYEHHBIM OPTraHOM COIVIACHO MyHKTY 3 ctaThu 23 Koaekca
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Pecnybnuku Kazaxcran ot 7 uronst 2020 roga «O 310poBbe HApOJia U CUCTEME
3ApaBOOXpAaHEHUs» peaocTaBisitores yactu [ u Il nanHOoro nepeuns.

*# Jlnst hapmMakonelHbIX METOAMK TIPEIOCTABISIOTCS JaHHbIE BEpUPUKALINH.

*#* yTBEpIKIEHHBIN MPOTOKOJI UCCIIEAOBAHMS, YTBEPKICHHBIA OTUET
UCCJIeIOBAaHUs, pa3pelIeHre PEryJaTOPHOIO OpraHa Ha POBEJIEHNE UCCIIE0BAHMS
(mpu HANMU4YKMK), OJOOPEHHUE FITHUECKON KOMHCCHHU, KOTIHIO I0TOBOPa CTPaXOBAHUS
OTBETCTBEHHOCTH CIIOHCOPA B CITydae MPUUMHEHUS BpPeIa )KU3HH U 3I0POBBIO CyObEKTa
UCCJIeI0BaHUs, KOTIUHA UHIMBUIyaJIbHBIX PETUCTPALMOHHBIX KapT CYObEKTOB
UCCIIeIOBaHU (TSI MEXKTyHApOIHBIX, MHOTOIICHTPOBBIX KIIMHUYECKUX UCCIIETOBAHMIM
20 %), xpomaTorpaMmsbl (IIpU MPEAOCTABICHUN UCCIEOBAHUSI OMOIKBUBAJICHTHOCTH),
KOITMU JOTOBOPOB MEXAY CIIOHCOPOM KJIMHUYECKOTO UCCIIEI0OBAHUS U
UCCJIeI0BATEIbCKUM LIEHTPOM (KOHTPAKTHOU MCCIIE0BATENHCKON OpraHu3aiueil) (B
ciyyae HeOOXOJIMMOCTH MOCI€ U3bATHS KOHPUACHIIMAIBHON HH(OPMALUN).
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[Ipunoxenue 3
K [IpaBUJIaM IPOBEJICHUS SKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB

IlepedyeHb TOKYMEHTOB, IPEAOCTABJISIEMbIX IS IKCIepTH3bI B GopmaTte O0mero

TEXHUICCKOI'o JTOKYMECHTA

Ne HawnmMeHoBaHne TOKyMEHTOB

n/n

Mogays 1.*

1.1. OO611ast JOKyMEHTALUS

1.2.1 Ceprudukar Ha GpapMaeBTHUECKHUN TPOAYKT COrNIACHO PEeKOMEHAalMK BeceMupHOit opranusaiim 3paBooxpaHeHus (HOTapualib-
HO 3aCBH/ICTEJILCTBOBAaHHBIN) (1Tpy Hann4uu) uin CepTuduKat (perucTpalioHHOE YIOCTOBEPEHHE) O PETHCTPALIUH B CTPaHE-TIPO-
n3BouTENe (HOTAPHAIBHO 3aCBUJICTEIECTBOBAHHBIN (IIPU HATUYHH)
Cepruduxar GMP (c yka3zaHueM 1aTbl U pe3yJIbTaToB MOC/IEIHEH HHCIEKIMU) (HOTapHalbHO 3aCBHU/IETEIbCTBOBAHHBIN) UM al-
pec caiita peecTpa BHIAHHBIX YIIOJIHOMOYCHHEIM OpPIaHOM CepTH(HHUKATOB COOTBETCTBHS TpeboBanmsiM GMP (Hanpumep,
EudraGMP) B nH(}OpMaIMOHHO-KOMMYHHKAIMOHHOH ceTH «IHTepHeT»

1.2.2. CepruduKaT IpOUCXOXKICHUS TOBApa (1711 OTCUECTBEHHBIX IIPOU3BOIUTEICH)

1.2.3. JInneH3MoHHEIH 10TOBOp (COTTaNIeHUe) Ha IPaBO IPOM3BOACTBA (10 UCTEUEHHS CPOKa JICHCTBYSI MAaTEHTa Ha OPUTMHATIBHBIN TIpe-
napar)

1.2.4. CBezieHusI 0 PEerHCTPALiK JIEKapCTBEHHOTO CPENICTBA B IPYTHX CTPAaHAX ¢ YKa3aHHEM HOMepa M JIaThl PETHCTPALMOHHOTO YA0CTO-
BepeHus (MM KoUK cepTr(dUKATa UK PErHCTPALIMOHHOTO YI0CTOBEPEHMS)

1.2.5 Komnus oxpaHHOro 10KyMeHTa Ha TOBapHBIA 3HAK

1.3. O01mast XxapaKTepUCTHKA JIEKAPCTBEHHOTO CPECTBA, HHCTPYKIIMS 110 MEAUIMHCKOMY IIPUMEHEHHIO (JIMCTOK-BKJIA bILT), MAPKHPOB-
Ka (LIBETHBIC MAKeThI):

1.3.1. OO1mast xapakTepUCTHKA JIEKAPCTBEHHOT'0 perapara ¢ 1aToi MOCIeAHero nepecMoTpa

1.3.2. VY TBepXKACHHAsI HHCTPYKLUS 0 MEIMIIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOTO CPEICTBA (IJIsl OpraHU3alUi-IPOU3BOAUTEIICH
crpan ConpyxecrBa HezaBucuMsbix I'ocynapcTs), 3aBepeHHast OpraHu3aluei-ponu3BoAUTeNIEM

1.3.3. [IpoexTrl 00mIeH XapakTepHCTHKY JieKapcTBeHHOTo cpezactBa (OXJIC), HHCTpYKIMHU 110 MEAUIIMHCKOMY IIPHMEHEHUIO JIeKap-
CTBEHHOT'O Cpe/ICTBa (JINCTOK-BKIIAIBIII) Ha Ka3aXCKOM U PYCCKOM sI3bIKaxX

1.3.4 TekcT MapKUPOBKH IIEPBUYHOMN U BTOPUYHOM YIIAKOBOK, 3THKETOK, CTHKEPOB Ha Ka3aXCKOM U PYCCKOM SI3bIKaX

1.3.5. LIBeTHBIE MaKeThI MOTPEOUTEIBCKUX YIIAKOBOK, STUKETOK, CTUKEPOB B DJICKTPOHHOM BHE B (hopmarte jpeg (Jukurer) B Macurade
1:1

1.4. Wudopmanus 06 s3xcreprax

1.4.1. Hudopmanust 06 sxcnepre 1Mo Ka4ecTBy

1.4.2. Wudopmarnus 06 3KcriepTe Mo JOKIHHHISCKAM TaHHBIM

1.4.3. Wudopmarnus 06 3KcrepTe M0 KIMHUYECKAM JaHHBIM

1.5. OreHKa MOTEHIMAIBHOM OITACHOCTH JUISl OKPY>KAIOIIEH Cpebl

1.5.1 JlekapcTBeHHBIE TpeNapaThl, COACPIKAIIKE HIIH MOJTYUYCHHBIC M3 TeHOMOTU(PUIIPOBAHHBIX OPraHIN3MOB

1.6. Wudopmanust otHocuTensHO hapMakoHaazopa 3asButens B PecnyOnuke Kasaxcran

1.6.1 Macrep daiin cucteMsl hapMakOHAI30pa AEPHKATEIS PETHCTPALMOHHOTO YA0CTOBEpEH s (TIPECTABISETCS B CIIydae, Koraa aep-

JKaTelb PErHCTPALOHHOTO YAOCTOBEPEHHS BIIEPBBIE MOIAET 3asBKY Ha PErUCTPALUIO JIEKapCTBEHHOTO TIpenapaTa) Wi KpaTkas
XapaKTePUCTHKA CUCTEMBbI (hapMaKOHAI30pa JIeprKaTellsi PerucTPallMOHHOTO yJOCTOBEpEeHUs! (TP MepeperucTpannm) BKII0Yao-
11as1: 0Ka3aTeJIbCTBO TOTO, YTO AEPXKATENb PETHCTPALMOHHOTO YAOCTOBEPEHHSI HMEET B CBOEM PACIOPSHKSHUH OTBETCTBEHHOE JIH-
10 32 TI100abHBIH (hapMaKOHaA30p;KOHTAKTHBIE JAHHBIE OTBETCTBEHHOTO JIMLIA 32 INI00ANbHbIN (apMakoHa30p;IeKIapalHtio,

TIOANMCAHHYIO ACPKATCIIEM PErUCTPAIMOHHOTO YAOCTOBEPECHU O TOM, YTO OH UMECT CUCTEMY cbapMaKOHamopa JUJIsI BBITIOJTHCHUST
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3aJa4 1 00S13aHHOCTEH 110 NOCTPETHCTPALIMOHHOMY KOHTPOJIIIO 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJICTB;CCHUIKY Ha MecTo (aapec),
IZie XpaHUTCS MacTep-(paiisl cucTeMsl apMaKkoHaA30pa.

1.6.2 IMepuoaudecku 0OHOBIIEMBIIT OTUET 110 6€30MACHOCTH (IIPU MEPEPErucTparum)

1.6.3 [Tnan ynpaBneHus puckamu (Ui OpUTHHAIBHOTO JIEKapPCTBEHHOTO ITpenapara, 0M0aHaIOTHYHOT0, OMOJIOTHYECKOT0, OHOTEXHOJIO-
TMYECKOTO, a TAKKe UMMYHOJIOTHYECKOTO JIEKapCTBEHHOTO Tperapara)

1.6.4 JIOKYMEHT, MOJTBEPIKAAIOLIMI YTO IepIKaTellb PErUCTPALMOHHOTO YIOCTOBEPEHHUS UMEET YIIOJTHOMOYEHHOE (KOHTAKTHOE) JIHIIO
3a (hapmakoHaa30p Ha TeppuTopun Pecrybonuku Kazaxcran

Mogayms 2.*
Pestome 00111er0 TEXHUUECKOTO JOKYMEHTa

2.1. Copeprkanue Moayiei 2-5

2.2. Beezenue B 00mIHi TEXHUYECKHUI TOKYMEHT

2.3. OOuIuii OTYET MO KauecTBY

2.3.8 AKTUBHAs (hapMaleBTHUECKAst CYOCTaHITUS

2.3.8.1 O6uias nabOpMAIHS

2.3.5.2 [IpouzBoacTBO

2.3.83 XapakTepucTuka

2.3.5.4 KoHTpons akTHBHOTO BelecTBa

2.3.8.5 CrangapTHbIe 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 Ipenapara

2.3.P.2 ®dapmareBTrUecKas pa3paboTka

2.3.P3 [IpouzBoacTBO

23.P4 KonTpons BcmoMoraTeabHBIX BEIIECTB

2.3.P.5 KonTpons ekapcTBeHHOTO Tpenapara

2.3.P.6 | CrangapTHbie 00Opa3iibl UK BEIIECTBA

2.3.P.7 | Cucrema ymnakoBka (yKymnopka)

2.3.P.8 | CrabunbHOCTD

2.3.A JlononHeHus

2.3.A.1 | TexHuueckue cpencTBa u 000PyLOBAHHE

2.3.A.2 | Ouenka 6e30MaCHOCTH OTHOCHTEIHHO MOCTOPOHHUX MUKPOOPTAaHU3MOB

2.3.A.3 | HoBsle BcrioMorartenbHbIE BEIIECTBA

2.3.R PeruonansHas nabopmarus

2.4. 00630p AOKIMHUIECKUX JaHHBIX

2.5. 0030p KIMHHYECKHUX JTaHHBIX

2.6. PesroMe o TOKIMHUYECKUM JaHHBIM

2.6.1. Pestome (hapmakomoruuecKux JaHHBIX B TEKCTOBOM (popmare

2.6.2. Pe3stome (hapmMakomOrHuecKux JaHHBIX B BUJC TAOIHUI]

2.6.3. Pe3stome (hapMaKOKHHETHUECKHUX JAHHBIX B TEKCTOBOM (popmare

2.6.4. Pestome (hapMaKOKHHETHUECKHUX TAHHBIX B BUIE TAOIHUIL

2.6.5. Pe3toMe TOKCHKOJIOTHYECKHIX TAHHBIX B TEKCTOBOM (popMmare

2.6.6. Pe3roMe TOKCHMKOJIOTMUECKUX JAHHBIX B BUIE TaOIHI]
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2.7. PesroMe KIIMHUYECKUX JIAHHBIX

2.7.1. Pestome GrohapMarieBTHIECKUX HCCISIOBAHMN U CBA3AHHBIX C HUMU aHAJUTHYECKUX METO/IOB

2.7.2. Pestome nccnenoBanuii o KIMHUYECKOH (hapMaKosoruu

2.7.3. Pestome no ximHHUeckoi a3 dexTuBHOCTH

2.74. Pe3stoMme 1o KIIMHUYECKOH 0€3011acHOCTH

2.7.5. Korust HCIIOJIb30BaHHbIX JIUTEPATYPHBIX HCTOYHHKOB

2.7.6. Kopotkue 0030psl HHANBU/TYaTbHBIX NCCIICIOBAaHUI

Monyns 3. KayectBo*

3.1. Copnepxanue

3.2. OCHOBHBIE TaHHbIC

3.2.8. JlexapcTBeHHast cyOcTaHIuMs (115 IEKAPCTBEHHBIX MIPENapaToB, KOTOPBIE COAEpKaT 0oJiee OJJHOr0 aKTMBHOTO BELIeCTBa, HHPOP-
Manus IPeOCTaBIISIETCS B TIOJTHOM 00bEME OTHOCHTEIIBHO KaXI0r0 U3 HUX)**

3.2.8. Oomas napopmanus™*

1.

3.2.8. Haszsanue**

1.1.

3.2.8. CrpykTypa**

1.2.

3.2.8. OO01mue cBoiicTBa**

1.3.

3.2.8. [IpousBoscTBO

2.

3.2.8. [IpousBoanTenn**

2.1.

3.2.8. Onucanue MPOU3BOACTBEHHOTO TPOIEcca U €r0 KOHTPOIIb

2.2.

3.2.8. KoHTpos HCXOTHBIX MaTepHAIOB

2.3.

3.2.8. KoHTponp KpUTHUECKHX JTAnoB U MPOMEXKYTOYHOH NMPOIYKIIUU

2.4.

3.2.8. Banumanust npouecca u (M1) €ro oreHKa

2.5.

3.2.8. Pa3paboTka mpon3BOCTBEHHOTO TIpoliecca

2.6.

3.2.8. Xapakrepuctuxa**

3.

3.2.8. JlokazaTenpCcTBO CTPYKTYPBI U XapaKTEPUCTHKH

3.1

3.2.8. [pumecu**

3.2.

3.2.8. Kontpouns akTuBHOTO BemecTBa**

4.

3.2.8. Crneundukanus™*

4.1.

3.2.S. AHaUTHYeCKUe METOJUKH**

4.2.
Banunanus aHaIMTUYECKUX METOIUK * **
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3.2.8.

4.3.

3.2.8. Amnanussl cepuit**

44.

3.2.8. O0ocHOBaHKE crieU(UKALIN

4.5.

3.2.S. CranmapTHbIe 00pas3Ilbl WK BELIECTBA

S.

3.2.8. Cucrema ynakoBka (ykymopka)**

6.

3.2.8. CrabuisHOCTE**

7.

3.2.8. Pe3tomMe OTHOCHTENIFHO CTaOMIIBHOCTH M BBIBOJBI* *
7.1.

3.2.8. [TpOTOKOI MOCTPETHCTPALOHHOTO H3YUCHHUSI CTAOMIIBHOCTH M 0053aTENIbCTBA OTHOCUTENIBHO CTaOMIBHOCTH* ¥
7.2.

3.2.8. JlaHHBIE O CTAOMIBHOCTH™ *

7.3.

3.2.P. JlexapcTBeHHBIH Mpenapar

3.2.P. Ornucanue ¥ cOCTaB JIEKApCTBEHHOTO IMpenapara
1.

3.2.P. ®dapmarnieBTH4ecKas pa3paboTka

2.

3.2.P. CocraBHbIE BEIECTBA JIEKAPCTBEHHOTO TIperapaTa
2.1.

3.2.P. JlekapcTBeHHas cyOcTaHIMs

2.1.1.

3.2.P. BcnomorarensHble BelecTsa

2.1.2.

3.2.P. JlexapcTBeHHBIN mpemapar

2.2.

3.2.P. PazpaboTka coctaBa

2.2.1.

3.2.P. Wznumiku

222.

3.2.P. DU3UKO-XUMUYECKHE ¥ OMOJIOTHIECKUE CBOHCTBA
2.2.3.

3.2.P. Pa3paboTka npor3BOICTBEHHOTO IpoIecca

2.3.

3.2.P. Cucrema ymnakoBka (yKymopka)

2.4.

3.2.P. MHUKpPOOHOIOTHYECKUE XapaKTEPUCTUKU

2.5.

3.2.P. CoOBMECTHMOCTh

2.6.

3.2.P. IMpousBoxcTBo

3.

3.2.P. [IpowsBopuTens (u)

3.1
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3.2.P. CoctaB Ha cepHIo

3.2

3.2.P. Onwucanue NPOU3BOACTBEHHOTO TIPOIecca U KOHTPOJIA IIporecca

3.3.

3.2.P. KoHTpoIIb KPUTHYECKHX 3TAIOB M IPOMEXKYTOYHON MPOLYKIIUH

3.4.

3.2.P. Banumamust nporecca u (Mim) ero oreHka****

3.5.

3.2.P. KonTpons BcomorateabHBIX BEIIECTB

4.

3.2.P. Crenuduxanun

4.1.

3.2.P. AHaJIUTHYECKHE METOIUKN

4.2,

3.2.P. Banuganus aHaIUTHYECKUX METOIUK ™ **

4.3.

3.2.P. O0ocHOBaHKe crielu(UKAIII

4.4,

3.2.P. BcnoMmorarenpHbIe BEleCTBa YEI0BEUYECKOr0 U )KUBOTHOTO MPOUCXOKACHHS (TIPH KCIOIb30BaHud BB %HUBOTHOTO MM YenoBeye-

4.5. CKOTO TIPOMCXOXK/ICHUS TIPEJOCTABISACTCS CepTU(UKATHI BUPYCHOM, OaKTEPUOIIOTHYECKOIl U IPHOHOBOI O€301aCHOCTH)

3.2.P. HoBblie BciomorarenbHbIe BEIecTBa

4.6.

3.2.P. KoHTposs 1eKapcTBEHHOTO TpenapaTa

5.

3.2.P. Crneuudukanust (1)

5.1.

3.2.P. AHaIUTHYECKUE METOIUKN

5.2.
Y TBep K ACHHBII HOPMATUBHBII JOKYMEHT 10 KOHTPOJIIO KauecTBa 1 O€30IMaCHOCTH B SIIEKTPOHHOM Bujie B popmare doc (mipu me-
peperucTpaiiy AOMOTHUTEFHO KOIMIO YTBEPKICHHOIO HOPMAaTHBHOTO JIOKyMeHTa B Pecriyonuke Kazaxcran)

3.2.P. Banuganus aHaTuTHYECKUX METOIUK

5.3.

3.2.P. AHanusbl cepuit

5.4.

3.2.P. XapakTepucTHKa IpUMecer

5.5.

3.2.P. Oo6ocHoBanus crerudukam(ii)

5.6.

3.2.P. CranmapTHbIe 00pas3ibl U BEHIECTBA

6.

3.2.P. Cucrema ynakoBka (YKymopka)

7.

3.2.P. CTabHIbHOCTh

8.

3.2.P. PesroMe 1 BBIBOJI O CTAOMIIBHOCTH

8.1.

3.2.P. [IpOTOKOI MOCTPETHCTPALOHHOTO H3YUCHHUsI CTAOMIIBHOCTH U 0053aTeNIbCTBA OTHOCHTENIHHO CTaOHIBHOCTH

8.2.

JlanHbIE 0 CTAOMITBHOCTH
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3.2.P.

8.3.

3.2.A. Jononaenus

32.A. TexHuueckue cpeacTa 1 000pyI0BaHUE

1.

32.A. OrneHka 0€30I1aCHOCTH OTHOCHTEIIBHO ITOCTOPOHHUX MUKPOOPTaHH3MOB

2.

3.2.A. HoBrle BcmomorartebHbIE BENECTBA

3.

3.2.R. PeruonanbsHas nHbOpMALHst

3.3. Konus ncnonb30BaHHBIX INTEPATYPHBIX HUCTOYHUKOB

Mogayie 4. OTYeThI 0 AOKIMHUYECKUX (HEKITMHHYECKUX ) HCCIIETOBAHMUSIX

4.1. Cogepxanue

4.2. OT4eTbl 00 UCCIIEIOBAHUSIX

4.2.1. dapmakonorus

4.2.1.1. | TepBuunas hapmakoarHaAMUKA

4.2.1.2. | BropuuHas papmMakoJIuHaMHKa

4.2.1.3. | dapmakonoruyeckas 6€30MaCHOCTb

4.2.1.4. | dapmakoarHaMUYECKUE JIEKapCTBEHHbIE B3aUMOACHCTBUS

4.2.2. dapMaKOKUHETHKA

4.2.2.1. | AHanuTHYecKHe METOAUKN M OTYETHI 110 BaIUIAIIUN

4.2.2.2. | AbcopOuust

4.2.2.3. | Pacnpenenenue

4.2.2.4. | Merabonuzm

4.2.2.5. | Dkckpeuus (BbIBeIcHHE)

4.2.2.6. | dapMakOKUHETHUYECKHUE JIEKAPCTBEHHbIE B3aUMOACHCTBHS

4.2.2.7. | Hdpyrue GpapMakOKHHETHIECKUE UCCIICIOBAHMS

4.2.3. Tokcuxonorus

4.2.3.1. | TokcHuHOCTH IPU OAHOKPATHOM BBEJCHHUU

4.2.3.2. | TokcHYHOCTH IPU MHOTOKPATHOM BBEJCHUU

4.2.3.3. | I'eHOTOKCHYHOCTb (MH-BUTPO, HH-BHBO, TOKCHKOKUHETHYECKAsl OLICHKA)

4.2.3.4. | KanueporeHHOCTb (ZOJTOCPOYHBIC HCCIIEOBAHUS, KPATKOCPOUHBIE MIIA CPETHECPOUHbBIC UCCIICIOBAHNS)

4.2.3.5. | PenpoaykTHBHas 1 OHTOr€HETHYECKAsi TOKCHYHOCTh: (PepPTUIILHOCTD M PaHHEe 3MOPHOHATIBHOE pa3BUTHE, IMOpHO-(eTabHOe pa3-
BUTHE; IPEHATAIBHOE M IOCTHATAIBHOE PAa3BUTHE; UCCIIEIOBAHHS, HA HEMIOJIOBO3PEIOM ITOTOMCTBE C MOCIIEAYFOIMM HAOII0ICHH-
eM

4.2.3.6. | MecTtHas 1epeHOCUMOCTh

4.2.3.7. | [dpyrue ucciienoBaHusi TOKCHYHOCTH: aHTUTC€HHOCTh, MMMYHOTOKCHYHOCTb, HCCIICIOBAaHIsI MEXaHU3Ma JICHCTBHUS, JICKapCTBEHHAs
3aBUCHMOCTH, METAOOJIUTHI, IPUMECH H JP.

4.3. Komus ncnonb30BaHHBIX TUTEPATypPHBIX HCTOYHUKOB

Mouynb 5. OT4eThI 0 KIMHUYECKUX UCCIICTOBAHUAX U (MITH) UCTIBITAHHSX * % **

5.1 CognepxaHue

5.2. [lepedenp Bcex KIMHUYECKUX MCCIICAOBAHNN (MCIBITAaHM) B BU/IE TaOIHIl (Ha3BaHNE NCCIIEJOBAaHUHN C IEPEBOIOM Ha PYCCKHUi
SI3BIK)

5.3. OTYeThl 0 KITMHUYECKUX UCCIACIOBAHUAX (MCIIBITAHHSIX )
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5.3.1. OTueTtsl 0 OrodapMaleBTHUECKUX UCCICOBAHUX: OTUYET UCCIIEJOBAHUN 110 OMOIOCTYITHOCTH; OTYET CPABHUTEIBHBIX UCCIIE0BA-

HH 10 6I/IOZ[OCTyHHOCTI/I u 6I/IO3KBI/IBaH€HTHOCTI/I; OTHYECT I10 KOppeIIauu HCCIIeI0BaHUN WH-BUTPO, HH-BUBO; OTYECT I10 OnoaHau-
THYCCKHUM U aHAJIMTUYCCKUM METOdaM

5.3.2. OT4eTs! uccieIoBaHui o (JapMaKOKMHETHKE MPH UCIOJIB30BAaHUH OMOMAaTEepPUaIOB YEIOBEKa: OTUET HCCICOBAHUN CBA3BIBAHHS
¢ GekaMu; OTYEeT MCCIIeIOBaHMIT IIEYCHOYHOr0 MeTab0MM3Ma i B3aUMOCHCTBHIA; OTYET MO UCCICIOBAHHUSM C HCIIOIb30BAHIEM
OroMaTepHasIoB YelOBeKa

5.3.3. OTy4eTsl 0 hapMaKOKMHETHUECKUX HCCIIEA0BAHUAX Y YEIOBEKa: OTUET HCCIe0BaHUN (papMaKOKHHETHKH y 37J0pPOBBIX 100POBOJIb-
LIEB U MCCIICOBAHUIO NIEPBUYHON NEPEHOCUMOCTH; OTYET UCCIeJ0BaHUN (PapMaKOKHHETHUKH Y MAI[MEHTOB U HCCIICI0OBAHUIO Iep-
BUYHOMU IIEPEHOCHMOCTH; OTYET MCCIICOBAHNI BHYTPEHHETO (haKTopa (papMaKOKMHETHUECKUX MCCIIEIOBAHHIA; OTYET UCCIIE0Ba-
HHI BHELIHEro (akTopa (hapMaKOKUHETHIECKUX HCCICIOBAHUI; OTUYET UCCIIeOBaHUM (papMaKOKMHETHKY B PA3JINYHbIX OIS~
LUSIX

5.3.4. OTueTsl 0 (hapMaKOANHAMHUYECKHIX MCCIICIOBAHMUSIX Y YeTOBEKA: OTUYET UCCIeNOBaHNN (hapMaKOIUHAMUKY U (HapMaKOKUHETHKH
(bapmakoIMHAMUKH) Y 37I0POBBIX JOOPOBOJIBIIEB; OTUET UCCIIeA0BaHUH hapMakoIMHAMUKY U (hapMaKOKUHETHKH ((hapmakoguHa-
MHKH) y TTAl[HEHTOB

5.3.5. Otuetsl 00 uccnenoBaniu 3GpHeKTHBHOCTH U 0€30MaCHOCTH: OTYET KOHTPOJIUPYEMbIX KIMHHYECKUX UCCIICIOBAHUH 10 3asBIICH-
HBIM [IOKa3aHHUsM; OTYET HEKOHTPOJIUPYEMbBIX KIIMHHYECKHX UCCIICIOBAHMIT; OTYETHI aHaIN3a JaHHBIX 00JIee YeM OJJHOTO HCCIIE0-
BaHUs, BKIIIOYast JII0ObIe (hOpMabHbIC MHTETPHPOBAHHBIC aHAIN3bI, METAaHAIN3bI U MIEPEKPECTHBIC aHAIN3bI; OTUYETHI 10 IPYTUM

HCCIICTOBaHUAM
5.3.6. OT4eThI 0 MOCTPETUCTPALIIOHHOM OIBITE IPUMEHEHUS
5.3.7. O06pa31pl HHANBUIYATbHEIX PETUCTPAOHHBIX (GOPM U HHAUBUYaTbHbIE CIIUCKY IAIIUEHTOB
5.4. Komus ncons30BaHHEIX JINTEPATyPHBIX HCTOYHUKOB
[Ipumeuanue:

* IIpu nepepeructpanuy, OCyIecTBIIEMON B COOTBETCTBUU C MOPSIIKOM
rOCyJIapCTBEHHOM PETUCTPALIAH, IEPEPETUCTPALMN U BHECEHUS N3MEHEHUH B
PErUCTPalMOHHOE J0ChE JIEKAPCTBEHHOI'O CPEICTBA WU MEAULIMHCKOTO U3/IEIINS,
ONPENEIIAEMBIM YIIOJTHOMOYEHHBIM OPraHOM COTJIACHO MYyHKTY 3 ctaThu 23 Konekca
Pecniy6nuku Kazaxcran ot 7 urons 2020 roga «O 310poBbe HApoia U CHCTEME
3IpaBOOXPaHEHU» MPEJOCTABIISIFOTCA MOAYIH 1-2.

** Tlpu nepeperucTpalii NpeoCTaBIsIOTCA PE3YIbTaThl CTAOMIBHOCTH,
cepTudUKaThl KauecTBa (cepTU(UKAT aHAIN3a, IPOTOKOJI UCTIBITAHUM) IJI CEPUIA,
IPOU3BECHHBIX B TOCTPETUCTPAIIMOHHBIN MEPUO] AKTUBHOM (hapMaIieBTUYECKON
cyOcTraHuuu U (WIK) JeKapCTBEHHOTO npenapara. Eciii oTaenbHbIe YacTu
JOKYMEHTAI[MH HE BKIIIOUEHBI B IOChE, B COOTBETCTBYIOIEM pa3jieie HE0OX0IUMO
peICTaBUTh 0OOCHOBAHHUE.

J1ist mpenapaToB KMUBOTHOTO IPOUCXOKEHUS B pazjene 3.2.S Heo0X0auMo
IPEICTaBUTh CIEAYIOIINE TONOJHUTEIbHBIE CBEICHHS: TaHHBIE OTHOCUTENBHO BHU/IA,
BO3pacTa, pallOHa )KUBOTHBIX, OT KOTOPBIX MOJIyYEHO ChIPhE; TaHHBIE O XapaKTepe
(kaTeropuu) TKaHu, U3 KOTOPOH MOJYYEHO ChIPhE ISl POU3BOJICTBA JIEKAPCTBEHHOTO
npenapara, ¢ TOYKH 3pEHHS €r0 OMACHOCTH OTHOCUTENIBHO COJIEpKaHUS IPHOHOB;
TEXHOJIOTUYECKast cXxeMa 00pabOTKH ChIPhS C YKa3aHUEM SKCTPAreHTOB U
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TEXHOJIOTUYECKHUX TTapaMeTPOB; METOABI KOHTPOJIS Ka4eCTBA CHIPhsI, BKIIOYAsT METOIbI
BBISIBJICHUS TPUOHOB B JIEKAPCTBEHHOM Tpenapare (Ipu HEOOXOUMOCTH).

Jlonyckaercs nperocTaBlieHre T0KyMeHTOB Moaynei 3, 4, 5 Ha aHTIIHIICKOM
SI3BIKE C MEPEBOJIOM Ha PYCCKUM SI3BIK CIEAYIONIUX pa3fenoB Moays: cnerudukanum

(3.2.P.5.1.), ananmutnueckue meroauku (3.2.P.5.2.), o6ocHoBanue crienudukanuii (3.2.P.
5.6.).

% Jlnsa papmakoneHbIX METOAUK MPEIOCTABIISIOTCS JaHHbIE BepruPUKaIiu.

*#xk Banuaalus IpoueccoB, IPOBOAUMBIX B ACENITUYECKUX YCIOBUSX, BKIIOYAET
MOJIETMPOBAHMUE MPOLECCA C UCIOIB30BAHUEM MMUTATEIBLHOMN Cpe/ibl (HAIIOJIHEHHE
MUTATEIHbHBIMUA CPETAMHU ).

AR IS KAXKIOTO KIIMHUYECKOTO UCCIICIOBAHMS (B T.4. UCCIICIOBAHMS
OMOSKBUBAJICHTHOCTH ) TIPEIOCTABIISIIOTCS: YTBEPXKACHHBIN MPOTOKOJ UCCIEAOBAHNSA,
YTBEPAKIACHHBIN OTUET UCCIICIOBAHMUS, Pa3pPEIICHUE PETYISATOPHOTO OpraHa Ha
IPOBEJICHUE UCCIIEA0BaHMS (IPU HAIMYKHU), OJI0OpEHNE AITUYECKON KOMUCCUH, KOTTHIO
JIOTOBOpA CTpaxoBaHUsl OTBETCTBEHHOCTHU CIIOHCOpPA B CiIyyae MPUYMHEHHS Bpeaa
YKU3HU U 3I0POBbIO CyOBEKTa UCCIEAOBAHMS, KOTTMU HHAUBUIYaTIbHBIX
PETUCTPAIMOHHBIX KapT CyOBEKTOB UCCIEAOBAHUS (JJIs1 MEXTyHAPOIHBIX,
MHOT'OLICHTPOBBIX KIIMHUYECKUX uccaenoBanuii 20%), xpoMatorpammel (mpu
PEIOCTaBICHUH UCCIIEIOBAaHUS OMOIKBUBAIEHTHOCTH ), KOITUU JOTOBOPOB MEKIY
CIIOHCOPOM KJIMHUYECKOT'0 MCCJIEI0BAHUS U UCCIE0BATEILCKUM LIEHTPOM
(KOHTPAKTHOW MCCJIE0BATENHCKON OpraHu3aiueil) (B ciayyae HeoOX0IMMOCTH TIOCTIe
U3bITUSL KOHPUICHIIUATILHONU UH(pOpMAITUN).



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 27.01.2021

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 04.02.2021

o ik G N [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 27.01.2021
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 04.02.2021

[Ipunoxenue 4
K IIPaBWJIAM IIPOBEACHUSA IKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB

Ilepedyennb mpenocTaBisieMbIX MAaTEPHAJIOB PErHCTPANIMOHHOIO 10Che B
3aBMCUMOCTH OT BH/Ia JIEKAPCTBEHHOI'0 CPeACTBA

1. JIns sxcnepTu3bl IpyU rocyAapCTBEHHOM PETUCTPALIMH OPUTMHAIIBHOTO
JIEKapCTBEHHOT'O CPEJCTBA U €r0 HOBBIX JIEKAPCTBEHHBIX (POPM, B TOM UHUCIIE
UMMYHOOHOJIOTHYECKOT0 MpernapaTa Npe1oCTaBIsI0TCS MOTHbIA KOMILJIEKT
PErUCTPALMOHHOTO TOCHE.

Ha MoMeHT nojjaum 3as1BJICHUs Ha SKCIIEPTU3Y JIEKAPCTBEHHOT'O CPEJICTBA
IPEIOCTABIISAETCS PErUCTPALMOHHOE TOChE C JAHHBIMU KIMHUYECKUX UCCIeT0BaHuM | —
I ¢a3s.

2. Bocipon3BeieHHBIN JIEKAPCTBEHHBIN Mpenapar

JIJ1s1 BOCTIPOU3BEIEHHBIX JIEKAPCTBEHHBIX MPENapaToB JaHHbIE
(apmarieBTHYECKON pa3pabOTKU NPEACTABISAIOTCA B CPABHEHUH C OPUTMHAIIBHBIM WU
pedepeHTHBIM MpenapaToM.

JI71s1 MoKa3aTenbCcTBA YKBUBAJIGHTHOCTH I'€HEPHKA C OPUTHHAIILHBIM
(pedepenturiM) npenapatoM B Moayne 5 popmarta OT/I unu wactu IV Ilepeuns
JIOKYMEHTOB, MPEIOCTABIIIEMbIX IS AKCIIEPTU3BI MPOU3BOAUTEIIMU PecyOmuku
Kazaxcran (nanee — [lepedenn) B perucTpalliOHHOM JI0Ch€ T€HEpUKa B 3aBUCUMOCTH OT
(hapMaKoJIOrHIECKUX CBOMCTB M JICKAPCTBEHHOUW (POPMBI MPETOCTABIISIOTCS:

1) oTdeTr cpaBHUTENBHBIX (haPMAKOKMHETHUECKUX UCCIICAOBAHUM (MCCIIEIOBAHMS
OMOSKBUBAJICHTHOCTH);

2) OTYCT CPABHUTCIIbLHBIX (i)apMaKO,Z[I/IHaMI/I‘IeCKI/IX KIIMHUYCCKUX HCCH@HOB&HHﬁ;
3) OTYCT CPABHUTCIIbHBIX I/ICCJ'IGJIOBaHI/Iﬁ TepaHeBTI/I‘{€CKOﬁ OKBHUBAJICHTHOCTH,
4) OTYCT CPABHUTCIIBHBIX WH-BHUTPO HCCHGHOB&HHﬁ;

OO6ocHoBanue BI)I60pa HCCJICAOBAHUA SKBUBAJICHTHOCTH IIPOBOJAUTCA:

1) n71st IeKapCTBEHHBIX CPEJICTB, JJIsl KOTOPBIX BO3MOXKHO MOJTYUYUTh U3MEPSIEMbIC
KOHIICHTPAIIMU aKTUBHOTO BEIIECTBA B OMOJIOTMYECKOM KUJIKOCTH (TJ1a3Ma, MoyYa),
PEACTABIISIOTCS OTYEThI CPABHUTEIBHBIX (PapMaKOKMHETHYECKUX UCCIICIOBAHUI;
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2) 1151 IEKApCTBEHHBIX CPEJICTB, ISl KOTOPBIX HEBO3MOXKHO MOITYYUTh
U3MepsieMble KOHIIEHTPAMN aKTUBHOTO BEILIECTBA B COOTBETCTBYIOLIEH OMOIIOTHYECKOM
KUAKOCTH, MPEACTABISAIOTCA OTYETHI CPABHUTENBHBIX (PapMaKOIMHAMUYECKUX
KJIINHWUYECKUX UCCIIEA0BaHUN;

3) 15l T€KapCTBEHHBIX CPEICTB, JJIsl KOTOPBIX HEBO3MOXKHO OINPEETUTh
(dapMaKOKMHETUYECKHUM PO, HAUTH pUeMIIeMble (papMaKkoIMHAMUYECKHE
KOHEUYHBIE TOUKH aKTUBHOT'O BEIIECTBA, MPEJACTABISIOTCA OTYETHI CPABHUTEIBHBIX
KJIMHUYECKUX UCCIEAOBAaHUN TEPANIEBTUUECKON SKBUBAJICHTHOCTH;

4) npotenypa OMoBeHBeEp I IEKAPCTBEHHBIX CPEJICTB CUCTEMHOTO JICUCTBUS
JUTSI OPAJTBHOTO MPUMEHEHUS ¢ HEMEICHHBIM BBICBOOOKICHUEM, COJISPIKAIINX
cyocrannuu kinacca I u 111 6uodapmaneBruueckoit cuctemsl knaccudukanuu (bCK).

OT 0TEe4eCTBEHHOT0 MPOU3BOAUTENS, UMEIOIIETO JOKYMEHT, TOATBEPKAAIOLIUN
COOTBETCTBHE MPOU3BOCTBA HAJIJICXkKAIIEH TPOU3BOICTBEHHOM NpakTuke PecmyOmuku
Kazaxcran (GMP) unu ot 3asiButensi, umeroiiero GMP, Bei1aHHBIN yITOJTHOMOYEHHBIMU
opranamu ctpan-pernonoB ICH, He TpeOyeTcs npenocTaBieHe OTYETOB UCCIEOBAaHUIN
SKBUBAJICHTHOCTH BHYTPH OpraHusma (MH BHUBO) MIPU YCJIOBHUH, UTO:

1) nexapcTBEeHHbIE CPEJCTBA AJI MAPEHTEPATILHOTO TPUMEHEHUS (BHYTPUBEHHO,
NOJIKO’KHO WJIM BHYTPUMBIILIEYHO) B BHJI€ BOJHBIX PACTBOPOB, COJAEPKALIUX
OJIMHAKOBBIM KaueCTBEHHBIN U KOJIMYECTBEHHBIN COCTaB aKTUBHOI'O BEILIECTBA, UTO U
pedepeHTHbIN penapar, ¢ OJIMHAKOBBIMU UJIU TIOJJOOHBIMU BCIIOMOTaTENIbHBIMU
BEIIECTBAMU B CPABHUBAEMBIX C peEPEHTHBIM ITpernapaToM KoHUeHTpauusax. [Ipu
3TOM, HEKOTOPBbIE€ BCIIOMOTATENbHbIE BEIIECTBA (B YaCTHOCTH Oy(epHbie pacTBOPHI,
KOHCEPBAHThI, aHTUOKCHUIAHTHI) OTJINYAOTCS IPU YCIOBUHU JOKA3aTEIbCTBA JHOOBIM
CIOCOOOM, UTO B JaHHBIX KOHLIEHTPALUSIX OHU HE BIMSIOT Ha 0€30MaCHOCTh U (MIJIN)
3¢ (PEKTUBHOCTB JIEKAPCTBEHHOI'O CPENICTBA (MCKIIIOUEHUE — IIPENapaThl JKeJesa,
aMUHOKHCIIOT, TPOM3BOHBIE KpaxMaJa, XKeJlaThuHa, KOMIIJIEKCOO0pa3yrolue
npenaparsl);

2) eKapCTBEHHbBIE CPEJICTBA JIJIsl IPUEMa BHYTPb U PUMEHsIEMbIe B popme
BOJIHBIX paCTBOPOB, COJIEpKAIAE OJJUHAKOBBIN KAYECTBEHHBIA U KOJIMYECTBEHHBIN
COCTaB aKTUBHOI'O BEIIECTBA, YTO U peepeHTHBIN penapar, ¢ OJUHAKOBBIMU WU
MO0JA00OHBIMU BCIIOMOTATEIbHBIMU BEIIECTBAMH B CPABHUBAEMBIX pePEPEHTHBIX
npenaparax;
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3) nexapCcTBEHHBIE CpeJCTBA B (DOPME MOPOIIIKOB JIJIsi TPUTOTOBJICHHS BOIHBIX
PacTBOPOB, €CJIU PACTBOP OTBEHAET TPEOOBAHUAM MOANYHKTOB 1) MM 2) HACTOAIIETO
NyHKTA;

4) nexapCTBEHHBIE CPEJICTBA, KOTOPHIE SBISIOTCS ra3aMH;

5) ylIHbIe WK I1a3HbIE JEKAPCTBEHHBIE CPEICTBA, U3TOTOBICHHBIE B BUJIC
BOJHBIX PaCTBOPOB, COJEPKAILUX OJUHAKOBBIN Kaue€CTBEHHBIN M KOJIMYECTBEHHBIN
COCTaB aKTUBHBIX BEILIECTB, UTO U pedepeHTHBIN Mpenapar, C OJJMHAKOBBIMU UJTH
10I00OHBIMHA BCTIOMOTaTEIIbHBIMHU BEIIIECTBAMU B CPABHUBAEMBIX C pe(epEeHTHBIM
npenapaTom KoHueHTpanusax. [Ipu 3ToM, HEKOTOpbIE BCIIOMOTaTeIbHbIE BEIIECTBA (B
4acTHOCTU Oy(epHBIE PaCTBOPHI, KOHCEPBAHTHI, BEMIECTBA, KOPPEKTUPYIOIIIHE
IUIOTHOCTb, WJIM 3aryCTUTENIN) OTINYACTCS TIPU YCIOBHUH JI0Ka3aTeNIbCTBA JIFOObIM
CrocoOOM, YTO B JAHHBIX KOHIIEHTPAIUAX OHU HE BIUAIOT HA O€30MaCHOCTh U (UJIN)
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTRA,;

6) TeKapCTBEHHBIE CPEACTBA MECTHOTO JICVCTBUS B BUJI€ BOJHBIX PACTBOPOB,
coAepKalMX OJUHAKOBBIA KAYECTBEHHBIN M KOJMUYECTBEHHBIN COCTAB aKTUBHBIX
BEIIECTB, YTO U pePepeHTHBIN Npemapart, C OJUHAKOBBIMU WM MTOJOOHBIMU
BCIIOMOTATEILHBIMH BEIIECTBAMHU B CPABHUBAEMBIX C pe(hepEHTHBIM MperapaTom
KOHIIEHTPaLUX;

7) nekapCTBEHHBIE CPEACTBA, KOTOPHIE SIBISIOTCS BOAHBIMU PACTBOPAMU U
peAHA3HAYCHBI JJIs MHTAISAIMNA HeOynaiizepoM WK B BUC Ha3aJIbHBIX CIIPEEB,
MPUMEHSIEMBIC C TIOMOIIBIO TPAKTHYECKH OJMHAKOBBIX YCTPOMUCTB JOCTABKH
JIEKaPCTBEHHOT'O CPEJICTBA U COJEPIKAIINE OAUHAKOBBI KAYECTBEHHBIN U
KOJIMYECTBEHHBIM COCTAaB aKTHUBHBIX BEIECTB, TAKUE )K€ BCIIOMOraTeIbHEIE BEIIECTBA B
CpPaBHUMBIX KOHIICHTpPAIIUAX, UTO U pedepeHTHbIN npenapart. [Ipu 3ToM HEKOTOpbIE
BCIIOMOTaTeIbHBIE BEIIECTBA OTINYACTCS IMPH YCIOBUHU JOKA3aTEIbCTBA JIFOOBIM
CrocoOOM, YTO B JAHHBIX KOHIIEHTPAIUAX OHU HE BIUSAIOT HA OE30MaCHOCTh U (UJIN)

3 PEKTUBHOCTD JEKAPCTBEHHOTO CPEACTBA (MCKIIIOUSHNE — IIPenapaThl, COACPIKAIIIHE
TOPMOHBI, TIpenapaThl ¢ MPOTUBOOOCTPYKTUBHBIM JICUCTBUEM);

8) JeKapCTBEHHBIE CPEICTBA CUCTEMHOTO JICMCTBUS B BUJIE BOJHBIX PaCTBOPOB
JUIS1 PEKTAJIbHOTO WM BarMHAJIBHOTO IPUMEHEHHUS, COAEPKAIIUX OJUHAKOBBIN
KauyeCTBEHHBIN M KOJIMYECTBEHHBIN COCTaB aKTUBHBIX BEIIECTB, YTO U pedepPeHTHBIN
npenapar, ¢ OJJTMHAKOBBIMU UJIU TTOJOOHBIMUA BCIIOMOTATEJIbHBIMH BEIIECTBAMU B
CpaBHUBAEMBIX ¢ peepEeHTHBIM MPENapaToM KOHIICHTPAIUIX, HEKOTOPHIC
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BCIIOMOTaTeIbHbIC BEUIECTBA OTJIMYACTCS MPH YCIOBUHU JOKA3aTeNbCTBA JTIOOBIM
Croco0OM, YTO B IaHHBIX KOHIICHTPAILIUSAX OHHU HE BIUSIOT Ha 0€30MaCHOCTh U (MJIN)
3 PEKTUBHOCTD JIEKAPCTBEHHOI'O CPEJICTBA;

3asBUTENb NPEIOCTABIISIET 10KA3aTEIbCTBA YKBUBAJICHTHOCTU UH-BUBO B Cllydae,
KOT'/Ia CyIIECTBYET PUCK TOTO, YTO BO3MOXKHBIC Pa3Indusi B OMOJOCTYITHOCTH MPUBEIET
K TepaneBTUYECKON HEIKBUBAIICHTHOCTHU T€HEpUKa pedepeHc-npenapary:

1) nexapcTBEHHBIE CPECTBA CUCTEMHOTO ACHCTBUS JI OPATILHOTO IPUMEHEHUS
C HEMEJIJIEHHBIM BBICBOOOXKACHUEM, €CITU K HUM IIPUMEHEHbI OJIMH WJIH HECKOJIBKO
CIEAYIOIINX KPUTEPHUEB:

Y3KHUH CIEKTP TepareBTUUECKOro AeicTBUS npeen 3QPeKTHBHOCTh
(6e30macHOCTh), KPyTOM HAKJIOH KPUBOM /1032 - OTBET;

JTIOKYMEHTAJIbHO MOATBEPKACHHBIE TPOOIEMBI TT0 OMOJOCTYTHOCTH WIIH
OMOHE’KBHBAJICHTHOCTH, CBSI3aHHBIC C aKTUBHBIM BEIIECCTBOM MU e¢ (hopMaMu (He
UMEIOIIUX OTHOIIEHUS K PACTBOPEHUIO);

JAHHBIE O TOM, YTO Ha OMOIKBUBAJIEHTHOCTD BIIUSET MOJIUMOP(PU3M aKTUBHOTO
BELIECTBA, BCIIOMOraTeIbHbIE BEIIECTBA, O KOTOPBIX U3BECTHO, YTO OHU BIMSIOT Ha
MPOXOXKAEHUE B KETyA0UHO-KUIIeuHoM TpakTe (nanee — JKKT), mponunaeMocts B
XKKT u, Takum o6pazom, Ha abcopO1uio U (WIK) CTAOMIBHOCTh aKTUBHOTO BEIIECTBA B
XKT;

2) JIeKapCTBEHHBIE CPEACTBA CUCTEMHOTO JICCTBUS, HE MPeIHA3HAYCHHBIC TS
OpaJIbHOT'O WJIM MMAPEHTEPATIbHOTO MPUMEHEHHUs (TaKre, KaK TpaHCAepMaIbHbIE
IJIACTBIPHU, CYNIO3UTOPUH, HUKOTHHOBBIE KE€BATEIbHBIE PE3UHKH, T€JId TECTOCTEPOHA U
TpaHCAepMajbHbIe KOHTPALICIITHUBHI);

3) nekapCcTBEHHBIE CPEACTBA CUCTEMHOTO JACHCTBHS C MOIU(PUIIMPOBAHHBIM
(TpOJIOHTUPOBAHHBIM, 3aMEJIJIEHHBIM) BEICBOOOKICHUEM;

4) nexapCTBEHHBIE CPEJICTBA CUCTEMHOTO ACHCTBUS ¢ (GPUKCUPOBAHHOMN
KOMOMHAIuMeEN, B KOTOPhIX KAK MUHUMYM JJISl OJHOTO aKTUBHOI'O BELLIECTBA TpeOyeTcs
IIPOBEJICHUE UCCIICIOBAaHNS UH-BUBO;

5) nekapCcTBEHHBIC CPEACTBA HECUCTEMHOTO JICHCTBUS, B YaCTHOCTH JIJIS
OpaJBLHOTO, Ha3aJIBHOTO0, 0()TATEMOJIOTHIECKOTO, IEPMATOIOTHUECKOT0, PEKTATLHOTO
WJIM BariHAJBLHOTO MPUMEHEHHUS, 0€3 CUCTEMHOI a0COpOIHMH, KOTOPHIE HE SBIISIOTCS
BOJHBIMH PAaCTBOPAMHM; B TAKOM CJTy4ac SKBUBAJICHTHOCTH JIOKA3bIBAIOT My TEM



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 27.01.2021

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 04.02.2021

o ik G N [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 27.01.2021
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 04.02.2021

IIPOBEJEHUS, CPABHUTENBHBIX KIMHUYECKUX UCCIETOBAHUN TEPANEBTUYECKOU
SKBUBAJIEHTHOCTHU WX (papMaKoANHAMUYECKUX HUCCIIEIOBaHUM,
nepMato(papMakKOKMHETUUECKUX MCCIIEIOBAaHUMN U (MJIM) UCCIIEIOBAHUN UH-BUTPO;

6) 17151 TeHEPUKA, aKTUBHOE BEIIECTBO KOTOPOTO MPEJICTABICHO JIPYTrOM COJIBIO,
3(pUPOM WM TPOU3BOIHBIM aKTUBHOTO BEILIECTBA 3apETUCTPUPOBAHHOIO MpenapaTa,
IPEIOCTABISAIOTCA OTYETHI COOTBETCTBYIOIINX JOKIMHUYECKUX U (MIIM) KIMHUYECKUX
UCCIIeI0BaHU (MCCIIeI0BaHU OMO3KBUBAIEHTHOCTH ), IOKA3bIBAIOIINE OTCYTCTBHUE
U3MEHEHU! B (papMaKOKMHETUKE, (hapMaKoIMHAMUKE U (UJIM) TOKCUYHOCTH F'€HEPUKa, B
Cllyyae HeNpeCTaBIEHUs TAKUX JOKa3aTeIbCTB, JAHHOE BEILIECTBO PACCMATPUBAETCS
KaK HOBOE€ aKTHMBHOE BEILIECTBO.

J1J1si TeHEPUKOB B TBEPBIX JICKAPCTBEHHBIX (hOpMaX HEMEJICHHOTO
BBICBOOOXACHUS /JIs TpUeMa BHYTPb U KOHLIEHTPAIUsl aKTUBHOTO BEIIECTBA, KOTOPBIX
u3MepsieTcs B OMOJOTMUECKUX XKUAKOCTSAX opraHu3Ma (Imia3ma KpoBU, MOYA)
IPEIOCTABISIOTCS TAHHBIE UCCIIEIOBAaHUN OMOIKBUBAJICHTHOCTH.

JUJis TEeHEpUKOB B TBEP/IBIX JIEKAPCTBEHHBIX (POpMax HEMEJIEHHOTO
BBICBOOOXACHUS JIs1 TpUEMa BHYTPb, KOHLIEHTPALMIO aKTUBHOT'O BEIIECTBA KOTOPOTO
HEBO3MOKHO U3MEPUTH B OMOJIOTMUECKUX KUIKOCTSIX OpraHu3Ma, MpeaoCTaBIsIIOTCS
JAaHHbIE CPABHUTENBHBIX (PapMaKOAMHAMUYECKUX KIIMHUYECKUX UCCIIEJOBAHUN UIIH
VCCIIEOBAHNN CPAaBHUTEIBHOM TEPANIEBTUYECKON YKBUBAJIEHTHOCTH.

Perucrpannonnsie MaTeprualibl HA TEHEPUKHU, PETUCTPUPYEMBIE 10 MPOLEAYPE
ouoBeiiBep, B cinydae cyocrannuii kinacca I u II1 BCK

buogeiiBep, ocHOBaHHBINM Ha OMO(PapMaIIeBTUIECKON cUCTeMe KilacCU(PUKALIUN
(bCK), HampaBiieH Ha YMEHBIIIEHUE KOJNYECTBA UCCIIEIOBAHUN OMOIKBUBAJICHTHOCTH
n Vivo, TO €CTh OH CITY>KUT 3aMEHON OMOSKBUBAJICHTHOCTH in Vivo. [IpoBenenus
HCCJIEN0BaHNN OMO’KBUBAJICHTHOCTH 1N VIVO MOYKHO M30€KaTh, €CJIM DKBUBAJIEHTHOCTH
1n Vivo MOATBEPKAaeTCs 000CHOBAHHBIMU JAaHHBIMU, TOJIYYEHHBIMU 1n Vitro.

buoseliBep, ocHoBanHbIl Ha bCK, orpaHnyeH nekapCTBEHHBIMU MTpENapaTaMu
JUIA IpUEeMa BHYTPb B TBEP/bIX JEKAapPCTBEHHBIX (DOPMax CUCTEMHOTO JIEHCTBUS C
HEMEJJICHHBIM BBICBOOOXKIECHUEM, COJEPKALMMU BHICOKO PACTBOPUMBIE JEHCTBYIOLINE
BEIIECTBA C IpeCKa3zyeMoil abcopOuueli y yenoBeka, Ipu yCIOBUH, YTO ITH
JNENCTBYIOLIME BEUIECTBA UMEIOT IIMPOKUM TEPAIIEBTUUECKHUM TUAIIa30H.

buogeiiBep, ocHoBanHbI Ha BCK, HEnpUMeHUM K OIbSA3bIYHBIM, 3aILEYHBIM
JIEKapCTBEHHBIM (POpMaM U JIEKapCTBEHHBIM (OpMaM ¢ MOAU(PULIUPOBAHHBIM
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BBICBOOOXAEHUEM, a TAK)KE KOTJ]a UCCIIEyEeMbIid JIEKapCTBEHHBIN NpenapaT (FTeHEPUK)
COJIEPIKUT JIPYTOHl CIIOKHBIN 3(up, mMpocToit d3pup, n3oMep, cMECh U3OMEPOB, KOMITIIEKC
WJIU TIPOU3BOJHOE JIEKAPCTBEHHOE BEUIECTBO, OTIMYHOE OT Ipernapara CpaBHEHHS,
MOCKOJIbKY 3TH Pa3JINYMs MPUBOAST K pa3HO OMOIOCTYITHOCTH U HE OLIEHUBAETCS C
MOMOIIBIO MH-BUTPO MCCIIEIOBAaHUM, UCTIOJb3YEMbIX B KOHIIENIIMU OMOBEBEPA Ha
ocHose bCK.

buogeiiBep, ocHoBanHbIM Ha bCK, npuMeHuM 17151 MO bA3BIYHBIX, 3aIEYHbIX
JIEKapCTBEHHBIM (hOpMaM, €CJIH TOJIBKO CITOCO0 X MMPUMEHEHHS BKITFOYAET
HCIIOJIb30BAHUE BOBI.

B oTHomenuu nekapcTBEHHBIX (GOPM, TUCTIEPTUPYIOIIUXCS B MOJIOCTH PTa,
ouoseiiBep, ocHoBaHHBIM Ha BCK, npumMenuM, eciu uckirodeHa abcopOust U3 MoJIOCTH
pTa.

[IponekapcTBa paccmaTpuBaroTcs sl OuoseiiBepa Ha ocHoBe bCK, ecnu onun
BCAChIBAIOTCS B BUJE MMPOJIEKAPCTBA.

buogeiiBep, ocHoBaHHbI Ha BCK, B 0THOIIEHNH KOMOMHUPOBAaHHBIX
JIEKapCTBEHHBIX MPEMapaToB ¢ HEMEIJICHHBIM BRICBOOOKICHHEM BO3MOIKEH, €CITH BCE
nercTByromme Bemectsa npuHaainexkar [ uium I knaccy no BCK, a BcnomorarenbHbie
BEILIECTBA COOTBETCTBYIOT YCTAHOBIICHHBIM TpeOOBaHMAM B HacTosmux [IpaBunax. B
OCTQJIBHBIX CIyYasX OCYIIECTBIIACTCS MPOBEACHUE UCCIEI0BAHNUS OMOIKBUBAIICHTHOCTH
1n vivo.

B cnydae neicTByrolee BEMECTBO B COCTABE T€HEPHUKA YIOBIETBOPSIET
CIIECIYIOIIUM YCIIOBUSIM:

1) nokazaHo, 4To CyOCTaHIMs JEKapCTBEHHOTO CPEICTBA XOPOIIIO PACTBOPUMA U
noJIHOCThIO abcopoupyercs (kiacca [ u III BCK);

2) nedCTBYIOIIME BEUIECTBA B UCCIIEAYEMOM U pePEepEeHTHOM JIEKapCTBEHHBIX
npernaparax UISHTUYHBI, a TAKXKE €CITU UCCIeAYEMBbI U peepeHTHBIN JIeKapCTBEHHBIE
npernaparbl COJAepKaT pa3HbIe COJM MIPH YCIOBUH, YTO 00a JEHCTBYIOIIMX BEILIECTBA
otHocATeA K knaccy [ mo BCK (Bbicokast pacTBOpUMOCTb U BBICOKAsi TPOHULIAEMOCTB );
JENCTBYIOLIEE BELIECTBO XOPOIIO PACTBOPUMO U IOJIBEPracTCsl OrPAHUYEHHON
a6copouuu (III xnacc mo BKC);
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3) odenb ObicTpas (> 85 % B TedeHue 15 MUH) WM OJTUHAKOBASI PACTBOPUMOCTD
(85 % B Teuenuie 30 MUH) UH-BUTPO TECTUPYEMOTO U pe(hepEHTHOTO JIEKAPCTBEHHBIX
CPEZICTB NMPOJEMOHCTPUPOBAHA B TPEOYEMBIX YCIOBUSIX;

4) nexapcTBeHHas (hopMa U 103UPOBKA 'eHEPUKa OAMHAKOBASI C peepeHTHBIM
JIEKApCTBEHHBIM IIPENapaToM;

5) BcioMorarebHbIe BEIIECTBA, KOTOPHIC BIHSIOT HA OMOIOCTYITHOCTS, TI0
cBOEMY (PYHKITMOHAIbBHOMY Ha3HAYEHUIO OJMHAKOBBI KOJTMYECTBEHHO M KAYECTBEHHO C
pedepeHTHBIM MpenapaToM.

Jlst renepukoB ¢ cyocraniuii kinacca I BCK pasperiens! kauecTBEHHBIE U
KOJIMYECTBEHHBIE PA3JIMYMSI B BCIIOMOTaTEIbHBIX BEIIECTBAX, 3d HCKIOUECHUEM
BCIIOMOTaTEIbHBIX BEIIECTB, KOTOPBIE BIUSIOT HAa aOCOPOIHIO
C OJIMHAKOBBIMU KaU€CTBEHHO U KOJIMYECTBEHHO MOJA00HBIMH.

AHaJIOrM4Ho, TO €cTh B npeaenax + 10% ot koaryecTBa BCIIOMOTaTENbHOTO
BEILIECTBA B KOHTPOJIBHOM IIpoaykTe. Kpome TOoro, COBOKymHas pasHunia Jjist
BCIIOMOTATEIbHBIX BEIECTB, KOTOPHIE TIOBIUSET Ha aOCOPOITUIO, COCTABIISIET B
npenenax = 10%.

Jns npenapatoB kiacca [II BCK Bce BcrioMmorarenbHbIE BEIIECTBA SBIISIOTCS
Ka4eCTBEHHO OJJMHAKOBBIMM M KOJMUYECTBEHHO MOJOOHBIMHU (332 HCKIFOYCHUEM
HAITOJTHUTENCH ISl TNIEHOYHOTO MOKPBITHS WK 000JIOYKU KaIlCyJIbl).
BcnomorarenbHbie BeliecTBa, KOTOPhIE BIUSET HA aOCOPOLINIO, C OIMHAKOBBIMU
Ka4eCTBEHHO M KOJMYCCTBEHHO MOJ00HBIMH, TO €CTh B npenaenax £ 10% ot konmdecTBa
BCIIOMOTaTEILHOrO BEIIECTBA B KOHTPOJIBbHOM MPOAYKTE, & COBOKYITHASI pa3HULIA JJId
3THUX BCIIOMOTAaTEIbHBIX BEMIECTB COCTABIISIET B npeaenax + 10%;

6) OTCYTCTBYIOT PUCKH, CBSI3aHHBIE€ C BEPOATHOCTHIO MIPUHATH OIIUOOYHOE
3aKJII0YEHUE O BO3MOXKHOCTH MCTIOIB30BAHMS MPOIEAYPHI OMOBEHBEpa, C YUETOM
BEJIMYMHBI TEPANIEBTUUECKOTO MHJIEKCA U KIIMHUYECKUX TOKa3aHUN K MPUMEHEHHUIO IS
JENCTBYIOIIETO BEIIECTBA B COCTABE JICKAPCTBEHHOTO IIpenapara.

KpuTryHO NMOAXOAUTH K OLIEHKE BBIIIOJHEHUS YCIOBHM (HallpuMep, MECTO
abcopO1I1K, BO3MOKHOCTh B3aUMOJICUCTBUSI C O€IKaMU-TIEPEHOCUNKAMH B MECTE
abcopO1IMH, COCTAaB BCIIOMOTATENbHBIX BEIIECTB U TEPANIEBTUUECKUE PUCKHU) B
OTHOILIEHUH JiekapcTBeHHBIX MpenapaTtoB III knacca no bCK, ueM k npenaparam [
xiacca no bCK.
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JlercTByIOIIEE BEMIECTBO

Jlnst cyOctaniuii, aist koTopbix Heu3BecTeH kiace bCK, 3asBurens
MPEIOCTaBISET UCCIIEIOBAHUS PACTBOPUMOCTH U aOCOPOIIHH.

a) B nensix onucanust CBOMCTB ACHCTBYIOIIETO BEIIECTBA, TOIMAIA0IIET0 MO/
KOHIICTIIMIO OUOBEBEpa, JOCTATOYHO JIMTEPATYPHBIX JIAHHBIX O COCIUHECHUSX,
U3JI0KEHHBIX B pepeprupyemMbIx (IUTHPYEMBIX) HAYYHBIX U3IaHUSIX U JOKYMEHTAX
YIOJHOMOUYEHHBIX OpraHoB (opranu3zanuii) B cepe oOpalieHus JIeKapCTBEHHBIX
CPEACTB;

0) [elicTByroliee BEIeCTBO HE 00IaJaeT Y3KUM TEPANeBTUUECKUM JTHAa30HOM.
PactBOopumMocTh

Heo6xo1uMo yCTaHOBUTH M TPOAHAIM3UPOBATh Mpoduiib pH-pacTBOpuMOCTH
JICVCTBYIOIIETO BEIIECTBA. [[eMCTByOIIEE BEMIECTBO MPU3HAETCS XOPOIIO
pacTBOPUMBIM, eciii 1pu Temreparype 37+1 °C ero MakcnManbHas oHOKpaTHAs 1034
(17151 JIEKapCTBEHHOTO TIperapaTa ¢ HeMeJIEHHBIM BRICBOOOKICHHEM ) TIOJTHOCTHIO
pactBopsiercs B 250 M 6ydepHoro pactBopa B aAuanazone pH ot 1 1o 6,8.

Jls1t aTOro TpedyeTcs MpOBECTH MCCIIeI0BaHUE HE MEHee ueM ¢ 3 OydepHbIMU
pacTBopaMu ¢ paziMuHbIMUA pH, HaXOASIIMMCS B BBIIICYKAa3aHHOM JHaNa3oHe
(mpeanoututensHo npu pH 1,2; 4,5 u 6,8) 1, mo Bo3amoxxHoCTH, Iipu pKa, eciiu pKa
HAaXOJIUTCA B YKa3aHHOM Juanas3oHe pH.

B mensx oH03HaYHOTO ONpeACIICHUs KIIaCCH(PUKAITMOHHON MPUHAJIC)KHOCTH 110
PacTBOPUMOCTH TTOHATOOUTHLCS TOBTOPHBIE HCTIBITAHUS TP KaxxaoM pH (Hampumep,
METO/] BCTPAXUBAHUS WM APYTOH moaxoasmuii). pH pacTBopa ornpenemnseTcs 10 u
nocJie 100aBJIeHUsI IEHCTBYIOIIETO BellecTBa B Oydep.

AOGcopb1us (MpoHUKarOIIask ClIoCOOHOCTH)

[Tpu 3asiBNIeHNN HA PETUCTPAIUIO JICKAPCTBEHHOTO MpemnapaTta Kak OnoBeiiBep,
ocHoBaHHbIi Ha BCK, pexomeH1yeTcst MOATBEPAUTD MTOTHYIO a0COPOIIHIO
JeWCTBYIOIETo BelecTBa y yesnoBeka. C 3TOM 1ebI0 1O/ MOJIHBIM BCAChIBAHUEM
NOHUMAIOT abcopO1uto > 85 %. IloaHoe BcachiBaHHE OOBIMHO 00YCIIOBIEHO BHICOKOM
MPOHMKAIOIIEH CITOCOOHOCTHIO IEHCTBYIOMIETO BEIIECTBA Yepe3 KUIIEUHBINH Oapbep.

Hannuwne momHoro BcacklBaHHSI 00OCHOBBIBACTCS HCCICA0OBAHUAMM Y YCIIOBCKA. B
KayecTBE 000CHOBaHUSA AOITYCKACTCA UCIIOJIb30BATh PE3YJIbTAThI HUCCICAOBAHMU:
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a0COI0THON OMOJOCTYITHOCTH;
MaTepHaJIbHOro OanaHca.

[Ipu ucnonap30BaHUM METOJIa MAaTEpUATILHOTO OajaHca JjIsl BHIYUCICHUS
BCOCaBIIeHCs (hpakiuu HEOOXOAUMO YAOCTOBEPUTHCS, UYTO METAOOIUTHI, YUTEHHBIE TIPU
pacueTe BcocaBleiics ppakiuu, 00pa3oBaIuck mocie abcopouuu. B cBs3u ¢ aTuM mipu
pacdere o0IIel paaroaKTUBHOCTH, SKCKPETUPYEMOU C MOYOM, HEOOXOAMMO
YAOCTOBEPUTHCS, UTO B HKEITYJOYHOM WJIM KUILIEYHOM COKE HE MPOU30IILIa YaCTUYHAS
Jerpajganus Wik OnoTpancpopManus HEU3MEHEHHOTO IEUCTBYIOIIETO BEIIECTBA.
Peaxmuu [ daszer (Hanpumep, okucnenue) win I dassl (Hanpumep, KOHBIOTAIU)
MeTaboau3Ma MPOUCXOATH JIMILB MTOCse ad0copOLuu (HE B KeTyJ0YHOM WM KUILIEYHOM
coke). Takum oOpa3oM, OCHOBBIBASICh Ha JAHHBIX UCCIICIOBAHUA MAaTePUATLHOTO
OanaHca, BcachlBaHUE IPU3HAETCS MOJIHBIM, €ClId 0011ee CoiepKaHuEe UCXOIHOTO CO
eMHEHUs B MOo4e U ero MetadonuToB (mpomeamux [ u (unum) I pa3er merabonuzma) B
MOY€E U Kaje cocTaBisieT >85 % OT MPUHSATOMN J03BbI.

Kpome Toro, BBICOKO pacTBOpUMBIE AEHCTBYIOIIME BEIIECTBA C HEMOIHBIM
BcacbiBanueM (III knacc mo BCK) Takke nmoamnanaer noj 6uoseBep, eciu
BBITIOJTHSIOTCS OTpe/ieJICHHBIC TPEOOBAHUS K COCTaBY JICKAPCTBEHHOTO IIperapaTa u
npoduiato pactBopeHus in vitro. [1pu otHecenuu coequnenuii k I kimaccy mo bCK u
OTCYTCTBUU OOOCHOBAHHBIX JI0KA3aTEIbCTB B MOJIb3Y UX MOJHOIO BCACBIBAHUS K HUM
TaKKe TMPEIbIBIAIOTCS OoJiee KecTKue TpeboBaHus (HarpuMep, IPOBEJCHNE
UCCIIEIOBAaHUM OMOAKBUBAJICHTHOCTH 1N VIVO, UHBIX KIIMHUYECKUX UCCIIEIOBAHUN).

OpHuM U3 yclioBU OMO3KBUBAIEHTHOCTH MEX/1y BOJHBIMU PACTBOPAMHU U
TBEPAbIMH JIEKAPCTBEHHBIMU (hOpMaMU JIF0O0TO COSAMHEHUS, TPUHUMAEMOTO BHYTPb,
SIBJISIETCS] OTCYTCTBHE CYILIECTBEHHBIX pa3anuuii B mpoguie abcopoumu,
0OYyCIJIOBJIEHHBIX Pa3IMYUsIMU B JIEKAPCTBEHHON (popMe ¢ OBICTPHIM BBICBOOOKIEHUEM.

VYcranoBieHHass OMOAKBUBAJIEHTHOCTh MEXKY BOJHOUM U TBEPIOM
JIEKapCTBEHHBIMU (DOpMaMH HEMETICHHOTO BBICBOOOKICHUS HEKOTOPOTO COSTUHEHHS,
MPUHUMAEMOTO BHYTPb, TPUHUMAETCS B KAUE€CTBE MOATBEPIKICHHUS, TTOCKOJIBKY
CBHJICTEIILCTBYET O TOM, YTO OIpaHUYCHUE aOCOPOIINH, 00YCIIOBIICHHOE CBOMCTBAMM
JIEKapCTBEHHOM (hOPMBI JIEKAPCTBEHHOIO Mpemnapara (¢ HeMeIJICHHBIM
BBICBOOOXKICHUEM ), SIBIIICTCS HE3HAUYMTEIIBbHBIM. KauecTBEeHHBIC MCCIIeIOBAHUS
MPOHUITAEMOCTH 1n Vitro, B TOM YHCJIe C UCIIOIb30BaHUEM CTaHIapTHBIX 00pa3IoB,
TaK)Ke CBHJICTEILCTBYIOT B MOJIB3Yy PE3YIbTaTOB, MOTYYEHHBIX in Vivo.
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JlekapcTBeHHBIN ITpenapar
[IpoBenenue Tecta CpaBHUTEIBLHON KHHETUKH PACTBOPEHHMS in Vitro

[Ipu n3ydyeHnn CBOMCTB JIEKAPCTBEHHOIO Mpenapara He0OXOAMMO T0Ka3aTh
HEMEIJICHHOE BICBOOOKICHUE U COTIOCTABUMOCTD UCCIIEyEMbIX JIEKaPCTBEHHBIX
penaparoB, TO €CTh MOATBEPAUTH CONOCTABUMYIO KHHETUKY PACTBOPEHHUS 1n Vitro
MEX]Ty UCCIeAYEMBIM U peepeHTHBIM JIEKapCTBEHHBIMHU MIpenapaTaMu Mpu
¢uznonornueckux 3HaueHusAX pH B ycIoBUIX SKCIIEPUMEHTA.

OpxHako 3TO HE MO3BOJISIET YCTAHOBUTH KOPPEMAIHIO in Vitro (in vivo). Kunetuky
pactBopeHus in vitro uzyuaercs B nuanaszone pH 1,0-6,8 (He menee uem npu 3
sHaueHusx pH: 1,2, 4,5 u 6,8).

JlomoTHUTENbHBIE UCCIeI0BaHus oTpedyeTcs mpu pH ¢ HaumeHnbIei
PacTBOPUMOCTBIO IEUCTBYIOIIETO BEIIECTBA (MPEACTaBIsIETCS 000OCHOBAaHUE OTCYTCTBUS
HEO0OXOIMMOCTH TaKUX UCCIeNoBaHui). Mcnonb30BaHne KakuX-1r00 TOBEPXHOCTHO-
AKTUBHBIX BEUIECTB HE JIOITyCKAETCS.

B cooTBeTcTBUU C 3TUMU TPEOOBAHUAMU PEKOMEHYETCS TPOBOAUTD
UCCJIEIOBAaHUE B OTHOILIEHUHU OoJiee 4yeM 1 cepuu hcclieyeMbIX JIEKapCTBEHHBIX
[IPEenapaTos.

CpaBHUTENBHBIE UCTIBITAHUS PACTBOPEHHUS in Vitro COOTBETCTBYET TPEOOBAHUSIM
®dapmakonen PK wimn ED. B cBs3u ¢ 3TUM HE0OX0IMMO MPEACTABUTH MOAPOOHOE
OTIHMICaHWE YCJIOBUI MCCIICIOBAHUS U AHATUTHYCCKIX METO/MK, BKIIFOUast JAHHBIC 110 X
BaJU AL,

JIJis cTaTUCTUYECKON JOCTOBEPHOCTH KK IbIi SKCIIEPUMEHT PEKOMEHTyETCS
npoBOAUTH ¢ 12 mpobamu (oOpasiiamu) JIEKapCTBEHHOTO IIpenapara.

CraHgapTHbIE YCIIOBUS UCCIEI0BaHUS, BKIIOUAIOT:
IpuOOp: JOMACTHAs MEIaIKa I KOP3UHKa;
o0BeM cpenbl pactBopenus: 900 M uim MeHee;
Temieparypa cpejsl pactopenns: 37+1 °C;

CKOPOCTb BpallleHUs: JIOMACcTHAasA Melanka — 00bidHO 50 000pOTOB B MUHYTY,
Kop3uHKa — 00br4HO 100 000pOTOB B MUHYTY;

cxema otbopa npo0: Hanpumep, Ha 10, 15, 20, 30 u 45 munyTax;
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oydepnsie pactBopsl: pH 1,0 — 1,2 (06bryr0 0,1 M HCI mutn umuTanus
KEJIyJJOUHOTO coka 6e3 ¢epmMeHTOB), 4,5 1 6,8 (W11 UMUTALIKUS KUIIIEYHOTO COKa 0e3
¢depmenToB), pH peryisipHo KOHTPOIUPYETCS.

Pexomennyercs ucnosb3oBath OydepHbie pactBopsl o @apmakonee PK wim EQ;

IIPOYHE YCIOBHUA: OTCYTCTBUE TOBEPXHOCTHO-aKTUBHBIX BeleCTB. [Ipumenenne
(epMEHTOB I0IyCKAETCS B OTHOIIEHUH KEJIATUHOBBIX KarcCys WU Ta0JETOK,
HOKPBITHIX XKETATHHOBON 000JI0YKOH.

Heo6xonumo npeacTaBUTh MOJIHBIA aHATUTUUECKUN OTYET O MPOBEICHUM TECTa
cpaBHUTENbHOM kKHETHKU pacTBopenus (TCKP) in vitro, BKiTrouas mpoTOKO
WCCIIEZIOBAHUS, CBEACHUS 00 MCCIEIYEeMbIX CEPUAX M CEPUIX CpaBHEHUS, MOPOOHOE
ONMCAHUE SKCIIEPUMEHTAIIBHBIX YCIOBHUM, PE3YIbTATHI BAJUALMHU UCTIOIb30BAHHBIX
METOHO0B, UHAVWBHUIYAJIbHBIC U CPETHUE 3HAUYCHUS, @ TAKKE COOTBETCTBYIOIINE
00001IaroIIHNe CTATUCTHKH.

OrneHka pe3yabTaTOB TeCTa CPABHUTEIBLHON KUHETUKHU PACTBOPEHHUS in Vitro

JlekapcTBeHHbIE TTpenapaThl MPU3HAIOTCS OY€HBb OBICTPOPACTBOPUMBIMHU, €CITH 85
% 3asIBIICHHOT'O COJIEpKaHUsI ICHCTBYIOIIETO BEIIECTBA pACTBOPSIETCS B TeUeHUE 15
MUHYT. B 3TOM cityuae npodunu pacTBOpeHuUs UCCIAEAYEMOT0o U pePepeHTHOTO
JIEKAPCTBEHHBIX MPEMApaTOB MPU3HAIOTCS COMOCTABUMBIMU 0€3 JalbHEHUIITNX
MaTeMaTU4YECKUX PACUYETOB.

Ecau poriecc pacTBOpeHHS CO CTENEHbIO BEICBOOOXKICHUS 85 % OT 3asBIICHHOTO
COJIep>KaHMs ICHCTBYIOIIETO BellecTBa AuTces 6osee 15 MunyT, HO He mipeBbiaeT 30
MUHYT, TO HEOOXOJIMUMO JI0Ka3aTh OTCYTCTBUE 3HAUYHMMBIX Pa3IM4Uil (COMMOCTaBUMOCTD).
B nemsix moaTBepIkaeHUs COMMOCTaBUMOCTH TTPOQUiIeH pacCTBOPEHUS UCCIETyEMOTO U
pedepeHTHOrO0 JIEKapCTBEHHBIX ITPEnapaToB UCIONB3YIOT KpuTepui f2 unu npyrue
noAXOo e TeCThl. [Ipu 3TOM 00BsICHEHHUE pa3Induil B TPOPUIISAX PACTBOPEHUS C
KJIIMHUYECKUX WM TEPANeBTUUECKUX MO3UIIUNA HEIeIeCcO00pa3Ho, TOCKOIbKY
UCTIBITAHNE PACTBOPEHUS HE OTPaXKaeT KOPPEIAIHIO in vitro (in vivo).

BcnomorarensHblie BCIICCTBA

HecMmoTpst Ha TO, 4TO BIIMSIHHE BCIIOMOTATEIIbHBIX BEIECTB, COAEPKAIUXCS B
JIEKapCTBEHHBIX (popMax ¢ HEMeJICHHBIM BBICBOOOKIEHHEM, HAa OMOJOCTYITHOCTh
XOPOIIO PAaCTBOPUMBIX U MOJIHOCTHIO BCACHIBAIOIINXCS JIEUCTBYIOIIUX BEIIECTB (TO €CTh
otHocsmuxcs K I kmaccy mo BKC) cunraercs ManoBepOSTHBIM, €r0 HEJIb3s5 MTOJIHOCTHIO
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UCKIII0YaTh. B CBSI3U € 3TUM BO BCeX Ciydasx (B TOM YHUCJIE C ACHUCTBYIOIIUM
BentectBoM | knacca no BKC) B ncciienyeMoM JekapcTBEHHOM ITpenapare
PEKOMEHAYETCs UCIOJIHb30BaTh MOI00HBIE BCIIOMOTaTeIbHbIE BEIIECTBA 0 CBOEMY
GyHKIIMOHATHPHOMY HAa3HAYEHHUIO, YTO U B pe(hepEeHTHOM JIEKApCTBEHHOM Ipernapare.

B nemsix uCKIroueHHs pa3IunaHOro BIUSHHAS Ha MeMOpaHHbIE TIEPEHOCYUKH
OJIHMM U3 YCJIOBU OMOBEMBEpa B OTHOIICHHUH JeicTBYromIero Bemectna 11 kiacca mo
BKC saBnsieTcst OTCyTCTBUE PA3IMUUM 110 KAUECTBEHHOMY U BBICOKAsl CONOCTABUMOCTD
10 KOJIMYECTBEHHOMY COCTaBY BCIIOMOTATEIbHBIX BEIIECTB B COOTBETCTBUU C
KpUTEPUSIMHU, IPUBEJICHHBIMU B Ta0OJIHUIIE.

Tabnuua: PekomenayemMble KpUTEpUHU sl YCTaHOBJIEHUS! BBICOKOM
CONIOCTaBUMOCTH JIEKAPCTBEHHBIX IIPENAPATOB IO KOJIMYECTBEHHOMY COCTaBY
BCIIOMOTaTEIbHBIX BEIIECTB

Tun BCIIOMOraTeIbHOTO BENIECTBA Otrnnuust B mpotieHTax (1Mo Macce) OT 001ell Macchl JIEKapCTBEHHOTO MpenapaTa
He Ooee

Hamonaurenu +5,0 %

Pazperximrenn

Kpaxmai +3,0 %
WHBIC BEIIECTBA +1,0 %
CBs3yroIIye BEIecTBa +0,5 %

BemectBa, ciocobcTByIOIINE cMa3bIBaHUIO (JTFOOpPH-
KaHTBI)

cTeapaT MarHus WIN KaJbLUs +0,25 %

HWHBIE BEIIECTBA +1,0 %

B CIICCTBA, CHOCO6CTByIOIIII/Ie CKOJIBXKCHHUIO

TalbK +1,0 %

HMHBIE BEIIECTBA +0,1 %

[Tpumeuanus. 1. Eciiu BcioMorarenbHbIE BEIIECTBA BBIMOIHSAIOT HECKOJIBKO
byHKIUN (HampuMep, MUKPOKPUCTAILTMYECKAas 1IEJUTF0J103a BBITIOIHAET (DYHKIUIO
HATIOJIHUTETISL ¥ Pa3phIXJIUTENS ), TO BEIOpaeTcss Hanbosee )KEeCTKUI KpuTepuil (B cirydae
C MUKPOKPHUCTAJUNTMYECKON 1EeJUTI0I030M - = 1 %).

KonienTpaius BcnoMorareabHOro BEIIECTBA B 2 BOJIHBIX pacTBOpax
JICKapCTBEHHBIX MPENapaToB CYUTACTCS CXOXKEH, €CIIM pa3HUIla COCTABISIET HE OoJiee
+10 %.

Pasnuumst B copepKaHUK APYTHX BCIOMOIaTEIbHBIX BEIIECTB, HMEIOIIHNX
(GYHKIIMOHATBHOE Ha3HAYCHHE, HE YIIOMSHYTOE B BBIIICTIPUBEACHHON Ta0IHIIEe,
TPeOYIOT HAYYHOTr0 0OOCHOBAHMSI.
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Paznuuus B cogep:kaHuum APyrux BCIIOMOTATENbHBIX BEIIECTB, UMEIOIINX
(GyHKIIMOHATbHOE Ha3HAUCHHE, HE YIIOMSIHYTO€ B IIPUBEACHHOM Tabnuiie, TpeOyIoT
HayYHOTO 0OOCHOBaHMSI.

Kak npasuiio, ¢ aerictByromumu BemiectBamu I v 111 knacca no bCK
HE0OXO0IMMO UCIOIb30BaTh CTAHJAPTHBIC KOJIMYECTBA XOPOIIO U3yUEHHBIX
BCIIOMOTaTEILHBIX BEIIECTB, a TAK)KE MPOAHAIU3UPOBATh U OOBSICHUTH UX BO3MOYKHOE
BJIUSIHUE HA OMOJOCTYITHOCTh U (MJK) pacTBOpuMOCTh. Heo6xoaumo onucathb
Ha3HAYEHHE KaXKJ0r'0 U3 BCIIOMOTraTeIbLHBIX BEIIECTB C 000CHOBAHHEM TOT'O, YTO
KOJIMYECTBO KAXKJIOTO M3 HUX HAXOJUTCS B IIpueMIIeMOM Juarna3one. Heooxoaumo
OMHCaTh BCE BCIIOMOTaTeIbHbIE BEIIECTBA, CIIOCOOHBIE MOBIUATH Ha OMOJOCTYITHOCTh
(Hampumep, COpOUTOII, MAHHUTOJI, HATPHUS JIaypPHICYIb(aT ¥ Mpoyre MOBEPXHOCTHO-
aKTUBHBIE BEILIECTBA), C YKa3aHUEM UX BIUSHUS Ha:

a) MOTOPHUKY >KETYJI0YHO-KUILIEYHOTO TPAKTA;

0) 10IBEP’KEHHOCTh B3aUMOJICHCTBUIO C JICHCTBYIOIIMM BEIIECTBOM (HampuMep,
KOMITJIEKCOOOpa30BaHME);

B) IPOHUKAIOLIYI0 CIOCOOHOCTb JIEMCTBYIOIIETO BEILIECTBA;
I') B3aUMOJIEUCTBHE C MEMOpPaHHBIMU MEPEHOCUUKAMU.

KauecTBeHHBIN 1 KOIWYECTBEHHBIN COCTAaB BCIIOMOTIaTEIbHBIX BEIIECTB 110
cBoeMYy (DYHKITMOHAJILHOMY Ha3HAYCHUIO, IOKa3aHO CITIOCOOHBIX TOBIUSATH HA
OMOAKBUBAJICHTHOCTh, UCCIEAYEMOT0 U peEepPEHTHOTO JEKAPCTBEHHBIX MPEMapaToB U
SIBIISIETCS MIOJOOHBIM.

TECT cpaBHUTENBHON KHHETHKH PACTBOPEHUS U COTIOCTABUMOCTD MPOQUIICH
pacTBOpEHUs

OO01me acreKThl TeCTa CPaBHUTEIIBHONW KMHETHKU PACTBOPEHUS BO B3aMMOCBSI3H
C OMOPKBUBAJIEHTHOCTBHIO

[Ipu pa3paboTke cocTaBa JIEKapCTBEHHOrO MpernapaTa TECT CPABHUTEIbHON
kruHeTuku pactBopenus (TCKP) ciykKUT HHCTpYMEHTOM YCTaHOBIICHUS
OounodapManeBTHUECKUX CBOMCTB JIEKAPCTBEHHOT'O IIpenapara, TO €CTh CBOMCTB,
CIOCOOHBIX MOBIMATH HA OMO0CTYTHOCTH. [10 3aBepmieHnn pa3pabOTKH cocTaBa
JIEKapCTBEHHOTO Ipenapara u npousBoacteeHHoro npoiecca TCKP ucnonsizyercs s
KOHTPOJISI KaueCTBa MacCIITaOMPOBAHUS U TPOMBIITUICHHBIX CEpUiA, YTOOBI 00ECTICUNTD
KaK MOCTOSTHCTBO KayeCTBa CEPHil, TaK M COMOCTABUMOCTH Mpoduiieil pacTBOPEHUs C



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 27.01.2021

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 04.02.2021

o ik G N [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 27.01.2021
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 04.02.2021

CEpHUSAMU, UCMOJIb30BAHHBIMH B OMTOPHBIX KJIMHUYECKUX UCCIEN0BaHUAX. Kpome Toro, B
otaenbHbIX caydasx TCKP ciyXuTh 3aMeHON HCCIIeIOBAaHUAM OMO3KBUBAJICHTHOCTH.

TCKP npecnenyeT pa3iuuHbI€ LEIN:
a) MpH HKCIIEPTU3E KaueCcTBa JIEKAPCTBEHHOIO Mpemnapara:

JUIS1 TIOJTYYEHUS XapaKTePUCTUK CEPUH, UCTIOJIb30BAHHON B UCCIIEOBAHUSAX
OMOI0CTYTHOCTH (OMOIKBUBAJICHTHOCTH) M OTIOPHBIX KIMHUYECKUX UCCIICIOBAHUSX,
9TOOBI 000CHOBATH CTIeH(PUKANNHA (HOPMATUBHBINA JJOKYMEHT IO KOHTPOJIIO KAa4eCTBA);

KaK HHCTPYMEHT KOHTPOJISI KAUECTBA CEPUU JIEKAPCTBEHHBIX CPEACTB B LIEIIAX
IIOATBEPKICHUS IIOCTOSIHCTBA ITPOU3BOCTBA;

JUTSL TIOTYYEHUS XapaKTEepPUCTUK pePepeHTHOTO JIeKapCTBEHHOTO Mpernapara,
UCIIOJIb30BAaHHOTO B UCCIIEIOBAHUSIX OMOIOCTYITHOCTH (OMOSKBUBAJICHTHOCTH) U
OTNOPHBIX KIIMHUYECKUX UCCIEA0BAHUSAX;

0) KaK 3aMeHa UCCleOBaHUUN OMOIKBUBAJICHTHOCTH

4TOOBI OATBEPAUTH (B OMPEIEICHHBIX CIIydasiX) aHAIOTUYHOCTh Pa3InYHbIX
COCTaBOB UCCIIEyEMOT0 JIEKAPCTBEHHOTO IIpenapaTa U pepepeHTHOro JEKAPCTBEHHOIO
npenapara (OMoBeMBEpPHI, HAIPUMEP, IPH BHECEHUU U3MEHEHUI, N3MEHEHUH COCTaBa B
X0JI€ pa3pabOTKH JIEKapCTBEHHOTO Mpenapara U BOCIIPOU3BEACHHBIE JIEKAPCTBEHHbBIE
npenaparsl);

9YTOOBI YCTAHOBUTH TTOCTOSTHCTBO KaueCTBa CEPHUH JICKApCTBECHHBIX MPEIapaToB
(uccmexyemoro u peepeHTHOTO JIEKAPCTBEHHOTO Mpemnapara), Ha KOTOphIX Oyier
OCHOBBIBATHCS BBIOOP COOTBETCTBYIOIINX CEPUH /JIs1 UCIIOJIb30BAHUS B UCCIEAOBAHUIX
n vivo.

MeToapl UCTIBITAHU HEOOXOAMMO Pa3padoTaTh MPUMEHUTEIBHO K KaXKIOMY
JICKapCTBEHHOMY TpernapaTy Ha OCHOBaHUH OOIIMX U (MJIM) YaCTHBIX (hapMaKONeHHbIX
TpeboBanuii. Eciu ykazanubie TpeOOBaHUS HE YAOBJICTBOPUTEIIbHBI U (UJTN) HE
OTpa)xaroT MPOIIECC PACTBOPEHMSI M BCACBIBAHUS in Vivo (OMOpENeBaHTHOCTD ),
JOITYCTUMO MCTOJIb30BaTh aJIbTE€PHATUBHBIE METO/IbI, IPU YCIOBUU HAIMYUS Y HUX
JOCTaTOYHOU JTUCKPUMUHAIIMOHHOMN CIIOCOOHOCTH, TO €CTh CITOCOOHOCTH YJIaBIUBAThH
Pa3HUILY MEXAY CEPUSIMU C IPUEMIIEMON U HEMPUEMIIEMON OHOIOCTYITHOCTHIO
JIEKapCTBEHHOTO Tpernapara B yCaoBUAX in vivo. Heo6xoauMo Bcerjia mpuHuUMaTh BO
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BHUMAHHE COBPEMEHHBIE CBEJCHMS (BKIIOYAs B3aUMOJICHCTBHE XapaKTEPUCTHK
JIEKapCTBEHHOTO Mpernapara, OCHOBaHHBIX Ha OMo(apMalieBTHUECKON cUCTEME
KJ1accu(UKaUu 1 BUJ JIEKAPCTBEHHOU (HOPMBI).

J151s1 TOrO 4TOOBI MOJYYUTh MTOJTHOLICHHBIE MPO(MIN pacTBOPEHHUS, THTEPBAJIBI
MeXIy 0TOOpOM MPOoO JOCTATOYHO YaCThIMU (HE peke 4eM uepes Kaxple 15 munyr). B
NEPHOJ MAaKCUMAJIbHOT'O U3MEHEHUS TPODUIIs pacTBOPEHUS OTOOPHI IPo0
pPEKOMEHAYETCS OCYIECTBIATh enle yaie. [ nocTpoeHust npaBuiIbHOTO MpopuiIs
pacTBOpEHMsI OBICTPO PACTBOPSIOIIUXCS JIEKAPCTBEHHBIX MPENapaToB, MOJIHOE
pacTBOpEHUE KOTOPBIX YKiIaabiBaeTcsi B 30 MUHYT, OTOOPHI MPOO HEOOXOAUMO
OCYIIECTBIISATh Kaxble 5 win 10 MUHYT.

Ecnu neficTBytoliiee BEMECTBO SBISETCS XOPOIIO PAaCTBOPUMBIM, TOTTYCKAETCs
IPEONI0KEHUE, YTO MPOOIEMBI C OMOIOCTYITHOCTHIO He BOZHUKHYT, €CJTH B
JIOTIOJTHEHUE K ATOMY JIeKapcTBEHHAast (hopma OBICTPO PacTBOPSETCS MPU
¢dusnonornyeckux 3HaueHusix pH, a BcriomorareabHbIe BEIIeCTBAa HE BIUAIOT Ha
OounomocTymHOCTh. HanmpoTuBs, eciiu AeiCTBYIOIIEE BEMIECTBO OTPAHUICHHO PACTBOPHUMO
WIH MaJIOPACTBOPUMO, (PAKTOPOM, JIMMUTHPYIOITUM CKOPOCTh BCACHIBAHMSI, CTAHET
PacTBOPUMOCTHIO JIEKAPCTBEHHON (POPMBI. AHAIOTMYHAS CUTYaIUsl BOSHUKAET, €CIIH
BCIIOMOTaTeIbHbIC BEIIECTBA BIUAIOT HA BEICBOOOXKACHHE U TIOCTIEAYIOIIee
pacTBOpEeHHE JIEHCTBYIOIIETO BelecTBa. B Takux cirydasx HEOOXOAMMO TIPOBOINUTH
TCKP B pa3ziau4HbIX yCIOBUSX C COOTBETCTBYIOIIEH cXeMOi 0TOOpa mpoo.

ConoctaBuMOCTb Npousiell pacTBOpEHUs

PesynbraTet TCKP u ocHOBaHHBIE HA HUX BBIBOJIbI (HapUMED, B 00OCHOBAaHHE
OuoBeiiBepa) MPU3HAIOTCS MPABWIIBHBIMU, €CJIH MTOCTPOSHUE TPO(HIIST PACTBOPECHHUS
OCHOBBIBAJIOCH HA JIOCTATOYHOM KOJIMYECTBE BPEMEHHBIX TOYEK.

B nononnenue k TpeOOBaHMAM, U30KEHHBIM B paszzene | Hactosiero
MPUIOKEHHUS], B OTHOILICHUH JIEKAPCTBEHHBIX (DOPM C HEMEIJIEHHBIM BBICBOOOXKIEHUEM
HE0OX0IUMO TTPOBECTH CPABHEHHE BO BPEMEHHOM TOUKe «15 MUHYT», YTOOBI BHIICHUTD,
IIPOU30IIO JIU TOJIHOE PACTBOPEHHUE IO OMIOPOKHEHUS KEITyAKA.

Ecnu B Teuenue 15 munyT pactBopriioch 6osiee 85 % MelcTBYIOIIEro BEIIECTBA
(OT HOMHHAJIBHOTO KOJIMYECTBA), TPOPUIN PACTBOPECHUS IIPU3HAIOTCS COMIOCTABUMBIMU
0e3 nanpHenel MaTeMaTHIeCKo 00pabOTKH TaHHBIX.
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Ecnu 85 % neiicTBytoliero BeniecTsa pacTBOpuiiock B reuenue 30, a He 15
MHUHYT, TO HCOOXOIUMBI 3 BpEMEHHBIE TOUKH: JIO HCTeUCHUS 15 MUHYT, Ha 15-if MUHYTE
1 B TOYKE, KOTI'JIa CTENEHb BEICBOOOKIEHHS COCTABISET OKOJIO 85 %.

PekoMmeHnanuu 1o JIeKapCcTBEHHBIM IpenapaTam ¢ MOAU(PUIIMPOBAHHBIM
BBICBOOOKJICHHEM H3JI0’KEHBI B COOTBETCTBYIOLINX JOKyMeHTax Coro3a.

ConoctaBuMOCTh PO uUIIeH pacCTBOPEHUS ONPEIEISIETCS C UCTIOIb30BAHUEM
daktopa f2 no cnenytromen Gopmyse:

: 1
100
> 5[ ()-Q:(1)]

n

f, =50xlog

f, - pakrop nonobus (cxoaumocTr);

n - KOJIMYCCTBO BPCMCHHBIX TOYCK;

Q: (1) Cpe/lHee 3HaUYCHHUE CTETICHU BBICBOOOXKACHUS (B MPOIEHTAX )
JEUCTBYIONIETO BEIIECTBA B TOUKE t [[IOCTIE HAaYaia UCCieI0BaHus | U3 peepeHTHOTO
JIEKapCTBEHHOTO Ipenapara;

Q’i’(t] - cpeiHee 3HAYCHHE CTETICHH BBICBOOOXK IEHNUS (B MTPOIICHTAX )
JIEHCTBYIOIETO BEIIECTBA B TOUKE t [[1OCIe Havaja UCClieJOBaHusl | U3 UCCIIETyEeMOTO
JIEKapCTBEHHOT'O Ipenapara.

[Ipu ucnonb30BaHUM 1aHHON (HOPMYJIIBI HEOOXOAUMO ONPENETUTH CTENEHD
BBICBOOOKICHHSI IEHCTBYIOIIETO BELIECTBA U3 UCCIEAYEMOTO JIEKAPCTBEHHOTO
npernapara u pepepeHTHOI 0 JIEKapCTBEHHOTO Mpenapara.

Onenka (axropa moaodus (CX0AMMOCTH) OCHOBaHa HA CIEAYIOIIMX YCIOBUAX:

a) MUHIMaJIbHOE KOJMUYECTBO BPEMEHHBIX TOUEK - 3 (HE CUUTAas HYJIEBOU TOUKH
oTOOpa);
0) /Uit 00OMX CPaBHUBAEMBIX JIEKAPCTBEHHBIX MPENAapaTOB BEIOUPAIOTCA

OJHMHAKOBBLIC BPCMCHHBIC TOYKH,

B) IS KaXXJI0M BPEMEHHOM TOYKM HEOOXO0AMMO MUHUMYM 12 3HaUY€HUI CTENIeHU
BBICBOOOKICHUS JIEHCTBYIOIIETO BEIIECTBA /sl 000UX JICKAPCTBEHHBIX MPENapaToB;
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I) 7151 KQXKI0T0 U3 COCTABOB JIOMYCKAeTCs HE 00Jiee OJHOTO CiIyuas MPEBBIIICHUS
CpeIHETO 3HAYCHUS CTETICHU BBICBOOOXICHHS 85 %;

1) OTHOCHUTENIbHOE CTaHJAAPTHOE OTKIIOHEHHUE (KO3 (UIIMEHT BapuaIluun) s
CTEIEeHU BBICBOOOK/ICHHUSI ICUCTBYIOIIETO BEIIECTBA B IEPBON BPEMEHHOM TOUYKE
JTH000T0 U3 JIEKaPCTBEHHBIX MpemnapaToB He mpeBbimatotcs 20 %, a Bo Bcex
nocienyonmx — He 6onee 10 %.

Kpurepuit npuemnemoctu s pakropa noaodus (f2) cocrasmsier ot 50 go 100,
YTO MOATBEPKIAET COMIOCTABUMOCTD PO IIICH PaCTBOPEHHSI.

B cnydae HecOOTBETCTBUS KpUTEPHIO IpremiieMocTu 1o f2 npodunmn
pPacTBOPEHUSI MOXKHO CPaBHHUBATh, UCIOJIb3Ys AIbTEPHATUBHbBIE METObI (HAIpUMED,
pacuet daxrTopa paznuuus {1, GyHkiuio pacnpenenenus BeliOyuia unu cpaBHeHUE
CTemeHel BHICBOOOKICHHUS B Pa3HBIX BPEMEHHBIX TOUKaX (HampuMmep, mo t-KpuTepuio
Crthl0ZICHTA)).

MGTOIIBI, AJIbTCPHATUBHLIC PACUCTY I10 Q, CUHUTAOTCA ITPUCMIICMBIMHA, CCJIK OHU
CTAaTUCTUYCCKN KOPPECKTHLI, a UX UCIIOJBb30BAHUC JOCTATOYHO 000CHOBAHO.

Heobxoanmo 3apanee onpeneanTs 1 000CHOBATh MPEEbl TPUEMIEMOCTH
KpUTEpHUs CONMMOCTaBUMOCTH, HO MpH 3TOM OHU He mnpeBbimatoT 10 %. Kpome toro,
BapuabeIbHOCTh PACTBOPEHUS MEXKY JAHHBIMH HCCIIEyeMOro U peepeHTHOro
JIEKapCTBEHHOTO Mpernapara TakKe COMOCTaBISETCsl, OHAKO Oojiee HU3Kas
BapuaOeNbHOCTD IS UCCIIEAYEMOr0 JIEKAPCTBEHHOTO MIpernapara sBIsIeTCs MPUeMIIeMOM.

Heo0xoaumo mpencTaBuTh 000CHOBAaHUE, YTO CTATUCTHYECKOE MPOTPAMMHOE
obecrnieueHue MpoIIo BaTUAAIUIO.

Heo6xonumo nate noapoOHOE OMUCAHUE U OOBSICHEHHE BCEM JICUCTBUSIM,
IPEANPHUHATHIM B X0JI€ HCCIICIOBAHUS, C TIPEACTABICHUEM COOTBETCTBYIOIINX
000011aroINX TAOIHII.

[Tporieaypa OnoBeiBep HE MPUMEHSAETCS B ClTydasx, KOr/a JCKapCTBEHHOES
CpeICTBO:

1) mpeaHazHayeHO JUIsl KyIUPOBAHUS HEOTIOKHBIX COCTOSIHHIM;
2) UMeeT y3KHil TepareBTUYECKHI TUaIa3oH;

3) conepkuT apyroi 3gpup, usomep, CMECh U30MEPOB, KOMIUIEKC WU
IPOM3BOIHOE JACHCTBYIOIIETO BEIIECTBA B OTIWYHUE OT peepeHTHOrO Mpemnapara, Tak
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KaK TaKUe pa3Indusi IPUBEIIET K pa3IMYHON OUOJOCTYITHOCTH, KOTOpast HE
0OHApPYKUBACTCS C TIOMOIIBIO UCCIICIOBAHUH, TIPOBOIMMBIX B KOHIICTIIIUYA OWOBEHBEpa;

4) copepKUT B COCTaBE BCIIOMOTaTEIbHBIEC BEIIIECTBA, BIUSAIOIINE Ha aOCOpOIHI0
AKTUBHOT'O BENIECTBA;

5) B cyOnuHIrBanbHOM, OYKKaIbHOM U JIEKapCTBEHHOU (hopme ¢
MOJIM(UIIMPOBAHHBIM BBICBOOOKICHUEM;

6) B IeKapCTBEHHOU (opMe, TUCTIEPTUPYEMON B POTOBOM TIOJIOCTH, KOTJ[a HE
UCKJTI0OUEHa aOCOpOIIMs aKTUBHOIO BEIIECTBA B POTOBOM MOJIOCTH.

3. 'uOpuaHbIA TeKapCTBEHHBIN MIpernapar

J1J1st rocy 1TapCTBEHHOM perucTpaiuy ruOpUIHOTO JIEKAPCTBEHHOTO Mpernapara
PEIOCTABISIOT CIAEAYIOIINE JaHHBIE:

B Monayne 1 nnm Yactu I Ilepeunst 3aaBuTens NpeaoCTaBISET KPATKYIO
uH(popMaIio, 00001maIy0 000CHOBaHUS U (DAKTHI, UYTO JIEKAPCTBEHHBIN Mpernapar,
SIBJIICTCSI THOPHJTHBIM TI0 OTHOIIICHUIO K COOTBETCTBYIOIIEMY OPUTHHATBHOMY
npenapary. O6001enne coaepKuT HHHOPMAITHIO O IpernapaTe, aKTUBHON
(dapMarneBTUIECKO CyOCTaHINH, IEKAPCTBEHHON opMe, T03UPOBKaX, IMOKa3aHUIX K
IPUMEHEHUIO, CITIOCO0E MPUMEHEHHS TI0 CPAaBHEHUIO C OPUTHHAIBLHBIM TIPEIapaToMm, a
TaKXe, IPU HEOOXOTUMOCTH, CBEICHHS O OMOIOCTYITHOCTH M OMOAKBUBAJICHTHOCTH
JTAaHHOTO TIperapara.

B onpeneneHHbIX ciayyasx TpeOyeTcs MiiaH yIpaBJIeHUs] pUCKAMH.

B ClIydac OTCYTCTBUS OIIPCACICHHBIX 3JICMCHTOB IIPCACTABIISACTCA 000CHOBaHHE
X OTCYTCTBHA B COOTBCTCTBYIOLICM pas3iciic.

B 063ope AOKIIMHUYCCKUX U KIIMHUYCCKHUX JaHHBIX YACIISCTCA oco0oe BHUMAaHUE
CICAYIOIINM JJICMCHTAaM:

pe3toMe poduis mpuMeceil akTUBHOTO BELECTBA (M B COOTBETCTBYIOIINX
CIIy4asiX, BO3MOKHBIX NMPOJAYKTOB Pa3I0KEHUsI, 00pa3yroMIMXCs MPU XPAaHEHUH) B
CepusiX Mpenapara, KOTOphIH MOMJIEKUT peaan3ainun Ha (hapMareBTUIeCKOM PBIHKE;

OOHOBJICHHUE JINTEPATYPHBIX MyOIUKAIIMI MO aKTUBHOMY BEIIIECTBY B paMKax
HACTOSLIEH 3asiBKU HA PErUCTPALMIO; JAHHOE TPEOOBAHNE BBINOIHIETCS ITyTEM CChUIOK
Ha CTaTbU B PELICH3UPYEMBIX JKypHaax;
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KQKJIBIM MyHKT B OOIIEH XapaKTepUCTUKE JEKapCTBEHHOTO Mpemnapara, paHee He
U3BECTHBIN MJIM BBITEKAIOIIUN U3 XapaKTEPUCTHUK Npenaparta u (Uin) ero
TEpareBTUUYECKOM TPYIIbl, TPOAHAIU3UPOBATH B TOKIMHUYECKUX U KIMHUYECKUX
0030pax (pe3romMe U MOJKPENUTh J0Ka3aTeILCTBAMU U3 OIyOJIIMKOBAaHHOM JTUTEPATYPHI
U (WIK) U3 Pe3yNbTaTOB JOMOJHUTENbHBIX UCCIIEIOBAHUN;

[IpeacTaBUTh AOMOJIHUTENBHYIO HH(POPMALMIO, JOKA3BIBAIOILYIO, YTO MPOPUIH
6e3omacHocTy U (Win) 3¢G(HEKTUBHOCTH 3asBICHHOTO TIpernapara He OTINYAIOTCS OT
TaKOBBIX Y pe()epeHTHOrO Mpenapara (pe3roMe COOCTBEHHBIX JOKIMHUYECKUX U (MIIH)
KJIMHUYECKHUX MCCIICIOBAHUN).

Pe3ynbTaThl TOKTUHUYECKUX ¥ (MITH) KIMHUYECKUX UCCIIEIOBAaHUI THOPUIHOTO
JIEKApCTBEHHOTO Iperapara BKI0YaeT B COOTBETCTBYIOIINE pa3aeiibl Moaynei 4 u 5
i Yactu 111, IV Ilepeuns.

[IpoBeneHne TOMOTHUTENBHBIX UCCIIEIOBAHUHN, HEOOXOAUMBIX ISt
BOCIIPOM3BECHHBIX JICKAPCTBEHHBIX MIPEMApaToOB U THOPUIHBIX MPETapaTOB:

1) paznuunbie conu (CIOXKHBIE) F(UPHI (KOMITJIEKCHI) HX TPOU3BOIHBIE (C OTHOM
U TOM K€ aKTUBHOM YaCThIO MOJIEKYJIbI) MPEIOCTABIIAIOT JOKa3aTEIbCTBA TOT'0, YTO HET
HUKAKUX U3MEHEHUH B (DApMaKOKMHETHUKE aKTHBHOW YACTH MOJICKYJIBI,
dbapMakoIMHAMUKE U (MJIH) TOKCHYHOCTH, KOTOPBIE CYIIECTBEHHO BIUAIOT Ha PO
6e3onacHocTy (3 PEeKTUBHOCTH) (MHAYE pacCcMaTPUBAETCS KAK HOBOE aKTUBHOE
BEIIIECTBO);

2) npyroii criocod nmpuMeHeHus (apyras) JekapcTBeHHas popma (s
MapeHTEPATHLHOTO BBEICHHUS, HEOOXOAMMO TIPOBOIUTD PATUYHUST MEKTY
BHYTpHAPTEPUATBHBIM, BHYTPUBEHHBIM, BHY TPUMBIIIICYHBIM, TIOJKOXHBIM U JPYTUMHU
METOJJaMH BBEICHHS ) HOBBIN TIyTh BBEJICHUS MHASI IEKapCTBeHHAs (popma (TIpu TOM ke
croco0Oe BBeNIeHUS) MPEAOCTABISIIOT KIMHUYECKUE JaHHbIe (0€30MacHOCTb
3¢ (HEeKTUBHOCTH), UCCIAeAOBaHUS (apMaKOKUHETUKH, COOTBETCTBYIOITNE
JOKJTMHUYECKHUE JTaHHBIE (HalpuMep, MECTHasl IEPEHOCUMOCTB ), €CITH ATO MMPUMEHUMO;

3) apyras 103UpOBKa MPHU TOM K€ ITyTH BBeJEHUs (JiekapcTBEHHOU popme) u
MOKa3aHUSM K IPUMEHEHUIO MPEIOCTABISAIOT UCCIEAOBAHUS CPABHUTEIBHOMN
OMOJIOCTYITHOCTH;



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 27.01.2021
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 04.02.2021

e‘ ey [ DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun 27.01.2021
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS 04.02.2021

4) cBepXOHMOIOCTYIHBIC MpENapaThl P COXPAHCHUU MHTEPBaJia JO3UPOBAHMUS,
HO CO CHIDKEHHUEM JI03bI, PEIHA3HAYCHHbIC JUIS JOCTHKEHUS CXOTHOM KOHIICHTpAIuHU B
ma3Me (KpoBH) MPEAOCTABIISIIOT UCCIIEIOBAHUS CPABHUTEIBHOU OMOJOCTYITHOCTH.

4. buonornyeckue npenaparsl

1) st nekapCTBEHHBIX MPENapaToB, MOTYYEHHBIX U3 KPOBH WUJIU TUIA3MBI
YeJIOBEKa 3asBUTEIIb ITPEAOCTABIISAET MTOJIHOE PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOIO
npernapara, KOTopoe CONPOBOKAAETCA MPUIIOKEHNEM OTIEIBHOTO MacTep-(Qailiia Ha
iasmy.

Mactep-daiin Ha m1a3My KPOBH SIBJIETCS CAMOCTOSITENIbHBIM TJOKYMEHTOM,
OTJEJIBHBIM OT PETUCTPALIMOHHOIO 1OCKE JIEKAPCTBEHHOTO MIpenapaTa 1 CoAep Kalum
BCE€ 3HAUMMBIE MOJIPOOHBIE CBEACHUS O XapaKTEPUCTUKAX BCEH MIa3Mbl KPOBU
4eJI0BEeKa, UCIOIb30BAaHHON B KaYECTBE UCXOJHOTO MaTepuaa U (WiIH) ChIpbs IpU
IPOU3BOJACTBE CyO(hpaKLnii UM TPOMEKYTOUHBIX (PpaKLHMii, KOMIIOHEHTOB
BCIIOMOTaTEIbHBIX BEIECTB UM aKTUBHBIX BEIIECTB, SIBIISIIOLIUXCS YaCThIO
JIEKapCTBEHHBIX MPENapaToB WU MEAUIIMHCKUX U3/IEIH;

KQKJIBIM LIGHTP WIH YUpEKIEHUE, PpakuoHUpyolue (epepadaTbiBatoIIHe)
I1a3My 4€J0BEKa MOArOTaBIMBAIOT U MOAIEPKUBAIOT B OOHOBIEHHOM COCTOSIHUM
Ha0Op MoIpoOHOM 3HaYUMOI HH(POpPMaIINK, YKa3aHHOU B MacTep-(aiiie Ha mia3my
KpOBH;

€CJIM PETUCTPALIMOHHOE JOChE OTHOCUTCSI K KOMIIOHEHTY, MOJIYYEHHOMY U3
IJ1a3Mbl, TO JJI KCTIOJIb30BAHHOM IJ1a3Mbl B KAUE€CTBE UCXOJIHOTO MaTepuaa (CbIpbs)
peIycMaTpPUBAETCS CChUIKA Ha MacTep-Gaiii Biaesbla.

Macrtep-daiin Bragenbiia COAEPKUT CIASAYIONIYI0 HH(POpMAIUIO 0 TUIa3Me,
MCIIOIb30BaHHOM KaK UCXOIHBIA MaTepual (ChIphe):

MMPOUCXOKIACHUC I1JIa3MbI:

nH(OpMAITUS 0 MIEHTPaX WK YUPESKIACHHUSIX, B KOTOPBIX MPOBOJAUTCS COOp KPOBU
(r1a3mbl), BKItOYAs JaHHBIE 00 MHCTIEKIIMU U TIPEJICTABIIEHUE CIIEIUaTIbHOTO
paspenicHus Ha BEJACHUE TAaHHOTO BHJIA JACATEIBHOCTH, a TAKXKE SMHICMHOJIOTHICCKUC
JTaHHBIE 00 MHPEKIHSIX, TIEPEIAIOIINXCS Yepe3 KPOBb B PETUOHE, TJIE TMPOU3BOIUTCS
3aroToBKa KpoBU (IIJIa3MBbI);
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uH(MOpMAITUS O IIEHTPaX WK YUPEKICHHUIX, B KOTOPBIX MPOBOJAUTCS KOHTPOJIb
JIOHALIMH Y MyJIOB IJIa3Mbl, BKJIIOYasi MHCIIEKIIMOHHBIA U PETYIATOPHBINA CTaTyC 3TUX
LEHTPOB WU YUPEKICHUN;

KpUTEpUH 0TOOpa (MCKIIOYEHUs) JOHOPOB KPOBH (IL1a3Mbl);

ONMCAHNE JEHCTBYIOIIEN CUCTEMBI, ITO3BOJIIOIIEN OTCIEANTD YTh KaKI0M
JOHALIMU OT YUPEKICHMUsI, I/1€ COOUparOT KpOBb (IU1a3My), 10 TOTOBOTO JIEKAPCTBEHHOTO
npemnaparta u Hao0opoT;

KauyeCTBO IIIa3Mbl U €€ 0€3011aCHOCTb:
COOTBETCTBHE Ka4eCTBa CTAThsIM (MOHOTpadusiM) rocy1apCTBEHHBIX (hapMaKoIei;

KOHTPOJIb COOpaHHOI KPOBH (IJIa3Mbl) U €€ MyJI0B HAa HaJu4yhe Bo30yauTenei
uHpEKIUH, BKII0Yasi HHPOPMAILIMIO O METOJaX KOHTPOJIS U B CIIydae MyJIOB TUIa3MBbl -
JAHHbIE BAIMJAIIMH UCII0JIb30BAHHBIX METOJIUK;

TEXHUYECKNE XapaKTEPUCTUKU KOHTEHHEPOB AJIsi COOpa KpPOBU U IJIa3Mbl,
BKJIFOYAsi ”HPOpMaLIMIO 00 UCIIOJIb30BAaHHBIX PACTBOPAX AHTHKOATYJISIHTOB;

YCJIOBUS XpaHCHUA U TPAHCIIOPTUPOBKHU I1JIA3MBbI;

MpoLEeIypa XpaHEeHHs JIF0OOro MaTepuaa, UCIoIb3yEMOro Jisi TPOU3BOACTBA U
(w1K) epuoj KapaHTHUHA;

XapaKTepUCTUKA MyJia TUIa3Mbl;

ONKMCAHKNE YCTAHOBJIEHHOW CHCTEMBI B3AUMOJEHCTBHS MEXKY IPOU3BOJUTEIIEM
JIEKapCTBEHHOTO Mpenapara, NoJIyYeHHOIO U3 IJ1a3Mbl, U (UJIM) LEHTPOM WIN
yUpexaACHUEM, PPaKIUOHUPYIOIUM U (WJIN) epepadaThIBAIOLUIUM IUIa3My, U LIEHTPOM
WIN YUPEXKIEHUEM 110 COOPY M KOHTPOJIIO KPOBH (IUIa3Mbl), a TAKXKE COITIACOBAaHHbBIE
MU crienu(UKanuy Ha Tia3my.

MacTtep-dailsl Ha Ia3My TakXke COJAEPKUT MEePEUYEeHb JIEKAPCTBEHHBIX
IIpenapaToB, Ha KOTOPBIE OH PaCIPOCTPAHSIETCS, HE3AaBUCUMO OT TOTO, SIBJISIIOTCS JIA OTU
JIEKapCTBEHHBIE MpEeNapaThl 3aperuCTPUPOBAHHBIMY, HAXOAATCS B IIpoOLIECCe
PETUCTPALIMKU WIH B CTAINN KIMHUYECKUX UCCIICTOBAHUM.

Macrep-daiin Ha m1a3My HOAJEKUT €KETOJHOMY OOHOBJICHUIO Y TOBTOPHOMU
JKCIIEPTHU3E.

[Ipu BHECEHNY U3MEHEHHI B MacTep-(}aiis Ha TUIa3My OH MOJAJIEKHUT IKCIEPTU3E
B COOTBETCTBUU C IPOLEAYPON BHECEHUS U3MEHEHUN.
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2) B oTHOIIEHNH BaKIUH IS METUIIMHCKOTO MPUMEHEHUS TPEOOBaHUS K
WCXOJIHBIM MaTepHaiaM M ChIPbIO 3aMEHSIOTCSI MacTep (pailyioM BaKIIMHHOTO aHTUTEHA.
B ciiyuyae BakiuHbl, He SIBISIONIEHCS BAKIIMHOW 1Jis MPO(UIAKTUKK TPUIITIA YEJIOBEKa,
peAoCTaBIsAeTCS MacTep (aiia BaKIIMHHOTO aHTUT'€HA JIJIs KaXKI0T0 aHTUTCHA,
KOTOPBIH ABJISICTCS aKTUBHBIM BEILIECTBOM 3TOW BAKIMHBI.

MacTtep-dailnn BAKUMHHOTO aHTUT'€HA COAEPKUT CIEAYIOLLYI0 HH(OPMAIHIO,
U3BJICUEHHYIO U3 COOTBETCTBYIOINICH yacTu (AKTUBHAs apmarieBTHIeCKas
cyOcranuus) moayds 3 «KauectBoy.

AKXTHUBHOE BCIICCTBO:

oOmast nHdopMaIs, BKIOYas CBEJACHUS O COOTBETCTBUH CTaThe (MOHOTpadum)
roCyJapCTBEHHBIX (hapMaKOIeH;

uH(popMaIKs 0 MPOU3BOAUTENEC AKTUBHOTO BEIIECTBA: MHPOPMAIIHS O
MPOU3BOJICTBEHHOM ITPOIIECCE, UCXOIHBIX MaTepUaiax U ChIpbe, CEHUATBHBIX MEpax
OTHOCHUTEJILHO TPAHCMUCCHUBHBIX T'yOUaThIX 3HIIEhaTonaTUi U OlleHKE O€30MaCHOCTH
MTOCTOPOHHHUX WH()EKITMOHHBIX areHTOB, TOMEIICHUSIX U 000PYI0BaHUY;

XapaKTEpUCTHKA aKTUBHOI'O BEIIECTBA;

KOHTPOJIb Ka4€CTBa aKTUBHOTO BEILIECTBA;

CTaHJAapTHbIE 00pa3Lbl U MATEPUAIIBL;

IIEPBUYHAS YIIAKOBKA M YKyNIOPOYHAsl CHCTEMA aKTUBHOTO BEILIECTBA;
CTaOMJIBHOCTh AaKTUBHOTO BEILIECTBA.

JI1s1 HOBBIX BaKIIMH, KOTOPBIE COJIEPKAT HOBBIM BAKIIMHHBIA AHTUTE€H, 3asIBUTEIb
MOJIAET MOJIHOE PETUCTPAIIMOHHOE JI0ChE, BKIIIOUas BCe MacTep-(aiibl BAKIIMHHOTO
AHTUTEHA HA KaXK/IbI BAKIIWHHBIN aHTUTEH, KOTOPBIU SIBJISIETCS YACThIO HOBOM
BaKIIMHBI, €CJTM MacTep-Ghaiil BAKIIMHHOTO aHTUTCHA HA TAKOW BaKIIMHHBIN aHTUTCH
OTCYTCTBYET.

VYkazaHnHble TPEOOBAHUS TaKXKe MPUMEHSIOTCS K KaXI0M BaKIIMHE, KOTOpas
COCTOUT M3 HOBOM KOMOMHAIIMW BaKIIMHHBIX aHTUTEHOB, HE3aBUCUMO OT TOTO, SBJISICTCS
OJIMH WJIU 00JIee AHTUT€HOB YaCcThIO BAKI[MH, KOTOPBIE YK€ 3apPETUCTPUPOBAHBI.

[Ipu BHECEHNU U3MEHEHHI B MacTep-(aiisl Ha BaKIIMHHBIN aHTUTEH, MacTep-haii
MOJJIEAKUT SKCIIEPTU3€ B COOTBETCTBUHU C MPOLIEAYPOd BHECEHUS U3MEHEHMUI.
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5. buoananoru4yHbIi JEKapCTBEHHBIN MpemnapaT (OnoaHanor, Onono100HbIN
JIEKapCTBEHHBIN MpemnapaT, OuOCUMUIISP)

J1st sKCepTr3bl OMOAHATIOTMYHOTO JIEKAPCTBEHHOTO Ipernapara
MPEAOCTABISIOTCS JaHHBIE CPABHUTEIBHBIX UCCIEAOBAHUN €0 C OPUTHHAIBLHBIM
(pedepeHTHBIM) OMOJIOTMYECKUM JIEKAPCTBEHHBIM CPEICTBOM.

B Mogyne 1 ¢popmarta OT/I peructpanuonnoro pocke win Yactu I [lepeuns
3asiBUTENb MPEJCTABISET pe3toMe 000CHOBAHUMN U (DaKTOB, MOKA3BIBAIOLIUX, YTO
JIeKapCTBEHHBIN Mpenapar, nojaBaeMblii Ha 3KCIIEPTU3Y, ABISETCS OMOAHAIOTUYHBIM
(Onono100HBIM) JIEKAPCTBEHHBIM MPENapaToM OPUTHHAILHOMY (pedepeHTHOMY)
JIeKapCTBEHHOMY IpenapaTy. Pestome copepkut nH(OpMaInio O JIEKapCTBEHHOM
npernapare, akTUBHOM BEILIECTBE, JIEKAPCTBEHHOW (hopMe, J03UPOBKaAX, MOKA3AHUAX K
IPUMEHEHUIO U CrIOCO0E MPUMEHEHUS B CPABHEHUH C aHAIIOTMYHOM MH(popmarueit oo
OpUruHaNBHOM (pedepeHTHOM) JIEKaPCTBEHHOM TIpernapare.

B Monyne 1 popmara OT/I perucrparnmontoro gocke nian Yactu I [epeuns
BMECTE C KpaTKoi nHdopmalmen o cucteMe GpapmMakoHa30pa aepxKaTes
PETUCTPALMOHHOIO YIOCTOBEPEHHUS TPEACTABISAETCS IIJIaH YIIPABICHUS PUCKAMU Ha
3asBJIIEMBIM Ha SKCIIEPTU3Y OMOaHAJOTUYHBIN (OMOTIO0I00HBIN) JIeKapCTBEHHBIN
npemnapar.

KauecTBo, 6€30macHOCTh, 3 PEKTUBHOCTH U UMMYHOT€HHOCTh OMOaHAIOTUYHOTO
JIEKapCTBEHHOIO ITpenapara Ha MPOU3BOJACTBEHHOM, JOKIMHUYECKON U KIIMHUYECKOU
daze ero pa3pabOTKU CPaBHUBAIOTCS C OJHUM U TE€M K€ ATAJTOHHBIM peepeHTHBIM
OMOJIOTMYECKUM JIEKAPCTBEHHBIM CPEJICTBOM B COOTBETCTBUU C MPABUIAMU
UCCe0BaHUs OMOJOTUUECKUX JICKAPCTBEHHBIX CPEACTB B paMKax EBpazuiickoro
3KOHOMHUYECKOTO COI03a.

B Mopynsx 2, 3,4 u 5 dopmara OT/ nnm Yactu 11, I, IV Tlepeuns
PETUCTPALIMOHHOTO JOChEe OMOCUMUIISIpA COJEPKUTCS CleAytoas HHpopMaIus:

1) moATBEpKAECHUE CXOACTBA MOJIEKYJISIPHBIX M OMOJIOTHYECKUX XapaKTEPUCTUK
AKTUBHBIX BEIIECTB OMOCUMMUIISIPA U 3TAJJOHHOTO OMOJIOrMYECKOT0 JIEKAPCTBEHHOTO
cpencTBa (JeTaM M0 NEPBUYHON CTPYKTYPE U CTPYKTypaM OoJiee BBICOKOTO MOpsiIKa,
MOCTTPAHCISIIMOHHBIM MOAUGUKAIMAM (BKIIIOUYAsl, B YACTHOCTHU TJIMKOPOPMBI),
OMOJIOTMYECKON aKTUBHOCTH, YUCTOTE, IPUMECSIM);
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2) NOATBEPKJIEHUE CXOJICTBA XapaKTEPUCTHUK FOTOBOTO Mpemnapara
(mexapcTBeHHAs (popMa, KOTHMUECTBEHHBIA U KAYECTBEHHBII COCTaB, TO3UPOBKA, CIIOCO0
IPUMEHEHUS, YCIOBUSI XpaHEHUs, CPOK XpaHEHUs], CTAOMIIBHOCTD, MPO(UIIH IpruMeceil)
OMOCUMUIISIPA B STAIOHHOTO OMOJIOTUYECKOT0 JICKAPCTBEHHOTO CPEACTBA; IOy CKaeTCs
paznuuune B mpoduiie MprUMecei 1 BCIOMOTaTeIbHBIX BEIIECTBaX OMOCUMUIISIpA U
pedepeHTHOro npenapara, 3asBUTeIeM IPUHUMAETCS BO BHUMaHHE HaJIM4ne HOBEUIIUX
TEXHOJIOTHiA, JEMOHCTPUPYETCSI COOTBETCTBUE BHIOPAHHOTO COCTaBa IO TAKUM
KPUTEPUSIM, KaK MPouiIh MPUMECEH, CTAOMIBHOCTh, COBMECTUMOCTH (CO
BCIIOMOTaTEeILHBIMU BEIIECTBAMH, PACTBOPUTEIISIMU U MaTepHaIaMU yITaKOBKH ),
LEJIOCTHOCTH (KaK Ha OMOJIOTMYECKOM, TaK U (PU3UKO-XUMHYECKOM YPOBHE),
aKTUBHOCTb U CHJIA JICMCTBUSI aKTUBHOI'O BELIECTBA,

3) kpuTepuu BEIOOpA TaJJOHHOTO OMOJIOTMYECKOTO JIEKAPCTBEHHOT'O CPEJICTRA;

4) B cimydae pa3nuduii mpu pazpaboTke OMOCUMUIISIpa, KOTOphIE 00Ia/1at0T
MOTEHIIMAJILHBIM BO3EHCTBHEM Ha €ro 0e30MmacHOCTh WK 3P(HEKTUBHOCTD,
IPEAOCTABISAIOTCS JOMOJHUTEIbHBIC JaHHBIE 10 MCCIICI0BAHUSAM HA )KHBOTHBIX U
KJIIMHUYECKUM HUCCIICIOBAHUAM JJISl TOTO, YTOOBI OXapaKTepU30BaTh Pa3IMYUMS;

5) noJHOE ONKCaHue U MaKeT JaHHBIX 110 IPOU3BOACTBEHHOMY IIPOLIECCY,
Ha4yMHasi C pa3pabOTKU BEKTOPOB SKCIPECCUH U OAHKOB KJIETOK, KYJIbTYpbI (OpOKEHNS)
KJIETOK, cOOpa, OYMCTKH, peaKkIuii Moau(pUKaIuy, HamoJIHEHUS KOHTCHHEPOB I OaK-
NPOAYKTa U TOTOBOH JIEKAPCTBEHHOMW (DOPMBI, XpaHEHUS;

6) uccieoBaHus, IPOBOIUMBIE B X0/ie (hapMalleBTUUECKON pa3paboTKu ISt
OmpeIesIeHHs ¥ BaTuJaluy JEKapCTBEHHON (DOPMBI, COCTaBa U CUCTEMbI YIIAKOBKHU
(YKynopkH) (BKJIFOYasi MX LEJIOCTHOCTD JUISl IPEIOTBPAIICHUS MUKPOOHOTO
3arpsi3HEHMUS);

7) cneuudukanus OMOCUMIIAPA, OTpaKarolas U KOHTPOJIUPYIOIIAsi BaKHbIE
KayeCTBEHHBIE TIOKA3aTEIM JIEKAPCTBEHHOI'O CPEJICTBA, U3BECTHBIE ISl 3TaJJOHHOIO
OMOJIOTUYECKOTO JIEKAPCTBEHHOTO CPEICTBA (TaKue KaK UACHTU(PUKALIMS; YUCTOTA;
AKTUBHOCTb; MOJIEKYJISIpHAs T€TEPOr€HHOCTh B IUIAHE Pa3MEPOB, 3apsiia U
ruipooOHOCTH, TJIe BOZMOXKHO UX ONPEEICHHE; CTEIEHh CHAIMPOBAHUS; KOJIMYECTBO
OTJIETBbHBIX MOJIMMENTHIHBIX LETEN; MNUKO3UINPOBaHNE PYHKIIMOHAIIBHON 00JaCTH;
YpOBHHU arperanuu; npumecH, Takue kak o6emnok u JIHK kinerku-xo3suna);

8) nccinenoBaHus CTAaOMIIBHOCTH;
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9) pe3ynbTarhl JOKIMHUYECKUX (HEKIMHUYECKHUX ) UCCIEIOBAaHUM (B OCHOBE
JTOKIMHUYECKUX UCCIEAOBAHMH JIEKUT TOJIX0]I, OCHOBAHHBIN Ha OIICHKE PUCKOB, M, TaM
TJIe BO3MOKHO, H30€TaTh MPOBEACHUS MCCIICIOBAHNI Ha )KHBOTHBIX ): HH-BUTPO
WCCJICIOBAHUS CBSI3bIBAHUSA C PEIICITOPOM HIIM KIETOUHbBIE aHAIHU3BI (HAIIpUMED, aHATTU3
npoaudepauy KJISTOK WIH aHAJTU3 IUTOTOKCUIHOCTH) SBJISTIOTCS HEOOXOIUMBIMHU
JTOKITMHUYECKUMH UCCIICIOBAHUSMI; HH-BUBO MICCIICIOBAHUS HA TIOIXO/ISIIEM BH]IC
KUBOTHBIX (Ha KOTOpOM OblIa n3yuyeHa dapMakoguHaMudecKas u (WIn)
TOKCHKOJIOTUYECKAsi aKTUBHOCTH STAJIOHHOTO OMOJIOTHYECKOTO JIEKAPCTBEHHOTO
CpencTBa); KpuBas 3aBUCUMOCTHU dhexTa oT 10361 («103a-3pPeKrT»), onpenencHue
HaYaJIbHON 0€30TacHOM JI03bI M CXEM IOBBIIICHHUS JJ03bI B MOCACAYIOMNX KIUMHUICCKUX
UCCIIEJIOBAHUAX, HCCTIEAOBaHUs (PapMaKOJIOTHIECKOW O€30MaCHOCTH; Pe3yIbTaThl KaK
MUHUMYM OJIHOTO MCCJIEI0BAHUHM TOKCUYHOCTH MPU MHOTOKPAaTHOM BBEJICHUU,
BKJTFOYAsl OIEHKY TOKCUKOKHHETHKH, OTIPE/ICIICHUE W XapaKTEPUCTHKNA UMMYHHBIX
OTBETOB, B TOM YHCJI€ TUTPBI AHTUTEJN, IEPEKPECTHAS PEAKTUBHOCTH C TOMOJIOTUYHBIMU
9H/IOTCHHBIMH OeTKaMU M HEUTPaU3yIoIIasi ClIOCOOHOCTh; OIICHKA MECTHOM
NEPEHOCUMOCTH; JaHHBIE TOKCUKOJIOTUUECKHUX UCCIICTOBAHNM, BKITFOYAIOIINE OIICHKY
PENPOIYKTUBHON TOKCUYHOCTH, TEHOTOKCUYHOCTH, MyTareHHOCTU U KaHIIEPOT€HHOCTHU
(mpu HEOOXOAUMOCTH) TPEOYETCS MPEOCTABIATh B TEX CIydasiX, KOTJla Pe3yabTaThl
UCCJIeIOBaHUS TOKCUYHOCTH MPU MHOTOKPAaTHOM BBEJICHUU, UCCIICIOBAHUSI MECTHOU
MIEPEHOCUMOCTH BBISBJISIOT IMTOTEHITMATBHBIC PUCKU U (MIIH) KOT/1a H3BECTHBI
TOKCHKOJIOTUYECKUE CBOWCTBA ATATIOHHOTO OMOJIOTMYECKOr0 JIEKapCTBEHHOTO CPEICTBA
(Hanmpumep, U3BeCTHBIC MOOOYHBIE 3P HEKTHI ATATIOHHOTO OHMoIpenapaTa Ha
PENPOIYKTUBHYIO (PYHKIUIO);

10) pe3yabpTaThl KIMHUYECKUX UCCIIEI0BaHUN (XapaKTep U CIOKHOCTh
pedepeHTHOrO TIpenapar, CTereHb CX0JICTBA, HaOM0aeMast B (PU3UKO-XUMHUUECKUX,
OMOJIOTMYECKUX UCCIEAOBAHUAX OyAyT BIUSThH HA TUIAHUPOBAHUE KIIMHUYECKUX
HCCIIEIOBAHUM ):

(hapMakOKHHETHUECKHE HCcCleoBaHus ((hapMaKOKMHETUYECKHUE UCCIIEIOBAHMS
IPY OJTHOKPATHOM BBEJICHUH; (apMaKOKWUHETUYECKUE UCCIIEAOBAHMS PU
MHOTOKPATHOM BBEJICHUY TTPU HATMYUHU 3aBUCUMOCTH (DApMaKOKUHETUKH OT JI03bI U
BpeMeHU; (hapMaKOKMHETHYECKOE CPaBHEHUE OMOCHUMIIISIpa U PEPEPEHTHOTO
npenapara BKIFOYAaeT BCAChIBAHKE, OMOOCTYITHOCTD, XapaKTEPUCTUKHU BBIBEACHUS
(kupeHc U (WIK) Mepuo/] MOJIyBbIBEACHUS));
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bapmakogHaMuYecKre uccienoBanus (papmakoguHaMudeckue 3OPeKToI
OIICHUBAIOTCS HA MOAXOASIICH IMOMYJISIIINKM B ¢ TPUMEHEHUEM J103 U3 KPyTOH YacTH
KPUBOH 3aBUCUMOCTH J103a-3((HEKT B JOKIMHUYECKUX UCCIICTOBAHUSIX;
dbapmakogHAMUYECKHE MapKEPhl BHIOMPAIOTCS B 3aBUCUMOCTH OT UX KIIMHUYECKOU
3HAYUMOCTH);

CpPaBHUTEIIbHBIE KIIMHUYECKUE UCCIIEIOBAHNS, BKJIKOYAs OLICHKY BUJIA, YACTOTHI U
TSOKECTHU HEXKeNaTeIbHBIX SBICHUN (TOOOYHBIX peaKIlnii);

HCCIIeIOBAaHUSI MMMYHOTEHHOCTH Ha IIEJIE€BOM TpyIIe (CpaBHEHUE YacCTOTHI U
TUTIa 00Pa3YIONMINXCS aHTUTEI U TOTCHITMAIBHBIC KIIMHUYCCKUE MTOCIICICTBHS
UMMYHHOTO OTBETa JjIsl OMocuMuUIIsipa v pehepeHTHOTO IpernapaTa; MMYHOTEHHOCTh
UCCJICTyeTCs Ha TOIMYJISIUU TAIMEHTOB C CaMbIM BRICOKUM PUCKOM UMMYHHOT'O OTBETa
Y UMMYHHBIX TTOOOYHBIX PEaKITHil; IPEIOCTaBIAETCS 000CHOBAaHUE CTPATETHH
OTIpE/ICIICHHS aHTUTEJ, BKIIFOYas BEIOODP, OIICHKY U XapaKTEPUCTHKY METOJIOB,
yCTaHOBJICHHE BPEMEHH O0TOOpa Mpo0, B TOM YHCIIC HAa UCXOTHOM YPOBHE, O0HEMBI,
00paboTKy 1 XpaHeHHE MPo0, a TAKKE CTATHCTHUECCKIE METO/IbI aHATTN3a JIAHHBIX;
AQHAJIMTHYECKUE METO/IbI ONIPEICIICHUS aHTUTE BATMIUPYIOTCS ISl HAMEUCHHOM 11CITH,
MIPOBOJIUTCSI CKPUHUHTOBBIA aHATU3 JOCTATOYHOW YyBCTBUTEILHOCTH METO/IA,
IIPOBOJIMTCS OMPEICIICHHEe HEUTPAIM3YIONIUX aHTUTEN; IepHUo ] HAOIIOACHUS ITPH
UCCIICIOBAHUSX HA UMMYHOTEHHOCTh COOTBETCTBYET TUIAHUPYEMOM JITTUTSIIBHOCTH
JICUCHUS U MIPEII0IaraeMoro BpeMeH:H 00pa30BaHUsl aHTUTEN, M HE MEHbIIe 12
MECSIIEB, NP JAPYTOH JIUTECILHOCTH HCCIICIOBAHUS TIPEICTABIIICTCS 000CHOBAHUE, ITPU
3HAYMMBIX CTydasx oOpa30BaHUS TUTPOB AaHTHUTEI, UX CTOHKOCTh B TCUCHHE
OTIPEJICICHHOTO BPEMEHH, MOTEHIIMAIbHBIC U3MEHEHHS XapaKkTepa UMMYHHOT'O OTBETa U
KIIMHUYECKUE TTOCIICICTBHSI TPEOYETCS UCCIEA0BaTh B I0- U TIOCJIE PETUCTPAIIMOHHBIN

nepyo);

OCHOBHbBIE KJIMHUYECKHUE JaHHBIE TOJIYYal0TCs C UCIIOJIb30BAHHEM
JIEKapCTBEHHOTO CPEJICTBA, MPOU3BEICHHOTO ITyTEM OKOHYATEIBHOIO
IPOU3BOJICTBEHHOTO MPOIIECCa, T.€. JIEKAPCTBEHHOTO CPEJCTBA, HA KOTOPOE MOJAETCS
3asBJICHHE HAa TOCYAapCTBEHHYIO PETUCTPALIUIO;

JUTSE TFOOBIX OTKJIOHEHHM OT 3THX TPeOOBaHMIA 3asIBUTEIH TIPEICTABIISET
000CHOBaHUE, U TPU HEOOXOAUMOCTH, TAHHBIC IOMTOJTHUTEIBHBIX
(hapMaKOKMHETUYECKHUX MCCIICIOBAHNA, CPABHUBAOIINX (DAPMaKOKMHETHIECCKUE
npo(uiIn JTeKapCTBEHHOTO CPEJICTBA C OKOHYATENbHBIM U 00JIee paHHUM COCTaBOM;
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11) cneundukanuio 6€30MaCHOCTH (C OMUCAHUEM BaXKHBIX BBISIBICHHBIX U
MOTEHITUATILHBIX TIPO0JIeM O€30IMaCHOCTH 3TAJIOHHOTO OHoIpenapara, Kiacca
JIEKApCTBEHHOTO BellecTBa U (Min) OMocuMmiIsipa) u miaH gpapmMakoHaI30pa
OMoCHMUIISpa B TOCTPETUCTPAIIMOHHBIA MEPHO/T (C ONMMCAaHUEM IIAHUPYEMBIX
MOCTPETUCTPAIIMOHHBIX MEPOTIPUSTHI U METOI0B, OCHOBBIBAIOIITUXCS Ha
cnierupukanuu 6€30MacHOCTH, TUTAHA YITPABJICHUS 1 MUHUMHU3AINHA PUCKOB, B TOM
yucie oOpa3oBaTeIbHbIE MaTEPUAIbI JIJIs TTAIIMEHTOB U (WIIH) JIeUaluX Bpadei);

12) skcTpanoaupoBaHue TaHHBIX M0 3PGHEKTUBHOCTH U O€30MACHOCTH C OJHOTO
TEpareBTUYECKOTO MOKa3aHMs Ha APYToe: eciiu peepeHTHBIN mpenapat umeeT 0oee
OJIHOTO TOKa3aHMsI K MPUMEHEHHIO, 3asIBUTEID MTPEIOCTaBIIAET 000CHOBAHUE
OTCYTCTBHSI KIIMHUYECKUX HCCIe0BaHUH 3 PeKTHBHOCTH U 6€30MacHOCTH
OroCUMUIISApA 10 APYTUM TOKa3aHUSAM K IPUMEHEHHIO, TI0 KOTOPHIM HE TIPOBECHBI
KIIMHUYECKUE UCCIIE0BaHMS OMOCUMUIISIPA; B 0OOCHOBAaHUU OTPAKACTCS OIBIT
KJIMHUYECKOTO IPUMEHEHUS, TOCTYITHOCTh JaHHBIX JIUTEPaTypPhbl, MEXaHU3MOB
JeMCTBHS aKTUBHOTO BelIeCTBa pe()epeHTHOTO Mpemnapara i KaKI0ro MoKa3aHus
(BKJTFOYAsI CTENEHB WX JJOCTOBEPHOCTH) M BOBJICYCHHBIX PEIETITOPOB; TP HATHYNN
JI0Ka3aTeNbCTB, UTO MPHU Pa3HBIX MOKA3aHUAX K IPUMEHEHUIO BOBJICKAIOTCS pPa3InIHbIC
aKTUBHBIC LIEHTPHI JEHCTBYIOMIETO BELIECTBA PePEPEHTHOIO Mpenapara uin pa3indHbIe
peuenTopbl KJIETKA MULIEHU WM YTO MPOuiIb O€30MaCHOCTH IIpenapara pa3aindaeTcs
JUTSL pa3HBIX TIOKa3aHUN K MPUMEHEHUIO, MPEIOCTABIISIIOTCS JaHHBIC KIIMHUYECKHIX
WCCIICJIOBAHUIA; JUTS SKCTPATIOIHPOBAHUS TAaHHBIX 110 OE30MMaCHOCTH MMPUHUMAET BO
BHUMaHUE (PaKTOPHI, CBA3AHHBIE C MAMEHTOM (COIMMyTCTBYIOLIEE JICUCHHE,
COIMYTCTBYIOIIKE 3a00JIeBaHUSI U UMMYHHBIN CTaTyC), (DaKTOPHI, CBSI3aHHBIE C
3a00JeBaHuEM (peaKiiK, CXOAHBIE C TAKOBBIMU KJIETOK MUIIIEHEH); 00hEM TaKUX
JAHHBIX PAaCCMAaTPUBAETCS B CBETE COBOKYIMTHOCTH JOKA3aTEIbCTB, OJTYYCHHBIX MPU
YCTaHOBJICHUH COTIOCTAaBUMOCTH OMOCUMUIISIPA ¥ TIOTEHITHATBHBIX OCTAIOIIUXCSI
HEOIPEICTICHHOCTEN.

6. KoMOnHMpOBaHHBIE IEKAPCTBEHHBIE TIPETIAPATHI

J171s1 HOBBIX JIEKapCTBEHHBIX MPENapaToB, MPEICTABISIIONIUX COO0M KOMOMHAIUIO
JIBYX WU O0Jiee paHee U3BECTHBIX aKTUBHBIX BEIIECTB B OJIHOM JIEKapCTBEHHOU (popme,
peACTaBseTCs MOJHOE perucTpanrontoe nocke (Moaynu 1-5, Yactu -1V Tlepeuns).
Monyinb 3 unu Yacts [1 BKItOUaeT cBeieHus: 0 NpOU3BOACTBE, KOHTPOJIE KauyecTBa,
MIPOU3BOAUTEIIE KAXKIOI0 AKTUBHOT'O BEILIECTBA, BXOSIIETO B COCTAB
KOMOWHHUPOBAHHBIX JIEKapCTBEHHBIX NpenapatoB. B Moayinsax 4 u 5 unu Yactax 11, IV



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 27.01.2021

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.02.2021

o ik G N [ 1Z))Talnogx—n,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 27.01.2021
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 04.02.2021

HepeqHﬂ MMpCACTABIAIOTCA PE3YJILTATHI JOKIIMHUYCCKNX U KIMHUYCCKUX HCCJIGI[OB&HI/Iﬁ

3asIBJISIEMBIX KOMOWHAIIMNA aKTUBHBIX BEIIECTB.
7. JlexapCcTBEHHBIE CPEACTBA C XOPOLIO U3YUYECHHBIM MEIUIMHCKUM IIPUMEHEHUEM.

K nexapcTBEHHBIM CpeICTBAM C XOPOIIO U3YYEHHBIM MEIUIIUHCKUM
IPUMEHEHUEM OTHOCSTCS JICKaPCTBEHHBIC MpeIapaThl ¢ TOATBEPIKICHHOM
3¢ ()EKTUBHOCTHIO U TPUEMIIEMBIM YPOBHEM 0€301MaCHOCTH:

AKTUBHOC BCIICCTBO, KOTOPLIX XOPOIIO U3YyYCHO B MCIAUIIMHCKOM ITPUMCHCHUU

JIeKapCTBEHHBIE MpenapaThl U3 ChIPbs MPUPOTHOTO MPOUCXOKICHUS (Hampumep:
JIEeroTh O€pe30BBIN, 3MEUHBIN SI1,

IMPOAYKTHI ITYCI0BOACTBA, MCAUIIUMHCKUC ITUABKH, KEJIYb, MUHCPAJIBI U I[p.);
BUTaMHUHBI H BUTAMUHHO-MHWHCPAJIbHBIC KOMIIJIICKCEHI,

PacTBOPHI aHTUCENTUKOB (TIEPEKUCH BOAOPOIa, WO, OpUIIITMAaHTOBBIN 3€JICHBIN U

ap.);

BO/JIA JIJISI UHBEKIIUM;

a7copOeHThI (Yrojib aKTUBUPOBAHHBIN );

KapMUHATHBHBIE JICKAPCTBEHHBIC TIPETIapaThl;

JICKapCTBEHHBIE MPEnapaThl U3 TPYIIBI Pa3ApaxaronnX 1 00BOJAKUBAIOIINX
CpPEICTB.

B peructpannonnom gocwe npenacrasisarores Moayium 1, 2 w 3 mw Hactu [, 11
[Tepeuns. B Monynsx 4 u 5 wiu Yactu 111, IV [lepeunst B moapoOHOI HayyHOM
oubnuorpaduu yKa3blBatOTCS JOKJIMHUYECKUE U KIIMHUYECKUE XapaKTePUCTUKHU.

I[J'ISI JICKAPCTBCHHBIX CPCACTB C XOPOIIO U3YUYCHHBIM MCAUITNUHCKUM
IMPUMCHCHHUCM IIPCIOCTABJIAIOTCA CIICAYIOINUC JaHHBIC!

1) dbaxTopsl, KOTOpHIE HEOOXOAUMO YUUTHIBATH MIPH OMPEACIICHUN XOPOIIIO
U3Yy4YEHHOI'0 MEJULIMHCKOIO IIPUMEHEHHSI KOMIIOHEHTOB JIEKAPCTBEHHBIX CPEJICTB:

BpPCMsI, B TCUCHUC KOTOPOTO UCIIOJb3YCTCA aKTUBHOC BCIICCTBO B MC,Z[PIHI/IHCKOﬁ

IIPaKTHKE;

KOJIMYCCTBCHHBIC ACIICKThI MCITIOJIB30BaHUA aKTUBHOI'O BCIIICCTBA,
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4acTOTa HAYYHBIX IMyOJUKAIIUA U aKTyaTbHOCTH MUCIIOJIb30BAHUS aKTUBHOT'O
BEILIECTBA B TEUEHHUE MOCIEAHUX S5 JIET nepe/] noaueii 3asBiIeHus (CO CChUIKON Ha
nyOJuKalMK B HAYYHBIX UCTOYHUKAX);

COIJIaCOBAHHOCTb HAYYHBIX OLICHOK.

I[J'I?I OIpCACICHHA XOPOUIO N3YUCHHOI'O IIPUMCHCHUS PA3JIMIHBIX dKTHUBHBIX
BCHICCTB IIPCAOCTABIIACTCA OLICHKA 3a PAa3JIMYHBIC IICPUOAbI BDCMCHH. Hepnon BPCMCHHU,
HCO6XOI[PIMBII>1 IJIsL OIIPEACIICHUA XOPOIIO M3YYCHHOTO MCANIIMHCKOTO ITIPUMCHCHUA
AdKTHUBHOI'O BEICCTBA, COCTABJISICT HC MCHEC 10 mer ¢ AaThI IICPBOI'0 CUCTCMATHICCKOI'O
U JOKYMCHTHPOBAHHOI'O IPUMCHCHUA JICKAPCTBCHHOI'O CPEACTBA.

2) MaTepuaibl PETUCTPAIMOHHOIO JIOChE, MPEJCTaBICHHBIC 3asIBUTEIIEM,
BKJIFOYAIOT BCE aCIEKThI OLIEHKU 0€30MacHOCTH U 3P(HEKTUBHOCTH, COAEPKAT CChUIKY
Ha 0030p COOTBETCTBYIOIIEH JTUTEPATYPHI C YUETOM MPE/- U MOCTPETUCTPAITUOHHBIX
UCCIIEIOBAHUM U OMTyOJIMKOBAHHOM HAYYHOM JTUTEPaTypbl OTHOCUTEIHHO PE3yJIbTaTOB
AMUAEMHUOJIOTUYECKUX UCCIIEIOBAHUN U OCOOEHHO CPABHUTEILHBIX UCCIEA0BAHM, BCIO
JIOKYMEHTAIINIO0, KaK MOJOKUTENIbHYIO, TaK U OTpHUIlaTeabHYyI0. bubnuorpaduueckas
CCBhUIKA Ha JPYTYe UCTOYHUKH J0KA3aTeNIbCTB (IOCTPETUCTPALIMOHHBIEC UCCIIEIOBAHMS,
AMUAEMHUOJIOTUUECKHIE UCCIICIOBaHUS ), KPOME JaHHBIX, KaCaAIOIIUXCS METO/I0B
KOHTPOJISI M UCTIBITAHUH, SIBJISIETCS JJOKA3aTEILCTBOM 0€30MacHOCTH U 3P(HEKTUBHOCTU
JIEKApCTBEHHOTO Ipernapara Mpu yCIOBUH, UTO B PETUCTPALMOHHOM JOChE YETKO
00BSICHEHO M 00OCHOBAHO HCIIOJIB30BAHUE ATUX UCTOYHUKOB MH(POPMAIIUH;

3) o6ocHOBaHKE JOKA3aHHOTO MTPUEMIIEMOTO YPOBHS 0€30MacHOCTHU U (WJIN)
3¢ (HEeKTUBHOCTH, HECMOTPS Ha OTCYTCTBHE HEKOTOPBIX MCCIIETOBAHUM;

4) B NOKJIMHUYECKUX U (MJIU) KIIMHUYECKUX 0030pax 0ObSICHUTh 3HAUMMOCTh
JTHOOBIX TTPEICTABIICHHBIX TAHHBIX, KACAIOMINXCA YKE 3apETUCTPUPOBAHHOTO
JIEKApCTBEHHOTO Tpernapara, OTIIMYHOTO OT TOTO, KOTOPBIM MpearaeTcs K
peructpanuu. [Ipencrapnsercss 000CHOBaHHE 1O TTOBOIY TOTO, MOXKHO JIU 3asIBJICHHBIN
JIEKapCTBEHHBIN IIpenapaT CUUTaTh MOJ00HBIM yKe 3apEerUCTPUPOBAHHOMY
JIEKApCTBEHHOMY TIpernapaTy, HECMOTPS Ha CYILIECTBYIOIIUE Pa3Iudus;

5) MOCTPEruCTPAIIMOHHBIN OMBIT UCIOIB30BaHUS COAEPXKUT HH(POpPMALIUIO 00
UCIIOJIb30BAHUU JIPYTUX JICKAPCTBEHHBIX MPENapaToB, COIEPKAIINX TE K€ aKTUBHBIC
BELIECTBA;
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6) MepuoINICCKH OOHOBIIIEMBIH OTYET 10 0€30MaCHOCTH JICKAPCTBEHHOTO
mpenapara 3a MmocjaeHue 5 JIeT ¢ MOMEHTa PETUCTPalMK B CTpaHe IPOU3BOIUTES 110
10/1aY ¥ 3asBJICHUSI 3aPYOCKHBIMH TTPOU3BOIUTEIISIMH.

buonoruueckue JICKaPCTBCHHBIC IIPCIIapaThl HC OTHOCATCS K KaTCrOpHUHn
JICKAPpCTBCHHLIX IIPCIIapaTOB € XOPOIIO N3YUYCHHBIM ITPUMCHCHUCM.

8. PacTturenpHbie JICKaApCTBCHHBIC IIPCIIapaThl

JIns1 3KCIIepTU3bI JIEKAPCTBEHHBIX MPENAapaTOB PACTUTEIBHOIO IPOUCXOXKIACHUS
MPEAOCTABIISIOTCS PE3YJIbTaThl COOTBETCTBYIOIIUX (DapMAKOJIOTHYECKUX,
TOKCUKOJIOTUYECKUX U KIMHUYECKUX UCCIEA0BaHNI. MaTtepruabl U IOKyMEHTHI 110
JOKIMHUYECKUM (HEKIMHUYECKUM) U (UJTM) KIMHUYECKUM UCCIIEI0BAHUSIM BKIIOUYAIOT:

MaTCpUuajibl JOKIMHHUYCCKUX (HeKJII/IHI/I‘IGICKI/IX) I/ICCJIe,Z[OBaHI/Iﬁ CHGHPI(bI/I‘ICCKOﬁ
AKTHUBHOCTH,

MaTepraJIbl UCCIEA0BAHUSA OCTPOU U XPOHUYECKONW TOKCUYHOCTH;

JAHHBIE O MECTHO-PA3APAKAIOIIEM JCHCTBUH;

JAHHBIE 00 AJUIEPIU3UPYIOLINX CBOMCTBAX;

OMBIT KJIMHUYECKOTO IPUMEHEHNS B CTPAHE-TIPOU3BOAUTENE I IPYTUX CTPAHAX.

[1pu sTOM MaTepuasbl OTHOCUTEIHHO KaU€CTBEHHBIX aCIIEKTOB JICKAPCTBEHHOTO
npenapara mpeaoCTaBIsI0TCS B TIOTHOM O0BbEME.

J1j1st cOOpOB JIEKapCTBEHHOTO PACTUTEIHLHOTO CHIPhS, (PUTO-4aeB
IIPEI0CTABISETCS 0030p HAYYHOUW TUTEPATYPHI MO JIEKAPCTBEHHBIM PACTEHUSM,
BXOJIAIIUX B X COCTAaB.

9. 'omeonaTnyeckue npenaparsl

3asBUTEIb I SKCIEPTU3bI TOMEOMATUYECKUX MPENAPATOB MPEACTABIISIET
JOKYMEHTBI ¥ MaTepHalIbl, BKIItoUatolye nadopmaiuio mo Moaynsam 4 u 5 unu Yactsam
III u IV Ilepeuns:

AJIsI TOMEOITaTUYCCKHX ITPEIIapaToB, COOTBETCTBYIOIINX BCEM
HWKCIICPCUNCIICHHBIM YCJIOBUAM B KOMIIJICKCC!

npenaparbl HpCAHA3HAUYCHBI JJIS IICPOPAJIBHOTO HIIM HAPYKHOT'O IPUMCHCHMU,
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Ha 3TUKETKE JIEKAPCTBEHHOI'O MIpenapaTa UiH Jito00i OTHOCALIEHCS K HEMY
uH(pOpMaIMU HE MPUBEICHO KOHKPETHOTO TEPaNeBTUUYECKOT0 MOKa3aHus K
IIPUMEHEHHUIO;

CTEIIEHb PACTBOPEHMS JIEKAPCTBEHHOTO IIpernapara siBjIseTCsl JOCTaTOYHOMN IS
rapaHTUu ero 0€30MaCHOCTH; B YACTHOCTH, JIEKAPCTBEHHBIN Mpenapar He COAePkKaTh
oonee 1 wactu Ha 10 000 yacTeit MmaTouHOro pacteopa wiu 6osee 1/100 MuHUMaTBHON
JI03bl, IPUMEHSAEMOM B aJNIONATUU B OTHOLIEHUU JEMCTBYIOIIETO BELIECTBA, HATNYUE
KOTOPOTO B aJUIONATHYECKOM JIEKApCTBEHHOM Ipernapare TpedyeT 00s13aTeabHOro
Hal4us peuenra Bpava, st Moaynei 4 u 5 wnm Yacren III u IV [lepeuns
MPEIOCTABISAIOTCS 0030p JAHHBIX HAYYHOU JTUTEpaTyphbl 00 3 (HEKTUBHOCTH U
0€30MacHOCTH TOMEOIAaTUYECKOT 0 ITpenapara B 3asBiasieMOil 001acTH MPUMEHEHHS,

JUTsl HOBBIX TOMEOTIaTUYECKUX MPENapaToB, HE YIIOMUHAEMBIX B (papmakoriesx u
MOHOTpadusix; 11 KOMOMHUPOBAHHBIX TOMEONIATUYECKUX MPENapaToB, KOTOPHIC
MpUBEJIET K BO3MOXKHBIM B3aUMOJICHCTBUSIM, CHHEpreTHYecKuM 3 pextam mim
aaIUTUBHBIM (D PeKTaM pa3IuIHBIX HHTPEAUCHTOB; /I TOMEOTAaTHIECKUX
IpenapaToB, MHIPEIUEHThI KOTOPBIX MPEICTABIISIIOT PUCK TOKCUUECKHUX WUITU JPYTUX
HEOIaronpUATHBIX BO3IEUCTBUNA, 0COOCHHO KOTJ1a UHTPEUEHTHI KOHIIEHTPUPOBAHbI
WJIM TIPEACTAaBJIEHbI B HU3KUX pa3BeAeHusax (Hanpumep, 1X, 2X unu 1C), unu He
KOHTPOJUPYIOTCS TOJKHBIM 00pa3oM B MPOILIECCE MPOU3BOICTBA; IS
rOMEONaTUYECKHUX MPENnapaToB, MpeAHA3HAUCHHBIX JIsl UHBEKIUN U JJIsl Ipenaparos,
IpPUMEHSEMBIX B 0()TaTIbMOJIOTHH; MPETHA3HAUCHHBIE JIJIs1 UCIIOJIb30BAHUS C 1IEJIbIO
IpO(UIAKTUKY WM JIEYEHUS CEPbE3HBIX 3a00J1€BaHUM; 111 TOMEONIAaTUYECKUX
penapaToB, IPeIHA3HAUYCHHBIX JJIsSl YS3BUMBIX IPYIIN HAcEJIeHUs (HarpuMmep,
HOBOPOXKJICHHBIE U JIETH, OEPEMEHHbBIE U TTOKUJIIbIE, MALIUEHTHI C OCIa0JIEHHBIM
UMMYHHUTETOM U 11p.): Ayist Monyns 4 i Yactu I [lepeunst npencTaBisitoTcst JaHHbIE
TOKCUKOJIOTUYECKUX, UCCIIeIOBAaHUH (B Cilydyae coJep:kaHusi UHPEKIIMOHHOTO areHTa
NOJITBEPKIACHUE UCCIIETOBAHUEM OMOJIOTMYECKON 0€30MaCHOCTH), 000CHOBaHUE
no100pa pa3IUYHBIX MOTECHIIUN, JaHHBIE KIMHUYECKOTO OMbITa MPUMEHEHUS;, IS
Mopnyins 5 unu Yactu VI Ilepeuns npeacTaBisOTCs JaHHbIE KIMHUYECKUX
uccienoBanuii 00 3pPpexkTUBHOCTH U 6€30MaCHOCTH TOMEOIIaTUYECKOTO TIpernapara B
3asBJISIEMOM 00IacTH MPUMEHEHU U 000CHOBaHUE M0100pa PA3TUYHBIX T03UPOBOK.

oO11ast XapaKTeprucTUKa JIEKapCTBEHHOTO MpernapaTa i MUHCTPYKIHUIO 110
MEUIIMHCKOMY TPUMEHEHHIO (JIMCTOK-BKIABIII) C YKa3aHUEM, YTO JIEKAPCTBEHHOE
CPEACTBO SIBIIAETCS TOMEOIIATHYECKUM IIPETIapaTOM.
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10. ButamuHbI, MUHEpAJIBI

J11s1 SKCTepTU3hI JIEKAPCTBEHHBIX CPEICTB, COACPIKAIIUX BUTAMUHBI U (UJIH)
NPEACTaBISAIOMINX CO00I KOMILIEKC BUTAMUHOB U (WJIM) BATAMUHOB U MUHEPAJIOB,
3asIBUTENb MPEJCTABISET OJIUH U3 HIDKECIEAYIOMNUX JOKYMEHTOB U MaTepUAIOB:

1) 6ubnmorpadudeckuii 0030p JaHHBIX MO OE30MTACHOCTH JIEKAPCTBEHHBIX
CPEICTB, BMECTE C OTYETOM IKCIEPTa, BKII0Yast HHPpOpMaIuio 00 dKCIepTe;

2) Hay4Hble TyOJMKALIMK HA 3asBJISEMbIil Mpenapar;
3) naHHbIE UCCAEAOBAHUI OCTPON U (MJIM) XPOHUYECKOH TOKCUYHOCTH.
11. PagnodapmarieBTHuecKue npenapaTsl

J1ist axenepTUssl paanodapMalieBTUUECKUX MPenapaToB U UX MPEKYyPCOPOB B
Mopyne 3 unu Yactu II [lepeunst npeacTaBiasiOTCs JOKYMEHTBI 1 MaTepUallbl,
BKJIIOYAIOIIHE CIEAYIONIYIO CIeUPUUECKY0 HH(HOPMAIIHIO:

1) B paarodapmaiieBTHUECKOM Ha0Ope, KOTOPbIN CHaOkKaeTcs paaAuoaKTUBHOM
METKOM MOCJIE€ MOCTaBKH MPOU3BOJUTENEM, 3a AKTUBHOE BEUIECTBO MPUHUMAIOT YaCTh
Habopa, MpeIHa3HAYCHHYIO JUIsl IEPEHOCa WIIA CBSI3bIBAHUS pauoHykKiIuaa. Onucanue
MeTOo/la TPOU3BOJICTBA paiodapMaIieBTUUECKOTr0 Habopa BKIFOYAET MOIPOOHbBIC
JaHHbBIE TI0 IPOU3BOCTBY HAOOpa U JaHHBIE PEKOMEHAYEMOM OKOHYATEIbHON
00pabOTKH 17151 TPOU3BOICTBA PAJUOAKTUBHOIO JIEKAPCTBEHHOTO Ipenapara.
TpeOyemble cienuPpuKanuy paauoOHyKIUAa OMUCHIBAIOTCS B COOTBETCTBUH, ECIH
PUMEHHUMO, ¢ O0IIIeH MIIM YacTHOU cTaThell (MoHOTpaduei) ['ocynapcTBeHHOM
®apmaxoneun PK, 1160 npu oTCyTCTBUM Takux crareil (MoHorpaduii) — cTaThaM
(MmoHOTpadusim) Gapmaxornen, MPU3HAHHBIX IEUCTBYIOMUMH Ha TEPPUTOPHUH
Pecny6nuku Kazaxcras.

B nononHeHue, onuceIBaeT Bce COEIMHEHUS], HEOOXOAUMBIE ISl BBEACHUS
PaINOAKTUBHOM METKH, a TAKKE CTPYKTYPY COCIMHEHHUS C PaIHOAKTUBHON METKOM.

AHAIM3UPYIOTCA SIAEPHBIE PEAKIIUN PATUOHYKIIHIOB.

Kak MarepuHCKHiA, TaK U JOYEPHUN PATUOHYKIUIBI T€HEPATOPA CUUTAIOTCS
AKTUBHBIMU BEILIECTBAMHY;

2) cBelleHUs O MPUPOJIE PATMOHYKINAA, TOJIMHHOCTH U30TOIA, BO3MOKHBIX
pUMecsX, HOCUTeNe, TPUMEHEHUH U CEIU(PUIeCKON aKTUBHOCTH;

3) HNCXOOHBIC MaTCpUaJIbl BKIIIOYAIOT OCJICBLIC MATCPUAJIbI AJIA 06J'Iy‘leHI/I$I;
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4) paccMOTpEeHHE XUMHUYECKOH (PalMOXUMHUUECKOI) YUCTOTHI U €€ CBSI3b C
ouopacnpeieIeHUEM;

5) onucaHue paJuOHYKINIHON YUCTOTHI, PAAUOXUMUYECKON YUCTOTHI U
crienupuYecKoil aKTUBHOCTH;

6) 1J1s1 TeHEPATOPOB MPEICTABIISIIOTCS MOIPOOHBIC TAHHBIC UCTIBITAHUM
MAaTEpPUHCKUX U JTOYEPHUX PATUOHYKIUIOB. [I7151 TeHEpaTOPOB-3IH0aTOB
MPEICTABIIAIOTCS UCTIBITAHUS MATEPUHCKUX PAJAMOHYKIUAOB U IPYTUX KOMIIOHEHTOB
CUCTEMBI FT€HEPATOpa;

7) conepkaHue aKTUBHBIX BEIIECTB HA OCHOBAHUU MAaCChl aKTUBHOMN 4acTH
MOJIEKYJIbI IPUMEHSETCS TOIBKO K paanodapMalieBTuueckium Habopam. [lms
PaTMOHYKITUIOB PAJMOAKTUBHOCTh BhIPAXKACTCSl B OEKKEpeEsixX, C YKa3aHUEM JaThl U,
€CJIM HE0OXO0MMO, BPEMEHH U YaCOBOTO TMOsCA. Y Ka3bIBACTCS THUI PATUOKTUBHOCTH;

8) cnernuduKamm JIeKapCTBEHHOTO Mpernaparta, SBISIFOIIEToCs
paanodapMalieBTHIeCKUM HaOOPOM, BKIIIOYAIOT UCIIBITAHUS CBOMCTB Iperapara mocie
BBEICHUS PAJUOAKTUBHON METKH, COOTBETCTBYIOIINE KOHTPOIU HA PATUOXUMHUYECKYIO
U PAIMOHYKJIUIHYIO YUCTOTY COCTMHEHUSI C PAIMOAKTUBHON MeTKOH. JIto0oi
Marepuai, HeOOXOIUMBIHN 1J1sl BBEICHUS PaJIMOAKTUBHOM METKHU MOJICKUT
YCTaHOBJICHUIO OJJIMHHOCTH U KOJIMYECTBEHHOMY OMPEICIICHHIO;

9) nadopmarus 0 cTaOMIBLHOCTH ISl H30TOIMHBIX TEHEPATOPOB, H30TOITHBIX
Ha0OPOB M JIGKAPCTBEHHBIX MPENapaToB C paIMOAKTUBHON METKOM. Y Ka3bIBaeTCS
CTaOMJIBLHOCTD MPU UCIIOIB30BAHUU PaAro(PapMaleBTUIECKUX JEKAPCTBEHHBIX
IIPENapaToB B KOHTEUHEPAX JJIsI MHOIOPAa30BOr'0 UCIOJIb30BAHUA.

B Monayne 4 unu Yactu 11 Ilepeunst yka3pIBatOTCs aCMEKThI paIualIMIOHHON
JO3UMETPUH (JICUCTBUE U3JIyUEHHUS Ha opraH (TKaHb)). [lokazaresns MOrIONEHHON T03bI
U3JIyYEHUS PACCUUTHIBACTCS C YKA3aHUEM CHUCTEMbI UCTIOIb30BAHHBIX MEXKIYHAPOTHO
NPU3HAHHBIX €IMHUI] U3MEPEHHS TIPU ONPEICTICHHOM ITyTH BBEACHUS.

B Monayne 5 v Hactu IV Ilepeuns, eciiu npuMEHUMO, TIPEACTABISIOTCS
pe3yJbTaThl KIMHUYECKUX UCTIBITAHUN UM IPUBOJUTCS B KIIMHUYECKUX 0030pax
(Monaynb 2) 000CHOBaHME UX OTCYTCTBUA.

B cnydae paanodapmarieBTHUeCcKOro mpeKypcopa, mpeIHa3HauYeHHOTO TOJIBKO
JUTSl BBEICHUS PaJMOAKTUBHBIX METOK, MPEK]IC BCETO MPEACTaBIACTCS HHMOPMALIHS O
BO3MOYHBIX TTOCIICJICTBUSX HEAOCTATOUHON A (DEKTUBHOCTH BBEIICHUS PAHMOAKTHBHBIX
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METOK WJIM TUCCOLMALMY 1N VIVO KOHBIOTaTa ¢ PaIi0aKTUBHOW METKOM, T.€. BOIPOCHI,
CBSI3aHHBIC C JIEHCTBMEM CBOOOIHOTO PaJIMOHYKJIMIA HA MMAallUeHTOB. B momonHenue,
IPEICTaBIIAECTCA COOTBETCTBYIOIIAs MH(GOPMALIHS OTHOCUTENBHO (DAKTOPOB PHUCKA, T.€.
PaIMOaKTUBHOTO BO3/ICHCTBUS HA MEPCOHAN OOJBHUIIBI M OKPYKAIOITYIO CPEy.

B wactHOCTH mpejcTaBiseTcs ciemytonas nHhopMarus:

[Tonoxenust Moayns 3 wiun Yactu Il [lepeunst npuMeHstoTcs pu perucTpanuu
paanodapMalieBTHUECKUX MPEKYPCOPOB, KAK YKAa3aHO BBILIE, €CIIA TPUMEHUMO.

B Mopyne 4 uiu Yactu 111 [lepedyHsi OTHOCUTENBHO TOKCUYHOCTHU MPU
OJHOKPAaTHOM M MHOTOKPATHOM BBEJICHUU MPECTABISIOTCSA PE3yIbTAThI
JOKJIMHUYECKUX UCCIIEI0BAaHUMN, IPOBEAEHHBIE B COOTBETCTBUM C IIPAaBUIIAMU
HaJIeXKalei J1abopaTopHON MPAKTUKH.

HccnenoBanus Ha MyTareHHOCTb PAIMOHYKJIMIOB HE CYUTAIOTCA MPUMEHUMBIMU
B JIJAHHOM KOHKPETHOM CJIy4ae.

[IpencraBnsiercst uHGOPMAIIAS OTHOCUTEIIEHO XUMHUYECKOW TOKCHYHOCTH H
pacrnpeesieHus: COOTBETCTBYIOIIETO «XOJIOAHOT0» (HE COAEPIKAIIEro pauOaKTUBHBIX
BEILIECTB) HYKJIU/IA.

B Mopyne 5 unu Yactu IV Ilepeuns kinHuyeckast tHpopManus, Moy4eHHas B
X0JI€ KIIMHUYECKUX UCCIIEeI0BaHUI ¢ MCIOIb30BaHUEM PEKypcopa caMoro 1o ceoe, He
CUMTAETCS 3HAUMMOMH B cllydae paguoQapMaleBTHIECKOro MpeKypcopa,
IPEAHA3HAYEHHOTO UCKIIFOUUTENBHO IS BBEAEHUS PaINOAKTUBHON METKH.

[IpencraBnsiercs nndopmanvs, HOATBEPKIAIOIAS KIMHUYECKYIO
3¢ pexTUBHOCTH panrodapMaleBTUYECKOro MPEKypcopa Npu MPUCOSTUHEHUN K
MOJIEKYJIaM COOTBETCTBYIOIIETO HOCUTETIS.

12. OpdanHubie 1€KapCTBEHHbBIE PEMAPATHI

[Ipu sxcnepTr3e opaHHbIX MPENnapaToB MOJOKUTEILHOE 3aKIIOUEHUE O
0€30IacHOCTH BbIIa€TCs MO/ 0053aTEIbCTBO 3aIBUTENS HA YCIOBHUSAX:

1) BeIMOTHEHUS B ONPEICIICHHBIE CPOKU OMPEAEICHHON IPOrpaMMBbl
UCCJIEIOBAHUMN, PE3YJIbTATHI KOTOPBIX OYIyT SIBJASTHCS OCHOBAHUEM JIJIsl IEPEOLIEHKU
COOTHOUIEHHUSI «IOJIb3a-PUCK;

2) npuMEHEHUs JIEKapCTBEHHOT 0 IIpenapara moji CTporuM HaOJII0ACHUEM Bpaya;
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3) HEeMeUICHHOTO YBEIOMJICHHSI TOCYIAPCTBEHHOTO OpraHa O JI00BIX TOOOYHBIX
JEHCTBUAX, BO3HUKIINUX TP MMPUMEHEHUH Op(QaHHOTO MperapaTa, | MPeAIPHHITHIX
Mepax.

B nepuo/1 BbITIOTHEHNS MOCTABICHHBIX YCIOBUHM AKCIEPTHAS OpraHu3alus
IPEIOCTaBISET B TOCYAAPCTBEHHBIN OpraH HHGOPMAIIHIO, MTOTYy4aeMyI0 OT 3asBUTEIS O
MPOBEJICHUHU ONPEACICHHON MpOorpaMMBbl UCCIEAOBAHUN JJISl €KET0THON MEePEOICHKU
COOTHOIICHHUSI «IIOJIb3a-PUCK» JIJISl 3aPETUCTPUPOBAHHOTO TaKUM 00pa3oM op(aHHOTO
npenapata. MHCTpyKIMs IO MEAUITUHCKOMY NMPUMEHEHUIO U IpyTasi MEIUIIMHCKAs
uHGOpPMAITS O 3apPETUCTPUPOBAHHOM TaKUM 00pa3oM oppaHHOM MperapaTe COASPIKUT
YKa3aHHUS O HEIOCTATOYHOCTH TAHHBIX.

13. JlekapcTBeHHBIE MTpenapaThl NEPEI0BOM Teparnuu

Marepuanbl perucTpaluOHHOIO 1I0ChE ISl BBICOKOTEXHOJIOTUYECKUX
JIEKapCTBEHHBIX MPENApaToOB COOTBETCTBYIOT pazaeny 4 [IpaBun perucrpanuu u
DKCIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOIO IPUMEHEHUS, YTBEPKICHHBIX
pemenrem CoBerta EBpaszuiickoit 3koHOMUYecKkoi komuccuu ot 3 Hosiopst 2016 romga No

78.
14. Tpaucdep

IIpu sxkcniepTU3e NTEKaApPCTBEHHBIX NPENApATOB, MPOU3BOAUMBIX HA OCHOBE
nepeHoca (Tpancdepa) MoJIHOTO UKIA WK YAaCTH MPOU3BOJICTBEHHBIX U
TEXHOJIOTUYECKUX MPOLECCOB, K PETUCTPALMOHHOMY JOChE JTOMOIHUTEIBHO
IIPEAOCTABIISAIOTCS CIEAYIOIINE JOKYMEHTHI:

1) moroBop 0 mepeHoce NpOU3BOJACTBEHHBIX U TEXHOJIOTUYECKHUX MPOIECCOB
MEXTy OT€UEeCTBEHHBIM MTPOU3BOAUTENIEM U 3apyOEKHBIM IIPOU3BOIUTEIIEM;

2) oTUeT Mo pe3ybTaTaM MPOBEIEHHOrO TpaHCc(epa, BKIOYAIOIIETO OMCAHNE
npoekTa TpaHcepa, Maciurad TpaHcpepa, KpUTUYECKHUE TapaMeTpPhl, IOJTyUYEHHbIE
OCHOBHOM U JIOTIOJIHUTENBHOM IUIOIIAIKaMH, 3aKJII0YUTENbHbIE BEIBOIBI TpAaHC(EPa, C
npuiioxeHuem ceprudukata GMP (c ykazaHueM JaThl U pe3ysbTaTOB MOCIEIHEN
WHCTIEKINH ) (HOTapuaIbHO 3aCBUIETEIIHCTBOBAHHBIN) 3apyOEKHOTO TPOU3BOAUTEIIS;

3) oTueT BaJIMIALMKU TPOU3BOACTBEHHBIX MTPOIECCOB HA OTEYECTBEHHOM
MPOU3BOJACTBEHHOM IIOIAJIKE;
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4) 0 moATBEPAKAECHUU TOTO, YTO KAYECTBO UCXOJHOTO ChIPhS (AKTUBHOM
cyOCTaHIIMHU, BCTIOMOTaTEIbHBIX BEIIECTB), UCIIOIb3YEMOr0 Ha OT€UECTBEHHOMN
IJIOIIAJIKE HE BIUSAET HA MPOLECC UM TOTOBBIA MPOIYKT;

5) MO KOHTPOJIIO KauecTBa MpernapaToB, MPOU3BOANMBIX Ha OT€YECTBEHHON
IPOU3BOICTBEHHOM IIJIOMIAIKE, U TPENapaToB 3apyOeKHOTO MTPOU3BOAUTENS
OCYULIECTBJISIETCS IO OAHOM crienuPuKauuu (0IUHAKOBBIA MPOPUIb MPUMECEH,
dbapmMakoKMHETUYECKHI MTPODUITH pACTBOPEHUS (17151 TBEPABIX JIEKAPCTBEHHBIX (OPM) U
UH-BUTPO UCCIIEAOBAHMS);

6) OTYETHI UCCJICIOBAHUIN OMOIKBUBAJICHTHOCTH WJIU KIIMHUYECKUX
UCCIIEIOBAHU JIEKAPCTBEHHBIX MPEeNapaToB, MPOU3BEICHHBIX HA TPOU3BOICTBEHHBIX
wionaakax BHe Kazaxcrana (B ciyyae oTCyTCTBUS — 00OCHOBAHUE).

B cnydae, ecnu nepenaromias IioniaaKa perucTpupoBaia Ha CBOeH TeppUTOpUU
Ipernapar 1o npoueaype Tpanchepa TEXHOJIOTHI U UCMOIb30Bajia OTYET UCCIICTOBAHMS
OMOPKBUBAJICHTHOCTH WJIM KJIMHUYECKUX MCCIIEOBAaHUN TPEThEH CTOPOHBI, TaHHBIC
OTYETHI MPUHUMAIOTCS K PACCMOTPEHUIO MPH IKCIIEPTU3E PETUCTPAIMOHHOTO JIOCKE.

7) Ha MOMEHT TIOJIauM 3asBJICHUS Ha SKCIIEPTU3Y MPHU PETUCTPAIUH ITepeaaroIast
CTOpPOHA MPEIOCTABISAET PE3yIbTAThl HCCIAEAOBAHNN YCKOPEHHON CTaOMIBHOCTH U HE
MeHee 6-TH MECSYHBIX HCCIICTOBAaHUHN JTOJITOCPOYHON CTAOMIIBHOCTH, IS
IPUHUMAIOIIEH CTOPOHBI — MPOTPAMMY MCCIIEIOBAHUN CTAOMIBHOCTH C YKAa3aHHEM
CepHii IEKApCTBEHHOTO Mpemnapara v MoCTPETUCTPAIIMOHHBIE 003aTEIHCTBA O
IIPEIOCTaBJICHUY JaHHBIX CTAOMIILHOCTH C IUIOIIAIOK TTEPEIAFOIICH W MPUHUMAIOIICH
CTpOH (TIEPUOIUIHOCTD MIPEAOCTABICHUS MH(DOPMAITUHU COTIACHO MTPOTrpaMMe U3YICHUS
CTaOMIILHOCTH).

[Ipu nomHom nepeHoce (Tpancdepe) MpOUu3BOJICTBEHHBIX U TEXHOJIOTHUECKHUX
IPOLIECCOB 3asIBUTENH 00ECIEYMBAET MOJHOE COOTBETCTBUE YCIOBUM MPOU3BOJICTBA U
CUCTEMBI 00ECTICUCHHSI KaUeCTBAa Ha MPOU3BOJICTBEHHOH TUIomaake B PecmyOnmke
Kazaxcran yciaoBusiM mpou3BOJICTBA U CUCTEME 0OeCTeueHUs KauecTBa
IPOU3BOJICTBEHHOM IIomaaku BHe KazaxcraHa.

15. Ilepeperucrpanus

3asBUTEIb MOJAET 3asIBJICHUE HA MPOBEAECHUE SKCIIEPTU3BI IS IEPEPETUCTPALAN
JI0 OKOHYAHMS U (WJIM) B TCUCHHUE IIIECTH MECSIICB MTOCIIC OKOHYAHUS JECHCTBUS
PETUCTPAILMOHHOTO YI0CTOBEPEHUS.
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Ha skcneptusy npu rocy1apCTBEHHOW MEPEPETUCTPALIUU JIEKAPCTBEHHOTO
cpenctBa npousBoauTensiMu Pecnyonuku Kazaxcran npenocrasmsitorest yactu [ u 11
[Tepeuns npunoxkenus 2 k HactosmuM [IpaBunam, 3apyOeKHBIMU TPOU3BOIUTEIISIMU
npeaoctasistoress Moaynu 1-2 coriacHo npuioxeHuto 3 k HacTosimum [IpaBuiam.

B o6miem oTdere 1mo kauecTBy MpeoCcTaBiIsieTcss 0030p HHGOPMAIINH, CBSI3aHHON
C XUMHYECKUMHU, (papMalleBTUUECKUMU U OMOJIOTUYECKUMHU JIAHHBIMU. JJOKYMEHTBI
Monynist 2 0XBaThIBAIOTCSI BOIIPOCHI U OMUCHIBAIOTCS COOTBETCTBYIOIIUE JAHHBIE,
KOTOpbIE MOIPOOHO MpecTaBiIeHbl B Moyne 3.

[Ipu BBIsIBIICHUS B XOJI€ TIPOBEICHUS IKCIIEPTU3BI (DAKTOB, CTABSIINX MO
COMHEHHUE JIOCTOBEPHOCTh CBEICHUH, MPEICTaBICHHBIX B Mo1ysie 2 perucTpaiuoHHOTO
JIOChE B OTHOIIIEHUU KaueCTBa JIEKAPCTBEHHOTO MIpenapara, SKCIepTHasi OpraHu3alus
3ampalmrBaeT JOKyMeHTsl Moy 3.

JlonosmmHuTenbHO npousBoautessiMu Pecyonuku Kazaxcran uz Yactu IV
[lepeuns cormnacHo npuitokeHuto 2 K HacTosmuM [IpaBuiiam u 3apyOekHbIMU
MPOU3BOUTENAMHU U3 MOyl 5 COTNIacHO MPUIIOKEHUI0 3 K HacTosimuM [IpaBuiiam
IPEAOCTABISAIOTCS:

1) OTYETHI MOCTPETUCTPAIIMOHHBIX KIMHUYECKUX UCClie10BaHuM 3 (PEKTUBHOCTH
1 6€30MaCHOCTH B COOTBETCTBUU C TUIAHOM YTIPABIICHUS PUCKAMH,

2) mepuoAUYeCcKu OOHOBIISIEMBIN OTYET 1O 0€30MMACHOCTH 3a MOCJIEIHUE 5 JIeT
HAXOXCHUS JIEKapCTBEHHOTO MpernapaTa Ha papMalieBTU4ecKoM pbiHke PecryOnnku
KazaxcraH ¢ kpaTKUM ayTEHTHYHBIM IIEPEBOJIOM C A3bIKA MPOU3BOIUTEIISI HA PYCCKUI
SI3bIK OCHOBHBIX Pa3/I€JI0B.

16. BHeceHnre U3MEHEHHI B PErUCTPAIITMOHHOE JI0ChE

1) BHecenne u3MeHeHnl B pEruCTPAlMOHHOE TOChE OCYIIECTBIISIETCS 10 TI01aYU
3as1BJICHUS Ha MEePEepPerucTpalrio B COOTBETCTBUU ¢ TpeOoBaHUSIMU HacToAmux [IpaBu,
3a UCKITIOYEHHEM U3MEHEHU M0 PEKOMEHIalluu (hapMaKOHaI30pa U SKCTPEHHBIX
OTpaHUYECHUH, CBA3aHHBIX C O€30MMACHOCTHIO IPUMEHEHUS npenapara. [Ipu BHeceHun
M3MEHEHNN B peructpanroHHoe nocke tumna [A, Ib ninn II 3asaButenem npenocrasusercs
NOSICHUTENbHAS 3alKCKa, CojiepKalias 000CHOBaHNE HEOOXOAMMOCTH BHOCHMBIX
U3MEHECHUMU.
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[Tonaya 3asBieHUsI HA SKCIEPTU3Y BHECEHUSI U3MEHEHHI B PETHUCTPALIMOHHOE
JIOChE OCYILECTRIISIETCS 3asBUTEJIEM B TEUCHUE CPOKOB, MIPEAYCMOTPEHHBIX TyHKTaAMU
62 u 65 Hactossmux [IpaBu.

2) Ilpu BHECEHNI N3MEHEHUI B pErUCTpalMOHHOE A0che Tuma I1:

o nyHkram b.I npenocrasnsercs nepeuens nokyMeHToB Yactu I, 11 [lepeuns
(o6HOBIEHHBIE pa3aenbl [ A7 - JIokyMeHT, HOJATBEPKAAIOIINI KAYEeCTBO aKTUBHOTO
BelecTBa (cepTudukat aHanu3a 3-x cepuil akTUBHOM (papMalieBTUYECKON CyOCTaHIIUU
OT MPOU3BOJUTEIS, CEPTUDUKAT aHATTN3a CYOCTAHIIMK OT TPOU3BOAUTENS, CEPTUPHUKAT
cooTBeTcTBUS MOHOTrpaduu EBpornelickoii @apmakoneu, IpOTOKOJI aHaIu3a,
AHAIMTHYECKUI NacnopT JAHHBIE IO U3YUYEHUIO CTA0UIBHOCTH TOTOBOIO MPOAYKTA MPU
JIOJITOCPOYHBIX U YCKOPEHHBIX YCIOBUSAX U3yUYE€HUS CTAOUILHOCTH C UCIIOJIb30BAaHUEM
3asBIIIeMOM CyOCTaHIIMM 3a nepuoj Kak MuHUMyM 6 MecsitieB.) u Il C 1 - akTuBHas
cyOCTaHIIMsI B COOTBETCTBUU C BHOCUMBIMH U3MEHEHUSIMH) Wi Moyis 3
[Tpunoxxenus 3 (oOHOBIEeHHBIE pa3nednbl 3.2.S 1 3.2.P B COOTBETCTBUM C BHOCUMBIMU
U3MEHEHUSIMU );

no nyHkram b.II mpenocrasisercs nepeyens qokyMeHTOB YacTtu I
(o6HOBNEHHBIN pa3nen | A8 - JlokyMeHT, OATBEPKIAIOLIUI Ka4eCTBO TOTOBOIO
IPOJYKTa TPEX MPOMBIIUIEHHBIX cepull (cepTuduKaT aHaIu3a, MPOTOKOJI aHAIK3a),
0JIHa cepusi KOTOPOTO COBMAAAET C cepueil 0Opasiia JeKapCTBEHHOTO CPE/ICTBa,
MOJIAaHHOTO HA PETUCTPAIUIO B COOTBETCTBUU C BHOCUMBIMU M3MeHEHUAMH ) U 11
[Tepeuns unu Monayins 3 [lpunoxenust 3 (oOHOBIEHHbIE pa3ienbl 3.2.P B COOTBETCTBUU
C BHOCUMBIMH U3MEHEHUSMH).

17. YckopeHHas SKCnepTH3a JIEKapCTBEHHOTO CPE/ICTBA

[Tpu nmpoBeeHNU YCKOPSHHOH TPOIICAYPhI HE CHUXKAIOTCS TPEOOBaHUS K
0€301acHOCTH, KaueCTBY U 3(P(HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB.

1) YckopeHHas 3KcrepTr3a Ha JIEKapCTBEHHBIC CPEICTBA OCYIIECTBIISETCSI 110
PEIICHUIO YIIOJTHOMOYEHHOTO OpraHa B 00J1acTH 3/[paBOOXPaHCHHMSI M TTPOBOJAMTCS B
CITyJasix:

- IpeIHa3HAYEHUs JIEKAPCTBEHHBIX CPEACTB JIsl MPO(PUIIAKTUKY, JICUCHHUS,
JTUArHOCTUKH PEJIKUX 3a00JIeBaHUN;

- IPEAOTBPAILCHUS YPE3BBIYANHBIX CUTYAIlMH, BOSHUKHOBEHUS U YCTPAHEHUU
MOCJICJICTBUN SIUAEMUH, MAHIEMUH UHPEKIIMOHHBIX 3a00JIeBaHUH (JIEKapCTBEHHbIE
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npenaparbl 3THONATOr€HETUYECKON TEPANHH, IPUMEHSEMbIE B SKCTPEHHBIX CUTYALHMIX
B OTBET Ha YIpO3bl 30POBbIO HACETIEHUs (TAaHAEMHUH) U BKIIOUEHHbIE B KIIMHUYECKUE
IPOTOKOJIBI JICUCHHUS ).

2) DkcnepTu3a JeKapCTBEHHBIX CPEJICTB, YUACTBYIOIIUX B MIPOLIEAYPE
coBMecTHOM npekBanudukanmu BO3, ocyiiecTBiseTcs B COOTBETCTBUU C
[Tpunoxenuem 8 Cepun Texunueckux aoknanoB BO3, Ne 996., 2016 r. «IIpouenypa
COBMECTHOW PETUCTPALMU MEXIAY I'PYIIION MO NPEeABAPUTEIILHOM OlleHKe BecemupHoit
opranu3zanuu 3apaBooxpanenus (BO3) u HallMOHANbHBIMU OpraHaMU PETyJIUPOBAHUS
JUTSl OLICHKHM M YCKOPEHHOM HAIIMOHAIBHOM perucTpanuu papMaleBTUHIeCKUX
MIPOYKTOB M BaKIIMH, MPOIIEIIINX MPeABAPUTENbHYI0 KBanupukammuo BO3y.

Hacrosimee npunoxenue pacipoCTpaHsIeTCsl TAKKe Ha JICKAPCTBEHHbBIE CPEIICTBA,
HaXOALIUECS Ha 3TAlle Ha4yaJlbHOW SKCIEPTU3BI JO BCTYIUICHUS B CHUILY HACTOSIINX
[IpaBu.
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[Ipunoxenue 5
K [IpaBUJIaM IPOBEJICHUS SKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB

Cranaapr rocygapcTBeHHO# ycayru «Boeiaaua 3akioueHus o 0e30acHOCTH,

KavecTBe M 3PPEeKTUBHOCTH JIEKAPCTBEHHbBIX CPEACTB U METULMHCKHUX U3eTUIN»

1 HaumeHoBanue yciyrozaa- Pecry6nmkaHcKoe rocy1apcTBEHHOE TPEANIPUITHE Ha ITPpaBe X03IHCTBEHHOTo BeaeHus « HarmoHab-
Tenst HBIIl HEHTP KCHEPTU3BI JEKAPCTBEHHBIX CPEICTB, MEIULIMHCKHUX U3/enuin» KoMuTera MeIMIMHCKOTO U
(hapmaneBTHYECKOTO KOHTPOJIsi MUHUCTEPCTBA 3apaBooxpaneHus Pecriyonuku Kazaxcran (nanee —
YCIIyro/iaTesb)
2 Crioco0sl peocTaBiie- 1) ycimyronatess;
HITL FOCY IapCTBCHHOM 2) Be6-IOpPTaI «3NIEKTPOHHOTO TIPABUTENLCTBA» WWW.Zov.kz (1anee — noprain).
yCIIyru
3 Caenienust 06 ycnyronoiy- | Pusnueckue u 10pHIMYECKHE JTHIA (Janee — yCIyronoayyarTelb)
yaTee
4 Cpok oKka3zaHus Tocyaap- IUTST IEKAPCTBEHHBIX CPEICTB:

CTBEHHOH yCIIyTU

MpU TOCYIAPCTBEHHO# perucTpanuu — He 6onee 210 (IByXcOT AecsTi) KaleHAapHBIX AHEH;
[IPU TOCYJapCTBEHHOM TepeperucTpanuu — He 6osee 120 (cta qBaanaTi) KaleHIapHbIX JTHEH;

IpY BHECEHHH M3MEHEHHUH B peructpaunoHHoe gocke tuna IA, tuna Ib u tuna Il ¢ nposenenuem nado-
paToOpHBIX HCHBITAHUH — He Ooiiee 90 (1eBAHOCTA) KaJIEHAAPHBIX JIHEH;

IIPU BHECEHUH U3MEHEHUI B perucTpalonHoe gocke Tuna IA, Tuna Ib u Tuna II 6e3 npoBeneHus nabo-
PaTOpHBIX UCTIBITAHUH — He OoJee 60 (IecTHAECITH) KaleHJapHBIX THEH;

Ha MPOBEICHUE YCKOPEHHO IKCIIEPTU3BI JIEKAPCTBEHHOTO Cpe/icTBa — He Ooiee 70 (CeMumecsTi) KaieH-
JIapHBIX JHEH.

JKCIEPTH3a JIEKAPCTBEHHBIX CPE/ICTB, yYaCTBYIOILIMX B MPOLEAype COBMECTHOM npekBanudukamuu BO3
— He 6ornee 90 (1eBSHOCTO) KaJlCHIAPHBIX THEH;

TUTST METUITUHCKUX U3ICTTUN:

TIPU FOCYIAPCTBEHHOM perHCTpaliu, epeperucTpanun kiacca 1 u knacca 2a, TpeOyIOIMX IPOBEICHHS
n1abopaTOPHBIX UCTIbITaHK — He Oonee 90 (IeBsHOCTA) KaICHIAPHBIX JHEH;

MIPH TOCYIAPCTBEHHO# pEerucTpalny, nepeperucrpanuu kiacca 26 (¢ NOBBIMICHHOH CTENCHBIO0 PUCKA) U
KJacca 3 (¢ BBICOKO# CTENEHBI0 PUCKa), TPEOYIOLIHMX MPOBEICHNUS 1a00paTOPHBIX UCTIBITAHUN — HE 00-
nee 160 (cra mecTuaecsaTn) KajJeHAapHbIX THEH;

TIPY TOCYTapCTBEHHOM PEerucTpanyy, NepeperucTpaui MEIUIIMHCKOTO H3/1eNNs, He TPeOyoLIero mpo-
Be/ICHNUS JTabOpaTOPHBIX MCIIBITAHUN HE3aBUCHMO OT Kilacca — He 6osee 90 (IeBsHOCTA) KaleHJapHBIX
TIHE;

[PH BHECCHNU N3MEHEHHI B PETUCTPALIMOHHOE 10Che (63 mpoBeaeH s Tab0paTOPHBIX UCIBITAHMIT) —
He Oosnee 60 (LecTuaecaTH) KaJeHAaPHBIX JHEH;

IPH BHECCHHUH H3MEHEHHMIT B PETHCTPALIMOHHOE 0Che (¢ MPOBEICHUEM J1a00PaTOPHBIX HCIIBITAHUI) — HE
6osee 80 (BOCBMUIECATH) KaJIEHIAPHbIX THEH;

IIPU YCKOPEHHOM 3KcnepTu3e — He Oosee 30 (Tpuanati) pabouux JHeH;

MaxkcuManbHO JOIYyCTHMOE BpeMst O>KHIAHUS JUIS Cla4ud [TaKeTa JOKyMEHTOB - 15 MUHYT;
MaxkcuManbHO JOIyCTHMOE BpeMs 00CTyKUBaHHS yCIyrononydarens — 30 MUHYT.

YcnoBus IPHOCTaHOBICHUSI OKa3aHUS YCIyTH:

B cpoku npoBeneHus SKCIepPTH3bI JIEKAPCTBEHHOTO CPECTBA, MEIHIIMHCKOTO H3AeIHs He BXOIAT CPOKH:

1) nmpefocTaBIeHUs yCIIyroNnoyyaTesieM JOKyMEHTOB U MaTepHaoB 110 3alpocy Ha JII000M M3 3TaIoB
9KCIIEPTU3BI U UX PACCMOTPEHHE YCIyrofaTesneM;
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2) opraHu3aluy ¥ NpoBeJIeHNs (papMaleBTUUSCKONH HHCIEKIMU, MHCIIEKIIMU MEIULIMHCKOTO H3/eIIHNs;
3) opraHu3aly U NPOBeJEeHHs DKCIEPTHOTO COBETA;

4) CorjracoBaHUs yCIIyromnojy4daTejaeM UTOTOBbIX JOKYMEHTOB.

Dopma oka3aHHs rocyaap-
CTBEHHOH yCIIyTH

DnexkTpoHHas (JaCTUYHO aBTOMATH3UpOBaHHAs) (OyMaskHas)

PesynbTaT OKazaHus rocy-
JIapCTBEHHOH YCIyTH

Z[J'ISI JIEKAPCTBECHHBIX CPENICTB:

Beiiaua 3akioueHus 0 6€30macHOCTH, KauecTBe 1 3P (PEeKTHBHOCTH JIEKapCTBEHHBIX CPEICTB MO Gop-
MaM COrJIacHO mpuioxkeHusiM 14, 15 k IIpaBunam npoBeneHus dKCIePTH3BI IEKAPCTBEHHBIX CPEICTB,
100 MOTHBUPOBaHHBIIT OTBET 00 OTKa3e B OKa3aHWU rOCYJaPCTBEHHOW YCIIyTH B CIIy4asX U [0 OCHOBa-
HUSIM, IPEIyCMOTPEHHBIM IyHKTOM 10 HACTOSIIEro CTaHAapTa TOCYAapCTBEHHOM YCIIyTH.

®dopmMa BbIJaua pe3yJibTaTa OKa3aHUs FOCYIapCTBEHHON YCIIYTH: JICKTPOHHAS
VYcnoBue BbIIaun pe3yibTaTa OKa3aHus FOCyJapCTBEHHOW YCIIyTH:

Uepes ycimyroaarens

JIs METMIIMHCKUX W3S

Beiaua 3akioueHus 0 6€30macHOCTH, KauecTBe 1 AP HEeKTHBHOCTH MEIUIIMHCKHUX U3/Ieuil 1o popmam
cortacHo npuiiokenusm 11, 12 k TIpaBuiam npoBeIeHHsI SKCIIEPTH3bI MEAUIIMHCKUX H3/ENHi, T100 MO-
THUBHPOBAHHBII OTBET 00 OTKa3e B OKa3aHUHU OCYIAPCTBEHHOM YCIYTH B CIydasiX U [0 OCHOBAHUSIM,
MPeyCMOTPEHHBIM MYHKTOM 10 HacTOSIIIEero cTaHgapTa rocy JapcTBEHHON YCIyTH.

dopma BbIJada pe3ybTaTa OKa3aHHs rOCyIapCTBEHHOM YCIyTry: OyMaKHas.
VYcnoBue BbIIaun pe3ybTaTta OKa3aHus rOCy1apCTBEHHOW YCIyTH:

Yepes ycayrogarenst

YcnoBue XpaHeHusl yCIlyrojaresieM HeBOCTpeOOBaHHBIX B CPOK JIOKYMEHTOB:

IIpu He oOpaleHnH yCIyTronoy4arelis 3a pe3yJibTaTOM roCyJapCTBEHHOW YCIIyTH B YKa3aHHBIH CPOK,
ycIIyroaaTens obecreynBaeT XpaHeHHE 3aKIIF0UCHHS 0 0e30IIacCHOCTH, KauecTBe 1 2()(HEKTHBHOCTH Jie-
KapCTBEHHBIX CPEACTB M MEAULUHCKUX M3zenuii B Tedenue 180 (cTa BocbMuIECATH) KaJCHIAPHBIX THEH

Pa3mep omaTel, B3UMae-
MOH C yCITyTOnoIyJaTens
IpH OKa3aHUM Tocyap-
CTBEHHOH yCIIYTH, U CIO-
cOOBI ee B3UMaHUs B CIIy-
Yasx, IPeyCMOTPEHHBIX
3aKOHOJATeNbCTBOM Pec-
ny6nuku Kazaxcran

Omnara, B3uMaeMasi ¢ yCIIyronoxydaTens IpH OKa3aHUH FOCYAapCTBEHHON YCIIYTH, YCTaHABIMBACTCS B
COOTBETCTBHH C NMPEHCKYPAHTOM YCIyroAaTes, yCTaHABIMBACMbIi YIIOJIHOMOYESHHBIM OPTaHOM I10 CO-
TJIACOBAHHUIO C aHTUMOHOIIOJILHBIM OPTaHOM B COOTBETCTBHHU C MyHKTOM 2 ctathi 239 Konekca Pecny6-
muku Kazaxcran ot 7 utons 2020 roga «O 310poBbe HapoJa U CUCTEME 3{PaBOOXPAHEHHSD H OCYILECTB-
JsieTcst B Oe3HAINYHOM (opMe Ha pacueTHBIH CUeT yCIIyroaaTess

I'paduk pabots! yciayromaa-
Tenst

1) ycnyroaarens — ¢ moHeeabHUKA 1m0 msITHUILLY, ¢ 9.00 1o 17-00 yacos ¢ nepepsiBoM Ha 06ex ¢ 13.00
10 14.00 yacoB, KpoMe BBIXOJIHBIX M MPa3AHUYHBIX AHEH cornacHo TpynoBomy koaekcy PecryOnuku
Kazaxcran ot 23 Hos10ps 2015 rona (nanee — TpynoBoii KoJekc).

2) noprajia — KpyriIoCyTOYHO, 32 HCKJIIOYCHUEM TEXHUYECKHX ITEPEPHIBOB B CBSI3H C IPOBEICHUEM pe-
MOHTHBIX pa0oT (TIpU 0OpalIeHHH YCITyroHoyqaTes ociie OKOHYaHHs pabouero BpeMEeHH, B BBIXO/I-
HBIE ¥ IPa3AHUYHBIC JHU COTIacHO TpylI0oBOMY KOAEKCY IPHEM 3asiBICHHUS U BblAa4a pe3yIbTaTa OKa3a-
HUSI TOCYAAPCTBEHHOM YCITyTH OCYILECTBISIETCS CIIEAYIOIUM pabouuM JHEM).

YcnoBue o0CIy)KUBaHHS YCITyTroAaTeneM:

TocynapcTBeHHas yciiyra OKa3bIBaeTCs B MOPsIIKE Ouepe/id, Oe3 peaBapuTeIbHOIl 3ancH, 6e3 ycKo-
PEHHOTr0 00CITY)KUBAHHUSI.

AJpeca MecT OKa3aHHsSA FOCYAapCTBEHHOH YCIyTH pa3sMeIeHbI Ha:
1) uaTEpHET-pecypce yeryrogarens - www.ndda.kz;

2) moptasie www.egov.kz

[lepeuens HOKyMEHTOB
HEOOXOAUMBIX IS OKa3a-
HUS TOCYAapCTBEHHOM
yCIyru

K YCIIyroaaTero:
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1) 3asBiICHNE HA IPOBEJICHNE SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA MO (POPME COTIIACHO MPUIIOKCHUIO
1 k [IpaBunaM npoBeAEHHS SKCIIEPTH3HI JIEKAPCTBEHHBIX CPEACTB, 3asBICHHIE Ha IIPOBEICHHUE 3KCIICPTH-
3bI MEJIMIIMHCKOTO M3/IeNNS Ha 3JIEKTPOHHOM HocHTele o opme coriacHo npuioxkenuio 1 k [Ipasu-
JIaM MIPOBEICHHUS IKCTIEPTH3BI METUITMTHCKUX H3/ICITHIA;

2) perucTpanoHHOE J0Che JEKaPCTBEHHOTO CPEJICTBA, COAEpIKaIlee MaTePHAIIbI H JOKYMEHTHI 110 (op-
Me COTJIACHO NpUIIoXkKeH IO 2 k IIpaBuiaM NpoBeeHuUs IKCIIEPTH3bI IeKapCTBEHHBIX CPEJCTB JUIs IPOH3-
ojurenet Pecrryomuku Kazaxcran uim B popmare OOLIEro TeXHUUECKOTO JOKYMEHTa 110 popMe co-
ITIACHO NPUIIOKeHHMIO 3 K [IpaBmiiaM poBeJeHUs SKCIIEPTU3bI JICKAPCTBEHHBIX CPEICTB, PErUCTPALINOH-
HOE JJOCh€ MEAHIIMHCKOTO M3/CMIHs Ha YJICKTPOHHOM HOCHTENE, COIEPIKAIIEe MATCPUAIIBI U JOKYMEHTBI
110 (hopMme COrIacHO NpuiIoKeHuo 2 k ITpaBuIaM MpoBeAeHNs IKCIEPTH3bI MEAUIIMHCKUX U3/ICIHI;

3) 00pas3iibl IEKapCTBEHHBIX CPEACTB, MEAUIMHCKUX U3CUI (32 HCKITFOYCHUEM MEIUIIMHCKUX H3/1e-
JIMH, ABJSIFOLIMXCSI arapaTaMu, npudopamu, 060pyI10BaHHEM), CTaHIAPTHBIE 00Pa3Ibl XUMHYIECKHX Be-
LIECTB, CTaHIAPTHBIE 00Pa3Ibl OHOJOTHYECKHUX MPENapaToB, TECT-IITAMMbI MUKPOOPTaHU3MOB, KYJIb-
TYp KJIETOK, CIIeHU(UISCKUX PeareHTOB, PACXOAHBIX MATEPUAJIOB, HEOOXOIUMBIX JUIS BOCIIPOU3BOAUMO-
CTH METOHK JTab0paTOPHBIX UCIBITAHUI B KOJINYECTBAX, JOCTATOYHBIX LTSI TPEXKPATHBIX J1abopaTop-
HBIX UCIBITAHHI C OCTATOYHBIM CPOKOM TOAHOCTH HE MEHee 9 (IeBATH) MecsIeB (3a HCKITIOUCHHEM CITy-
4aeB, He TPEOYIOIINX MPOBEICHHUs JTA0OPATOPHBIX UCIBITAHHN);

4) KOITUIO JOKYMEHTA, ITIOATBEPKAAIOMICTO OIUIATYy YCIYTOIIOJYydaTe/IeM CYMMBI U1l ITPOBEACHUS IKC-
TICPTU3HI.

Ha nopTralt:

1) 3asiBIICHUE B 2JIEKTPOHHOM BHJIE HA TIPOBEACHHE IKCIIEPTU3BI JICKAPCTBEHHOTO CPeCTBa 10 hopme
cornacHo npunoxenuto | k [IpaBunam npoBeaeHus SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB, HA IPOBE/IE-
HHE 9KCIEPTHU3bl MEAUIMHCKOTO U3/1eHs 110 (hopMe cornacHo npuoxenuto 1 k [IpaBuiiam nposeneHus
9KCHEPTU3bI MEIUINHCKUX U3/CIHI;

2) 3NEKTPOHHYIO KOIHIO PErUCTPALMOHHOTO JOChE JISKAPCTBEHHOT'O CPEJICTBA, COJIEpIKalllee MaTepHaIIbI
M TOKYMEHTHI 10 (hopMe COorTacHo Ipuiiokenuio 2 k [IpaBuiaM npoBeeHus SKCIIEPTH3bI JISKAPCTBEH-
HBIX CPEACTB A1 npou3Boauteneii Pecriyoanku Kazaxcran uim B popmare OOLIEro TEXHUUECKOTO J0-
KyMEeHTa 1o (opMe COTJIacHO mpuItokeHunto 3 k [IpaBuiiam mpoBeeHHUs SKCIEPTU3bI JIEKAPCTBEHHBIX
CPE/CTB, NIEKTPOHHYIO KOIHIO PErUCTPALMOHHOTO J0ChE MEAMIIMHCKOTO H3/IENIUs COTJIACHO MPHUIIOKE-
Huto 2 k [IpaBuiiamM npoBeIeHNs SKCIIEPTU3BI MEAUIIMHCKUX M3ICIIN;

3) 06pasubl IeKapCTBEHHBIX CPEACTB, MEAUIMHCKUX U3JIENINI, CTaHAApTHBIE 00pa3Ibl, ClIeNU(pUIecKIe
peareHThbl, pacXoIHbIe MaTePUaIbl, HEOOXOIUMBIE IJIsl BOCIIPOM3BOMMOCTH METOAUK J1aO0OPaTOPHBIX
WCTIBITAHHM, 3asIBUTENb NipeocTaBisieT B LleHTp oOcmyxuBanus 3assureneit (nanee — [{03) ycnyronare-
JI5 B KOJIMYECTBAX, JOCTATOUYHBIX JUISl TPEXKPATHBIX MCIIBITAHUH C OCTATOYHBIM CPOKOM FOJHOCTH HE Me-
Hee 9 (1eBATH) Mecs1eB (3a HCKIIIOYEHHEM CITy4aeB, He TPeOYIOIMX MPOBEICHUs Ja00PATOPHbIX UCIIBI-
TaHWN);

4) 3NEKTPOHHYIO KOIHUIO IOKYMEHTA, HOATBEPKAIOIIEro OILIATy YCIyToIoTydaTeIeM CyMMBI IS IIPo-
BEJICHHUSI IKCIIEPTHU3HI.

CBeneHus 0 IOKyMEHTe, yIOCTOBEPSIONIEM JUYHOCTh, O TOCYAaPCTBEHHOM perucrpanny (epeperu-
CTpAaLMH) IOPHMYECKOTO JINLA, CBUAETENBCTBA O TOCYAAPCTBEHHON PErUCTPALMK YCIIYTONoIyydaTels B
Ka4ecTBE MH/MBUAYaJIbHOTO PEANPUHUMATEIIS, COJIEpIKAIMECs B TOCYIapCTBEHHBIX HH(OpPMALIHOH-
HBIX CUCTEMaX, YCIIyTroaTelb MOJy4aeT U3 COOTBETCTBYIONINX rOCYJaPCTBEHHBIX HH(POPMAIIMOHHBIX
CHCTEM Yepe3 IIITI03 «3JIEKTPOHHOTO NPABUTEIHCTBAY.

VYcayrononydarespb JaeT cOrjacHe Ha UCIIONb30BaHNE CBEICHHH, COCTABIISIOIINX OXPaHAEMYIO 3aKO0-
HOM TaliHy, COIePIKALMXCS B MHPOPMAIIMOHHBIX CHCTEMaX, IIPU OKa3aHUU FOCYIapCTBEHHBIX YCIIYT, eC-
JI MHOE He MPeAyCcMOTpeHo 3akoHamu Pecny6nuku Kazaxcran.

nOlITBep)KI[eHI/IeM TIPUHATHA 3asBJICHUS Ha 6yMa)KHOM HOCHUTEIJIC ABJIAETCA OTMETKA Ha €ro KOIUU O pe-
TUCTpanuu B I_l03 yciayroaareis ¢ yKazaHUuEeM JaTbl U BpEMEHU IIpUEMa I1akeTa JOKyMEHTOB.

OcHoBaHu I OTKa3a B

OKa3aHHH TOCYJapCTBEH-

HOM YCITyTH, YCTaHOBJIECH-
HBIE 3aKOHOJIaTEILCTBOM

Pecnyonuku Kazaxcran

1) ycTaHOBJIEHUE HEOCTOBEPHOCTH JIOKYMEHTOB, IIPEACTABICHHBIX YCIIyTONOIy4aTeIeM ISl oTyde-
HUS TOCYAPCTBEHHON YCITyTH, ¥ (WJIH) TaHHBIX (CBEICHUI), COJEPIKAINXCS B HUX;

2) HECOOTBETCTBUE yCIYTONOMydaTelNs U (MIN) MPEACTaBICHHBIX MaTepPHaIoB, OOBEKTOB, JAHHBIX U CBE-
JIeHHUH, HeOOXOAMMBIX JUIsl OKa3aHUsI TOCYJapCTBEHHON yCiIyrH, TpeOoBaHusM [IpaBuit mpoBeaeHUs IKC-
MEPTU3bI JEKAPCTBEHHBIX CPEICTB U MEAUIIMHCKUX U3JIEIHUH;
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3) B OTHOLIEHUH YCIIyTOMOJy4aTelIsi UMEeTCs BCTYNHUBIIEE B 3aKOHHYIO CHILy pellieHue (IIpUroBop) cyna
0 3alpeIleHUH JeSITEIbHOCTU MU OTAENbHBIX BUIOB JEATEIbHOCTH, TPEOYIOLIMX ITOTYUeHUs OIpeie-
JICHHOH TOCYJJapCTBEHHON YCIIyTH;

4) B OTHOLIICHHH YCIIyTOHOJIy4aTeNsi MMEETCsl BCTYNHUBIIEE B 3aKOHHYIO CHITY pelIeHHe Cy/a, Ha OCHOBA-
HHUM KOTOPOT'O YCIIYTrONoJydaTelib JIUIIEH CHeIHaIbHOTO IPaBa, CBA3aHHOTO C MOIyYeHHEM rocyaap-
CTBEHHOH yCIIyTH.

11

Huble TpeOoBaHus ¢ yue-
TOM 0COOEHHOCTEH OKa3a-
HHS TOCYAapCTBEHHOH
yciIyru

VYenyromnoydarenb 3aKI04aeT ¢ yCIyrojaresieM JJ0roBop Ha IPoBe/IcHHe SKCIEPTU3BI U IPOU3BOAUT
OIUIaTy B COOTBETCTBUM C IPEHCKYPAHTOM YCIYroJares, yCTaHaBIMBAEMbIM YIOJIHOMOUEHHBIM Opra-
HOM I10 COTJIACOBAHUIO C aHTUMOHOIOJIBHBIM OPTaHOM B COOTBETCTBHU C IyHKTOM 2 cTathu 239 Kozek-
ca Pecrrybmmku Kazaxcran ot 7 mromst 2020 rona «O 310poBbe HApOAA M CHCTEME 3APABOOXPAHCHHSD).

ITonHOMOUMS IpeCTaBUTEIS yCITyTrONONydaTeNst 0pOpMISIOTCS B COOTBETCTBHH € MPAXKIAHCKUM 3aK0-
HoJaTenbcTBOM Pecriy6nnku Kazaxcras.

Jiist mony4eHust roCyAapCTBEHHOM yCIyTrH uepe3 noprai Heooxoaumo Hamuyue DI

VYenyromnoydarens noxy4aeT HHGOPMALHUIO O HOPSIIKE U CTaTyce OKa3aHUs TOCYIapCTBCHHON yCIIyTH B
peKXHUMe YIAIEHHOTO JOCTYIIA IIOCPEACTBOM «JIHYHOTO KaOWHETa» HH(POPMALOHHOM CHCTEMBI YCIIyTo-
JIaTeIs, & TAK)Ke €JIMHOTO KOHTAKT-IIEHTPA I10 BOIIPOCAaM OKa3aHHUs TOCYIaPCTBEHHBIX YCIYT.

VYenyrogatens npu He0OXOAUMOCTH 3alPAIINBACT y YCIyTONONTydaTells Pa3bsICHEHUS I yTOUHCHUS
10 KOHKPETHBIM TI0JI0KEHHUSIM B IIPEIOCTABICHHBIX JOKYMEHTaX H MaTepHaIax PeruCTPalIOHHOIO 10~
cbe. [lepenncka ocymecTBisiercs myTeM (GopMUPOBAHUS HIEKTPOHHOTO JOKyMEHTa uepe3 HH(pOopMaLu-
OHHYIO CHCTEMY yCJIyrojaTelisi Wi Ha OymaxkHbIX HocuTensix uepes LIO3 ycmyronarens.

EnunbIil KOHTAKT-LEHTp 110 BOIIPOCAM OKa3aHHs rOCYAapCTBEHHBIX yciyr: 1414.

[Nopsimok oGxanmoBaHuUs
peweHuii, neficteuii (0e3-
JIEHCTBHSI) YCIyTOAaTeNs
10 BOIIPOCAM OKa3aHHs Io-
CyJIapCTBEHHOM yCIIyTH

JXanoba nomaercs B MUCBMEHHOI ()opMe Ha M1 pyKOBOJHTEIIS YCIYTOAATEIS H IIOITIEXKHT PacCMOTpe-
HUIO B TeUeHHE 5 (1ATh) pabouuX JHEH co JHS ee perucrpauni. MOTHBHPOBAHHBINH OTBET O pe3yJibTa-
TaxX PaCCMOTPEHUS JKaT00bI HAIIPABILIETCS 3asBUTEIO 10 NOYTE JTHOO0 BBIIACTCSA HAPOUHO B KAHIEISIPUH
yCIyrogaTes.

XKanoba, mocTynuBIIas B apec YIOJHOMOYEHHOIO OpraHa 110 OIIeHKEe U KOHTPOJIIO 33 KaUueCTBOM OKa3a-
HUSI TOCYIapPCTBEHHBIX YCIIYT, MOAJIEKUT PACCMOTPEHHUIO B TeueHue 15 (maTHaauaTi) pabouux aHe co
JIHS €€ PErUCTpaLMu.

B ciydasix HecornacHs ¢ pe3yJbTaTaMH OKa3aHHOH rOCYAapCTBEHHOM yCIIyTH, 3aBUTEIb 00paIaercs B
CYZ B yCTaHOBJICHHOM 3aKOHO/aTebcTBOM PecryOnuku Kasaxcran nopske.
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[Ipunoxenue 6
K [IpaBUJIaM IPOBEJICHUS SKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB

dopma

YBeaomienne 00 0Tka3e B mpueMe J0KyYMEHTOB

PykoBoactBysick mynkToMm 2 cratbu 19-1 3akona Pecriy6onuku Kazaxcran ot 15
ampens 2013 roga «O rocygapctBeHHbIX yenyrax», PI'TI Ha [IXB «Haunonanbnblit
LEHTP AKCIEPTU3bI JICKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX M3aenuin» Komurera
MEIUIMHCKOTO U (hapMaleBTUYECKOr0 KOHTPOJIE MUHHUCTEPCTBA 3/IpaBOOXPaHEHUS
PecnyOnnku Ka3axcran oTka3bIBaeT B pueMe JOKYMEHTOB HAa OKa3aHUE
rocyJapcTBeHHOM ycinyru «Briaya 3akiitoueHus o 06e301acHOCTH, KaueCcTBE U
3((PEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB, MEAULIMHCKUX U3/IETUIN» BBUIY:

1 ;

2) ;
3)

®.1.0 (npu Hanuuuu) (YIOJIHOMOYEHHOTO pabOTHHUKA YCIYTroAaTes Mo NpueMy
JIOKYMEHTOB) (TTOAMHUCH)

Ucnonnurens: ©.N.0O (npu Hanuuumn)

Tenedon

«_» 20 ron
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[Ipunoxenue 7
K [IpaBUJIaM IPOBEJICHUS SKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB

dopma

OT4eT HAYAJIBHOH IKCIIEPTU3BI JIEKAPCTBEHHOI0 CPEACTBA

1. HpOBCI[CHa HayaJibHasl SKCIIEPTHU3a JICKAPCTBEHHOT'O CPEACTBA

1) @®.1.0. (mpu HaNU4KK) FKCIIepTa

2) JlomKHOCTB 3KCIepTa

2. ndopmanus o 1eKapcTBEHHOM CPEACTBE

1) Howmep u nara 3asBku

2) ToproBoe HarMeHOBaHUE MpenapaTa

3) MexiyHapoIHOe HenmaTeHToBaHHOE Ha3BaHue (nanee — MHH)

4) JlexapctBennas popma

5) Jlo3upoBka

6) Konuenrparust

7) Crioco0 BBeICHUS

3. YmakoBka

Ne HauMeHOBaHHE yIIaKOBKH Bun O0B- Ko-
yna- eM Jye-
KOB- CTBO
KU enu-
(mep- HUI[
BHUY- B
Hasl, yna-
BTO- KOBKE
pud-
Has)

1)

2)

4. JlaHHbBIE O IPOU3BOAMTENE

Ne Tum opraan3anyy UM y4acTOK IIPOU3BOJCTBA Ha- Crpa- | FOpu-
nume- Ha de-
HOBa- CKHI
HUE azpec
opra-
HH3a-
U

1. [IpousBoauTens

2. V1akoBIIHK

2.1 | IepBuuynas

2.2 | Bropuunas

3. [IpousBoauTeNb, OCYIECTBISIONINNA KOHTPOJIb KAueCTBa

4. [IpousBoauTeNnb, OTBETCTBEHHBIN 3a BBIITYCK CEPHIA
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5. | JlepkaTenb perucTpaioHHOIO YJOCTOBEPEHHUS | |
5. Ilopsimok oTirycka
1) YcnoBus oTirycka:(He00X0MMOE OTMETHTB) 10 peLenTy

0e3 perenita

6. B PecniyOnuke Ka3axcran rmoj yka3aHHbIM TOPrOBbIM HAMMEHOBAHHEM PaHee 3aperiCcTPHPOBAH APYroi IeKapCTBEHHBIH Npenapar ¢ 1py-

THUM COCTaBOM aKTHBHBIX BCIUICCTB

D)

HET 1a

7. OI_IGHKa TIOJITHOTBI, KOMIUIEKTHOCTHU PEruCTpalfuOHHOTO JOCHE U IPAaBUIIBHOCTU O(i]OpM.IIeHI/ISI NPEACTAaBJICHHBIX TOKYMEHTOB

1) Jlocbe chopMHPOBAHO 110 pasjiesiaM, CTPaHUIbI MPOHYMEPOBaHbI, OIUCH JJOKYMEHTOB COCTABIICHA HET
a
2) KoMIIeKkT TOKyMEHTOB COOTBETCTBYET YTBEP)KACHHOMY MEPEUHIO HET
na
3) Hanuuune 1BeTHBIX MaKeTOB YIAKOBOK U (DaKT 3aBEPEHHUS UX MOJIUCHIO 3asSBUTENISI, COOTBETCTBUE YIIAKOBKH Jie- HET
KapcTBeHHOTO npemnapata [IpaBuiaM MapKHUPOBKH JICKAPCTBEHHBIX CPEACTB U MEUIIMHCKUX U3/ICNUH, yTBEpXKIae- 12
MBIM YIIOJIHOMOYCHHBIM OPTaHOM B COOTBETCTBHH C MyHKTOM 4 crathu 242 Konekca Pecniyonuku Kazaxcran ot 7
utoist 2020 rozpa «O 310poBbe HAPOAA U CUCTEME 3PAaBOOXPAHEHUS
4) TekCT MapKUPOBKH 00pa3iioB MaKETOB YIIAKOBKH, STUKETOK, CTUKEPOB COOTBETCTBYET [IpaBuiiaM MapKHPOBKH Jie- HET
KapCTBEHHBIX CPEACTB M MEAMIIMHCKUX M3/ICNUH, YTBEPKIaeMbIM yITOJTHOMOYCHHBIM OPI'aHOM B COOTBETCTBHH C na
myHKTOM 4 crateu 242 Konexca Pecry6nuku Kazaxcran ot 7 urons 2020 roga «O 310poBbe HapoJa U CUCTEME
3IPaBOOX PAHCHUS
8. Onenka cocraBa JIeKapcTBEHHOT'O IpenapaTa
1) Hanuuue B coctaBe JIeKapCTBEHHOTO MpernapaTa 3alpenieHHbIX KpacuTeNlei U IPyriuX BCIIOMOTaTelIbHBIX BELIECTB HET
na
2) Hanuuue B cocraBe JeKapCTBEHHOTO MpernapaTa BEeleCTB, MOTYUYEHHBIX U3 KPOBH, OPraHOB U TKaHEW YelloBeKa HET
JKUBOTHBIX 1a
3) Hanuume B cocTaBe HAPKOTHYECKHX CPEJCTB, ICHXOTPOITHBIX BEIIECTB M MPEKYPCOPOB (IIPU HAIWYMH yKa3aTh HET
Tabnuiy, nMo3uIH) 1a
9. OneHka Ha3BaHUs JIEKAPCTBEHHOTO MperapaTa Ha MpeIMET OTCYTCTBUS B HEM:
1) CXOJICTBO C paHee 3apernCTpUPOBAHHBIMHU JICKAPCTBEHHBIMH MPENapaTaMy U CJIOB ¢ HeOJIaro3ByYHbIMH BBIPOXKEHH- | HET
SAMH na
2) CHOCOOHOCTH BBECTH B 3a0JTy K/ICHHE OTHOCUTEIBHO HCTUHHOTO COCTaBa U JICHCTBYS Ipernapara HET
a
3) cxonctBa MHH u (i) cxoHbIe ¢ HHMU Ha3BaHHs YISl JICKAPCTBEHHOTO TIperapara Apyroro XMMu4eckoro cocTa- HET
Ba WK JIEHCTBUS 1a

10. Ouenka cBeieHHH 0 (hapMaKOJIOrHIeCKOM JeHCTBUH JIEKapCTBEHHOTO IperapaTa

D

COOTBETCTBUE CTPYKTYPBI ¥ O)OPMIICHUSI HHCTPYKIUH [0 MEIUIIMHCKOMY NPHMEHEHHUIO JIEKapCTBEHHOTO Mpera-
pata MopSIIKY COCTAaBICHHUS M OPOPMIICHHSI HHCTPYKIHH 10 MEAUIIMHCKOMY IPHMEHEHHIO JICKAPCTBEHHBIX
CPEICTB M MEIUIIMHCKHUX H3ICIHHI, OOIIEeH XapaKTepUCTHKE JIEKAPCTBEHHOTO CPEICTBA OMPEALIIIEMOro YIIOJIHOMO-
YEHHBIM OPraHOM B COOTBETCTBHH ¢ IMyHKTOM 4 ctathu 242 Kozaekca ot 7 uronst 2020 roaa «O 310poBbe Hapoa U
CHCTEME 3IPaBOOXPAHCHHUS».

11. Ouenka HOPMATUBHOI'O JOKYMEHTA I10 KOHTPOJIIO Ka4eCTBa U 0e30MacHOCTH JICKapCTBECHHOI'O Cpe€ACTBa

)]

CO00TBETCTBUE CTPYKTYPbl HOPMATUBHOTI'O JIOKyMEHTA 110 KauecTBY U 0€3011acCHOCTH TpeOOBaHUAM MOpPsIKa pa3pa-
00TKH, COTNIaCOBAHMs U SKCIIEPTH3bI HOPMATUBHOI'O JIOKYMEHTA 110 KaueCTBY JIEKAPCTBEHHBIX CPEACTB, ONpeesie-
MOTO YHOJTHOMOYEHHBIM OPIaHOM B COOTBETCTBHH C IMOJITYHKTOM 2) myHKTa 5 ctatey 231 Koaekca ot 7 nrons
2020 roma «O 310pOBbe HAPOJA H CUCTEME 3APABOOXPAHECHUS.

11. 3akmroueHus:
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1) 0TKa3aTh B JalbHeWNIeH skciepTuse (C 000CHOBaHHEM)

2) MIPOJIOJIKUT KCIIEPTH3Y

PyxoBoautens CTpyKTypHOTO MOpa3ieacHUs

noonuce  @.1.0 (npu nanuuuu)
Okcnept

noOnuUchL D.U1.0 (npu naruuuu)
Jlarta
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[Ipunoxenue 8

K [PaBUJIaM IIPOBEICHUS IKCIIEPTU3BI

JICKapCTBCHHBIX CPCJCTB

dopma

OT4eT HAYAJIBHOM IKCIIEPTU3bI U3MEHEHU I, BHOCUMBIX B PeriCTPAlMOHHOE 10Che

JJEKAPCTBECHHOI'O CPE/ICTBA

1. HpOBCIIBHa HaydaJibHasl SKCIIEpTU3a I/ISMCHCHHﬁ, BHOCHMBIX B PErUCTPAIUOHHOC NOCHE JICKAPCTBEHHOT'O CPEACTBA

D)

®.1.0. (mpu Hanu4nm) 3KcIepTa

2)

I[OJ'DKHOCTL JKCIICpTa

2. 3asIBJICHHBIC U3MEHEHUS SBJISTIOTCS:

tuna [: Tuna I A, Tuna I b

‘VKa3aTh BHOCUMbBIC U3MCHEHHS

Trma I1

‘VKa3aTh BHOCUMbBIC U3MCHCHHS

3. UadopManus o 1eKapCTBCHHOM CPEICTBE

1) Howmep u nara 3asBkn

2) ToproBoe HanMeHOBaHHE IpenapaTa

3) MesknyHapoIHOE HEMATCHTOBAHHOE Ha3BaHUE
4) JlekapcTBenHas gpopma

5) JloznpoBka

6) Konnenrparus

7) Crioco0 BBeIEHUS

8) OpraHu3anus-npou3BoIUTENb

9) Ne perucTpariMOHHOTO Y0CTOBEPEHHS

4. YakoBka

Ne HanmeHoBaHue ynakoBKU Bupn ynakoBku (nepBuuHasi, BTO- O6sem KonuuectBo equnuI B yna-
pHuuHas) KOBKE
1)
2)
5. JlaHHBIE O IPOU3BOIUTETIE
Ne Tun opranu3anuy WM y4acTOK MPOU3BOACTBA HanmenoBanue opranuzanuu Crpana IOpuanyeckwuii agpec
1. [IpousBoauTens
2. VakoBIIHK
2.1 | TepBuunas
2.2 | Bropuunas
3. [IponsBoauTENb, OCYIIECTRISIOMNN KOHTPOIb
KayecTBa
4. [IpousBoauTeNnb, OTBETCTBEHHBIN 32 BBIITYCK Ce-
puit
5. JleprkaTenb perucTpaioHHOIO YJOCTOBEPEHHUS

6. IlepeyeHb BHOCUMBIX H3MEHECHUIT

D

HaumenoBanue JAOKYMEHTa

Crapast penakuus
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e . AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
- ‘ a iy DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
JlaTa ckauMBaHHS

27.01.2021
04.02.2021
27.01.2021
04.02.2021

Hosas pe-
JAKIIHs

7. OLIeHKa TIOJIHOTBI, KOMIUVICKTHOCTU PEruCTpalifuOHHOTIO JO0CHE U IIPaBUJIBHOCTU O(bOpMJ'[eHI/Iﬂ NpEACTaBJICHHBIX JOKYMEHTOB

1) Jlocbe chopMHUPOBAHO 110 pa3JiesaM, CTPaHUIbI IPOHYMEPOBaHbI, ONUChH JJOKyMEHTOB HeT
COCTaBJICHa 1a
2) KoMIeKkT JOKyMEHTOB COOTBETCTBYET YTBEP)KACHHOMY IEPEUHIO HeT
na
8. 3akmoueHue:
1) 0TKa3aTh B JalbHeWNIe skcnepTuse (C 000CHOBaHHEM)
2) MIPOJIOJIKUTE KCIIEPTH3Y

PyKkoBOIMTENH CTPYKTYpPHOTO MOJIpa3/ICICHHS

Okcnept

Jlara

noonuce  @.H1.0 (npu nanuuuu)

noonuco @.U.0 (npu nanuuuu)
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[Ipunoxenue 9
K [IpaBUJIaM IPOBEJICHUS SKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB

IlepevyeHb HepaAIMOHAJIbHBIX KOMOMHALMH JIEKAPCTBEHHBIX CPE/ICTB

Ne Ha3BaHue nekapcTBEHHOTO CPENICTBA, NX KOMOMHAIINN

1. ®ukcupoBaHHbIE KOMOMHAIIMY BUTAMHHOB C TPAHKBHIIM3aTOpaMU

2. ®dukcupoBaHHbIE KOMOMHAIMY aTPONKHA (aTPOIMHONOAO00HBIX ) JIEKAPCTBEHHBIX BEIIECTB C aHAJIbICTUKAMH ¥ aHTUITHPETUKAMHU

3. ®dukcupoBaHHbIE KOMOMHAIIMN HOXUMOHMHA C TECTOCTEPOHOM M BUTAMUHAMU

4. ®dukcupoBaHHbIE KOMOMHAIMH JKelle3a ¢ HOXUMOMHOM

5. ®dukcupoBaHHbIE KOMOMHAIMY aHTUTHCTAMUHHBIX JIEKAPCTBEHHBIX CPEACTB C aHTHIMAPCHHBIMH JIEKAPCTBEHHBIMH CPEJICTBAMH

6. ®dukcrupoBaHHbIE KOMOMHAIMY TIEHUIWITHHOB C CYJIb(pOHaAMUIaMU

7. ®ukcrupoBaHHbIE KOMOMHAIIMY BUTAMUHOB C aHAJBIETUKAMH (32 UCKIIIOUYECHHEM IapareraMmosia ¢ BUTaMuHOM C, alleTHIICATHIIIIOBOH
KHCIOTHI ¢ BUTaMUHOM C)

8. ®duxcrupoBaHHbIE KOMOMHAIIMY XMHOJIOHOB C JIFOOBIMU JPYT'MIMH JIEKAPCTBEHHBIMHU CPEACTBaMH, 33 MCKIIIOUCHHUEM IIperaparoB Iy Ha-
PYXHOTO IIPUMEHEHUS

9. DuKcHpOoBaHHBIE KOMOWHAIIMN KOPTUKOCTEPOUJIOB C JIFOOBIMH IPYTHMH JICKAPCTBEHHBIMH CPEACTBAMH JUIS IPUEMa BHYTPb

10. | duxcupoBaHHbIC KOMOMHAINH XJIOPaM(pEHHUKOIIA C JTIOOBIMH APYTHMH JICKAPCTBEHHBIMH CPEICTBAMH IS IIPHEMa BHYTPb

11. | duxcupoBaHHbIe KOMOMHAIMHE BUTAMHHOB C IPOTHBOTYOSPKYIIE3HBIMH MpeTapaTaMu, 3a UCKIIOYSHHEM H30HHA3HUIa C TUPUIOKCHH
THAPOXJIOPHIOM (BUTaMHHOM B6)

12. | KomOuHammu cTepouIHbIX aHAOOIUKOB € IPYTHMHU JIEKAPCTBEHHBIMH CPEACTBAMH

13. | duxcupoBaHHbIC KOMOMHALMK CEAATUBHBIX (CHOTBOPHBIX) (AHKCHOIUTHYECKHX ) JIEKAPCTBEHHBIX CPEICTB C aHAIbIeTHKAMU-aHTHITH-
peTHKaMH (HECTEPOUIAHBIMU) IPOTHBOBOCIIAIUTEILHBIMY CPEICTBAMHU

14. | ®uxcupoBaHHbIE KOMOMHAIMK aHTarOHKUCTOB H2-rrcTaMHHOpEIEITOPOB (MHIMOMTOPOB) MIPOTOHHOMN ITOMITBI C aHTAL[aAMU

15. | PuxcupoBaHHbIe KOMOMHALMH, COAEPIKAIME OOJIee YeM OHO AaHTUTUCTAMUHHOE JIEKAPCTBEHHOE BEIIECTBO

16. | PuxcupoBaHHbIE KOMOMHALMK AHTUTEILMUHTHBIX JIEKAPCTBEHHBIX CPEJICTB CO CIAOUTEIbHBIMU

17. | PuxcupoBaHHbIE KOMOMHALMH JIEKAPCTB C OPOHXOPACIIUPSIOINM JASHCTBUEM C IIPOTHBOKALLIEBBIMH JICKAPCTBEHHBIMH CPEJICTBAMU
LEHTPAIBHOTO JICHCTBHA U (MIIM) aHTUTHCTAMUHHBIMU CPECTBAMH

18. | ®uxcupoBaHHBIC KOMOMHAIMH MYKOJIUTUKOB (OTXapKHBAIOLIMX) CPEJCTB C MPOTUBOKAIIIEBBIMH JIEKAPCTBEHHBIMHU CPEACTBAMU U
(M) aHTUTHCTAaMAHHBIMA CPEJICTBAMH

19. | ®uxcupoBaHHBIE KOMOMHAIMN CIA0UTEIBHBIX U (MIIH) CIIa3MOJIMTHYECKUX JIEKAPCTBEHHBIX CPEJCTB C (DEpPMEHTHBIMH IIperapaTaMu

20. | PuxcrupoBaHHBIC KOMOMHAIMH TIPOTHBOPBOTHBIX JIEKAPCTBEHHBIX CPEJCTB HHIMOUTOPOB JIOTTAMUHOBBIX PELETITOPOB C JIEKAPCTBEHHBI-
MH BELIECTBAMHU, UMEIOLIUMH CHCTEMHYIO a0COPOLIHIO

21. | dukcupoBaHHbIE KOMOMHAIIMHI NPOTHBOKAILICBBIX JEKAPCTBEHHBIX CPE/ICTB LICHTPAIBHOTO JCHCTBHS C aHTUTHCTAMUHHBIMH JIEKap-
CTBEHHBIMH CPEACTBAMH

22. | ®uxcupoBaHHbIE KOMOMHAIMH, COCPIKAIINE IEKTUH U (MJIN) KAOJHH C JTIFOOBIMH JIEKAPCTBEHHBIMH BEI[ECTBAMHU, KOTOPBIC BCACHIBAIOT-
Cs1 B CHCTEMHBIH KPOBOTOK M3 JKEJIYJOYHO-KUIIEYHOTO TPAKTa, 32 UCKIIOYeHHEM KOMOMHALMH NeKTHHA ¥ (MJIM) KAOJIMHA C JIEKApCTBEH-
HBIMH BEIIECTBaMH 0€3 CHCTEMHON abcopOunu

23. | ®uxcrupoBaHHBIE KOMOMHAIMN TIPOTHBOINAPEHHBIX JIGKAPCTBEHHBIX CPEJICTB C JIEKTPOIUTAMH

24 | duxcupoBaHHbIe KOMOMHALNK OKCH(eHOyTa30Ha WK GeHmIOyTa30Ha ¢ JII0OBIMH IPYTHUMH JIEKAPCTBAMU

25. | ®ukcupoBaHHBIE KOMOMHAIMH METaMH30J1a C JIIOOBIMHU JIPYTUMH JICKAPCTBEHHBIMU CPEIICTBAMHU

26. | ®ukcupoBaHHBIE KOMOMHAIIMY HECTEPOHMIHBIX IIPOTHBOBOCIIAIUTENBHBIX JICKAPCTBEHHBIX CPEACTB (IapaneraMmora) (MeTaMHu30Jia) ¢

anOHI/IHOHOI[OGHLIMI/I JICKapCTBEHHBIMU CPEACTBAMU (CHaSMOJ’II/ITI/IKaMI/I)

27.
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(DI/IKCI/IpOBaHHLIe KOM6I/IHaLII/II/I HECTEPOUAHBIX ITPOTUBOBOCIIAIIUTEIIBHBIX JICKAPCTBEHHBIX CPEACTB (napaueTaMona) (aHaHbFI/IHa) C
OIIMOJHBIMH aHAJIBI'CTUKAMH (OHI/IOIIHLIMI/I-HGOHI/IOIIHLIMI/I) aHaJIbI'CTUKaAMH

28. | ®uxcupoBaHHBIC KOMOMHAINH ABYX M 00Jice HECTEPOUIHBIX IPOTHBOBOCHAINTEIBHBIX JIEKAPCTBEHHBIX CPEJICTB

29. | ®uxcupoBaHHBIC KOMOMHAINHY TTapaneTamona ¢ 6apOuTypaTamu, TPaHKBIIIN3aTOPAaMH U JPYTHMH JICKAPCTBEHHBIMHU CPEJICTBAMH, WH-
JyKTOpaMH ()epMEHTOB LIMTOXPOMHOW CUCTEMBI IICUCHH.

30. | PuxcupoBaHHBIC KOMOMHAIMHK MapareTamona (Beiie 200 MunurpaMm B pa3oBoil 03€) ¢ HECTEPOUJHBIMU IPOTHBOBOCIIATUTEILHBIMU
JIEKapCTBEHHBIMU CPEACTBAaMH, 32 UCKIIIOUEHHEM JIEKapCTBEHHBIX MTPENapaToB KPaTKOBPEMEHHOTO IIPUMEHEHHS

31. | PuxcupoBaHHbIE KOMOMHALNH TIEHUIIMIIMHOB CO CTPENITOMUIIMHOM B NTAPEHTEPAJIbHBIX JIEKapCTBEHHBIX (hopMax

32. | duxcupoBaHHBIE KOMOMHALNH TTAHKPEATHHA MM MTAKPEAINIIa3bl, COACPIKAIIMX aMUIIa3y, IPOTeasy | JIUNasy, ¢ JF0OBIMU IPYTUMU
(hepmMeHTaMu, B TOM YHCIIE OBIYbEH XKEITUbI0, TEMULIEIUIIONO030MH

33. | ®uxcupoBaHHbIE KOMOMHAIMK HUTPO(YPAHTOWHA U TPUMETONPUMA

34. | duxcupoBaHHbIEe KOMOMHALUK 0ApOUTYPATOB € IPYTUMH JIEKAPCTBEHHBIMU CPEACTBAMH, 33 UCKIIIOUEHUEM PACTUTEIBLHOTO IIPOUCXO0XK-
JICHHS

35. | ®ukcupoBaHHBIE KOMOMHAIMH JIEKAPCTBEHHBIX CPEJCTB, YTHETAIOIIUX LIECHTPAJIbHYIO HEPBHYIO CUCTEMY CO CTHMYJISITOPAMU II€H-
TpaJIbHOW HEPBHOM CUCTEMBI

36. | ®uxcupoBaHHBIC KOMOMHAIMK 0APOUTYPATOB C THOCIUAMUHOM U (WJIM) THOCIHOM, O€JUTaOHHOW M IPYTMMH aTPOITMHOIIOA00HBIMH
JIEKapCTBEHHBIMHU CPEJICTBAMHU

37. | ®uxcupoBaHHbIE KOMOHHALUH OAPOUTYPATOB C IPrOTAMUHOM

38. | PuxcupoBaHHBIC KOMOMHAINY TAIONIEPUIOIIA C JIFOOBIMI AaHTHXOJIMHEPTUUECKUMH JICKAPCTBEHHBIMH CPEACTBAMHA

39. | ®uxcupoBaHHBIE KOMOMHALNH AaHTHOAKTEPUATIBHBIX M @HTUIPOTO30IHBIX JICKAPCTBEHHBIX CPEICTB, 32 HCKITIOYEHHEM IIPErnapaToB Ha-
PY’KHOTO IIPUMEHEHUsI, HE OKA3bIBAIOLIUX CHCTEMHOT'0 ACHCTBUS

40. | duxcupoBaHHbIE KOMOMHAIIWH JIOTIEpaMHIa TUAPOXIOpUIA ¢ (ypa30IUIOHOM

41. | duxcupoBaHHbIC KOMOMHAIINHK AaHTHOAKTEPHUAIIBHBIX JICKAPCTBEHHBIX CPEICTB U MPOOHOTHKOB, IPEOUOTHKOB

42. | dukcupoBaHHbIE KOMOWHAIIUY [IUIIPOTENTAANHA C TU3MHOM HJIH EITOHOM

43. | DukcupoBaHHBIE KOMOWHAIIUKM HECTEPOUIHBIX IPOTUBOBOCIAIUTENBHBIX CPEACTB (Mapareramona) (aueTHICATUIMIOBON KUCIOThI) i
anTauaoB (H2-610kaTopoB) (MHTrHOUTOPOB) MPOTOHHOM HOMITBI

44. | duxcupoBaHHbIE KOMOMHAIIMY TITIOKOKOPTUKOCTEPOUI0B, aHTUOAKTEPHAIBHBIX U aHTUIIPOTO30HHBIX JICKAPCTBEHHBIX CPEICTB 3a UC-
KIIIOYEHHEM JUI HapyXKHOTO PUMEHEHUS

45. | dukcupoBaHHbIe KOMOMHaLUK NapaneTamoda (Bbime 500 Mr B pa3oBO# [103€) B MHOTOKOMIIOHEHTHBIX Mpernaparax
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[Ipunoxenue 10
K [IpaBUJIaM IPOBEJICHUS SKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB

dopma

CBOAHBII 0TYET IKCMEPTOB MO OLIEHKE JIEKAPCTBEHHOT0 Mpenapara

1. HpOBezera OKCIICPTHU3a PCTUCTPATNOHHOI'O AOCHE JICKAPCTBCHHOI'O CPCACTBA

©.1.0. (1mpy HAIMYKK) U TOJDKHOCTb SKCIIEPTOB

2. VYueHas cTeneHb, 3BaHue

3. Ne 3asBKH

4. Jlara

5. ToproBoe HanMeHOBaHKE NpenapaTa

6. MeskyHapoIHOe HenaTeHTOBaHHOE Ha3BaHue (nasiee - MHH)

7. JlexapcTBeHHBI npenapaT ABIsAeTCA OpHruHabHbIH JIeKapCTBEHHBIHN Ipenapar
BocnpousBeieHHbII 1eKapcTBEHHBIH Ipenapat
I'nOpuaHblii 1eKkapcTBEHHBIH penapar
Buonorudeckuii 1ekapcTBEHHBIH penapar
MMMyHOOMONOrMYECKHHl JTIeKapCTBEHHBIH Tpe-
napar
Buonono6HsIii tekapcTBeHHbIH npenapat (buo-
CUMUJISP)
KomOun1poBaHHBIH 1ekapCTBEHHBIH IpenapaT
JlexapCTBEHHBIH penapaT ¢ XOpoIIO U3yUeH-
HBIM MEIWUIMHCKUM IIPUMEHECHHEM
PagunodapmarieBTHUECKHil IEKAPCTBEHHBIH Tpe-
napar Wi IIpeKypcop
T'omeomnaTnyueckuii JeKkapcTBEHHbIH Mpenapat
PactutenbHblil 1ekapcTBEHHBIN NpenapaT
OpdaHHbli TeKapCTBEHHBIH Npenapar
AxTuBHas (hapMaleBTHYCCKasl CyOCTaHIIU,
npou3BeJieHHas He B ycnoBusix GMP
JlekapcTBeHHBIN OANK-TIPOIYKT
Buonoruyeckuit 6ank-mpoaykT
JlekapcTBeHHOE IPUPOIHOE ChIphE (HE hapma-
KOIIeHHOE)
IpexBanudpuxanus BO3
Tpancdep

8. Jnist reHeprKa yKa3aTh Ha3BaHHE OPUIMHAIBHOIO JIEKApCTBEHHOTO IpernapaTa

9. JlekapcTBeHHas Gopma

10. | JozupoBka

11. | Konuenrpanus

12. | dapmakoTepaneBTHYeCKas rpymra




e.zdll

KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI
DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

27.01.2021
04.02.2021
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13. | Koa B COOTBETCTBHHU C aHATOMO-TEPAIIeBTHYECKO-XMMHUYECKOH Ki1accudukanuen
(manee - AHaTOMO-TepaneBTHYECKO- XUMHIECKas )

14. | ®opma otmycka o peuenty 0e3 peuenra

2. YnakoBka
Ne | HaumenoBanwue yma- Bup ynakoBku (mepBuvHasi, BTO- Pa3- 0O0b- | KonuuectBo enuHuIl B ymia- Kpatkoe onuca-

KOBKH puuHas) Mep eM KOBKE HHE

1.
2.

3. JanHbBIE O IPOU3BOAUTETIE
Ne Tum opraan3anyy WK y9acTOK IIPOU3BOJCTBA HawnmenoBanne opranusanuu Crpa- IOpunuecknit anpec

Ha

1. [IpousBoautens
2. V1akoBIIHK
2.1 | HepBuunas
2.2 | Bropuunas
3. [IpousBoauTeNb, OCYIECTBISIONINNA KOHTPOJIb KaueCcTBa
4. [IpousBoauTeNnb, OTBETCTBEHHBIN 3a BBIITYCK CEPHIA
5. JlepkaTenb perucTpaiOHHOTO YJOCTOBEPEHHUS

4. PCI‘I/ICTpaHI/IH B CTPAHC-IIPOU3BOAUTCIIC U APYI'UX CTpaHax
Ne Hassanue cTpansl Ne perucTpallioHHOTO yJOCTOBEPEHHS Jlara BblIaun Cpoxk geiictBus
1.
2.

5. B pe3ynbrare mpoBEeIEeHHOM SKCIIEPTU3bI YCTAHOBIICHO:

1) CocraB nekapCTBEHHOTO CPEJICTBA U 3aKJIIOUECHHUE O €r0 PAllMOHATBLHOCTH U

COBMCCTHUMOCTH UHI'PCANCHTOB (YKa?)aTB JICKAapCTBCHHBIC Cy6CTaHHI/II/I )51

BCIIOMOI'aTCJIbHBIC BCIICCTBA, BKIIIOYasA KOHCCPBAHTEI, COCTABHBIC BCIICCTBA 000JI0YKH

npenapaToB):
Ne | HaumenoBanue KonunuectBo Ha HopmaTHBHBIN TOKYMEHT [0 KOHTPOJIO Ka4eCcTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJCTB,
enuHuly ekap- | wim IocynapcTBennas dapmaxornes PecrryOnnku Kasaxcran, 3apyOexxHble apmakorne, npu-
CTBEHHOH (hop- 3HaHHbIE JIeHCTBYIOMUMH Ha TeppuTopun PecyOnuku Kazaxcran
MBI
1. | JlexapcTBeHHas
(b1e) cyOcTan-
st (u):
2. | Bcnomorarens-
HbIC BELIECTBA:
3. | Cocras o6osou-

KU TaOJeTKH
WK KOpITyca

KarCyJbl:
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2) [1ns 1eKapCTBEHHOI'O PACTUTENBHOTO ChIPhs
Ne | Boranmueckue naTuH- HopMaTHBHBIH JOKYMEHT 110 KOHTPOJIIO KauecTBa 1 O€30IaCHOCTH JIEKAPCTBEHHBIX Juxopac- Me-
CKHE Ha3BaHUS pacTe- cpencts, uiu ['ocynapcrBenHas dpapmakornest Pecniyonuku Kazaxcran u 3apyoex- Tyuiee CTO
HUM, BXOJIAILUX B CO- Hble (hapMaKoIeH, IPU3HAHHbIC ISHCTBYIOIMMY Ha TeppuTopuu Pecriyonuku Ka- WIIN KYJTb- po-
cTaB cOopa 3axcTaH THUBUpYeE- u3-
Moe pac-
Ta-
HUS
1.
2.
6. HpOHSBO}II/ITeHI/I AKTHUBHBIX CY6CT3HHHﬁ, BXOIAIINX B COCTAaB HeKapCTBCHHOFO
cpencTaa
Ne | HammeHoBaHME BemecTBa, BXOSIIETO B HawnmMeHnoBanne npou3BoAnuTENs HA Crpa- | Azxpec mpon3BOACTBEHHON ILTOMIAM-
COCTaB JIEKapPCTBEHHOT'O CPEACTBA PYCCKOM M aHTJIMMCKOM SI3BIKAX Ha* KU Ha PyCCKOM M aHTJIMIICKOM SI3bI-
Kax
1.
2.

7.B CJIydac HaJIN4YMA B COCTABC JICKAPCTBCHHOI'O CPCACTBA BCIICCTBA,

MOJITIEKAIIETO KOHTPOJIIO B COOTBETCTBHUM ¢ 3akoHOM Pecnybnuku Kazaxcran ot 10

uroiig 1998 rona «O HAPKOTUYECKUX CPEACTBAX, ICUXOTPOITHBIX BEUIECTBAX, UX

aHajorax M MpeKypcopax U Mepax MpoOTUBOJACUCTBUS UX HE3aKOHHOMY 000pOTY U

3J10y1'IOTpe6J'I€HI/II-O UMW),

D

3aKiII04eHHe O NPUHAUICKHOCTH K MOAKOHTPOJILHBIM BEIIECTBAM (Ha OCHOBAHUM M3YUCHUs MEXKyHapOIHOTO HEIaTEHTOBAHHOTO
HAMMEHOBAHUs, TOPrOBOTO Ha3BaHUs, XUMUUECKOTO Ha3BaHUs, CTPYKTYPHOI (POPMYJIbI O MPUHAIIEKHOCTH K OJKOHTPOIBHBIM Be-
mecTBaM ¢ ykazaHueM no3unun Tabmum Crucka, SBIISeTcs U BEIIECTBO CTEPEOU30MEepOM HapkoTHdeckux cpencts Tabmumer 11, B
TeX CIydasx, KOTJa CyIeCTBOBAHHE TAKUX H30MEPOB BO3MOXKHO B PaMKaX JaHHOTO KOHKPETHOT'O XUMHYECKOr0 0003HaueHHS (eCIn
TaKOBBIE OIPEENICHHO HE UCKIIIOUEHBI), COJIbIO BCEX HAPKOTHYECKUX CPECTB, nepeuncieHHbIX B Tabmune 11, Bkirouas conu n3ome-
POB, Kakx IPelyCMOTPEHO BBIIIE, BO BCEX CIIy4asiX, KOI/la CYIECTBOBAHNE TAKHX COJICH BO3ZMOXKHO;COJIBIO IICUXOTPOIHBIX BEIECTB
Tabmuupt 11 1 Tabauuest 111, koraa cymecTBoBaHUE TAKUX COJIEH BO3MOXKHO

2) | Hay4HO-O0OOCHOBAHHOE OIPEIECIICHHE CTEIICHY PYCKA 3JI0YIOTPEOICHHS: BRICOKUH PUCK 3JI0YHIOTPEOICHHs, HIIN PUCK 3II0YIIOTpeOIe-
HUSL OTCYTCTBYET, WU SIBJISICTCS HE3HAYUTEIbHBIM;OIIPE/ICNICHIE MAKCUMAILHO JIOIyCTHMOT'O COJICPIKaHHUsI HAPKOTHUECKUX
CPEJICTB, ICUXOTPOIHBIX BELIECTB U IPEKYyPCOPOB B JICKAPCTBEHHBIX CPEICTBAX;

3) | 3akmoueHneo BO3MOXKHOCTU WIIM HEBO3MOXKHOCTHU M3BJICUSHUS JIETKOJOCTYHBIM CIIOCOOOM MOAKOHTPOJIBHOTO BEIIECTBA B KOJIMYE-
CTBaX, JOCTATOYHBIX JUISl 3JI0YNOTPEOIeHHS

4) | 3axiaroyeHue B TOM, YTO B OTHOILIEHHUHM NpEHapaTa CHATHI HEKOTOPBIE MEPbI KOHTPOJIS

8. AHanu3 cBeJleHUi 0 MPOUCXOXKACHUH, peructpauuu B Pecyonrke Kazaxcran,

KauyeCTBE Y BBIBOJBI O BO3MOKHOCTH UCIIOJIb30BaHUS CyOCcTaHIIUU (TIPH OTCYTCTBUU
ceptuduxara GMP)

9. AHanu3 cBeIEHUI O KaYECTBE, KOJIMYECTBE C BBIBOAAMU O JIOIYCTUMOCTH

HCITIOJIB30BAHHA UCIIOJb3YCMbBIX BCIIOMOI'aTCIIbHBIX BCIICCTB
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10. 3aknrovyeHure o0 Nporu3BOACTBE (IPOU3BOACTBEHHAS (hOPMYJIa, ONMUCAHUE
TEXHOJIOTMH [TPOU3BOJICTBA, KOHTPOJIb B MPOIIECCE TPOU3BOJCTBA, BAIUAALIMS
IPOU3BOJICTBEHHBIX MPOLECCOB)

11. XapakTepucTuka roToBOTO MPOAYyKTa (COOTBETCTBUE MPECTABICHHBIX
napaMmeTpoB B cepTUdUKaTe KauecTBa Ha TOTOBYIO MPOAYKIIMIO WM B AaCOPTE
OpPraHU3aLNHA-TIPOU3BOJAUTEIIS ONIMCAHHBIM METOAMKAM KOHTPOJIA KA4ECTBA B
HOpPMaTUBHOW JJOKYMEHTAIM1, COOTBETCTBUE CEpUil IPECTaBICHHBIX 00pa31oB
CepusiM, YKa3aHHBIM B cepTU]UKaTE)

12. 3akmtoueHre 0 MApKUPOBKE U YIIAKOBKE Ha MPEAMET UX IOCTATOYHOCTH JIJIst
oOecrieueHus: COXpaHEHHUsI KaueCTBa JIEKAPCTBEHHOI'O CPEJICTBA BO BpEeMsl XpaHEHUS U
TPAHCIIOPTUPOBKHU, (HEOOXOIUMOCTb JIOMOTHUTEIBHBIX HAAMKUCEN ), HATMYKE
cneruuKauii Ha TEPBUYHYIO U BTOPUYHYIO YIIAKOBKY. [ HITHEHUYECKOe 3aKITI0UCHHE
Ha YMaKOBKY (JJI1 OT€YECTBEHHBIX MTPOU3BOIUTEIICH)

13. 3akmroueHne 0 HATMYNUK WA OTCYTCTBUH B HA3BAaHUU JIEKAPCTBEHHOIO
CpeacTBa:

1) rpadpugeckux CXOMICTB ¢ paHee 3apeTUCTPUPOBAHHBIMHU JIEKAPCTBEHHBIMU
npernapaTtaMy U CJIOB ¢ He0JIaro3ByYHbIMHU BBIPAXKEHUSIMU;

2) cnocOOHOCTH BBECTH B 3a0J1y’KIE€HHE OTHOCUTEIBHO HCTUHHOTO COCTaBa U
NEUCTBUS IIpenapara;

3) cxoactBa MHH u (vin) cxoaHble ¢ HUMU Ha3BaHUSI 1J1s1 JIEKAPCTBEHHOTO
CpeJICTBa APYTrOro XMMUYECKOTO COCTaBa UM JICHUCTBUSI.

14. Cnenudukanus roTOBOTO MPOIYKTa

15. 3axnrodyeHue o JaHHBIX XUMHYECKOMH, (hapMalieBTUUeCKOl U OMOIOTHYECKON
(MH BUTPO) SKBUBAJICHTHOCTH, MPEICTABICHHBIX (PUPMOI1 Ha JIEKAPCTBEHHOE CPEJICTBO




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 27.01.2021

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.02.2021

o ik G N [ 1Z))Talnogx—n,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 27.01.2021
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 04.02.2021

16. 3axnroueHne 0 CTaOMIBHOCTH JICKAPCTBEHHOTO CPEICTBA, 000CHOBAHHOCTH
3asBJICHHOT'O CpOKa XpaHCHUS

1'7. AHann3 ¥ OLlEHKA MPOEKTOB UHCTPYKLNH 10 MEIUIIMHCKOMY ITPUMEHEHUIO
JIEKAPCTBEHHOT'O CPEACTBA, MAKETOB YIIAKOBOK M ATUKETOK, IIPOBEPKA HA UIEHTUYHOCTD
yKa3aHUW YCJIOBUW XpaHEHUs U TPAHCIIOPTUPOBAHHUS, YKa3aHHBIX B IIPOEKTE
HOPMaTHUBHOTO JOKYMEHTA MO0 KOHTPOJIIO KaueCcTBa U 0€30MaCHOCTHU JIEKapCTBEHHOTO
CPEACTBA U BBIIIECYKAa3aHHBIX [IPOEKTaX

18. 3axmtoueHue 00 yCIoBUSX XpaHEHUSI U TPAHCTIOPTUPOBAHHUS JIEKAPCTBEHHOTO
CpeICTBa M HEOOXOIMMOCTh BBEICHHUS JOTIOJHUTENBHBIX TPEOOBAHUI C LIETIBIO
o0ecrnedeHnsl COXpaHEHUs KauecTBa JIEKAPCTBEHHOT'O CPE/ICTBA

19. Ananu3 HOPMAaTUBHOTO IOKYMEHTA IIPOU3BOAUTENS IO KOHTPOJIIO KAaYECTBA U
0€30MaCHOCTHU JIEKAPCTBEHHOT'O CPEJICTBA U METOJAMK KOHTPOJISI KaYeCTBA TOTOBOTO
IPOJYKTa

20. CpaBHeHHME ¢ aHAJOraMu, 3aperucTpupoBanHbiMu B Pecniybnuke Kazaxcran.
CpaBHuUTEIbHAS XapaKTEPUCTUKA OCHOBHBIX MTOKa3aTesIel KauecTBa

21. AHanu3 JOCTOBEPHOCTH KAYECTBEHHOTO M KOJMYECTBEHHOTO COCTaBa
AKTHUBHBIX U BCIIOMOTaTEJIbHBIX BEIIECTB, YKa3aHHBIX B HHCTPYKIIHNU 110 MEJUIIUHCKOMY
MPUMEHEHHIO, CPABHUBAS C 3a4BJICHHBIM COCTABOM B 3asIBJICHUU, AHAJTUTUYECKOM
HOPMAaTUBHOM JOKYMEHTE U MAKETE YIIaKOBKHU

22. Onenka papMakoJIOTHUIECKON COBMECTUMOCTH KOMIIOHEHTOB, B CITydac
perucTpaiuy BOCIPOU3BEEHHOIO JIEKAPCTBEHHOI'O CPEJICTBA MPOBECTH CPABHEHUE C
COCTABOM OPHUTHHAJILHOTO Tpernapara

23. * AHanu3 TOKyMEHTAIIU! 10 JOKJIUHUYECKUM HUCCASIOBAHUSIM: TOKCHYHOCTH
(octpas, xponnueckas, LD50, LD100), kaHIIepOreHHOCTH, SMOPHUOTOKCUIHOCTH,
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TEPATOT€HHOCTH, MyTar€HHOCTH, MECTHO-PA3IPAKAIOIIETO ACHUCTBUS, BIUSHUS Ha
UMMYHHYIO CUCTEMY, crienuduueckoit papmakorornueckon (OMOI0rnyeckon)
AKTUBHOCTH.

[Ipumeuanue: npu sKcepTU3e OMOCUMUIISIPOB YKa3aTh MpenapaT CpaBHEHUS,
UCIIOJIb30BAaHHBIN HA BCEX ATanax CPaBHUTEIBHBIX UCCIEA0BAHMM (OT
(apmarieBTHYECKON pa3pabOTKy 10 KIMHUYECKUX UCCIIEI0BAaHUM): Ha3BaHUE, aKTUBHOE
BEILIECTBO, IPOU3BONTEID, CTPAHA-TIPOU3BOAUTEND, CEPHS], CPOK TOJHOCTH

24. * AHanmu3 NOKyMEHTally KIMHUYECKUX UCCienoBaHni ((ha3bl KIMHUYECKUX
UCCIIENOBAHUM, TOCTMAPKETUHIOBBIE UCCIIE0OBAHUS, TPOTOKOJIBI U OTUETHI,
3aKJI0uYeHUs DTruueckoi komuccun). [Ipu 3ToM HEOOXO0IMMO yKa3aTh MECTO, JaTy,
CIIOHCOpA MPOBEAECHUS UCCIICIOBAHUS, LI€)b, JU3ANH, JUIUTEIBHOCTD UCCIIEIOBAHUS],
KOJIMYECTBO, TTOJI BO3PACT UCIBITYEMBIX, PEKUM JO3UPOBAHUA MpenapaTa, MOHUTOPUHT
NMOOOYHBIX JIEUCTBUI B MPOIIECCE MPOBEICHUS KIIMHUUECKUX UCCIEAOBaHUM,
COOTBETCTBHE OTUYETA MPOTOKOILY, 3aAKIIOUEHHE O COOTHOIIEHUH «I10JIb3a-PUCK».

[Ipumevanue: npu FKCIepTU3E OMOCUMUISIPOB yKa3aThIIpenapaT-cpaBHEHUS,
WCIIOJIb30BaHHBIN Ha BCEX ATANax CPaBHUTEIbHBIX UCCIEAOBAHUMN (OT
dapmareBTHYECKOM pa3pabOTKU JO KIMHUYECKUX UCCIIEI0BAHMI ): Ha3BaHUE, aKTUBHOE
BELIECTBO, MPOU3BOIUTEND, CTPAHA-TIPOU3BOIUTEND, CEPUSL, CPOK TOTHOCTH.

25. OueHka UCTOYHUKA MTPOUCXOXKIEHUS (KPOBb, OpraHbl U TKAHHU YEJIOBEKa U
KUBOTHBIX) U CIIeUU()UIECKON aKTUBHOCTH JIJIs1 HIMMYHOOHOJIOTUYECKUX MTPENapaToB

26. * Onenka 6e3onmacHOCTH U 3 (PEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA TIO
pe3ynbTaTam KJIMHUYECKUX MCCIIEIOBAHUN B OTHOUIEHUH 3asBJICHHBIX BO3PACTHBIX
rpyni 00JbHBIX, 000CHOBAaHHOCTH BBIOOPA MMOKA3aHUM K TPUMEHEHUIO,
IPOTUBOINOKA3aHUM, TPEIOCTEPEKEHUN TPU MPUMEHEHUH TTpenapaTta, npoduis
MMOOOYHEBIX TEUCTBUI

27. 3anoaHsAeTcs TOJIBKO MPH N0/1aYe Ha 3asBJIEHUS FOCYJapCTBEHHYIO
IIEPEPETUCTPALIMIO JIEKAPCTBEHHOI'O IIperapara
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Ornenka 6e30macHOCTH ¥ 3PHEKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA HA OCHOBE
JAHHBIX TIEPUOINYECKU OOHOBIISIEMBIX OTYETOB O 0€30MaCHOCTH - aHAIHU3 PO
0€30MacHOCTH, BHECEHUU HOBBIX MMOOOYHBIX ACHCTBUHN, MPOTUBOMIOKA3AHUA B KPATKYIO
XapaKTEepUCTUKY JIEKAPCTBEHHOTO Mpenapara U HHCTPYKUHUIO MO0 MEAUIIUHCKOMY
MPUMEHEHHIO WIIK OTKA3€ B MEPEPETUCTPALINY ITPENapaTa, N3MEHEHHUS B
PETHCTPAlIMOHHOM CTaTyce Ipernapara B Jpyrux cTpaHax, OOHOBIIEHHBIE TaHHBIE O
Mepax, MPUHATHIX PErYJIATOPHBIM OpPTraHOM WJIU TPOU3BOIUTENIEM 110 COOOpaKEHUSIM
0€30MacHOCTH, U3MEHEHHS B MH(GOPMAIINH 110 OE30IaCHOCTH Mpemnapara, 00beM
MIPOJIaK, KOJIMYECTBO MALMEHTOB, MOJIYYUBIINX MTPENapaT 3a OTYETHBIN NEPUOI,
M3YUYEHUE ONUCAHUS UHIUBHUIYAJbHBIX CIIy4aeB U MEPEUHs MOOOYHBIX JEHCTBUIN U
CBOJHBIX TaOIUI, MHANBUAYATBHBIX CITy4aeB MPOSIBICHUS TOOOUYHBIX ICHCTBHIMA
BBISIBJICHHBIX JIEPHKATEIIEM PETUCTPALIMOHHOTO YOCTOBEPEHUS, XapaAKTEP U KOJIUUYECTBO
CEPhE3HBIX MOOOYHBIX JACHCTBUHN U paHEe HE 3apEeTUCTPUPOBAHHBIX KoMImanue. OO0rmas
OlIeHKa 0€30MacHOCTH Ha OCHOBE JIaHHBIX NMEPUOANYECKH OOHOBIISIEMBIX OTYETOB O
0€30MaCHOCTH U 3aKJIF0YEHHE O COXPAHEHUU WM U3MEHEHUHU Ppoduiid 0€301acHOCTH,
BHECEHUU HOBBIX MOOOYHBIX JACHCTBUMN, TPOTUBOMOKA3AHUI B MHCTPYKIIUIO TI0
MEIUIIMHCKOMY MTPUMEHEHUIO WJIM OTKA3€ B MEPEPETUCTPALIMM TTPEMNapara.

[Ipumevanue: mpoBeaeHNE IKCIIEPTU3HI TPErapaToB-OMOCUMUIISIPOB B
COOTBETCTBHUH C TPEOOBAHUSIMU:

Ha sxcnepTusy npu rocy1apcTBEHHOM MepeperucTpauui OM0I0rHuecKoro
JIEKapCTBEHHOTO CPEJICTBA, B TOM UHciie OMocumMuisipa, nmpeaocrapisitorest Yacru I-111
[lepeuns, n3 Yactu V:

1) nepuouyeckr OOHOBIISIEMBI OTYET TIO 0€30MACHOCTH WJIU NEPUOANYECKUN
OTYET

2) pe3yJsibTaThl MOHUTOpUHTA [[naHa ynpaBieHus: puckaMyu 1 MUHUMU3ALUU
pUCKa, UIMMYHOT€HHOCTH, P IPUMEHEHUN OMOJIOTUYECKOT0 JIEKAPCTBEHHOTO
cpencTBa, B ToM uncie B Pecriybnuke KazaxcraH, moyy4eHHbIX B pe3yJibTaTe:

MOCTPETUCTPAIIMOHHBIX HAOIIOATEIBHBIX UCCIICIOBAHUN O€30MaCHOCTH U
3¢ ()EeKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA (METO/IOM aKTUBHOI'O MOHUTOPUHTA,
METOJIOM CJIy4ail KOHTPOJIb WJIM KOTOPTHBIX PETPOCIEKTUBHBIX U (UJIN)
MPOCHEKTUBHBIX UCCIIEIOBAHUI)
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aHajii3a PGFI/ICTpOB TIAlIUCHTOB, IOJIy4aroluX JICUCHUE OIIPEICIICHHBIM OHOJIOrMYECKHM
JICKapCTBEHHBIM CpeACTBaM

TIOCTMAapKETUHTOBBIX KIIMHUYECKUX I/ICCHGHOB&HI/Iﬁ

MPOBe/ICHUS 00YYaIOLIUX MEPOIPHUATHH 110 MOBBILICHHIO HHPOPMUPOBAHHOCTH Bpayeid,
(hapMareBTOB M MALMEHTOB C LEIbI0 CHIKCHUS PUCKOB, CBSI3aHHBIX C IPUMEHEHHUEM
OMOIIOrMYecKoro JIeKapcTBEHHOTo cpecTBa B Pecybunke Kaszaxcran.

28. Onenka 6e3omacHOCTH U 3G (PEKTUBHOCTH JICKAPCTBEHHOTO CPEICTBA C
YYETOM COOTHOILIECHUS «I0JIb3a-PUCK)» - MPOTUBOMOKA3aHUS, TPEYITPEKICHUS U
IPEAOCTEPEIKCHHS TIPU IPUMEHEHUH TMperapara. TpedyeTcs o0paTuth ocodoe
BHHMAaHUE Ha JIETCKUHN BO3pACT, OEPEMEHHBIX U KOPMSIIUX KEHIIUH, TTOXKWIONW BO3pPacT,
MMAI[MEHTOB C MOYEYHOM U II€YCHOYHOM HEJOCTATOYHOCTHIO

29. DkcnepTrU3a HUHCTPYKIUHU IO MEAUIIMHCKOMY MPUMEHEHHUIO TIPOBOJIUTCS B
CpPaBHEHMH C KPATKOM XapaKTePUCTUKOM JIEKapCTBEHHOTO Tipenaparta. Jlemaercs
3aKJIFOUEHHE O COOTBETCTBUU MJIM HECOOTBETCTBUU MOKa3aHUN K MPUMEHEHHUIO,
m0OOYHBIX IEUCTBUM, MPOTUBOMOKA3aHUM, OCOOBIX YKa3aHHM, TEKapCTBEHHBIX
B3aUMOJICHCTBUH, MEPETO3UPOBKHU, YKA3aHHBIX B UHCTPYKIIMH MO MEAUIIUHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOT'O CPEJICTBA, KPATKOM XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara

30. 3akIrO4ueHUE O HATMYNUH WA OTCYTCTBUH B HA3BAaHUU JIEKAPCTBEHHOIO
CpenCTBa:

1) rpaduueckux cXoJCTB ¢ paHee 3aperuCTPUPOBAHHBIMHU JIEKAPCTBEHHBIMHU NpEHapaTaMu
W CJIOB C HEOJIaro3ByYHBIMHU BBIPKCHUSIMH

2) CITIOCOOHOCTH BBECTH B 336Hy>KII€HI/IC OTHOCHUTEJIBHO UCTHHHOTO COCTaBa M JICHCTBUS Ipenapara

3) cxoactBa MHH u (vin) cxoaHbIe ¢ HUMU Ha3BaHUSI 1JIs1 JIEKAPCTBEHHOTO
CpeACTBa IPyroro
XUMHUYECKOTO COCTaBa WUJIU JEHCTBUS

31. Ouenka npaBWJIBHOCTH NPUCBOEHUA KOJIa AHATOMO-TEPAIEBTUYECKO-
xumuueckoit (nanee — ATX) kinaccudukauu, COOTBETCTBUS (hapMaKoTepaneBTUYECKOM
rpynmsl kony ATX knaccudukaimu, papMakoIoruueckoMy JAeHCTBUIO, TOKa3aHUSIM K
NpUMEHEHMIO. B cityyae HenpaBWIbHO 3asBiIeHHBIX ATX kona u
(apMakoTepaneBTUYECKOM rpymbl, TpeOyeTcs yKa3aTh PeKOMEHyeMbIe SKCIIEPTOM
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32. IIpoBepka aieKBATHOCTH 3asBJICHHBIX 103 U PEKUMA JO3UPOBAHMS COTIIACHO
(apMaKOKMHETHYECKUM MapaMeTpaM (Tiepro/ia MoJyBbIBEICHUS, CTETIEHU CBSI3bIBAHUS
¢ OeKaMM Mi1a3Mbl KPOBHU, BIUSHUE HA aKTUBHOCTD II€YEHOUHBIX (PEPMEHTOB, BpeMs
COXpaHEHHUs1 OaKTePUOCTATUYECKON (OaKTEpUILIMIHON) KOHIIEHTPALUU B CIIydae
aHTHOAKTEpHAIBHBIX MpernaparoB). Tpedyercst oOpaTuTh 0c000€ BHUMAHKE Ha 1035,
PEKOMEHIYEMBIE AETSIM, MOKUIBIM, OOJIbHBIM C HAPYIICHUSMU (YHKLIHUH [TOYEK U
NEYCHH

33. IIpoBepka COOTBETCTBHUSA 3asIBJICHHOIO CPOKA XPAHEHHMsI, YKa3aHHOTO B
3a5IBJICHNH, B KPATKOW XapaKTEPUCTHUKE JEKAPCTBEHHOTO IIperapaTa, MHCTPYKIHUH 110
MEIULIMHCKOMY IIPUMEHEHHIO, MAKETaX YIIAKOBKU CO CPOKOM XPaHEHHUsI, YKa3aHHBIM B
HOPMaTUBHOM JIOKYMEHTE

34. CoOTBETCTBUE MPEACTABICHHOW HHCTPYKIUU IO MEAULIMHCKOMY
IPUMEHEHUIO JEHCTBYIONEMY 3aKOHOAaTeNbCcTBY PecyOmmku KazaxcraH.

35. JleranbHOE onmMcaHne CUCTEMBI (hapMaKOHAA30pa U YIIPABJICHHS PUCKAMMU:
1) KpaTkas xapakTeprcTHKa CHCTeMBI (hapMaKoHa 30pa AepKaTellsi perucTPaiOHHOTO
YAOCTOBEPEHHUS BKIIIOUACTh CIICAYIOIINEC DJIEMCHTBI:

J0Ka3aTeJIbCTBO TOI'0, YTO ACPIKATCIIb PErUCTPALlMOHHOI'O YIOCTOBEPEHHA UMEET B CBOEM
PpacIiopsKEHUU OTBETCTBEHHOC JIMIO 3a rJ100aJIbHBIN Q)apMaKOHausop

KOHTAKTHbIE JaHHbIE OTBETCTBEHHOTO JIMIA 32 ITI00ANIBHBIN (hapMaKoHaa30p

JieKJIapanys, MoANUCaHHas Jep:KaTeleM PEruCTPalMOHHOTO YA0CTOBEPEHHS O TOM,
YTO OH UMEET cucTeMy (apMaKOHaA30pa JUlsl BBINOJIHEHUs 3a/1a4u U 00s13aHHOCTEH
I10 TIOCTPErUCTPALMOHHOMY KOHTPOJIIO 6€30M1aCHOCTH JIEKapCTBEHHBIX CPEJICTB

CCBUIKA Ha MECTO (aJipec), TAe XpaHUTCS MacTep-(aiii cucteMbl hapMakoHaa30pa

2) OTBeTCTBEHHOE JIUIIO 3a JIOKaJIbHBIH (hapmakoHaa3op B Pecniybnmke Kazaxcran:
JOKYMEHT, [TOJITBEPIKIAIONINI Ha3HAYCHHE OTBETCTBEHHOIO JIHIA 3a (hapMaKOHaI30p
B Pecrry6inke Kazaxcran

KOHTaKTHbIE JJaHHbIE OTBETCTBEHHOTO JHIA 32 (hapmakoHaa30p B PecnyOnuke Kasaxcran

3) IInan ynpaBiieHHs: pUCKaMH ITPU MEIMLIUHCKOM IPUMEHEHUH JIEKapCTBEHHOTO
CpEJICTBa, 3asBJICHHOI0 Ha PErHCTPALHIO (IIEPEepPEerucTpaluio) Uin BHECEHUE U3MEHEHU I
(U1 OpUTHHAJIBHBIX MPENapaToB, OHOCUMUIISPOB, BaKIMH, IIPEHapaToOB KPOBH,
TCHEPUYECKUM TIpernapaTaM TpeOyoHIero 0ocoboro KOHTPOJIs)

[Ipumeuanue: * oTMEUEHHbBIE PA3eIIbl 3aMOIHIIOTCS IPU HepeperucTpauuu

3aKIYEHUE:

MOJIOKUTETFHOE OTPULATETEHOES
(c obocHOBaHMEM)
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COBpPEMEHHBIM TPEOOBAHHSIM, YTO MOATBEPIKAAI0 THYHOM MOMUCHIO.

PyxoBoautens CTpyKTypHOTO NOpa3ieIeHUs

noonucw @.U1.0 (npu Haruuuu)
OkcrnepT

NnOONUCH D.N.0 (npu nanuuuu)
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[Tpunoxenue 11
K [PaBUJIaM IIPOBEICHUS IKCIIEPTU3BI
JIEKApCTBEHHBIX CPECTB

dopma

CBOIHBII 0TUYET IKCNEPTOB MO OLIEHKE JIEKAPCTBEHHOT0 NMpenapara npu
U3MEeHEHHUSIX, BHOCUMBIX B PErHCTPAIMOHHOE 0Che

1. ®.1.0. (mpu HAIMYUK) U JOIKHOCTD IKCIEpTa

VYuenas CTCIICHb, 3BaAHUC

Ne 3asiBKH

Jlata

TOpFOBOC HanMCHOBAHUC IIperapaTra

Me)KnyHapo;[Hoe HEIMMAaTCHTOBAHHOC HAa3BaHUC

N[ [H R D

JlexapcTBeHHBIH mpenapat OpurnHaIbHBIN JIEKapCTBEHHBIN Ipemapat
Bocnpon3seneHHbII TeKapCTBEHHBIN TpenapaT
T'ubpuaHBII TeKapCTBEHHBIN MpenapaT
Buonoruyeckuii 1ekapcTBEHHBIH Mpenapat

IMMyHOOMOIOrHYECKUiA JIEKapCTBEHHBII Ipe-
napar

buonono6Hblil 1ekapcTBEHHBIH Mpenapat
(brnocummtsip)

KombunrpoBaHHBIH JTeKapCTBEHHBIN Mpenapar

JlexapcTBeHHBIH Mpemapar ¢ XOpoIIo U3yUueH-
HBIM MEAUIMHCKUM IIPUMEHEHUEM

PannodapmaneBTryeckuii JekapCcTBEHHBIN
npenapar WM IpeKypcop

T'omeonaTnyecknii 1EKapCTBEHHBIN Npenapar
PacTuTenbHbIH TeKapCTBEHHBIH penapar
OphaHHBII IeKapCTBEHHBIH TpenapaT

AxkTuBHas GpapMarieBTHUECKast CyOCTaHIHs,
npou3Be/icHHas He B ycioBusix GMP

JlekapCTBEHHBIH OANK-TTPOLYKT
Bbuonornueckuit 6ank-nposykT

JlexapcTBeHHOE IPHPOIHOE CHIphE (HE hapma-
KOTEHHOE)

8. J171st BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO MPETapaT Wild OHOCUMUIISIPa yKa3aTh
Ha3BaHME OPUTHHAIBFHOTO JIEKAPCTBEHHOTO TIperapara

9. JlekapctBennas popma

10. | Hdo3upoBka

11. | Konnenrpauus

12. | dapmakoTtepamneBTHUECKas IpyIna

13. | Koa B cOOTBETCTBHH C aHATOMO-TEPANIEBTHYECKO-XMMHUYECKOHN KilacCU(pHUKAIHeH
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| 14. | ®dopma oTITycKa

o peuenty 6e3 perenrta

2. YmakoBka

Ne | HammenoBaHme ymakoBKA Bun ynakoBku (miepBUYHAasI, BTOPUYHAS) Pasmep | O6wvem | KommdecTBo equHUII B yITAKOBKE
1.

3. JlaHHBIE O TPOU3BOAUTENE
Ne Twur opraHn3ayy WM y4acTOK IPOU3BOJICTBA HanMeHoBaHME opraHu3aIiu Crpa- HOpunuyeckuii anpec

Ha
1. IIponssoaurens
2. YnakoBIuk
2.1 | IlepBuunas
2.2 | Bropuunas
3. [IpousBoanTEH, OCYIIECTBISIONINNA KOHTPOJIb Ka4eCTBa
4. [IpousBoanTEH, OTBETCTBEHHBIIH 32 BBILYCK CEpUil
5. Jlep>kaTenp perucTpanoHHOTO Y0CTOBEPEHHS
4. PGFHCTpaHI/IH B CTPAHC-TIPOMU3BOJAUTCIIC U JPYIUX CTpaHax

Ne Ha3Banue ctpanbl Ne perucTpalluOHHOTO yIOCTOBEPEHHS JlaTa BbIIau" Cpoxk nieficTBUs
1.
2.

5. 1) CocTaB nekapCTBEHHOIO Cpe/IcTBa (yKa3aTh JIGKAPCTBEHHbIE CYOCTAHIIUU U

BCIIOMOI'aTCJIbHBIC BCIICCTBA, BKIIIOYAsA KOHCCPBAHTEI, COCTABHBIC BCIICCTBA 000JIOUKH

npenapaToB):
Ne | HaumenoBaHue KosnuectBo Ha HopMaTtHBHBII JOKYMEHT 110 KOHTPOIIIO KauecTBa 1 0€30MaCHOCTH JISKAPCTBEHHBIX CPEJICTB,
enunuiy jekap- | wiu locynapcTBennas papmaxomnes Pecriyonnku Kasaxcran, 3apyOexHblie papMakoreH, npu-
CTBEHHOH (op- 3HAHHBIC JICHCTBYOUIMME Ha Tepputopuu Pecybnuku Kasaxcran
MBI
1. JlexapcTBeHHas
(v1e) cyOcTan-
s (M):
2. Bcnomorarens-
HBIC BEIECTBA!
3. | CocraB 060m04-
KH TaOJIeTKH
WM KopITyca
KarcyJibl:
2) [1ns 1eKapCTBEHHOI'O PACTUTENBHOTO ChIPhs
Ne | Boranudeckue JaTHH- HopMmaTrHuBHBIH JOKYMEHT 110 KOHTPOJIIO KauecTBa 1 0€30IaCHOCTH JIEKAPCTBEHHBIX Jlukopac- Me-
CKHE Ha3BaHHs pacTe- cpencts, uinu ['ocynapcrBennas papmakornest PecniyOnuku Kazaxcran u 3apyoex- Tyliee CTO
HUMH, BXOJSIIMX B CO- Hble (hapMaKoIeH, IPU3HAHHbIC ISHCTBYIOIMMY Ha TeppuTopuu Pecriyonuku Ka- W KyJIb- mpo-
craB cOopa 3aXCTaH TUBHpYE- us-
Moe pac-
Ta-
HUS
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2.
6. [Ipon3BOANTENIN AKTUBHBIX CyOCTAaHIIMM, BXOJSIINX B COCTAB JIEKAPCTBEHHOTO
CpCaCTBa
Ne | HammeHoBaHHE BEIISCTBA, BXO/AIIETO B HaumenoBanue npou3BoauTeNs Ha Crpa- | Azapec npou3BOJCTBEHHOM IUIOLIA-
COCTaB JICKAPCTBEHHOI'O CPEACTBA PYCCKOM U AHTJIMHACKOM SI3BIKaX Ha* KW Ha pyCCKOM U AQHTJIMHACKOM SI3BI-
Kax
1.
2.

7. 1) CoctaB eKapCTBEHHOTO CpeICTBA (YKa3aTh JEKapCTBEHHbIE CyOCTaHIIUU U

BCIIOMOTI'aTCJIbHBIC BCIICCTBA, BKIIIOYasd KOHCCPBAHTLI, COCTABHLIC BCIICCTBA 000JI0YKH

penapaToB):
Ne | HammenoBanme KonmuectBo Ha HopmaTtiBHBIN TOKYMEHT [0 KOHTPOJIIO Ka4ecTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPE/CTB,
eauHuiy ekap- | win [ocynapcrBenHas dapmakornes Pecyonuku Kasaxcran, 3apy6exHsie papmakorneu, npu-
CTBEHHOH op- 3HaHHBIE JICHCTBYIOIIMMH Ha Tepputopuu Pecyonuku Kazaxcran
MBI
1. | JlexapcrBenHas
(b1e) cyOcTaH-
ust (1):
2. Bcmomorarens-
HBIE BEIECTBA!
3. CocraB 0005104~
KU TabNeTKu
WM KOpITyca
KarcyJbl:
2) J1ns nekapCTBEHHOTO PACTUTEIBHOTO ChIPhS
Ne | Boranuueckue gaTuH- HopMaTHBHBIN TOKYMEHT MO KOHTPOJIIO Ka4eCTBa ¥ OE30MaCHOCTH JIEKApPCTBEHHBIX Jukopac- Me-
CKHE Ha3BaHUs pacTe- cpexnct, i ['ocynapcrBenHas ¢apmaxones Pecriyonuku Kazaxcran u 3apy0esx- Tymiee CTO
HU, BXOISIIHX B CO- HbIe (hapMaKoIeH, PU3HAHHbIC ISUCTBYIOIINMH Ha TeppuToprn Pecriyonmku Ka- WA KyJIb- mpo-
craB cOopa 3aXCTaH TUBHpYE- u3-
Moe pac-
Ta-
HUS
1.
2.
8. HpOI/ISBOI[I/ITCJ'II/I AKTUBHBIX CY6CT3HHI/II/I, BXOJAIIUX B COCTAB JICKAPCTBCHHOT'O
CpecaCTBa
Ne | HammeHoBaHHE BEIISCTBA, BXO/AIIETO B HaumenoBanue npou3BoauTeNs Ha Crpa- | Azapec npou3BOJCTBEHHOM IUIOLIA-
COCTaB JICKAPCTBEHHOT'O CPEACTBA PYCCKOM M aHTJIMHCKOM SI3BIKaX Ha* KH Ha PyCCKOM U aHTJTHHCKOM SI3bI-

Kax
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9. Tun usmenenuit
‘ 1) TMII I3MEHEHUH B COOTBETCTBHU C IPIIIOKEHUEM 17 BHOCHMBIE U3MCHCHUS Crapast pegakmus | Hosas penakmms

10. OHGHK& PETUCTPALIUOHHOTI'O JOCHE 11O ACIICKTAM Ka4CCTBaA, 0C30IaCHOCTH U

3 PpeKTUBHOCTH
Pexomennanmn:
1) 3asBIIEHHBIE U3MEHEHUS THIIA (yKaBaTL TI/IH) HC OKa3bIBAIOT BJIMAHHUA HAa Ka4C€CTBO, 0€30I1acHOCTh U 3(1)(1)€KTI/IBHOCTL JICKap-

CTBEHHBIX CPEJCTB. 3asBICHHOE U3MEHEHUE PeKOMEHIyeTCst K peructpaiuu. CoOIr0JeHb! yCIoBUS /ISl BHECCHHS H3MEHEHUIl 1o 3a-
SBJICHHOMY TUITYy U3MEHEHUIA.

2) | 3asBieHHbIC U3MEHEHHUS THUIIA (yxa3aTb THIT) OKa3bIBaIOT BIMSHUE HA KAYECTBO, 0€30IaCHOCTD M 3 (PEKTUBHOCTS Jie-
KapCTBEHHBIX CPECTB. 3asBICHHOE H3MEHEHHE HE PEKOMEH/IYETCS K PErHCTPalliy.

3) B cooTBeTcTBUY C 3asBJICHHBIMA U3MEHEHUSIMH HE MpeAoCTaBICHbI JOKYMEHTBI PETUCTPALITUOHHOI'O TOCHE B IIOJTHOM o0Beme co-
TJIACHO ITPHUJIOKEHUIO 17 nnu He CO6JIIOZ[CHLI ycJioBuUs AJisi BHECCHUS W3MEHEHUH 110 3asBJICHHOMY THUITY U3MCHECHUH. H€06XOIIHMO

PacCMOTPETh JOKYMEHTHI ITIOBTOPHO IIOCJIC IPEAOCTABICHUS JOIIOJTHUTCIIbHBIX MaTECPHUAJIOB I10 3aIlIpOCYy SKCIIEpTa:

)laTa TIOCTYIJICHUS JOKYMEHTOB 3KCIIEPTY

I[aTa 3aBCPUICHUS SKCIICPTU3bI JOKYMCHTOB

Bce nannble, mprBeieHHBIE B SKCIEPTHOM 3aKJIIOYEHHH, JOCTOBEPHBI 1
COOTBETCTBYIOT COBPEMEHHBIM TPEOOBAHUAM, YTO MOATBEPKIAI0 TMIHON
HOJMHUCHIO.

PykoBoaUTENb CTPYKTYPHOTO MOpa3IeIeHHs
noonucy  @.H1.0 (npu nanuyuu)

OkcnepT

noonucy @.U1.0 (npu naruuuu)
Jlarta
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AKTLIepAiH STATOHIbI OaKblIay OaHKI
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Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Penaknusinay kyHi 27.01.2021
Cakray KyHi 04.02.2021
Jlara penakuuu 27.01.2021
JlaTa ckauMBaHHS 04.02.2021

[Ipunoxenue 12

K ITpaBHJIaM IIPOBCACHHUSA SKCIICPTU3bI

MuHucTepCcTBO 3apaBooxpanenus PeciyOnuku Kazaxcran

JICKapCTBCHHBIX CPCJCTB

dopma

HaumenoBanue FOCyI[apCTBeHHOfI 3KCHCpTHOﬁ OpraHusalyu

ATTecTaT akKpeIUTalllK UCIBITaTeNIbHOM Tabopatopuu (Ne, cpok JeicTBIs)

Anpec, TeneoH SKCIEPTHOW OpraHu3anuy (UCIBITaTeNbHON 1TabopaTopun)

IIporokon ucnsrranuii Ne oT « » roza
Crpannna (KommgectBo muctoB )

3asiBuTenbh (HAMMEHOBAHHE, a/Ipec):

HaumenoBanue npogykuuu:

Bun ucrniptanmii:

OcHoOBaHUE:

®upma U3roToBUTENH (IPOU3BOAMUTENS), CTPaHA:

Cepust, mapTusi: JlaTa mpou3BoaCcTBa: CpOK roiHOCTH:

JlaTa Havana v 1aTa OKOHYaHUS UCTIBITAHUM:

KonnuectBo 06pa3ios:

O003Ha4eHIEe HOPMATHBHOTO JOKYMEHTA 110 Ka4eCTBY Ha IPOIYKIHIO:

O06o3HaueHne HOPMAaTUBHOI'O TOKYMCHTA I10 Ka4€CTBY Ha METO/bL HCIIBITAaHUI:

PesynbTaTs! ncnbITaHMHA

HaunmeHoBaHue mokasa- Tpe6OBaHI/I$I HOPMAaTUBHOI'O TOKYyMCHTa I10

TeJen KauecTBY

DaKTHYECKH MOTy4YEHHBIE pe- Temmepatypa OCu

3yJIBTAThI BIaxxHOCTH (%)

1 2

3 4

3axntouyenue: [IpencraBnennbie 00pa3ibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)

Tp€6OBaHI/IHM HOPMATHUBHBIX JOKYMCHTOB M MCTOAUKH BOCIIPOU3BOJATCS (HC

BOCIIPOM3BOAATCS) (YKa3bIBaTh MPU HEOOXOIUMOCTH). (HY>KHOE TTOTYEPKHYTh)

Meroauku He BOCIIPOU3BOJATCS 110 CICAYIOIIUM ITOKa3aTeIIsIM

Toonucu ynoanomouennvix auy

(OomdicHocmy) (noonucs) @.U.0 (npu Haruuuu)
(OoadxcHocmy) (noonucw) D.U1.0 (npu naruuuu)
(OomdxicHocms) (noonucs) @.1.0 (npu nanuuuu)
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Cakray KyHi
Jlara penakuuu
JlaTa ckauMBaHHS
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04.02.2021
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[Ipunoxenue 13

K ITpaBHJIaM IIPOBCACHHUSA SKCIICPTU3bI

JICKapCTBCHHBIX CPCJCTB

dopma

OT4ert 0 pe3yabTaTax NpoBeeHUs JA00PATOPHOI0 HCNILITAHUSA B J1a00paTOPUN

KOHTPOJISl Ka4eCTBA NIPOM3BOAMUTEJIS WIHM B KOHTPAKTHOM JladopaTopuu,

HCHOJIBSyeMOﬁ NMPOU3BOAUTECIEM

1. Pe3rome

HaunMeHOoBaHHE TeKapCTBEHHOTO CPEACTBA

HaumenoBanue, angpec peKBU3UTHI IPOU3BOJACTBEHHON TUIOIAAKI

HaumenoBanue, ampec, peKBU3UTHI Ja00PaTOPUU KOHTPOJIS KauecTBa U (MJIM) KOHTPAKTHOM
71ab0paTOPUH KOHTPOJIS Ka4ecTBa

OcHoBaHHUE NPOBECHUS JIJAOOPATOPHOTO UCTIBITAHUS

Howmepa nuiensuu (py HaIM4uK), cepTH(UKATOB, 3asBOK Ha DKCIEPTU3Y IIPU rocyap-
CTBEHHOH perucrpaunuu

Pestome nesitenbHOCTH na60paT0pHH KOHTPOJISI KayeCTBa

[IpoBenenne 1a00pPaTOPHBIX UCTIBITAHUN

BLIHyCK B peajiu3alrio CEpuu JIieKap-

CTBCHHOI'O CpE€ACTBa

WHoe (HeoOxoanMo yKka3aTb)

Jlara(bl) IpoBeaeHHs TaO0PaTOPHOTO UCTIBITAHUS

@®.1.0. (pn HaIU4NH) 3KCIEPTOB (WICHOB KOMUCCHH), TOJDKHOCTD

2. BBognas uadopmarus

Kpatkoe onncanune 1abopaTopri KOHTPOIIS KauyecTBa

Hannune 1oKkyMeHTHPOBaHHBIX NMPOLEAYP MPOBEACHHUS UCTIBITAHUI

BeinosnHenue TpeOoBaHUi JOKYMEHTUPOBAHHBIX MPOLEAYP NPOBEACHUS UCTIBITAHUI

Llenb npoBeneHus 1a60PaTOPHOTO UCTIBITAHUS

OOBEKThI HCIIBITAHHS

ITepconan nabopaTopun KOHTPOJIS Ka4ecTBa, YIaCTBYIOLIMII B IPOBEACHNH J1aO0PATOPHOTO HCTIBITAHHUS

JIOKYMEHTBI, T0JaHHbIe OpPraHU3alHeii-IIPOM3BOUTENIEM U (WITH) JTabopaTopuel KOHTPOJIsS KauyecTBa JI0 MpoBeAeHHUs (hapMarieBTHYECKOMH

HMHCIICKIUH

3. HaGnronenus u pe3ynbTaThl MPOBEACHUS JTa00OPATOPHOTO MCTIHITAHUS

Cchllka Ha HOPMATHBHBIN JOKYMEHT

Howmep cepun, nata mpon3BOACTBA

[Toxkaza- TpeboBaHust HOPMATHBHOTO JTOKY- daxTHuecKue pe3yib- Temmeparypa Ocu
Telb MEHTa TaThl BJIQ)KHOCTh

CTBYET)

CooTBeTcTBYeT(HE COOTBET-

4. ITpunoxeHus
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| I[OKyMeHTBI (HepBH‘IHLIe JAaHHBIC, IIPOTOKOJIbI HCHBITaHHﬁ) n 06pa3ur,1, 0T06paHHLIe B XOA€ IPOBEACHUSA na60paTopHoro HCIIBbITAHUA | |

5. PexoMeHIamu 1 3aKJII0UEHUS

PexoMmennamun

3aKIoYeHue

[Ipumeuanue: * K otyety o pe3yapTaTax npoBeAeHUs J1a00paTOPHOTO
UCTIBITAHMS HEOOXO0IUMO MPUIIOKUTH KOMHIO cepTu(rkaTa aHanm3a 1 (MII1) MPOTOKOJIA
UCHIBITAHUM HA MPOAYKIIMIO JJA0OPATOPUHN KOHTPOJISI KAYECTBA IPOU3BOAUTENS UITH
KOHTPAKTHOM JIabopaTopuu, UCTIOIL3yeMOU mpou3BouTeaeM. Bee npuioxeHus K
OTYETY SBJISIIOTCSI HEOTHEMIIEMOU €T0 YacThIO.

PyKOBOI[I/ITeJ'IL KOMHUCCHHU:

(noonucs) @.U.0 (npu nanuyuu), d0aHCHOCHb

YJICHBI KOMHACCHH:

(noonucs) @.U1.0 (npu Hanuuuu), 00AHCHOCHb

(noonucy) D.U1.0 (npu nanuuuu), 00aH#CHOCHb

« » 20 T.
CornacoBaHo:

(noonucs) @.U1.0 (npu Hanuuuu), 00IHCHOCHb
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[Ipunoxenue 14
K IIPaBWJIAM IIPOBEACHUSA IKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB

3akiroueHue 0 6e30aCHOCTH, KayecTBe M 3PPEKTUBHOCTH JIEKAPCTBEHHOI0
CpPeACTBA, 3asiBJICHHOI'0 HA IKCIEPTU3Y B LeJX FOCYyIapCTBEHHON perncTpanmu,
nepeperucrpanuu B Pecnnyoimke Kaszaxcran

1. Pecny0nrkaHCcKoe rocyAapCTBEHHOE MPENNPUITHE Ha TPAaBE XO3sIIICTBEHHOT O
BeneHus «HanmoHanbHbIN EHTP SKCIEPTU3BI IEKAPCTBEHHBIX CPEACTB, MEIULIMHCKUX
uznienuiny Komurera MemuinHCKoOro U (papMaieBTHIeCKOro KOHTPOJIsi MUHHCTEpCTBA
3npaBooxpaHeHus Pecryonuku Kazaxcran cooOmiaer pe3yiabTaThl SKCIIEPTU3bI Ha
0€30MacHOCTh, KaueCTBO U 3PPEKTUBHOCTD JIEKAPCTBEHHOI'O CPEACTBA JJIs LEe
rocyJapCTBEHHOM perucTpaiuu, nepepeructpamnuu B Pecnyonuke Kazaxcran:

Howmep u narta 3asBku

ToproBoe HaMEHOBaHHE JIEKAPCTBEHHOTO CPeCTBA (C YKa3aHHEM JICKapCTBEHHO (OPMBI, TO3HPOBKHU, KOHIICHTPALHU U 00beMa 3aroI-
HEHWUsI, KOJIMYECTBA JI03 B YIIAKOBKE - JUIsl JICKAPCTBEHHOT'O Mperapara)

OpraHmaum{-npomBo;{m‘enL, CTpaHa-IIpoONU3BOAUTECIIb

3aK/I04eHne Ha4albHOH SKCIePTH3bI (TOI0KUTEIBHOE WK OTPULIATENILHOE)

3aKIroueHe CHCHHaJ’IHSHpOBaHHOﬁ OKCIIEPTU3BL (HOJ’[O)KI/ITCJ'[BHOQ i OTpI/IL[aTeJ'[BHOC)

3aKII0YeHHE UCTIBITATEIBHOMN na60paTopI/m: nara u Ne IIPOTOKOJIA, (HOJ'IO)KI/ITCJ'IBHOC Wi OTpI/ILIaTeJ'ILHOG)

2. 3aknroueHue (MoN0KUTENbHOE): MaTtepualibl U JOKYMEHTHI PETUCTPALIMOHHOTO
JI0ChE Ha JIEKAPCTBEHHOE CPEJICTBO, MPEIOCTaBICHHBIE /ISl TOCYIAPCTBEHHOM
peructpanuu, nepepeructpamnuu B Pecnyonuke KazaxcraH, COOTBETCTBYIOT
YCTaHOBIJICHHBIM TPeOOBaHUAM, O€30MACHOCTH, KA4eCTBO U A((PEKTUBHOCTH
JIEKApPCTBEHHOTO CPEJICTBA MOTBEPIKAEHBI COOTBETCTBYIOIUMHI MaTepuaIaMu U
IPOBEICHHBIMU UCTIHITAHHUSIMHU.

JlexapcTBEHHOE CPEICTBO (TOPrOBOE HAMMEHOBAHUE JIEKAPCTBEHHOI'O CPEJICTBA C
yKa3aHUeM JIEKapCTBEHHOM (POPMBI, TO3UPOBKHU, KOHIIEHTPAIIMU U 00beMa 3aIrl0IHEHHUS,
KOJIMYECTBA JI03 B YIIAKOBKE) 3aperucTpupyercs (nmepeperucrpupyercs) B PecyOnuke
Kazaxcran cpokom Ha JeT Uin 0EeCCPOUHO.

3akmroueHue (oTpularenbHoe): Marepuaibl U JOKYMEHThI pETUCTPALIMOHHOTO
JI0ChE Ha JIEKAPCTBEHHOE CPEJICTBO, IIPEIOCTaBICHHBIE /ISl TOCY1apPCTBEHHOMN
peructpanuu, nepepeructpanuu B Pecniyonmke Kazaxcran, He COOTBETCTBYIOT
YCTaHOBJICHHBIM TpeOOBaHUAM, 0€30MACHOCTh, KAa4eCTBO U 3((PEKTUBHOCTH
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Pecry6inkn KasaxcTan B 9J€KTPOHHOM BHIE b

JlaTa ckauMBaHHS 04.02.2021

JICKAPCTBCHHOI'O CpCACTBA HC ITOATBECPIKACHBI COOTBETCTBYIOIIIUMHU MATCPUAJIAMHA U
IMPOBCACHHBIMUA UCIIBITAHUAMMU.

JlexapcTBEHHOE CPENICTBO (TOPrOBOE HAMMEHOBAHUE JICKAPCTBEHHOTO CPEJICTBA C
yKa3aHUEM JIEKapCTBEHHOU (POPMBI, JO3UPOBKH, KOHIIEHTPAIIUU U 00bEMa 3all0JIHEHHUS,
KOJIMYECTBA JI03 B YIIAKOBKE) HE 3aPErUCTPUPYETCS (IIEpEPErucTpupyercs) B
Pecny6nnke Ka3zaxcran.

3akimodeHue aercTButenbHo 180 KaneHaapHBIX JHEH C AaThl MOMMCAHMS.

PykoBonurens rocy1apcTBEHHON SKCIIEPTHOM OpraHU3aliy (MIH YIOJIHOMOYEHHOTO JIMLA)

noonucs @.1.0 (npu Haruuuu)

Jlara
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[Ipunoxenue 15
K [IpaBUJIaM IPOBEJICHUS SKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB

dopma

3akia0veHue 0 0e30MaCHOCTH, KauecTBe H 3(P(PeKTHBHOCTH JIEKAPCTBEHHOT0
CpeJICTBA, 3asiBJIEHHOI0 HA SKCNEPTH3Y B IeJISIX BHECEHUsI H3MEHEHHUil B
PerucTpanuoOHHOE 10Che

1. PecnyOnrkaHckoe TocyAapCTBEHHOE MIPEANPHUATHE HA TTPaBe XO35ICTBEHHOTO
BeieHUs « HanmoHabHBIN HEHTP SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB, MEAUIIMHCKUX
uznenuiny Komurera MemuimHcKoro u (papMaieBTHUIECKOro KOHTPOisi MUHHCTEpCTBA
3npaBooxpaHeHus Pecriyonuku Kazaxcran cooOniaeT pe3yabTaThl SKCIEPTU3BI O
BIIMSIHUM BHOCHUMBIX U3BMEHEHUN B PETUCTPALIMOHHOE JJOChE HA O€30M1aCHOCTh, KAYECTBO
U 3 (HEeKTUBHOCTD JIEKAPCTBEHHOT'O CPEICTBA:

Howmep u nara 3asBku

TOpFOBOC HanMMEHOBAHUE JIEKAPCTBEHHOI'O CPEACTBA (C YKazaHHUuEM JTCKapCTBeHHOﬁ q)OprI, JAO3UPOBKH, KOHLUCHTPpALUU U o0BeMa 3aroi-
HCHUS, KOJIMYECTBA 103 B YITAKOBKE — JIs1 JICKAPCTBEHHOT'O npenapaTa)

OpFaHI/ISaLII/ISI TIPpOU3BOAUTEIb, CTPAHA-ITPOU3BOAUTEIIb

Twun BHOCUMBIX U3MEHEHUH

3aKIroueHIe Ha4albHOM 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)

3aKIII0YCHUE UCTIBITATEIBHOM Ha60paT0pI/II/IZ Jara u Ne IIpOTOKOJIA, (HOJ'IO)I(I/ITCJ'ILHOC Ui OTpI/ILIaTCHLHOG)

2. 3aknroueHue (MoJoKUTENbHOE): MaTtepualibl U JOKYMEHTHI Ha JIEKAPCTBEHHOE
CPEACTBO, MPEIOCTABICHHBIC /I BHECEHUS U3MEHEHHUHN B PErUCTPAIMOHHOE 10ChE,
COOTBETCTBYIOT YCTAHOBJIICHHBIM TPeOOBAHUSIM, BIUSIHUE HA O€30MIaCHOCTh, KAYECTBO U
3¢ ()EKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA MOATBEPKIECHBI COOTBETCTBYIOITUMU
MaTtepuagiaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocuMble N3MEHEHHsI 3aperucTpupyercs ¢ Bbaauei (0e3 Bblaun) HOBOTO
PErMCTPALlMOHHOTO YIOCTOBEPEHHS.

3akimoueHue (oTpuuaresnbHoe): Marepualibl U JOKYMEHTHI Ha JIEKAPCTBEHHOE
CPEACTBO, MPEIOCTABJICHHBIC JIJI1 BHECEHUS U3MEHEHUI B PETUCTPAIIMOHHOE J10ChE, HE
COOTBETCTBYIOT YCTAHOBJIICHHBIM TPEOOBAHUSIM, BIUSIHUE HA O€30MIaCHOCTh, KAYECTBO U
3¢ (PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA HE MOATBEPKICHBI COOTBETCTBYIOITUMU
MaTtepuagiaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.
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Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS
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04.02.2021
27.01.2021
04.02.2021

BHocuMmble n13BMEHEHUs HE 3aPETUCTPUPYETCS.

3akimoueHue AerucTBUTENbHO 180 KaneHaapHbIX AHEN C AAThI OAIACAHMS.

PykoBouTeNs rocy 1apcTBEHHOM KCIIEPTHOH OpraHu3aliy (MM YIOJTHOMOYESHHOTO JIHIIA)

Toonuce D.U1.0 (npu nanuuuu)
Jara
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[Ipunoxenue 16
K [IpaBUJIaM IPOBEJICHUS SKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB

dopma
CBoaHBI 0THYET MO 0€30MACHOCTH, Ka4ecTBY U 3P (PeKTUBHOCTH JTEKAPCTBEHHOI0
npenapara
JlaTa

Kazakcran PecniyOnukace! JleHcaynblK cakTay MUHUCTpIIIr: Menu- Pecny0inkanckoe rocyjapcTBEHHOE IPEANIPUSITHE HA ITPABE XO-
[UHANBIK XoHE (papMalleBTHKAIBIK OaKplIay KOMUTETIHIH 3sIICTBEHHOTO BeeHus « HarrmoHampHbIi EHTpP SKCIEPTU3BI JIe-
«[lopinik 3aTTap MEH MEAMIMHANIBIK OYIbIMIap/ibl capanTay yJiT- KapCTBEHHBIX CPEACTB, MEAUIIMHCKUX u3enuit» Komurera menu-
TBIK OPTAJIBIFbD) HIAPYallblUIbIK )KYpl"lBy KYKBIFbIHAAF bl pecny6nn- IOHUHCKOI'O U Q)apMaLIeBTI/I‘{eCKOFO KOHTPOJIA MI/IHI/ICTepCTBa 3apa-
KaJIbIK MEMJIEKETTIK KQCil‘IOpHLI BOOXpaHCHUSA PeCHyGJ‘II/IKP{ Kazaxcran

CBoaHbIi 0TUET MO 0€30MACHOCTH, 3P PEeKTUBHOCTH 1 KAYeCTBY JIeKAPCTBEHHOT 0
npenapara

HanmMeHnoBanue npenapara, Npou3BOAUTEINb, CTpaHa
W3 otyera yaanena KoHQUaAeHIMATbHAs HHPOpMaLUs
1. CripaBouHast uH(popMaIus o Ipoleaype

1.1. ITomaya perucTpanmOHHOTO JOChE

2. Hayudnoe o6cyxieHHe

2.1 AcnekTbl KauecTBa

2.1.1 AxTtuBHas ¢dapmalieBTHUYECKasi CyOCTaHIIUS: aHAJIU3 CBEJICHUM O
MPOUCXOKJIECHUU, KAUECTBE U BHIBOJIBI O BO3MOXHOCTH UCIIOIb30BaHUsl CyOCTaHIIUU

2.1.2. BcnomoraTreabHbIE BEMISCTBA: aHAIN3 CBEACHUN O KaUeCTBE, KOJIUYECTBE C
BBIBOJIAMH O JOITYCTUMOCTH UCIIOJIb30BaHUS

2.1.3 JlekapcTBEeHHBIN TIpemapat 3aKIF0YeHHE O TPOU3BOICTBE CIICIH(UKAIIHS
KayecTBa CTaOMIIBHOCTh

2.2. JIOKIIMHUYECKHUE aCIIEKThI
2.3 KnuHu4ecKrue acueKThl

2.4 OueHka noJib3a-puck
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2.5 ®apmakonaazop Onucanue cucteMbl papmakoHaazopa [1nan ynpasnenus

pUCKaMH

2.6 YcnoBus oTimycka
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[Ipunoxenue 17

K ITpaBHJIaM IIPOBCACHHUSA SKCIICPTU3bI

JICKapCTBCHHBIX CPCJCTB

I/IH(l)OpMaIlHH 0 BCIOMOraTe/JIbHbIX BeeCTBaxX, HOMUHAJIbHOM HX COACPKaAaHUH B

JEKAPCTBCHHDLIX IIperaparax, a TAK;K€¢ OrpaHun4YcHUs] IPUMECHCHUA

JEKAPCTBCHHOI'O MpemaparTa

Ne HaumMeHoBaHHe BcrioMora- Iyts Jomny- MNudopmanus, moiexaias oT- Kommenrtapuun**
i TEJIbHBIX BEILIECTB BBeJIC- cTH- PaXEHHIO B UHCTPYKLUH IO Me-
/m HUSA MBblE JHULHCKOMY NPHMEHEHUIO
npee-
JIBI CO-
JepiKa-
HUS
BCIIO-
Mora-
Telb-
HBIX
BeE-
LIECTB
1 2 3 4 5 6
1. AnpoTUHUH Mecr- * I'mnepuyBCTBUTENIBHOCTD HITH
HOE cepbe3Hasl aliepruieckas peak-
st
2. ApaxucoBoe Macio Mect- * IIpoTHBOMOKa3aHbI JIMLIAM C all- OuHIIEHHOE apaXUCOBOE MACIIO MOXKET
HOe, Tie- JIEPTrHYECKON peakiuueil Ha ope- coJiepKaTh Oenok
popaiib- XU HJIH COIO
HOE, T1a-
peHTe-
paibHOe
3. Acnapram (E951) Iepo- * CopepkuT (heHUNATAHNH, IIPO- Mo2xeT HaHeCTH BpeJl JIUIaM C (heHUIIKe-
painbHOe THUBOIIOKA3aH JIIOIM C PEHUIIKE- | TOHYpHEH
TOHYpHEeH
4. Asoxkpacurenu:1) E 102 Iepo- * AJneprudeckue peakiuu E 102, E 110, E 122 - 3anpemieHs! K npu-
Taptpazun2) E 110 XKen- panbHOE MEHEHHUIO B JIEKAPCTBEHHBIX IIpernapaTax
Th1ii 3aKkat (FCF)3) E 122 JUI IeTer
A3zopy6us, Kapmomsun4) E
124 Tlouco 4R (myHIOBBII
4R), Komrenunb kpacHast
AS) E 151 BpuiinanToBbIi
yepHsblii BN, uepnsiii PN
5. E 104 Xentslit XHHOIMHO- 3ampelleH K IPUMEHEHHUIO B JIEKapCTBEH-
BbIi (Quinoline Yellow) HBIX Ipernaparax Jyis AeTen
6. E 107 XKenrsiit 2 G (Yellow 3alpelleH K IPUMEHEHUIO B JICKapCTBEH-
2G) HBIX Iperaparax Juisi AeTen
7. E 120 Kopmernnb, kapmu- 3aIpenieH K MIPUMEHEHHIO B JICKAPCTBEH-

HOBasl KMCJIOTa, KAPMHUHBI
(Cochineal, Carminic acid,
Carmines)

HBIX Tpenaparax Uit qeTei
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8. E 128 Kpacusiit 2 G (Red 2

3alpeliCH K NPUMEHEHUIO B JICKAPCTBCH-

G) HBIX Ipernaparax Jyis AeTel
9. E 131 Cunnii narenToBaH- 3ampelleH K IPUMEHEHHUIO B JIEKapCTBEH-
weiii V (Patent Blue V) HBIX Iperaparax Juisi AeTen

10. | E 132 Uapurotun, Maauro-
kapmuH (Indigotine, Indigo

Carmine)

3aMpenieH K MIPUMEHEHHIO B JICKAPCTBEH-
HBIX Tpenaparax Uit qeTei

11. | E 133 Cunuii 6necrsauii
FCF (Brilliant Blue FCF)

3amperieH K NPUMEHEHHIO B JIEKapCTBEH-
HBIX Ipernaparax Jyis AeTen

12. | E 155 Kopuunessiit HT
(Brown HT)

3anpelieH K IPUMEHEHHIO B JIEKapCTBEH-
HBIX [Ipenaparax Juis JeTei

13. | E162 CexonbHBIH Kpac-

HeIi, beranun (Beetroot
Red, Betanin)

3alpelICH K IPUMEHECHUIO B JICKAPCTBCH-
HBIX IIpe€naparax Ajist L[eTCfI

14. | Kpacuremm:1) E121 Hurpy-
coBblii kpacuslii 2 (Citrus
Red 2)2) E123 Amapanr
(Amaranth)3) E154 Kopuu-
Hesbli FK Brown FK

3arpemnieHs! K IPUMEHEHHIO B JIEKap-
CTBEHHBIX TpenapaTax

15. | Opurposun (E127) Ilepo- 0-0,1 npenapar Helb3s Ha3Ha4aTh U 3ampelleH K IPUMEHEHHUIO B JIEKapCTBEH-
paibHOe | Mr/kr MIPUMEHSATH NAIEHTaM C TaTo- HBIX ITpenaparax Juis Jetei
JIOTHEN MIATOBUIHON KEJIE3bI
16. | Tlepyamnckwuii 6anb3am Mecr- * Bo03MOXHBI KOXKHBIE PEAKIHU
HOE
17. | Benzankonus Xnopunu Oo- * Bo3MoXHBI UPUTHI;U30eTaTh Ben3zankoHus xyopuj o0ecBeYnBacT
TaJIbMO- KOHTAKTa C MATKHMH KOHTaKT- MSITKHE KOHTaKTHbIE JIHH3BI
JIOTHYe- HBIMH JINH3aMU;YAQTUTh KOH-
cKHe TaKTHBIC JINH3BI TIEPE]T IPUMEHE-
JIeKap- HHEM W BBDKIATh HE MeHee 15
CTBEH- MHHYT HOCJIE 3aKalbIBAHUS TIpe-
HBIC napara;He TIPUMEHSETCS Y JIeTei
opmbr 1o 8 et
Mecrt- * KosxHble peakin
HOE
Wurana- | 10 mxr | Bponxocnasm
LIUOH- /B 1
HOE nose
18. | Kucnora 6eH3oiinas u 6eH- Mect- * PaznpaskeHust KOXH, IJ1a3 U CIIU-
30atbl:1) E210 kucnora 6eH- | Hoe 3HCTHIX 000JI0UEK
3oitHasn2) E211 natpus Gen- I N .
apeH- IIporrBonoOKa3aHO HOBOPOXKIECH- | BBICOKMIT PUCK Pa3BUTHS XKEJITYXH y HO-
3oar3) E212 xamza Gemsoar Tepalib- HBIM JICTSIM BOPOK/ICHHBIX
HOE

19. | Bensunosblii ciupt

INapen- IIpn
Tepalb- no3e
HOe MeHee
90 mr
/kr/cyT

IIporHBoONOKa3aHO HEIOHOLIEH-
HBIM, HOBOPOKJICHHBIM H JICTSIM
110 3 1eT;1000YHOE JIEHCTBHE -
aHaduIaKTOUIHBIE PEAKIHHU;KO-
JIM4YECTBO OSH3MIIOBOTO CIHMpPTA
B IIpernapaTe (Mr/Mi)

IIpn
no3e
90 mMr
/Kr/cyT

IIpoTHBOIIOKa3aHO HEJOHOIICH-
HBIM, HOBOPOXKZICHHBIM U JETSIM
110 3 JieT;npu IpUMEHEeHUH OeH-
3HJIOBOTO CIUPTa B A03ax 90 Mr

B03MOXHBI Cllyyan TOKCHYECKHX U all-
JIEPTUYECKUX Peakuuil y aerer 1o 3 jer
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/KT/CYT W BBIILIE MTOBBIIIACTCS
PHCK (aTanbHBIX TOKCHYECKUX

peaknuit
20. | Macno 6epramora bepran- Mecrt- * IToBbImaercst TyBCTBUTEIB- He ncnone3yercs npu Hanuaun 6eprar-
TeH HOE HOCTb K YJIBTPO(GHOJIETOBBIM JIy- | TeHa B Macie
yaM (KaK K HaTypaJbHbIM, TaK U
HCKYCCTBEHHBIM JIy4aMm)
21. Bbpononon Mecrt- * MecTHbIe KOXHbIE peaKkIU
HOE (KOHTaKTHBIC IEPMATHTHI)
22. | ByruarunpoxcmaHM30I Mecr- * MecTHBIE KOXXKHBIE PEAKIIH
E320 HOE (KOHTaKTHbIE IEPMATHUTHI), pa3-
JPa)KSHHS T1a3 U CIU3UCTBIX
00oJoueK
23. | ByTuarugpoxcuToryon Mecrt- * MecTHbIE KOXKHBIE PEaKIHU
E321 HOE (KOHTaKTHBIE JEPMATHUTHI), pa3-
JPaXEHHS TJ1a3 U CIIM3UCTHIX
oboiouex
24. | Macno kacTopoBOe€ ITOJIH- [Mapen- * Cepbe3Hble alIepruuecKue pe-
ITOKCHUIIHPOBAHHOE;MACIIO Tepalb- aKIUH
KacTOPOBOE MOJIHITOKCUIIH- HOE
0BaHHOE I'MPOTeHU3UPO-
p Ap P ITepo- * Hapymenus sxenygo4Ho-KHIIey-
BaHHOE
painbHOe HOT'O TPaKTa U auapes
Mect- * KoxHbie peakunu
HOE
25. | Cnupr nerocreapu-ioBbIii; Mecr- * MecTHbIE KOXXKHBIE PEaKIIH
CHHPT IETHUIIOBBIN HOE (KOHTaKTHBIE IEPMATHTBI)
26. | Xnopkpeson Mect- * Annepruueckue peaknuu
Hoe [la-
peHTe-
painbHOe
27. | dumeruicynb(poKcun Mecr- * Paznpaxenus koxu
HOE
28. | OraHon [epo- Conep- | IlpemapaT comepXuT HU3KHIA Copnepxarue 3TaHoina, meHee 100 mr B
paib- JKaHUE YpPOBEHB 3TaHOJIA pa3oBoii no3e
HOE U 3TaHO-
napeH- na B
Tepalb- pazo-
HOE BOM
no3e
MeHee
100 mr
or 100 IIpoTrBOMOKA3aHO: IS JIHIT
M J10 CTPaAAIONIMX AJIKOTOJIM3MOM,
3r SMUJICTICHEH, eTsAM, OepeMeH-
9TaHo- HBIM M KOPMSIIMM XKEHILMHAM,
Ia B OOJIBHBIM ¢ 3200JI€BaHHUSAMH IIe-
pazo- YeHH
BO
no3e
ITepo- 3rs IIpoTuBOMIOKa3aHO: IS JIHIL KonuyecTBo 3THIIOBOrO CIMpTa B ATHX
paib- paso- CTPaJAIONIUX AJIKOTOJIM3MOM, JIEKApCTBEHHBIX IpenapaTrax MOXeT BIIH-
HOE U BOH SMUJIETICHEH, eTsAM, OepeMeH- SITh U U3MEHATH JACUCTBUSI JPYTHUX Jie-
napeH- no3e HBIM U KOPMSIIIUM JKCHIIUHAM U KapcTB
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Tepalb- npena- | OGOJIBHBIM ¢ 3a00JICBAaHUAMH I1€-
HOE para YEHH; BIIUSET Ha CIOCOOHOCTh
yIIpaBJIeHUS TPAHCIIOPTHBIMU
CPeICTBaMH HJIU OIIACHBIMU Me-
XaHU3MaMH; BIMSAET U U3MEHSET
JeHCTBUS APYTHX JIEKapCTB
29. | dopmanbaerun Mect- * Bo03MOXHBI cilyuan MECTHBIX
HOe KOXHBIX PeaKi1ii (KOHTaKTHbIE
JIepMaTHUThI)
Iepo- * Hapymenust »xeiry104HO-KHUIIed-
panpHOE HOTO TpaKTa U Auapes
30. | dpyxrosa ITepo- * Ilepen Ha3HaueHWEM Ipenapa-
panpHOE TOB yCTAaHOBJIUBAETCS IEPEHOCH-
MOCTb (PPYKTO3BI; IIPOTUBOIIOKA-
3aHO OOJIBHBIM C HACJIe/ICTBEH-
HOM HENIePEeHOCHMOCTBI0 QpyK-
TO3BI
[Mapen- 5t KonuvecTBo GpyKTO3HI B T B pa-
Tepab- 30BOH J03€ MpenapaTa;He Ha3Ha-
HOE 4aTh MAIMEHTaM C CaXapHBIM
nadbeToM
Kun- * Hanocsr Bpen 3ybam Ipyn AIMTEIBHOM HCIIONB30BAHUH B TEUE-
Kue Jie- HHeE JBYX WU OoJiee Helelb
Kap-
CTBEH-
HbIC
(hopmsl
JULst
npreMa
BHYTDb,
Tabner-
KU Ke-
BaTellb-
HBIE
31. | T'anakrosza INapen- * IIpoTHBONOKAa3aHO NHIIAM C Ha-
Tepab- CIICZICTBEHHOU HENIEPEHOCHMO-
HOE CTBIO TaJIaKTO3bl, FAIaKTO3eMHEH
ITepo- * IIpoTuBoOMOKa3aHO JHIIAM C Ha-
panpHOe CIICZICTBEHHOI HENIEPEHOCHMO-
CTBIO I'aJIaKTO3bl, FAIAKTO3EMH-
el um ManbabcopOLmei TIoKo-
30raaKTO3bl
[lepo- 5t KonuuecTBo ramaxkrossl B T B pa-
panb- 30BOH Z03€ MpenapaTa;ocTOPOIK-
Hoe []a- HO Ha3HA4aTh OOJIBLHBIM C caxap-
peHTe- HBIM J1IM1a0eTOM
paibHOe
32. | T'moxkoza [epo- * IIpoTnBoOnOKa3aHO JHLAM C
paibHOe ManbabcopOLuei TIIFOKO3kI-Ta-
JIaKTO3BI
ITepo- 5t KomnmuaecTBo rar0K0361 B T B pa-
panb- 30BOH 7I03€ MPenapaTa;oCTOPOIK-
HO Ha3HA4aTh OOJILHBIM C caxap-
HBIM 1I1abeToM
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Hoe [la-
peHTe-
paibHOe
PactBo- | * Oxka3spiBaeT nmoBpexaatonee neii- | Jlannas nadopManust BKIIOYAETCS B HH-
pbI U1 CTBHUE Ha 3yOBI CTPYKIHIO, TIPH JUIUTEILHOM IIPUMEHe-
npuema Huu (1Be 1 OoJiee Heleb)
BHYTPb
Coca-
Tellb-
HBIE XKe-
BaTelb-
HBIC
Taber-
Kd
33. | I'mumepon [lepo- 10 r/B IToGouHbIE peaknny: roJoBHAS
panbHoe | 1 moze 00J1b, HAPYLICHHUS JKEITy IOYHO-
KHILIEYHOTO TPAKTa, auapes
Pex- 1r TTocnabisromee neiicTBue
TaJIbHOE
34. | TemapuH (B KayecTBe BCIO- Mapen- * AJneprudeckme peaxiuu, CHH-
MOTraTeIbHOrO BEIIECTBA) Tepalib- JKEHHE CBEPTHIBACMOCTH KPOBH:
HOE MPOTHBOIOKA3aHO JIULIAM C all-
JIEPTUYECKOH peaknuel Ha rema-
puH
35. | Cuporn ruaporeHu3UPOBaH- ITepo- * IIpoTuBoOMOKa3aHO JHIIAM C Ha-
HOMH I'JIIOKO3bI (MJIM MAJIBTUT | paibHOE CJIEJICTBEHHOH HeNepeHOCHMO-
KUAKUI) CTBIO (PPYKTO3BI
10r YMmepeHHoe nociadisionee aei-
CTBHE; YKa3bIBACTCS KAIOPHIi-
HOCTb THIPOT€HU3UPOBAHHOM
TJIFOKO3HI - 2,3 KKaj/T
36. | Caxap WHBEpPTHBII ITepo- IIpoTuBoOMIOKa3aHO NHIIAM C Ha-
painbHOe CJI/ICTBEHHOH HEeNepeHOCHMO-
CTBIO (PPYKTO3BI HIIH MaJIbal-
COpOLHEH IIIFOKO3BI-TATaKTO3bI
Ry KosnnuecTBo ritoko3sl v Gppyk-
TO3BI B I' B pa30BOii J03e mpemna-
para;ocTOpOKHO HA3HAYATD
OOJIbHBIM C CaxapHBIM 1HA0ETOM
PactBO- * OkassiBaeT noBpexatotiee aeit- | [lpu anurensHoMm npumeHeHuu (aBe u 60-
pHI s CTBHE Ha 3yObl Jiee HeJeITH)
npuemMa
BHYTpb;
coca-
Tellb-
HBIE XKe-
BaTelb-
HbIC
Taber-
K1
37. | Jakrur E 966 ITepo- * IIpoTuBoOMIOKa3aHO NHIIAM C Ha-

pansHOE

CJIEICTBEHHOM HENepeHOCUMO-
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CTBIO (DPYKTO3BI, FAJTAKTO3bI, Ta-
JIAKTO3eMHUeH I Masibabcopo-
e TIIFOKO3bI-TATAKTO3BI

10r YMepenHoe nocnadisroniee aei-
CTBHE; YKa3bIBACTCs KATOPU-
HOCTb JIAKTHTA - 2,3 KKaj/T
38. | Jlakto3a ITepo- * IIpoTuBONOKa3aHO JMLIAM C Ha-
paibHOe CJIC/ICTBEHHOH HENEPEHOCHUMO-
CTBIO TAIAKTO3bI, IePUIUTOM
¢bepmenra Lapp (JIAIIIT)-nakra-
3bI, MAJTLAOCOPOLINEH TIIFOKO3bI-
rajgaKkTo3bl
S5t ‘Yka3pIBaeTCs KOINYECTBO JIaK-
TO3BI B T' B pa30BOii 7103¢ Mpemna-
para;ocTOpOKHO HA3HAYATD
OOJIBHBIM C CaxapHBIM 1HabeToOM
39. | Jlanonun (Lepcranoii xxup) | Mecrt- * MecTHBIE KOXKHBIE PEAKIIHH
HOE (KOHTaKTHBIH IepMATUT)
40. [ E 965 MansTuT;E 953 U30- [lepo- * IIpoTrBOMOKa3aHO NMHIIAM C Ha-
MaJbTUTO; ManbTUT KU~ painbHOe CJIE/ICTBEHHOH HEeepeHOCHMO-
KHH (CHPOT THIPOTEHU3NUPO- CTBIO (DPYKTO3BI
BAHHOI [IIIOKO3bI) 10r YMmepeHHoe nociadisonee aei-
CTBHE; YKA3bIBACTCS KAJIOPUi-
HOCTb T'HJIPOTCHU3UPOBAHHOM
TJIFOKO3BI - 2,3 KKa/T
41. | Mannwuron (manauT) E421 [lepo- 10r YMepenHoe nocnadisroniee aei-
painbHOe CTBHUE
42. | Opranuyeckue coeAnHECHUS Oo- * AJneprudeckie peakiuu
prytu:1) TnoMepcan?) de- TOJIbMa-
HWJI-PTYTH HUTPAT3) GEeHUI- | JIoruye-
pTyTH anerar4) GeHuI-pry- cKHe
TH 6opar JIeKap-
CTBEH-
HbIE
opmbr
Mecrt- * MecTHble KOXKHbIE peaKkIU
HOE (KOHTaKTHBII IEpMaTHT), HapY-
[ICHHE NUTMEHTALNH KOXHU
MMapen- * Anneprudeckue peaknuu
Tepalb-
HOE
43. | IMaparuapoxcubeH30aTHI 1 [epo- * AJnepruveckie peakiuy 3aMe/-
ux 3¢upsbr: 1) sTunmnapa-run- | paib- JICHHOTO TUIIA
pokcubensoar (E 214)2) HOE;
MPOIHJI-TIAPArui- POKCH- odroib-
oensoar (E 216)3) narpus MaJoru-
NPOIHJINAparuIpoKCHOeH- YecKHe
30ar (E 217)4) metun-napa- neKap-
ruapokcudensoar (E 218)5) CTBEH-
HaTpHs METHIIIapari/i- HBIE
pokcubensoar (E 219) (hopMeL;
MecT-

HOC
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IMapen- * Auepruueckue peakiuy 3aMel-
Tepalb- JIEHHOTO THUMa, OPOHXOCHa3M
HOE; UH-
rajanu-
OHHOE
44. | denunananuH Mecr- * IIpoTuBoMOKa3aHo UM ¢ (e-
HOE, I1e- HWIKETOHYpUEH
popaiib-
HOE, Ia-
peHTe-
painbHOe
45. | Kamuit [apen- Copmep- | Yxka3zpiBaeTcsi KOJTHMUECTBO Ka- B uHCTpyKIMU HHPOPMAIIKS OTHOCUTEIb-
Tepalb- | jkaHue | JIMS B MMOJIb (MJIM MT) B pa3o- HO COJEpKaHHs KaJusi OCHOBBIBAETCS Ha
HOE Kanus BOH J103€ npemnapara o0IeM coJiepKaHUH Kallus B [Iperapare;
MeHee Mmeree 1 Mmois (39 mr) B pa3zoBoii nose,
1 CUHUTAIOTCS perapaTaMi CBOOOIHBIMU
MMOJIb OT KaJIusi; 0COOCHHO BaYKHO, ITPU MIPUME-
B pa3o- HEHHUHM B EJUATPUUECKOH NPAKTHKeE, Ie
BOM Ha3HAYAI0TCA MPenapaThl ¢ HU3KUM ypOB-
no3e HEM KaJnst
Mapen- Coznep- | Yxka3bIBaeTCst KOJIHYECTBO Ka-
Tepalnb- | jkaHue | JIUsS B MMOJIb (MJIM MT) B paso-
noe [le- | wammst BOI1 103e mpemnapara; OCTOPOXK-
popanb- | 1 HO Ha3HAy4aTh JIMLAM CO CHU)KEH-
HOE MMOJb | HOHM (pyHKIMEH MOYeK MM y KO-
B pa3o- | TOPBIX KOHTPOIUPYETCs MOCTYII-
BOH JICHNE KaJHs C MHIIeH
no3e
BayT- 30 Boib B MecTe HHBEKIIMHT
pHBEH- MMOJIb
HOE /1
BBeJle-
HHE
46. | IlponuieH-TINKOIb U €r0 Mecrt- * Paznpaxxenne xoxn
a¢ups HOE
[epo- 400 Mmr | DddexTsl, mogoOHbIE NEHCTBUIO
paib- /KT - AJKOTOJISI
Hoe ITa- IS
peHTe- B3pOC-
panbHOe | JIBIX
200 mr
/KT -
ULt
nerei
47. | Macno KyHXyTHOe Bcee my- Penxue ciydan cepbesHbIX all-
TH BBe- JIEPrUYecKUX peaKiui
JIeHUs
48. | Harpuit IMapen- Coznep- | YxkasbIBaeTcsl KOJIMYECTBO Ha- B uHCTpYKIIMH HHGOPMALUSI OTHOCUTEIb-
Tepalnb- | jkaHHe | TpHs B MMOJb (WJIM MT) B pa3o- HO COJEpI)KaHHs HATPUSI OCHOBBIBACTCS
HOE Ha- BOH J103€ mpemnapara Ha 00LIeM CofepKaHUHU HATPUsS B Ipera-
Tpust pare;npenaparsl coJepiKaliue HaTpus Me-
MeHee Hee | Mmmouts (23 Mr) B pa3oBoii J103e,
1 CUHUTAIOTCS IpenapaTaMu CBOOOIHBIMU
MMOJTb ot Hatpusi; OCOOEHHO 3TO BaXKHO, TIPH
B paszo- NPUMEHEHUH B IIEAMATPUUECKOMN MIPAKTHU-
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BOM Ke, T/l Ha3HAYaI0TCsl [penaparsl ¢ HU3-
no3e KHAM YPOBHEM HaTpHs
npera-
para
[apen- Copmep- | Yxka3piBaeTcsi KOJTHYECTBO Ha-
Tepaib- JKaHUE TpHsi B MMOJIb (MJIH MT) B Pa3o-
Hoe; me- | Ha- BOH J103€ Ipernapara; 0CTOPOX-
popaib- | Tpums 1 HO [PY Ha3HAYCHUH JIULIAM, CO-
HOE MMOIIb | Onroparonmum 6eccosIeByIo THETY
B paszo-
BOI1
no3e
49. | Kucnora copbunoBas u ee Mecrt- * MecTHbIE KOXXHBIE PEaKIIH
comH HOE (KOHTaKTHBIH IepMaTUT)
50. | Cop6uron E420 [epo- * [IpoTnBONIOKa3aHBI MAMEHTAM
paib- C HACJIC/ICTBEHHOM HETIePEHOCH-
Hoe [Ta- MOCTBIO (h)PYKTO3BI
peHTe-
painbHOe
ITepo- 10r YMmepeHHoe nociadisonee aei-
paibHOe CTBHE;yKa3bIBACTCS KaJOPHd-
HOCTh copbuTtona - 2,6 KKkaj/r
51. | Macno coeBoe,Macio coe- Bcee my- * MecTHBIE KOKHBIE PEAKITTH
BOE THPOT€HU3UPOBAHHOE TH BBe- (KOHTaKTHBIH IepMaTUT)
JIeHUS
52. | CreapuioBblii COHPT Mecrt- * MecTHBIE KOXKHBIE PEaKIHH
HOE (KOHTaKTHBIIl IepMAaTHT)
53. | Cyxkpo3za ITepo- * IIpoTuBOMOKa3aHO JHLIAM C Ha-
paibHOe CIICZICTBEHHO! HENEPECHOCHMO-
CTBIO (PYKTO3BI, MaJIbaOCOPOIIH-
i TITI0KO3bI-TANIAKTO3bI, JehH-
IUTOM (pepMeHTa CyKpasbl-U30-
MaJjbTa3bl
5t ‘Yka3bIBaeTCst KOIUYECTBO CY-
Kpa3bl B rpaMMax B Pa3oBOH J10-
3€ MpenapaTa;0cTOPOKHO Ha3Ha-
4aTh OOJILHBIM C CaXapHbIM J[Ha-
6eTom
PacrtBo- * IToBperkmarommee nericTBre Ha Jlannas nHdopManus BKIIOYASTCS B HH-
Pl UL 3yOBbl CTPYKIIMIO, KOT/Ia JIEKAPCTBEHHBIH Mperna-
npuemMa par npeiHa3HayeH IS JJIMTEIbHOTO pH-
BHYTpb; MeHeHUs (J1Be 1 OoJiee Heleb)
coca-
Tellb-
HBIE,
KeBa-
Tellb-
HbIC
Taber-
K1
54. | Cynbbursl, BKIOYAs MeTa- [epo- * Cepbe3Hble alJIepruuecKue pe-
oucynb(urh:1) cepbl AHOK- paiib- aKIMK ¥ OpoHXOCHa3M
cun E 2202) natpus cynb- HOE;Ma-
¢ur E 2213) narpus 6u- peHTe-
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cynsdur E 2224) narpus paib-
merabucynbur E 2235) ka- | HOe;uH-
nus Metadbucynbdur E rasy-
2246) xanust oucynbdur E OHHOE
228
55. | ImeHn4HbIH KpaxMan IIepo- * IIpoTuBomOKa3aH IUIaM C aj- [MmeHnYHbIN KpaxMan MOXKET coiepKaTh
paibHOe JIEPrUYECKUMH PEaKLUIMHU Ha I'moTeH (ciemsl)
IIIEHUYHBIN KpaxMal
56. | Kcunuron Iepo- 10r YMepeHnHoe nocnadusioniee aei-
pansHOE CTBHE;YKa3bIBACTCS KATOPUHA-
HOCTh KCHJIMTOIA - 2,4 KKaI/T

HCHOHLSyGMHC COKpallleHUs:

MI' — MUWIJIATPaMM,

KT — KHIIOTPaMM;

MKT — MUKPOT'paMM;

I' — rpamm;

KKall — KHHOKaHOpHﬁ;

MMOJIb — MUJIAMOIJIb,

71— JUTP.

IIpumeuanue:

* He3aBHCUMO OT KOJUYECTBCHHOTO COZICpIKaHUs BCIIOMOI'aTeJIbHBIX BEIIECTB,

I/IH(bOpMaI_II/ISI, YKa3aHHasi B KOJIOHKE 5, OTpa)XacTCsl B UHCTPYKIUHU I10

MCIUIUHCKOMY IIPUMEHCHUIO.

** Mudopmannsi, ykazaHHas B KOJIOHKE 6, IpeHa3HAYCHA /ISl SKCIIEPTOB

IPH TIPOBEICHHUH CTICHHATM3UPOBAHHO KCIIEPTH3bI JISKAPCTBEHHOTO CPEICTBA.




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 27.01.2021

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.02.2021

* i [ = | [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 27.01.2021
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 04.02.2021

[Ipunoxenue 18
K [IpaBUJIaM IKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB

Ilepeyennb U3MeHEeHMii, BHOCHMBIX B PErHCTPAIMOHHOE 10ChE JIeKAPCTBEHHOI 0
cpeacTBa

A. AIMUHHUCTpaTUBHBIE U3MEHEHUS

A.1 M3MeHenue Ha3BaHUs U (WIIN) aJipeca JepikaTesst PEruCTPAllMOHHOTO yI0CTOBEPEHHUS VYeno- | Ho- IIpo-
BUSI Ky- e-
MeH- | aypa
THI
u
JlaH-
HBIC
a) Jlepkaresb perucTpalioHHOTO YIOCTOBEPEHUS HE MEHSETCS 1 1,2 1A
6) CMmeHa JiepykaTerst peruCTPaloOHHOTO YI0CTOBEPEHHS 2, 1B
3,4
Ycnosus

1. Z[ep)KaTeneM PErUCTPAllMOHHOI'O YIOCTOBCPCHUSA SABJISICTCS FOPUAUICCKOEC JINLIO.

JlokymeHTamms

1. JIOKyMEHT OT COOTBETCTBYIOIETO YIIOJTHOMOYEHHOT'O OpraHa (HalpuMmep, HaJIOrOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHHE MIIN
azipec.

2. IlepecMoTpeHHas HHGOPMALHS O JIEKaPCTBEHHOM Mpenapare (0GHOBICHHAs KpaTKasi XapaKTepHUCTHKA JEKapCTBEHHOTO Ipernapara, HH-
CTPYKIHS [0 MEITUIUHCKOMY MTPUMEHEHUIO (JINCTOK-BKJIAIBIII), MAPKUPOBKA).

3. KpaTKaﬂ XapaKTepUCTUKa CUCTEMbL (bapMaKOHausopa OT HOBOI'O A€piKaTeJisd perucTpaliuOHHOTO YAOCTOBEPEHUST (ILPY) BKJIFOYAIOT CJICy-
OOHUE 3JICMEHTHI:

HH(POPMALIHS O TOM, YTO JEPIKaTeb PETUCTPALIMOHHOTO YAOCTOBEPEHHUS IMEET B CBOEM PACIIOPSDKEHIH OTBETCTBEHHOE JIHIIO 3a TII00AIBHBIH
(hapmakoHa30p;

KOHTAKTHBIE JaHHbIE OTBETCTBEHHOT'O JIMIA 32 I100aIbHBII (hapMaKoHaI30p;

JACKJIapanus, oANrUCcanHas ACpKaTeJIEM pErucTpaliuOHHOTO YAOCTOBEPEHUA O TOM, YTO OH UMEET CUCTEMY (bapMaKOHamopa JJIA BBITTOJIHC-
HUS 337124 1 0053aHHOCTEH 110 TOCTPETUCTPALITUOHHOMY KOHTPOJIIO Oe3omacHOCTH JICKapCTBEHHBIX CPEIICTB;

CChIIKa Ha MecTo (apec), TIe XpaHUTCs MacTep-(aiin ciucremsl hapmakoHaa3opa.

4. JloroBopHBIC B3aUMOOTHOIICHHS MEXIy IIpor3BoauteneM 1 JIPY Ha mpaBo ocyliecTBICHUS ASATENbHOCTH 0 hapMaKOHAI30py.

A. 2 V3MeHeHue (TOproBoro) HaMMEHOBaHUsI JIEKAPCTBEHHOTO IIpernapaTa Yeno- | [o- IIpo-
BHA Ky- e-

MeH- | mypa
ThI

TIaH-
HbIC

a) JlekapCcTBEHHBIE MTPenapaThl 1 1, IB

YcnoBust

1 M30erath ImyTaHMIIB! ¢ HA3BAHUSIMHU CYIIECTBYIOIINX MEIUIIMHCKHUX MPENapaToB WM e ¢ MeKayHapoAHBIM HEMaTCHTOBAaHHBIM Ha3BaHUEM
MHH, eciu ke HauMeHOBaHUE OOLICTIPUHSTOE, U3MEHEHHE [IPOU3BEICHO B CISAYIOLIEM MOPSAKE: OT OOLICIPUHATOrO Ha3BaHUs K (hapMaKo-
neitHomy i Kk MHH
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JloxymeHTanus
1. MoTuBrpoBaHHOE 00OCHOBaHNE HEOOXOANMOCTH U3MEHEHNUS HA3BaHHUS TIperapaTa.

2. IlepecMoTpeHHas HHGOPMALYS O JIEKAPCTBCHHOM Ipenapare (0OHOBJICHHAS KpaTKasi XapaKTePHUCTHKA JIEKapCTBCHHOTO IIperapara, HH-
CTPYKIIHUS IO MEIAULUHCKOMY MIPUMEHEHUIO (JINCTOK-BKJIABIII), MAPKUPOBKA).

3. Konus JOKYMEHTA, BBIJAHHOTO KOMIICTCHTHBIMA OpraHaMu CTPAHBI-TIPOU3BOJAUTEII, KOTOpLIfI YAOCTOBEPSIET H3BMEHEHHUE €TI0 Ha3BaHU .

4. TlonnucanHas IeKIaparus 0 TOM, YTO MECTO, CIIOCO0, COCTaB, HOPMATHBHBIN TIOKYMEHT, pErIaMEHTHPYIOLIUI KaueCcTBO Mperapara ocTa-
JIUCh 0€3 U3MEHEHHUSI.

5. BenomocTh M3MeHEHHUH K yTBEpKIEHHOMY HOPMAaTHBHOMY JOKYMEHTY 110 KOHTPOJIO KauecTBa 1 Oe3zonacHoctH JIC.

A. 3 I3MeHeHue HAaUMEHOBAHMS aKTUBHOH (hapMalleBTHUECKOH CyOCTaHIIMU WIIK BCIIOMOTaTEIbHOTO BEIIECTBA VYeno- | Ho- IIpo-
BUS Ky- e-
MeH- | Iypa
THI
1
JlaH-
HbIE
1 1,2 IA
Ycnosus

1. q)apMaI_ICBTI/I‘ICCKaSI Cy6CTaHHI/I$I (BCHOMOraTCHLHOG BCIIICCTBO) HE U3MCHACTCA.

JloxyMeHTanus

1. CBunetenscTBo BeemupHoil opranusanuu 3apapooxpanenus (nanee — BO3) 06 yTBepikaeHuH UM KOIUs nepeyns MexayHapoJHoro
HEMaTeHTOBAaHHOTO HaHMeHOBaHU. Ecii MpuMeHUMO, HOATBEPKIEHHE TOT0, YTO H3MEHEHHE COOTBEeTCTBYeT I ocyqapcTenHoi dapmaxo-
nee Pecriy6nuku Kasaxcran. Jlexnapanys, 4To HAMMEHOBAHHE PACTHTENBHBIX JIEKAPCTBEHHBIX IPENapaToB PaCTUTEIBHOTO IIPOUCXOKICHUS
COOTBETCTBYET JIokyMeHTaM Pecrrybimku Kazaxcran.

2. IlepecmoTpeHHast HHGOPMALUS O JISKAPCTBEHHOM IIperapare.

A. 4 V3MeHenune Ha3BaHUs U (MIIM) ajipeca: IPOU3BOJAMTENS (BKIIOYAs], €CIIU TPUMEHHUMO, TIOIAJ0K 110 KOHTPO- VYemo- | Ho- IIpo-
JIFO Ka4eCTBa), WIIH JIepaKaTels MacTep- (haiiiia akTHBHOU (hapMarieBTHIecKoil cyocTanuu (nanee — MOADC), BUS Ky- ne-
WM TTOCTAaBINUKA aKTUBHOIH (hapMalleBTHUECKON CyOCTaHIINH, HCXOJHBIX MaTepPHAIOB, PEAKTHBOB HIIH IIPOMEXY- MeH- | Iypa
TOYHBIX IIPOAYKTOB, HCIIONb3YEMBIX B IPOU3BOJCTBE aKTUBHOH (papManeBTHIECKOU CyOCTaHIUM (€CIIH YKa3aHO B THI
TEXHHYECKOM JI0ChE), €CIIM B PETHCTPALIOHHOM JI0Che OTCYTCTBYIOT cepTH(HKaThl cooTBeTcTBHsA Ph. Eur., niu u
HPOU3BOUTEIISI HOBOT'O BCIIOMOTaTEIBHOIO BEILIECTBA (€CJIM YKa3aHO B TEXHUYECKOM JI0ChE) JlaH-

HBIE

1 1, IA

2,3

VYcnosus

1. [Ipon3BoaACcTBEHHAS TUIOMIAKA H HU OJHA U3 IPOM3BOJCTBEHHBIX OIEpaIiii He H3MEHSETCSI.

JlokymeHTanus

1. O¢uumanbHbIH JOKyMEHT OT YIIOJTHOMOYEHHOIO OpraHa (HalpuMep, HaJIOrOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHUE U (WIJIN) aj-
pec.

2. IlonpaBka K COOTBETCTBYIOIIEMY(MM) pa3neny(am) 10Che.

3. Ilpu n3menennn Hazpauus aepxaressi MOADC — oOHOBICHHOE pa3pelieHne Ha JOCTYII.

A. 5 I3MeHeHue Ha3BaHU U (WIIN) aJipeca MPOU3BOANTEIS JIEKapCTBEHHOT'O Iperapara, BKIIFoUasi BEITYCKaIOIINe VYeno- | Ho- IIpo-
IUIOIIA/IKH U IUIOMIA/IKH 10 KOHTPOJIIO KauyecTBa BUS Ky- 1e-
MeH- | Iypa
THI
u
JlaH-
HBIE
a) Jle#icTBusl, 32 KOTOpPBIE OTBEYAET IIPOM3BOUTEND (MMIIOPTED), BKIIOYAIOT BBITYCK CEpUii 1 1, 1A
2,3
0) JleiicTBusL, 3a KOTOpBIE OTBEYAET IPOM3BOANUTEND (MMIIOPTEP), HE BKIIOYAIOT BBITYCK CEepUil 1 1A
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1,
2,3

YcnoBust
1. HeT u3MeHeHHs B IPOM3BOJICTBEHHOM TIpoliecce, (hakTHISCKOM MECTE PacHoJIOKEHHS IUIONIAAKH, B HOPMAaTUBHOM JJOKYMEHTE 110 KOHTPO-

JII0 Ka4uecTBa U O€30MacHOCTH JICKapCTBEHHOI'O CPEACTBA.

JlokymeHTamnus

1. Konus ucnpaBieHHOro pa3penieHus Ha MPOU3BOACTBO (TIPU HAJIMYUH) WK O(QUIHATBHBII JOKYMEHT OT COOTBETCTBYIOLIETO YIOIHOMO-
YEHHOT'0 OpraHa, B KOTOPOM YHOMHHAETCsl HOBOE Ha3BaHUE U (MJIM) aJipec.

2. Ecnu nprMeHHMo, TTONpaBKa K COOTBETCTBYIOILEMY(MM) pa3zaeiy(aM) A0che, BKITIoUas IEPECMOTPEHHYIO HH(POPMAIIHIO O JIEKAPCTBEHHOM
npenapare.

3. OGHOBIIEHHAs KpaTKas XapaKTepHCTHKA JIEKaPCTBEHHOTO ITpenapara, HHCTPYKIHS 110 MEAUIIMHCKOMY IIPIMEHEHHUIO (JINCTOK-BKJIA IBII),

MapKHpPOBKa.
A. M3meHeHHe Ko/la aHATOMO-TepaleBTHIECKO-XuMuaeckoi (nanee - ATX) kinaccudpukanuu VYemo- | Tpe- Bug
6 BUS Oye- | mpo-
Mast 1e-
no- ny-
Ky- pbI
ME€H-
Ta-
st
1 1,2 1A
VYcnoBus

1. i3MeHeHue BeieacTBUE yTBEpxKAeHUs win u3MeHeHus: BO3 kona ATX.

JloxymeHTauus
1. CeuzerensctBo BO3 00 yTBepxaeHUr Wik Konus nepedns kogos ATX.

2. IlepecMoTpeHHas HHPOPMALVIS O JICKAPCTBEHHOM Hpenapare (0OHOBJICHHAs! KpaTKasi XapaKTePUCTHKA JICKAPCTBEHHOT'O IIperapara).

A. HckiroyeHue npon3BOACTBEHHOMN IUIOMAAKHU (B TOM YMCIIE A1 aKTUBHOM (hapMalleBTH4ecKoi cyOcTaHIuy, VYcemo- | Tpe- | Bug
7 IIPOMEXKYTOYHBIX IPOJYKTOB, JIEKAPCTBEHHOTO TIPENAapaTa, yIaKOBIIUKA, IPOU3BOIUTENS, OTBETCTBEHHOTO BUS 6ye- | mpo-
3a BBIITYCK CEPHHU, KOHTPOJIS KaUeCTBA CEPUil MM MOCTABIIMKA HCXOJHOTO MaTepHaa, peakTUBa MK BCIO- Mast 1ie-
MOTaTeJIbHOTO BEIIECTBA (€CITU YKa3aHbI B IOChE) no- ny-
Ky- pbl
MEH-
Ta-
st
1,2 1,2 1A

Ycnosus
1. Ocraetcs He MeHee OHOW paHee 000PEHHOM MPOU3BOICTBEHHOI TUIOMIAIKHU (TIPOU3BOIUTEINS), OCYLIECTBISIONIUX TE K€ (QYHKIIUH, YTO 1
noJyiesKale uckirodeHuto. Eciu npumennmo, B Pecriy6nuke Kazaxcran ocraercs, o MeHblIieil Mepe, OJJMH IPOU3BOJUTEIb, OTBEYAOIINIT

3a BBIITYCK CepHH, CIIOCOOHBIH cepTU(UIIMPOBATH HCIIBITAHUE TIPOLYKTA B LIEIISIX BbIycka cepuii B PecrryOinke Kazaxcran.

2. VcknroueHne He ABIIAETCS CJICACTBUEM KPUTHYECKUX HEAOCTATKOB ITPOU3BOJACTBA.

JloxyMeHTanus

1. B popme 3asBiIeHHsT 0 BHECCHNN N3MEHEHHH HEOOXOIMMO YETKO 0003HAUNTD «TEKYIINX» U «IIPETaraeMbIX» MPOU3BOIUTENEH, Iepeyrc-
JICHHBIX B 3asIBJIICHUH O PETHCTPALHH.

2. IlompaBka K COOTBETCTBYIOIIEMY(MM) paszaeny(am) 10che, BKIIOYas IEPECMOTPEHHYO HH(POPMAIHIO O JIEKApPCTBEHHOM Iperapare.
Veno- | Tpe- | Bun

A. 8 V3MeHeHus qathl ayaAnTa JUis BepU(UKaluu COOTBETCTBUS POU3BOAUTEIIS aKTHBHOM (hapMalieBTUUECKON

CyOCTaHLIUM TIPaBUJIaM HaJUISKAIIeH MPOU3BOACTBEHHOMN MPAKTUKH BUS oye- | mpo-
Mast 1e-
Ao- ay-
Ky- 03

MCH-
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. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.02.2021
. eyl OTajlOHHBIH KOHTPOJILHBII 6aHK HOPMATUBHBIX IIPABOBHIX AKTOB Jlata perakiun 27.01.2021
Pecnyonuxu Kazaxcran B 21eKTpOHHOM BHjIE Tlata cKauMBAHHT 04.02.2021
Ta-
ust
- 1 IA

JloxkyMeHTanus

1. ITucemenHoe TIOATBEPIKACHUC TPOU3BOAUTEIIS JICKAPCTBECHHOTO IIpETIapaTa, COACpKallee yKa3aHue o BCpI/I(bI/IKaI_II/II/I COOTBETCTBUA ITPOU3-

BOJIMTENIS aKTUBHOH (hapMarieBTHUecKoii cyoctaniuu [IpaBunam Haaexalei npou3BoCTBeHHOM npakTuku Pecriyoanku Kazaxcran.

b. U3MmeHeHnsa KauecTBa

b.I AktuBHas apmaiieBTHYECKasi CyOCTaHIUS

b.1. a) ITpou3sBoicTBO

b.l.a.1 I3MeHeHne NpoU3BOUTENS UCXOIHOTO MaTepuaa (peakTu-
Ba) IPOMEXYTOUHOT'0 IPOIYKTA, UCIIOIb3YEMOr'0 B IIpOLIECCE IPO-
U3BOJICTBA aKTUBHOMH (papMalleBTHYECKON CyOCTaHIINH HIIU U3MEHE-
HH€ IPOU3BOAUTENS AKTUBHOH (hapMaIleBTUUECKON CyOCTaHINH
(BKJIIOYAs, €CU IPUMEHUMO, IUIONAAKH IO KOHTPOJIIO KauyecTBa)
AKTUBHOH (papMalleBTHUECKON CyOCTaHIIUH, €CIIH B PETUCTPALIMOH-
HOM JIOChE OTCYTCTBYET CepTU(HKAT cOOTBETCTBUS EBpomeiickoit
Dapmakornu.

VYcnoBust

Tpebyemast nokymeHTauus

Bun npouenypst

a) [IpenaraeMplii MPON3BOAUTEIb IPUHAUICKHUT K TOH ke (apma-
LEBTHYECKOI IPYyIIIE, YTO U 0OOOPEHHBIH IPOU3BOAUTENb

1,2,3

1,2,3,4,5,6,7,

1A

0) BHeceHre HOBOTO MPOMU3BOANTENSI aKTUBHOHN (papMarieBTHYe-
cKkoii cyOcTanmu, o6ocHoBaHHO MDADC

II

B) [Ipearaemplii MpOU3BOAMUTENb HCIIOIB3YET PE3KO OTIINYAI0-
IUHCs croco0 CHHTE3a WM YCIIOBUS IIPOU3BOACTBA, KOTOPbIE Me-
HSIOT Ba)KHBIE TI0KA3aTeNN KauecTBa aKTUBHON (papMalieBTHYECKOI
cyOCTaHINH, TAKHE KaK KAYeCTBEHHBIN U (MJIN) KOJMYECTBECHHBIN
npodHIb IpUMecei, TpeOYIOIHH KBaTH(pHUKAINH, WK (U3NKO-XHU-
MHYECKHE CBOMCTBA, BIMSIONIME HAa OUOIOCTYITHOCTD

I

r) HoBblii mpou3BoauTeNh MaTepHala, TPeOYIOIIero OLEHKH BUPYC-
HOU Oe3omacHoCTH U (MH) pucka TpaHCMUCCHUBHO# ry04aToi H-
nedanonaruu (nanee — TI'D)

I

1) I3MeHeHune 3aTparuBaeT OUOJIOrHYecKyio akTHBHYIO (hapMalies-
THUYECKYIO CyOCTAHIIMIO WIIH HCXOHBIH MaTepual (peakTHB) IpoMe-
JKYTOYHBIN MIPOTYKT, HCTIONB3YIOIINIACS B TIPOU3BOICTBE OHOIOTH-
YeCKOro (MMMYHOJIOTHYECKOT0) JIEKAPCTBEHHOTO Mpernapara

II

e) ll3MeneHne nopsiika KOHTPOIIA KauyecTBa aKTHBHOU (hapMaleBTU-
4ecKoll CyOCTaHIUM: CMeHa WM 00aBIeHue IIIOMaaKy, Ha KOTo-
poii ocyecTBIseTCS KOHTPOJIb (MCIIBITAHUE) CepuUit

1A

) BHeceHne HOBOTO TIPOM3BOIUTENISI AKTUBHOW (papMalieBTHYe-
ckoii cyocTanmu, He nmeronied MOADC u Tpebyroreit cymie-
CTBEHHOTO OOHOBJICHHSI COOTBETCTBYIOILETO pa3esa I0Che 10 aK-
TUBHOH (hapMareBTHYECKOM CyOCTaHIHH

II

3) Brrouenne anpTepHATHBHOH IUIOMIAIKA IO CTEPUIIN3AIIIH aK-
TUBHOH (hapMaleBTHYECKOW CYOCTAHIINH C UCTIOJIb30BAHIEM METO-
na l'ocynapcrBenHoit ®@apmakonen PecnyOnuku Kasaxcran

1,2,4,5,8

IB

1) BHeceHre HOBOM IIJIOIIA/IKU 110 MUKPOHU3AIMN

1,4,5,6

1A

K) M3MeHeHus corameHuii Mo UCTIITaHUSIM [0 KOHTPOJIIO Kade-
CTBa OMOJIOTMYECKON aKTUBHOM (hapManeBTHYECKOH CyOCTaHIHH:

I
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3aMeHa WM BKIIIOUEHHE IUIOLIAIKU, Ha KOTOPOH OCYIIECTBIISETCS
KOHTpOJIb (MCTIBITaHUS) CEpHiA, BKJIFOYasi OMOIOTHYECKUN (MMMYHO-
JIOTHYECKUil) (MMMYHO-XHUMHUYECKH) METO

1) HoBas rurorma/zika rmo XpaHeHHUIo IrIIaBHOTO 0aHKa KJIETOK H (WJIN) - L5 IB

pabounx GaHKOB KIETOK

VcnoBus

1. Cnerdukauy HCXOAHBIX MaTEPHAIOB U PEAKTHBOB (BKJII0Yast BHYTPUIIPOU3BOACTBEHHBIC KOHTPOIIH, METO/bI aHATHN3a BCEX MATCPHAIIOB)
UCHTUYHBI paHee ogo0peHHbIM. Crienudukaiyy (BKI0Yasi BHyTPUIPOU3BOJICTBEHHBIH KOHTPOJIb, METO/IbI aHAJIN3a BCEX MATEPHAJIOB), CIIO-
COOBI TIPUTOTOBJICHHUS (BKJIFOUAst pa3Mep CEPUH) U MOJAPOOHBIH CrIOCOO CHHTE3a IPOMEKYTOUHBIX MPOIYKTOB U aKTHBHBIX (hapMarieBTHIe-
CKHX CYOCTaHIMI HICHTHYHBI paHee 0J00PEHHBIM.

2. AktuBHas (hapManeBTHUECKas CyOCTaHIUs HE SIBISETCS OMOJIOTHUECKON (MIMMYHOJIOTHUECKON ) HIIM CTEPHIILHOI.

3. Ecii B mporecce Mpon3BOICTBA UCIIONB3YIOTCS MaTEPHAIIBI YEITOBEYECKOTO MITH JKHBOTHOTO MTPOUCXOKACHHSI, IPOM3BOANUTEIb HE UCTIOIb-
3yeT HOBOT'O [IOCTABIIMKA, B OTHOLICHUH KOTOPOro TpeOyeTCst OLIEHKA BUPYCHOM 6e30MacHOCTH i cooTBeTcTBUE ['ocynapcrBerHoit Papmako-
nee PecniyGnuku Kazaxcran Mo MEHHUMH3AIMK PUCKA TIEPEIauy areHTOB I'y04aToil SHIe(asonaTuy )KUBOTHBIX MMOCPEICTBOM JIEKAPCTBEHHBIX
MpenaparoB JUlsi MEIUIHHCKOTO U BETEPUHAPHOTO MPUMEHEHHSI.

4. Tpchq)ep METoaa Co CTapOi/'I Ha HOBYIO INIOIIAZKY ITPOU3BEJACH YCIICIIIHO.

5. Cnenuduxanms Ha pa3Mep YaCTULl aKTUBHOH (hapMaIleBTUYECKOH CyOCTaHIIMU ¥ COOTBETCTBYIOIIMI aHAMUTHYECKHI METOJ] HE H3MEHSIOT-
csl.

JloxymeHTanus
1. Ecnu npuMeHrMO, TIOTpaBKa K COOTBETCTBYIOIIEMY(COOTBECTBYIOIINM) pa3eny(pa3aenam) 10Che.

2. lexnapanusi AepskaTesisi perucTpaldoHHoro ynocropepenus win aepxarens MOADC cooTBETCTBEHHO, YTO MPOLEAYPHI KOHTPOJISA Kade-
cTBa crioco0a cuHTe3a (WM JUIsl PAaCTUTEIBHBIX JIEKaPCTBEHHBIX IPENapaToB (COOTBETCTBEHHO): METO/Ia IIPUTOTOBJICHHS, reorpaduiyeckoro
HCTOYHMKA, IPOM3BOCTBA PACTUTENILHON (hapManeBTHYECKOH CYyOCTaHIMH 1 Ipoliecca IPOU3BO/ICTBA) U CHENU(HUKALIK aKTUBHON (apma-
LEBTHYECKOI CyOCTaHLIUM M HCXOJHOT0 MaTepHaa (peakTHBa) IPOMEKYTOYHOTO MPOAYKTa B TPOLIECCEe MPOU3BOACTBA aKTHBHOM (hapMarieB-
TUYECKOH cyOCTaHIMH (€CIHM IPUMEHNMO) HE OTJIMYAOTCS OT paHee 0J00pEHHBIX.

3. JIubo ceprudukar coorserctBus Epponeiickoit @apmakomnen o TI'D asist 1:060ro HOBOro HCTOYHKUKA MaTepHaa, 100 (eciu MpUMeHn-
MO) TOKYMEHTAJIbHOE MOATBEPKICHHUE TOT0, YTO HCTOYHUK MaTepHaa, nojasepkeHHbli pucky TI'D, paHee ucciaen0BajIcs yHOITHOMOYECHHBIM
OpraHoMm; u ObUIO NOATBEPIKAEHO ero cooreTcTBUe ['ocynapcTBenHoi @apmakonee PecyOunuku Kazaxcran no MUHUMU3ALUK pHCKa Iepe-
Jla4 areHTOB ry64aToif sHIedanonaTHy )KUBOTHEIX II0OCPEICTBOM JIEKaPCTBCHHBIX NIPENapaToB Ul MEAUIUHCKOTO U BETCPUHAPHOTO IIPHMe-
HeHus. Heo6XomuMo npencTaBuTh CleyIomue CBeJCHN: Ha3BaHUE IPOU3BOIUTEIS; BU/] )KUBOTHBIX M TKaHH, U3 KOTOPBIX MOIYYCH MaTepu-
aJI; CTpaHa IPOUCXOXKICHHS KUBOTHBIX, €TI0 HCIIONB30BAHUE H IIPUEMIIEMOCTD B IIPOLITIOM.

4. lanHble aHanu3a cepuit (B popMare CpaBHUTEIBHON TaOIHIIbI), IO MEHBILIEH Mepe, ABYX cepuil (10 MEHbIIeH Mepe, OIBITHO-IPOMBIIIICH-
HBIX) aKTUBHOI (hapMaleBTHYECKOH CYOCTaHIIMK OT TEKYLIUX U MPEJIaraeMbIX MPOU3BOAUTENCH (TIONIA/I0K).

5. B dopme 3asiBieHHs 0 BHECEHUH U3MEHEHU I HEOOXOANMO YEeTKO 0003HAYUTD «TEKYLIMX» U «IIpeularaeéMbIX» MPOU3BOJUTENEH, KaK yKa3a-
HO B paszzeiie 2.5 (popMbl 3asIBICHHUS.

6. Ecnu aktuBHast (hapMalieBTHUeCKas CyOCTaHIUSI HCIONIB3YEeTCs B KAYeCTBE HCXOAHOT0 MaTepuaia, NeKIapalus KBaTupUIMpOBaHHOTO JI1-
12 KKI0T0 JepKaTes JIMLEH3UH Ha IIPOM3BOJICTBO, YKA3aHHOTO B 3asBJICHUH, U KBATU(UIIMPOBAHHOTO JIMI[A KaXIOTO AEPIKATEINs JIULECH-
3MU Ha IPOU3BOJICTBO, YKa3aHHOTO B 3asBJICHUH B KAY€CTBE OTBETCTBEHHOT'O 32 BBIMYCK cepHil. B nekiapanusax Heo0X0IMMO yKa3aTh, 4TO
MIPOM3BOINTEIb(IIPOU3BOIUTENN) AKTUBHOW (hapMalleBTUUECKON CyOCTaHIIMK, yKa3aHHbIH (YKa3aHHBIC) B 3asBJICHUH, OCYLIECTBISET (OCy-
HIECTBIISIOT) CBOIO JEATENLHOCTD B COOTBETCTBUH C [IpaBuiiaMul Ha Iexalle POr3BOICTBEHHOM NpakTHku Pecryonnkn KazaxcraHn B OTHO-
LICHUH UCXOJHBIX MaTepuaioB. [Ipu onpeieneHHbIX 00CTOATENILCTBAX AOMYCKACTCs MIPEACTABISATH OHY JCKIapalMio (CM. IPUMEUaHUEe K U3-
meHennro b.11.6.1).

7. TapanTtuitHoe muchMo (pU HEOOXOJMMOCTH) TIPOU3BOIUTENS AKTUBHO#H (hapMaleBTHYECKOM CYyOCTaHIMK OMOBEIIATh ACPKATEIS PErH-
CTPALMOHHOTO YAOCTOBEPEHHMS O JTIOOBIX U3MEHEHHSIX TPOoliecca IPOU3BOACTBA, CIeUBHUKAIMI U AHATUTUYECKUX METOJUK aKTUBHOH (apma-
LEBTUYECKOW CyOCTaHIIHN.

8. HOI[TBCP)KI[GHI/IG TOr0, 4TO IIpeajiaracMas riomaaka J0JKHbIM 06pa30M JIMICH3UPOBaHa B OTHOLLICHUHU paCCManHBaCMOﬁ HeKapCTBCHHOﬁ
(I)OpMLI, JICKapCTBCHHOI'O ITperiapaTa Ui HpOI/ISBOI[CTBeHHOfI onepanuu.

b.1.a.2 M3MeHeHus nporecca POU3BOICTBA aKTUBHOM (apMaries- VYcnosus Tpebyemast nokymeHTanust Bun npouenypsr
THUYECKOH CyOCTaHINU

a) HecymiecTBeHHOE M3MEHEHHUE MPOIecca MPON3BOJICTBA AKTUBHON 1,2,3,4,5,6,7 1,2,3 1A
(hapMmarieBTHUYECKOI CYyOCTaHIIUH
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0) 3HauuTENBbHOE H3MEHEHHUE MPOLIECcCa MIPOU3BO/ICTBA AKTUBHOM - - I
(hapManeBTHYECKOI CyOCTaHIIMU, KOTOPOE OKa3bIBAaeT CYIIECTBEH-
HOE BIIMSHHE HA KAYECTBO, 6E30MaCHOCTh Wi 3P (PEKTHBHOCTD Jie-
KapCTBEHHOTO MpernapaTa

B) M3MeHeHue 3aTparuBaeT OHOIOTHYECKY O (MIMMYHOJIOTHYECKYIO) - - 11
CyOCTaHLHIO HITH HCIIOJIb30BaHKE IPYroro BEIIECTBA, OYICHHO-
0 IyTeM XMMHYECKOT0 CHHTE3a, PU MPOU3BOACTBE OHOIOrHYECKO-
r0 (MMMYHOJOIHYECKOT0) JIEKaPCTBECHHOT'O IIperapara, KoTopoe
OKa3bIBACT CYIIECTBEHHOE BIIMSHHIE HA Ka4eCTBO, O€30M1aCHOCTh

i 3 (HEKTUBHOCT JIEKAPCTBEHHOTO Mperapara i He CBSI3aHO C
MPOTOKOJIOM

r) M3MeHeHue 3aTparuBaeT pacTUTEbHBIN JIEKApPCTBEHHBIH Tperna- - - II
par, a UMEHHO: reorpaguueckuii ICTOYHUK, CIOCO0 MPOU3BOACTBA
WJIN TIPUTOTOBJICHUS

1) HecymecrBenHoe n3mMeHeHue 3akpbiToit yactu MOADC - 1,2,3,4 IB

VYcnoBust
1. HexxenatenbHOe U3MEHEHHE KaueCTBEHHOTO HIIH KOJIMYECTBEHHOTO PO IS IPUMeCe M (PU3UKO-XMMHYECKHX CBOWCTB OTCYTCTBYET.

2. Criocob CHHTEe3a OCTAeTCs TEM XK, TO €CTh IIPOMEKYTOUYHBIC IPOAYKTBI HE H3MEHSIOTCS U B IIPOLIECC HE BBOASATCS HOBBIC PEAKTUBBI, KaTa-
JIM3aTOPBI MK PAcTBOpUTENH. ['eorpadmueckuii HCTOYHUK, IIPUTOTOBIICHUE PACTUTENILHOTO CHIPBS U CIIOCO0 MPON3BOACTBA JIEKapPCTBEHHBIX
PaCTHUTENBHBIX PEMapaToB HE U3MEHIOTCS.

3. Cneundukanuy akTHBHON (papMarieBTHUECKOI CyOCTaHIIMK U IPOMEKYTOUHBIX MPOIYKTOB HE U3MEHSIOTCS.
4. VI3MeHeHMe MOJTHOCTBIO OMKUCHIBACTCS B OTKPBITOM YacTH (dact «3asureisi») MOADC (ecnu npuMeHHMO).
5. AxtHuBHas (papMmaleBTHUECKast CyOCTaHIMs HE SBJISETCS OMONIOrHYecKoi (MMMYHOIOTHYECKOi) cyOcTaHIMeH.

6. I3MeHeHNe He 3aTparuBaet reorpauuecKuii HCTOYHUK, CII0CO0 IIPOU3BOJICTBA WIIH IIPUTOTOBIICHHUS JIEKAPCTBEHHOTO PACTUTEILHOTO Hpe-
napara.

7. 3meHeHne He 3aTparuBaet 3akpeiToit yactu MOADC.

JlokymeHTanus
1. ITonpaBka k cooTBeTCTBYIOIIEMY (M) pa3aeny(am) 10Che, BKIIFOYAs MIPSIMOE CPAaBHEHHE TEKYILEr0 U HOBOTO MPOIIECCOB.

2. JlanHble aHanu3a cepuii (B popmare cpaBHUTENBLHOMN TaOIHIIBI), IO MEHBIIIEH Mepe, IBYX CepHii (110 MEHbIIEH Mepe, OMBITHO-TIPOMBIIILICH-
HBIX), IPOU3BEJICHHBIX € IOMOILBIO 0JJOOPEHHOr0 U MPEeIaraéMoro MpoLeccoB.

3. Konuu yTBepx/IeHHbIX crielupHUKaIMil akTUBHOH (apMalleBTHUECKON CyOCTaHIIUH.

4. Jlexnaparnus aepskarteis perucTpalioHHOTO yocToBepeHus win aepxxarenst MOADC coOTBETCTBEHHO, YTO U3MCHEHHE KaYeCTBCHHOTO U

KOJIMYECTBEHHOTO IPO(UILT IpuMeced Hii (HU3UKO-XMMHIECKUX CBOHCTB OTCYTCIBYET, CIIOCO0 CHHTE3a, CIeNU(UKAINYI aKTHBHOU (apMma-
LEBTUYECKOH CyOCTaHIIMU U IPOMEKYTOUHBIX IPOLYKTOB HE H3MEHSIOTCSL.

IIpumeuanne k b.1.a.2.6) [Tox 3HaunTENbHBIME H3MCHEHHSMH aKTHBHBIX (papMa-
LEBTHYECKHX CYOCTAHLIUMH, OTyYESHHBIX IyTeM XUMHYECKOTO CHHTE-
3a, OJIPa3yMEBAIOTCsl N3MEHEHUs CII0C00a CHHTE3a MITH yCIOBHM
IIPOM3BOJICTBA, KOTOPbIE CIIOCOOHBI H3MEHHUTH BaXKHBIC TTOKa3aTeNIN
KauecTBa aKTUBHOHN (papMarieBTHIECKO# CyOCTaHIMHU, TAKUE KaK Ka-
YECTBEHHBIN U (MJIM) KOJIMYECTBEHHBIH MPO(UITs IprMecei, Tpedyro-
UH KBaTM(UKALMHY, WM (PU3HKO-XUMHYECKHE CBOMCTBA, BIMSIO-
1ye Ha OMOOCTYITHOCTD.

b.I.a.3 3MeHeHue pa3Mepa cepud (BKIIOYAs AUAIA30HbI pa3Mepa YcnoBus Tpebyemas noKyMeHTaIHs Bun npouenypst
CepuM) aKTUBHOM (hapManeBTHYECKON CYyOCTaHIIMN HITH IPOMEXY-
TOYHOTO IIPOJIYKTA, UCIIOIB3yEMOT0 B IIpOIiecce IIPOU3BOCTBA aK-
TUBHOH (hapMarieBTHIECKOH CyOCTaHIIN

a) YBenmueHne pa3Mepa cepuu BILIOTh 10 10 pa3 mo cpaBHEHHIO ¢ 1,2,3,4,5,6, 1,2,5 1A
3apEruCTPUPOBAHHBIM Pa3MEpPOM 7,8

6) 10-kpaTHOE pa3yKpynHEHHE 1,2,3,4,5 1,2,5 IA
B) M3Menenue TpeOyeT aHami3a COMOCTABUMOCTH OHUOIOTHYECKO#T - - I

(MMMYHOJIOTMYECKON ) aKTHBHOW (hapMaleBTUUECKON CyOCTaHIINU
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r) YBenudenue pa3mepa cepun 6onee 10 pas 1o cpaBHEHHIO ¢ 3ape- - 1,2,3,4 1B
TUCTPUPOBAHHBIM Pa3MEpPOM
1) YBenuueHue (yMEHbIICHHE) MaciTada mpou3BOACTBA OHOJIOTH- - 1,2,3,4 IB

YeCKOW (MMMYHOJIOTHYECKO#T) aKTUBHOH (papMalieBTHYECKOi Cy0-
CTaHIMK 0e3 H3MEHEHUs Mpoliecca MPOU3BOJICTBA (HapuMep, 1y0-

JIMPOBAHUE JIMHHUN)

YcnoBust

1. Bce n3mMeHeHHs1 METOJI0B ITPOU3BOACTBA 3aTParkBaroT JIMLIb HEOOXOAUMBIE JUIsl YKPYITHEHHS M pa3yKpyHEHHUs, HapHMep, HCIOJIb30Ba-
HEe 000pyJOBaHUE IPYrOro pa3Mepa.

. Heobxoxnmo mpesicTaBUTh pe3yabTaThl HCIBITAHUH COTTIACHO CHENU(UKAMAM He MEHee ABYX CEpHil IIpenaraeMoro pa3mepa Cepum.
. PaccmaTpuBaeMblii IeKapCTBEHHBIH IpenapaT He ABILAETC OHOIOTHYecKUM (MMMYHOIOTHYECKHM) JTeKapCTBEHHBIM IPEHapaToM.

. I3MeHeHune He BIMSET HeXeNaTeIbHbIM 06p8.30M Ha BOCIIPOU3BOAUMOCTH IpoIIECcca.

2
3
4
5. HenpeBHIEGHHBIX CUTYAIMAX, BO3HUKIINX B X0JI€ IPOU3BOJICTBA, MM HAPYLIEHUs CTAOMIBHOCTH H3MEHEHHE HE OCYILECTBIIAETCS.
6. Cnieundukauny akTuBHON (papMarieBTHIecKoil cyOcTaHIMK (IPOMEXYTOUHBIX) IPOIYKTOB HE H3MEHSIOTCSL.

7. AxtuBHas (papmaleBTHUECKast CyOCTaHIHs HE SBJISETCS CTePUIILHOM.

8

. PasMep CCpUU HAXOIATCA B IIpEeACIIe IO-KpaTHOFO JuariasoHa pasMepa cepuu, NpeaAyCMOTPEHHOI'O IIPpU pErucTpaluu Uin Mocje MociIeAyro-
IET0 U3MCHCHUS, HE ABJIABIICTOCS U3MCHCHUEM 1A Tumna.

JlokymeHTanus
1. ITompaBka K cOOTBETCTBYIOIEMY(MM) paszeny(am) 1oche.
2. Homepa cepuii HCTIBITAHHBIX CEPHUI UMEIOT MIPEIaraeMblii pa3Mep CepHH.

3. JlanHble aHanu3a cepuii (B popmare cpaBHUTENBHON TaOJIMIIBI), IO MEHbBILIEH Mepe, OAHOW IPOMBIIIICHHO! CeprUr aKTHBHOW ()apMarieBTH-
YeCKO# CyOCTAHIIMK HIIH TPOMEIKYTOUHOTO MPOLYKTa COOTBETCTBEHHO, [TPOU3BEICHHOM B yTBEPKACHHOM U IpeyiaraeMoM pasmepe. I1o 3a-
MPOCY HEOOXOIMMO MPEACTABUTH JAHHBIE M0 CJACAYIOLIAM JABYM IOJHBIM MPOMBIIUICHHBIM CEPUSIM; JepiKaTeIb COOOIIAET, €Cin Pe3yIbTaThl
aHaNn3a He YKJIA/IBIBAIOTCS B CICHU(BHUKALMIO U IPE/UIOKHUTD IUIaH eHCTBHUM.

4. Komnu 0106peHHBIX crienu(uKamuii akTHBHON (hapMalieBTHIeCKOH cyOcTaHIMH (M IPOMEXYTOUHBIX IIPOAYKTOB, €CIH IPHMEHHMO).

5. dexnapanust AepkaTelisi perucTpauoHHOro ynoctoBepeHus win aepxareinsit MOADC cooTBEeTCTBEHHO, YTO BCE H3MEHEHUS] METOIOB MPO-
W3BOZCTBA 3aTPArkBaloT JIMILIb HEOOXOIUMBIE JUIsl YKPYITHEHUS M pasyKpyIHEHHUs, HAIpHMep, HCIOJIb30BaHUE 000PYI0BAaHUE APYTOro pas-
Mepa; U3MEHEHHE He BIUSET HeXeIaTelIbHBIM 00pa30oM Ha BOCIPOU3BOIMMOCTS IIPOIIecca; U3MEHEHHE He SIBISIETCS CIICACTBHEM HEIPE/IBU-
JICHHBIX CUTYallWii, BOSHUKIINX B XO/1€ IIPOM3BO/ICTBA, WIIM HAPYIICHUS CTa0MIBHOCTH; Clienn(HKaLNi aKTHBHON (papMaIieBTHIECKOH cy0-
CTaHIMH (IIPOMEXKYTOUHBIX IIPOYKTOB) HE H3MEHSIOTCS.

b.l.a.4 MI3MeHeHne BHYTPUIIPOM3BOICTBEHHBIX UCTIBITAHUI MIIU Ycnosus TpeOyemast TOKyMeHTAIHSL Bun npouenypst
KPUTEPHEB IIPUEMIIEMOCTH, UCIOIb3YOIIMUXCS IPU IPOU3BOACTBE
aKTHBHOMW (hapMaleBTUIECKON CyOCTaHIINN

a) YikecToueHne BHYTPUIIPOU3BOJICTBEHHBIX KPUTEPUEB MPHUEMIIE- 1,2,3,4 1,2 1A
MOCTH
0) JlobaBneHne HOBBIX BHYTPHUITPOU3BOICTBEHHBIX HCIIBITAHUI WIIN 1,2,5,6 1,2,3,4,6 1A

KPUTEPUEB IIPHEMIIEMOCTH

B) MckiroueHne HE3HAYMMOTO BHY TPHIIPOU3BOICTBEHHOT'O UCTIBITA- 1,2,7 1,2,5 IA
HUS
r) Pacmmpenue 0J0OpeHHBIX BHYTPUIIPON3BOICTBEHHBIX KPUTEPH- 1I

€B IPUEMIIEMOCTH, KOTOPBIE CYIIECTBEHHO BIIHSIOT HA COBOKYITHOE
Ka4eCTBO aKTUBHOE (hapMaleBTHYECKON CyOCTaHIIN

1) MckmoyeHne BHY TPUITPOU3BOICTBEHHOTO HCIIBITAHUS, KOTOPOE II
CYILECTBEHHO MOBIIMSAET Ha COBOKYITHOE KaueCTBO aKTHBHOM (ap-
MalleBTHYECKOH CyOCTaHINH

¢) JlobaBiieHHe 1K 3aMeHa BHY TPUIIPOU3BOICTBEHHOI'O UCIIBITA- 1,2,3,4,6 1B
HUSI N3 COOOpaykeHNH 6e30I1acCHOCTH MM KauecTBa

VYcnoBust




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 27.01.2021
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 04.02.2021

e* ‘ a iy DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun 27.01.2021
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
JlaTa ckauMBaHHS 04.02.2021

1. VI3sMeHeHue He SIBISEeTCs ClIeJICTBUEM KAKOro-11ubo 00s3aTe/IbCTBa, IPUHATOrO 110 pe3ybTaTaM pPaHee MPOBECHHBIX SKCIEPTU3 C LENbIO
aHaJIM3a KPUTEPUEB IIPUEMIIEMOCTH CIIeNU(UKAINY (HAIPUMep, B X0/ie PETUCTPAIUH M BHeceHHs H3MeHeHuit 11 tuma).

2. VI3MeHeHue He SIBISIETCS CIICACTBUEM HENPEABUICHHBIX CUTYaIHil, BO3HUKIINX B X0O/Ie TIPOM3BO/ICTBA, HAIIPUMEp, HOBasi HEKBATH(DUIIUPO-
BaHHAs IPUMECh, I3MEHEHHUE NPE/IENIOB COACPKaHN CyMMBI IIPIMECEH.

3. JIro6oe n3MeHeHre YKIaAbIBAIOTCS B ANAMA30H ACHCTBYOLIMX 0J0OPEHHBIX KPUTEPUEB IPUEMIIEMOCTH.

4. AHanuTHYeCKas METOANKA HE M3MEHSETCS WM H3MEHSIETCS HE3HAUYNTEIBHO.

5. Hu oguH HOBBIM MeTO UCIIBITaHUSI HE OCHOBAH Ha HOBOW HECTAHAApPTHOM METOJ0JI0IMH WIIH CTaHIAPTHON METOJI0JIOTHH, UCTIOIb3YeMOon
10-HOBOMY.

6. HoBelit MeTO HCTIBITAHUS HE SABIISIETCS OMOJIOrNYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXUMUUECKUM) MIIX METOJOM, B KOTOPOM UCIIONb-
3yeTcst OMOJIOTMYECKUI PEaKTUB ISl OUOIOTHYECKOi akTUBHON (papMalieBTHIECKO# CyOCTaHIUHK (3a UCKIIIOYSHHEM CTaHIapTHBIX (apMako-
MEHHBIX MUKPOOHOIIOTHYECKUX METO/IOB).

7. IlapameTp crienndukanny He 3aTparuBaeT KPUTHUECKUH ITapaMeTp, HalpuMep, JIT000H U3 CieayIouX: KOIHYECTBEHHOE OIpeieNIeHue,
npyMecH (€ciu TOJIBKO ONpe/IeIeHHbIH PAaCTBOPUTEINb OJHO3HAYHO HE UCIIOJIB3YeTCs B IPOM3BOJICTBE AKTUBHOW (papMalieBTHYECKOH CyOcTaH-
UH), JTr00ast KpUTHYECKast PU3MYECKasi XapaKTEPUCTHKA, HAaI[PUMEpP, pa3Mep YacTHII, HAaChIITHAsl INIOTHOCTH JI0 U TTOCJIE YIUIOTHEHHUS, NCIIbITa-
HUE Ha NOJJIMHHOCTb, BOAA, JIF0OO0M 3aIpoc Ha N3MEHEHUE YaCTOThI UCTIBITAaHUH.

JloxyMeHTanus
1. IlonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOLINM) pa3eiy (paszenam) 10Cke.
2. CpaBHHUTeNbHAS TabIUIA TEKYIIUX U IPEAIaraeMbIX BHYTPUIIPOU3BOJCTBEHHBIX UCIIBITAHUI.

3. IlogpoOHoe onrcaHre HOBOro He(apMaKOIEHOW aHATUTHYECKOH METOJUKH U JAHHBIE IEPBUYHOMN IKCIEPTU3bI (B COOTBETCTBYIOIINX CITy-
Yasx).
4. JlaHHBIe aHAJIM3a IBYX MPOMBIIUICHHBIX cepuil (11 OMOJIOrMYeCKUX aKTUBHBIX (hapMaleBTUYECKUX CyOCTaHIINiH, B OTCYTCTBHE KOHKPET-

HBIX OGOCHOBaHHﬁ, — TPpHU IIPOMBIIIIJICHHBIE CepI/II/I) AKTUBHOM q)apMaLICBTH‘IeCKOﬁ Cy6CTaHLII/II/I 110 BCEM I1apaMeTpaM CHCHHq)HKaHI/II/I.

5. O6ocHOBaHMeE (OLEHKA) PUCKOB CO CTOPOHBI AP KATElsl PErUCTPALMOHHOTr0 yaocToBepeHus win aepxarens MOADC cooTBETCTBEHHO,
HOATBEPKIAIOINE, YTO BHYTPUIIPOU3BOICTBEHHBIE IIAPAMETPhI ABIIAIOTCS HE3HAUYMMBIMU MU YCTAPEBIIUMHU.

6. O00CHOBaHKE CO CTOPOHBI ACPIKATEINST PETMCTPALMOHHOTO y0cToBepeHus uin aepxarenss MOADC coOTBETCTBEHHO HOBBIX BHYTPHIIPO-
U3BOJCTBEHHBIX UCIBITAHUH U IPEJIENIOB.

b.I.a.5 M3MeHeHue akTUBHOMW (papMarieBTUUECKOM CyOCTaHIINH Ce- YcnoBus TpebOyemast fOKyMeHTaIHs Bun npouenypst
30HHOM, NMPENaHIeMUIECKON WIN MTaHAEMHYECKOH BaKIIMHBI JUTS
POQHIAKTUKY TPHIIIIA

a) 3aMeHa mTaMMa(IITaMMOB) CE30HHOH, PENaHAeMIYECKOM W I

HaH[[eMH'—ICCKOﬁ BaKIIUHBI IJI1 HpO(bI/IJ'IaKTI/IKI/I rpuIma

b.1. 6) KonTposnb kadecTBa akTUBHOM (papMaIieBTHUECKON CyOCTaHITUN

b.1.6.1 N3menenne napaMeTpoB crienr(pUKanuy 1 (WIK) KPUTEPUEB IPUEMIIEMOCTH aKTHBHON (hapMarieBTHYe- VYeno- | Tpe- Bun
CKOH CyOCTaHLIMM, HCXOHOTO MaTepuaa (IIpOMEXyTOYHOIr0 IIPOYKTa) PeakTHBA, UCIIONb3YEMbIX B IIpoLiecce BUS Oye- po-
TIPOM3BO/ICTBA aKTHBHON (papMarieBTHUECKOI CyOCTaHIINI Mast 1e-
HOKY- ny-
MeH- jusi
Tanus
a) YKeCTOUeHHE KPUTEPUEB IPUEMIIEMOCTH CIeLU(UKALIN JIEKAPCTBEHHBIX MPENapaToB, MOAJISIKAIMX BbIITYC- 1,2, 1,2 1A
Ky cepuit opULHATBHBIM KOHTPOJIBHBIM OPraHOM 3,4
0) YkecTo4eHHE KPUTEPHEB IPUEMIIEMOCTH Criel(UKAIIN 1,2, 1,2 1A
3,4
B) JloGaBieHue B crielu(puKaLuio HOBOTO IapaMeTpa U COOTBETCTBYIOLIErO €My METO/1a UCIIbITaHHs 1,2, 1,2, IA
5,6, 3,4,7
7
r) UckinoueHne He3HaYUTEIbHOT0 IIapamMeTpa crienuuKanuy (Hanpumep, HCKIF0YSHHE YCTapeBIIero napameT- 1,2, 1,2,6 | IA
pa) 8
1) ckmouenne mapamerpa creudukaum, KOTOPbIi CyIECTBEHHO MOBIUSAET Ha COBOKYITHOE KaueCTBO aKTHB- I
HOU (papMarieBTUUECKOI CyOCTaHIIMK U (WIIN) JIGKapCTBEHHOT'O ITpenapara
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. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.02.2021
* o cang OTajlOHHBIH KOHTPOJILHBII 6aHK HOPMATUBHBIX IIPABOBHIX AKTOB Jlata peaakiuu 27.01.2021
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE TlaTa ckaunBanus 04.02.2021
e) Mzmenenue, BeIXosllee 3a 0100PEHHbIH TUana3oH KpUTEpHeB NPUEMIIEMOCTH crieMbUKaLuil aKTUBHOH dap- I
MaleBTUYECKOH cyOCcTaHIMU
x) Pacmpenye 000peHHBIX KPHTEPHEB MPHEMIIEMOCTH CIIeI(HKAINH Ha HCXOHbIE MaTeprasl (IPOMEXy- I

TOYHBIE MPOIYKTHI), KOTOPBIE CYMIECTBEHHO BIMSIOT Ha COBOKYITHOE Ka4eCTBO aKTHBHOU (hapMaleBTHICCKO
cyOcTaHIuK U (WITK) JIEKapCTBEHHOTO Mpernapara

3) JlobaBnenue win 3ameHa (MCKIF0Yast OMOIOTHYECKYI0 U MIMMYHOJIOTHUECKYIO CyOCTaHIINIO) TapaMeTpa CIeiu- 1,2, 1B
(hUKAIMU U COOTBETCTBYIOIIETO €My METO/Ia HCIBITAaHUs U3 COOOpaXKeHUH 0e30MaCHOCTH MIIH KauecTBa 3,4,

5,7
1) Ecnu Ha akTHBHYIO (hapMalieBTHUECKYIO CyOCTaHIMIO OTCYTCTBYET cTaThs I ocynapcTBerHO# Pdapmakomnee 1,2, 1B
Pecrry6mmku Kazaxcran, H3MeHEHIE COOCTBCHHBIX JAHHBIX CIENU(UKAINY Ha JaHHBIC HeO(QUIIAIBHOI hapMa- 3,4,
KOIed WK (apMaKoIien TpeTheil CTpaHb 5,7
VYcenosus

1. I3MeHeHue He SBISETCS CIIENCTBHEM JTI000T0 00513aTeNbCTBa, IPUHSATOTO [0 PE3yJIbTaTaM paHee MPOBEICHHBIX SKCIIEPTH3 C IIEITBI0 Mmepe-
CMOTpa KPUTEPHEB IPHEMIIEMOCTH crieliuduKaniy (HampuMep, B X0/I€ PErHCTPAliK JICKapCTBEHHOTO MpernapaTa Wil BHECCHHN H3MCHEHHI
11 Tuma).

2. 3smeHeHue He SIBIISETCS CJICACTBUEM HEIIPEABUICHHBIX chyaum?I, BO3HHUKIINX B XOA€ IMPOU3BOACTBA, HAIIPUMED, HOBOM HeKBaJ'[I/I(l)I/ILII/IpO-
BaHHOU IIpUMECH, U3MEHEHUS TIPEACIIOB COACPIKAHUSI CYMMBbI HpHMCCCﬁ.

3. JIroOoe n3MeHeHne YKIaAbIBAIOTCS B AWAIIa30H TEKYIIUX OZ[OGPCHHLIX KPUTCPUCB MTPUECMIICMOCTH.
4. Ananutnyeckas METOAUKA HE UBMCHACTCA NI U3MCHACTCA HCSHAYUTCIIBHO.

5. Hu ouH HOBBII METO HCIIBITAHUS HE OCHOBAH HA HOBOI HECTAaHJAPTHOW METOOJIOTHH MM CTAHAAPTHON METOMOJIOTHH, HCTIONIB3yEeMOI
M0-HOBOMY.

6. HoBBIi METO/I HICTIBITAHUS HE SIBIISIETCS] OMOJIOrMYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXHMHUYECKHM) WJIM METOJZIOM, B KOTOPOM HCIIOJTb-
3yeTcst OMOJIOrHYECKUI PEaKkTHB J1Jisi OMOJIOrHYECKOM aKTHBHOM (hapMalleBTHYECKOM CyOCcTaHIMH (38 HCKITFOYEHHEM CTaHIapTHBIX (hapMaKo-
NEeWHBIX MUKPOOHOJIOTHYECKUX METOJIOB).

7. 3menenue 11000ro Mateprana He 3aTparuBaeT FeHOTOKCHYHYIO TIpuMech. Eciii BoBiieueHa akTHBHas (papMmarieBTH4IecKas cyOcTaHuys, 3a
HCKJIFOYEHHEM OCTATOYHBIX PACTBOPUTENIEH, KOTOPBIE COOTBETCTBYIOT IIpeiesiaM COOTBETCTBYomIEeH craTtee ['ocynapcTBenHoit Dapmakonee
Pecny6nuku Kazaxcran, KOHTpoJIb 11000 HOBOIT MpuMecH cooTBeTCTBYIOT [ocynapcrennoit dapmaxonee Pecriyonuku Kazaxcran.

8. [Tapametp crienndUKany HE 3aTparuBaeT KPUTHICCKUI MapamMeTp, HalpuMep, 000 U3 CIACAYONMX: KOINIECTBEHHOE ONpeIeICHuE,
npUMecH (€Cii TOJBKO OIPE/IeTICHHBIN PaCTBOPUTENb OJHO3HAYHO HE UCTIOIB3YETCs B IIPOM3BOJICTBE AKTUBHOM (papMalleBTHYECKOM CyOCTaH-
LN, II00ast KpUTHYeCKast (pr3nUecKas XapaKTepUCTHKa, HATPUMED, pa3Mep YacTHII, HACBIIHAS INIOTHOCTD JI0 M TIOCJIE YIUIOTHEHUSI, UCIIbITA-
HEE Ha MOJUTHHHOCTD, BOJIA, JIF00O0H 3aIpoc Ha TPOIYCK MCIIBITAHMUSL.

JlokymeHTanus

1. ITompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3eiy(pa3aenam) 1oche.

2. CpaBHHTeNbHAS TAOIHUIIA TEKYIIMX U TPeIaraeMbIX crieiuuKanmii.

3. IloppoOHoe omnrcaHKe 000 HOBOW aHATMTUYECKOW METOJMKU M JaHHbBIC IEPBUYHOI SKCIIEPTU3bI (B COOTBETCTBYIOIINX CIyYasix).

4. lanHbIe aHAJIM3a IBYX MPOMBIIUICHHBIX cepuil (B OTCYTCTBHE 000CHOBaHHS 0OPATHOTO /Uil OMOJIOrMYECKUX aKTUBHOH (hapMalieBTHYe-
CKHX CYOCTaHIIMIf — TPH CEPUH) COOTBETCTBYIONICH aKTHBHO (hapMalleBTHUeCKON CyOCTaHIMK [0 BCEM MapaMeTpaM Crelu(HKaIyu.

5. B cooTBeTCTBYIOIMX CITydasix JaHHbIE TECTa CPABHUTEIbHON KHHETUKU PacTBOPEHHMS JIEKApPCTBEHHOI'O Mpernapara, CoAepKallero akTuB-
HyI0 (papMaleBTHYECKYI0 CyOCTaHIIUIO, 10 MCHBIIEH Mepe, U3 OIBITHO-IIPOMBIIIICHHOH CepHH, COOTBETCTBYIONIYIO JSHCTBYIOIINM U IIpeIa-
raeMbIM cenuduKanuaM. B oTHoIIeHn: T1eKapCTBEHHBIX PACTHTENBHBIX PENapaToB JOCTATOUHBI JAHHBIC CPABHUTEIBHON paclaJaeMOCTH.

6. O6ocHOBaHuMe (OLIEHKA) PHCKOB CO CTOPOHBI IEPXKATEIs PETUCTPALMIOHHOTO yaocToBepenust miu nepxateinst MOADC cooTBETCTBEHHO,
HOATBEPKIAOIINE, YTO BHYTPUIIPOM3BOICTBEHHBIH MapaMeTp SBJISCTCS HE3HAYUMbIM MJIH YCTapEBIINM.

7. O60CHOBaHHE CO CTOPOHBI ACPIKATENS PErHCTPALUOHHOr0 yaocToBepeHus win aepikarensi MOADC cooTBETCTBEHHO HOBBIX ITapaMerpa
crieru(pUKALMU U KPUTEPHUEB PHEMIIEMOCTH.

b.1.6.2 I3MeHeHne aHANUTHYECKOH METOIUKY aKTUBHOH (hapMaleBTHIECKON CyOCTaHIINH HIIX HCXOAHOTO Mate- VYcemo- | Tpe- Bun

puazna (IIpOMexyTOYHOTO IPOAYKTa) PEaKTHBA, HCIIONb3YEMBIX B IIPOIecce IPOU3BOICTBA aKTUBHOH (hapMaries- BUS Oye- npo-

THYECKOH CyOCTaHIUH Mast 1e-
noky- | my-
MEH- pHl
Tanys
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. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.02.2021
. i a iy DTaJOHHBII KOHTPOJIBHBIM GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata penakuun 27.01.2021
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 04.02.2021
a) HesnaunMpble M3MeHEHUs 0JJOOPEHHOW aHAIMTHYECKOW METOUKH 1,2, 1,2 1A
3,4
0) UckiroueHne aHaTMTHYECKON METOANKN aKTUBHOMH (hapManeBTHYECKOH CyOCTaHIMK MM UCXOJHOTO MaTtepua- | 7 1 J VN

J1a (HpOMe)KyTO‘IHOFO nponyKTa) PpeaKTHBa, €CJIN AJIbTCPHATUBHASA el aHAJIMTHYCCKAs MCETOJHKA YKC 0}106peHa

B) [Ipoune n3MeHeHNs aHATNTHYECKOH METOVUKH (BKJIFOYAs 3aMEHY WM J0OaBJICHHE) peakTHBa, KOTOpas He 1,2, 1,2 1A
OKa3bIBACT 3HAYMMOT'O BIMSIHUS HA COBOKYITHOE KaYeCTBO aKTUBHOI (DapMalieBTHYECKOH CyOCTaHIIH 3,5,

6
r) CyliecTBeHHOE H3MEHEHUE WITH 3aMeHa OMOJIOrHYecKOro (MMMYHOJIOTHYECKOr0) (MMMYHOXHMHYECKOT0) Me- 11

TOJIa UCTIBITAaHHS WITH METOJIa, B KOTOPOM HCIIOJIb3YeTCsl OMOJIOTHYECKHH PEaKTHB /st OMOJIOrMYEeCKOW aKTUBHOM
(hapManeBTHYECKOH CyOCTaHIINH

1) IIpourie U3MEHEHUs aHAIUTUUECKONH METOUKY (BKJIIOUas 100aBIeHNe WM 3aMEHY) aKTHBHOH (hapMalieBTHYe- 1,2 IB
CKOH cyOCTaHLIMM MM UCXOIHOTO MaTepyaia (IIpOMeKYTOUHOr0 MPOLYyKTa)

Ycnosus

1. IlpoBenena HeoOXoMuMast EPBUYHAS SKCIIEPTH3A, TIOATBEPIKIAIOIIAS TO, YTO OOHOBJICHHAS aHAIUTHUYECKAs METOIMKA, 110 MEHbLIEei Mepe,
9KBHBAJICHTHA MPEIbITyIIEH.

2. IIpenensl coaepxkaHus CyMMbl IPUMECEH He M3MEHUIHCh, HOBbIE HEKBAIU(HULHPOBAHHbIE IPUMECH HE OOHAPYIKESHBI.
3. Meroa aHanu3a He M3MEHWICS (HapuMep, U3MEHEHHE UTMHBI KOJIOHKH MJIM TeMIIepaTypbl, HO He JPYroi BU KOJOHKU WX METOLN).

4. MeTo/1 HCTIBITAHHS HE SBJISCTCS] OUONIOTHYECKHM (HMMYHOJIOTHYECKUM) (MMMYHOXHMHYECKHM) HJIH METOJIOM, B KOTOPOM HCIIOJIb3YeTCsI
OMOJIOTHYECKHIA PEaKTHB U1l OMOJOTHYECKON aKTHBHOM (hapMaleBTHUECKON CyOCTaHIINH (32 HCKIIOUSHHEM CTaHIaPTHBIX (papMaKoNeHHbIX
MHKPOOHOIOTHYECKHAX METOJIOB).

5. Hu oiviH HOBBIN METO/ HCIBITAHMS HE OCHOBAH Ha HOBBIX HECTAHIAPTHBIX METOAX MITH CTAHIAPTHBIX METO/IaxX, HCIOIB3YEeMbIX O-HOBO-
My.

6. AxTuBHas (apmareBTHYECKas CyOCTaHIUS HE SIBISICTCS] OMOJIOTHYECKOH (MMMYHOJIOTHYECKOI).

7. AnbTepHaTHBHAs aHATUTHUYECKAst METOIMKA JUTS TapaMeTpa crielnduKkaniy yxe o100peHa, pu 3TOM Takas METOJIMKa He OblIa BKJIIOUCHA
nocpeactsoM IA-yBenomiienus.

JloxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOLIEMY(COOTBETCBYIOLINM) pa3aeny(pa3aenam) J0cke, BKIIIOUas ONMCAHHE aHATUTUIECKOH METO10I0THH, Pe3to-
Me JJaHHBIX NIEPBUYHOHN SKCIIEPTU3BL, IEPECMOTPEHHBIE CIEIU(PUKAINN Ha IPIMECH (€CIIH IPUMEHUMO).

2. CpaBHHTEBbHBIE PE3YJIBTATHI NEPBUYHOI IKCIIEPTU3bI WIIH, IPU HATHYMN 000CHOBAHHUS, CPABHUTEIIBHBIE PE3YJIbTATHI aHANN3A, TOTBEP-
JKZIAIOLIME, YTO TEKYIIee U MpeiaraeMoe NCTIbITaHue SKBUBAJICHTHBI. HacTosiee TpeOGoBaHue He IPUMEHSIETCs], €CIH 100aBIIsIeTCs HOBas
aHaJIMTUYECKas METO/IHKA.

b.1. B) YakoBo4HO-yKynopo4Hasi cuctema

B.1.B.1 VI3MeHeHue nepBUYHON YIAKOBKH aKTUBHOU (papMalieBTHYECKOi CyOCTaHIUK VYeno- | TpeGyemast Bun
BUSA JIOKYMEHTa- po-
s neny-
pEI
a) KauecTBeHHBII U (MITH) KOJMYECTBEHHBII COCTaB 1,2, 1,2,3,4,6 IA
3
6) KauecTBeHHBIi 1 (MJIM) KOJIMUECTBEHHBIN COCTaB ISl CTEPHIIbHBIX MM HE3aMOPOKEHHBIX OHOIOrH- II
4ecKHX (MMMYHOIOTHYECKUX ) aKTHBHBIX (JapMaleBTHUECKUX CyOCTaHIII
B) XKuzkue akTuBHbIE (hapMaIieBTHIECKHE CyOCTaHINH (HECTEPUIIbHbIE) 1,2,3,5,6 1B
YcnoBus

1. ITo COOTBETCTBYIONIMM CBOMCTBAM MpeAIaraeMblil yIIaKOBOUHBIN MaTepHal, 0 MEHBIIECH Mepe, COOTBETCTBYET K SKBUBAJICHTHBIM 0/100-
pEHHOMY.

2. Hauatsl COOTBETCTBYIOIINE HCCIEJOBAHMS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSMH U 3asBUTEIEM HA MOMEHT
BBE/ICHHSI U3MECHEHHH NPOaHAIN3UPOBAHBI COOTBETCTBYIOIINE ApaMEeTPhl CTAOMIIEHOCTH HE MEHEE YeM Ha JIBYX OIBITHO-TIPOMBIIIIEHHBIX
WM TIPOMBIIIUIEHHBIX CEPUsX, B €r0 PACHOPSIKEHNH HAXOAATCS yIOBIETBOPUTEIIBHbIEC PE3yIbTAThI, IO MEHBILEH Mepe, 3-MeCsIYHOTO H3yde-
HUs cTabmiibHOCTH. OJHAKO, eCIH MpeIaraeMas yrnakoBka 0ojiee yCTOH4IMBa O CPAaBHEHHUIO C 3apETUCTPUPOBAHHOM, TO TPEXMECSUHbBIE TaH-
HbIE TI0 CTAa0MWIBHOCTH He TpeOytoTcs. [1o 3aBepleHHn TaKUX UCCIIEIOBAaHUM, €CIIM Pe3yJIbTaThl He YKIIA/IbIBAIOTCA B CHELM(MHUKALIMI WU NO-
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TCHUUAJIbBHO HEC YKIIaAbIBAIOTCS B cneumbukaunu Ha KOHEL] CpOKa roAHOCTH (nepnoz{a) TIOBTOPHOI'O UCHBITAHUS, UX HCOGXOI[I/IMO HEMCIJICH-
HO IIPE€ACTaBUTH YIIOJJHOMOYCHHOMY OpraHy HapsAy € npejiaracéMbiM IJIaHOM JIEUCTBUIA.

3. Ucknrouas CTCPUIIbHBIC, JKUAKNUC U OMOJIOTHYECKHE (I/IMMyHOJIOFI/I‘ICCKI/IC) AKTUBHBIC q)apMaHeBTI/I‘-ICCKI/IC Cy6CTaHLII/II/I.

JlokymeHTanus
1. ITompaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIIMM) pa3zieny(pasaenam) 10che.

2. HeobxomuMble AaHHBIE O HOBOW YIaKOBKe (HAapUMep, CPaBHUTENbHbIC JaHHbIC [0 MPOHUIIAeMOCTH, Harpumep, s 0%, CO? Biarn),
BKJIIOYAs OATBEPIKIEHUE TOTO, YTO MAaTePUal COOTBETCTBYET COOTBETCTBYIOIUM (hapMaKoNeHHbIM TPEOOBAHHSAM O INIACTHYECKUX MaTepua-
J1aX M 00BEKTax, KOHTAKTUPYIOIIUX C MHIIEBBIMHU ITPOTYyKTaMH.

3. B COOTBETCTBYIOIIMX CITy4asiX HEOOXOIUMO MPEACTaBUTh ITOTBEPKACHHE TOTO, YTO B3aMMOJICHCTBHE MEXK/Y COAEPKUMBIM H YITaKOBOY-
HBIM MaTE€pHAIOM HE IPOUCXOJUT (HalpHMep, OTCYTCTBYET IepEMEICHAE KOMITOHEHTOB MTPEIaraéMoro MaTepHaia B €ro COIEPKUMOe, KOM-
IIOHEHTHI JIEKAPCTBEHHOTO Mperapara He ePexoIIT B YIAKOBKY), BKJIIOYas MOATBEPKACHHE TOTO, YTO MaTepHa COOTBETCTBYET COOTBET-
CTBYIOIIUM (hapMaKoOIEHHbIM TPEOOBAHUSM O IUIACTHYECKHX MaTepHalax u 00beKTaX, KOHTAKTHPYIOLUIMX C MHIIEBBIMHU MIPOIYKTAMH.

4. lexknapauusi qepkaTess perucTpaluoHHOro ynoctToBeperus win aepxkarenss MOADC, uro Tpedyembie nccie10BaHus CTa0UIBHOCTH Ha-
YaThl B COOTBETCTBUY C YCTAHOBJIICHHBIMU TPEOOBAHUSIMH (C YKa3aHHEM HOMEPOB CEpHii); M 4TO (B COOTBETCTBYIOIIMX CIIy4asix) HA MOMEHT
BBE/ICHHSI U3MECHEHHH B €r0 PacHoOpsHKEHUH HAXOAWINCH TpeOyeMble MUHIMAIIEHBIE yIOBJIETBOPUTEIIBHBIC JaHHbIEC IO CTAOMIBHOCTH; U 4TO
MMEIOIIMECS TaHHBIC HEe CBUICTENILCTBOBAJIN O KaKOH-1100 npobieme. Heo6XoMMo Takke MpecTaBUTh MTOATBEPIKACHNE TOTO0, YTO UCCIIE0-
BaHUs OyyT 3aBEpILICHBI, ¥ YTO €CJIM PE3yJIbTaThl He OyIyT YKIaabIBaThCs B CHEUH(UKALMN WIN MOTSHIMAIBHO HE YKIJIA/IbIBATHCS B CIICIIU-
(huKaMu Ha KOHEIl CPOKa TOJHOCTH (IepHo/ia) HOBTOPHOTO UCIIBITAHUS, HX HEMEIJICHHO NPECTABAT YIOJIHOMOUYEHHOMY OpraHy Hapsity C
npeyiaraeMbIM IJIAaHOM JeHCTBUI.

5. Pe3ynbrathl uccien0BaHuil CTaOMIIBHOCTH, IPOBEACHHBIX B COOTBETCTBUH C YCTAHOBJIEHHBIMU TPEOOBAHUSMH, 110 3HAYNMBIM ITapaMeTpam
CTaOMIIBHOCTH HE MEHEE YeM Ha JBYX ONBITHO-IIPOMBIIIJICHHBIX MIIM ITPOMBIIUICHHBIX CEPHUSIX, OXBATHIBAIOIINX HE MEHEE TPEX MECSIIEB, U
MOATBEPIKICHUE TOTO, YTO YKa3aHHBIC UCCIICA0BAaHUS Oy/LyT 3aBEPILCHBI, U €CIIH Pe3yJIbTaThl He OYyT YKJIAAbIBAThCS B CIICLM(BHUKALIMT UITH
MOTCHIIMATHHO HE YKIIA/IBIBAThCS B crieln(UKAINE HA KOHEI[ CPOKa FOAHOCTH (TIepro/ia) MOBTOPHOTO UCTIBITAHKS, HX HEMEJICHHO TPEICTa-
BAT YIIOJIHOMOYEHHOMY OpraHy Hapsily ¢ IpeiJiaraéMbIM IUIaHOM JAeUCTBUI.

6. CpaBHEeHHUE JCUCTBYIONIMX U TpeIaraeMpIX crielin(UKannii epBUYHON YIIaKOBKH (€CIIM IPUMEHHUMO).

B.L.B. 2 I3MeHeHue napamMeTpoB crieudukayy u (Win) KpUTEPUEB IIPUEMIEMOCTH IEPBUYHOM yria- VYeno- | Tpebyemas Bung
KOBKH aKTHBHO# (hapMalieBTHUeCKON CyOCTaHIInI BUS JIOKyMEHTa- npo-
st ueny-
pbI
a) YKecToYeHHe KPUTEPHUEB NPHEMIIEMOCTH CHeH(DUKAIIN 1,2, 1,2 1A
3,4
6) JlobaBnenue B crieldUKaIIIO HOBOTO MapaMeTpa U COOTBETCTBYIOIIEMY €My METO/1a UCIBITAHHIA 1,2, 1,2,3,4,6 IA
5
B) MckiroueHne HeCcyeCTBEHHOTO TapaMeTpa crielu(uKamy (HanpuMmep, HCKIIF0YEHHE YCTapEBIIEro 1,2 1,2,5 1A
rapamerpa)
r) JloGaBneHne niy 3aMeHa napaMeTpa cenuprKanul U3 cCooOpaKeHni 0e30I1aCHOCTH MM KauecTBa 1,2,3,4,6 1B
VYcnosus

1. I3MeHeHHe He SBIseTCs CIIEICTBUEM KaKoro-Iiubo 0043aTeIbCTBa, IPHHATOTO 110 pe3ysibTaTaM paHee HPOBEACHHBIX SKCIICPTH3 C LIENIbI0
aHaNN3a KPUTEPUEB IPUEMIIEMOCTH ClieHU(UKAINK (HaIpuMep, B X0/Ie PETHCTPALMHU JICKApPCTBEHHOT0 IIperiapara Wik BHECEHHSI N3MCHEHHUH
11 Trma), eciu TOIBKO OHO paHee He PACCMOTPEHO U 0JI00PEHO B KaUeCTBE MEPHI MOCIEAYOMIEr0 HAGII0ICHHUS.

2. V3MeHeHHe He SIBISICTCS CIIeACTBUEM HEIPEABHICHHBIX CHTYalHii, BOSHUKIIHNX B X0/I¢ MPOM3BO/ICTBA YIIAKOBOYHOTO MaTepHaia WK IPU
XpaHEHHH aKTUBHOH (papMalleBTHYECKO# CyOCTaHIIUH.

3. JIro6oe u3MeHeHHe yKIIaJbIBAIOTCS B IMAIIA30H TEKYIIUX 0JI00PEHHBIX KPUTEPUEB IIPUEMIIEMOCTH.
4. Ananuruyeckas METOIMKA HE U3MEHSETCS HJIM U3MEHSETCS He3HAYUTENIbHO.

5. Hu ouH HOBBIM METOJT UCITBITAHUSI HE OCHOBAH HAa HOBOM HeCTaH[[apTHOfI MCTOJOJIOTHHU HUITU CTaHI[apTHOi/'I METOOOJIOTHUH, HCHOHL3yCMOﬁ
II0-HOBOMY.

JlokymeHTanus
1. ITompaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIIMM) pa3zeny(pasenam) 10Che.
2. CpaBHHTeNbHAS TAOIUIIA TEKYIHX U TPeIaraeMbIX crieinuKanmii.

3. IloppoOHoe onrcaHKe 000 HOBOW aHATMTUYECKOW METOJMKU U JaHHbBIC IEPBUYHOI SKCIIEPTU3bI (B COOTBETCTBYIOMINX CITyYasix).
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4. ﬂaHHHe aHalin3a J1ByX CepI/Iﬁ YIaKOBOYHOI'O MaTe€purajia 1o BCEM IapaMeTpam Cl'[eLII/I(I)I/IKaLII/II/I,

5. O6ocHOBaHME (OLICHKA) PHICKOB CO CTOPOHBI IEPXKATEIIs pETUCTPALIIOHHOTO yaocToBepeHust mm nepxateist MOADC cooTBETCTBEHHO,
MIOJTBEPIKIAIOIIIE, YTO BHYTPHIIPOM3BOACTBEHHBII MTapaMeTp SBJISACTCS HE3HAYNMBIM TN yCTapEBIIHM.

6. O6ocHOBaHME co CTOpPOHEI Aepxkarens PY unu gepxatens MOADC cooTBETCTBEHHO HOBBIX MapaMeTpa crelu(uKaniy 1 KpUTepHEeB MpH-

€MJIEMOCTH.
B.1.B. 3 l3MeHeHne aHATMTHYECKON METOAMKH UCTIBITAHKS TIEPBUYHOM YIIAaKOBKY aKTUBHOH (hapMmarieB- VYeno- | Tpebyemas Bun
THUYECKOH CYyOCTaHIIUH BUS JIOKyMEHTa- npo-
nus neny-
pbl
a) HesHaunTenbHbIe N3MEHEHHUS YTBEPKACHHOM aHATUTUYECKOI METOTUKHI 1,2, 1,2 1A
3
0) [Ipoune n3MEeHEHNs aHATUTHYECKON METOAMKY (BKIIIOYast TOOABICHUE WIIH 3aMEHY) 1,3, 1,2 1A
4
B) MckiroueHne aHaIUTHYECKO METOIUKH, €CIIH allbTEPHATUBHAS €if METOTUKA y)KE yTBEPXKICHA 5 1 1A

VcnoBus

1. CornacHO COOTBETCTBYIOIINM TOKyMeHTaM PecryOnuku Ka3axcraH, npoBeseHa HeoOXoauMast epBHYHAS SKCIIEPTH3a, TOITBEPIKAA0IIAs
TO, 4TO OOHOBJICHHAsI aHAJIMTUYECKAsk METO/IMKA, 10 MEHBIICH Mepe, SKBUBAJICHTHA PEIbIAYILCH.

2. MGTOI[ aHaJIu3a HC UBMCHUIICA (HanpnMep, HU3MCEHCHUEC JUIMHBI KOJIOHKH UJIK TEMIIEPATypPhbl, HO HE I[pyl"Oﬁ BHUJ KOJIOHKH UJIN MCTOI[),

3. Hu oauH HOBBII METOZ MCHBITAaHUH HE OCHOBAH Ha HOBBIX HECTAHJAPTHBIX METOAX MM CTAHAAPTHBIX METO/aX, UCHOJIb3YEMbIX II0-HOBO-
My.
4. AxtuBHas (apManeBTHIeCKas CyOCTaHIMSA (JIEKapCTBEHHBIN IIperapaT) He SBIIAIOTCSA OHONOTUYECKHMH (MIMMYHOIOTHIECKUMH).

5. B oTHOUICHNH TapamMeTpa CICHU(PUKAIIME COXPAHSIETCS aHATNTHYECKas METOIMKA, TP 3TOM TaKasi METOIHKa He Oblia [o6aBIeHa mocpe-
ctBoM [A (yBemomienust).

JloxymeHTanus

1. TTonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIIMM) paszeay(pasaenam) 0Che, BKIKYAs ONMCAHUE aHATUTHYCCKON METOIONOTUH, PE3E0-
M€ JIaHHBIX TIEPBHYHON IKCIIEPTH3BL.

2. CpaBHI/ITeJILHLIG Ppe3yIbTaThL HGpBH‘IHOﬁ OKCIICPTU3BI UJIH, IIPU HAJIUIUU O6OCHOBaHI/I$I, CpaBHUTECIIbHBIC PE3YJIbTAThl aHAJIN3a, IIOATBEP-
JKIAoUYE TO, YTO TEKYLICC U IpeytaracMoe NUCIIbITAHNC SKBUBAJICHTHBDI. HaCTO}IH_ICC Tp€6OBaHI/Ie HC IMPUMCHSICTCS, €CIIN L[06aBJ'I$I€TC}I HOBasd
aHAJIMTHYCCKasA METOJIMKA.

B.I. r) CtabunpHOCTH

B.Lr. 1 3mMeHeHne neproaa NOBTOPHOTO HCIBITaHKS (TIEpHoja XpaHEHH!s1) WK YCIIOBUH Xpa- VYeno- | Tpebyemas noky- Bun mpo-
HEHUsI aKTUBHOH (DapMalieBTHIECKO# CyOCTaHIMHU, €CIH B PETUCTPALIMOHHOM JJOChE OTCYTCTBY- | BHS MEHTAIHs ey psl
et ceprudukar coorsercTBust EBporneiickoit dapmakoren, 0XBaTHIBAOIIHIA IEPHUO]] TOBTOPHO-
TO MCTIBITAHHS

a) [lepros MOBTOPHOTO MCHIBITAHUS (TIEPUO]] XPAHECHHS) 1 1,2,3 1A

1. Cokparienue

2. VBenu4eHue repro/ia IOBTOPHOTO UCTIBITAHUS ITyTEM SKCTPAIOJISINU JAHHBIX 10 CTaOWIIb- 11
HOCTH, HE COOTBETCTBYIOILEH JoKyMeHTaM Pecriy6onnku Kazaxcran (*)

3. YBenuueHue nepuoa XpaHeHus: 0M0JI0rnueckoi (MMMYHOJIOTHYECKOH) aKTHBHOH (hapMa- II
LEBTHYECKOH CyOCTaHLIUM, HE COOTBETCTBYIOLIME 0OJOOPEHHOM ITporpaMMe H3yUueHHs CTa0HIIb-
HOCTH

4. YBenu4ueHne WK BBEJCHUE [IEPHO/a IIOBTOPHOTO UCTIBITAaHUSA (TIEPHUOA XPAHEHNUS ), TIO- 1,2,3 1B
TBEPXKICHHOTO TAHHBIMH €CTECTBEHHOT'O XpaHCHHS

0) YcnoBust XpaHeHUs

1. Mi3mMeHeHue ycrnoBuit XxpaHeHHs: akTUBHOE (papMalieBTHUECKO# CyOcTaHInK Ha OoJiee CTpo- 1 1,2,3 1A
rue

II
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2. I3meHeHue ycrnoBuiA XpaHeHUs! OMOIOrHYecKUX (MMMYHOJIOTMYECKHX) aKTHBHBIX (hapMarieB-
THUUYECKUX CYyOCTAHINUI, €CIIN UCCIIeIOBaHUsI CTaOMIBHOCTHU IIPOBEIECHBI HE B COOTBETCTBHU C Te-
KYIIUM yTBEPKACHHBIM IPOTOKOIOM CTaOHIBHOCTH
3. Vi3MeHeHue yCIOBHI XpaHeHHUs] akTUBHOW (papMalieBTHYECKOI CyOCTaHIUK 1,2,3 IB
B) V3MeHeHHe yTBep)KACHHOM POrpaMMbl H3YUeHHUs CTaOUIBHOCTH 1,2 1,4 1A

Ycnosus
1. Mi3MeHeHue He SIBISIOTCS CICICTBUEM HEMPEABUACHHBIX CUTYAIIHNil, BO3HUKIIUX B XO/I¢ TPOU3BO/ICTBA, MM U3MEHEHHUS CTAOMILHOCTH.

2. VI3MeHeHust He IPUBOAAT K PACLIMPEHUIO KPUTEPUEB IIPUEMIIEMOCTH UCIBITYEMbIX APAMETPOB, HCKIIOYESHHIO TapaMeTpa CTaOMIbHOCTH
WM CHUKEHUIO YaCTOThI UCTIBITAHUH.

JloxymeHTanus

1. TTonpaBka K COOTBETCTBYOIIEMY(COOTBETCBYIOIINM) pa3aeny(pasneiam) nocke. HeoO0Xoanmo npencTaBUTh pe3yibTaThl COOTBETCTBYIO-
HIMX MCCIICA0BAHUI CTAaOMIBHOCTH B PEaIbHOM BPEMEHH, TPOBEACHHBIX B COOTBETCTBHU C COOTBETCTBYIOIIUMHU PYKOBOACTBAMH 110 CTAOHMIIb-
HOCTH HE MEHEe 4eM Ha JIBYX (JUls OHOJIOTHUECKUX JICKapPCTBEHHBIX MPEMAapaToOB — TPEX) OMBITHO-MPOMBIIUICHHBIX WK HPOMBIIIICHHBIX Ce-
pHsIX aKTUBHOH (hapMalieBTHYECKO# CyOCTaHIMHU, YIIAKOBAHHOW C TIOMOUIBIO 3apErMCTPUPOBAHHOTO YIIAKOBOYHOI'O MaTepHaa, i OXBaThIBAIO-
KX BECh IpeIaraeMblii EpHOJI TOBTOPHOTO MCIIBITAHUS WIIH TIPEJIaraeMble YCIOBUSI XPaHEHUS.

2. IloaTBepkAeHUE TOTO, YTO UCCIICOBAHUS CTAOMILHOCTH IPOBE/ICHBI B COOTBETCTBHH C TEKYIIEH 0100peHHOI porpaMMoii. Pe3ynbTaTsl
UCCIIEI0BAHUS OATBEPHKIAIOTCS, YTO COOTBETCTBYOIINE 0JJ00PEHHbIE CrIelU(pUKALUK TPOAOIKAIOT COOTIONATHCS.

3. Komuu yTBepKIeHHBIX crienuduKauii Ha aKTUBHYIO (papMalieBTHUECKYI0 CyOCTaHIIHUIO.

4. O6ocHOBaHUE NpeIIAraéMbIX U3MEHEHHH.

(*) llpumeyanue MePHO]] TOBTOPHOTO UCIIBITAHUS HE MPHU-
MCHHUM K GHOJIOTHYECKIM (MMMYHOJIOTH-
YECKHUM) aKTHBHBIM (papMalieBTHUSCKUM
cyOcTaHIUsIM

b.I. 1) [IpoekTHOE MOJI€ ¥ MPOTOKOJ NOCTPErUCTPALIMOHHBIX U3MEHEHUIN

b.1.n.1 BBeneHre HOBOrO MPOEKTHOTO IIOJIS HIIM PAcIINPEHNE O00PEHHOr0 IPOSKTHOTO OIS aKTHBHON VYeno- | Tpebye- Bun
(apMmareBTHUECKOH CyOCTaHINY, 3aTparuBaromiee BUS Mas JOKy- | mpo-
MeHTauus | me-

ny-
pbl
a) OJTHY OIEPAaLMOHHYIO €AMHHILY [IPOIiecca IPON3BO/ICTBA AKTUBHOM (hapMaleBTHYECKOW CyOCTaHINH, 1,2,3 II
BKJIIOYAsi COOTBETCTBYIOIHE BHYTPHIIPOU3BOACTBEHHBIE KOHTPOJIU U (MJIM) aHAIUTUUECKUE METOAUKH
0) aHaIMTHYECKHE METOJUKHI UCXOIHBIX MaTEPHAIIOB (IIPOMEXYTOUYHBIX IIPOLYKTOB) U (MJIM) aKTUBHOH (ap- 1,2,3 II

MalEeBTHYECKOHN CYyOCTaHIIUH

JlokymeHTanms

1. IIpoektHoe mose ObLI0 Pa3paboTaHO HA OCHOBAHMH COOTBETCTBYIOIINX YCTAHOBJICHHBIX TPEOOBAHHI U MEKTYHAPOIHBIX HAYYHBIX PYKO-
BOJICTB. Pe3ynbraThl Hccaen0BaHUI pa3pabdOTKH NPOAYKTA, NPOLIECCa U aHATUTUYECKOH METOI0IOrHU (HalpuMep, B3aUMOICHCTBUE Pa3Iny-
HBIX IApaMeTPOB, GOPMHUPYIOMINX HOAJIEKALIECE H3YICHHIO IIPOSKTHOE MOJIe, BKIIIOYasi OIIEHKY PUCKOB M MHOI'OMEPHBIE HCCIIEIOBAHUS COOT-
BETCTBEHHO), B COOTBETCTBYIOIHX CJIy4asX MOATBEPKAAIOLINE TO, YTO JJOCTUTHYTO LIEJIOCTHOE MEXaHUCTHYECKOEe MOHUMAaHHe IoKa3aTeen
KauecTBa MaTepUalioB U apaMeTpoB MPOIiecca Ha KPUTHIECKHE MTOKA3aTeNIH KauyeCTBa aKTHBHOI (hapManeBTHIeCKOl cyOCTaHIHH.

2. Onucanue TMIPOEKTHOI'O MOJIA B TaOIMIHOM BHE, BKJIIOYAA IEPEMEHHBIC (CBOﬁCTBa MaTe€puaioB U NapaMeTPHI IIporecca HpOI/ISBOHCTBa) n
UX IpeajiaracMbI€ Juana3oHbl.

3. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIINM) pa3zaeiny(pasaeiam) 10Che.

b.1.1.2 BBenenue nocTperucTpalliOHHOTO MPOTOKOIIA YIIPaBIeHHUs H3MEHEHHSIMU, 3aTPAaruBaloIIMH aKTUB- VYeno- | Tpebye- Bun
HyI0 (hapMarieBTHYECKYIO CYyOCTaHLIUIO BUS Mast IOKy- | mpo-
MEHTaIHs 1e-
ay-
jus
1,2,3 I

JlokymeHTanus
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1. [Tonpo6GHOE onHcaHue NpeaIaraeMoro H3MeHeHHs.
2. IIpoTokox ynpaBieHHs H3MCHCHHSIMH, 3aTParuBAIONIMMU aKTUBHYIO (hapMalleBTHYECKYIO CyOCTaHIIHIO.
3. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIINM) pa3Aeity(pasienam) 10Cke.
b.I.a. 3 McknoyeHre NOCTPerucTpalioHHOTO IPOTOKOJIA YIIPABIEHUs] U3MEHEHHAMH, 3aTparuBaromumu ak- | Ycio- | Tpebye- Bun
THBHYIO (papMaleBTHIECKYI0 CyOCTaHIIUIO BUS Mas I0Ky- | mpo-

MEHTAaLHs 1e-

s

VYcnoBust

1. Uckirouenue TIOCTPETUCTPALTMOHHOI'O TIPOTOKOJIA YIIPABIICHUS U3MCHCHUAMMU, 3aTparuBarOlIMMHU aKTUBHYIO q)apMaL[eBTI/I‘{eCKyIO Cy6CTaH-
LU0, HE SABJISICTCS CJICACTBUEM HCIIPEABUACHHBIX CI/ITyaI_II/Iﬁ MK HECOOTBETCTBHUA cneun(bnl(aum[ B X0€ BBCACHUA I/ISMeHeHﬂﬁ, OIMHUCAaHHBIX
B IIPOTOKOJIE, U HUKAK HE BJIMACT Ha YTBECPKACHHBIC CBEACHU S, BKIIFOYCHHBIC B PETUCTPALIMOHHOC TOCHE.

JloxymeHTanus
1. ObocHOBaHKE MPEIIAraeMOT0 UCKITFOUCHHUS.

2. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIINM) pa3zaeiy(pasaesam) 10Che.

b.I.1. 4 VI3MeHeHus1 yTBEPKACHHOTO MPOTOKOJIA YIIPABICHUS H3MEHCHUSIMU VYeno- | Tpebye- Bun
BUS Mast IOKy- | mpo-
MEHTaIHS e-

ny-

jus
a) 3HaYNMbIe U3MCHEHHS TIPOTOKOJIA YIIPABICHUS H3MEHEHUSIMHU 11
0) Hesnaunmblie n3MEHEHHs TIPOTOKOJIA YIIPABICHUSI N3MEHEHHUSMH, KOTOPBIC HE H3MEHSIOT CTPATETHIO, 1 1B

OIHCAHHYIO B IPOTOKOJIE

JloxymeHTauus

1. lleknapauml, YTO JII000€ U3MECHEHHE YKIIaAbIBA€TCA B AHUaIa3OH ﬂei’lCTBy}OLHHX YTBEPKACHHBIX KPUTEPUCB IIPUEMIIEMOCTH. TTomumo 3T0-
o, ACKjIapanuys Toro, 4To B OTHOIIEHUN OHOJIOrMUECKHX (I/IMMyHOJ'[OFI/I'-IeCKI/IX) JICKapCTBEHHBIX IIPEIapaToB HE TpeﬁyeTca OIICHKa COorocTa-

BUMOCTH.
b.I.n. 5 Peanusanus n3MeHEeHHH, MPEAyCMOTPEHHBIX YTBEPKACHHBIM IIPOTOKOJIOM YIPaBJICHHs H3MECHEHU- Veno- | TpeOye- Bun
MH BUS Mas I0OKy- | Tpo-
MEHTalus 1e-
ny-
jus
a) Peanusanus u3MeHeHus He TpeOyeT JONOIHUTENbHBIX BCIIOMOTIaTeIbHBIX JAHHBIX 1 1,2,4 1A
0) Peanuzanust usMeHeHus: TpeOyeT AOMOIHUTEIBHBIX BCIIOMOTaTEIbHBIX JaHHBIX 1,2,3,4 1B
B) Peanmn3zanus n3smMeHeHUs1 GHOJIOrHYECKOro (MMMYHOJIOTHYECKOT'0) JIEKAPCTBEHHOTO Ipenapara 1,2,3,4, 1B
5
VYcnosus

1. HpeL[J'IO)KCHHOC HU3MCHCHHUEC OCYLICCTBIICHO B IIOJTHOM COOTBETCTBUU C YTBEPIKACHHBIM ITPOTOKOJIOM YIIPABJICHUS U3MCHCHUSIMU.

JlokymeHTanus
1. Ccblika Ha YTBEpsKACHHBIH IIPOTOKOJ YIIPABICHUS H3MCHEHHUSAMH.

2. Jlexnapariys, 4To U3MEHEHHE COOTBETCTBYET YTBEPKIACHHOMY MPOTOKOJIY yNPABICHUS N3MEHEHHAMH U YTO PE3yJIbTaThl HCCIECOBAHUS
YZIOBJIETBOPSIIOT KPUTEPHUSIM IIPUEMIIEMOCTH, OTOBOPEHHBIE B IIPOTOKOJIE. [IoMUMO 3TOr0, IeKIapalys Toro, 4To B OTHOLIEHUH OMOJIOrHYe-
CKHMX (MMMYHOJIOTHYECKHX ) JIEKAPCTBEHHBIX NPENapaToB He TPEOyeTCs OLEHKa COMOCTABUMOCTH.

3. Pe3ysbTarhl HCCIIEA0BaHUH, IPOBEICHHBIX B COOTBETCTBUH C YTBEPKICHHBIM IPOTOKOJIOM YIIPABICHHs H3MCHEHHUSIMU.
4. INompaBka K COOTBETCTBYIONIEMY(COOTBETCBYIOIINM) pa3/eiy(pa3ienam) J0Cke.

5. Konus yTBepKACHHBIX crieupHKanuii Ha aKTHBHYIO (hapMaIieBTHUECKYIO CyOCTaHIIHIO.
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& ‘ a ,l f DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata perakiun 27.01.2021
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b.1I JIekapcTBeHHBIN MpenapaT
b.11. a) BHeminuii Bug u coctas
b.1la. 1 M3meHeHue unn fo6aBIeHUE OTTUCKOB, IPABHPOBKH HJIU UHBIX 3HAKOB, BKIIIO- YcnoBus TpeOyemast 1OKy- Bun npo-
Yasi 3aMeHY WIH 100aBICHNE YEPHII, HCIONb3YEMbIX IIPU IPOM3BOACTBE JIEKAPCTBEH- MEHTaIus Hexypsl
HOTO IpernapaTa
a) Vi3MeHeHus OTTHCKOB, TPaBUPOBKH WITH MHBIX 3HAKOB 1,2,3,4 1,2 1A
0) 3meHenue prcok (JIMHUH pa3iioMa), IPeJHa3HAUCHHBIX IS pa3/ie/ieHHs] Ha paBHbIC 1,2,3 1B
JI03BI
Ycnosus

1. Crienndukanuy 1eKapcTBEHHOTO IperapaTa Ha BBIITYCK U Ha KOHEL CPOKA FOJIHOCTH HE N3MEHSIOTCS (32 HCKIIFOUEHHEM BHEIIHETO BUJIA).
2. Bce 4epHHIIBI COOTBETCTBYET JEHCTBYIOIEMY (hapMalleBTHUECKOMY 3aKOHOJATEIbCTBY .
3. Pucku (nuHuM paznoma), He IpeJHA3HAUYEHb] HA pa3Jie]IeHHe Ha PaBHbIE JO3bL.

4. 3HaKu JICKapCTBCHHOTI'O IIpelapaTa, UCIOJIb3yEMbIC Ul pa3JIMUYCHUS JO3UPOBOK, ITOJTHOCTBIO HE YAAJICHBI.

JlokymeHTanms

1. ITompaBKa K COOTBETCTBYIOIIEMY(COOTBETCBYIOIIMM) pa3zieny(pas3aenam) 10che, BKIIoYas MoApoOHOe TpaduIecKoe UM TTOBECTBOBATEIb-
HOE OIMCaHUE TeKYIIEro ¥ HOBOrO BHEIIHEr0 BU/IA, a TAK)KE COOTBETCTBYIOIIHH ITepecMOTp HH(OPMALIUK O JIEKAPCTBEHHOM IIpernapare.

2. B COOTBETCTBYIOLIMX CIIy4asx 00OpasLbl JeKapCTBEHHOrO penapara.

3. Pe3ynbraThl COOTBETCTBYIOIIMX HCIBITaHUit 110 ["ocynapctBennoi ®@apmakorniee Pecrry6inku KazaxcraH, moaTBepsKAalone SKBUBAJICHT-
HOCTH CBOWCTB (TIPaBMIIBHOCTb JO3UPOBAHHMS).

b.1L.a. 2 I3meHeHHe (OPMBI MITH pa3MepoB JIEKapCTBEHHOH GopMbI Ycnosus Tpebyemas noky- Bup npo-
MEHTaLUs Hexypel

a) TaOneTku, Karcysbl, CYNIO3UTOPUH U IIECCapUH C HEMEUICHHBIM BHICBOOOXK/ICHUEM 1,2,3,4 1,4 1A

0) JlekapcTBeHHBIE (OPMBI C OTCPOUCHHBIM, MOJH(UIUPOBAHHBIM HIIH IPOJIOHTHPO- 1,2,3,4,5 IB

BaHHBIM BBICBOOOXKICHHUEM H TAOJIIETKH C PHCKOM, MPeHA3HAUCHHOW AJIs pa3aeIcHUs
Ha paBHBIE J03bI

B) Jlo6aBienue HOBoro Habopa [uis paanodapMaleBTHYECKOro JIEKapCTBEHHOTO Mpemna- 1T

paTa ¢ IpyruM 00BEMOM 3aIIOIHCHHS

YcnoBust

1. HpO(bI/IJ'IB PacTBOPECHUS USMEHEHHOI'O JICKAPCTBCHHOTO ITpeTiapaTa COIOCTaBUM CO CTapbIM, €CJIM IPUMEHUMO. HpI/I HEBO3MO>XXHOCTH ITPOBEC-
JACHUS UCIIBITAHUS PACTBOPEHUS BPEMS pacialaMOCTU HOBOI'O JICKAPCTBEHHOI'O IIpe€napara B CpaBHEHUHU CO HCU3MCHCHHBIM.

2. CrienuuKaIyy JEKapCTBEHHOTO IpenapaTa Ha BBITYCK U Ha KOHEIl CPOKa TOJHOCTH HE H3MEHHJIMCH (32 HCKIIIOUCHUEM Pa3MepoB JieKap-
CTBEHHOU (POpMBI).

3. KayecTBeHHBIN M KOJTMYECTBEHHBIA COCTAB U CPEIHSISI Macca He H3MEHUJIIHCh.

4. V3meHeHMe He 3aTparuBaeT TabJIeTKH C PHCKOM, peTHa3HAYCHHOM IS pa3[e/ieHUs JIeKapCTBEHHOW ()OPMBI Ha PaBHBIE JIO3bI.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIINM) pa3aeiy(paszesiam) 10cke, BKIoYas oApoOHoe rpaduueckoe 0ToOpakeHHe TeKyIie-
TO U IpeajIaraeMoro MOJIOKEHHs, a TAKKe IePecMOTp HHPOPMAIIUH O JICKAPCTBEHHOM IIPENapare COOTBETCTBEHHO.

2. CpaBHHTEIIBHBIEC JaHHBIE PACTBOPEHHS HE MEHEE Y€M OJIHOW OIBITHO-IPOMBIINIICHHON CEPUH C TEKYIVMH U IIpelaracMbIMU pa3MepaMu
(OTCYTCTBHE 3HAYUTENBHBIX PA3INYNI C TOUYKU 3PEHHUS COIIOCTaBUMOCTH — CM. [IpaBuiia mpoBeieHNs HCCIIeT0BAHNI OMOIKBUBAICHTHOCTH
JIEKapCTBEHHBIX MpenapaToB (nanee — [IpaBuia mpoBeeHUs UCCIIEI0BAaHNH OMOIKBUBAJIEHTHOCTH). B OTHOIICHNY TeKapCTBEHHBIX PACTH-
TEJIbHBIX MPENapaToB MPUEMIIEMbI JAHHBIC CPABHUTENILHOMN pacna acMOCTH.

3. O6ocHOBaHUS HEIPEACTABJICHUA PE3YJIBTaTOB HOBOI'O UCCIICJOBAaHUS OHOIKBHUBAJICHTHOCTH COTJIACHO HpaBHJ’IaM NpOBEACHHUS UCCIIEA0BA~
HUH OMOIKBHBAJICHTHOCTH.

4.B COOTBETCTBYIOIUX CJIydasX 06pa3u1;1 JICKapCTBEHHOI'O IIpeIiapara.

5. Pe3ysbrarhl COOTBETCTBYIOIIMX UCTIBITaHK 110 ['ocynapcrBenHoi @apmakonee Pecriyoiauku KazaxcraH, HOATBEpkKIaIOIINE SKBUBAJICHT-
HOCTH CBOWCTB (TIPaBUIILHOCTD JO3UPOBAHHS).




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 27.01.2021

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.02.2021
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(*) [Ipumeuanue s B.1La. 2.B), m000e n3MeHeHHe «I03UPOBKI

JICKapCTBEHHOI'O IIperapara Tpe6yeT Imogayu 3a-
SIBJICHUSL O paClIUPEHUN PETUCTPALIU.

b.1l.a. 3 3Menenune cocraBa (BCIIOMOTaTENNbHbIX BEIECTB) JIEKAPCTBEHHOTO TIpenapara Ycnosus Tpebyemast ToKy- Bup mpo-
MEHTaNus Lexypel

a) M3ameneHue coctaBa BKyCOBBIX 100aBOK (apOMAaTH3aTOPOB) HITH KpacuTenen

1. JloGaBnenne, HCKIIOYCHHE WIIH 3aMEHa 1,2,3,4,5, 1,2,4,5,6 1A
6,7,9,10
2. YBenu4eHue UM yMEHbLICHHE COJePKAHUS 1,2,3,4,10 1,2,4 1A

6) [Ipoune BcrioMorartesbHbIe BEIIECTBA

Jlto0as He3HauKMTENbHAS KOPPEKIHS KOTMYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX Be- 1,2,4,8,9, 1,2,7 1A
LIECTB JIEKaPCTBEHHOT'O MperapaTa 10
2. KauecTBeHHBIE WIIM KOJUYECTBEHHBIE H3MEHEHHUS OJHOI0 MIIH 00Jiee BCIIOMOraTe b- 11

HBIX BCUICCTB, CYIIECTBEHHO BJIUAIOMINC Ha Ka4yeCTBO, 0€e301acCHOCTh HITH SquJeKTI/IB-
HOCTbD JICKapCTBCHHOTO IIpeIIapaTa

3. 3menenue, 3aTparuaroiiee 61onorudeckuit (MMMyHOJIOTMUECKUI) penapar II

4. JIroboe HOBOE BCIIOMOTaTEIbHOE BEIECTBO, IPEAIIONATAOLIee UCIIONB30BAaHUE MaTe- I
PHAJIOB YeJIOBEYECKOTO HITH )KHBOTHOTO TIPOUCXOXKICHHS, TPEOYIOMINX OLCHKH JaHHBIX
BUpYyCHOU Oe3omacHocTH U (i) pucka TI'D

5. 3menenune, 000CHOBAaHHOE pe3yJIbTaTaMK UCCIIC0BaHUsI OMOIKBHBAICHTHOCTH 11

6. 3amMeHa OHOTO BCIIOMOTATEILHOIO BEIIECTBA CXOJHBIM BCIIOMOTaTeIbHBIM BEIlle- 1,3,4,5,6,7,8,9 1B

CTBOM C TCMH XK€ Q)yHKuHOHaJ'IbeIMI/I XapaKTCpUCTUKAaMU B aHAJIOTHYHOM KOJIMYECTBE

YcnoBus

1. I3meHeHust (PyHKUMOHAIBHBIX XapaKTePUCTHK JIEKApCTBEHHOH ()OPMBI, HAIIpUMeEp, BPEMEHH PaclalaéMOCTH, IPOQUIIs pacTBOPEHHS OT-
CYTCTBYIOT.

2. BC}IKyIO HE3HAYHUTCIIbHYIO KOPPEKIHUIO COCTaBa ISl IIOAACPIKAHUS 06IHCﬁ MaccChl HCOGXOL[I/IMO OCYIICCTBJIATH BCIIOMOT'aTEIIbHBIM BEIIC-
CTBOM, COCTaBJIAIOLIUM B HACTOALIEE BPEMSA OCHOBHYIO YaCTh JIEKAPCTBEHHOT'O IIperapara.

3. Crneundukanus 1eKapcTBEHHOr0 penapaTa OOHOBJICHA B YaCTH BHEIIHEro BUJA (3amaxa,BKyca) U, IIPH HEOOXO0IUMOCTH, UCKIIOYEHO HC-
MBITAHUE HA MOJUTMHHOCTD.

4. Hauatbl COOTBETCTBYIOIINE UCCIIEIOBAHHS CTAOMIBHOCTH B COOTBETCTBUH C YCTaHOBJICEHHBIMU TPEOOBAaHUAMH (C yKa3aHHEM HOMEPOB ce-
pHii); MpoaHAIM3UPOBAHBI COOTBETCTBYIOIIHE ITAPaMETPhI CTAaOMIIBHOCTH HE MEHEE YeM Ha JIBYX OITBITHO-ITPOMBIIUICHHBIX WX IPOMBIIILICH-
HBIX CEpHSX; B PACIIOPSDKCHHH 3asBUTEIISI HAXOSITCS YIOBICTBOPUTEIIBHBIC PE3yIbTaThl, [0 MEHBIICH Mepe, 3-MECIIHOTO U3YUCHHUS CTaONITb-
HOCTH (Ha MOMEHT BBeJCHHS U3MeHeHuit [A tuna n yBenomieHus o6 namenenusx 1B tuna); npoduis cTabHIBHOCTH CXOXK C YTBEPIKACHHBIM
B HacTosiiee BpeMs npoguneM. [loarBepxaeHne Toro, 4To UCCIEA0BaHUS OyIyT 3aBEPILECHBI, U YTO €CIIU Pe3yJIbTaThl HA KOHEIl CPOKa I'OJTHO-
CTHU He OyZIyT yKJIaJbIBaThCS B ClIeLU(UKALUM MM MTOTEHIMAIBHO HE YKJIA/IbIBAThCS B CIIELM(PHUKALMHI, UX HEMEUICHHO IIPE/ICTaBST YIIOIHO-
MOYEHHOMY OpraHy Hapsily ¢ IpeJJlaracMbIM IJIaHOM JieiicTBUiA. KpoMe Toro, B COOTBETCTBYIOMINX CITy4asiXx HEOOXOANMO IPOBECTH HCIBITA-
HHE (OTOCTAOUIIBHOCTH.

5. Bce HOBbIE KOMIIOHEHTHI yIOBIETBOPSICT TPEOOBAHHMAM COOTBETCTBYIOIIMX AOKYMeHTOB PecryOnuku Kazaxcran, kacalomuxcs Kpacure-
JIell, UCTIOJIb3YEMBIX B MHUILEBOH MPOMBIIUICHHOCTH, H BKYCOBBIX J00OABOK.

6. Hu oiH HOBBIIT KOMIIOHEHT HE MPEJIIoJIaraeT UCHOJIb30BaHUE MAaTePUaIOB YeI0BEYECKOr0 MM KMBOTHOTO MIPOUCXOXKICHHS, TPEOYIOIHMX
OLICHKH JIaHHBIX BUPYCHOI1 O€30I1aCHOCTH MJIM COOTBETCTBHS ACHCTBYOLIMM TpeboBanusM ["ocynapcrBenHoi dapmakonee Pecryonuku Ka-
3axCTaH 10 MUHUMH3AIHHU PHCKa IIepeady areHToB Iry04aToi SHIe(haIonaTHy JKUBOTHBIX ITOCPEACTBOM JICKAPCTBEHHBIX ITPENapaToB s
MEIUIMHCKOTO ¥ BETEPUHAPHOTO IIPUMEHEHHUSL.

7. B COOTBETCTBYIOIINX CIydasX H3MEHEHUS HE BIISIOT HA PA3IN4ys MEXK/IY H03UPOBKAMH U HE OKa3bIBAIOT HETATUBHOTO BIIMSHUS Ha BKYCO-
BbIE CBOIICTBA JIEKAPCTBEHHBIX MPENAapaTOB, IPEJHA3HAUCHHBIX JUIS JIETEH.

8. [Ipo¢unb pacTBOpeHUs HE MEHEe YeM JIBYX OIBITHO-IPOMBILIJIEHHBIX CEPUil HOBOTO JISKAPCTBEHHOTO MIpernapaTa COOCTaBUM CO HEH3Me-
HEHHbIM (OTCYTCTBUE 3HAYUTENBHbIX PA3IMUUH C TOUKH 3PEHUS COIOCTaBUMOCTH — cM. [IpaBuiia npoBeaeHUs nccie0BaHni OnOIKBHBA-
JIeHTHOCTH). [Ipy HEBO3MOXHOCTH IIPOBEICHUS UCTIBITAHHS PACTBOPEHUS C JICKAPCTBEHHBIMU PAaCTUTEIBHBIME IIpENapaTaMy BpeMst pacrajae-
MOCTH HOBOT'O JIEKAPCTBEHHOT'O IIperapaTa COOCTaBUMO CO HEM3MEHEHHBIM.

9. M3MeHeHue He SBIISICTCS CIE€ACTBUEM HECTaOMIIEHOCTH K (I/IJ'H/I) HEC CKa3bIBACTCA Ha 6630HaCHOCTI/I, T.C. pa3jinuuAX MEXAY N03UPOBKaAMU.
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10. PaCCManI/IBaeMLII‘/'I HeKapCTBeHHHﬁ Inpenapar HE ABJISACTCA OHOJIOrMYECKHM (I/IMMyHOJ'[OFI/IquKPIM) JICKapCTBEHHBIM IIperiapaToM.

JloxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOLIEMY(COOTBETCBYIOLIMM) pa3Jiey(pasenam) JOChe, BKII0Uasi METO/bl HCIIBITaHUsI Ha TIOJUIMHHOCTb BCEX HO-
BBIX Kpacutelneil (eciy MPIMEHHMO), a TAKKe IIepecMOTp HH(GOPMALUH O JIEKapCTBEHHOM IperapaTe COOTBETCTBEHHO.

2. Jlexnaparysi, 4T0 HauaThl TpeOyeMble HCCIeJOBaHMUS CTaOMIBHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBaHUSIMH (C YKa3aHHEM HO-
MEpOB CEpHii); M YTO (B COOTBETCTBYIOIIMX CIIy4asix) HA MOMEHT BBE/ICHUS U3MEHEHMH B €r0 PaCIoOpsDKEHHH HaXOAWIUCh TpeOyeMble MUHHU-
MaJlbHbIE YJIOBJIETBOPUTEIILHBIC JAHHbIE 110 CTAOMIBHOCTH; U YTO UMEIOLIMECS IJAaHHbIE HE CBUJIETENbCTBOBAIN O KaKOH-1n00 npodieme.
Heo6xoaumo Taxoke NpeacTaBUTh MOATBEPIKASHUE TOT0, YTO UCClIeJOBaHuUs Oy IyT 3aBepIIEHbI, U YTO €CIIH Pe3yJIbTaThl He OyIyT YKiIa/bl-
BaThCs B CIENU(DUKAINY WX IOTCHIMAIBHO HE YKIAIbIBAThCS B CIICNU(UKAIINY HAa KOHEI] CPOKA FOJHOCTHU, HX HEMEIUICHHO IIPE/ICTaBAT
YIOJIHOMOYEHHOMY OpTraHy Hapsily ¢ MpeaaracMbIM IJIAHOM JI€HCTBHMA.

3. Pe3ysbrathl Hcciien0BaHMil CTAOMIIBHOCTH, IPOBEICHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMH, IO 3HAYMMbBIM IIapaMeTpaM
CTaOWIBHOCTH HE MEHEe YeM Ha JIBYX OIBITHO-IIPOMBIIUICHHBIX WM IPOMBIIUICHHBIX CEPHSX, OXBATHIBAIOIIUX HE MEHEe 3 MeCsIeB, U MOA-

TBEPIK/ICHUE TOTO, YTO YKA3aHHbIE UCCIE0BaHMs OyayT 3aBEpIICHBI, U €CJIM Pe3yJIbTaThl He OyIyT yKIaabIBaThCs B celU(UKaLMK MK 110-
TEHIMAIFHO HE YKJIABIBATHCS B CIICIM(UKAIIMN HAa KOHEIl CPOKa TOJJHOCTH, UX HEME/UIEHHO MPEJICTaBsT YIIOJTHOMOUYCHHOMY OpraHy Hapsiay
C TpeyIaraeMbIM IJIaHOM JAEHCTBUIL.

4.B COOTBCTCTBYIOIUX CIIydasX 06pa3I_II)I HOBOT'0 JICKaApCTBEHHOI'O IIpe€rapara.

5. JIub6o ceprudukar coorserctust EBporneiickoit ®apmakomnen no TI'D Ha 1r000# HOBBIH HCTOYHUK MaTepHaia, JTH00 (eciu MPUMEHIMO)
JIOKYMEHTaJIbHOE TIOATBEPKICHUE TOT0, YTO HCTOYHMK MaTepuaa, oABepxKeHHbIH pucky TI'D, paHee npoBepeH ymoJIHOMOYEHHBIM Opra-
HOM; 1 OBLIIO TIOATBEPKICHO €ro COOTBETCTBHE AeiCTBYoLIeH ctatbe ['ocynapcrBennoit dapmakonee Pecriyoniku Kazaxcran mo MUHUMM3a-
LIUM PUCKa [Iepe/Iadu areHTOB r'y0uaToi SHIe(aIonaTuy )KUBOTHBIX IIOCPEICTBOM JIEKaPCTBEHHBIX IPEapaToB JIIsi MEIUIIMHCKOTO U BETEPH-
HapHOTO IIpUMEHEHHs. [JIs KaXKI0ro Takoro poJia MaTepraa HeoOX0 MO NPEACTABUTH CIICAYIONINE CBEJICHHUS: Ha3BaHNE IIPOU3BOANTEILS;
BUJI ’KUBOTHBIX M TKAQHH, U3 KOTOPBIX IOJIyYCH MaTepHall; CTpaHa IMPOUCXOXK/ICHNS JKUBOTHBIX U €TO HCIIOIb30BaHHE.

6. B cCOOTBETCTBYIOMINX CIIyYasx JaHHbBIE, TOITBEPIKAAIOIINE TO, YTO HOBOE BCIIOMOTATEIbHOE BEIIECTBO HE B3aUMOJICHCTBYET C aHATTUTHYE-
CKUMH METOJJMKaMH CHeln(pHKaLNK JIEKapCTBECHHOTO Mpernapara.

7. HeoOxo1uMo 1mocpeicTBOM Hajiekalen papMaleBTHIeCKON pa3paboTKu (BKIIHOUasi BOIPOCH! CTaOMIIBHOCTH M IPOTHBOMHKPOOHOTO KOH-
CepBHUPOBAHMUS, €CIIU MPUMEHUMO) TIPEACTABUTh 0OOCHOBaHHE CMEHBI (BBIOOpA) BCIIOMOTaTe/IbHBIX BELIECTB.

8. CpaBHHTENBHBIC TAaHHBIC TIPOQHIIS PACTBOPSHUSI TBEPIbIX JIEKAPCTBEHHBIX (DOPM HE MEHEE YeM Ha JIBYX OIbITHO-IPOMBIIUICHHBIX CEPUIX
JIEKAPCTBEHHOTO IPerapara HOBOTO U CTApOTO COCTABOB. B OTHONICHHH JIEKapCTBEHHBIX PACTUTEIBHBIX MPEIAPATOB JOCTATOYHBI TAHHBIC
CPaBHUTEIIBHO PacagacMOCTH.

9. O60cHOBaHYs HENPECTABICHHS PE3yIbTaTOB HOBOT'O HCCIEI0BaHHS OMOIKBUBAJIEHTHOCTH B COOTBETCTBUHM C IIpaBuiiaMu npoBeieHus M-
CJIe/IOBaHUH OMODKBUBAJIEHTHOCTH.

B.Il.a. 4 MI3mMeHeHne Macchl 000JIOUKH JIEKAPCTBEHHBIX (POPM IS IpHeMa BHYTPb HIIH YcnoBus Tpebyemast noky- Bup mpo-
HU3MEHEHHEe MacChl 00O0IOUKH KarlCyJIbl MEHTaLHs LeayphI
a) TBepable gekapcTBEHHbIE (OPMBI IS IPUEMa BHYTPb 1,2,3,4 1,2 1A
6) JlekapcTBEHHBIC (POPMBI C OTCPOYCHHBIM, MOJH(HIIMPOBAHHEIM WM NIPOJIOHTHPO- II
BaHHBIM BBICBOOOXKICHUEM, B KOTOPEIX 000JI0UKA SBILETCS KIIOYEBBIM (PAaKTOPOM BBI-
CcBOOOXKICHUS
Ycnosus

1. IIpoduie pacTBOpeHHs: HE MEHEE YeM JIBYX OIBITHO-IIPOMBIIUICHHBIX CEPH HOBOTO JICKAPCTBEHHOT'O Mperapara COIOCTABUM CO CTAPhIM.
ITpu HEeBO3MOKHOCTH NMPOBEIEHUS HCIIBITAHUS PACTBOPEHHS C JIEKAPCTBEHHBIMU PACTUTENILHBIMHU MpeNapaTaMy BpeMs pacraaeMOCTH HOBO-
IO JIEKapCTBEHHOTO IpenapaTa B CPaBHEHUH CO CTAPbIM.

2. O60104Ka HE SABJISETCS KIIOUEBBIM (PAKTOPOM MEXaHH3Ma BBICBOOOKIEHHS.
3. Cnenuduxanys JIeKapCTBCHHOTO IperapaTta 0OHOBIEHA JHIIb B YACTH MacChl M Pa3MepoB (€CIII IPUMEHUMO).

4. HauaTbl COOTBETCTBYIOLINE UCCIIEIOBAHUSI CTAOMIIBHOCTH B COOTBETCTBHH C YCTAHOBJICHHBIMH TPEOOBaHUSMU HE MEHEE YeM Ha IBYX
OTIBITHO-TIPOMBIIUIEHHBIX WM IPOMBIIITICHHBIX CEPUAX; B PACIIOPSDKCHNH 3asBUTEISI HA MOMCHT BBEJCHUS N3MEHEHUH HAXOAATCS yIOBJIe-
TBOPHUTEJNBHBIE, 10 MEHBILEH Mepe, 3-MecsUHbIe JaHHBIE IO CTA0MIBHOCTH; TOATBEP)KACHHE TOTO, YTO UCCIIEIOBaHUs Oy Iy T 3aBepuieHbl. Ec-
JIM Pe3YJIbTaThl HE YKJIA/IbIBAIOTCS B CHIEM(MHUKALMU WK NOTEHIMAIBHO HE YKIIabIBAThCS B ClieLU(UKaLMK Ha KOHELl CPOKa I'OJTHOCTH, UX
HEMEJICHHO TIPEJICTaBAT YIIOJTHOMOYEHHOMY OpTraHy Hapsiy C IpeaiaraeéMbIM IUIAHOM JICHCTBHH.

JlokyMeHTanus

1. ITompaBka K COOTBETCTBYIOIEMY(COOTBETCBYIOIINM) pa3ieiry(pa3aenam) J0Che.
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2. Jleknapaunﬂ, YTO HavaThbl Tpe6yeMLIe HCCICA0BAHUA CTaOMIIBHOCTH B COOTBETCTBUU C YCTaHOBJICHHBIMU Tpe60BaHI/I$[MH (C YKa3zaHUEM HO-

MEpOB Cepﬂﬁ); " 4TO (B COOTBETCTBYIOIIUX cnyqaﬂx) Ha MOMEHT BBEJICHUSI HK3MEHEHUN B €T0 pacnopsiKEHUU HaXOANIUCh TpeGyeMLIe MUHU-

MaJIbHbIC YJOBJICTBOPUTCIIbHBIC TaHHBIC 110 CT3_6I/IJ'ILHOCTI/I; M YTO UMCHOINHUECA TaHHBIC HE CBUIACTCIBCTBOBAIN O KaKoi-1u00 HpO6HCMC.

Heobxoaumo Taxske NpeacTaBUTh MOJATBEPIKACHUE TOTO, YTO UCCIIEOBAHUs Oy IyT 3aBepLICHbI, U YTO €CIIH Pe3YJIbTaThl He OyIyT YKiIa/bl-

BaThCs B crielM(HKALMK UK TOTEHIIMAIBHO HE YKIIAAbIBATHCS B CrICHM(UKAIMU HA KOHELl CPOKa FOJJHOCTH, UX HEMEICHHO MPECTaBsIT

YIOJTHOMOYEHHOMY OpraHy Hapsay € npeajiara€MbiM IJIaHOM JleﬁCTBHﬁ. KpOMe TOr0, B COOTBETCTBYIOIIUX ClTydasX HCO6XOI[I/IMO TIpOBECTU

ucrbITaHue (POTOCTAOUILHOCTH.

b.Il.a. 5 MI3MeHeHne KOHIEHTPpALMK OJHOJJO3HOT'0, IIOJHOCTHIO BBOJUMOIO IIapeHTe- VYcnosus Tpebyemas noky- Bup npo-
PaJIBHOTO JISKAPCTBEHHOTO MperapaTa Mpyu HEM3MEHHOCTH COJICP)KaHuUsI aKTUBHOU ap- MEHTAIHS ey psl
MalEeBTHYECKON CYOCTaHIIMH Ha SMHMILY 03Bl (T.€. JO3UPOBKH)
I
B.Il.a. 6 UckinroueHne koHTelHHEpa ¢ pacTBOpHUTeeM (pa3daBuUTeneM) U3 YIaKOBKU YcnoBus Tpebyemast noKy- Bun mpo-
MeHTaIUs ey phl
1,2 IB

JloxymeHTauus

1. OGocHOBaHME UCKITIOYCHHUSI, BKIIIOYAsl YKa3aHHE Ha aJlbTePHATUBHBIE CIIOCOOBI MOTYyYEHHs pacTBOPHTEIs (pa3baBuTels) B esIx Oe3omac-

HOro u 3(1)(1)8KTI/IBHOFO IIPUMEHCHHA JICKAPCTBCHHOI'O ITperiapara.

2. IlepecmoTpeHHast HH(GOPMALHUS O JISKAPCTBEHHOM IIperapare.

B.IL. 6) IIpousBoacTBO

B.I1.6. 1 3ameHa npou3BOACTBEHHOI L10-
LIAJKH JUISl 9aCTH WITH BCEX MPOLIECCOB MPO-
H3BOJICTBA JICKAPCTBEHHOT'O Mperapara

Ycnosus

Tpebyemast TOKyMeHTAIHS

Bun npouenypst

a) [Inomaka Mo BTOpUYHON yIakoBKe

1,2

1,3,8

1A

0) [1nomaaka no nepBUYHON yHaKOBKe

1,2,3,4,5

1,2,3,4,8,9

1A

B) [Inomanka, Ha KOTOPOH OCYIECTBISIOT-
sl IPOU3BO/ICTBEHHBIE OIEpAIUU ISl OO~
JIOTUYECKUX (MMMYHOJIOTUUECKHUX ) JIeKap-
CTBEHHBIX IIPENapaToOB UIIH JIEKAPCTBEH-
HBIX (pOpPM, IPOU3BEACHHBIX C OMOLIBIO
CJIOXKHBIX TIPOU3BOJICTBEHHBIX POLIECCOB,
33 UCKJIIOUEHUEM BBIITyCKa CepUil, KOHTPO-
JIsl KAUECTBA CEPUI 1 BTOPHYHON YNaKOBKH

11

r) [Tnomanxa, TpeOyromias mpoBeAeHUS
HNEePBUYHOI WK HPOAYKT crielu(UIHOMi HH-
CITEKITUH

II

1) [Tnomaaka, Ha KOTOPO# OCYIECTBISIOT-
cs1 J1to0ble MPOU3BOJICTBEHHbIE ONEPaluH
JUISL HECTEPUIIbHBIX JIEKApCTBEHHBIX Ipera-
paToB, 3a UCKIIFOUEHHEM BBIITyCKa CEepHiA,
KOHTPOJIS Cepuil, IEPBUYHON M BTOPHIHOMN
YIaKOBKH

1,2,3,4,5,6,7,8,9

1B

e) [Tnomaaka, Ha KOTOPO# OCYILECTBIISIOT-
cs1 100bIe MPOU3BOICTBEHHBIE ONEpaLiy
CO CTepPUIIbHBIMH JIEKapCTBEHHBIMH ITperia-
paramu, IPOU3BOISILIUMHUCS C UCIIONb30Ba-
HHEM aCENTHYECKUX METOJIOB (MCKIIIOYast
Ouonornyeckrie (MMMYHOJIOTHIECKHUE) Jie-
KapCTBEHHbIE IPENapaThbl), 32 UCKIIIOUSHH-
€M BBIITyCKa CepHi, KOHTPOJIS KauecTBa ce-
pHii ¥ BTOPHYHOW YaKOBKH

1,2,3,4,5,7,8

IB
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YcnoBust

1. Hanmuue ceprudukara Hayiexkanieil npou3BoacTBeHHO# npaktiuku (GMP) npon3BoACTBEHHOM ITOMIA KK TIepeafolieil U MpHHUMAIOIEH
CTOPOHBI.

2. Tlnomaka JUIEH3UPOBaHa B YCTAHOBICHHOM TIOPSIAKE (LTSl IPOU3BOICTBA PACCMATPHUBAEMOM JIEKAPCTBEHHOMN (DOPMBI HITH JIEKAPCTBEHHO-
TO Tpenapara).

3. PaccmatpuBaeMblii JeKapCTBEHHBIH penapaT He SIBISIETCS. CTEPHIIbHBIM.

4. B cOOTBETCTBYIOIIMX CJIy4asiX, HAIPUMED, B OTHOIICHUH CYCIICH3UH HIIM dMYJIbCU, UMEETCsl CXeMa NEePBUYHON SKCIIEPTU3bI HIIH B COOT-
BETCTBUH C TEKYILIUM IMPOTOKOJIOM YCIIELIHO IPOBE/IeHa IIEpBUYHAs SKCIIEPTH3a HOBOH IUIOIMIAIKHU C HE MEHEE YeM TpeMsl IIPOMBIIIIEHHbIMU
CEPUSAMHU.

5. PaccmartpuBaeMslii JIeKapCTBEHHBIH TpenapaT He ABISIeTCs OHOIOrHYeCKUM (MMMYHOJIOTHIECKHM).

JlokymeHTanus

1. IMoaTBepxaeHMe TOTO, YTO MpeAIaraeMas UIoIIaKa JUIEH3NPOBaHa B YCTAHOBICHHOM MOPSIIKE /ISl TPOM3BOCTBA JIEKaPCTBEHHOM (op-
MBI HJIH PACCMaTPUBAEMOTO JIEKAPCTBEHHOTO TIperapara.

2. B COOTBETCTBYIOIIMX CIy4asix HEOOXOIUMO yKa3aTh HOMEpa CepHil, COOTBETCTBYIOIINE pa3Mep CEpHH U JaTy IPOU3BOJCTBa cepuit (3), uc-
MOJIb30BAHHbBIC B BAIMIALIMOHHOM HCCIICI0BAHUH, U TIPEACTABUTh JAHHbIC IEPBUYHON SKCIIEPTU3BI HIIH ITPOTOKOJ (CXEMY) IEPBHYHON IKC-
MEePTHU3bL, TTOUISKALIMI [oaYe.

3. B ¢opme 3asiBIeHHSI O BHECCHUH M3MEHEHU T HEOOXOANMO YETKO yKa3aTh «TEKYIINX» U «IpelaraeMbIx» POU3BOANUTEINEH JIeKapCTBEHHO-
ro mpenaparta (corinacHo paszzeny 2.5 hOpMbI 3asBICHHS).

4. Konuu yTBepKACHHBIX criel(UKaIi Ha BBITYCK U KOHELl CPOKa TOJHOCTH (€CIH MPUMEHHUMO).

5. JlaHHBIE aHAIN3a OTHOM MPOMBIIUICHHOW CEPHU U ABYX OMBITHO-IPOMBILIICHHBIX CEPHii, IMUTHUPYFOIIHUX MTPOLIECC MPOU3BOICTBA (UK JIBE
MIPOMBILITICHHBIE CEPUH) M CPABHUTEINILHBIC JaHHBIC C TPEMS CEPUSIMHU, TPOM3BEICHHBIMH Ha MPEABIIYIICH TPOU3BOACTBEHHOH utomaake. [1o
3arpocy He0OXOMMO NPEICTABUTH AAHHBIE MO CICTYIOIINM JIBYM ITOJHBIM IPOMBIIIICHHBIM CEPUSM; HEOOX0ANMO COOOLINUTD, €CIIH PE3yJIb-
TaThl aHAJIM3a HE YKIIAJBIBAIOTCS B CHICHU(DUKALUIO, U IPEATIOKHUTH [UIaH IeHCTBHUH.

6. CoOTBETCTBYIOLINE JaHHBIE NEPBUYHOMN SKCIEPTU3BI, BKIIIOUAsl PE3YIbTaThl MUKPOCKOIIUH paclpeeeHHs 110 pa3MepaM YacTHI X UX MOp-
(donoruy MATKKX Y KUAKUX JIE€KapCTBEHHBIX GOPM, B KOTOPHIX (hapMaleBTHYecKas CyOCTaHIUA HAXOIUTCSA B HEPACTBOPEHHOM COCTOSIHHU.

7. Ecniu Ha HOBOW NMPOM3BOJICTBEHHOM IUIOLIAAKU B KAUECTBE HCXOHOTO MaTepHalla HCIOJIb3yeTcsl aKTHBHAs (apMalieBTHYeCKas cyOcTaH-
LUsl, — JIeKJIapanus yIoJIHOMOYEHHOTO JIMIA TUIOIIA IKH, OTBETCTBEHHOT'O 3a BBIITYCK CEPHH, YTO aKTHBHAs (hapMalieBTHYeCKas CyOCTaHIIMs
IIpoM3BeJicHa B COOTBETCTBHH C [IpaBmiamu Hajuiexaneid npon3BoICTBEHHOM npakTHKe Pecryonrku KaszaxcraH Juis HCXOIHBIX MaTepHaoB.

8. INonpaBka K COOTBETCTBYIOLIEMY (M) pa3eny(am) Joche.

9. Ecnu mpon3BOICTBEHHAS IUIOLIA/IKA U IUIONIAJIKa, HA KOTOPOH OCYLIECTBIISICTCS IEPBUYHASL YIIAKOBKA, PA3JIMYalOTCsl, HEOOXOAUMO OIH-
caTh M BAIMANPOBATH YCIOBHUS TPAHCIIOPTUPOBKH U XpaHeHuUs HepacdacoBannoro npenapata (bulk).

IIpumeuanmus: IIpu M3MeHEeHNH WM HOBOH MTPOM3BOICTBEHHOM IUIONIA/IKE B CTPaHe 3a mpeaenamu Pecry6-
nuku Kazaxcran, ¢ KOTOpoii He 3aK/II0OUEHO COorJallieHue o B3auMHoM npusHanuu GMP, nep-
JKaTeJIsIM JI0 TI0/1a4i YBEIOMIICHHS PEKOMEH/1yeTCs IPOKOHCYJIBTUPOBATHCS € YIOJIHOMOYCH-
HBIM OPraHOM M IPE/ICTaBUTH CBEJICHUS O BCEX MPEABIIYIINX HMHCIECKINX 3a Iocieanue 2—3
roza M (MIH) BCeX 3alUIaHUPOBAHHBIX MHCIEKIMAX, BKJIIOYAs 1aThl HHCIICKINH, KATeTOPHN
HMHCIEKTHPYEMBIX IIPOJYKTOB, Ha130pHOE BEJIOMCTBO U POYUe CBeAeHHs. Jlexapanuu ynom-
HOMOYEHHOT0 JINIIA, 3aTPAruBaOINe aKTUBHYIO (hapMalleBTHYECKYIO CyOCTaHIIUIO.

JlepxaTenu JTMUEH3UH Ha TPOU3BOACTBO B KAYECTBE HCXOAHBIX MAaTEPHAIOB HCIOJIB3YET HC-
KJTIOYUTENBHO aKTHBHbIE (papMaleBTHYECKHE CyOCTaHIUH, TIPOM3BE/ICHHBIC B COOTBETCTBUH
¢ GMP, o3TOoMy KaXKAblii epKaTesb JIUIECH3UH Ha TIPOM3BOJICTBO MPOCKIAPUPYET, YTO OH
B KaueCTBE HCXOHOTO MaTepHalia UCIIONb3yeT aKTUBHYIO (hapMaLleBTUYECKYIO CyOCTaHIIHIO,
npousBeneHHyIo B coorBeTcTBHH ¢ GMP. Kpome Toro, mockonbKy yrmoJrHOMOUEHHOE JIUIIO,
OTBETCTBEHHOE 32 cepTH(HUKAIMIO cepuu, OepeT Ha ce0st 00IIyI0 OTBETCTBEHHOCTb 38 KakK-
JIYIO CEpHI0, €CIIH IIOLIAIKA, BBITYCKAIOIasl CEPUI0, OTIMYACTCS OT YKa3aHHOM BBIIIE, YIION-
HOMOYEHHOE JIUIIO0, OTBETCTBEHHOE 3a CEPTHU(UKALIMIO CEPUH, ITPEICTABIISET JOIOIHUTEIb-
HYIO JICKJIapaluio.

Bo MHOTHX citydasx BOBJI€UEH JIMIIb OJFH AEPXKATEIb JHIEH3NH Ha IPOU3BOJICTBO, TIO3TOMY
moTpedyeTcs Muiib oHa Aekaapanus. OIHAKO, €CITH BOBIICUEHBI HECKOIBKO BIIa/ICIIbIICB JIU-
LIeH3Uil Ha IPOU3BOJCTBO, BMECTO OJIaYM HECKOJIBKUX AEKJIapaluil 1omycKaeTcs HoaaTh oJi-
HY JICKJIapalyio, TOAMUCAHHYIO OJTHIM YIOJTHOMOYEHHBIM JIMLIOM. DTO JOIYCTUMO IIPH yCIIO-
BHUH TOTO, YTO:
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B JICKJIapallui Y€TKO yKa3aHO, YTO OHa roAnucaHa oT Jinlja BCEX BOBJICUCHHBIX YIIOJIHOMO-

YCHHBIX JINII.

b.11.6.2 M3MeHeHne ummoprepa, coriare-
HUH O BBIYCKE CEPUIl M UCTIBITAHUN 110
KOHTPOJIIO KaueCTBA JIEKAPCTBEHHOTO TIpe-
napara

VYcnoBus

Tpebyemast noKyMeHTaUUs

Bun npouenypst

a) 3aMeHa IUIOMIaAKH, Ha KOTOPOii ocy-
IECTBIIAETCS KOHTPOJIb KauecTBa (MCIIBITa-
HHE CcepHii)

1,2,3

1,2,4

1A

0) 3amMeHa MPOM3BOANTENS, OTBETCTBEHHO-
TO 3a BBIITYCK CEpHil OMOJIOTHIECKOro (NM-
MYHOJIOTHYECKOT0) JIEKAPCTBEHHOTO Ipera-
para ¥ J1100bIX METOI0B MCIIBITAHUI, OCY-
IIECTBIISIEMBIX Ha IUIOLIAJKE, SBIISIOLIUXCS
61OIOrMYecCKHM (MIMMYHOJIOTHUECKUM) Me-
TOJOM

11

B) 3aMeHa NPOM3BOJUTENIS], OTBETCTBEHHO-
TO 3a BBIITYCK CEPUI

1. 3a ucKIIOYCHNEM KOHTPOJIS KadecTBa
(ucmbITaHUE CepHit)

1,3

1,2,3,4

1A

2. Birouast KOHTPOJIb KadecTBa (MCIbITa-
HUE CepHil)

1,2,3,

1,2,3,4

1A

3. Bruitoyast KOHTPOJIb Ka4eCcTBa HCIIbITa-
HHEe OHOJIOTHYECKOro (MIMMYHOJIOTHYECKO-
T0) JIEKAPCTBEHHOTO MperapaTa u OfUH U3
METO/IOB UCIIBITaHUIl, OCYIIECTBIISIEMbIN Ha
IUIOIIA/IKE SBISIETCSI OMOIOTHIECKUM (MM-
MYHOJIOTHYECKHM) (MMMYHOXHUMHUYECKHM)

II

VYcnoBus

1. [Inomanka TuIeH3upoBaHa B YCTAaHOBICHHOM MOpPSI/IKE.

2. HeKapCTBeHHBIﬁ Tpenapar HE ABJISICTCA OHOJIOTHYECKUM (I/IMMyHOJTOFI/I‘IECKI/IM) JICKapCTBCHHBIM IIp€riapaToM.

3. TpchqJep TEXHOJIOI'HU CO CTapOﬁ Ha HOBYIO IVIOIIAAKYy I HOBYIO UCIILITATECIIBHYIO na60paT0pHIo TIPOU3BCACH yCIICIIHO.

JloxyMeHTanus

1. Konus nmuueH3wii Ha IIPOU3BOACTBO UJIK B UX OTCYTCTBUC — CCpTI/I(I)I/IKaT GMP, BBIJIAHHBIN B TEUCHUE TpeX NOCICAHUX JIET COOTBETCTBYIO-

UM YIIOJTHOMOYEHHBIM OPTaHOM.

2. B ¢opme 3asiBieHHs1 O BHECCHUH M3MEHEHU I HEOOXOANMO yKa3aTh «TEKYIIUX» U «IPeUIaraeMbIX» IPOU3BOAUTEINEH JIEKAPCTBEHHOTO Mpe-

napara (coriacHo pasaeny 2.5 GopMbl 3asiBICHUS).

3. Jleknapanus yrnoJHOMOYEHHOTrO JINIA, OTBETCTBEHHOTO 32 CEPTU(GUKALIUIO CEPUH, B KOTOPOH YKa3bIBASTCs, YTO POU3BOANTEIN(1) aKTUB-

HOH (hapMaleBTHUECKOM cyOCTaHIMY, YKa3aHHOH B PErHCTPAllMOHHOM JIOChe, paboTaeT B cooTBeTcTBUU ¢ [IpaBunamu Hajuiexaiieit npous-

BOJICTBEHHOU IIPAaKTUKHU PeCHy6J’II/IKI/I Kazaxcran JUISL UCXOAHBIX MaTCpUAJIOB. HpI/I ONPEACIICHHBIX 00CTOSATEILCTBAX J0IyCKaeTcs NpeacraB-

JSITH OJIHY ACKIapanuio (cM. mpuMedanue k u3menenuio b.11.6.1).

4. ITompaBka K COOTBETCTBYOIEMY(COOTBETCBYIOIINM) pa3zeny(pa3ienam) 10cke, BKIHYast HHGOpMAILKK O JTeKapCTBEHHOM Mpernapare.

b.11.6.3 M3menenue mporiecca mponu3BO/I-
CTBa JICKAPCTBEHHOT'O Ipernapara, BKIoYas
MIPOMEKYTOUHBII MPOJYKT, UCIIOJIb3yEMBIi
B IIPOU3BO/ICTBE JIEKAPCTBEHHOT'O Iperapa-
Ta

VYcnoBus

Tpebyemast TOKyMeEHTAIHS

Bun npouenypst

a) HesHaunmble m3MeHEHHs poriecca mpo-
U3BOJCTBA

1,2,3,4,5,6,7

1,3,4,6,7,8

1A

6) 3HaUMMBbIC H3MEHCHUS MPOIIECCa MPOU3-
BOJICTBA, OKa3bIBAIOLIHE CYIIECTBEHHOE

II
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BJIMSIHME Ha KQ4eCTBO, 0€30MacHOCTh U 3(h-
(heKTHBHOCTH JIEKAPCTBEHHOTO IIpenapaTa
B) JlekapcTBeHHBIH npenapar siBisieTcs: 61o- 1I
JIOTHYECKUM (MMMYHOJIOTUIECKIM), U H3-
MeHEHHEe TPeOyeT OIIEHKH COMOCTABUMOCTH
r) BBenenne HecTaHAapPTHOTO TEPMHUHAIb- 11
HOT'O METOJa CTEPUIIM3ALIUN
1) BBenenue minu yBeandeHue n30bITKa, Uc- I
M0JIb3YEMOTr'0 B OTHOILICHUH aKTHBHOW (ap-
MaleBTHYECKOH CyOCTaHINH
¢) HecymectBeHHOE M3MEHEHHE IpoLiecca 1,2,4,6,7,8 IB
IIPOU3BO/ICTBA BOJHOM CYCIIEH3UH IS IIPU-
eMa BHYTpb
Ycnosus

1. I3MeHeHus KaueCTBEHHOT0 MIIM KOJIMYECTBEHHOT0 NpoGuIIs puMeceid Win GU3MKO-XUMHUYECKUX CBOHCTB OTCYTCTBYIOT.
2. JlekapCTBeHHbIH Npenapar He SBISeTCs OMOJIOrHYeCKUM (MMMYHOJIOTHYECKUM) HJIIM PACTHTEIbHBIM.

3. [IpuHIMI NPOU3BOJCTBA, BKIIOYAs OTAENBHbIE €r0 Tallbl, He H3MEHSIOTCS, HarpuMep, 00paboTKa IPOMEXYTOUHBIX IPOLYKTOB, OTCYT-
CTBYIOT U3MEHEHHS KaKUX-JTOO PacTBOPUTEINEH, UCTIONB3YEMBIX B ITPOIIECCE IPOU3BOJICTBA.

4. 3aperucTpUpoBaHHBII B HACTOSAILEE BPEMS IIPOLIECC IPOU3BOACTBA KOHTPOIUPYETCS] BHYTPUIIPOU3BOACTBEHHBIMU KOHTPOJISIMH, U U3MEHE-
HHE TaKUX KOHTPOJIeH (pacIIMpeHue WIH HCKII0YEHUE KPUTEPUEB IPHEMIEMOCTH) He TpeOyeTCs.

5. Cienndukanuu JIeKapcTBEHHOTO Mpernapara Wik MPOMEKYTOYHBIX IPOIYKTOB HE H3MEHSIOTCS.

6. I1o pe3ynpTaTam HOBOTO Iporecca 00pa30BbIBACTCS MACHTUYHbIC C TOYKH 3PEHHUS BCEX aCleKTOB KayecTBa, 6e30nacHocTH U 3G heKTUBHO-
CTH JIEKapPCTBEHHOT'0 MIpernapara.

7. CornacHo COOTBETCTBYIOIIMM J0KyMeHTaM Pecriy6ikn Kazaxcran HauaThl COOTBETCTBYIOILINE UCCIICIOBAHUS CTAOMIIBHOCTH HE MEHEe
YeM Ha OJJHOI OIIBITHO MM NPOMBIIUICHHOM CEpHH; B PACIIOPSKEHUY 3asBUTENS HAXOAATCS yIOBIETBOPUTEIIBHEIEC PE3yIbTaThl, IO MEHb-
reit Mepe, 3-MecIYHOT0 U3Y4eHHs CTabMIbHOCTH. [loATBep)XIeHHE TOTO, YTO HCCIeN0BaHMsA OyIyT 3aBEPIICHBI, U €CIIN Pe3yIbTaThl He Oy-
IyT YKJIaAbIBaThCS B CHEUU(DUKALIMN WIN TOTCHIIMAIBHO HE YKIIA/IbIBATHCS B CICHU(UKANK HAa KOHEI[ CPOKA FOJHOCTH, HX HEMEVICHHO
MIPEACTABAT YIOJIHOMOYEHHOMY OpraHy Hapsay ¢ MpeJlaraéMbIM IJIaHOM JIeHCTBUIA.

JloxymeHTauus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIINM) pa3aeiny(pasieiiam) 10Che.

2. B OTHOIIIEHHH MSATKHX U KUJAKUX JICKAPCTBCHHBIX (I)OpM, B KOTOPBIX aKTHBHAas (bapMaueBTquCKaﬂ Cy6CTaHI_II/l$[ HaxoAuTCs B HEPACTBOPEH-
HOM COCTOsSIHUU: HaJIC)Kalllas [NepBUYHas SKCIIEPTU3a U3SMEHECHUS, BKIIIOYast MUKPOCKOIIHNIO YaCTHUIl B LEJIAX [IPOBEPKU BUAUMBIX U3MEHEHUI
MOp(I)OJ'IOI‘I/II/I; CPpaBHUTECJIbHBIC TAaHHBIC O PACIIPEACIICHUH 110 pa3sMepy J4aCTULL (,HI/ICHGPCHOCTI/I), TIOJTYYCHHBIC HaUIC)KAIIIUM croco0Oom.

3. B oTHONIEHNH TBEPIBIX JICKaPCTBEHHBIX (OPM: JaHHBIC IPO(UILT PACTBOPEHHUSI OAHON PEIPe3eHTATUBHOI IPOMBIIIICHHOH CEpHHU U CPaB-
HUTENbHBIC JaHHbIE TPEX MOCIECIHUX CePHH, IPOU3BEACHHBIX C IOMOIIBIO pebIAyIIero npouecca. [1o 3anpocy HeoOX0ANMO MPEICTaBUT
JIaHHBIE 110 CJIELYIONIUM JBYM ITOJHBIM MPOMBIIUICHHBIM CEPUAM MM COOOIIUTD, €CIIM PE3yIbTaThl HE YKIAbIBAIOTCSA B CHELU(UKAINIO U
HPEJUIOKUTD IIJIaH JeHCTBUN. B OTHOIICHUH JIEKAPCTBEHHBIX PACTUTEIbHBIX NPENAapaToOB JOCTATOUYHBI JAHHbIE CPAaBHUTENIBHOM pacagaeMo-
CTH.

4. OG0CHOBaHUS HETIPEICTABICHHS PE3YJIbTATOB HOBOTO UCCIICIOBAaHHUS ONOAKBUBAJICHTHOCTH B COOTBETCTBUH ¢ [IpaBunamu npoBeneHus uc-
clieIoBaHuil OnoskBuBaneHTHOCTH PK.

5. Ilpu u3menenuu napamerpa(napamMeTpoB) mporecca, KOTOpble CYMTAIOTCS HE OKAa3bIBAIOLIMMHU BIIMSHUE HA KaUeCTBO JIEKapCTBEHHOTO Ipe-
napara, JIeKJIapalus, 4To 5T0 JOCTUTHYTO B XOJIe paHee MPOBEICHHOH 0100pEHHOI! OLIEHKH PUCKOB.

6. Koniu cneumbnkaunﬁ Ha BBIITYCK M KOHEL CpOKa roAHOCTH.

7. JlanHble ananu3a cepuii (B popmare cpaBHUTENBEHOMN TAaOIHIIBI), IO MEHBIIIEH Mepe, OJHON CeprH, NPOU3BEACHHOI C ITOMOIIBIO 0JI00PEHHO-
TO ¥ IpeasaraeMoro rnporecca. [1o 3armpocy He06X0AUMO IPEICTaBUTh JaHHBIE IO CIIEIYIOIINM JBYM IIOJIHBIM IIPOMBIIIIICHHBIM CEPHSIM; CO-
OOIIMTb, €CITN PE3yJIbTAThl aHATN3A HE YKIIAABIBAIOTCS B CHEU(UKAIMIO U TIPEITIOKHUTD TUIAH ICHCTBHUI.

8. Jlexnapanusi, 4TO Ha4aThl COOTBETCTBYIOIHE MCCICA0BAHNS CTAOMIFHOCTH B COOTBETCTBUH C JoKyMeHTaMu PecnyOnuku Kasaxcran (c
yKa3aHHeM HOMEpPOB CEpHii) U H3y4deHbl HEOOXOAUMBIE apaMeTphbl CTAOUILHOCTH, IO MEHBILIEH Mepe, Ha OHOM ONBITHO-IIPOMBIIIUICHHOMH
WM TIPOMBIIUICHHOM CEpHH 1 HA MOMEHT YBEIOMJICHUSI B PACIIOPSDKEHHH 3asiBUTEIISI HAXOJUIINCH YAOBICTBOPUTEIBHBIC PE3YJIBTATHI, 110
MEHbLIEH Mepe, 3-MEeCSYHOT0 U3Y4YEHHsI CTAOMIBHOCTH; U MTPO(QHIb CTAOMIBHOCTH aHAJIOTUYEH TEKYIIEH 3aperuCTPUPOBAHHOM CUTYaIUH.
[pencrapiaeHo MOATBEPKACHUAE TOTO, YTO UCCIICIOBAHUS OyIyT 3aBEpLICHBI, M YTO €CIIH Pe3yJIbTaThl He OyIyT YKIaAbIBaThCS B CHEH(HKA-
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LMY WK MTOTEHIIMAIBHO HEe YKJIAJIbIBATHCS B CIELU(UKALMKY HAa KOHEI| CPOKa FOJHOCTH, UX HEMEUICHHO MPEJICTaBST YIIOJHOMOYEHHOMY Op-
raHy Hapsily ¢ IpeJJlaraéMbIM IJIaHOM JeHCTBUIA.

b.11.6.4 M3meneHune pazmepa cepu (BKIIIO- Ycnosus Tpebyemast noKyMeHTaUUs Bup nmpouenypsr
yas IUana3oHbl pa3Mepa CepUH) JeKap-
CTBEHHOTI0 Ipemnapara

a) YkpynHenue BIuioTh 10 10 pa3 mo cpas- 1,2,3,4,5,7 1,4 1A
HEHHUIO C 0JJOOPCHHBIM

0) Pasykpynuenue o 10 pa3 1,2,3,4,5,6 1,4 1A
B) M3MeHeHue TpeOyeT aHai3a ConoCcTaBu- 11

MOCTH OHMOJIOTHYECKOro (MMMYHOJIOTHYe-
CKOr0) JIEKapCTBEHHOI'0 Iperapara Wik us-
MEHEHHE pa3Mepa cepuH TpedyeT HOBOTO
HCCIeN0BaHUA OHOSKBUBAICHTHOCTH

r) M3MeHeHue 3aTparuBaeT BCe OCTalbHbIC 11
JIEKapCTBEHHbIE ()OPMBI, TIPOM3BOISILIAECS
C MOMOILbIO KOMIIIEKCHBIX IPOLIECCOB MPO-
W3BOJICTBA

r) YkpynHenue 6onee 10 pa3 o cpaBHe- 1,2,3,4,5,6 IB
HHIO C 0TOOPEHHBIM Pa3MepOoM CEepUH Jie-
KapCTBEHHBIX (JOPM C HEMEUICHHBIM BBI-
CBOOOXKICHHEM (TS TIPHEeMa BHYTPb)

1) Macuitab npou3BocTBa OHOIOTHYECKO- 1,2,3,4,5,6 1B
ro (MMMYHOJIOTHYECKOT0) JICKAPCTBEHHOT'O
npernapara yBenuumics (yMeHbIImics) 6e3
M3MCHCHHS IIpoliecca IIPOU3BOCTBA (Ha-
npuMep, IyOIMpoBaHNE TUHUH)

Ycnosus
1. Mi3mMeHeHue HEe BIUSIET HA BOCIPOM3BOAMMOCTD U (HITH) TIOCTOSIHCTBO Ka4eCTBA JIEKAPCTBEHHOTO Mpernapara.

2. I3MeHeHue 3aTparuBaeT CTaHAapTHHIE JIEKapCTBEHHbIE ()OPMBI IS IPHEMa BHYTPb ¢ HEME/UICHHBIM BBICBOOOXKICHHEM HITH HECTEPHIIb-
HbIE )KUJIKHE JIEKAPCTBEHHBIE (DOPMBI.

3. JIroOble U3MEHEHHUSI METOI0B POU3BOCTBA U (MIIM) BHYTPUIIPOU3BOACTBEHHBIX KOHTPOJIEH HEOOXOMMBI JINILb JJIsl U3MEHEHUS pa3Mmepa
cepuu, HallpuMep, UCIOJIb30BaHHE 000PY0BaHUE APYTOro pa3Mepa.

4. Umeetcs cxeMa HCpBH‘IHOﬁ OKCIIEPTU3BI UJIK B COOTBETCTBHUU C TEKYIIIUM IIPOTOKOJIOM YCIICIIHO IIPOBEJICHA IICPBUYHAS SKCIIEPTHU3a IPOU3-
BOJZICTBA HE MEHEE YEM Ha TPEX MPOMBIINUIECHHBIX CEPUAX C HOBBIM Pa3ME€POM B COOTBETCTBUU C IPUMEHUMBIMU Tpe60BaHI/I${MI/I.

5. PaccmarpuBaeMblii JIeKapCTBEHHBII TIPENapaT He SIBISIETCS. OMOIOTHIECKUM (MMMYHOJIOTHIECKIM).
6. HenpenBuieHHBIX CUTYalMsAX, BOSHUKIIMX B XOJI€ IPOU3BOICTBA, WM H3MEHEHHUS CTAOMIIBHOCTH M3MEHEHUE HE OCYIIECTBISCTCS.

7. Pazmep cepun yknaapiBaercs B 10-kpaTHBII quana3oH, MpeyCMOTPEHHBIN TP perucTpalnu, UK ocie MocieaAyIoero 3MeHeH s, He
SIBJISIBLIETOCS U3MeHeHHeM A tuma.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zaeiy (paszenam) JoChe.

2. JlanHble aHaM3a cepuii (B GpopMaTe CpaBHUTENBHOM TaONUIBI), 10 MEHBIICH Mepe, OXHOH NPOMBIIIICHHON CepHY, IPOU3BEICHHON B 3ape-
THCTPUPOBAHHOM U IIpearaeMoM pasmepax. 1o 3ampocy He06X0AMMO IPENCTABUTD JaHHbIE 110 CIEAYIOIIMM JBYM IOJHBIM IIPOMBIILIEH-
HBIM cepusiM; Aepkatens PY coobmiaer, eciiu pe3yIbTaThl aHaIU3a HE YKIAIbIBAIOTCA B CHEUGUKALHIO, U IPELI0KUTh IUIaH ASHCTBHIL.

3. Komun 006peHHbBIX crienuduKkalyii Ha BBITYCK U KOHEIl CPOKa TOTHOCTH.

4. B COOTBETCTBYIOIINX CIy4asiX HEOOXOANMO yKa3aTb HOMepa CepHii, COOTBETCTBYIOIME pa3Mepy CEPHHU U JaTe UX Npou3BojcTBa (3), uc-
MOJIb30BAaHHBIX B BAJIMIALMOHHOM HCCIICJOBAHHIH, UITH [IPEJCTABUTD MPOTOKOJI (CXeMY) IIEPBUYHOM IKCIIEPTH3bI.

5. Heobxo11Mo NnpeAcTaBUTh pe3ybTaThl IEPBUYHON SKCIIEPTU3BL.

6. Pesysbrathl nccinenoBaHuil CTaOMIIBHOCTH, IPOBEICHHbBIC B COOTBETCTBHHU ¢ IOKyMeHTaMu PK, 1o 3HaYMMBIM TapamMeTpaMm CTaOUIbHOCTH,
110 MEHBIIIEH Mepe, Ha OAHOM OIBITHOM U MMPOMBIIIUIEHHON CEpUH, OXBATHIBAIOLICH, TI0 MEHBIIEH Mepe, TPH MEeCsIa; MOATBEPKACHUE TOTO,
4TO TaKHe MCCIeI0BaHUs OyayT 3aBEpPIICHBI, U YTO €CJIM Pe3yJIbTaThl He OYAyT YKJIaIbIBATHCS B CIIELM(BHUKAIINY WIH TOTEHIUAIBHO HE yKJIa-
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JAbIBATHCA B Cl'IeI_[I/I(bl/IKaLII/II/I Ha KOHEL[ CpOKa roAHOCTH, UX HEMEUICHHO IPEACTABAT YIIOJJHOMOUYCHHOMY OpraHy Hapsiay € npeajiara€MbiM
IUTAaHOM JIEUCTBUN. B oTHOIMIEHNH OHOJIOTMYECKHUX (I/IMMyHOJIOI‘I/I‘ICCKI/IX) CpEACTB: ACKIapanus, 4To OLEHKa COIIOCTaBUMOCTH HE Tpe6yeTc;1.

B.11.6. 5 MI3MeHeHne BHYTPUIIPOU3BOI- Ycnosus Tpebyemast noKyMeHTaUUs Bup nmpouenypsr
CTBEHHBIX HCIBITaHUH MM KPUTEPHEB NIPU-
€MJIEMOCTH, HCIIOJIb3YIOIMXCS ITPU MPOU3-
BO/ICTBE JIEKAPCTBEHHOTO ITpenapara

a) YkecToueHne BHYTPUIIPOU3BOJICTBEH- 1,2,3,4 1,2 1A
HBIX KPUTEPHEB PUEMIIEMOCTH

0) JlobaBneHne HOBBIX UCTIBITAHUN HITH 1,2,5,6 1,2,3,4,5,7 1A
KpPHUTEPUEB MPUEMIIEMOCTH

B) MckitoueHre HeCyeCTBeHHOTO BHY TPH- 1,2,7 1,2,6 IA
HPOU3BOACTBEHHOTO UCIIBITAHUS

r) MckinoueHne BHyTPUIIPOU3BOICTBEHHO- II
TO UCIBITaHHSA, KOTOPOE CYIIECTBEHHO I10-
BIIUSET HA COBOKYITHOE KaueCTBO JIeKap-
CTBEHHOT'0 IIpenapara

1) Pacmpenue 0100peHHBIX BHY TPUIIPOU3- 1T
BOJICTBEHHBIX KPUTEPHUEB IIPHEMIIEMOCTH,
KOTOpBIE CYIIECTBEHHO BJIHSIOT HA COBO-
KYITHOE KQ4eCTBO JIEKAPCTBEHHOTO Ipera-
para

¢) JlobaBieHre uin 3aMeHa BHY TPUIIPOU3- 1,2,3,4,5,7 1B
BOJICTBEHHOTO MCIIBITAHUSI 3 COOOpaxe-
HHI 0€30MaCHOCTH WJIM KaueCcTBa

YcnoBust

1. 3MeHeHMe He SBIIAETCS CIECTBUEM KaKOro-11u60 0043aTeNbCTBA, IPHHATOIO 110 pe3ysbTaTaM paHee NPOBENEHHBIX KCIIEPTH3 C LIENIbIO
aHaIM3a KPUTEPUEB IIPUEMIIEMOCTH CIIeNU(UKAINY (HAIPUMeD, B X0/ie PETUCTPAINH IIX BHeceHHs u3MeHeHuit 11 tuma).

2. VI3MeHeHue He SIBISIETCS CIICACTBUEM HENPEABUICHHBIX CUTYalNil, BOHUKIINX B XOJIe TIPOM3BO/ICTBA, HAIPUMEp, HOBasi HEKBATH(DUIIUPO-
BaHHAs NIPUMECh, U3MEHEHHUE MPEIENIOB COJCPKaHNsI CyMMBI IIPUMECEH.

3. JIro6oe u3MeHeHHe yKIIaIbIBAeTCs B IUANAa30H TEKYIIUX 0JOOPEHHBIX KPUTEPUEB IPUEMIIEMOCTH.
4. AHanuTHYecKas METOIMKA HE U3MEHSETCs MM U3MEHSEeTCS He3HAYUTENIbHO.

5. Hu ouH HOBBII METO/ MCIIBITAHUSI HE OCHOBAH Ha HOBOM HECTAHIAPTHOW METOJOJIOTHH I CTaHIaPTHOH METOI0JI0THH, HCIIONb3YEMOi
MO-HOBOMY.

6. HoBBIi METO/ MCIIBITAHNUS HE SBIISIETCS OMOIOTrHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXHMUYECKIM) WIA METOZIOM, B KOTOPOM HCTIOIb-
3yeTcst OMOJIOTMYECKUI PEaKTUB JUIsl OUOIOTHYECKO# aKTUBHON (papMalieBTHYECKOi CyOCTaHIMHK (3a UCKIIFOYSHHEM CTaHIapTHBIX (apMako-
MEHHBIX MUKPOOHOIIOTHYECKUX METOJIOB).

7. BHyTpHIIPOM3BOACTBECHHOE UCIIBITAHIE HE 3aTParnBacT KOHTPOJIb KPUTHIECKOTO TapaMeTpa, HaPUMEP:KOIMIECTBEHHOE ONpe/ieIcHHe-
HpUMecH (€CIIH TOIBKO ONpPEEICHHbIN PACTBOPUTENL OJHO3HAYHO HE UCIIOIb3YETCs B IPOM3BOACTBE )IIIOOYI0 KPUTHICCKYIO (DH3HUECKYIO Xa-
PaKTepUCTHKY (pa3Mep YacTHIl, HACBIITHYIO INIOTHOCTBIO J0 U MOCIE YIUIOTHEHHUS )UCIIBITAHNE HA TIOUIMHHOCTH (B OTCYTCTBHE MOAXOISIIETO
ABTEPHATHBHOTO KOHTPOJIS)MUKPOOHOIOTHYECKUI KOHTPOIIB (€CIH TOBKO OH HE TpeOyeTcs B OTHOLICHHH OTIPE/ICIICHHOM IeKapCTBEHHOM

thopmer)

JloxymeHTanus

1. ITonpaBka k cOOTBETCTBYIOIIEMY(HM) pa3aeny(am) 10Che.

2. CpaBHHTEIbHAS TA0IMIA TEKYIIUX U NIPEUIaraéMbIX BHYTPUIIPOU3BOJICTBEHHBIX UCIIBITAHUI U KPUTEPUEB IIPUEMIIEMOCTH.
3. TloapoOHOe oricaHne HOBOM aHATMTHYECKON METOIMKH U JJAHHbIE IEPBHYHON IKCIIEPTU3BI(B COOTBETCTBYIOLIUX CIyYasix).

4. [LaHHBIe aHaJin3a JByX IIPOMBIIIJICHHBIX CepHP’I (B OTCYTCTBHUEC NOJDKHBIX 000CHOBaHUI JJIA OHOJIOrMYECKHX aKTHBHBIX (bapMaueBanecxHx
Cy6CTaHHHﬁ — Tpu CCpI/II/I) JICKapCTBEHHOI'O IIp€liapaTa 110 BCEM IapaMeTpaM CHCI_II/IqJI/IKaI_II/II/I.

5. B cOOTBETCTBYIOLIMX CIy4asix CpaBHUTEIIBHBIC JAHHbIE MPO(UIIS pACTBOPEHHMS JICKapPCTBEHHOT'O IIperiapara He MeHee YeM Ha OJHOM OIIBIT-
HO-TIPOMBIIITIEHHOH CepUH, TPOU3BEICHHON C UCTIOIB30BaHUEM TEKYIIMX U HOBBIX BHYTPHIIPOM3BOACTBEHHBIX HCIIBITAHUIL. B oTHOMEHNY Te-
KapCTBEHHBIX PACTUTEIIBHBIX IIPENApaToB JOCTATOYHBI JaHHbIE CPABHUTEIBHON PacnagaeMoCTH.
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6. O6ocHOBaHuME (OLIEHKA) PHUCKOB, HOATBEPKAOIIIE, YTO BHY TPUIIPOU3BOICTBEHHOE UCIIBITAaHKE SIBJISIETCS] HECYILIECTBEHHBIM MJIH YCTapeso.

7. O60CHOBaHUE HOBOTO BHYTPUIIPOU3BOJACTBEHHOI'O UCIIBITAHUS U KPUTCPUECB ITPUCMIICMOCTH.

B.11. B) KoHTposb KauecTBa BCIOMOTAaTEIbLHbBIX BEIIIECTB

B.I1.B.1 N3meHenune napamMeTpoB crietuduKauy u (W) KpUTEPUEB MPUEMIIEMOCTH BCIIOMOraTebHoro Bemie- | Ycmo- | Tpebye- | Bun
cTBa BUS Mas 10- | mpo-
KyMEH- 1e-
Tanus ny-
jusi
a) YKecToueHHe KPUTEPHUEB NPHEMIIEMOCTH CHeH(DUKAIIN 1,2, 1,2 1A
3,4
6) JlobaBnenue B crieludUKaIMIO HOBOTO MapaMeTpa Creliu(UKaIliy U COOTBETCTBYIOIIETO0 €My METO/1a HCIIbI- 1,2, 1,2,3, 1A
TaHUH’ 5,6, 4,6,8
7

B) MckitoueHne HecyeCcTBeHHOro apamMeTpa creuuduKanuy (Hanpumep, HCKIIOYeHHEe yCTapeBIIero napa- 1,2 1,2,7 1A
MeTpa)
r) M3MeHeHue, BEIXOASIIEE 32 0JI00pCHHBIC KPUTEPHUH ITPUEMIIEMOCTH CHEIN(PUKAIIII 11
1) Mckmouenne mapamerpa crieruduKkanym, KOTOPBIi CyIECTBEHHO HOBINSET Ha COBOKYITHOE KaueCTBO JIe- 11
KapCTBEHHOTO Iperapara
¢) Jlob6aBnenune uinu 3amMeHa (MCKII0Yasi OMOJIOTHYSCKHH 1 MIMMYHOJIOTHYECKHI Mperapar) napaMmerpa Cewu- 1,2,3, 1B
(buKaIMK U COOTBETCTBYIOIETO €My METO/Ia UCIIBITAHHUI U3 COOOPaKEHHUI OE30MaCHOCTH WIIM KauyecTBa 4,5,6,

8
g) Ecin Ha BcrioMorarenbHOe BELIECTBO OTCYTCTBYeT cTaThs [ ocynapcrBennoit @apmakonee PK, n3meHenue 1,2,3, 1B
B COOCTBEHHBIX JIaHHBIX clielr(UKAINN Ha Heo(pUIHAIBHYIO (papMaKoriero min GpapMakorero TpeThel CTpaHbl 4,5,6,

8
Ycnosus

1. I3MeHeHue He SIBISIETCS CIIECTBUEM KaKOro-1n00 0053aTeNbCTBa, IIPUHSTOTO MO pe3ybTaTaM paHee MPOBEICHHbIX IKCIIEPTHU3 C LIEIIBIO
aHaNM3a KPUTEPUEB IIPUEMIIEMOCTH CIIeHU(UKAIINH (HAIPUMED, B XO/Ie PETUCTPAINH JICKapCTBEHHOTO TIPEMapaTa Wik BHECCHHH H3MEHEHHI
11 Tuma).

2. I3meHeHue He sSIBIISETCs CIISICTBUEM HEIPEeIBUICHHbIX CUTYalUi, BO3HUKILIHNX B XO/€ IPOU3BOJICTBA, HAIIPUMED, HOBOH HEKBAIU(UIMPO-
BaHHOH NMPUMECH, U3MEHEHHUS NPEIEIIOB CO/ICPKAHUS CYMMBI IPUMECEH.

3. Jlro60oe n3MeHeHHe yKIIaIbIBACTCsl B IUANa30H TEKYIIUX 0JOOPEHHBIX KPUTEPHEB IIPUEMIIEMOCTH.
4. AnanurHyecKkas METOIMKA HE U3MEHSETCS WM U3MEHSETCS He3HAUUTENIbHO.

5. Hu oy HOBBII METOZ HCHBITaHUS HE OCHOBAaH Ha HOBOM HECTAHIAPTHOW METOJOJIOTMHU MIIU CTaHJAPTHOH METOM0IO0THHU, UCTIONb3YeMOM
O-HOBOMY.

6. HoBblil METOT HCIIBITAHHS HE SIBISCTCS OMOIOTHYSCKIM (MMMYHOJIOTHYECKIM) (MMMYHOXHMHYECKHM) HJIH METOIOM, B KOTOPOM HCIIOJIb-
3yercsi OMOJIOTHUYECKUI PEaKTUB Uil OMOIOTHYECKOI aKTHBHOM (hapMalleBTHIECKON CyOCTaHIIMH (32 HCKIFOUEHHUEM CTaHIapTHRIX (apMako-
MEHHBIX MUKPOOHOJIIOTHYECKUX METOJIOB).

7. I3MeHeHne He KacaeTcsl FEHOTOKCUYHOM ITPUMECH.

JloxyMeHTanus

1. ITormpaBka K COOTBETCTBYIOIEMY(MM) pa3zieity(am) 10Che.

2. CpaBHUTeNbHAS TAOIHMLA TEKYLIMX U IPEIaraeMbIX CrielupHKanuii.

3. [loapoOHoe omucanue 000ro HOBOM aHATUTHYECKOW METOIMKY M IAaHHBIC TIEPBUYHOM 3KCIEPTH3bI (B COOTBETCTBYIOLIMX CIydasix).

4. JlanHble aHANTM3a IBYX OPOMBIIUICHHBIX Cepuil (B OTCYTCTBHE HODKHBIX 000CHOBAHHIA TSl OHOIOTHIECKUX aKTUBHBIX (hapMaIleBTHUCCKHX
cyOCTaHIINit — TPH CepHHr) BCIIOMOTaTeIbHOTO BEIIECTBA [0 BCEM ITapaMeTpaM Crielr(uKainu.

5. B COOTBETCTBYIOIIMX CIIy4asiX JIaHHBIEC TECTa CPAaBHUTEIBHON KHHETHKH PACTBOPEHHUS JIEKAPCTBEHHOTO Tperaparta, 1o MEeHbIIeH Mepe, 0/1-
HOH OIBITHO-IIPOMBIIIJICHHON CEPUH, COAEpIKaLIel BCIIOMOTaTeIbHOE BEIIECTBO, COOTBETCTBYIOIIETO TEKYIIEH U IpeuIaraeMoil crenuduka-
IUsIM. B oTHOIIEHNM JTeKapCTBEHHBIX PaCTUTEIBHBIX MIPENapaToB JOCTATOYHBI JaHHBIE CPABHUTEIBHON paciaaeMOCTH.
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6. O0OCHOBaHHMS HENPE/ICTABIICHUS PE3YJIbTATOB HOBOI'O HCCIICIOBAHUS OMOIKBUBAJICHTHOCTH B COOTBETCTBUU ¢ [IpaBriiaMu npoBeeHUs Hc-
cJe0BaHMii OHo3KkBUBajIeHTHOCTH PK.

7. O6ocHOBaHME (OHCHKa) PHUCKOB, IIOATBEPKAAIOIINEC TO, YTO [TapaMETp ABJISICTCS HECYUICCTBECHHBIM WUJIN YCTapel.

8. O6ocHOBaHHE HOBOT'O MTapaMeTpa CHEHU(PUKAIIMY U KPUTEPUEB IPHEMIEMOCTH.

B.I1.B. 2 I3MeHeHNE aHATTUTHYECKON METOIUKH JIJISI BCIIOMOTaTEILHOIO BEIECTBA VYemo- | Tpebye- | Bug
BUS Masi J10- po-
KyMEH- 1e-
Taus Iy-
pBI
a) He3sHaunMble M3MEHEHNS 0JOOPECHHON aHAINTHYECKOW METOUKH 1,2, 1,2 1A
3,4
0) HckimoueHne aHaMMTHYECKOI METOAMKH, €CIIH alIbTepHATHBHAS € METOIMKa yiKe 0100peHa 5 1 1A
B) 3aMeHa OMOJIOTMYECKOro (MMMYHOJIOTHYECKOT0) (MMMYHOXUMHUYECKOT0) METO/1a CTIBITAHUN MIIK METO/Ia, B 1I
KOTOPOM HCIIOJIb3YeTCsl OHOIOTHUECKHI PEaKTHB
r) [Ipoure u3MeHeHNs AHATUTUIECKON METOAUKH (BKJIFOYast J0OABICHHE HITH 3aMCHY) 1,2 1B
YcnoBus

1. CoriacHO COOTBETCTBYIOIINM TOKYMEHTaM, [TPOBECHBI HEOOXOIUMBIC BATUIAIIMOHHBIC HCCIIEIOBAHHS, TIOATBEPIKIAAOINAE TO, YTO OOHOB-
JICHHAsl aHAJIMTHYECKasi METOJIMKA, 110 MEHbIIIeH Mepe, SKBUBAJICHTHA MPpeIblTyIei.

2. l'[pe;[enm CoACpIKaHUsA CyMMBI npnmeceﬁ HC U3MCHUJINCH, HOBBLIC HeKBaJ'[I/I(bI/ILII/IpOBaHHLIe NIpUMECH HE 06Hapy>l<em,1.
3. Merto1 aHanKM3a HE U3MEHUIICS (HaanMep, WU3MEHCHUEC JUIMHBI KOJIOHKH UJIA TEMIIEPpATyphbl, HO HE I[pyl"Oﬁ BHUJ KOJIOHKH HUJIN MCTOI[),

4. HoBblli METO UCHIBITAHUA HE ABJIACTCA OHOJIOTHYECKUM (I/IMMyHOJ'IOFI/I‘IeCKI/IM) (I/IMMyHOXI/IMI/I‘{CCKI/IM) Wi METOA0M, B KOTOPOM HUCIIOJIb-
3yCeTCa OMOJIOTHYECKUI PCaKTHUB (33_ HUCKIIIOYCHUEM CTaHAAPTHBIX (bapMaKOHeﬁHBIX MI/IKPOGI/IOHOI‘H‘IeCKHX MeTOZ[OB).

5. AnpTepHaTHBHAs aHAJTUTHYECKAs METOMKA [T TapaMeTpa CrenupUKAIINK yKe 0JJ0OpeHa, IPU 3TOM TaKasi METOIUKa ObLIa BKIFOUYEHA HE
¢ noMo1sio [A-yBeqoMiIeHuUsI.

JloxymeHTauus
1. ITonpaBka k cOOTBETCTBYIOIIEMY(MM) pa3aeny(am) JOChe, BKIIFOYAsi ONMCAHUE aHATUTUYECKOH METO/I0JIOTHH, PE3FOME JIAHHBIX EPBUYHOMN
9KCHEPTHU3BL, IIEPECMOTPEHHBIE CIIENN(HUKALNK Ha IPUMECH (€CITH TPUMEHHMO).

2. CpaBHI/ITCHLHHe Ppe3yIbTaThI HepBH‘IHOﬁ OKCIICPTU3BI UJIH, IIPU HAJIUIUU O60CHOBaHI/I$I, CpaBHUTECJIbHBIC PE3YJIbTAThl aHAJIN3a, IIOATBEP-
JKAAoUUE TO, YTO TEKYLICC U NIpeAjtaracMoe NUCIIbITAHNC SKBUBAJICHTHBI. HaHHOe Tp€6OBaHI/Ie HC MPUMCHSICTCS, €CIIN L[06aBJ'I$I€TC}I HOBas aHa-
JIATHYCCKAsA MCTOHKA.

B.IL.B. 3 MI3MeHeHHne NCTOUYHMKA TOTYYIEHHUSI BCTIOMOTATEIbHOTO BEIECTBA WIIH PeakTuBa ¢ puckoM TI'D VYemo- | Tpebye- | Bug
BUSL Mas 10- | mpo-

KyMEH- 1e-

Tays ny-

pBI

a) U3 Marepuajia ¢ puCKOM TI'D Ha MaTepuall paCTUTCIIbHOTO UM CUHTECTUYCCKOTO IMPOUCXOKACHUSA

1. JIist BCioMOTaTeIbHBIX BEIIECTB MIIM PEaKTHBOB, HE HCIIOJIB3yEMBIX B IIPOU3BOJICTBE OMOJIOTHYECKOM (M- 1 1 1A
MYHOJIOTHYECKOH) aKTUBHOW (papMaLieBTHYECKOM CYOCTaHIIMK MM OHOJIOTHYECKOr0 (MMMYHOJIOTHYECKOTO) JIe-
KapCTBEHHOT'O Mperapara

2. Jlist BCTIOMOTATEJIbHBIX BEIIECTB HITH PEaKTHBOB, UCIIOJIB3YEMbIX B IPOM3BOACTBE OHOIOTHYECKON (MMMYHO- 1,2 1B
JIOTMYECKOW) aKTUBHOM (hapMalleBTUYEeCKON CyOCTaHIIMU MM OUOJIOrM4ecKOro (MMMYHOJIOTHYECKOT0) JIeKap-
CTBEHHOTO Ipernapara

6) M3menenue uiu BBefeHne Matepuaia ¢ puckom TI'D unm 3amena marepuana ¢ puckom TI'D Ha npyroit ma- II
tepuan ¢ puckoM TI'D, He UMerommii cepTuHKaT cOOTBETCTBHS 110 TT'D

YcnoBust

1. CHeI_H/I(bI/IKaLII/II/I Ha BBIITYCK 1 KOHEL CPpOKa rOAHOCTH BCIIOMOI'aTCJIbHOT'O BEIIECTBA U JICKAPCTBECHHOI'O IIpe€iapaTta HE U3MCHSIOTCA.

JlokymeHTanus

1. lexmapariust IpOU3BOUTENS HIU JEPKATENs PETHCTPALMOHHOTO yIOCTOBEPEHUS MaTepHaa, YTO OHU ITOJIHOCTBIO PACTUTEIBHOTO HITH
CHHTETUYECKOTO MPOUCXO0XKICHUS.
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2. HCCJ’ICI{OB&HHC OKBUBAJICHTHOCTU MATCPUAJIOB U BIIMAHUE HA NIPOU3BOACTBO 'OTOBOI0 MaTepraia U BIIMAHUE HA XapaKTECPUCTUKU (Hal’[pl/l-
MEp, XapaKTCPUCTUKHU paCTBOpCHI/Iﬂ) JICKapCTBECHHOI'O IIpelapara.

b.11.B. 4 MI3MeHeHHe CHHTE3a WU MOTy4YeHHs He(apMaKoINeifHOro BCIIoMOraTebHOTO BELIEeCTBa (€C/IU OIHCaH Veno- | Tpebye- | Bug

B PETUCTPALIMOHHOM JIOChE€) MIIM HOBOTO BCIIOMOTAaTEIFHOTO BEIIECTBA BHSA Mas 1o- | mpo-
KyMEH- 1e-
Tauys zy-

pHI

a) HecymiecTBeHHOE M3MEHEHUE CHHTE3a WITH MTOJy4YeHHsI HehapMaKoIeifHOrO BCIIOMOTaTEIFHOTO BEIIECTBA 1,2 1,2,3, 1A

WJIA HOBOTO BCIIOMOT'aTENIbHOTO BEIECTBA 4

6) M3menstorcs cienuduKanuy Wik IMEETCs U3MEHEHUE (PU3UKO-XMMHYECKHX CBOMCTB BCIIOMOTaTeIbHOTO I

BEILECTBA, KOTOPbIE BIMAIOT HA KAYECTBO JIEKAPCTBEHHOT'O Ipernapara

B) BermoMorarensHoe BenecTBo — OHONIOrHYecKoe (MMMYHOJIOTHYECKOE) BEIECTBO 11

VYcenosus

1. Crioco6 cuHTe3a U creuUKAMU UASHTHYHBI H OTCYTCTBYIOT KQUeCTBEHHBIC U KOJIMYECTBEHHBIC H3MEHEHHs poduiist mpumeceit (MCKITIo-
Yasi OCTATOYHbIE PACTBOPUTEIIH, TIPU YCIOBHHU TOTO, YTO UX KOHTPOJIb OCYILECTBISIETCSI B COOTBETCTBUH C IIPE/ICIbHBIM COACPIKAHUEM, yKa-
3aHHBIM B IokyMeHTax PK) uin GU3HMKO-XMMHUYECKUX CBOMCTB.

2. Uckrovas aJIbIOBAHTHI.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOILEMY(MM) pa3zaeny(am) 10ocke.

2. lanHble aHaM3a cepuii (B GpopMaTe CpaBHUTENBHOMN TaONUIBI), 10 MEHBIIEH Mepe, ABYX cepHil (110 MEHBIICH Mepe, ONBITHO-IIPOMBIIIICH-
HBIX) BCIIOMOI'aTE€/IbHOTO BEIIECTBA, IPOU3BEIEHHBIX C IOMOILBIO CTAPOr0 U HOBOTO IPOLIECCOB.

3. B COOTBETCTBYIOIINX CTydasiX JaHHBIE TECTa CPABHUTEIBHON KHHETHKH PACTBOPEHHMS JICKAPCTBEHHOT'O Iperapara, o MEeHbIIEeH Mepe,
JIBYX CEpHii (110 MEHbILeH Mepe, OIBITHO-IIPOMBIIUIEHHBIX ). B OTHOIIIGHHH TeKapCTBEHHBIX PACTUTENIBLHBIX IPENapaToB JOCTATOYHbI IaHHBIE
CPaBHUTEJILHON pacnagaeMOCTH.

4. Konust 0100peHHON ¥ HOBOA (€CiIM IPUMEHUMO) Crieln(UKALNi BCIIOMOTraTeIbHOIO BEIIECTBa.

B.I1. ) KonTponp kauecTBa JI€KapCTBEHHOTO IIpenapara

B.ILr. 1 U3meHenue napamMeTpoB crieiudpukaym u Ycnosus Tpebyemast TOKyMeHTAIHS Bun mpouenypst
(M) KpUTEPHEB MIPUEMIIEMOCTH JICKAPCTBEHHOTO TIpe-
napara
a) YKecTOYeHHE KPUTEPUEB MTPUEMIIEMOCTH CIIeHU(H- 1,2,3,4 1,2 IA
KaIiu
0) YxecToueHHE KPUTEPHEB IIPHEMIIEMOCTH CTIeIA(H- 1,2,3,4 1,2 1A

KaI[iH JIEKapPCTBEHHBIX IPETIapaToB, MOJICKAIIIX BbI-
MYCKY CepHii OpUIMATLHBIM KOHTPOJIBHBIM OPraHOM

B) Jlo6aBrenue B crienu(UKaIno0 HOBOTO MapamMmerpa 1,2,5,6,7 1,2,3,4,5,7 IA
M COOTBETCTBYIOIETO €My METO/Ia MCIIBITAHUIM

r) UckimoueHre HeCyIIeCTBEHHOTO apaMeTpa CIelu- 1,2 1,2,6 1A
(ukanuu (Harpumep, UCKIIIOYEHHE YCTapEBLIEro na-

pameTpa)

1) I3MeHeHue, BBIXO/sIIee 38 000pEHHBIC KPUTEPUH I

HPHEMIICMOCTH CHEH(pHUKAIHil

¢) Hckmouenue napamerpa crenu(uKanuy, KOTOPbIH II
CYILECTBEHHO MOBIIHAET HA COBOKYITHOE Kau€CTBO Jie-
KapCTBEHHOTI'0 Ipenapara

k) JobaBrieHue uin 3aMeHa (MCKIroUasi OHoIorHye- 1,2,3,4,5,7 1B
CKHMil U IMMYHOJIOTHUECKHH TIperapar) napamerpa
crier(pUKAILMK U COOTBETCTBYIOIIETO €My METO/Ia HC-
MBITAaHKI U3 COOOpaXKeHH 6E30ITaCHOCTH MITH Kaye-
cTBa
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3) OOHOBJIEHHUE TOCHE C LETBbIO COOTBETCTBHUS MOJI0XKE- 1,2,3,4,7,8 1,2 1A
HUSIM OOHOBIICHHOM 0011e ctaThn ['ocynapcTBeHHON
dapmakonee Pecryonuku Kasaxcran Ha JiekapcTBEH-
HBIH mpemnapar (*)
n) Beogutcs craresa ['ocynapctBennoit @apmakonen 1,2,10 1,2,4 1A

Pecny6nuku Kazaxcran «OqHOpOJHOCTE 103UPOBa-

HUSD B LEJISIX 3aMEHBI TEKYILIEro 3aperucTpupoBaHHO-
ro Meroja, oo crarhs ['ocynapcTBenHoi Papmako-
neu Pecriy6nuku Kazaxcran «OqHOPOAHOCTH MacChl»,

1160 «OTHOPOAHOCTH COCPIKUMOTOY

VcenoBus

1. I3MeHeHue He SIBISIETCs CIIECTBUEM KaKOr0-1n00 0043aTeNbCTBa, IIPUHTOTO MO pe3ybTaTaM paHee HPOBEJSHHbIX IKCIIEPTH3 C LEIIbIO
HepecMoTpa KPUTEPUEB NPHEMIIEMOCTH crielU(UKAIMK (HapHMep, B X0/1€ PEruCTPaliy JISKAPCTBEHHOTO MpernapaTa Mild BHECCHUH U3MEHe-
Huii 1] TMna), ecim ToJIpKO 0OOCHOBHIBAIONIAS IOKYMEHTALUS He ObLIa paHee MPOBEpEeHa M YTBEPIKICHA B paMKax JPyroi IMpoLeIyphl.

2. VI3ameHeHue He SBIISIETCS CJIEACTBHUEM HEIIPEABUACHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IIPOU3BOACTBA, HAIIPUMED, HOBOM HCKBaJ’II/I(I)I/ILII/Ipo-
BaHHOU IIpUMECH, U3MCHECHUSI TIPEACITIOB COACPIKAHUSI CYMMBbI HpHMCCCﬁ.

3. JIro60e M3MEeHEeHNe yKIabIBAacTCA B JUANA30H TeKYIINX 0J0OPEHHBIX KPUTEPHEB IPHEMICMOCTH.
4. AHanuTHYecKas METONMKA HE U3MEHSETCS MM U3MEHSETCA He3HAYUTENbHO.

5. Hu oguH HOBBIM METO HCIIBITaHUS HE OCHOBAH Ha HOBOW HECTAHAAPTHOM METOJ0JIOTMH WIIM CTaHIAPTHON METOI0JIOTHH, UCTIONIb3YyeMOn
M0-HOBOMY.

6. HoBblit MeTO MCTIBITAHUS HE SBIISIETCS OMOJIOrNYECKUM (MMMYHOJIOTMYECKUM) (MMMYHOXUMUYECKUM) WIIM METOZIOM, B KOTOPOM UCIIONb-
3yeTcsi OUOJIOTMYECKUIT peaKTUB I OHOJIOTUYECKOM aKTHBHOH (hapMaIleBTHUECKOH CyOCTaHINY (32 HCKITIOUCHHEM CTaHIAPTHBIX hapMaKo-
HeHHBIX MHKPOOUOJIOTHYECKHUX METO/IOB).

7. I3MeHeHue He 3aTparuBaeT Kakue-JIM0o MpuMecH (BKIII0Yasi TeHOTOKCHYHbIC) UITH PACTBOPEHHUE.

8. 3mMeHeHune 3aTparuBaet OOHOBJICHUE KPUTEPHEB IPUEMIEMOCTH MUKPOOHOIOTMYECKUX KOHTPOJICH B LIENIAX COOTBETCTBHS ACHCTBYOMICH
dapmakoriee, a 3aperuCTPUPOBAHHBIE HBIHE KPUTEPUU NPHEMIEMOCTH MUKPOOHOJIOTMYECKUX KOHTPOJIEH He BKIIIOYAIOT KaKUe-nnuoo J0mo-
HHUTEJIbHBIC KOHTPOIIH, BKIIFOUCHHbIE B CIIECHU(PHUKAINIO, TOMUMO (hapMaKoIeiHHbIX TPeOOBaHHI B OTHOLICHHUH OIPEICIICHHOM JISKAPCTBEHHON
(hopmbl

9. IlapameTp crienuduKanny He 3aTparuBacT KPUTHUESCKHUI ITapaMeTp, HalpUMeP:KOJIHYECTBEHHOE ONpe/IeICHUSIPUMECH (€CIIU TOJIBKO OIpe-
JIeJICHHBIH PaCTBOPUTENb OJHO3HAYHO HE UCIIOJIB3YETCs B MPOU3BOCTBE JIEKAPCTBCHHOT'O IIperapara)iito0yi0 KpUTHYECKYIO GU3HIECKYIO Xa-
PaKTEepUCTHKY (IPOYHOCTH WM XPYIKOCTh TaOJIETOK, HE MOKPBITHIX 000JI0YKOI, pa3MepsI)IIF000i 3alpoc Ha MPOMYCK MCIBITAHHUS

10. IIpeanaraeMslii KOHTPOJIb TTOJIHOCTBIO COOTBETCTBYET Tabuuile craThu ['ocynapcrBennoit dapmakonee Pecriyonuku Kazaxcran u He
BKJIFOUACT aJIbTEPHATUBHBIE MIPEJI0KEHHS UCTIBITAHUS OTHOPOJAHOCTH JO3UPOBAHMS C TOMOIIBIO BapHALMK MacChl HIIH OJTHOPOJIHOCTH COJIep-
>KaHUs, €CIIU MTOCIIEAHNE yKa3aHbl B CTaThe.

JloxyMeHTanus

1. IlonpaBka k COOTBETCTBYIOIIEMY(MM) pa3zeny(aM) 1OChE.

2. CpaBHUTeNbHAS TAOIHIA TEKYLIMX U NPEIaraeMbIX CrielupHKaInii.

3. IloapoOHOe omnrcaHue JTO0r0 HOBOW aHATUTUYECKON METOAMKY M JaHHbBIC IEPBHYHOM SKCIIEPTU3BI (B COOTBETCTBYIOIINX CIyYasx).

4. JTanHble aHATH3a JBYX OPOMBIIUICHHBIX CepHil (B OTCYTCTBHE TODKHBIX 000CHOBAHHI TSl OHOIOTHIECKUX aKTHBHBIX (hapMaIleBTHUCCKHX
cyOCTaHIIUit — TPU CepHH) JIEKapCTBEHHOr'O Ipernapara 1o BceM napaMeTpam creudukamm.

5.B COOTBETCTBYIOIIIUX ClIydyasaX JaHHbIC TECTa CpaBHHTeHLHOﬁ KUHETUKH paCTBOPCHUS JIEKAPCTBCHHOTO IIperiapara, 1o MEHbIICH Mepe, o1~
HOU OHLITHO-HpOMLIIHJ'IeHHOfI CEpuH, COOTBETCTBYIOIIIHE TCKyHICﬁ n npeunaraeMoﬁ CHCLII/I(l)I/IKaI_IHHM. B oTHOMmIEHNN JICKapCTBCHHBIX pacTU-
TCJIbHBIX IIPE€NAapaTOB JOCTATOYHbI JaHHBIC CpaBHHTeJ’ILHOﬁ pacriagaeMoCTH.

6. O6ocHOBaHuUE (OLIEHKA) PHCKOB, OATBEPX K JAFOIIIE, YTO MAPAMETP SBIISCTCS HE3HAYUMBIM.

7. O6ocHOBaHKME HOBOTO MapaMeTpa cnelu(UKall 1 KPUTEPHEB IPUEMIIEMOCTH.

(*) [Ipumeuanue €CITH B JIOChE 3apETUCTPUPOBAHHOIO JICKAPCTBEHHOTO MpenapaTa yIIOMHUHASTCS
«TeKylllee U37IaHue» HEOOXOIMMOCTh B YBEJIOMIICHUH YIIOJIHOMOYEHHbIX OPraHOB
00 o6HoBNeHHOM cratke ['ocynapcTBenHoi ®apmakonee PK. B cBs3u ¢ aTum Ta-
KO€ M3MCHCHHUE TIPUMEHSETCS TIPU OTCYTCTBHU YIIOMHHAHUSI OOHOBJICHHOH (papma-
KOTIEHHOI CTaThU B TEXHUYECKOM JIOChE, & H3MEHEHUE OCYILECTBILSIETCS B LIEIIAX
BKJIIOYEHHUS YIIOMHHAHUSI OOHOBJICHHON BEPCHU.
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b.1l.r.2 M3MeHeHne aHAIMTHYECKON METOIMKH JIeKap- VYcnosus Tpebyemast fokyMeHTaLUs Bup npouenyper
CTBEHHOTO ITpenapara

a) HesHaunTenbHbIC M3MEHEHNUS YTBEPKACHHON aHa- 1,2,3,4 1,2 1A
JTUTHYECKON METOIUKA

6) UcknroueHne aHATUTHYIECKON METOAUKH, €CITH allb- 4 1 1A
TepHATHUBHAs eif METOUKA yiKe 0j00peHa

B) M3menenue (3aMeHa) OHOIOTHYECKOTO (MMMYHOJIO- I
THYECKOT0) (MMMYHOXUMHUYECKOTO) UCTIBITAHUS HITH

MeTO/ia, B KOTOPOM HCIOJIB3YeTCsl OMOIOTHYECKHUii pe-
aKTUB, UK 3aMeHa OHOJIOTHYECKOro Mperapara cpaB-
HEHUSI, HE OXBAYEHHOTO YTBEPIKICHHBIM IIPOTOKOJIOM

r) [Ipoune M3MeHeHNS AaHATUTHIECKON METOANKI 1,2 1B
(BruTtOuas 10OaBICHUE UITH 3aMEHY)

1) OOHOBJICHHE AaHATUTHYECKO METOIUKH B IIETISIX CO- 2,3,4,5 1 1A
OTBETCTBUsI OOHOBJICHHOI 0011e# cTaThe ["ocynap-
crBeHHol ®Papmakonee Pecnydnuku Kasaxcran

¢) B nemnsix orpaskenus coorBercTBus ['ocynapcTeeH- 2,3,4,5 1 1A
Hoit @apmakonee PecryOunku Kaszaxcran u uckiove-
HHS YIOMUHAHUSA YCTapeBIICH COOCTBCHHON aHAIINTH-
YEeCKON METOIUKH U ee Homepa (*)

VcenoBus

1. CornacHO COOTBETCTBYIOIINM TOKYMEHTaM, [IPOBECHBI HEOOXOAUMBIC BATUIAIIMOHHBIC HCCIICIOBAHUS, TIOATBEPIKIAAOIINE, YTO OOHOBIICH-
Hasl aHaJTUTUYeCKas METOAMKA, IO MEHbIIEH Mepe, SKBUBAJIIEHTHA IIPEAbLAYIICH.

2. l'[pe)lemﬂ CoACPIKaHUs CYMMBI l'[pPIMeCCi’I HE U3MCHUJINCH, HOBBIC HeKBaJ’[I/I(i)I/ILII/IpoBaHHLIe NpUMECH HE O6Hapy)l(eHBI.
3. MCTOJI aHajin3a HC USMCHUJICA (Hanpnmep, HU3MEHCHUEC JUIMHBI KOJIOHKH UJIK TEMIIEPATypPhbl, HO HE I[pyl"OI\/'I BH/JI KOJIOHKH HUJIH MeTOI[).

4. HoBplii MCTO UCHIBITAHUA HC ABJIACTCA OHOJIOTHYECKUM (I/IMMyHOJ'IOFH'-IeCKI/IM) (I/IMMyHOXI/IMI/I‘{CCKI/IM) Wi METOA0M, B KOTOPOM HUCIIOJIb-
3yeTCsa OMOJIOTHYECKUI pCaKkTuB (32. HUCKIIIOYCHUEM CTaHAAPTHBIX (I)apMaKOHCI;'IHLIX MI/IKpO6I/IOHOI‘I/I‘ICCKI/IX MCTOL[OB).

5. 3aperucTpupoBaHHas aHATUTHYECKas METOIMKA Y)Ke CChblIaeTcsl Ha oburyto cratbio ['ocynapcrBennoit ®@apmaxonee PK, a qro0bie n3mene-
HUS ABIIIOTCS. He3HAUYHMBIMH M TPEOYIOT OOHOBJICHHUS TEXHUYECKOTO JIOChE.

JloxymeHTanus

1. ITompaBka K cOOTBETCTBYIOIEMY(MM) pa3zieiy(am) 10Che, BKII0Yasi ONUCAHUE AHATUTHYECKOH METOJ0JIOTHH, PE3IOME JaHHBIX TIEPBUYHOM
9KCHEPTHU3BL, IEPECMOTPEHHBIE CIIENU(BHKALUKE Ha IPUMECH (€M TPUMEHHMO).

2. CpaBHI/ITeHLHHG Ppe3yJIbTaThbl HGpBHqHOﬁ OKCIICPTU3BI UJIH, IIPU HAJIUIUU 06OCHOBaHI/I$I, CpaBHUTEJIbHBIC PE3YJIbTAThl aHaJIN3a, IIOATBEP-
JKIAoUYe TO, YTO TEKYLICC U NpeytaracMoe NUCIIbITAHUE SKBUBAJICHTHBI. Hacrosmiee Tp€6OBaHI/Ie HE MPUMEHSECTCS, €CIIU L[06aBJI$I€TC}I HOBas
AaHAJIMTHYCCKasA MCTOJHKA.

(*) pumeuanne €CJTN B JOChE 3aPETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO TIPEMapara YIIOMHHACTCS
«TEKyIlee U3/IaHNe» HEOOXO0MMMOCTD B YBEIOMIICHHHU YIIOJHOMOYCHHBIX OPTaHOB
00 o6HoBNeHHOM ctaThe ['ocynapcrBenHol Papmakonee Pecnyonuku Kazaxcran
OTCYTCTBYET.

b.11.r.3 M3MeHenue, 3aTparuparoliee BBICHUE BbITyC- | Y CIOBUS Tpebyemast fokyMeHTaLUs Bupn npouenypsl
Ka B peaJbHOM BPEMEHH HJIM BBIITYCKa O NTapaMeTpam
IpH NPOU3BOJCTBE JIEKAPCTBEHHOTO IIpenapaTa

I
B.11. 1) YmakoBoyHO-yKymnopo4Hasi cucTema
B.II.1o.1 VI3mMeHeHue nepBHYHON YIIaKOBKH JIEKAPCTBEHHOTO Ipenapara VYeno- Tpebyemas ToKyMeH- Bun npoue-
BUS Tanus Iy phI
a) KauecTBeHHBII U KOJMYECTBEHHBIH COCTaB
1. TBepaple 1ekapcTBEeHHBIE (GOpMBI 1,2, 1,2,3,4,6 1A
3
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2. MArkme u HecTepUIIbHBIC XKUIKHE JIEKApCTBEHHbIE (hOPMBI 1,2,3,5,6 IB

3. CtepuiibHbIC JIEKapCTBEHHBIC NIPEMapaThl 1 OMOJIOrn4YecKue (MIMMYHOJIOTHYECKHE) Jie- II
KapCTBEHHBIE ITPpenaparsl

4. VI3MeHeHune 3aTparuBaeT ymaKkoBKy, 00J1a/Ial0ILy 0 MEHBIIMMH 3alIUTHBIMH CBOM- I
CTBaM IPH OJHOBPEMEHHBIX U3MEHEHUSX YCIOBUI XpaHEHHs U (WJIN) COKPALLEHUH CPO-
Ka FOHOCTH

6) V3MeHeHMe BUIa KOHTEIHepa Wil 100aBIeHHEe HOBOTO KOHTEHHEepa

1. TBepasle, MATKHE U HECTEPUIIbHBIC KUIKUE JICKapCTBEHHBIE (OPMEI 1,2,3,5,6,7 IB

2. CtepuibHble JEKapCTBEHHBIE TIPENApaThl U OMOJIOTHUECKHE (MMMYHOJIOTHUECKHUE) JIe- I
KapCTBEHHbIE IIPeNapaThl

3. UckroueHne KOHTEHHEpa IEPBUYHON YIIaKOBKH, KOTOPOE HE IPUBOAUT K MOTHOMY 4 1,8 1A
UCKIIFOYEHHIO TO3UPOBKH WITH JIEKAPCTBEHHON (pOopMBI

Ycnosus
1. I3MeHeHue 3aTparuBaeT TOJBKO OJMH M TOT e BUJI YIIAKOBKH (KOHTelHepa) (HanpuMep, Oiuctep Ha OJmcTep).
2. T1o 3HaYMMBIM CBOMCTBAM IpeJIaraeMblil yIIaKOBOYHbIM MaTepHasl [0 MEHbIICH Mepe SIKBHBAJICHTEH 0JJ00PEHHOMY.

3. HayaTsl COOTBETCTBYIOIINE UCCIIEIOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTAaHOBJIICHHBIMHU TPEOOBaHUSIMH U 3asBUTEIEM Ha MOMEHT
BBEICHHSI N3MECHEHHH NTPOaHAIN3UPOBAHBI COOTBETCTBYIOIINE apaMeTphl CTAOMIIBHOCTH HE MEHEE YeM Ha JIBYX OIIBITHO-TIPOMBIIILIEHHBIX
WM TIPOMBIIIUIEHHBIX CEPUSX, B €T0 PACHOPSIKEHNH HAXOAATCS yIOBIECTBOPUTEIBHbIEC PE3yIbTATHI, IO MEHBIIEH Mepe, 3-MeCsIIHOTO H3yde-
Hust cTabunbHOCTH. OTHAKO, €CITU MpeIaraeMast yrnakoBka 0oJiee yCTOHYMBA [0 CPABHEHHIO C OI0OPEHHOM, TO TPEXMECSYHBIC TaHHBIC 110
cTabMIBHOCTH He TpeOytoTes. ViceneoBaHus 3aBepIaroTCs], €CITH UX PE3yJIbTaThl HE YKIIAABIBAIOTCS B CTICHM(DUKAINN WK TTOTEHIIMAIBEHO HEe
YKJIaAbIBaThCS B CrielM(UKAIIMU HA KOHEIl CPOKa I'OJJHOCTH, UX HEOOXOIMMO HEMEJICHHO IPE/ICTABUTh YIIOJTHOMOUYECHHOMY OpraHy Hapsy ¢
IpeUIaraéMbIM IJIAHOM J€HCTBUN.

4. OcraBmasi(ue)cst popma(bl) BBITyCKa JIEKapCTBEHHOT'O Ipenapara 10CTaTouHa(bl) s BHINOIHEHUS PEKOMEH AU 10 JO3MPOBAHHIO U
IPOJOIDKUTETIFHOCTHU JI€UCHHS, YKa3aHHBIX B 00IIell XapaKTepHCTUKE JIEKapCTBEHHOTO IpenapaTa.

JlokymeHTanms
1. ITonpaBka k cooTBeTCTBYIOIIEMY(HM) pa3aeny(am) 10Che.
2. HeobOxonuMble JaHHBIE 0 HOBOW YIaKOBKe (HAampuMep, CPaBHUTENbHBIC JaHHbIE M0 MPOHHLIAeMOCTH, Hanpumep, st 02, CO2, Biarn).

3. B cooTBeTCTBYIOLIMX CIIydasx HEOOXOAMMO MPEACTaBUTh HOATBEPXKICHHE TOT0, YTO B3aUMOJEHCTBHE MEX/LY COIEP)KUMBIM U yIIaKOBOY-
HBIM MaTEepPHaJIOM HE MPOUCXOUT (HalpHMep, OTCYTCTBYET IIepeMEIeHNE KOMITOHEHTOB ITPEJIaraeMoro MaTepHiaia B €ro COIEpKUMOe, KOM-
IIOHEHTHI JIEKAPCTBEHHOTO IIperapara He NePeXoIiT B YIaKOBKY ), BKIIIOUas TOTBEPKACHHE TOTO, YTO MaTepHa COOTBETCTBYET COOTBET-
CTBYIOIIUM (hapMaKoIIeitHbIM TPEOOBAHUIM MM 3aKOHOAATENbCTBY PecryOnukn Kazaxcran o macTHUecKuX MaTepranax u 00beKTaM, KOH-
TaKTHPYIOIIUM C IUIIEBBIMH IIPOTYKTaMHU.

4. Jlexnapaiysi, 4To HauaThl Tpedyemble HCCleJOBaHus CTaOMIBHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBaHUSIMH (C YKa3aHHEM HO-
MEPOB CEpHiA); U YTO (B COOTBETCTBYIOIINX CIy4asik) HA MOMEHT BBE/ICHHS U3MECHEHHUI B PACIIOPSHKEHHUH 3asIBUTEIIST HAXOIUIIUCH TpeOyemble
MUHHMAJIbHbIE YIOBJICTBOPUTEIbHBIC JAaHHBIC 110 CTAOMIBHOCTH; U YTO MMEIOIUECS JaHHBIE HE CBUAETEILCTBOBAIN O KaKOH-TTO0 IIpodiie-
Me. HeoOxoqumMo Taroke npecTaBuTh IOATBEPIKICHHE TOTO, YTO UCCIIEI0BAHNUS OyIyT 3aBEpILCHBI, H YTO €CIIM Pe3yJIbTaThl He OyIyT yKia-
JIBIBATHCS B CTICHU(HUKAINK WM TOTSHIHAIBHO HE YKJIaAbIBAThCS B CHEM(UKALMN HA KOHEIl CPOKA TOJHOCTH, UX HEMEIJICHHO IPEICTaBAT
YIOJIHOMOYEHHOMY OpraHy Hapsily ¢ pearacMbIM IJIaHOM JEHCTBHM.

5. Pe3ynbrathl ucciien0BaHuil CTaOMIIBHOCTH, IPOBEACHHBIX B COOTBETCTBUH C YCTaHOBJICHHBIMU TPEOOBAHUSAMH, 110 3HAYUMBIM ITapaMeTpam
CTaOMJILHOCTH HE MEHEE YeM Ha JBYX OIBITHO-IIPOMBIIICHHBIX WJIM IPOMBIIUICHHBIX CEPUsX, OXBATHIBAIOLINX HE MEHEE 3 MECSILIEB, U MO

TBEPXKJICHHE TOTO, YTO YKa3aHHBIC HCCIIEIOBAHMS OyIyT 3aBEPILICHBI, M €CIIM PE3YJIBTATHl HE OyIyT YKIAbIBaTHCS B CIICIM(UKAIINH HIIH T10-
TEHI[HAJIbHO HE YKJIAIbIBAThCS B CHENU(UKAIMU HA KOHEIl CPOKA TOJJHOCTH, UX HEMEUICHHO MPEACTABAT YIOJIHOMOYCHHOMY OpraHy Hapsity
¢ TpeiaraéMbIM TUIAHOM JEeHUCTBHH.

6. CpaBHEHHE TEKYIIMX U MPEAIaraeMbIX Crei(uKauii IepBUIHON YIAKOBKHU (€CITH MPUMEHUMO).
7. B COOTBETCTBYIOIIHX CIy4asx 00pas3iibl HOBOTO KOHTelHepa (YKYIIOpKH).

8. Jlexnapanusi, 4To OcTaBIIMi(e)cs pa3Mep(bl) yaKOBKH COOTBETCTBYE(I0)T PEXKUMY J03UPOBAHUS U NIPOJOJKUTEILHOCTH JICUSHUS ¥ 10CTa-
TOYHBI JUIS BBIOJIHEHHS PEKOMEH AL 110 J103UPOBaHHUIO, IIPUBEICHHBIX B 001Iell XapaKTepHCTHKE JIEKapCTBEHHOT'0 IIperapara.

IIpnmeuanne
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0 PacIIMPEHAN PETUCTPALHH.

Jus B.ILJL.1.6) — eciu u3MeHeHUe IPUBOINUT K
«00pa30BaHUIO HOBOII JIEKApCTBEHHOH (hOPMBI»,
TO TaKO€ M3MEHEHHUE TpeOyeT MoJauu 3asBICHU

b.I1.1.2 VI3mMeHeHune mapamMeTpoB CHeHUPUKAINK U (HITH) KPUTEPUEB TIPHEMIIEMOCTH VYemo- | Tpebyemast mokymeH- Bun nporte-
HEePBUYHOH YIaKOBKHU JIEKapCTBEHHOTO IpernapaTa BUS Tanus Iypbl
a) YKeCTOUeHHE KPUTEPUEB TPUEMIIEMOCTH CIIeHU(PHUKAIIH 1,2, 1,2 1A
3,4
0) [loGaBneHue B crienudUKaIMi0 HOBOTO ITapaMeTpa M COOTBETCTBYIOLICH eMy aHaIN- 1,2, 1,2,3,4,6 1A
THYECKON METOUKHI 5
B) MckiroueHne HecyeCTBeHHOr o apaMeTpa crienu(puKanuy (HarnpuMep, HCKIrode- 1,2 1,2,5 IA
HHE yCTapeBIIero IapaMerpa)
r) JloGaBIIcHHE MK 3aMeHa IapaMeTpa CIeNU(GUKAINE H3 COOOpaKEHHUI 6e30IaCHOCTH 1,2,3,4,6 IB

WA Ka4eCTBa

VcenoBus

1. I3MeHeHue He SIBISIETCs CIIEACTBUEM KaKOro-1n0o 0043aTeNnbCTBa, IPUHATOTO MO pe3ybTaTaM paHee HPOBEJCHHbIX IKCIIEPTU3 C LEIIbIO

aHaJN3a KPUTEPUEB IPUEMIIEMOCTH Crieln(pUKanny (Hanpumep, B X0/Ie PErUCTPALMHU JICKapCTBEHHOTO Iperiaparta Wik BHECEHUN H3MEHEHHH

11 Tuma).

2. VI3aMeHeHue He SBIISIETCS CJICACTBHUEM HEIIPEABUACHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IIPOU3BOACTBA.

3. JIroOoe n3MeHeHne YKIIaAbIBa€TCs B AMAIIa30H TEKYLIUX 0[[06p€HHLIX KpUTEPUECB IIPUEMIIEMOCTH.

4. Ananutnyeckas METOAUKA HE U3MCHACTCA UIIHM U3MCHACTCA HESHAYUTCIIBHO.

5. Hu ouH HOBBII METO HCIIBITAHUS HE OCHOBAH HA HOBOI HECTAaHJAPTHOW METOOJIOTHH MJIN CTAHAAPTHON METOMOJIOTHH, HCTIONIB3yEeMOi

M0-HOBOMY.

JloxymeHTauus
1. TTonpaBka kK COOTBETCTBYIOIIEMY (M) paszaeny(am) A0oche.

2. CpaBHHTENIbHAS Ta0JUIIA TEKYIIUX U TpeUIaracMbIX crielinu(UKamyii.

3. [TogpoOHoe omncaHue HOBOM aHAIMTHYECKON METOJMKH U JAHHbIE IEPBUYHON IKCIIEPTU3BI(B COOTBETCTBYIOLIUX CIydasx).

4. [LaHHLIC aHalin3a JByX CepI/Iﬁ YIIaKOBOYHOI'O MaTe€pHaljia 1o BCEM IlapaMeTpam (HOKa3aTeJI$IM) CHCI_U/I(bI/IKaI_H/II/I.

5. ObocHOBaHME (OHCHKa) PHUCKOB, IIOATBEPKAAIONINEC, YTO ITapaMeTp SABJISICTCS HEC3HAYNMbIM.

6. O6oCcHOBaHHE HOBOTO ITapaMeTpa CrieHU(HKAIN U KPUTSPHEB IPUEMIIEMOCTH.

B.I1.1.3 V3MeHeHne aHATUTHYECKON METOANKY [UIS TIEPBUYHON YIAaKOBKH JICKAPCTBEH- Veno- | Tpebyemast mokymeH- Bun mpome-
HOTo Ipemnapara BUS Tanus Zypbl
a) HesnaunMble n3MeHEHUsI 0JOOPEHHON aHATUTHIECKOW METOIUKH 1,2, 1,2 1A

3
0) [Ipourie M3MEHEHUs aHATTUTUYECKON METOIMKH (BKIIIOYast 3aMEHY WITH JOOABJICHUE) 1,3, 1,2 1A

4
B) MckitoueHre aHanuTHUeCKOH METOIMKH, €CIIM albTepPHATUBHAS i METOIUKa YKe 5 1 IA
o00peHa

YcnoBust

1. CornacHo COOTBCTCTBYIOIIIUM JOKYMEHTAM, ITPOBEACHHAA HCO6XOL[I/IM3.51 IIepBUYHAs SKCIICPTU3a, MOATBEpIKAAOIIast TO, YTO OOHOBJICHHAS

aHAIMTUYECKasi METO/INKA, TI0 MEHBIIEH Mepe, SKBIUBAJICHTHA MPEABLIYIIEH.

2. Meron aHanu3a He M3MEHHICS (HapuMep, U3MEHEHHE JTIMHBI KOJIOHKH MJIM TeMIIePaTyphl, HO HEe Ipyrasi KOJOHKA MIIM METO/).

3. Hu oguH HOBBIM METO HCIIBITAaHUS HE OCHOBAH Ha HOBOW HECTAHAApPTHOM METOJ0JIOTMH WIIM CTaHIAPTHON METOI0JIOTHH, UCTIONb3YeMOU

M0-HOBOMY.

4. AxtuBHas papManeBTHUECKast CyOCTaHILU (JEKapCTBEHHBIH MpenapaT) He SBISIOTCS OMOJIOrHYeCKUMH (MMMYHOJIOTHYECKHMH).

5. A.IH)TCpHaTI/IBHaSI AHAJIMTUYCCKAss METOMUKA JUIS ITapaMeTpa CHeI_[I/I(bI/IKaLII/II/I yxe 0;[06peHa, IIpU 5TOM TakKass METOANKaA OblIa BKITIOUEHA HE

¢ nomomsio [A-yBenomienus.

JlokymeHTanus
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1. ITonpaBka kK cOOTBETCTBYIOIIEMY(MM) pa3neny(am) 10Che.

2. CpaBHI/ITeJILHLIG Ppe3yIbTaThI HGpBH‘IHOﬁ OKCIICPTU3BI UJIH, IIPU HAJIUIUU O6OCHOBaHI/I$I, CpaBHUTECJIbHBIC PE3YJIbTAThl aHAJIN3a, IIOATBEP-
JKIAOUUE TO, YTO TEKYLICC U NIpeytaracMoe NUCIIbITAHNC SKBUBAJICHTHBI. HaCTO}IH_ICC Tp€60BaHI/Ie HC MPUMCHSCTCS, SCIIN L[O6aBJ'I$I€TC51 HOBaA
aHAJIMTHYCCKasA METOJIMKA.

B.IL.x. 4 3menenue GopMbI UITH pa3MEPOB MEPBUYHON YITAKOBKH WK YKYTTOPKH (TIep- VYemo- | Tpebyemast mokymeH- Bun nporte-
BUYHOH YITAKOBKH) BUS Tauus Iyl
a) HecrepuibHble TekapCTBEHHbIE MTPEHapaThl 1,2, 1,2,4 1A
3
0) M3meHeHne GopMbl I pa3MepOB 3aTparkBacT KIFOUEBbIE TOKAa3aTEIH YIIaKOBOYHO- 11

o Marepuajia, KOTOpbI€ CYIIECTBEHHO BJIUAKOT HA JOCTAaBKYy, IIPUMEHECHUE, Oe3ormac-
HOCTb WJIA CTAaOMJIBHOCTh JICKapCTBECHHOI'O IIperiapaTa

B) CTepuiibHbIE JIEKapPCTBEHHBIE IIPEMapaThl 1,2,3,4 IB

Ycnosus
1. KauecTBeHHBIN 1 KOIMYECTBEHHBIH COCTAB MIEPBUYHON YIAKOBKH HE H3MEHHIICS.

2. VI3MeHeHune He 3aTparuBaeT KIUeBbIe I0KAa3aTeNnu KauecTBa YIaKOBOYHOTO MaTepuaia, KOTOPhIE BIMSIOT Ha OCTABKY, IPUMEHEHHUE, Oe3-
OIAaCHOCTb MJIM CTaOMIIBHOCTD JISKAPCTBEHHOTO Mpenapara.

3. Ilpu nu3meHeHHH CBOOOTHOTO MPOCTPAHCTBA WIIM OTHOILCHHUS IOBEPXHOCTH (00BHEM) COTIAaCHO COOTBETCTBYIOIINM JOKyMeHTaM Pecry0miu-
ku Kazaxcras 1o cTabHIbHOCTH HAYaThl COOTBETCTBYIOIINE HCCICSIOBAHHS CTAOMIbHOCTH; IPOAHAM3HPOBAHBI COOTBETCTBYIOIIHE [TapaMeT-
PBbI CTAOWIIBHOCTH HE MEHEE YeM Ha JIBYX OIBITHO-IIPOMBIIUICHHBIX (111 OHOJIOrHYeCKUX (MMMYHOJIOTHYECKUX ) JIEKAPCTBEHHBIX MPENapaToB
— TpeX CepusiX) MM IPOMBIIUICHHBIX CEPUSIX; B PACHOPSIKCHUH 3asIBUTEIISI HAXO/SATCS yIOBICTBOPUTEIbHBIC PE3YJIbTAThI, 10 MEHbLICH Me-
pe, 3-MecsAYHOro U3yueHHs: CTaOMIBHOCTH (U151 OMOIOTHYECKUX (MIMMYHOJOTHYECKHX ) JIEKaPCTBEHHBIX MPEMapaToB — MIECTUMECSIHOTO).
[MToaTBepikaeHue TOro, 4To MCCIeA0BaHUs OYAyT 3aBEPIISHBI, U YTO €CIIU Pe3yJIbTaThl He OYAyT YKJIabIBATHCS B CICLU(DUKALUY UM IOTEH-
[HAIBHO HE YKIIaIbIBATHCS B CHICM(DUKAIMH HA KOHEIl CPOKa TOJJHOCTH, UX HEMEUIEHHO MPEACTABAT YIOJIHOMOYSHHOMY OpraHy Hapsity ¢
IpeUIaraéMbIM IJIAHOM JeHCTBUN.

JloxyMeHTanus

1. ITompaBKa K COOTBETCTBYIOIEMY(MM) pa3zielly(am) 10Che, BKIIOYas ONUCAHUE, TTIOJPOOHBII YepTex U COCTaB MaTepualla KOHTeHHepa Wil
YKYIIOPKH, a TaKXkKe IepecMoTp HHGOPMAIMH O JIeKapCTBEHHOM IIpemnapate.

2. B COOTBETCTBYIOIIHUX CIy4asx 00pa3iibl HOBOTO KOHTeWHepa (YKYIIOPKH).

3. IlpoBeseHbI MOBTOPHBIE BAJIUAAIIMOHHBIE HCCIIEIOBAHHS CTEPUIIBHBIX MPENapaToB, OIBEPraroIIuXCcsl TEPMUHANBHOMN cTepuin3anum. B co-
OTBETCTBYIOIIMX CIIydasX HEOOXOIMMO yKa3aTh HOMepa CepHid, UCIIONIb30BAaHHBIX B BAJIMALMOHHBIX HCCIIEI0BAHUSX.

4. Ilpu u3MeHeHuH CBOOOAHOTO NPOCTPAHCTBA UJIM OTHOIISHUS HOBEPXHOCTH K 00beMy AeKIapalus, YTO HayaThl TpeOyeMble HCCIIe0BAaHUS
CTaOWILHOCTH B COOTBETCTBHHU C YCTAHOBJIEHHBIMU TPEOOBaHUAMH (C yKa3aHUEM HOMEPOB CEpPHA); M UTO (B COOTBETCTBYIOIIHX CIIydasX) Ha
MOMEHT pean3aluy YBeIOMICHHs 00 H3MeHeHnH | A Tuna u noga4u yBeaomieHus o0 n3meHenun 1B Tuna B ero pacnopspkeHUH HaXOIsTCs
YZIOBJIETBOPHUTEIBbHBIE PE3YIIbTATHI N3YUEHHUS CTAOMIBHOCTH; M YTO HMEIOIHECS aHHbIE HEe YKa3bIBAIOT Ha Kakue-mnodo npodiemsl. Heodxo-
JIIMO TaKOKe MPEJICTaBUTh MOATBEPKICHUE TOTO, YTO UCCIIEA0BAHUS OyyT 3aBEpIICHBI, U YTO €CJIU PE3yJIbTaThl He OyIyT yKIaIbIBaThCs B
crierM(pUKaLMU WK HOTEHIHAIBHO HE YKIIAbIBaThCs B crielM(UKALMK HAa KOHELl CPOKa 'OJJHOCTH, UX HEMEAJIEHHO IPECTaBAT YIOIHOMO-
YEHHOMY OpraHy Hapsly ¢ IpeJJlaraeMbIM [UIAHOM JI€HCTBUM.

B.IL.n.5 V3meHeHue pa3Mepa yIakoBKU JIEKAPCTBEHHOI'O IIpenapaTa VYeno- | Tpebyemast tokymeH- Bup npone-
BUS Taus Iy Bl

a) l13MeHeHne KoMMYecTBa IMHUI] IEKapCTBCHHOU (HOPMEI (HaIpuMep, TabIeTOK, aM-
IyJI) B YIIaKOBKE

1. I3MeHeHue ykiaapiBaeTcs B 0JOOPEHHBII AHana3oH pa3MepoB yIaKOBOK 1,2 1,3 1A
2. VI3MeHeHune He yKiapIBaeTcsl B 0JJOOPEHHBII Anana3oH pa3MepoB YIaKOBOK 1,2,3 IB
0) M3menenue pa3mepa(oB) yrnakoBKH(OK) 3 1,2 1A
B) M3MeHeHre HOMHHAIIBHOM MacChl (HOMHHATIBHOTO 00beMa) CTEPHIBHBIX MHOTO/103- II

HBIX (MM OZHOMO3HBIX C YACTUYHBIM M3BJICUCHUEM) ITAPEHTEPAIbHBIX JIEKAPCTBEHHBIX
npenaparoB U OMOJIOTMYECKHUX (MMMYHOJIOTHYECKHUX) MHOTOI03HBIX MIapeHTePaIbHbIX
JIEKapCTBEHHBIX NPErapaToB

r) I3MeHeHne HOMUHAIBHOM Macchl (HOMUHAIBHOTO 00bEMa) HelapeHTePAIbHbIX MHO- 1,2,3 1B
TOI03HBIX (WJIM OJHOJO3HBIX C YACTUYHBIM M3BJIEUEHUEM) JIEKaPCTBEHHBIX MIPENapaToB
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YcnoBust

1. HoBerit pa3sMep YIIakOBKH COOTBETCTBYET PEKUMY A03UPOBAHUS U TPOAOJDKUTCIIBHOCTH JICUCHUSI, YKa3aHHBIM B 06II_ICI7I XapaKTEPUCTUKE
JICKapCTBEHHOI'O IIperapara.

2. Marepuan nepBHYHOH yIIaKOBKH HE U3MEHACTCS.

3. OcraBumecs (pOpMbI BBITYCKa ITO3BOJISIOT BBIIOJHUTD PEKOMEH/IALUH 110 JO3UPOBAHHIO M JUIMTEILHOCTH JICUSHHS], YKa3aHHbIE B O0IIeH
XapaKTEepPUCTHUKE JIEKApCTBEHHOTO Ipernapara.

JloxymeHTanus
1. ITonpaBka k cooTBETCTBYIOIIEMY(MM) pa3zeny(am) 10Cke, BKIOYAs IEPecMOTp HH(GOPMAIUH O JIEKAPCTBEHHOM Nperapare.

2. O6ocHOBaHMeE, YTO HOBAs (OCTAIOLIMECS) Pa3Mephl YIIAKOBOK COOTBETCTBYIOT PEKHMY JO3UPOBAHUS U MPOJOJDKUTENILHOCTH JICUSHHS, yKa-
3aHHBIM B 00IIEH XapaKTepUCTHKE JICKAPCTBEHHOTO TIperapara.

3. Jlekiapanus, 4TO €CJIH 0XKUIACTCS BIMSIHUE HA CTAOWIBHOCTbD, COTJIACHO COOTBETCTBYIOIIMM YCTAHOBJICHHBIM TPEOOBAHHSM OyIyT HAYaThI
HCCIIeI0BaHMs CTaOMIBHOCTH. [laHHBIE HEOOXOAMMO TIPEICTABUTD (C TpeIaracMbIM TUIAHOM JCHCTBHUIA), JIHIIH €CITH OHU HE YKJIaIbIBAFOTCS

B crieruduKamu.

IIpumeuanue:

Jns B.I1.a.5.8) u r) — ecnu u3MeHEHUE PUBO-

JAUT K UBMEHCHUIO «1IO3UPOBKU» JICKAPCTBCHHO-

T0 mpenapara, To TaKO€ U3MEHEHUE TpeGyeT 1o-

Ja4u 3as1BJICHUS O paClIMpCHUH.

B.11.1. 6 3meHenue kakoi-iu00 cocTaBisoniei (IIepBUYHON) YIAKOBKH, HETIOCPEI- Veno- | Tpebyemast mokymeH- Bun npoue-
CTBEHHO HE COTPHKACAIOIIEHCS C JIEKAPCTBEHHBIM MPEMapaToM (HalpHuMep, IBET CheM- BHSA TaIus Ty pBl

HBIX KOJIITAYKOB, IIBETHBIE KOJIOBBIE KOJIbIIA HA aMITyJlaX, U3MEHEHHE KOJMNaydKa, 3aly-

LIAIOIIET0 Ty (MCIIOJIb30BaHKE JIPYTOro IJIACTHKA))

a) M3ameHeHue, 3aTparusatoliee HHGOPMALIUIO O JIEKAPCTBEHHOM IIpernapaTe 1 1 IA

0) l3meHenue, He 3aTparuBaroliee HHHOPMAIHIO O JIEKapCTBEHHOM ITpenapare 1 1 1A

YcnoBus

1. 3meHeHue HE 3aTparuBacT 4acTU yIIaKOBOYHOI'0 MaTe€pHrajia, KOTOPbIC BJIUAKOT HAa JOCTABKY, IPUMCHCHUE, 0€30MacHOCTh HIH CTAOUIIb-

HOCTbD JIEKapCTBCHHOT'O IIpeIiapara.

JloxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOMEMY(HM) pa3ieiy(am) Joche, BKIKOYast IepecMOTp HH(POPMAIIMH O JICKAPCTBEHHOM IIperapare.

b.11.1.7 I3MeHeHne mocTaBIIMKAa KOMIOHEHTOB YIAaKOBKHU MJIM YCTPONCTBA (€CIIH yKa3a- Veno- | Tpebyemast mokymeH- Bun npoue-
HO B JI0ChE) BHSA TaIus Ty pBl
a) Mckimovyenne mocTaBIuKa 1 1 1A
6) 3ameHa miu 100aBICHUE TOCTABIIMKA 1,2, 1,2,3 IA
3,4
B) JIroboe M3MeHeHnE MOCTABIIMKOB CIICHCEPOB JO3UPOBAHHBIX HHTAISATOPOB II

VYcnoBus

1. UcknroyeHre KOMIIOHEHTA YIIaKOBKH WUJIN U3AEJIHA HE IIPOUCXOAUT.

2. KauecTBeHHBIN 1 KOJMYECTBEHHBINH COCTAB KOMIIOHEHTOB YITaKOBKH (M3JEITHs) U CIeLU(pUKALIMN 3CKN3a HE U3MEHSOTCSL.

3. Cl'IeI_[I/I(bl/IKaLII/II/I 1 METOJbI KOHTPOJIA KayeCTBa, 110 MEHbIIEH MEpPE, DKBUBAJICHTHBI.

4. MeroJ] cTepriIM3alliK U €€ YCIOBUS HE M3MEHSIOTCS (€CIIM IPUMEHHUMO).

JloxyMeHTanus

1. [TonpaBka K COOTBETCTBYIOLEMY(UM) pa3ieny(am) JoChe.

2. HO[[TBep)KIIBHI/Ie perucTpallui MEJUIUHCKOTO U3CIINs B PCCHy6J’II/IKC KazaxcTaH B OTHOIIICHUH MEIUIUHCKUX I/IBIICJ'IPIfI, TIpujiaraéMbaiX K

JIEKapCTBEHHOMY IIpenapary.

3. CpaBHHTeNbHAS TA0IUIIA TEKYIMX U TpeIaraeMbIX crielinuKanuii (ecam IpUMEHIMO).

B.IL.1. 8 3meHenne nu3aitHa MapKUPOBKH MEPBUYHON M BTOPUYHOM YITaKOBKH VYeno- | Tpebyemast tokymeH- Bun npoue-
BUS Tauus Iy pbl
1 1,2 1A
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VYcnosus
1. KauecTBeHHBIH M KOJINYECTBEHHBIH COCTaB KOMIIOHEHTOB YIIAKOBKHU (M3eNHs1) U CIEU(pHUKAIINN ICKHU3a HE H3MEHSIOTCSL.
JlokyMeHTanus
1. ITompaBKa K COOTBETCTBYIOIEMY(MM) pa3ziely(am) 10Che.
2. MakeTs! yITakoBOK B CTapOM JU3aifHe.
B.11. ) CrabunsHOCTH
B.Il.e. 1 M3mMeHeHne cpoka rOHOCTH WM YCIIOBUI XpaHEHHMs JIeKapCTBEHHOTo nperniaparta | Ycmo- | TpeOGyemas moxymeH- Bun npoue-
BUSL Tanus Iy pbI
a) CokpallleHre cpoka IoJJHOCTH JIEKapCTBEHHOT' 0 Ipernapara
1. YiakoBaHHOTO B KOMMEPUYECKYIO YIIaKOBKY 1 1,2,3 IA
2. Ilocne nepBOro BCKPBITHS 1 1,2,3 IA
3. Ilocne pa3BeqeHUS WM BOCCTAHOBJICHHS 1 1,2,3 IA
0) YBenuueHue cpoka rofAHOCTH JIEKapCTBEHHOTO IpenapaTa
1. YakoBaHHOT0 B KOMMEPUECKYIO YIIAKOBKY ([IOATBEPKICHHOE JaHHBIMU B PealbHOM 1,2,3 IB
BPEMEHH)
2. ITocne nepBoro BCKPHITUS (MTOATBEPIKAESHHOE JAHHBIMH B PEaJIbHOM BPEMEHH) 1,2,3 1B
3. Ilocne pa3BeeHUS WM BOCCTAaHOBJICHHS (TTOATBEPKACHHOE JAHHBIMU B PEaTbHOM Bpe- 1,2,3 IB
MEHH)
4. YBenmueHne cpoka roAHOCTH IyTEM 3KCTPAIOIAIIK JaHHBIX 110 CTAOUIBHOCTH, HE CO- 11
OTBETCTBYOLIEH MoKyMeHTaM Pecryonuku Kazaxcran (¥)
5. VBenudeHue neproia XpaHeHus! OHOIOrHYeCKOro (MMMYHOJIOTHYECKOT0) JIEKapCTBEH- 1,2,3 1B
HOTO Iperapara B COOTBETCTBUM C 000PEHHOI NporpaMMoi U3ydeHus: CTaOMIbHOCTH
B) I3MeHeHue ycnoBuid XpaHEHUs] OMOJIOTHYECKUX (MMMYHOJIOTHYECKHX ) JIEKApCTBEH- 11
HBIX [IPENapaToB, €CJIN UCCIIEIOBAHUs CTAOMIIBHOCTH IIPOBEIEHBI HE B COOTBETCTBHU C Te-
KyIe 0JOOpeHHOH POrpaMMoi U3y4eHHs CTaOMIIBHOCTH
r) M3MeHeHue ycroBuil XpaHEeHHs JIEKapCTBEHHOTO IIperapara WK JICKapCTBEHHOTO Tpe- 1,2,3 1B
napara 1ocJje pa3BeieHus (BOCCTAHOBIICHUS)
1) 3MeHeHne 0100peHHOT0 IPOTOKOJIA CTAOMIIBHOCTH 1,2 1,4 1A

Ycnosus
1. HempeiBUACHHBIX CUTYAIMSX, BOSHUKIINX B X0JI€ TIPOMU3BO/ICTBA, WIIM H3MEHEHUS CTAOMIBHOCTH H3MEHEHHE HE OCYIIIECTBIISETCS

2. VI3MeHeHus He IPUBOAAT K PACHIMPEHUIO KPUTEPUEB IPUEMIIEMOCTH UCHBITYEMbIX APaMETPOB, HCKIIFOUESHHIO TTapaMeTpa CTaOMIbHOCTH,
WJIN CHUKEHMIO YaCTOThI UCTIBITAHUH.

JloxymeHTauus

1. ITormpaBka K cOOTBETCTBYIOIIEMY(MM) paszeity(am) nocke. OHa coepikKaTh Pe3yIbTaThl COOTBETCTBYIOIIMX UCCIIEIOBAaHUH CTaOMIBHOCTH B
peaIbHOM BpeMEHH (OXBaTBHIBAIOIINX BECh CPOK T'OJJHOCTH ), TIPOBEICHHBIX COTJIACHO COOTBETCTBYIOMNM JoKyMeHTaM PK, o meHbmeit mepe,
Ha JIByX OIBITHO-TIPOMBIIUICHHBIX cepusix(1) JeKapCTBEHHOTrO MpenapaTa, yIIakOBaHHOTO C IOMOIIBIO 3apErHCTPUPOBAHHOTO YAKOBOYHOTO
Marepuana u (UJIM) COOTBETCTBEHHO MOCIIE TIEPBOr0 BCKPBITHS MIIM Pa3BE/ICHUS; B COOTBETCTBYIOIIUX CIIydasX HEOOXOIUMO MPEACTABUTh pe-
3yJbTaThl MUKPOOHOIOTHYECKUX UCTIBITAHUI.

2. IlepecmoTpeHHast HHGOpMAIKs O JICKAPCTBEHHOM IIperapare.

3. Konnu YTBEPKACHHBIX CHCHI/I(bI/IKaIII/II\/’I Ha KOHEIL[ CpOKa roAHOCTH U, €CJIU IPUMEHUMO, cneuudmlcaunn T10CJI€ pa3BEACHUSA (BOCCTaHOBJ’[e-
HHS[) WA 110CJIC NIEPBOI'0 BCKPBITHS.

4. O60cHOBaHHE NpeTaracMbIX H3MEHEHHUH.

(*) llpumevanue: B otHOmIEHNN O6M0IOTHYECKOr0 (MMMYHOJIOTH-
YECKOro) JIEKapCTBEHHOTO Mpernapara KcTpa-

TIOJIALIMA HEIPUMEHUMaA.

M
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IIpu HanM4yuy 00s3aTeNBLCTBA IPOBEPUTH CPOK
TOJHOCTH Ha ITPOMBIIUICHHBIX CEPHUSX JIOMYCTH-
MBI OIIBITHO-IIPOMBIIIVICHHBIE CEPUH.

B.I1. ) [IpoekTHOE MoJie ¥ MPOTOKOJI MOCTPETUCTPALMOHHBIX U3MEHEHUM

B.I1.x. 1 BBeneHne HOBOro NpOEKTHOTO TOJIsl WM PaclIUpeHne 000pEHHOT0 IPOSKTHOTO OIS JIeKap- VYcino- Tpebye- Bun
CTBEHHOT'0 NIpenapara (3a UCKJIIOUeHHEM OMOIOrHYECKOr0), 3aTparuBaromiee: BUS Masi JIOKy- po-
MEHTaIUs ne-
IypBI
a) OaHy wim 0oJee OTACNBHBIC ONEPalliK TIPOIlecca MMPOU3BOACTBA JICKapCTBEHHOTO Ipernapara, BKIoJas 1,2,3 1I

COOTBETCTBYIOIHE BHYTPHITPOU3BOACTBEHHBIC KOHTPOJIU U (MJIM) AHAIUTUYECKUE METOIUKH

0) AHaNMUTHYECKHE METOIUKH TSl BCIIOMOTaTENIbHBIX BEIIECTB (IPOMEXYTOUYHBIX MPOAYKTOB) U (HIIH) Jie- 1,2,3 11
KapCTBEHHOTO MpernapaTa

JloxymeHTanus

1. Pe3ynbrarsl HcciaenoBaHMi pa3paOOTKH Npernapara U nporecca (BKI04asi OLEHKY PUCKOB 1 MHOTOMEpPHbIE HCCIIEJOBAHHS COOTBETCTBEH-
HO), IOATBEPXKIAIOIIHE TO, YTO JOCTUTHYTO IIEJIOCTHOE MEXaHHCTHYECKOE TOHMMaHKE TT0Ka3aTeleil KayecTBa MaTepralioB M TapaMeTpOB
Iporecca Ha KpUTHYECKUE ITapaMeTphl Ka4ecTBa JICKApCTBEHHOTO TIpeTapara.

2. Onucanue TMIPOEKTHOI'O MOJIA B TaOIMIHOM BHE, BKJIIOYAA IEPEMEHHBIC (CBOﬁCTBa MaTe€puaioB U NapaMeTPHI Iporecca HpOI/ISBOHCTBa) n
UX IpeajiaracMbI€ JUuana3oHbl.

3. IlomnpaBka kK cOOTBETCTBYOIIEMY(MM) pa3aeny(am) 10Che.

B.IL.x. 2 BBenenue mocTperucTpaliMOHHOTO MPOTOKOJIA YIPABICHUS H3MEHEHUSIMH, 3aTParuBarOIUMHU Jie- VYemo- | Tpebye- Bun
KapCTBEHHBIH Ipenapar BUS Mast JIOKy- po-
MEHTaIHs 1e-
Aypbl
1,2,3 11
JlokymeHTanus

1. ITonpoOHoe onmucaHue npeIaraeéMoro H3MeHEeHHSL.
2. [IpoTokoun ynpaBieHus] H3MEHEHUSIMHE, 3aTPardBaOIIUMHU JIEKapCTBEHHBIH Mpemnapar.

3. IlomnpaBka kK cOOTBETCTBYOIIEMY(MM) pa3aeny(am) 10Che.

B.IL.x. 3 UckmioueHne yTBEpKAEHHOTO IPOTOKOJIA YIIPaBISHHU U3MEHEHUSIMU, 3aTparuBaloIuMu JIeKap- VYemo- | Tpebye- Bun
CTBEHHBII1 Ipenapar BUS Mas J10Ky- po-
MEHTalus 1e-
IypBbl
1 1 1A
Ycnosus

1. Ucknrouenue TIOCTPETUCTPALIMOHHOI'O IIPOTOKOJIA YIIPABJICHUS U3MCHCHUSIMH, 3aTparuBaronimMu J'[CKapCTBCHHLIﬁ Iipenapar, He SABJISICTCS
CJICACTBUEM HEIIPEABUACHHBIX cmyauﬂﬁ WX HECOOTBETCTBUA CHCHI/ICl')I/IKaHI/II/I B X0/1€ BBCIACHUA H3MeHeHHI>1, ONMCAaHHBIX B MTPOTOKOJIE, U HU-
KaK HE BJIMACT HA YTBEPKACHHBIC CBEICHN A, BKIIFOUCHHBIC B 1OCHE.

JloxymeHTauus

1. ObocHOBaHKE MPEIIaraeMOro UCKIFOUCHHUSI.

2.

B.I1.x. 4 VI3aMeHeHusl yTBEp K ICHHOTO IPOTOKOJIA YIIPaBJICHHS U3MEHEHUIMH VYeno- | Tpebye- Bun
BUSI Mast JIOKy- po-

MEHTALUS 1e-
Aypsl

a) 3HaYNMbIe U3MCHEHHS TIPOTOKOJIA YIIPABICHUS N3MEHEHUSIMHU 11

6) Hesnaunmble n3MEHEHHs TIPOTOKOJIA YIIPABICHUSI N3MEHEHHUSMH, KOTOPBIC HE H3MEHSIOT CTPATETHIO, 1 1B

OIMCAHHYIO B IIPOTOKOJIE

JloxymeHTauus
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1. Jlexnaparus, 4to 1r000e H3MEHEHHE YKIIaJbIBACTCS B IUAINIa30H JCHCTBYIOMINX YTBEP)KACHHBIX KPUTEPHEB pueMieMocTH. [ToMumo 3T0-
TO, ICKJIapalys, YTO B OTHOIICHUH OUOIOTMYECKHX (MMMYHOJIOTHYECKHX ) JIEKapPCTBEHHBIX MPENapaToB He TpeOyeTcs OlleHKa COMOCTaBUMO-

CTH.

B.ILx. 5 Peanu3zauus uaMeHeHUH, IPeIyCMOTPEHHBIX YTBEPKICHHBIM IPOTOKOJIOM YIPABICHUS H3MEHE- VYemo- | Tpebye- Bun

HUSAMHA BUSI Mas JIOKy- po-
MEHTaLMs 1e-

AYpbL

a) Peanusanus n3MeHeHUs He TPeOyeT JOMOIHUTENBHBIX BCIIOMOTATEIbHBIX JTAHHBIX 1 1,2,4 1A

6) Peanuzanus n3ameHenus TpedyeT JOMOIHUTENIbHBIX BCIIOMOTraTENIbHbIX JaHHBIX 1,2,3,4 1B

B) Peanuzanus n3smeHeHus: 6MOJIOTMUECKOT0 (MMMYHOJIOTHYECKOr0) JIEKapCTBEHHOTO Ipenapara 1,2,3,4,5 | IB

Ycnosus

1. Hpez{nox(eHHoe HU3MCHCHHUEC OCYILICCTBIICHO B ITIOJTHOM COOTBETCTBUHU C YTBEPIKACHHBIM ITPOTOKOJIOM YIIPABJICHUS U3MCHCHUIMU, TpeGon—
€ HEMEAJICHHOI'O YBEAOMIICHHUS TIOCJIC €r0 peaInu3aluu.

JloxymeHTanus
1. Ccpuika Ha yTBEep KIEHHBIN POTOKOJ YIPABICHUS N3MEHEHUIMHU.

2. Jlexnapaliyis, 4To U3MEHEHUE COOTBETCTBYET YTBEPKICHHOMY MPOTOKOJTY yIPABICHUS N3MEHEHUAMH U UTO PE3YJIbTaThl HCCICOBAHUS
YIOBIIETBOPSIIOT KPUTEPHUSIM IIPHEMIIEMOCTH, OTOBOPEHHEIE B ITPOTOKOJIE. [loMHMO 3TOT0, JeKiIapanus Toro, 4To B OTHOIICHHH OMOJIOTHYe-
CKUX (MMMYHOJIOTHYECKHX ) JISKAPCTBEHHBIX IIPENapaToB He TPeOyeTCs OLleHKa COMOCTABUMOCTH.

3. Pe3ynbrathl nccienoBaHui, IPOBEIECHHBIX B COOTBETCTBUU C YTBEPHKIEHHBIM IIPOTOKOJIOM YIPABIECHHS U3MEHEHUSIMHU.
4. IlompaBka K COOTBETCTBYOIIEMY(MM) pa3zaeny(am) 10cke.

5. Kormust yTBep»IeHHBIX CHCHU(PHUKAIMIA Ha JIEKApCTBEHHbIH Mpenapar.

b.11. 3 be3omacHOCTh B OTHOLLIEHUHU IIOCTOPOHHUX areHTOB

b.11.3.1 O6HoB1eHue nundopmanuu «OueHka 6€30IaCHOCTH OTHOCUTEIBHO IOCTOPOHHUX areH- Ycino- Tpebyemas no- Bun
TOB» (pazaen 3.2.A.2 perucTpaioHHOTO 10ChE) BHSI KyMEHTaLKs npoue-
AYpbL
a) HccnenoBanus, 3aTparuparolnie NpoU3BOCTBEHHbIE TAllbl, H3y4EeHHBIE BIICPBBIC HA IIPEIMET I

OJHOT'0 UIIA 6osee IIOCTOPOHHUX ar€HTOB

0) 3aMeHa ycTapeBIIHMX UCCIIEIOBAaHUH, 3aTParuBaroIMX IPOM3BOICTBEHHbIE STAIIbl U TOCTOPOH-
HHE areHThl, paHee BKIIOUYEHHBIE B 10ChE

1. c U3MEHEHHEM OLICHKH PUCKOB I
2. 06e3 U3MEHEHHS OLICHKU PHCKOB 1,2,3 1B
JloxymeHTauus

1. HonpaBKa K COOTBCTCTBy}OHleMy(I/IM) pa311eny(aM) J0ChE, BKIIKOYas BBCACHUC HOBBIX I/ICCJ'[eZ[OBaHI/II‘/'I, HarpaBJICHHbIX Ha U3YYCHUEC CI1oco0-
HOCTH IIPOU3BOACTBCHHBIX DTAlIOB NHAKTUBUPOBATH (3J'II/IMI/IHI/IpOBaTI>) TIOCTOPOHHUE arcHTHI.

2. O6ocHOBaHME TOr'0, YTO UCCJICAOBAHNS HE U3MCHSIOT OLICHKY PUCKOB.

3. INonpaBka k HHGOPMAIHH O JIEKAPCTBEHHOM IIpenapare (€ciIi IPUMEHUMO).

B.1II Ceptudukar coorBerctBus Epporneiickoit ®apmakomnee (CEP) (mpu

Hamuuun )(TI'D,cTaTeu)
B.I11.1 IToga4ya HOBOTO MM OOHOBICHHOTO cepTH(HKaTa cooTBeTCTBUs EBpomneiickoii dapMakonee Witk UCKIIO- Ycno- Tpe- Bun
yeHue ceptudukara cootBeTcTBrsi EBporneiickoit dapmakornee BHS Oye- po-
Mast e-
noky- | nmy-
MEH- pEI
Taus

Ha ¢apmanesruueckyto cyOocraniuioHa ncxonnsiii Matepuan (peakTHB,IPOMEXYTOUHBIH IPOAYKT), UCTIOIb3Yye-

MBI B ITpoLiecc MPOU3BOACTBA (hapMareBTHIecKoii cyOcTanmrHa BcioMorarelibHOE BEIIECTBO
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a) Ceprudukar coorBerctBusi EBporneiickoit @apmakoree cooTBeTcTBYMOIICH cTaThe EBponetickoit ®apmakonen

1. HoBelil cepTuduKaT OT paHee 0J0OPEHHOTO TPOU3BOANUTEIS 1,2, 1,2, 1A
3,4, 3,4,5
5,6,
9
2. OOHOBJICHHBIH cepTH(HUKAT OT paHee 0100PEHHOTO PONU3BOTUTEIIS 1,2, 1,2, 1A
3,4, 3,4,5
6
3. HoBslii cepTrdUKaT OT HOBOT'O MPOU3BOAMTENS (3aMeHa WK 100aBIICHHE) 1,2, 1,2, 1A
3,4, 3,4,5
5,6,
9
4. Uckmouenne cepTU(UKATOB (€CIM K MaTepHally IpHIaraliich HECKOJIBKO CepTU(UKATOB) 8 3 1A
5. HoBbIil cepTudUKAT Ha HECTEPHIBHYIO aKTUBHYIO (hapMaleBTHUECKYIO CyOCTaHIIMIO, O UIEKAIIYIO UCTIONb- 1,2, IB
30BaHUIO B CTEPUIIBHOM JIEKAPCTBEHHOM Iperapare, P HCIOIb30BAHHU BOABI Ha IIOCIEIHEM JTalle CHHTE3a, a 3,4,5

B OTHOLICHWH MaTe€pHaja HC 3adBJICHO OTCYTCTBHUE B HEM SHJOTOKCHHOB

0) Ceprudukar coorserctust EBporneiickoit @apmakomnen no TI'D Ha akTHBHYIO (hapMalleBTUYECKYHO CyOCTaH-
K10 (MCXO/IHBINH MaTepHal,peakTHB, IPOMEKYTOYHBIH MPOAYKT) BCIIOMOTaTENbHOE BELIECTBO

1. HoBelil cepTudHKaT Ha aKTUBHYIO (hapMaleBTHYECKYIO CyOCTAHIIMIO OT HOBOTO MJIM paHee 0JJOOPEHHOrO Mpo- 3,5, 1,2, 1A

H3BOJUTEIS 9 3,4,5

2. HoBslii cepTa(HKaT Ha (hapMaleBTHYECKYIO CyOCTaHIMIO(MCXOXHBIH MaTepHall,peakTHB, IPOMEKYTOUHBIH 3,6, 1,2, 1A

HPOAYKT) BCIIOMOTaTeIbHOE BELIECTBO OT HOBOT'O MIIH paHee 0JJOOPEHHOTO POU3BOAUTEIIS 7 3,4,5

3. OGHOBIICHHEII cepTHHKAT OT paHee 0O0OPEHHOTO MIPOU3BOIUTEILL 7 1,2, 1A
3,4,5

4. Uckmouenue cepTuhUKaToB (eCiii K MaTepHaITy MPUIIATaluch HECKOJIBKO CEPTU(UKATOB) 8 3 1A

5. HoBslit (0OHOBIIEHHBIN) cepTH(HUKAT OT paHee 0100peHHOTO (HOBOT0) TIPOU3BOIUTEIIS, NCIIONIB3YOIET0 MaTe- 11

puaibl YEJIOBEYECKOTO WJIM )KUBOTHOI'O MMPOUCXOXKIACHHA, B OTHOLICHHUH KOTOPBIX Tpe6yeTc;1 OLICHKa Ha NMPEAMET
pucka HOTCHHHaHBHOﬁ KOHTaMHUHallUU MNIOCTOPOHHUMH areHTaMu

YcnoBust
1. Cneundukanuy Ha BEITYCK M Ha KOHEI[ CPOKa FOJAHOCTH JIEKapCTBEHHOT'O MperapaTa He H3MEHSIOTCSI.

2. HensmeHeHHbIe (MCKITIOYAs Y)KeCTOUCHHUE) onoHnuTeNbHbIe (k ['ocynapctenHoit @apmakonee Pecriyonmku Kazaxcran) crierupukanuu
Ha IpUMecH (MCKITFOYast OCTATOYHBIC PACTBOPUTEIH, IIPH YCIOBHU UX COOTBETCTBHs TpeGoBanmsiM Peciy6omukn Kazaxcran) mpomyKT-crieru-
(buunbie TpeboBaHus (Hampumep, Npoduin pa3MepoB YacTull, TOIUMOphHbIE (GOPMBI), €CITH PUMEHUMO.

3. Ilporecc MpoU3BOACTBA AKTUBHOM (hapMaleBTHIECKOW CYyOCTaHIMU, NCXOTHOTO MaTepuaia (peakTHBa, MPOMEXYTOUYHOTO MTPOIYKTa) HEe
BKJIIOYAET MCIIOJIb30BAHKE MAaTEPHAIIOB YEJIOBEUECKOTO WIIM KUBOTHOTO IIPOUCXOXKACHUS, ISl KOTOPBIX TpeOyeTcs PpoaHaIu3upoBaTh AaH-
HBIE O BUPYCHOI 6€3011acHOCTH.

4. VICKITIOYUTEIIBHO TS aKTUBHOM q)apMaHeBTPI‘iCCKOfI Cy6CTaHHI/II/IZ OHa 6yz[e’r HUCTIbITaHa HETIOCPEACTBCHHO TIEpPE] UCIIOJIb30BAHUEM, €CIIN
TIIepuoa MOBTOPHOI'O UCIIbITAHUS HE BKIIIOYCH B CGpTI/I(llI/IKaT COOTBETCTBUA EBpOHeﬁCKOﬁ CDapMaKonee WA TaHHBIC, 06OCHOBLIB3.IOHII/I€ nepu-
OJ1 MOBTOPHOI'O MCIIBITAHUA, YK€ HE BKIIFOUCHBI B JOCHE.

5. AxtuBHas (apmarieBTHyecKas cyOcTaHIMs (MICXOIHBIH MaTepHuai, peakTHB, IPOMEKYTOYHBII HPOAYKT) BCIIOMOTaTEIFHOE BELIECTBO
HECTEPUIIbHBI.
6. PacTutenbHble papManeBTHYECKUE CyOCTAHIMI: CIIOCOO IIPOU3BOACTRA, (HU3UUECKOE COCTOSHUE, IKCTPATUPYIOIUNA PACTBOPHUTEND U KOI(h-

(I)HI_U/IGHT OKCTPAKIWU JICKAPCTBECHHOT'O CPEACTBA HE U3MCHAIOTCS.

7. Ecmu coctaBe JICKapCTBECHHOI'O IIpelapaTa Ui IMapeHTEPaJIbHOI'O BBEACHU UCIIOJIB3YCTCs XKEJIATHUH, HpOH3BCII€HHLIﬁ us3 KOCTCﬁ, €ro 1po-
U3BOJACTBO OCYIIECTBIIACTCSA UCKIOYUTEIBHO B COOTBETCTBUU C TpeﬁOBaHI/IHMI/I COOTBeTCTByIOHIeﬁ CTpaHBbI.

8. B noche ocraercs, o MeHbIIeH Mepe, OMH MPOU3BOANTENb ATOM CYyOCTaHIHH.

9. Ecnu aktuBHast apManeBTHUECKas CyOCTaHLIUSI HECTEPUIIbHA, HO OyIeT MCIIOIb30BATHCS B COCTABE CTEPUIIBHOTO JIEKAPCTBEHHOTO Mperna-
para, Torna, B coorserctBuu ¢ CEP, Ha nociieiHeM dTare CHHTe3a HeJb3sl UCIIONb30BaTh BOLY MJIM, €CIIM TaKOe MPOUCXOIUT, HE0OX0IUMO
o0ecrieunTh OTCYTCTBHE OAKTEpHATIbHBIX SHIOTOKCHHOB B aKTHBHOW (hapMalleBTHYECKON CyOCTaHIIHN.

JloxyMeHTanus
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1. Konus nefictBytomero (0OHOBICHHOT0) cepTudukara coorseTcTBUs EBponeiickoit ®apmakoree.

2. HpI/I £[068.BJ'I€HI/II/I HpOI/ISBOI(CTBeHHOf/'I IJIoIAaaKu — B (;I)OpMC 3asBJICHUS O BHECCHUU U3MEHCHHI HCO6XO£[I/IMO YeTKO 0003HAYUTH «3aperu-
CTPUPOBAHHBIX» U «IIpE€AjIaracMbIX» HpOH3BOL[HTCHCﬁ, KaK yKa3aHO B pa3Jiciie 2.5 q)OpMLI 3asABJICHUA.

3. [lompaBka K cOOTBETCTBYIOIIEMY(HM) paszeny(am) 1oche.

4. Ecnu npuMeHUMO, TOKYMEHT, COJICpIKaIllUi CBEICHNS O BCEX MaTepualax, BXOAAIINX B chepy MpUMEHEHHs CTaTbu | 0Cy1apcTBEHHOM
dapmakonee PecnyOnuku KazaxcTan no MUHUMHU3aLUK PUCKA IIEPEadyn areHToB ry04aToil sHIe(hasonaTiy )KUBOTHBIX OCPEACTBOM JIeKap-
CTBEHHBIX IPENapaToB IS MEIUIMHCKOTO U BETEPHHAPHOTO IPUMEHEHHSI, BKJIOYAasl HCIIOJIb3YEeMbIE B IPOM3BOACTBE aKTHBHBIC (hapMarieBTH-
4ecKOoH CyOCTaHIUH (BCIIOMOTaTeIbHOIO BelecTBa). [l KaXk10ro Takoro pojia MaTeprana Heo0X0JUMO NPEACTaBUTh CIIEYIOIIHIE CBeJle-
HUSL: Ha3BaHUE MIPOM3BOANTEIIST;, BU/I )KUBOTHBIX M TKaHMU, N3 KOTOPBIX IOJydEH MaTepHal; CTpPaHa MPOMCX0XKICHUS KUBOTHBIX U €TI0 HCIOJNb-
30BaHHe.

5. B oTHOUICHNH aKTHBHOH (hapMalieBTHYECKOM CyOCTaHIMK: ACKIapais YIIOTHOMOYEHHOTO JUIIA KaKIO0T0 JIMICH3UPOBAHHOTO IIPOU3BO/IH-
TeJIs, yKa3aHHOTO B 3asIBJICHHH, HCIIOB3YIONIEr0 aKTUBHYIO (hapMalleBTHUECKYIO CyOCTaHIIHIO B KAYECTBE HCXOJHOTO MaTepraa, U yIoIHO-
MOYEHHOT'0 JIUIIA KaXI0T0 JINIIEH3UPOBAHHOI'O IPOU3BOIUTEIIS, YKA3aHHOTO B 3asBJICHUH B KAUECTBE OTBETCTBEHHOTO 3a BBINYCK cepHii. B
JIEKIIapalMsax He0OXOMMMO YKa3aTh, YTO MPOU3BOAUTENb(1) aKTUBHON (papMalieBTHIECKO# CyOCTaHIINH, yKa3aHHbIH(e) B 3asIBJICHHH, OCY-
MIECTBISCT(FOT) CBOIO JIEATEIBHOCTD B COOTBETCTBHH C [IpaBriaMu Ha/uIeKaIeil pOM3BOACTBEHHON MpakTHKH PecmyOnnku KasaxcraH B 0T-
HOIIICHWH MCXOAHBIX MaTepruainoB. [Ipu onpeseneHHbIX 00CTOATENBCTBAX JOITYCKASTCS IPEICTABIATE OHY JCKIAPALHIO (CM. MPIMEIaHHE K
n3menennto b.11.6.1). Ecnu 3arparuBarotcs kakue-inn00 oOHOBIEHHs cepTU(UKATOB HA aKTHBHbIC (papMalleBTHUECKHE CYOCTAHIMU U IPOMe-
JKYTOYHBIE MIPOJYKTHI, OT IIPOU3BOIUTEIEH MPOMEKYTOYHBIX IIPOAYKTOB TAKKE TPEOYETCsI ACKIapaiusl YIOJIHOMOYSHHOTO JIKIIA; AeKiapa-
1Hsl YIIOJTHOMOYEHHOTO JIMI[A HY>KHa, JIUIIb €CIIH 110 CPABHEHHUIO C PaHee 3aperuCTPHPOBAHHOM BepCcHel cepTU(HKaTa UMESTCs] H3MEHEHHE
JIEUCTBYIOIINX, BKIIIOUCHHBIX B IIEPEUCHb ITPOU3BOACTBEHHBIX ILIONIAJIOK.

b.111.2 M3menenns B nemnsx coorserctsus I'ocynapcrsennoit @apmakonee Pecriy6mukn Kazaxcran Veno- | Tpe- Bun
BUS Oye- npo-
Mast 1e-
JoKy- | ny-
MEH- pHI
Tanus

a) smenenue cnenudukanuu(if) panee HeapMaxonelHoN cyOCTaHIINY B IIEJISX COOTBETCTBHSA ['0Cy1apcTBeH-
Hoit ®apmakonee Pecry6nuku Kazaxcran

1. AkTHBHOI1 (hapManeBTHIECKON CyOCTaHIIMU 1,2, 1,2, VN
3,4, 3,4
5

2. BcriomoraTesibHOTO BelecTBa (MCXOIHOrO MaTepraa) akTHBHOTO (hapMalieBTHIECKON CyOCTaHIIU 1,2, 1,2, 1A
4 3,4

0) M3mMeHeHus B LIENsIX COOTBETCTBHSI OOHOBIICHHON COOTBETCTBYIOMLIEH cTaThe ["ocynapcrBennoi dapmakornee 1,2, 1,2, 1A

Pecrry6mmkn Kazaxcran 4,5 3,4

B) U3meHenne crerudukanuii ¢ I'ocynapcrsenHoi ®apmakonee Pecriyonuku Kasaxcran 1,4, 1,2, 1A
5 3,4

YcnoBus

1. U3menenue OCYIIECTBIIACTCS UCKITIOUYUTEIBHO B LEIX ITOJTHOTO COOTBETCTBUSA (bapMaKonee. Bce ucnbitanus B cneundmxaunn COOTBET-
CTBYET CpapMaKOHeﬁHOMy CTaHAAPTYy IOCJIC UBMEHCHHA, 38 UCKIIFOUCHUEM TIIOOBIX JIOTIOJTHUTENBHBIX BCIIOMOTaTEIbHbIX UCIIBITAHUMN.

2. JlononHUTENBHBIC K (hapMakoriee crennprKalui Ha MPOayKT-crieln(pUUHbIC CBOWCTBA HE H3MEHSIOTCS (Harpumep, mpoQuin pa3MepoB
4acTull, moJauMopdHas hopma UiH, K IpUMepy, OUOIOTHYECKHE METOJUKH, arperarsl).

3. 3HauMMble H3MEHEHHS KaYeCTBEHHOTO U KOJIMYECTBEHHOT0 Npoduieii npruMeceil OTCYTCTBYIOT (32 HCKITIOUEHUEM Y)KECTOUCHHUS Crietupu-
KaIui).

4. JlononHuTeIbHAS IEPBUYHAS YKCIIEPTH3a HOBOIT MM M3MEHEHHOH (hapMaKoNelHOi METOIMKH He TpedyeTcs.

5. PacturensHbie hapmarieBTHYECKUE CyOCTAHIIMHU: CIOCOO MPOU3BOICTBA, (PU3NUIECKOE COCTOSHHUE, IKCTPAreHT 1 KO3(D(MHUIIMEHT 3KCTPAKIHH
JIEKAPCTBEHHOTO CPECTBA HE H3MEHSIOTCSL.

JloxymeHTauus
1. ITonpaBka k cOOTBeTCTBYIOIIEMY(MM) pa3aeny(am) 10Che.

2. CpaBHHTENIbHAS TA0JUIIA TEKYIMX U IpeIaracMbIX crielu(UuKanyii.
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HBIX PAaCTUTCIBHBIX ITPENAapaTOB AOCTATOYHBI JaHHBIC CpaBHHTeJ’ILHOﬁ pacrmaga€MoOCTH.

C MpUMeYaHKUEeM MPO3PAvYHOCTH CTaThH (transparencynoteofthemonograph).

3. Jlannsle aHanu3a cepuil (B popMare CpaBHUTENILHON TaONULIBL), IO MEHbIIEH Mepe, IBYX IPOMBIIIIEHHBIX CEPUH COOTBETCTBYOLIEH Cy0-
CTaHLUH (BEILECTBA) 110 BCEM MCIIBITAHUAM HOBOH creU(HUKALMU U, TOTOTHUTEIBHO, €CITH IPUMEHUMO, PE3yJIbTaThl TECTa CPABHUTEIBHOMN
KUHETHUKHU PaCTBOPEHMS, 110 MEHBILEH Mepe, OHOI OIBITHO-IIPOMBIILIEHHOH CEpUU JEKapCTBEHHOTO NpenapaTa. B oTHOLIEHUH 1eKapCTBEH-

4. JlaHHble, MOATBEPIKAAIOLINE IPUTOAHOCT CTATHU VISl KOHTPOJIS Ka4ecTBa CyOCTaHIMH, HAIPUMEp, CPAaBHEHHE MOTEHINAIBHBIX TpUMecei

b. IV Menunuuckue u3aeinus

B.IV.1 l3MeHeHne H3MEPSIOIIETo U3AEINS HIIH U3/IENNUs [T BBEICHUS VcnoBus Tpebyemast noxyMeHTaIHS

Bup mpouenypsr

a) JlobGaBiieHne UM 3aMeHa U3/IENNsl, He SBJISIOLIEroCs YacTblO epBHY-
HOHN YIaKOBKH

0J00pEHHOMY cIOCOOY IPUMEHEHHS, IPEICTABILIET PE3yIbTaThl TAKHX UCCIISIOBAHHMI.

2. HoBoe u3zenre COBMECTHMO C JIEKApCTBEHHBIM MIPETIapaToOM.

3. I3MeHeHue He MPUBOAUTCS K 3HAYMMOMY U3MEHEHMIO HH(OPMALMK O JISKApCTBEHHOM IIpenapare.
4. JlexapcTBEHHBIH Ipenapat MOXHO IPOOJKATH TOUHO JO3UPOBATh.

5. MeauiuHcKoe U3/1eI1e He UCIONIB3YEeT s B KaUeCTBE PACTBOPUTEIIS JISKAPCTBEHHOTO IIperapara.

6. Eciit nperycMoTpeHa H3MepHTeIbHas (GYHKINS, OHA BKIIFOYACTCS B TOChE TAKOTO M3EIHIS.

1. MegummHCcKue n3aenus, 3apeructpuposanssie B PK 1,2,3,5, 1,2,3 1A
6

2. Creficepsl JO3UPYIOUINX HHTAISATOPOB WIH APYTrOro yCTPOHUCTBA, KOTO- 11

pble OKa3bIBAET CYLECTBEHHOE BIMSHUE HA JIOCTABKY (apMalieBTHYe-

CKOM cyOcTaHIMHU TpenapaTa (Hanpumep, HeOynaiisep)

0) UckmroueHne uzaenust 4 1,4 1A

B) /loGaBiieHue WM 3aMEHa M3/IEITUS, SBIISIOIETOCS YaCThIO IIEPBUYHOM 11

YIIaKOBKH

VYcnosus

1. HpeunaraeMoe u3Mepsomee u3aeine TO4YHO OTMEPUBACT HCO6X0[[I/IMyIO J03y paccMaTpuBacMOro JICKapCTBEHHOTO ITpeTiapaTa COTrjIaCHO

JlokyMeHTanus

HNPUMEHUMO, & TAK)KE COOTBETCTBYIOIIHI IEpecMOTp HH()OPMALIUK O JISKAPCTBEHHOM Iperapare.
2. IlonTBepkaeHHE PETUCTPALMU MEUIIMHCKOT0 u3aeius B PecyOnuke Kazaxcran.
3. OOpas3ipl HOBOTO U3/EIHS, €CIIH IPUMEHUMO.

4. O00CHOBaHHUE UCKIIFOYEHUS U3ETU.

1. HonpaBKa K COOTBCTCTByIOHIeMy(I/IM) pa3neny(aM) JOCKEE, BKIIIOYast HOZ[pO6HI>II‘/'I OCKH3 U COCTaB MaTepualia u3eiivs U 1MoCcTaBIInKa, €CIN

Togavu 3asiBJICHUS O paClIMPEHUH perucTpaluu.

[Ipumeuanue: Jns B.IV.1.B) — eciu u3MeHeHHe IPUBOJHUT K «OOPa30BaHHIO
HOBO#H JIGKApCTBEHHOM (POPMBI», TO TAKOE H3MEHEHHE TpeOyeT

b. V Baecenus n3MeHeHMit B perUCTPAIMOHHOE 10ChE, 00YCIOBIEHHBIE HHBIMU

PEryJIATOPHBIMU MTPOLIEAYPAMHU

B.V. a) MOIT (M®BA)

b.V.a.1 BritoueHnue HOBOro, 0OHOBJIEHHOT'O HJIM MCIIPABJICHHOTO MacTep-(aiiia mia3Mbl B perucTpaloH- VYcio- Tpebye- Bun
HOE JI0Che JIeKapCTBEHHOTo Npenapara (mpouenypa M®II 2-ro srana) BUS Mas JIOKy- | Ipo-
MEHTaIus e-
ny-
pHI
a) [lepBoe BKIIFOUEHHE HOBOTO MacTep-(aiiia mia3Mbl, BIMSIOIIET0 Ha CBOWCTBA JIEKAPCTBEHHOTO Mpernapara 11
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0) [lepBoe BKIIrOUCHHE HOBOTO MacTep-(aiiyia m1a3Mel, He BIUSIOLIETO Ha CBOIMCTBA JIEKAPCTBEHHOTO MpeTia- 1,2,3,4 1B
para
B) BitoueHne 06HOBIEHHOTO (MCIPABIEHHOr0) MacTep-(aiina rmia3Mbl: H3MEHEHHUs BIUSIOT Ha CBOICTBa 1,2,3,4 1B
JIEKapCTBEHHOI'0 Ipemnapara
r) Brurtouenne 0OHOBICHHOTO (MCTIPaBICHHOT0) MacTep-(aiiia Iia3Mbl: H3MEHEHHUSI HE BIIUSIOT Ha CBOM- 1 1,2,3,4 1A
CTBa JIEKAPCTBEHHOTI'0 IIpenapara

VYcnoBus

1. Ha o6HOBNeHHbIH win u3MeHeHHblid MOI1 BeiIaH cepTHdUKAT COOTBETCTBUS 3aKOHOAATENbCTBY Pecnyonuku Kazaxcran.

JloxymeHTanus

1. dexnaparust, uto ceptuduxat MOII 1 sKCIepTHBII OTYET MOJHOCTHIO IPUMEHHUMBI K 3apETHCTPUPOBAHHOMY JIEKAPCTBEHHOMY ITpernapary,
neprkarens MOII npexcraBun nepxatento PY (eciu nepxarens PY n nepxarens M®II He SBIAIOTCS OJHUM U T€M e JIMLOM) cepTU(HHUKAT
M®II, skcniepTHSIi oT4eT U focke Ha M®DII, cepruduxar MOII 1 5KCIEPTHBIN 0TYET 3aMEHAIOT IPEABIIYIIYI0 JOKyMeHTanuio Ha MOIT
JUISL JAHHOTO JIEKAPCTBEHHOI' O Ipernapara.

2. Ceprudukar M®DII u 3KCTIEpTHBIN OTYET.

3. Jlexnapaliyst SKCrepTa, XapaKTepH3yoIas Bce BBOAUMBIE € MOMOIIbI0 cepTrduimpoBannoro M®I1 usmMeHeHus 1 OLEHUBAOIIAs] UX TI0-
TEHIHAJIbHOE BIIMSHHUE Ha JIEKapCTBEHHbIE NPENapaThl, BKIOYAsk OLEHKH MPOLYKT-CIEeIUHIHBIX PUCKOB.

4. B dopme 3asBneHus 0 BHECEHHH U3MEHEHHIH HEOOXO0MMO YETKO OTPA3UTh «ISHCTBYIOIIMI» U «Ipeuiaraemblit» ceprudukar MOII (Ho-
Mep KOJa) B pETHCTPALHOHHOM A0cke. Eciu mpumMennMo, B popMe 3asBiIeHNs O BHECEHHH U3MEHEHHUH TaKKe YeTKO MEPEUHCIIUTh BCE IIPO-
yre M®II, Ha KOTOpbIE CChUIAETCS JIEKAPCTBEHHBII Npenapar, 1axe eClid OHU He SBJIAIOTCS MPEIMETOM 3asiBICHHUS.

b.V.a. 2 BxmoueHre HOBOro, 0OHOBIEHHOTO MM HCIIPABICHHOT0 MacTep-(aiina BakIMHHOrO aHTUreHa (na- | Yemo- | Tpelye- Bun
nee - MOBA)B peructpaimoHHOE IOChe JIEKapCTBEHHOro npemnapara (npouenypa MOBA 2-ro srana) BHSA Mas IOKy- | Tpo-
MeHTauus | Le-

ay-
pl

a) [lepBoe BKITIOUYEHHE HOBOTO MacTep-(aiiia BaKIIMHHOTO aHTUTeHA II

0) BrirroueHne 0OHOBIIGHHOTO (MCIPaBJICHHOT0) MacTep-(aiiia BAKIMHHOTO aHTUTeHA: I3MEHCHHUS BIUSIOT 1,2,3,4 IB

Ha CBOMWCTBA JICKApPCTBEHHOT'O Ipernapara

B) BrurtoueHrne 06HOBIICHHOTO (MCTIPAaBIEHHOI0) MacTep-(aiiyia BAKIIMHHOTO aHTUT'€HA: N3MCHEHHS HE BIINS- 1,2,3,4 1A

FOT Ha CBOMCTBa JIEKapCTBEHHOT'O IIpeTiapaTa

VcenoBus

1.

JloxymeHTanus

1. lexnapaiust, uto cepruduxkat MOBA u SKCIEpTHBIIT OTYET MOJHOCTHIO IPUMEHUMBI K 3apETHCTPUPOBAHHOMY JIEKAPCTBEHHOMY ITpenapa-
Ty, Aepskarens MOBA npezcTaBui AepkaTeiIio perucTPaliMOHHOIO YI0CTOBEPEHHs (€CIIH AepsKaTelb PErUCTPALIMOHHOIO yI0CTOBEPEHHS U
nepkarenb MOBA He sBISIOTCS OHUM U TeM xke JHLoM) ceptuduxkar MOBA, skcniepTHblii oTuet 1 1ocke Ha MDBA, cepruduxar MOBA
U SKCIIEPTHBIH OTUET 3aMEHSIOT NPEAbIIYIYIO JOKyMeHTanuo Ha MOBA 1i1st 1aHHOrO JIeKapCTBEHHOT'O IIpernapara.

2. Cepruduxar MOBA u 5KkcIiepTHBII 0TYeT.

3. Jlexmapariust SKCrepTa, XapakTepH3yoIasi BCe BBOAUMEBIC C MOMOIIBI0 cepTuduimpoanoro MOBA m3MeHeHHs 1 OLCHUBAIOMIAS UX T10-
TEHIHAJIbHOE BIIMSHHUE Ha JIEKapCTBEHHbIE NPENapaThl, BKIOYask OLEHKH MPOLYKT-CIEeIUHIHBIX PUCKOB.

4. B ¢opme 3asBICHUS O BHECEHHH U3MEHEHUH HEOOXO0IMMO YE€TKO OTPA3UTh «ICHCTBYIOIIHMI» U «IpeiaraeMplin» cepriudukar MOBA (Ho-
Mep KOJia) B PEerHCTPALIOHHOM J0cke. Eciii mpruMeHHMo, B JopMe 3asiBIICHUS O BHECEHHH U3MEHEHUI TAK)Ke Y€TKO MePEUUCIIUTh BCE TPO-
yrie MOBA, Ha KOTOpbIE CCHUTACTCS JICKAPCTBEHHBIH Mperapar, Aaxe €ClIM OHU He SBIISIOTCS MPEIMETOM 3asiBIICHHUSI.

B. N3menenue 6e3omacHocTH, 3pdekTUBHOCTH U (hapMakoHaa30pa

B.I JIekapcTBeHHbBIE peniapaThl U1l MEIUIIMHCKOTO IPUMEHEHUS

B.I.1 3menenue obieii xa- YcaoBus TpeOyemast TOKyMeEHTAIHs Bun npouenypst
PaKTEepPUCTHKU BOCIIPOU3BE-

JIEHHOTO (THOpUIHOT 0,010~

AHAJIOTUYHOTO) JICKAPCTBECH-
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HOro Ipernapara nocie OleH-
KH TOTO € U3MCHEeHUs pede-
PEHTHOTO JIEKapCTBEHHOTO
npernapara

a) Peanmsanus uamMeHeHust 1,2 1B
(i1), B OTHOIIEHUH KOTOPOTO
(BIX) OT JepxKaTeNs perucTpa-
[IUOHHOT'O YIOCTOBEPCHUS HE
TpebyeTcs IPeCTaBIATh HO-
BbI€ JIOTIOJTHUTENbHbIC JaH-
HbIE

0) Peanuzarust n3MeHeHus I
(i1), TpeOyroLKX MpeacTaBIIe-
Hus fepxkateneM PY HOBBIX
JIOIIOJIHUTEIIBHBIX TAHHBIX,
000CHOBBIBAIONINX TAKUE H3-
MeHeHHs (HarpuMep, COTo-

CTaBUMOCTB)

JloxymeHTanus

1. TIpusoxKeHHOE K CONPOBOAUTEIBHOMY MUCHMY 3asIBICHHS O BHCCCHIN N3MCHEHHH: 3aIIpOC HAIIMOHAIBHOTO YIIOJTHOMOYEHHOI0 OpraHa (ec-
JIM TIPUMEHHMO).

2. TlepecMoTpeHHast HHGOPMALHSI O JISKAPCTBEHHOM ITpernapaTe (0OHOBJIEHHAs KpaTKas XapaKTepUCTHKA JISKAPCTBEHHOTO Iperapara, HH-
CTPYKUHIO O MEIUIMHCKOMY IIPUMEHEHHIO (JINCTOK-BKJIAIBIII)).

B.1.2 U3menenue(s1) obmieit VYcaoBus TpeOyemast JOKyMeHTaLUs Bun npouenypst
XapaKTePUCTHKHU JIEKapCTBEH-
HOTO Iperapara, HalpaBJieH-
Hoe(ble) Ha peaan3aluio pe-
3yJIbTaTa MPOLEIYPBI, 3aTpa-
ruBaromieit [I0OB unu moct-
PETUCTPAILIOHHOE UCCIIEO-
BaHHe 0€30MacCHOCTH

a) Buecenne GpopmyaupoBku, 1 1 1A
COIJIACOBAHHOM YIOIHOMO-
YEHHBIM OpraHOM

0) BHeceHrie n3MeHEeHHIA, 2 2,3,4 11
TpeOyIOIIUX MPEICTABICHUS
nepxkarenem PY HOBBIX 110-
MMOJHUTEIbHBIX JaHHBIX,
000CHOBBIBAIOIIUX TAKUE W3-
MEHEHUsI

VYcnoBust

1. I3meHeHne peanmm3syeT GpopMyIHpoBKY, 3aTpeOOBaHHYIO YIIOJTHOMOYCHHBIM OPIaHOM, U HE TpeOyeT NOAa4H JOTIOJTHUTEIBHBIX CBEACHUH 1
(nm) nanpHEnIeil SKCIepTU3HI.

2. be3omacHOCTh IPUMEHEHHS TIpenapaTa COXpaHsIeTcs ¥ HOATBEPKIACTCS JAaHHBIMHU KIMHUYECKUX HCCIe0BaHUN, KITHHUYECKOH 0e30acHo-
ctu. [IpeacraBisercs UX NOATBEPKICHHUS.

JloxymeHTanuus

1. IIpuioxeHHOE K CONPOBOAUTENILHOMY IIMCbMY 3asIBICHHS O BHECEHHH M3MEHEHHUMH: CChUIKA Ha COIVIAlIeHHe (OLEHKY) yIOIHOMOYEHHOTO
opraHa.

2. OObsiCHeHHS IPUYUHBI 100aBJIEHUSI HOBOTO (HOBBIX) ITpefoCTepexeHust (Mit) T0OOUHbIX JeHCTBUIA U 3asBI€HHE TOTO, YTO O€30IaCHOCTh
HOpUMEHEHNUs Mpernapara CoXpaHseTcs.

3. IlepecmoTpeHHas HHGOPMALHA O TEKAPCTBEHHOM Ipenapare (0OHOBICHHAS KpaTKasl XapaKTePHUCTHKA JeKapCTBEHHOTO IIpernapara, HH-
CTPYKIMIO 0 MEAUIHHCKOMY IPHMEHEHHUIO (JTUCTOK-BKJIAIBIIN)).
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4. IMeproanuecku oOHOBIsIEMbIi oT4eT 1o 6e3omacHocty ([IOOB) nim nocrperucTpanvoHHbIe UCCIeJOBaHHE O€30MaCHOCTH, OTPaKaIOIIHe
BHOCHMBIC H3MEHEHHSI.

B.1.3 U3menenus, 3akmovato- | YcinoBus Tpebyemast noxyMeHTaLUst Bup mpouenypsr
IMecs B 3HAYUMOM M3MEHE-
HUM OOIIIEH XapaKTePHUCTHKH
JIEKapCTBEHHOI'0 Ipenapara
BCJICAICTBHE HOBBIX JaHHBIX
10 Ka4€eCTBY, JOKJINHHYE-
CKHM, KJIMHUYECKUM JaHHBIM
WM JaHHBIM (hapMaKOHAI30-

pa
II

IIpumeuanue: 9TO U3MEHEHHE He MPUMEHSETCS, €CIIM HOBbIE JaHHbIE TIOJAaHbI B COOTBETCTBUU ¢ n3MeHeHneM B.1.12. B ta-
KUX CIydasX U3MEHEeHHe o0LIel XapaKTepUCTUKH JISKAPCTBEHHOTO MIpernapaTa, MapkKUPOBKHU U IOTa1aeT
nox cepy npumenenus usmMenenus B.1.12.

B.1.4 i3amenenue ycnosuit VYcnosus Tpebyemast nokyMeHTaLUs Bun nponemypst

OTIIyCKa JIEKAPCTBEHHOT'O

npemnapara

a) BocriponsBeneHHbIX (TH- 1 1,2 1B

OpHUIHBIX,0M0aHATIOTMYHBIX )
JIGKapCTBEHHBIX TIPEMapaTon
10CJIe U3MEHEHUS yCIOBUI
OTITycKa peepeHTHOTO Jie-
KapCTBEHHOTO MpernapaTa

6) MHbIe MpHYNHBI U3MEHE- 1 2,3,4,5 11
HUS YCIIOBUH OTITyCKa

VYcnoBus

1. Be3onmacHOCTh MpUMEHEHHSI ITpernapara COXpaHsIeTcs

JloxymeHTauus

1. ITonTBepkaeHUE N3MEHEHHs YCIOBHH OTITyCKa pe)epeHTHOr0 JIEKapCTBEHHOTO Nperapara, MpUIOKEHHOE K COPOBOANTEIEHOMY ITHChMY
3asIBJICHHSI O BHECCHUU M3MEHCHUI.

2. IlepecmoTpenHas HHpOpMaNHs O JISKapCTBEHHOM Ipenapate (0OOHOBIICHHAst 00IIasi XapaKTEpPUCTHKA JIEKAPCTBEHHOTO TIperapaTa, HHCTPYK-
ST IO MEJUIIMTHCKOMY IIPUMEHEHHIO (JIMCTOK-BKJIA/BIIT), MAPKAPOBKA).

3. OOBsICHEHHS IPUYMHBI H3MEHEHHUS YCIIOBHUIT OTITyCKa U 3asIBIICHUE TOTO, YTO O€30IaCHOCTh IPUMEHEHUS Iperiapara COXpaHseTcsl.
4. JlanHbpIe KJIMHUYECKUX UCCIICIOBAHHMN, MOCTPETUCTPAMOHHBIX UCCICIOBAHHN; TaHHBIC (hapMaKOHAA30pa.

5. JIOKYMEHT, HOATBEP K IAFOIIMI H3MEHEHHE YCIOBHIA OTITYCKA B CTPaHE-IIPOU3BOAUTENS (OT PETYJIATOPHOTO OPraHa).

B.1. 5 U3menenue(s) mokasa- VYcnoBus TpeOyemast TOKyMeEHTAIHs Bun npouenypst
HUsI(H) K IPUMEHECHUIO

a) BkiroueHne HOBoOro noka- 2 1,2,3 11
3aHHs K IPUMCHCHHUIO WITH U3-
MEHEHHUE paHee 0J00pPEeHHOro

0) UckimroueHne nokasaHus K 1 1,2 1B
NPUMEHEHHUIO

VcenoBus

1. Be3onacHOCTh MpUMEHEHHsI IpenapaTa COXPaHsIeTCs U HOATBEPKAACTCS JAHHBIMH PETPOCIIEKTUBHBIX HCCIEIOBAHUN, KIIMHUYECKOH Oe3-
OINaCHOCTHU U KauecTBa.

2. bezonacHOCTh MPUMEHEHHMS NpernapaTa COXpaHsIeTcs U MOATBEPKIACTCS JaHHBIMU KIMHUYECKUX UCCIIeA0BAaHUH, KIMHUUECKON 6e30MacHo-
ctu. [IpencraBnsercss MX MOATBEPKICHHUS.

JlokyMeHTanus

1.00bscHEHUS TIpUYUHBI yJaJICHUS WA [[06aBJ'IeHI/I$I IIOKa3aHUsA U 3a4BJICHUC TOT'O, UTO 0e3011acHOCTh TIPUMCEHCHUS IIPOAYKTA COXPAHSACTCS.
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2. O6HOBIIEHHas 001Ias XapaKTePUCTHKA JIKAPCTBEHHOTO Npenapara, MHCTPYKLUS 110 MEJUIMHCKOMY IPUMEHEHUIO (JIMCTOK-BKJIA/IBILL).

3. JlaHHbIE KIIMHMYECKHX UCCIIEI0BAHUH, TOCTPErUCTPALIMOHHBIX UCCIIEIOBaHU; JaHHbIE (hapMaKOHa30pa.

[pumeuanue Ecnu no6aBneHue i H3MEHEHHE TOKa3aHusI K IPUMEHEHHIO TIPOMCXO/IUT BCIICICTBHE PeaU3aliy 3aKIIi0-
YEHHs SKCIIEPTHOIO KOMUTETA HIIM U3MEHEHUH HH(POPMAIIMH O JIEKAPCTBEHHOM IIpenapaTe BOCIIPOU3BEICH-
HOTO (THOPUIHOT0,0HOaHATIOTHYHOT'0) JIEKAPCTBEHHOTO Mperapara Mmocie 3KCIepTH3bl TOTO JKe N3MEHEHHS
pedepeHTHOro JIeKapCTBEHHOT'0 Mpenapara, NpUMeHsoTcs n3MeHeHus B.1.1 cooTBeTcTBEHHO.

B.1.6 Uckmrouenue: VYcnosust TpeOyemast TOKyMeEHTAIHs IIpouenypa
a) JIeKapCTBEHHOM (popMbI 1,2 1B

0) 103UPOBKU 1,2 1B
JloxymeHTanus

1. exnaparust, uto ocrasiuasicst (ocrasiunecs) Gpopma((hopMbl) BBITyCKa JOCTATOUHA(IOCTATOUHBI) /ISl BBIMOJHEHUS] PEKOMEH 1Al 110 J10-
3UPOBAHHUIO U JUTUTSIIBHOCTH JICUCHHsI, OMTMCAHHBIX B 00IIIEil XapaKTepHUCTHKE JICKapCTBEHHOTO Iperapara.

2. IlepecmoTpeHHast HH(GOPMALUS O JISKAPCTBEHHOM IIperapare.

HpI/IMe‘{aHI/IC Ecmu paccMaTpuBaeMasi JICKapCTBEHHAs (bopMa WM 103UpPOBKa ObLIa 3aperucTpupoBaHa B BUA€ OTACIIbHO-
T'0 JICKaApCTBCHHOTI'O ITperiapaTa, TO HCKIOYCHUC TaKoU HCKapCTBCHHOﬁ q)OpMLI WU 103UPOBKU 6yZ[CT CUH-
TaTbhCA HC BHCCCHHUEM HSMGHCHHﬁ, a U3BATHEM U3 O6paHleHI/I$I.

B.1. 7 BBegenue ninu u3meHe- VYcaoBus TpeOyemast JOKyMeHTaLUs Bun npouenypst
HHUE pPe3loMe CUCTeMBI (papMa-
KOHa/130pa JIEKapCTBEHHOTO
npenapara Jyisi MeIUITHCKO-
ro npuMeHeHus (*)

a) Beenenue pestome cucre- 1,2 IB
MBI (hapMakoHa 30pa, H3Me-
HEHUH KBaTH(DUIIMPOBAHHO-
ro JiuIa 1o apMakoHa130py
(BKJIIOYast KOHTAKTHYIO MH-
(dhopmanuio) u (UIH) u3MeHe-
HHE MECTOPACIIOIOKEHHS Ma-
crep-taiina cucremsl hapma-

KoHaz30pa (nanee - MOCOD)

JloxymeHTauus
1. Pe3tome cucTeMsl (hapMaKoHaA30pa Mk OOHOBJICHHE 3HAYMMBIX AJIEMEHTOB (COOTBETCTBEHHO):

HOI[TBep)KZ[eHI/Ie TOI'0, YTO 3as1BUTECJIb UMEET B CBOCM PACIIOPSAKCHUN KBaJ’[H(I)I/ILII/II)OBaHHOC JIUIO, OTBETCTBCHHO 3a (I)apMaKOHa)I?:Op, u YTBEp-
JKICHUC, IIOAIINCAHHOC 3aABUTCIICM, YTO 3asiBUTCIIb 06J1a11aeT HCOGXOL[I/IMLIMI/I croco0aMu BBITIOJTHEHUS 3aga4y u 00513aHHOCTEH B COOTBET-
CTBUH C YCTaHOBJICHHBIMU TpeGOBaHI/I}IMI/I HCﬁCTByIOHIeFO 3aKOHOOATCIIbCTBA B ctbepe 06pameH1/I$1 JICKApCTBCHHBIX CPEACTB.

KonrakrHas nadopmauns kBanuduuupoBanHoro iuna mno Gpapmaxkonanzopy PK, B koTopbix pacnonaraercsi KBalu(pUIUPOBaHHOE JHIO 110
(hapMakoH/I30py U BBHIMOIHSIET CBOM 3a/1a4u Mectopacmnosioxenne MOCD

2. Homep M®C® (tipu Hanmuuum)

IIpumeuanue: JlanHoe u3mMeHeHue oxBatbiBaeT BBegieHHe MPC®D He3aBUCHMO OT HAIWYHMS B TEXHMYECKOW 4acTH peru-
CTpalOHHOro focke [TopobHOro onucanus cucTeMsl hapMakoHaa3/10pa.FI3MeHeH)s: KOHTAKTHOTO JIMIIA
10 (hapMaKoHaa30py, BKII0Uas KOHTAKTHYIO HH(popMaIuio (HoMepa TesedOHOB U (paKcoB, HOYTOBBIH aj-
pec U aJpec MEeKTPOHHOM MOUTHI) U M3MeHeHus: MecTopacnonoxenus MOCD (ynuna, ropos, MHAEKC,
CTpaHa) JOMyCKaeTCsl OOHOBIIATH UCKITIOYUTENBHO mocpeacTBoM Peectpa Pecniy6nuku Kazaxcran (6e3
HEeoOXOJMMOCTH BHECEHUs M3MeHeHu ). Eciiu neprxarens perncTpainoHHOro y10CTOBEPEHNUs IpHOeraeT K
BO3MOXHOCTU OOHOBJICHHSI YIOMSHYTOH BblIle HH(pOpMaluu rocpeactsoM Peecrpa Pecriy6mmkn Kazax-
CTaH, OH yKa3bIBa€T B PErHCTPALOHHOM J0ChE, YTO OOHOBJIEHHAsI HH(POPMALHS 3THX JaHHBIX BKJIIOUCHA B
Peectp PK.

B.I. 8 3meHeHue cymiecTBy- YcnoBus Tpebyemast nokyMeHTaLuUst Bun npouenypet
folIei cucTeMbl (papMakoHa -
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30pa COINAacHO NOAPOOHOMY
OIHCaHUIO CHCTEMBI (hapMa-
koHaa3opa (nanee - [IOCD)

a) M3menenune kBamuduuupo- 1 1 1A
BaHHOTO JIMIA 0 (hapMaKo-
Ha/30pY, U (1K) KOHTAKT-
HOI uHpopManu, u (Uim)
HpOLEypbl PE3ePBUPOBAHUS

0) V3meHnenne 6a3bl TaHHBIX 1,2,3 1 1A
0e301acHOCTH | (WJIM) OCHOB-
HBIX KOHTPaKTHBIX COTJIallIe-
HHH B LIEJISX BBITOIHEHUS
(hapmakoHaI30pHBIX 005132~
TEJBCTB U (WJIN) U3MECHEHHE
MecTa poBeAeHUs hapMaKo-
HaJ30pHOI AESATENBHOCTH

B) Unrie m3menenus [10CO, 1 1 1A
He BIUSIOIINE Ha (QyHKIHO-
HUPOBaHHE CUCTEMBI (hapma-
KOHa/130pa (HarmpuMep, u3me-
HEHHE MECTOMOJIOKEHHUS
TJIaBHOTO XpaHWIHIIA (apXH-
Ba), a/IMUHUCTPATHBHBIE U3~
MEHEHHUSI)

r) BHecenne n3meHenuii B 4 1,2 1A
INOC® no pesysbraTtam Kc-
neptussl [IOCD npyroro ne-
KapCTBEHHOTO IIperapaTa To-
T0 *)e aepxarens PY

Ycnosus

1. Cama cuctema papmMakoHa30pa HE U3MEHSETCS.

2. Cucrema 0a3bl JaHHBIX MPOIILTA BATHIALUIO (€CITH MPUMEHUMO).

3. IlepeHoc TaHHBIX U3 APYTUX CHCTEM 0a3 IaHHBIX BAJIUAUPOBAH (€CJI MPUMEHHMO).

4. TC K€ UBMCHCHUS B HOC@ BBCJICHBI IJISI BCEX J'[eKapCTBCHHBIX HpenapaTOB TOTI'0 XK€ nep){(a’ren;{ PY (O):[I/IHaKOBaﬂ OKOHYaTeJIbHas BepCI/Iﬂ
[IOCD).

JloxyMeHTanus

1. Hocnenusis Bepcust [IOCD u, ecnu TPUMEHHMO, MIOCIETHSS BEPCHS NPeNapaT-creuGpuaHoOro AononHeHus. OHU B OTHOIICHHH H3MECHEHUS
KBIM(UIIMPOBAHHOTO JINIIA 110 (hapMaKOHAA30pY BKIIOYALT:

a) KpaTKyr 0uorpaduo HOBOTO KBATU(HUIIUPOBAHHOTO JIMIA 1O (hapMaKOHAI30pY,

0) HOBOE MOJIOXKEHUE AeprKaTelis U KBAIU(HIMPOBAHHOIO JHLA 10 (hapMaKoHaA30py 00 MX CIIOCOOHOCTH U MYTSAX YBEJOMIICHHS O HEXea-
TEJIbHBIX PEAKIHSX, TOMHCAHHOE HOBBIM KBATM()UIIUPOBAHHBIM JIULIO 110 (hapMaKOHA30py H JAepiKaTesieM, i OTPAXKAIOIee OCTaTbHBIC BbITE-
Kaloll[1e N3MEHEHHsI, HapuMep, B OPraHU3allMOHHON CXeMe.

Ecnu kBanuduimpoBaHHOE JHIO 110 (hapMaKoHaa30py U (WIH) KOHTaKTHas HH(opManus KBUTM(GUIMPOBAHHOTO JIKIA 110 (hapMaKoHAA30py
n3HavanbHo He Obutn BKItOUYeHBI B [IOCD mnu [IOC® He cymectByeT, nogava nepecmorpernoro [IOCD He Tpebyercsi, HEOOX0ANMO Mpe/-
CTaBHUTb TOJILKO (OPMY 3asIBICHHUSI.

2. Ccpbuika Ha 3asiBiieHHe (TPOLEyPY) U JICKApCTBEHHBIN MpernapaTt, B OTHOLICHUH KOTOPOTO M3MEHEHUsI ObUTH 0/I00pEHBI.

B.1. 9 V3meHeHue yacToThl 1 VYcnoBus TpeOyemast fOKyMeHTaIHs Bun npouenypst
(Miv) 1aThI OJja4Yy NEPHOIN-
YEeCcKOro oT4era o 6e3omac-
HoctH (IIOOB) nexapcTBen-
HBIX [IPENapaToB A1 MEAHU-
LIMHCKOT'O MPUMEHEHUS
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1 1,2 1A

YcnoBust

1. U3MeHEeHHE YacTOThI U (I/IJ'II/I) JaThbl mogavyu I1OB cormnacoBano HallMOHAJIbHBIM YIIOJJHOMOYCHHBIM OPTaHOM.

JloxyMeHTanus
1. [IpuioxeHHOe K COIIPOBOANTEIHHOMY ITHCEMY 3asIBIICHHSI O BHECCHUH N3MEHEHHHI: CChIIKA Ha COTJIAIIICHUE YITOTHOMOYEHHOTO OpraHa.

2. Ilepecmotpennas gacrora u (vm) nara nogauu [100B.

HpI/IMe‘IaHI/Ie JAaHHOC N3MCHCHHUC ITPUMCHSICTCH, JIMIID €CJIN TUKIT 11(0)3) YKa3aH B peruCTpalluOHHOM JOChE CHOCO6aMI/I,
OTJINYHBIMHU OT YKa3aHHA CCBUIKH Ha IEPEUYCHb OTYETHBIX AT, U IIPU HCO6XOHI/IMOCTH nogavyu T10B.

B.1.10 Beenenue unu nusme- VYcaoBus Tpebyemast TOKyMeEHTAIHs Bun npouenypst
HEHHUs 00513aTeNbCTB U yCII0-
BUI perHCTpalyy, BKIFOYas
TUTaH yTIPaBJICHUS PHCKAMH

a) Peammzanus gpopmymnupos- 1 1,2 IA
KH, COTJIACOBAHHOM C YIIOJTHO-
MOYCHHBIM OPTaHOM

0) Peanuzanus usmeHneHui, 11
TPeOYIOIINX MPEICTaBICHHS
nepkateneMm PY HOBBIX J10-
MOJIHUTEBHBIX JaHHBIX,
HYKIAIOIMXCS B OKCIIEPTHU3E
YIIOJTHOMOYEHHBIM OPTaHOM

*)

VYcnoBus

1. 3MeHeHHe peanusyeT AeicTBue, 3aTpe00BaHHOE YIIOJTHOMOYECHHBIM OPTraHOM, U He TpeOyeT Moauy JONONHUTENbHBIX CBEICHUH 1 (MIIn)
JlaJIbHENIIEH SKCTIEPTU3HI.

JloxymeHTanus

1. HpI/IJ'IO)KeHHOC K CONPOBOAUTEIIBHOMY ITMUCHbMY 3asIBJICHUS O BHECECHUUN U3MEHEHMI: CChUIKA Ha COOTBETCTBYIOLICE PEIICHUE YIIOJTHOMOYECH-
HOI'0 oprasa.

2. IlepecmoTpeHHas HHGOPMALUS O JIEKApPCTBEHHOM IIpernapare.

Tpumeuanue 9TO U3MEHEHHE OXBATHIBACT JIUIIb CUTYAIHIO, B KOTOPOil BBOJMMOE H3MEHEHHE 3aTPAaruBacT HCKITFOUHTENb-
HO ycioBus U (HTH) 00s13aTeNIbCTBA PETUCTPALMH, BKITFOYAs [UTaH YIPABICHUS PUCKAMH U YCIOBUS U (WJIH)
0053aTeNbCTBA PETHCTPALNI IPH HCKIFOYUTEIBHBIX 0OCTOATENBCTBAX U YCIOBHON PErHCTPALIUH.

*) BBEJICHHE IUIaHa YIPABJICHHUs] PUCKaMH, 3aTpeOOBaHHOE yIIOJTHOMOYEHHBIM OPraHOM, BCerja Tpedyer cyie-
CTBEHHOM IKCIICPTU3BI.

B.1. 11 Bxirouenue nu uc- VYcnosus Tpebyemast foKyMeHTaLHs Bup mpouenypsl
KJIIOUYEHHE YEPHOTO CUMBOJIA
WA TIOSICHUTENBHBIX yKa3a-
HUH B OTHOIICHUH JIeKap-
CTBEHHBIX IIPENapaToB, BXO-
JIILIMX B IIEPEYEHb JIeKap-
CTBEHHBIX NPENApaTOB, MOJI-
JIEKAIUX TOMOTHATEIBHOMY
MOHHUTOPHHTY

1 1,2 1A

VcenoBus

1. JIekapCTBEHHBIH Tpenapar BKIFOUCH WIH HCKIOYCH U3 IEPEYHsI JICKAPCTBEHHBIX PEapaToB, MOIICKAIINX JOTOIHUTEIBHOMY MOHHUTO-
PHHTY (COOTBETCTBEHHO).

JloxymeHTauus

1. IlpunoxeHHOE K CONPOBOANUTEIBHOMY ITUCbMY 3asIBIICHHsI O BHECEHUU U3MEHEHHI: CChIJIKA HA MIEPEUCHb JIEKAPCTBEHHBIX MpenapaToB, MO-
JIKAIHX JJOMOTHATEIPHOMY MOHHUTOPHHTY.
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2. IlepecmoTpenHast ”HGOpMaIKs O JISKapCTBEHHOM Ipenapate (OOHOBIICHHAst 001Ias XapaKTEPUCTHKA JIEKAPCTBEHHOTO IpernapaTa, HHCTPYK-

s 10 MEAUIMHCKOMY NPUMEHCHUIO (J'II/ICTOK-BKHaI[LIIII)).

ITpnmeuanne

JAaHHOC N3MCHCHHUE OXBATbIBACT CUTYAINIO, IIPU KOTOpOﬁ BKIIFOUCHHUE UJIN UCKITIOUCHUE YEPHOI'0 CUMBOJIA

WY HOSICHUTENbHBIX YKa3aHHH HE IPOU3BOAUTCS B paMKaX JIPYroi peryisaTopHO Mpoueaypsl (Hanpumep,

MPOLEAYPBI TPOJUICHUS WK M3MEHEHHUS, 3aTparuBaroiie HHPOPMAIHIO O JEKapCTBEHHOM IIpernapare).

B.1. 12 [Ipoune nzmeHeHus,
HE OIMCaHHbIE B IPYTUX pa3-
Jienax Hacrosiuero Jlonosnxe-
HHSI, BKITIOYAIONIHUX M0/1auy
UCCIIEIOBAHUH YIOIHOMO-
YeHHOMY oprany (¥)

VYcnosust Tpebyemast TOKyMEHTAIHs

Bun npouenypst

11
IIpumeuanue €CIIH DKCIIePTH3a YIIOJTHOMOYECHHBIM OPTaHOM IOJaHHBIX IAHHBIX IPUBOAUT K M3MEHEHHUIO O0LIeH XapaKTe-
PHCTHKH JIEKapCTBEHHOTO MpenapaTa, MapKUPOBKH, JAHHBIM U3MEHEHHEM OXBATBIBAIOTCSI COOTBETCTBYIO-
LIMe MONPABKH K 001Iei XapaKTepHCTHKE JIEKapCTBEHHOT0 Nperapara, MapKHUpOBKe.
*) JlaHHOe U3MEeHEeHUE He IPUMEHSIETCS] K M3MEHEHUSIM, KOTOpble IPUHSTHI B KauecTBe u3MeHeHuit IB tuna no

YMOJTYaHHUIO B COOTBETCTBHH C JIFOOBIM JPYTHM pa3eioM HacTosero /lononHeHus.
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[Ipunoxenue 2
K npuka3zy MuHucrtp
31paBOOXPAHEHUS
Pecny6nuku Kazaxcran
ot 27 auBaps 2021 rona
Ne KP JICM-10

IIpaBusia npoBeaeHus IKCNEPTU3bI MeTUIIMHCKHUX M3/1eTHii
I'1asa 1. O0mue moJjIoKeHus

1. HacTosimue npaBuia NpoBeAEHUS SKCIEPTU3bI METUIIMHCKUX U3ENNUi (J1anee
— [IpaBuia) pazpaboTaHbl B COOTBETCTBHH ¢ MyHKTaMu 4, 10 ctatbu 23 ¥ MMyHKTOM 3
cratbu 239 Koaekca Pecniybnuku Kazaxcran ot 7 urons 2020 roga (nanee — Koaekc),
cratbelt 14 3akona PecnyOnuku Kazaxcran ot 15 anpens 2013 roga «O
rOCYJIapCTBEHHBIX YCIIYTax» U ONPEEsSiOT MOPSI0K MPOBEICHUS IKCIIEPTU3BI
MEJIMIMHCKUX U3IECTUH.

2. DKcnepTu3a MeAUIIMHCKUX U3EIUI B COOTBETCTBUU C TyHKTOM 2 cTaThu 239
Konekca npoBoautcs rocy1apcTBEHHOM SKCIIEPTHOM opraHu3alueii B cepe
oOpallleHHs! JISKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX M3ACNIH (J1anee —
rocyJapCcTBeHHas SKCIIEPTHAsI OPraHU3alvs) HA OCHOBAHUU 3aKIIOYEHHOTO C
3asBUTEJIEM JIOTOBOPA HA MPOBEICHUE IKCIIEPTU3BI MEAUITUHCKOTO U3JIEIHS.

Oruiata CTOMMOCTH 3KCHEPTU3BI MEAUIIMHCKOTO U3AEIUS OCYLIECTBIISIETCS B
COOTBETCTBHUM C MPEHUCKYPAHTOM, YCTAHABIMBAEMBIM YITIOJJHOMOYEHHBIM OPTraHOM IO
COIIACOBAHUIO C AaHTUMOHOIOJIbHBIM OPTaHOM B COOTBETCTBHUU C IIYHKTOM 2 cTaThu 239
Konekca.

3. DkcnepTuse nojiexar npousBeaeHubie B Pecnyonuke Kazaxcran, a Takxke
BBO3MMBIE HA €€ TEPPUTOPUIO METULIUHCKNE U3AEIIHSL.

4. 1o mogaum 3asiBJCHUS HA DKCIIEPTU3Y MEAULIMHCKOTO 31U 3aIBUTEID 110
coOCTBEHHOW MHULIMATUBE MOJIYYaeT B TOCYAAPCTBEHHON AKCIIEPTHON OpraHu3aluu
UH(GOPMAITMOHHBIE U KOHCYJIBTAI[MOHHBIE YCIIYTH Ha JTOTOBOPHOI OCHOBE 110 BOIIPOCAM,
CBSI3aHHBIM C IIPOBEIEHUEM DKCIIEPTU3bI MEAULIUMHCKOTO U3JIEIINS.

5. Jlnig npoBeACHUS SKCIEPTU3bI MEAUIIMHCKOTO U3/IENHs, IPUMEHSIEMOro B
ciy>k0€e KpOBH rocyAapCTBEHHAsI SKCIIEPTHAS OpraHU3als TPUBIIECKAET CIEIUAIMCTOB
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13 MPOUIBHBIX OpTraHU3alUM, OCYIIECTBISIONINX JIEITEIIbHOCTH B chepe CIyKObl
KpPOBH.

6. B nacTosimux [IpaBunax ucnonb3yroTcs CIEAYIOINE TEPMUHBI U ONPEIEICHUS:

1) MmequuMHCKUE U3AETUS — U3ACIUSI MEAUIIMHCKOTO HAa3HAYCHUS U MEAUITUHCKAS
TEXHHUKA;

2) H3ACIUS MCIUIMHCKOIO HASHAYCHUA — MAaTCpHajibl, U3JCIIUS, paCTBOPHLI,
pe€arcHTbl, KOMIIJICKTHI, HaGOpBI, HCITOJIb3YCMBIC JI OKa3aHUs MGI[HHHHCKOﬁ IIOMOIIH
B COOTBCTCTBHUH C (1)YHKHPIOHEUII>HLIM Ha3HaAa4YCHUCM U HHCTpYK[IPIGﬁ IIPONU3BOIUTCIIA,

3) MeauIMHCKAas TEXHUKA — anmnaparsl, IpruOopbl, 000py0BaHUE, KOMILIEKCHI,
CHUCTEMBbI, TPUMEHSIEMBIE OT/ICJIbHO WUJIU B COYETAHUU MEXKy COOOM JIJIsl OKa3aHUs
MEIUITMHCKON TTOMOIIM B COOTBETCTBUH C (PYHKITMOHAIbHBIM HA3HAUYCHUEM U
AKCIUTYaTallMOHHBIMHM XapaKTEPUCTUKAMU, YCTAHOBICHHBIMHU ITPOU3BOIUTEIIEM;

4) MeAUITMHCKUE U3ICTUS ISl TUAaTHOCTUKH in Vitro — J1t00ble MHCTPYMEHTHI,
arnmnapatsl, IpruOOpkl, 000PYI0BAHKUE, MATEPUAIIBI, PEAreHThl, KATMOPATOPHI,
KOHTPOJIbHBIC MaTEPHUANIBl U IPOYHE U3/ICTHUs, TPUMEHIEMbIC B METUIIMHCKUX TETIAX
OTJICTTLHO WJIM B COYETAHUH MEKIy COOOM, a TAaK)KE BMECTE C TIPUHAIICHKHOCTSIMH,
HEOOXOIMMBIMH JIJIs1 IPUMCHEHUS YKa3aHHBIX M3/ISU 110 Ha3HAYCHUIO, BKITIOUas
CIIEIMAJIBHOE MPOTPaMMHOE 00eCTIeueHHE, U MpeTHa3HauYE€HHbIE TTPOU3BOIUTEIIEM
MEIUIMHCKOTO M3CHS JIsI IPUMEHEHHUS IPH MCCIICIOBAHUAX 1NVitro 00pa3IioB
OMOJIOTMYECKHUX MaTepHaioB YeJIOBEKA JIJIsl TTOTyUeHUsI HHQOPMAIIUU OTHOCHUTEILHO
(U3HOTOTUIECKOTO WITH MATOJIOTHIECKOTO COCTOSIHUS, BPOXKICHHOHN TTATOJIOTHH,
PEAPACTIONONKEHHOCTH K ONPEEICHHOMY KIMHUYECKOMY COCTOSIHHIO MJIU OOJIe3HH,
COBMECTUMOCTH TKaHEH C OTCHIIMAILHBIM PEIMITUCHTOM, TPOTHO3UPOBAHUS PEaKITUi
Ha TepaNeBTHYECCKHE BO3ACHCTBHS, BEIOOPA TEPANIEBTHUCCKUX CPEIACTB U (K )
KOHTPOJIS JICUCHHUS;

5) HauMEHOBaHUE MEJIUITMHCKOTO U3/IETUs — CJIOBECHOE 0003HAUCHHUE
MEUIMHCKOTO U3ENNS, ONpeieNisitoniee ero (PyHKIMoHaaIbHOe Ha3HAYeHUE, MOIEIb,
Pa3HOBUIHOCTH, MOAU(DHUKAIINIO, THII;

6) KOMINICKTYIOMCC MCININHCKOTO U3ACINA — 94aCThb MCAUIIMHCKOI'O U3ACJINA, HC
ABJIAIOIIASACA CaMOCTOATCIIBHBIM MCAUTTMHCKUM U3ACJIIMEM, B TOM YHCJIC 6JIOKI/I, qacCTu,
QJICMCHTBI U3ACIINA, MaTCpUaAJIbI, 3alIaCHBIC YaCTHU, IPECAYCMOTPCHHBIC ITPOU3BOJAUTCIICM
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JUTSI ICTIOTb30BaHUSI B COOTBETCTBUU C (DYHKIIMOHATHHBIM Ha3HAYCHHUEM,
AKCIUTyaTaIlMOHHBIMU XapaKTePUCTUKAMU, PYKOBOJACTBOM MPOU3BOIUTENS 110
CEpPBUCHOMY OOCITY>KUBAHUIO;

7) HaOop (KOMIJIEKT) MEIUIIMHCKUX U3ACIHMN - COBOKYITHOCTh MEIUIIUHCKUX
U3, 00bETMHEHHBIX OOITMM (QYHKIIMOHATHHBIM Ha3HAYEHUEM U 00JIaCTHIO
IpUMEHEHUS, UMEIOIask O0IYI0 MAPKUPOBKY C YKa3aHUEM MEePEUHs MEAUIIMHCKUX
U3/, BXOSIIUX B COCTaB Habopa (KOMILJIEKTA), B COOTBETCTBUU C JJOKYMEHTAIUEH
IPOU3BOIUTEIIS;

8) MpUHAICKHOCTh K MEAUIIMHCKUM U3JACIIHUSM — U3JIEIUE, HE SIBIIAIOLICECS
MEIMIIMHCKAM U3JICJINEM, MTPEIHA3HAYCHHOE MTPOU3BOJUTENIEM JJIs1 COBMECTHOIO
MIPUMEHEHHUS C OJTHUM WJIM HECKOJIbKUMH MEIUIIUHCKUMU U3JACTUSIMHU IS
HCIIOJIb30BaHMUS B COOTBETCTBUU C MX Ha3HAYCHUEM;

9) 6e30nmacHOCTh MEIUIIMHCKOTO U3JIENHS — OTCYTCTBHE HEJIOMYCTUMOIO PUCKA
IIPU UCIIOJIb30BAHUU MEUIIMHCKOTO U3EINHS, CBA3aHHOIO C MPUYMHEHHEM Bpea
KU3HU, 3I0POBBIO UETIOBEKA, a TAKKE OKPYKAIOIIEH Cpee;

10) 3akmroueHne o 6€30MacHOCTH, KauecTBe U 3(PPEKTUBHOCTH MEIUITMHCKOTO
U3JICTUS — TOKYMEHT, COJCP KA Pe3yIbTaThl SKCIIEPTH3bI 3asBJICHHBIX Ha
AKCIIEPTU3Y MEIUITUHCKHUX U3ICITHH;

11) pacxoaHbiii MaTepuaa K METUIIMHCKUM U3CTHSIM — U3JICNIUS U MaTepHAIbI,
pacxoyeMble MPHY UCIIOIb30BaHUN MEIUIIMHCKUX U3CIIHM, 00eCIIeunBaIoIne
MIPOBEICHNE MAHUMYJISIIIUN B COOTBETCTBUU C ()YHKIIMOHAIBHBIM Ha3HAYCHUEM
MEIUIMHCKOTO U3AENHs, IKCIUTyaTallMOHHBIMHU XapaKTEPUCTUKAMU, PYKOBOJICTBOM 10
CEPBUCHOMY OOCITY>KUBAHUIO MPOU3BOIUTES;

12) mpou3BOIUTENb MEAUIIMHCKOTO U3/IeTus — CyOBEKT B chepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB M MEIUIIMHCKUX U3/IETUI, OTBETCTBEHHBIN 3a pa3paboTKy U
U3rOTOBJIEHHE MEAUIIMHCKOIO U3JIENHsI, JENAIOUI €ro TOCTYITHBIM IS
UCIIOJIb30BaHUS OT CBOEIO0 UMEHH HE3aBUCHUMO OT TOTO, pa3paboTaHo U (WIIH)
M3TOTOBJIEHO 3THUM JIMIIOM WK OT €0 UMEHH JIPYTUM JIMIOM (JIMLIAMHU), U HECYILIUN
OTBETCTBEHHOCTH 32 €ro 0€301acHOCTb, KaueCTBO U 3 (HEKTUBHOCTH;

13) kauecTBO MEAUIIMHCKOTO U3/ICNIUSI — CTETIEHh COOTBETCTBUS COBOKYITHOCTH
CBOMCTB U XapaKTEPUCTUK MEIUIIUHCKOTO U3AEIUA LEIAM €ro MpeIHa3HaY€HHOTO
HCIIOJIb30BaHMS;
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14) 1OKyMEHT 110 Ka4eCTBY MEIUIIMHCKOTO U3eNHUs (J1ajee — JOKYMEHT 10
Ka4yeCTBY) — JOKYMEHTHI (MEX/TyHAPO/IHbIE, PETUOHATIbHBIE), HALIUOHAJIbHBIE
CTaHAAPThI, CTAHJIAPTHI OPTraHU3AIMH, YCTAHABIMBAIOIINE KOMIUIEKC TPEOOBaHUH K
Ka4yecTBY, 0€30M1aCHOCTH, METOJMKAM HCHBITAaHUM, a TaK)Ke TPAaHCIIOPTUPOBKE U
XPaHEHUIO MEAULMHCKUX U3JETUN;

15) a3pdekTHBHOCTh MEAUIIMHCKOTO U3/ENIHS — COBOKYITHOCTb CBOMCTB U
XapaKTePUCTUK METUIIMHCKOTO U3ENHs, 00ECTICUNBAIOIINX JOCTHKEHUE 1IeTen
npeIHa3HAYCHHS], YCTAHOBICHHBIX TIPOU3BOIUTEIIEM MEAUITUHCKOTO U3/IETHUS U
MOATBEPKJACHHBIX MPAKTUKON €ro UCTII0JIb30BaAHMUS;

16) DkcrepTHBIN COBET rOCYJapCTBEHHOM 3KCIEPTHON OpraHu3aluy (Janee —
DKCIEPTHBIN COBET) — KOJUIETUATIbHBIN OpraH, CO3/1aBa€MbIil B TOCYIapCTBEHHOM
AKCIEPTHOM OpPraHU3aIMy N0 PACCMOTPEHHIO CIIOPHBIX BOIIPOCOB B PE3YJIbTATAX
AKCIIEPTU3bl, OCHOBAHU (ITPUYMH) BbIAAYM OTPULIATEIbHBIX 3aKIOYEHUH O
0e30macHOCTH, KauecTBe U 3(HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB METUITUHCKHIX
W3JIEJINNA U TIPUHSTUIO OKOHYATEIIBHOTO PEIICHHUS;

17) Mmoztenb — caMOCTOSITEIIbHASI €IMHUIIA METUITUHCKOTO U3/ICITHS,
UACHTU(UITUTPOBAHHAS TIPOU3BOIUTEIIEM MEAUIIMHCKOTO U3JIETHS OMPEICICHHBIM
OYKBEHHBIM, IU(PPOBBIM HIIH OYKBEHHO-ITU(PPOBBIM 0003HAUYCHHUEM;

18) Mmogudukanus MEAUITUHCKOTO U3/ICTNS — PA3HOBUIHOCTH MEIUIIMHCKOTO
U3JIeIIYsl, UMEIOIas O0IIUEe C OCHOBHBIM MEIUIIMHCKUM U3I€TUEM KOHCTPYKTUBHEIE,
TEXHOJIOTHYECKHE TIPU3HAKH, pa3padoTaHHbIC Ha 6a3¢ OCHOBHOT'O M3EIHS C I[EIbI0 €T0
YCOBEPIIIEHCTBOBAHUS, PAaCIIUPEHUS (DYHKIIMOHATBLHOTO Ha3HAYEHU S, IPUMEHEHUS
a100 crienain3ali MPUMEHEHUS B MEIUITUHCKUX 11EJIsX;

19) npousBoicTBEHHAS ILIONIAJKa — TEPPUTOPUATIEHO 000COOICHHBIN KOMILIIEKC
POU3BOJAUTENSI METUIIMHCKUX U3JIeTTUH, MPeIHA3HAUYCHHBIN /1JIs1 BHITIOJIHEHUS BCETO
npoiiecca MPOU3BOJICTBA MEAUIIMHCKUX U3/ICTUN WU €ro OMpEACTICHHBIX CTa Ui,

20) ynOJTHOMOYEHHBIN MPEACTaBUTETb IPOU3BOIUTENS — FOPUINYECKOE WIIH
¢uznyecKkoe JUIO, 3aPETUCTPUPOBAHHOE B KAUECTBE MHANBUAYAIBHOIO
npeanpuHuMaress, siBistoeecs peauaenTom Pecnyonuku Kazaxcran,
YIOJITHOMOYEHHBIE JJOBEPEHHOCTHIO POU3BOAUTENS MEIULIIUHCKOTO U3AEIINS
IPEICTABIIATH €r0 HHTEPECHI 10 BOIIpOcaM 0OpallleHusl MEAULIMHCKOIO U3JIENINs Ha
tepputopun Pecniybnuku Kazaxcran B COOTBETCTBUU C JEUCTBYIOITUM
3akoHoaTenbcTBOM PecnyOnuku Kazaxctan B 0051aCTH 34paBOOXPAHEHNUS;
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21) 3asBUTENb — IPOU3BOAUTEIH (M3TOTOBUTEIND) WIIA UX MPEICTABUTEIb,
YIOJIHOMOYEHHOE MOAaBaTh 3asBJICHUE, TOKYMEHThI U MaTEpHUabl HAa MPOBEJICHUE
AKCHEPTU3BI METUIIMHCKOTO U3CIHS JJIsl pEeTUCTPAllUU, IepEePEerucTpauu, BHECEHUS
VU3MEHEHUN B PETUCTPALIMOHHOE J10ChE;

22) TATIOpa3MEPHBINA Pl — PSIA U3AEITUN, U3TOTOBIECHHBIX U3 OJHOPOAHOTO CHIPhs
¢ o0MMU QU3UKO-XUMUYECKUMH CBOMCTBAMHU MO 00IIEMY TEXHOIOTHYECKOMY
poreccy, IMEIOINe eTnHOe (PYHKIIMOHATBLHOE Ha3HAUCHUE U IPUMEHEHHE,
OTJIMYAIONTUECS TOJIBKO pa3MepamMu U (1) 00beMOM U (UJIK) IIBETOM, B COOTBETCTBUU
C IOKYMCHTAIIUEH MTPON3BOIUTEIIS,

23) perucTpalmoHHOE 10Che — KOMIUIEKT JOKYMEHTOB U MaTepHUaJiOB
YCTaHOBJIEHHOT'O COAEPKaHUsl, IPEACTABISIEMBIN K 3asBJICHUIO HA DKCIIEPTU3Y
MEJUIMHCKOIO U3JIEIINS;

24) BHeCeHHE U3MEHEHUH B PETUCTPAIIMOHHOE J0ChE — U3MEHEHHUSI, BHOCUMBIE
3asIBUTEJIEM B PETUCTPAIIMOHHOE JOChE B MIEPUOJ ICHCTBUS PETUCTPAIIMOHHOTO
yIOCTOBEPEHUS, HE BIUSIONINE Ha 0€30MaCHOCTh, KaYeCTBO U 9(PPEKTUBHOCTD
MEUITUHCKOTO U3/ICTUS U TIOIJISKAIIHNE SKCIIEPTHU3E B COOTBETCTBUH C HACTOSIIIMMHU
[IpaBunamu;

25) MCOAUIMHCKUEC N3ACIINA — U3ACIINA MCAUIMHCKOI'O Ha3HAYCHUA U
MCAHMIIMHCKAas TCXHHUKA,

26) MEIMUMHCKNE U3JENNA Ul In VItro TUarHOCTUKYU 3aKPBITOTO THIIa—
MEIUIUHCKHE U3/1eIUs, TPU UCIOJIb30BAHUH KOTOPBIX BaJIUIHBIE PE3YIIHTATHI
UCCJIEI0BAaHHUs ITOJTYYaeTCs TOJIBKO ITPU NPUMEHEHUH YKAa3aHHBIX ITPOU3BOAUTEIIEM
peareHToB (peakTUBOB);

27) MEIUIIMHCKHUE U3JETUs TS in Vitro TUarHOCTUKKU OTKPBITOIO THUIA —
MEIUITUTHCKHE U3/IEIHs, B KOTOPBIX HCIIOIB3YIOTCS JIFOOBIE peareHThI (PEaKTUBHI),
MOAXOIAIINE JUISl JAHHOTO BHJIa UCCIICIOBAHM, OT Pa3IMYHbBIX (HECKOIBKHX )
MIPOU3BOAUTEIIECH;

28) mporpaMMHO€E 00eCreUeHUE SABIIAETCS MEIULIMHCKUM U3JIETUEM IPU YCIOBUH
COOTBETCTBHS €70 BCEM CIIEIYIOIIUM KPUTEPHUIM:

MIPEICTaBIAECT cOOOM mporpammy i1t OBM wnu ee Moayu BHE 3aBUCHMOCTH OT
UCIOJIb3yEeMOU armnapaTHO! miaaTdopmbl, a TAKKE CIIOCOOOB pa3MelleHUs
IPOrpaMMHOTO 0OECTICUCHHS U TPEAOCTABICHUS JOCTYIA K HEMY;
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HE SIBJISIETCSI COCTAaBHOM YaCThIO APYroro MCANIMUHCKOTO U3ACIINA,
MNpCAHAa3HAYCHO ITPOU3BOANTCIICM I OKa3aHUA MCI[HI_[PIHCKOﬁ ITOMOIIIH,

pe3yabTatr JeUCTBUS IPOTPAMMHOT0O 00€CTICUEHUS 3aKITI0UaeTCs B
VHTEPNPETALUA B ABTOMAaTUYECKOM PEKHUME, B TOM YHCIIE C UCIIOJIb30BAHUEM
TE€XHOJIOTMH UCKYCCTBEHHOTO MHTEIUIEKTA, WU 1O 3aJJaHHBIM MEIULIMHCKUM
PabOTHHUKOM MMapaMeTpam, BIHSIONINM Ha TPUHITHE KIMHUYECKUX PEIICHH, Habopa
JTAHHBIX, TIOTYYEHHBIX OT MEAUIIMHCKUX U3JEIHUM, TOMYIIEHHbBIX K O0OpaIllEeHUIO B
YCTAHOBJIEHHOM MOPSJIKE WA BBEJCHHBIX MEAUIIMHCKUMU PAa0OTHUKAMU B LIEISAX
OKa3aHUS MEIULMHCKOW ITOMOIIIH.

I'nasa 2. Ilopsiok npeaocTaBjieHUsl PerucTPANMOHHOIO I0Che IJIs1 IPOBeIeHus
IKCHEPTU3HI METUIMHCKOTO U3/1eIus

7. dns mpoBeaeHus SKCIEPTU3bl METUIIMHCKOTO U3EIUS U TTOTYYEHHUS
rOCyJIapCTBEHHOU ycayru «Briaua 3akmtoueHus o 0€30MacHOCTH, KaueCTBE U
3 PEKTUBHOCTHU JEKAPCTBEHHBIX CPEJICTB U MEAUITMHCKUX U3JETUIN» (J1anee —
roCcyJIapCTBEHHAs yCIIyra) 3asiBUTENb MpeocTanisieT B LleHTp oOcayxuBaHUs
3asBUTEIIEH IOCYyAapCTBEHHOM dKcIiepTHOU opranu3auuu PITI va I1XB
«HanmoHaapHBIA LIEHTP AKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB M MEAUIIMHCKHUX
uznenuitn» Komurera MeTUIIMHCKOTO U (papMarieBTUUIEeCKOTO KOHTPOJIS TOBAPOB U YCIIyT
M3 (nanee — [1O3) cineayromnme JOKyMEHTHI:

1) 3asiBIieHHE HA POBEACHUE IKCTIEPTU3BI MEAUIIMHCKOTO U3/IeNIUs Ha
AJIICKTPOHHOM M OYMa)KHOM HOCHUTEIISIX IO (popMe COTIIacHO MPUIIOKEHUIO 1 K
HactosuM [IpaBunam;

2) perucTpaioHHOe J0Che, coJiepxKallee nepeyeHb JOKyMEHTOB
PETHUCTPAITMOHHOTO A0ChE JISl AKCIIEPTU3bI MEIUIIMHCKOTO U3/IEIHS Ha AJIEKTPOHHOM
HOCHUTEJIE COTJIACHO MPUIIOKEHHMIO 2 K HacTosAmuM [IpaBunam;

3) cBelleHus, MOATBEPKAAIOIIME OIUIATY 3asSBUTEIEM CyMMBI JUIS IIPOBEICHUS
AKCIEPTU3BI HA PACUETHBIN CUET FOCYNAPCTBEHHOM IKCIIEPTHOW OPTaHU3aLINHY;

4) o0Opa3ibl METUIIMHCKOTO U3/IEHS, TTOAJIeKAIEro J1a00PATOPHBIM HUCIIBITAHUSIM
B COOTBETCTBHH C IMyHKTOM 28 Hacrtosmux [IpaBun, ctanmapTHeie 00pa3Ilbl
XUMUYECKHUX BEIIECTB, TECT-IITAMMOB MUKPOOPTaHU3MOB, KYJIBTYpP KIIETOK,
cnenuUIECKNX PeareHTOB, PACXOHBIX MaTEPUAIOB, HEOOXOIUMBIX IS
BOCIIPOM3BOIMMOCTH METOIMK JIA0OPATOPHBIX UCIIBITAHUM METUIIMHCKOTO U3/ENUS B
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KOJIMYCCTBAX, JOCTATOYHBIX IJIS1 TPCXKPATHBIX HUCIIBITAHUIN C OCTaTOYHBLIM CpOKOM
T'OJHOCTH HC MCHCC IICCTHU MCCIAIICB C CO6J'IIOI[€HI/IGM YCJ'IOBI/Iﬁ XPaHCHUA U
TPAHCIIOPTHUPOBKHU, €CJIN NHOC HC MPCAYCMOTPCHO JOKYMCHTAMHU 110 KaUCCTBY
IMPOU3BOAUTCIIA, B COOTBCTCTBHUHU C IIPUIJIOKCHUCM 3k HaCTOAIIINM HpaBI/IHaM.

8. [Tpu oqHOBpEMEHHOI MOade Ha HKCIIEPTU3Y HECKOIBKUX MOIUDUKAIIAN
MEIUIIMHCKOTO U3JIENHS, OTHOCSIIMXCS K OJTHOMY BUIY MEAUIIMHCKOTO U3JIEIHSI U
OJTHOMY KJIacCy MOTEHITUAIBHOTO PUCKA MPUMEHEHHUS, N3TOTOBJICHHBIX OJTHUM
MPOU3BOAUTENEM, OTIUYAIOITUXCS IPYT OT JIPyra M3MEHEHUSIMU KOMIUICKTAIIUU U (WJIN)
TEXHUYECKUX IMapaMeTPOB, HE BIUSIOMIMMH Ha (PYHKITMOHAIBHOE HAa3HAYCHNE,
3¢ (HEKTUBHOCTH KJIMHUYECKOTO PUMEHEHHS 1 0€30MMaCHOCTh U UMEIOIIUMHU OOTIYIO
WHCTPYKITUIO WM PYKOBOACTBO IT0 DKCILTyaTallMK MPOU3BOIUTEIS, 3aIBUTEITH
npenocTaBisieT | 3asBiaeHUE U 1 perucTparmoHHOE JOChE C TAHHBIMU
TOKCUKOJIOTHYECKUX, TEXHUUECKUX, KIMHUICCKUX UCTIBITAHUI HAa BCE BUIIBI
MOIU(UKAIINNA, BKIIFOYCHHBIX B OJTHO 3asBIICHHUE.

B ciyuae ecnu npeactaBieHHbIe MOAUGUKAIIMA OTHOCSATCS K Pa3HbIM KJlaccam
MOTEHIIMAIILHOTO PUCKA MTPUMEHEHUS HA KKy MOIU(DHUKAIINIO TPEOCTABISACTCS
OTAEIBHOE PErUCTPALIMOHHOE JIOChE.

9. IlepeyeHb OCHOBHBIX TPEOOBAHMI K OKa3aHUIO TOCYNAPCTBEHHOMN YCIyTH,
BKJIFOUAIOIINM XapaKTEpPUCTUKH Mpoliecca, popMy, coiep:KaHie U pe3ysibTaT OKa3aHus,
a TaK)Ke MHBIE CBEJICHUS C YY€TOM OCOOEHHOCTEH MPEeI0CTaBICHUS TOCYIaPCTBEHHOM
yciyru nipuBesieH B CTaHaapTe rocy1apcTBeHHOM yciyru « Beigada 3akii0ueHust o
0e30macHOCTH, KauecTBe U 3 (HEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB U METUITUHCKHIX
U3JIEINiID COrJIacHO NpuiioxkeHuto 4 Kk HactoamuM [IpaBunam (nanee — Cranaapr).

10. Cneumnanuct 1103 nocne npuema JOKYMEHTOB, MPEIYCMOTPEHHBIX ITYHKTOM 7
Hacrosiuux [IpaBun B TeueHue oJHOTO paboyero JHs:

1) ocymiecTBasieT perucTpaluio 3asBICHUS B UHPOPMAITMOHHON cucTEME
rocyJapCTBEHHOM IKCIIEPTHOM opranu3anuu (janee — tHPopMaluoOHHasl CUCTEMA);

2) OCYIIECTBIISIET 3arpy3Ky 3JIEKTPOHHOI'O PETMCTPALMOHHOIO JOChE B
UH(OPMAIIMOHHYIO CUCTEMY;

3) nmpoBepsieT OCTATOYHBIN CPOK TOJHOCTH 00PA3IOB MEIUIIMHCKOTO WU3ACIIHs,
CTaHJAPTHBIX 00Pa310B XUMHUYECKUX BEIIECTB, TECT-IITAMMOB MUKPOOPTaHU3MOB,
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KYJBTYP KJIETOK, CIEHU(PUUECKUX PEAreHTOB, PACXOIHBIX MaTEPUATIOB, HEOOXOAMMBIX
JUTSL BOCITPOM3BOIMMOCTH METOJIUK JTaOOPATOPHBIX UCIIBITAHUM MEIUITUHCKOTO U3/ICITUs
Y BHOCHUT JIaHHbIE B UH(POPMAITMOHHYIO CUCTEMY.

[TonrBepkaeHUEM IPUHSITHUSA 3a4BICHUS SBIISIETCA OTMETKA HA €r0 KOMHUU O
peructpanuu B [1O3 ¢ ykazanueM JaThl 1 BpeMEHHU MIPUEMA MMaKeTa JOKYMEHTOB.

CBeneHus 0 JOKyMEHTE, yA0CTOBEPSIIOIEM JUYHOCTh, O TOCYIAPCTBEHHOM
peructpanuu (IepeperucTpalyu) PUIRIECcKOTo JIUIA, CBUIETEIHCTBA O
roCyJIapCTBEHHOM perucTpaluu 3assBUTENS B KAUECTBE MHIUBUAYAIBHOTO
peANpUHUMATENS, COJEPIKAIMECs B TOCYJaPCTBEHHBIX HH(OPMAIIMOHHBIX CUCTEMAX,
rocyJIapCTBEHHAs SKCIIEPTHAsI OpraHU3alUsl MOJy4aeT U3 COOTBETCTBYIOITUX
roCcyJapCTBEHHBIX MH(GOPMAIIMOHHBIX CUCTEM Yepe3 ILTI03 «JIEKTPOHHOTO
IIPaBUTEIIbCTBAY.

11. B ciydasax He coOM0eHMs YCIOBUMN, IPEIYCMOTPEHHBIX IIYHKTOM 7
Hactosiiuux IIpaBun cneunanuct L{O3 B TeueHne 1ByX pabounx THEW yBEIOMIIIET
3asBUTENS B TUCbMEHHOM (MPOU3BOJIbHOI) hopme 00 0TKa3e B IpUeMe 3asBIICHUSI.

12. T'ocynapcTBeHHas SKCTepTHAs OpraHu3aliis o0ecreynBaeT BHECEHUE JaHHBIX
0 CTaJMU OKa3aHMsI rOCYIapCTBEHHOMN YCIyry B HH(POPMAIIMOHHYIO CUCTEMY
MOHUTOPHUHTA OKa3aHUs TOCYJaPCTBEHHBIX YCIYT B COOTBETCTBUM C [IpaBunamu
BHECEHHUS TAHHBIX B UHPOPMAIIMOHHYIO CUCTEMY MOHUTOPUHTA OKA3aHMUSI
rOCYJIapCTBEHHBIX YCIYT O CTaJAUM OKa3aHUsS FOCYIapCTBEHHOM YCIIyTH,
YTBEPKJIEHHBIMU TIPUKA30M U.0. MUHHCTpa TpaHCIIOPTa U KOMMYHHUKaIui Pecryonuku
Kazaxcran ot 14 urons 2013 roma Ne 452 (3apeructpupoBaH B Peectpe
roCcyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MPABOBBIX akTOB 3a Ne 8555) u
€KEeKBApTaIbHO HAIMPABJISET COOTBETCTBYIOIIYIO HH(POPMAIIMIO B TOCYIAPCTBEHHBIH
opras B cepe oOpallleHus JEKAPCTBEHHBIX CPEJACTB U MEAUIIMHCKUX U3EIHI.

I'naBa 3. HOpﬂI[OK MPOBEACHUSA IKCIIEPTU3BI MEIUITUHCKOI'0 U31€JIUS

13. DkcnepTr3a MEAUIIMHCKOTO U3/ICJIMS COCTOUT U3 CIASTYIOIINX ITAIOB:
1) HauanpHas 3KCHIEPTH3A;
2) cnenuaiu3upoBaHHAas HIKCIEPTHU3a;

3) nabopaTopHbIC UCTIBITAHUS MEIUIIMHCKOTO U3/ (32 HCKIIOUCHHEM
MEJIUIIMHCKON TEXHUKH).
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14. DkcnepTr3a NpOBOAUTCS C UCTIOIb30BAaHUEM NH(POPMALMOHHOU CHUCTEMBI
rocyJapCTBEHHOM IKCIIEPTHOM OpraHu3alliy, MHTETPUPOBAHHOM ¢ eTMHOM 0a3oi
naHHbIX «CucTeMa ynpaBlieHUs JIEKapCTBEHHOro obecneuenus» Enunon
UH(OPMAITMOHHON CUCTEMOM 37IpaBOOXPAHECHHSI.

3asiBUTENb OTy4YaeT MHPOPMALIMIO O TIOPSAKE U CTaTyce OKa3aHus
roCyJapCTBEHHON YCIIYTH B PEKUME yAAIEHHOTO AOCTYyIa OCPEACTBOM «JIMYHOIO
KaOuHeTa» HHPOPMALIMOHHON CUCTEMBI TOCYAAPCTBEHHON SKCIIEPTHON OpraHU3aluu.

IHaparpadg 1. Ilopsiaok npoBeeHUs HAYAJIBHOM IKCIEPTU3bI MeIULIUHCKOI0
u3ae s

15. Tlocne peructpauuu 3asBICHUS U IIPUEMa PErUCTPALIMOHHOTO 1ocke B [1O3,
MPOBOJAUTCS HaYaJIbHAsl SKCIEPTU3a MEIUIIMHCKOTO U3/IETUs B CPOKH,
pe1yCMOTpPEHHBIE TT1aBoi 6 HacTosux [IpaBui.

16. I1pu HaYaILHOM SKCIEPTHU3E MEAMIIMHCKOTO U3JICIUS TIPOBOIUTCS OIICHKA
TIOJTHOTBI, KOMITJIEKTHOCTH ¥ COOTBETCTBHSI IOKYMEHTOB PETUCTPAITMOHHOTO JTOChE,
IPEACTaBICHHBIX 3aIBUTEIIEM B PETUCTPAIIMOHHOM J0Che, TpeOOBaHUAM
JEHCTBYIOIIETO 3aKOHOIATEIHCTBA, B OTHOIIICHUH JIOKAa3aTEIbCTB O€30IMaCHOCTH,
KadecTBa U 3 (PEKTUBHOCTH METUITMHCKOTO U3/CIIHS.

17. B ciiyyae Hanu4us 3aMe4aHui B PErUCTPALMOHHOM JOChE 3asIBUTEIIIO
HOCPEACTBOM MH(POPMAILIMOHHOM CHUCTEMBI HAIIPABIISAETCS MUCHMO, 3aBEPEHHOE
ANEKTPOHHO-IIU(PPOBON MOAMKUCHIO, C YKA3aHUEM BBISBIICHHBIX 3aMEYaHUI U
HEOOXOAMMOCTH UX YCTPaHEHMsI B IOJIHOM 00BbEME B CPOK, HE IIPEBBIIIAIOIINN
HIECTHAECAT KAJIECHAAPHBIX JHEH.

18. Ilpu He ycTpaHeHUM 3aME€UYaHU U HEMPEACTABICHUN OTBETA B
YCTaHOBJIEHHBIE CPOKH, TPEAYCMOTPEHHBIE MYHKTOM 17 HacTosimux [Ipasu,
rocyJapCcTBeHHas SKCIEpTHAsl OpraHu3allvs HaIlPaBJIseT 3aBUTEINIO0 YBeIOMIICHHUE (B
POU3BOJILHON (POpME) 0 MpEeKpaIIeHUN IKCIEPTU3BI METUIIUHCKOTO U3/CIIHS B
COOTBETCTBHHM C MOJANMYHKTOM 1) myHkTa 4 cratbu 239 Kogekca.

19. Tlo pe3ynpTaTam HayaJIbHOM IKCIEPTU3BI COCTABIIACTCS OTYET HaYAJIbHOM
AKCIIEPTU3bI MEIUIIUHCKOTO U3/, IPEACTABICHHOTO Ha YKCIEPTU3Y COTJIACHO
MPWIOKEHUIO 5 K HacTosmuM [IpaBuiaM wiim oT4eT HAYaIbHOM SKCIIEPTU3BI
M3MEHEHU, BHOCUMBIX B PETUCTPAIMOHHOE 10ChE MEIUIIMHCKOTO U3/IEJIUS COTJIACHO
NpUIIokKEHNIO 6 kK HacTosmuM [ IpaBunam.
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ITaparpadg 2. Ilopsiiok npoBeeHUs CIeHATU3HPOBAHHOM IKCIIEPTH3BI
MEIMIMHCKOI0 H3/1eTHsA

20. B ciyyae nojgoXuTeIbHOr0 0TYETa HAYaJIbHOM SKCIIEPTU3bI TPOBOAUTCA
CIICLIMATIM3UPOBAHHAS AKCIIEPTH3a MEAULIMHCKOTO U3JAENUS B CPOKH, MTPETYCMOTPEHHBIE
rinaBoi 6 Hactosinux [IpaBu.

21. Cneunanu3upoBaHHas SKCIEPTU3a MPeyCMaTPUBAET KCIIEPTHYIO OLIEHKY U
aHaJIM3 JOKYMEHTOB PErHCTPALMOHHOIO 10ChE, OITBEPKAAOIINX 0€30M1aCHOCTD,
KauyecTBO U 3PHEKTUBHOCTh METUIIMHCKOTO U3JIENHS U BKITIOYAET:

1) oleHKY COOTBETCTBHSI YKa3aHHOTO 3asiBUTENIEM KJIacca MMOTEHIMAIBHOTO pUCKa
IpUMEHEHUS! MEAUIIMHCKOIO U3/IeTUsl B COOTBETCTBUU C [IpaBuiiamu kinaccuukanuu
MEIVULIHUHCKNAX U3EJINA B 3aBUCUMOCTHU OT CTENEHN ITOTEHIMAIIBHOTO PUCKA
IPUMEHEHUS, YTBEPKAAEMBIMH YIIOJJHOMOYEHHBIM OPraHOM B IIOPSIJIKE,
IPEAYCMOTPEHHOM ITYHKTOM 2 ctartbu 258 Koaekca;

2) OLEHKY IPABUJIBHOCTH ONpPEIETICHUSI HOMEHKIATYPHON NPUHAJIEKHOCTH
MEJMLUHCKOTO U3/IENNS B COOTBETCTBUU C MOPSIAKOM (POPMUPOBAHUS U BEJCHHUS
HOMEHKJIATypbl MeIUIIMHCKUX u3aenuid Pecyonuku Kazaxcran, yTBepk1aeMbIiM
YIOJIJHOMOYEHHBIM OPTaHOM B COOTBETCTBHH C ITYHKTOM 4 crartbu 258 Konekca;

3) OIIeHKY COOTBETCTBHSI MOIU(DUKAINI (BAPUAHTOB UCIIOTHCHHS )
MEIUITMHCKOTO U3ienus (pU HaJTU4KH ), BKIFOYAEMbIX B OJIHO PETUCTPALIMOHHOE
yA0CTOBEpeHUE C TpeOoBaHUsIMU HacTosux [IpaBu;

4) aHanu3 JaHHBIX O pa3pabOTKE U MPOU3BOJICTBE MEIULIMHCKOTO U3EIHS
(cxeMbl MPOECCOB MPOU3BOICTBA, OCHOBHBIX CTAJIUI MPOU3BOACTBA, YIIAKOBKH,
UCIIBITAHUN U MPOIEYPHI BBIITyCKa KOHEYHOTO MTPOIYKTA);

5) arHanu3 OMOJOTHYECKON OE30MaCHOCTH MEIUIIMHCKOTO U3/ICIIHs Ha OCHOBE
aHaNM3a CBEJCHUHN O MaTepuaiax KUBOTHOTO WM YEIIOBEUECKOTO MTPOUCXOXKICHHUS,
BXOJSIIIMX B MEJIUIIMHCKOE U3JIeNINe, a TaKkKe HHPOPMAITUH O TI0J00PE HCTOYHHUKOB
(I1oHOPOB), OTOOpPE MaTepHaia, MPOLECCUHTe, XPAHEHUHU, TECTUPOBAHUH, IPUOHOBOM
0€30MacHOCTH, a TAKKe OOpAIICHUS C TKAHIMU, KJIE€TKaMHU, CyOCTaHIIUSIMH KUBOTHOTO
WTH Y€JI0BEYECKOTO MPOUCXOKIACHUS, KyJIbTYpaMu MUKPOOPTaHMU3MOB U BUPYCOB;

6) aHa/IU3 OTYETa KIMHUYECKUX UCTIBITAHHM, OTIbITA TPUMEHEHUS B KIIMHUYECKON
MpPaKTUKE MEIUIIMHCKOTO U3/eIus Kilacca 20 (C MOBBIIIEHHOW CTENEHBIO PHUCKA), Kilacca
3 (c BBICOKOM CTEMEHBIO PUCKA), MEAUITMHCKUX U3JICTUN, TpeHASHAYCHHBIX IS
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3a00pa, XpaHEeHUs1, IEPETMBAHUS KPOBU U €€ KOMIIOHEHTOB, KIIMHUKO-J1a00PaTOPHBIX
MCIBITAaHUI MEIUIIMHCKOTO U3EINs I In Vitro AUarHoCTUKHA HE3aBUCHUMO OT Kjlacca
pHUCKa;

7) aHanu3 3asiBJICHHON B PErUCTPAIMOHHOM JOChE CTAOMIBHOCTH METUIIUHCKOTO
u3nenus u (Uin) JeKapCTBEHHOTO CPEACTBA, BXOASIIETO B COCTaB MEAUIIUHCKOTO
U3JIeusl, CTAOUIBHOCTH PEareHTOB M PACXOIHOTO MaTepHalia BXOASIIUX B
KOMIUICKTAIIUIO MEUIIMHCKUX U3JIENUN JJIS In Vitro TMarHOCTUKH 3aKPbITOTO THUIIA;

8) OLIEHKY COOTBETCTBUS MTOKa3aTeseld 0€30aCHOCTH U Ka4eCTBa, YKa3aHHBIX B
JOKYMEHTE 10 Ka4yeCTBY IPOM3BOJUTENS, CTaHAapTaM (HallMOHAJIBbHBIM,
PErMOHATIBHBIM, MEKTyHAPOIHBIM);

9) aHanM3 OTYETOB U MPOTOKOJIOB TEXHUYECKUX, TOKCUKOJIOTUYECKUX UCTIBITAHUI
MEIUIIMHCKUX U3IEITNI

10) o11eHKYy BaJIMTHOCTH MPOTPAMMHOTO 00€CTICUeHUS Ha OCHOBE aHAII3a
JAHHBIX O €0 BepU(PUKaLUU, B TOM Unciie HHGOPMAIIMH O €ro pazpaboTke u
TECTUPOBAHUY HA MPEANPUITUU U TIPU MYJIBTUIEHTPOBBIX HCCIIEIOBAHUSAX, TAHHBIX 00
UACHTU(PUKAIIMA U MAPKUPOBKE OMEPAITMOHHON CUCTEMBI;

11) ananu3 npoieaypbl 1 METOJAOB CTEPUIIU3ALIMU METUIIMHCKOTO U3/IETIHS,
MaTepuagoB, 000CHOBBIBAIOIIUX CIIOCO0O CTepUITU3AIUH, TIPEJIaraéMbIX METOI0B
KOHTPOJISI KaUYeCTBa U OINPEJIETIECHUS OCTaTKOB CTEPUIIM3YIOIIETO BEIIECTBA MpH
MPUMEHEHUH XUMHUYECKOTO CI0co0a CTepUITN3aIINH;

12) ananu3 6e3omacHOCTH U 3G(HEKTUBHOCTH JIEKAPCTBEHHOT'O CPEACTBA B
COCTaB€ MEIMIIMHCKOTO U3/IETHs, €r0 BIUSHUSA Ha PYHKIIMOHAIBHOCTh MEAUIIUHCKOTO
U3JIEIINsI, COBMECTUMOCTH JIEKAPCTBEHHOT'O CPEJICTBA C MEAUIIMHCKUM U3JIEIIUEM (32
UCKJIFOYEHUEM MEIUIIMHCKOTO U3JIeTUs JIJIsl JUAarHOCTUKH 1n Vitro;

13) OLIeHKY COOTBETCTBUS TEKCTA MPOEKTAa MHCTPYKIMH 110 MEIUIIUHCKOMY
IIPUMEHEHUIO METUIIMHCKOTO U3EIUsl OPUTUHATY HHCTPYKIIMU OT OPraHU3aluu-
IPOU3BOAUTENS U 0QOPMIIEHUS IPOEKTa MHCTPYKIIMU B COOTBETCTBUU C MOPSIIKOM
COCTaBJICHUS U O()OPMIIEHHSI HHCTPYKLUHU 110 MEAUIIMHCKOMY MPUMEHEHUIO
JI€KapCTBEHHBIX CPEJCTB U MEIUIIMHCKUX U3/IETIHi, 001el XapaKTepUCTUKU
JIEKAPCTBEHHOTO CPEACTBA, MPEYCMOTPEHHBIM YHKTOM 4 ctaThu 242 Konekca;

14) ouenky undopmanuu, coepkaiiencs B 3KCIUTyaTalMOHHOM JIOKYMEHTE
MEIULIUHCKOTO U3EIHNS;
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15) ananu3 undopmaluu, cojepxaiieiicss Ha 00pas3ax MaKeToOB YIIaKOBKH,
ATUKETOK, CTUKEPOB MEIUIIMHCKOTO U3/IETUsI B COOTBETCTBUU C TPEOOBAHUSIMU
3akoHoAaTenpCcTBa PecmyOnuku Kazaxcran B cdepe oOpalieHus JeKapCTBEHHBIX
CPEIICTB U MEIUIIMHCKUX U3ICIUI;

16) aHanu3 0TYETOB MO pPe3yabTaTaM UHCHEKIIMU MEAUIIUHCKOTO U3AEIIUS IPH
€ro roCyAapCTBEHHON PEruCTpaluu;

17) ananus npeacTaBIeHHBIX TPOU3BOAUTENIEM CBEJICHUN O HAIMYUU WIH 00
OTCYTCTBUU COOOIIIEHHI O HECUACTHBIX CIIy4YasX U OT3bIBAX C PhIHKA MEIUIIMHCKOTO
U3JIEINs, O HEOIAroNpUsITHOM COOBITUN (MHITUACHTE), CBI3aHHOM C MCIOJIb30BAHUEM
MEUIIMHCKOTO U3/ENHS, YBEAOMIICHUH TT0 0€30MaCHOCTH MEIUIIMHCKOTO U3/IeHs,
M0JIX0/1a K PACCMOTPEHHIO ITHX MPOOJIEM U MX PEIICHUS IPOU3BOTUTEISIMU B KaXKIOM
U3 TAKUX CIIy4aeB, ONMCAHUS KOPPEKTUPYIOLIUX ACHCTBUN, IPEANPUHATHIX B OTBET Ha
YKa3aHHBIE CIy4au, a TAK)KE COOTHOLIEHHUS YPOBHS MPOJAXK U KOJIMYECTBA HECUACTHBIX
CJIy4aeB U OT3HIBOB MEIUIIMHCKOTO U3/IENHS U3 0OpaIleHUs;

18) aHanu3 TOKYMEHTOB U CBEJICHHI O BHOCUMBIX U3MEHEHUSX, B TOM YHCIIE
JIOKYMEHTOB, IMOJITBEPKIAOIINX MTEPEUUCICHHbBIE U3BMEHEHUS U CBUJIETEILCTBYIOIINX O
TOM, YTO BHECEHHUE 3asIBIICHHBIX U3MEHEHUM HE BI€UYET U3MEHEHUSI CBOWMCTB U
XapaKTEPUCTUK, BIMUSIONIMX Ha 0€30MaCHOCTh, Ka4eCTBO U 3(h(PEKTUBHOCTH
MEIUIIMHCKOTO U3/ENHS, WM COBEPIICHCTBYET CBOMCTBA U XapaKTEPUCTUKH MPU
HEU3MEHHOCTU (DYHKIIMOHAJIHLHOTO HA3HAYEHUSI MEUIIMHCKOTO U3/IEIHS;

19) ananu3 cOOTBETCTBUSA 3aBICHHBIX U3MEHEHU, BHOCUMBIX B
PErUCTpaIMOHHOE J0Che MEAUIIMHCKOTO U3/IeNIUs BUaM U3MEHEHUM, YKa3aHHBIM B
MEpEYHE COTJIACHO MPUWIIOKEHUIO 7 K HacTosmuM [IpaBunam.

22. B nepuoa npoBeIeHHs CIENUATM3UPOBAHHOMN YKCIEPTU3bI IPU HATUYUU
3aMEUYaHUM 3asBUTEI0 HAIIPABIISICTCS IUCbMO C YKa3aHUEM BbISIBICHHBIX 3aMEUYaHUN U
HEO0OXOJMMOCTHU UX YCTPAHEHUS B MOJTHOM 00bEME B CPOK, HE MPEBBIIIAIOIINMA
LIECTHAECAT KAJECHIAPHBIX JHEHU.

23. B ciiyuae BO3HUKHOBEHUS JTOMOJHUTENBHBIX BOIPOCOB, KACAIOLIUXCS
CBEJICHMI, MPE/ICTABICHHBIX 3asBUTEJIEM B OTBETE Ha MPEIIECTBYIOIINHI 3a1poc,
3asiBUTEJIb B TEUCHUE TPUALIATH KaJICHIAPHBIX IHEW C MOMEHTA MOJIyYEHHUs 3ampoca
HaIpaBJIsIeT OTBET U HEOOXOAMMbIE MaTEpHAIIbl Ha IOMOJHUTEIBHBIN 3a1poc
roCyJIapCTBEHHOM SKCIEPTHON OpraHu3alluH.
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24. Ilpu He npeOCTaBICHUH 3aBUTEIEM OTBETOB Ha MUCHbMO rOCYyAapCTBEHHOM
AKCIIEPTHOW OpraHU3allNK, a TAKXKE MPETOCTABICHUH HEMTOJIHOTO OTBETA U
HEO0OXOMMBIX MAaTEPUATIOB B CPOKH, IIPEAYCMOTPEHHBIE ITYHKTaMU 22 U 23, MaTepuabl
CIEIUAIU3UPOBAHHON SKCIIEPTU3bI HAMIPABIIAIOTCSA HA DKCHEPTHBIA COBET IS
MPUHATHS pellIeHHs] 00 0TKa3€ U MPEKPAILCHUS YKCIIEPTU3bI MEAUIIUHCKOTO U3/IEIIHS.

DKCIIEPTHBIN COBET PACCMATPUBAET MOCTYIMBIINE MAaTEPUAIIbI €XKEMECIYHO U
pPe3yJIbTaThl PELICHUS FOCYIapCTBEHHAS DKCIIEPTHAS OpPTraHU3allsl HAIIPABIISAET
3asBUTEIIIO B TEYEHUE JECATH KaJEHIAPHBIX JHEH.

25. B ciydae moJIOKHUTEIIBHOTO OTYETa CIICIUATU3HPOBAHHOMN SKCIIEPTH3BI
COCTAaBJISIETCS SKCTIEPTHBIN OTUET CIEIUATHN3NPOBAHHON IKCTIEPTU3HI METUITUHCKOTO
U3JICIUS COTJIACHO MPHIIOKEHUIO 8§ K HacTosmuM [IpaBriiaM WiIu SKCIIEPTHBIA OTYET
CHEIUATN3UPOBAHHOM SKCTIEPTU3HI O BIMSIHUM BHOCUMBIX U3MECHEHH B
pPErUCTpaIMOHHOE J0Che Ha O€30MaCHOCTh, Ka4eCTBO M 3(P(HEKTUBHOCTh MEAUITMHCKOTO
u3zIeus o popme, CormacHoO MPUIIOKEHUIO 9 K HacTosmmM [IpaBuiam.

ITaparpa¢ 3. [lopsigok npoBeaeHUs J1a00PAaTOPHBIX UCIIBITAHNH MEeIMIIMHCKOT 0
u3ae s

26. B ciyuyae 1moioKUTEIbHOTO OTYETa CIIEUATN3UPOBAHHON SKCIIEPTU3BI
MPOBOJSITCS 1aOOPATOPHBIC UCTIBITAHUST 00PA3I[0B MEIUIIMHCKOTO U3JIEIHUS B CPOKH,
peAyCMOTpPEHHbIE I1aBoi 6 HacTosiux [IpaBut.

27. JJabopaTtopHbIe UCIIBITAHUS 00PA3II0B MEAUITMHCKOTO U3ICIIHS
OCYILIECTBIISIIOTCS B UCIIBITATEIBHBIX JIA0OPATOPUSIX TOCYIApCTBEHHOM IKCIIEPTHON
OpraHU3allMU B IEJSIX MOJTBEPKICHUSI COOTBETCTBHUS IMOKA3aTeNIsIM 0€30MaCHOCTH U
KayeCTBa MEJUIIMHCKOTO U3/IEIINS, 3aABJICHHBIM B JJOKYMEHTE 10 KAYE€CTBY
MPOU3BOAUTENA U BKIKOYAIOT:

1) aHanM3 TEXHUYECKOW U HOPMATUBHOM IOKYMEHTALUK METUIIMHCKOTO U3/1ens
B YAaCTU METOJMK IPOBEICHUS UCIIBITAHNN;

2) UCTIBITaHUSI 00PA3II0B MEIUITUHCKOTO U3/IEIIHS;

3) onpeneneHne BOCIPOU3BOAUMOCTH METOIUK UCIIBITAHUH.
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HcneiTanus O6p33HOB MCIAUIMHCKOI'O U3ACIINSA OCYHICCTBIIAIOTCA ITIYTCM
IIPOBCACHUA (1)I/I3I/IKO-XI/IMI/I‘ICCKI/IX, OMOJIOTMYECKUX U TEXHUYECKUX MCITBITAHUN B OeiIax
IMOATBCPKACHHUA COOTBCTCTBUA ToKa3aTeliell 0e30acHOCTH B KauecTBa MCAUIIUHCKOI'O
HU3ACIINA.

[Tpu ucnibITannu 00pa3LOB MEJUIIMHCKOTO U3/IEIHS OTIPEIEISIeTCs
Ounosornyeckas 6€30MacHOCTh WM OLIEHKA OMOJIOTMYECKOTO IEUCTBUS, (PU3NYECKUE U
MEXaHWYECKHUE MOKa3aTeNu, PyHKIIMOHAIbHbIE, TEXHUUECKUE U (PU3UKO-XUMHUYECKUE
HOKa3aTeu, HOATBEep K IAIoIIe Oe30MaCHOCTh U Ka4eCTBO MEUIIMHCKOTO U3/IEIHA.

OHpeJIeHCHI/IC BOCIIPOU3BOJUMOCTH MCTOANK aHaJIM3a I10 KOHTPOJIO Ka4eCTBa
MCIHUIIMHCKOI'O U3JACJINs OCYHICCTBIIICTCS B HCJIAX IMOATBCPIKACHUS UX COOTBCTCTBUA,
MpeaAyCMOTPCHHBIX TOKYMCHTOM II0 Ka4CCTBY IIPOU3BOAUTCIIA.

28. JlabopaTtopHbIe UCTIBITAHUS HE MPOBOISATCS MPHU:
1) sxcnepTr3e MEIUIIMHCKON TEXHUKHU;

2) HaTU4YUK TIOKYMEHTa HOTU(UIIUPOBAHHOTO OpPraHa O MOJTHOM COOTBETCTBUU
MPOU3BOJCTBA MEIUIIMHCKOTO U3/ICTNSI U CUCTEMbI KOHTPOJISI KAUECTBA MPOAYKIIMHU
TpeboBanusim JlupexktuB EBporneiickoli KOMUCCUH 110 MEAUITTHCKUM U3ICITHSM;

3) sKcnepTH3e U3IeIUs MEIUIIMHCKOTO Ha3HAYEHHSI, MPOU3BEICHHOIO Ha
MPOM3BOJACTBEHHBIX IJIOMIAKaX MPOU3BOAUTENEH U3 cTpaH EBponeiickoro coro3a u
() Benukoopurtanuu, CIIA, Kananel, Anonuu unu [lBelinapun, 1onymeHHOro K
00pallleHUI0 PETYISATOPHBIMHU OpraHaMH CTpaH EBporieiickoro corosa,
Benuko6puranuu, CIIA, Kananel, Anonuu unu [lBelinapuu;

4) nepeperucTpalui MEAUIIUHCKOTO U3IETHS;
5) yCKOpEHHOM AKCIEPTU3E MEIUIIMHCKOTO U3/IEITHSI.

29. B cnyuae BBISIBIICHUS 3aMEYaHU Ha ATane J1abopaTOPHBIX UCTIBITAHUN
3asIBUTENIO HAIIPABJISIETCS] IUChbMO C YKa3aHUEM BBISIBJIEHHBIX 3AMEYaHUN U
HEOOXOAMMOCTH X YCTPAaHEHHUsI B IOJIHOM 00bEME B CPOK, HE TPEBBIIIAIOIINN
JEBSHOCTA KaJEHAAPHBIX JTHEH.

30. IIpu He npe1oCcTaBIEHUN 3asIBUTEIIEM OTBETA HA BHICTABIICHHBIE B MUCHME
roCyapCTBEHHOM SKCIIEPTHOW OpPraHU3alMy 3aMEYaHNs B YCTAHOBJIEHHBIN CPOK,
MPEyCMOTPEHHBIN TyHKTOM 29 HacTosmux [IpaBuit u oTpuniaTeNbHbIX Pe3yJbTaTax
1a00paTOPHBIX UCTIBITAHUH, MaTepUAJIbl HAMIPABISIOTCS B DKCIIEPTHBIN COBET IS
OPUHATHUS pelIeHrs 00 0TKa3e U MPEeKPaIEHUs SKCIIEPTU3bI METUITUHCKOTO U3/IEIH.
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31. Ilo pe3yabTaTam J1abOpaTOPHBIX UCHBITAHUNA METULUHCKOTO U3/1ens
UCTIBITATEeNILHOM JIA00paTOPHEN COCTaBIAETCS MPOTOKOJ UCTIBITAHUMN 110 hopMe
corsacHo npuioxkenuto 10 k HacrosmuMm [IpaBunam.

32. B ciyuyae HEBO3MOXKHOCTH MPOBEACHUS JIAOOPATOPHBIX UCTIBITAHUN
MEIULUHCKOIO U3/ IO OTAEIbHBIM [TOKA3aTeNSIM, SKCIIEPTHAs OpraHu3alus
IPU3HAET Pe3yJIbTaThl 1a00PATOPHBIX UCHIBITAHUM 110 OTAEIBbHBIM I10Ka3aTENsIM,
yKa3aHHbIM B cepTu(uKaTe (MIPOTOKOJIE) aHAJIM3a MPOU3BOJUTEINS 110 PELICHUIO
OxcneptHoro Cosera.

33. Ilo pe3ynbTaTam UCIBITAHUN COCTABISAETCS OTYET O pe3ysIbTaTax MPOBEACHUS
71a60paTOPHOTO UCIIBITAHUS B JIAOOPATOPUM KOHTPOJIS Ka4eCTBa MPOU3BOIUTEIISI WU B
KOHTPAKTHOM JTab0opaTOpHH, UCIIOIH3yEMOU MPOU3BOIUTENIEM COTJIACHO TIPHIIOKCHHIO
11 k nacrosimum IIpaBusiam.

I'naBa 4. Illopsinok (popMUPOBAHUSA Pe3yJIbTATOB MPOBEACHHON IKCIEPTU3BI
MEJIUIMHCKOT0 M3/1eJIsl

34. [1o OKOHYaHUU SKCIEPTHU3bI 3asIBUTEIIb B TEUCHUE TPUALIATH KaJI€HIaPHBIX
JHEW, HE BXOASUIUX B CPOK IPOBEAECHUS SKCIIEPTU3BI COTIIACOBBIBAET C
rOCyapCTBEHHOM 3KCIIEPTHOW OPraHU3alUEN B JIEKTPOHHOM BHU/IE 110
WHIMBUIYATLHOMY MApOJIIO Yepe3 TUUYHBIA KaOWHET WM ITyTeM MPeI0CTaBICHUS JTUCTa
COIJIACOBAHMS CBEACHHUS O MEJUIIMHCKOM U3/IEJIMU U UTOTOBBIEC IOKYMEHTBI
(MHCTPYKUHIO IO MEAUIIMHCKOMY NMPUMEHEHUIO U MapKUPOBKU MAKETOB YIIaKOBKH,
ATUKETOK, CTUKEPOB), B TOM YHCJIE KOPPEKTHOCTh 3aHECEHHBIX JaHHBIX U MPU
BBISIBIIEHUY HECOOTBETCTBHS OOHOBJICHUSI UTOTOBBIX JJOKYMEHTOB.

B cnmydae oTCyTCTBHSI COTIIaCOBAaHMSI 3asBUTEIIEM IO HCTCUECHUW TPHUALIATH
KaJICHIApHBIX THEH C aThl OKOHYAHUS SKCTICPTU3HI CBEICHUH O MEAUIIMHCKOM
U3JIENINH, 3aKITI0YeHIE 0 0€30MacCHOCTH, KadecTBE U AP(EKTUBHOCTH METUITTHCKOTO
uzzienust GopMupyeTcsi 6€3 COTIaCOBAHMS C 3asBUTEIIEM.

35. Ilo pe3ynbTaTam MpoOBEICHHON AKCIIEPTU3bI MEIUIIMHCKOTO U3/IETIHS
rocyJIapCTBEHHAs DKCIIEPTHAS OpraHU3allvs COCTABIISIET 3aKIF0YEHHE 0 O€30MaCHOCTH,
KadecTBe U 3P(PEKTUBHOCTU METUIIMHCKOTO U3EIHS, 3adBICHHBIX HAa SKCIIEPTU3Y IO
dbopme corsacHo TipuiiokeHuto 12 Kk HacTosuM [IpaBuiam U 3aKI0UYeHUE O
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0e30MacHOCTH, KayecTBE U 3P(HEKTUBHOCTH MEIULIMHCKOTO U3JENHS IPU U3MEHEHU,
BHOCUMBIX B PETHCTPALIMOHHOE JOChE COIIACHO MPWIOKEHUIO 13 K HacTosAmuUM
[IpaBunam.

36. 'ocynapcTBeHHas SKCHEPTHAS OPTraHU3aLIMs HAMPABIISAET B AJIEKTPOHHOM
BUJIE B TOCYapCTBEHHBIN OpraH:

1) 3akmoueHue o 6€30MacHOCTH, KadecTBe M 3PHEKTUBHOCTH MEAUITMHCKOTO
U3JIeTINS,

2) UHCTPYKLHIO [0 METUIIUHCKOMY IPUMEHEHUIO MEUIIMHCKOTO U3/IE€IHs Ha
Ka3aXCKOM M PYCCKOM SI3bIKaX, pa3padaThIBAEMYI0 B COOTBETCTBUU C OPSIKOM
COCTaBJICHUS U 0OPMIICHUS HHCTPYKLIUU IO METUIIMHCKOMY IPUMEHEHUIO
JIEKapCTBEHHBIX CPEACTB U MEAULIMHCKUX U3JEINA, 001IeN XapaKTepUCTUKU
JIEKapCTBEHHOT'O CPEJICTBA, TPEAYCMOTPEHHBIM ITyHKTOM 4 ctatbu 242 Kogekca;

3) MaKkeThl yNaKOBOK, 3TUKETOK, CTUKEPOB MEIUIIMHCKOTO U3/ENHS,
COIJIACOBAaHHBIX TOCYAAPCTBEHHOM SKCIIEPTHOM OpraHU3aller Ha Ka3aXCKOM U PYyCCKOM
sI3BIKAX.

37. Ilo pe3ynbTaTaM NPOBEICHHON SKCIIEPTU3BI TOCYIAPCTBEHHAS HKCIIEPTHAS
opranu3zanusi OpMUPYET CBOJHBIN OTYET 1O OE30MaCHOCTH, KaueCTBY U
3 PEKTUBHOCTH MEIUIIMHCKOTO U3/l B COOTBETCTBUU C MIPUIIOKEHUEM 14 K
HacrosmuM [IpaBunam, 4acTh KOTOPOTO pa3MelllaeT Ha UHTEPHET-Pecypce
rOCyJapCTBEHHOW SKCIEPTHON OpraHu3aluu.

38. Beigaua pesyiibraTa rocy 1apCTBEHHOM YCIYTH 3aBUTEIIIO OCYIIECTBIISETCS
Ha OymaxHbIX HocuTenax yepe3 [{O3 unu HanpaiisieTcst B SJIEKTPOHHOM BUJIE B
JIMYHBII KaOMHET 3asBUTEJIA.

3akroueHHe 0 0€30IMacHOCTH, KauyecTBE U 3(PGHEKTUBHOCTH MEIUITTHCKOTO
U3JICTUS ICHCTBUTEIIBHO B TEUYCHUE CTa BOCBMHJICCATH KaJICHIapHBIX AHEH. B cirydae
UCTCUYSHHUS CPOKA JICHCTBHUS 3aKIIOUCHHUS 0 0€30I1aCHOCTH, KadecTBe U A (PEKTUBHOCTH
MEIUITUHCKOTO 31U, 3assBUTEIIb IIOBTOPHO T0/IaeT 3asIBICHUE, IOKYMEHTBI U
MaTepHaIIbI IJIs1 TPOBEICHHSI SKCTIEPTH3BI B COOTBETCTBUHU C HACTOSIIMMH [IpaBriamuy.

39. OTpuiarenbHOE 3aKJII0YEHHE 0 0€30MacHOCTH, KauecTBe U 3(h(PEKTUBHOCTHU
MEIULUHCKOIO U3/I€TUs BBIAAETCS B CIIydasiX:
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1) HenpeicTaBiIeHUE MOJHOTO KOMILJIEKTa PETUCTPALIMOHHOTO JI0ChE MOCTE
BBIJITaYM 3aMEUaHHI 3asiBUTEIIIO B MPOLIECCE MPOBEACHUS IKCIIEPTU3bI B CPOKH,
yCTaHOBJIEHHbIE HacTosAMMHU [IpaBunamu;

2) MMpCACTABJICHUS 3asABUTCIICM HEAOCTOBCPHBIX CBe,HeHHﬁ;

3) noaydeHue OTPULIATENIbHBIX PE3YIBTATOB OJHOTO U3 3TANOB SKCIEPTU3BI U
(M51) OTpHULIATENBHBIX 3aKIIFOUEHHUM SKCTIEPTOB MPO(UIBHBIX OpraHU3aIUH;

4) HECOOTBETCTBHS CUCTEMbI 00ECTIEUEHHS KaUeCTBa yCIOBUSIM,
00ecreynBaoIINM 3asBJIEHHYI0 0€301aCHOCTb, 3()(PEKTUBHOCTH U KaYECTBO
MEAMIMHCKOTO U3IENHN, IO Pe3yJIbTaTaM MHCIIEKIIMY MEIUIIMHCKOTO U3/1EIHs;

5) oTKa3a 3asBUTEIS OT OPTraHU3AIUH MMOCEIICHUS MPEATPUITHUS
(IpOM3BOACTBEHHOM IUIOMIAKN) C 1IETBI0 MHCIIEKIIUYA MEIUIIMHCKOTO U3/Ieus, B
COOTBETCTBHHU C TPEOOBAHUSIMU 3aKOHOJATEIbHBIX akTOB Pecniybnuku Kazaxcrah.

40. B ciyuasx oTpUIIATEIHLHOTO 3aKIIOUECHHS O 0€30MacCHOCTH, KAYeCTBE U
3¢ (HEKTUBHOCTH MEIUIIMHCKOTO M3JIENHS HIIA OT3bIBA 3asIBUTEIIEM 3asIBJICHUS HA
AKCIIEPTU3Y NOCIIe Hayalla MPOBEACHUS SKCIIEPTU3bI, CyMMa, OIJIaYeHHas 3a
MIPOBEJICHNUE IKCIIEPTHBIX PaboT, 3aIBUTEIIO HE BO3BPAIIIACTCS.

41. Ilocne 3aBepuieHus: NPOUEAYPHI IKCIIEPTU3bI TOCYAAPCTBEHHAS SKCIIEPTHAS
opranu3zanus opMHUPYET FMEKTPOHHBIN apXUBHBIN IK3EMIUISIP PETUCTPALMOHHOTO
JI0ChE, COACPIKAIINI NPEICTABICHHBIE 3asBUTEJIEM MaTEPHUAIIbI, PE3YIbTaTh
AKCIIEPTHU3bI (OTYET HAYATIBLHOM SKCIEPTU3BI METUIIMHCKOTO U3/CNIUS, OTYET HaYaIbHOU
AKCHEPTU3bI UBMEHEHUM, BHOCUMBIX B PETUCTPALIUOHHOE JJOChE METUIIUHCKOTO
U3JICIIHST; TTPOTOKOJ UCTIBITAHUH; OTUET O pe3ysIbTaTax MPOBEACHHUS JIa00PaTOPHOTO
UCIIBITAHMS B JTAOOPATOPUH KOHTPOJISI KAaUeCTBa MPOU3BOJIUTENS WIM B KOHTPAKTHOU
1ab0opaTopuu, UCHOJIb3YyEMON IPOU3BOIUTENIEM; OTUET CIIEHUATU3UPOBAHHOM
AKCTIEPTU3BI MEUITMHCKOTO U3/IETHs ), 3aKIII0UeHrEe 0 0€30MMaCHOCTH, KaYECTBE U
3 PEKTUBHOCTH MEIUIIMHCKOTO U3JEIHS, HHCTPYKIIUIO TT0 MEAUIIUHCKOMY
MPUMEHEHUIO METUIIMHCKOTO U3/IEIMs, MAKEThIl YIIAKOBOK, STUKETOK, CTUKEPOB.

Bo BpeMst 1eiCTBUSL PETUCTPALIMOHHOIO YIOCTOBEPEHUS aPXUBHOE
PETUCTPALMOHHOE JI0CHE, NOIOIHIETCSA KOIUSAMU PETUCTPALMOHHBIX YI0CTOBEPEHUH O
BHECEHMU U3MEHEHUHN CO BCEMHU MPUIOKEHHBIMU IOKYMEHTAMU 3asIBUTENS B
3JIEKTPOHHOM BUJIE.
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PCFI/ICTpaI_II/IOHHOG A0CBHC XPAHUTCS B 3JICKTPOHHOM apXUBC C CO6J'IIO,Z[€HI/ICM
TpC6OB&HPII>i KOH(i)I/I,ZleHL[I/IaJ'IBHOCTI/I HE3aBHCHUMO OT PE3YJIbTAaTOB OKCIICPTHU3EI.

PGFI/ICTpaHI/IOHHOC A0CHEC MCAHUIIMHCKOI'O U3CJIHUA Ha SJICKTPOHHOM HOCHUTCIIC
XPAHUTCA ACCATD JICT.

I'naBa 5. Oco0eHHOCTH NPOBeAEHU IKCIEPTU3bI MEINIIMHCKOT0 U3/1eJI1s

42. Pa3bsiCHEHUS WIM YTOUYHEHHUS, BOSHUKAIOIINE B IIEPUOJT ITPOBEICHHUS
AKCIIEPTU3bI MEXKIY TOCYAAPCTBEHHOM SKCIIEPTHOW OPraHU3aluEN U 3asiBUTEIIEM,
OCYIIECTBIISIOTCSA MyTeM (POPMUPOBAHUSI SJIEKTPOHHOTO JOKYMEHTA IO
UHAVBUIYATLHOMY MApPOJIIO 3asBUTEN Yepe3 NH(HOPMAIIMOHHYIO CUCTEMY C
ANEKTPOHHO-IU(POBON MOAMKUCHIO 3asIBUTENS U TOCYIaPCTBEHHOMN 3KCIIEPTHOM
opranuzanuu uinu yepe3 [{O3 Ha OyMakHBIX HOCUTESX.

43. ITpu opraHu3anuy ¥ IPOBEIECHNN CAHUTAPHO-ITPOTUBOIIUIEMUYECKUX U
CaHUTAPHO-MPOPHUIAKTUUECKUX MEPOIPUITHI U CBSI3aHHBIX C HUMH OI'PaHUYUTENbHBIX
MEPONPUATUHN, B TOM YHCIIE KAPAHTUH, 3KCIIEPTHBIE Pa0OTHI 3aBepILaloTCs 0e3
1a00paTOPHBIX UCTIBITAHUI B 1JaOOPATOPUM KOHTPOJISI Ka4e€CTBAa IPOU3BOAUTENS WIN B
KOHTPAKTHOM J1abOpaToOpHH, UCIIOIb3yEMOM MPOU3BOJUTEIIEM.

44. DkcriepTr3a NPUHAJIEKHOCTH NPOJTYKIUHA K MEIUIIUHCKAM U3JICIIHUSAM U
HE0OXOIUMOCTH €€ TOCYNapCTBEHHOM peructpaiuu B Pecriyonuke Kazaxcran
OCYIIECTBIISIETCA TOCYJAPCTBEHHOM IKCIIEPTHON OpraHU3aIueld B COOTBETCTBUH C
JIOTOBOPOM, 3aKJIFOUEHHBIM MEXAY 3aBUTEIIEM U TOCYIAPCTBEHHON SKCIIEPTHOM
OpraHu3alyen o MHUIMATHUBE 3asIBUTEIS.

45. DKcrniepTr3a U3MEHEHUM, BHOCUMBIX B PETUCTPALIMOHHOE JOChE,
OCYIIECTBIISIETCA HA MEIUIIUHCKOE U3EIUE B IEPUOJ ICHUCTBUS PETUCTPALTMOHHOTO
YJOCTOBEPEHUS. 3aABUTEIb MOIJIEPKUBAET AKTYaJIbHOCTh JJOKYMEHTA 110 KAYECTRY,
MPEICTABIEHHOTO B PETUCTPALIMOHHOM JIOChE ITyTEM CBOEBPEMEHHOTO BHECEHHUS
W3MEHEHUH B HETO.

46. 3meHeHus KIacCU(UIUPYIOTCS B COOTBETCTBUU C TIEPEUHEM BUJIOB
WU3MEHEHUI, BHOCUMBIX B PETUCTPALIMOHHOE JOChE MEIULIMHCKOTO U3JEIUS B IEPUOL
JNEUCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUS COTIACHO MPUIJIOKEHUIO 7 K HACTOSIIUM
[IpaBunam. M3meHeHus1, HE BKIIFOYEHHBIE B YKA3aHHBIN NIEPEYEHb, [IOJICKAT HOBOU
pEruCTpaIuy B COOTBETCTBUHU C HacToAmmnmu [IpaBunamu.
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47. 3asgBUTENb B TEYEHUE IBYX MECALIEB MOCJIE YTBEPKICHHUSI BHOCUMBIX
M3MEHEHU MPOU3BOIUTENIEM MTOJAET 3a4BJICHUE HA TPOBEICHUE IKCIIEPTU3BI
MEIUITMHCKOTO U3Ieus 10 JopMe COTIACHO MpuiiokeHuto 1 k Hactosmm [IpaBumam.

48. K 3asB1€HUIO O BHECEHNN U3MEHEHUHN B PETUCTPALMOHHOE 10CHE
MEAMLMHCKOTO U3JENNS IPUIIAratoTCsl TOKYMEHTBI U MaTe€pHUalIbl, HEOOXOAUMBIE /IS
BHECEHUS N3MEHEHHM, COTIACHO MEPEYHIO BUJIOB N3MEHEHU M, BHOCUMBIX B
PErUCTPAMOHHOE 10ChE MEAULIMHCKOTO 31NN B IEPUO] JAECUCTBUSA
PETUCTPALlMOHHOIO YIOCTOBEPEHHUS COTJIACHO MPUIIOKEHHIO 7 K HactoAmuM IIpaBunam.

49. IN'ocynapcTBeHHast SKCIIEPTHAsI OpraHu3allisi HAa OCHOBaHUU PE3YJIbTaTOB
AKCHEPTU3bI COCTABIISIECT SKCIEPTHBIN OTUET CHIEIHMAIIM3UPOBAHHON SKCIIEPTU3HI O
BJIUSTHUY BHOCHUMBIX U3MEHEHUH B PETUCTPAIMOHHOE JOChE Ha 0€30MaCHOCTh, KAYECTBO
1 3G PEKTUBHOCTH MEUIIMHCKOTO U3ENHS TT0 (POpME COTIACHO MPHIIOKEHUIO 9 K
HacrosmuM [IpaBunam, NoANKCaHHBINA PYKOBOAUTEIEM CTPYKTYPHOIO MMOIpa3/IeICHUS
U DKCTIEPTOM, MPOBOAUBIINM IKCIIEPTHU3Y.

50. [Ipou3BOAUTENH WU YIIOJTHOMOYCHHBIN MPECTABUTENb IPOU3BOAUTEIS
MEAMIUHCKOTO U3/ICNNS B TEUCHHUE JBYX MECSIIEB BHOCUT U3MEHEHUS B
PETUCTPALIMOHHOE JIOChE HA OCHOBAHUM MOHUTOPUHTA O€30MacHOCTH MTPOBOJIMMOTO B
COOTBETCTBHUH C MOPSAIKOM MPOBeACHNS (DapMaKkoHaA30pa © MOHUTOPHHTA
Oe30macHOCTH, KauecTBa U 3(HEKTUBHOCTH METUIIMHCKUX U3CIINA,
IIPEAYCMOTPEHHOTO MyHKTOM 3 ctaThu 261 Konekca.

51. Ilpu skcnepTr3e MEAUIIMHCKUX U3ACIIUNA, TPOU3BOAUMBIX TIPOU3BOIUTEISIMU
PecnyOnuku Kazaxctan Ha ocHOBe niepeHoca (Tpancdepa) mporu3BOICTBEHHBIX U
TEXHOJIOTMYECKUX MPOLIECCOB K PETUCTPALIMOHHOMY J1I0CHE TOTIOIHUTEIBHO
IPENOCTABIAIOTCS CIELYIOINE JOKYMEHTHI:

1) BeIMKCKA U3 TOTOBOPA WK COTJIAIICHUE MKy OTCUSCTBEHHBIM
IIPOU3BOUTEIIEM U 3apyOCIKHBIM ITPOU3BOTUTEIIEM O ITEPSHOCE MPOU3BOJICTBEHHBIX U
TEXHOJIOTMUYECKUX MPOIIECCOB C MPABOM Mepeaadn TEXHUISCKOW JOKYMEHTAIMH B
pamkax TpaHcdepa;

2) OTYET MO0 pe3yJIbTaTaM MPOBEAECHHOIO TpaHC(epa, BKIIOYAIOLIETO OUCAHUE
ATanoB TpaHcdepa, mepeueHb HeOOXOAMMOTO MPOU3BOJICTBEHHOTO 000PY/I0OBAHUS;

3) MPOTOKOJ TECTOBOTO 3ammycka 000pyA0BaHMS MPUHUMAIOIICH U Jaro1en
CTOPOHBI;
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4) naHHbBIE MO HKOJOTUUECKON 0€30MaCHOCTH (BOIIPOCKHI OXPaHbI 3J0POBbS U
OKpY>Kalolen cpejibl);

5) nepedyeHb HANMEHOBAHHUI TOKYMEHTOB T10 TEXHOJIOTHH ITPOU3BOJCTBA,
CTaHJAPTHBIM ONEPALMOHHBIM IPOLIEAYpPaM, PYKOBOACTBO IO KAYECTBY;

6) OTYETHI KIMHUYECKUX U TIOKJIMHUYECKUX UCCICIOBAHUN MEIUITMHCKUX
U3/, KJIMHUKO-TA00PAaTOPHBIX UCIBITAHUMN NIEPEAAtOIEl CTOPOHBDIL;

7) OTYCTBI TOKCUKOJIOTHYCCKUX, TUTOJIOI'MYCCKHUX, OMOJIOrMYECKHX U APYyruc
HCIIbITAHUMN Hepenafomeﬁ CTOPOHBI.

[Ipu nomHoM nepeHoce (Tpancdepe) MpPOU3BOJICTBEHHBIX U TEXHOJIOTHUECKHUX
IPOLIECCOB JOKAIbHBIA TPOU3BOAUTENL 00ECIIEUNBAET MOJTHOE COOTBETCTBUE YCIOBUM
MIPOU3BOJICTBA U CUCTEMbI 00ECIIEUeHUs KaueCTBa Ha MIPOU3BOJICTBEHHOM IJIOMIA/IKE B
Pecny6nnke Kazaxcran ycioBUsIM POU3BOJICTBA U CUCTEME 00ECIIEUEHUs KaueCcTBa
MIPOM3BOACTBEHHOM IUIOMAIKK BHE Ka3zaxcraHa.

52. YckOopeHHas SKCnepTr3a MEIUIUHCKAX U3ETUNA OCYIIECTBISETCS 10
pElIeHNIO YIIOJTHOMOYEHHOTO OpraHa B 00J1aCTH 3/IpaBOOXPAHEHUS B CIIydasx
HEO0OXOJMMOCTHU UCTIOB30BAHUS MEAUITMHCKUX U3JIETUN ISl TPEI0TBPAILICHUS
Ype3BbIYalHBIX CUTYAIMH, BOSHUKHOBEHHUS M YCTPaHEHUS TTOCICICTBUNA SIUAECMUH,
naHeMu HHGEKITMOHHBIX 3a00JICBaHUM.

I'naBa 6. Cpoxu npoBejeHUs IKCIEPTU3BI MEAUIUHCKOT0 U3/1eJIUsA

53. Cpoku poOBEACHUS IKCTIEPTU3BI MEAUIIUHCKOTO U3/ICNIUS COCTABIISIIOT:

1) mpu 3KcnepTH3e MEAUIIMHCKOTO U3/1eus Kiacca | u kiacca 2a B CpOKH, HE
IPEBBIIAIOIINE AEBIHOCTA KaJCHIAPHBIX THEH, B TOM UHUCIIE:

Ha4daJIbHAA 9KCIICPTHU3a - JCCATh KAJICHAAPHBIX ,Z[HGI\(JI;

CHEIUMATN3UPOBaHHAs IKCIIEPTH3a - COPOK KaJCHAAPHBIX THEH (B TOM YHUCIIE,
TIOJITBEPKACHUE ayTEHTUYHOCTH WUJTU TIEPEBOT HA Ka3aXCKUH 361K MAPKUPOBKH
MaKeTOB YIIaKOBOK, ’TUKETOK, CTUKEPOB, HHCTPYKIIMH 110 MEIUITTHCKOMY
MIPUMEHEHHUIO);

Ha60paTOpHLIC HUCIBITAHUA - TPUATATD KAJICHIAPHBIX HHCﬁ;

dhopmMupoBaHUE 3aKIIOUYCHHUS 0 0€30MaCHOCTH, KauecTBe U 3 (HEKTUBHOCTH -
JECATh KaJ€HIAPHbBIX JHEW;
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2) npu 3KCNEPTU3€ MEIULUHCKOIO U3/1eNus Kiacca 20 (C MOBBILIEHHOMN CTENEHbIO
pucKa) 1 kacca 3 (C BBICOKOM CTETEHbIO PUCKA) - B CPOKH, HE MPEBBIIIAIONTUE CTa
HIECTUIECATH KAJICHIAPHBIX JHEH, B TOM YHCJIE:

HayaJibHas SKCIEPTHU3A - IBAAATH KaJICHIAPHBIX THEM;

CHEIMaTU3UPOBAHHAS IKCIIEPTH3a - CEMBJCCAT KaJICHAAPHBIX THEH (B TOM YHCIIE,
HOJTBEPKICHUE ayTEeHTUYHOCTH WJIM TIEPEBOJ] Ha Ka3aXCKHM S3bIK MAPKUPOBKHU
MaKeTOB YNaKOBOK, STUKETOK, CTUKEPOB, HHCTPYKLIUHU 110 METUIITHCKOMY
IPUMEHEHUIO);

71a00paTOPHBIE UCTIBITAHUS - IIECTHASCAT KaJlCHAAPHBIX THEH;

(dhopmupoBaHue 3aKJIIOUCHUST 0 0€30MaCHOCTH, KauecTBe U 3 (HEKTUBHOCTH -
JECATh KAUICHIAPHBIX THEW;

3) BHECEHHE U3MEHEHUH B PETUCTPAIMOHHOE TOChE MEIUIIMHCKOTO n3enus (0e3
MIPOBEJICHUS JTA00PATOPHBIX UCTIBITAHUI) B CPOKH, HE TIPEBHIIAIONINE IECTHICCITH
KaJICH/IAPHBIX THEH, B TOM YHCIIE:

HadaJIbHAsA SKCIICPTHU3A - JCCATh KAJICHAAPHBIX I[HCfI;

CHEIUATM3UPOBAHHAS KCIIEPTH3a - COPOK KaJCHAAPHBIX THEH (B TOM YHUCIIE,
TIOJITBEPIKICHUE ayTCHTHYHOCTH WJIH TIEPEBO] HA Ka3aXCKHUH S3bIK MAPKUPOBKHU
MaKeTOB YIIaKOBOK, ’TUKETOK, CTUKEPOB, HHCTPYKIIMH 110 MEAUITTHCKOMY
PUMEHEHHUIO);

dhopMupoBaHUE 3aKIIOYCHHUS 0 0€30IIaCHOCTH, KauecTBe U 3 ()EKTUBHOCTH -
JECATh KaJICHIapHBIX JTHEH.

4) BHeceHUE U3MEHEHMH TUIa | B perucTpainoHHOE J0ChE MEAULIMHCKOTO
u3zienus (C mpoBeAeHUEM JTA00PATOPHBIX UCIIBITAHUI) B CPOKH, HE IMPEBBIIIAIONINE
BOCBMMJIECATH KAJICHIAPHBIX JTHEH, B TOM YHCIIE:

Ha4daJIbHaA 9KCIICPTHU3a - JCCATh KAJICHAAPHBIX I[HGI\(JI;

CHEIUATN3UPOBaHHAs IKCIIEPTH3a - COPOK KaJCHAAPHBIX THEH (B TOM YHUCIeE,
TIOJITBEPKACHUE ayTEHTUYHOCTH HMJTU TIEPEBOJT HA Ka3aXCKUH 361K MAPKHUPOBKH
MaKETOB YIaKOBOK, ’TUKETOK, CTUKEPOB, HHCTPYKIIHH 110 MEAUITTHCKOMY
MIPUMEHEHHUIO);

Ha60paTOpHLIC HNCIIBITAHUA - ABAAIATh KAJICHAAPHBIX IlHGfI;
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dhopMupoBaHUE 3aKIIOYCHHUS 0 0€30IaCHOCTH, KauecTBe U 3D (HEKTUBHOCTH -
JIECATh KaJlCHIapHBIX JTHCH;

5) aKcrepTH3a MEIUIMHCKOTO U3/ienus (He TpeOyIoUuX NpoBeAeHUS
71a00paTOPHBIX UCTIBITAHUI HE3ABUCHUMO OT KJIACCa) OCYIIECTBISIETCA B CPOKH, HE
IIPEBBILIAIOIINE IEBIHOCTA KAJIEHAAPHBIX JHEN, B TOM YHUCJIE:

Ha4daJIbHAaA 9KCIICPTHU3a - JCCATh KAJICHAAPHBIX I[HGI?I;
CIICIIHAJIN3UPOBAHHAA IKCIICPTHU3a - CCMBACCAT KAJICHIAPHBIX I[HGI?I;

dbopMHpoBaHKE 3aKITIOYEHUS O 0€30MACHOCTH, KauecTBe M 9(PPEKTUBHOCTH -
JIECATh KaJICHIapHBIX JTHEH.

6) YCKOpEHHasl SKCIepTH3a METUIIMHCKUX U3JIeNIUIA OCYIIECTBISETCS B CPOKH, HE
MPEBBINIAIONINE TPUIUATA PAOOUUX JHEH.

54. B cpoku npoBeIeHUS SKCIIEPTU3bI MEIUIITUHCKOTO U3/IEJIUS HE BXOIST:
1) BpeMst BOCIIOJTHEHHSI HEKOMIUIEKTHOCTH PETHUCTPAIIMOHHOTO JTOChE;

2) BpeMmsi IpeJ0CTaBICHUE 3asIBUTENIEM IOKYMEHTOB U MAaTE€pPUaJIOB IO 3apocy
IIPY [IPOBEJACHUHU IKCIIEPTU3bI B YCTAHOBJICHHBIE CPOKHU;

3) BpeMs MOATOTOBKY U TIPOBE/ICHUS UHCTICKITUU MEAUIIMHCKOTO U3IEIHS;
4) cornacoBaHu€ 3asBUTEIEM UTOTOBBIX JOKYMEHTOB;

5) opranu3anus ¥ IpoOBeACHUE DKCIIEPTHOTO COBETA.
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K ITpaBHJIaM IIPOBCACHHUSA SKCIICPTU3bI

[Ipunoxenue 1

MCOUITMHCKOI'O N30SI

3asiBjieHHe HA MPOBCACHUEC IKCIIEPTU3bI MEAUIIMHCKOIO I/I3I[eJII/Iﬂ*

dopma

Tum npouexypsl

Perncrpanus

Iepeperucrpanus

Buecenne nameHeHut

1.1. Bun skcneprusst VYckopenHnast OcHoBaHue
(Heobxomumoe Jla
yKa3aTb)
Her
1.2 CBeneHus 0 peru- Ne perucTpalOHHOTO YAOCTOBEpEHHsl BhIJaHHOTO B PecryOnnke Kasaxcran ¢ ykazaHueM JaThl Bbla-
CTPALMOHHOM YZIO- | 4H M CpOKa JeHCTBUS
CTOBepeHHH (Ipu
IepeperucTpanun
1 BHECCHUH H3Me-
HEHHH B pErHCTpa-
LUOHHOE J0ChE)
2. Toprosoe HanmMe- Ha Ka3aXCKOM
HOBaHUE SI3bIKE
Ha PyCCKOM
SI3BIKE
3. HowmenknarypHsslii ko ['tobanbsHoiM
HOMEHKJIATypbl MEJUIIUHCKUX U3J1e-
i (TIpY HATWYIHN)
4. Konx HomeHKmaTypbl METUIIMHCKUX
uznenuii Pecnyonuku Kazaxcran
5. O0nacTh MEAUIMH- Ha Ka3aXCKOM
CKOTO pHMEHe- SI3bIKE
HUS
Ha PyCCKOM
SI3BIKE
6. Ha3nauenue Ha Ka3aXxCKOM
SI3BIKE
Ha PyCCKOM
SI3BIKE
7. MemuuuHCKOE U3ETHe SBISETCS MU (UMH)
MU (MT)
MU (in vitro)
7-1. Tun MeguuuHCKO- 3akpeITas cu- 000CHOBaHKE OT MPOU3BOANTES (YKa3aTh CTPAHUILY PETHCTPAILIMOHHOTO I0ChE)
IO U3/IeNIUs MH BUT- | crema:
po (HeoOxoxumoe Jla
yKa3aTb)
Her
8. Kparkas TexHuue- Ha Ka3aXxCKOM

CKasl XapaKTepu-

SI3BIKC
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cTHKa (TIIpU HAJU- Ha PyCCKOM
YWY TIPOTPaMMHO- SI3bIKE
ro obecreyeHus
BKJIIOYAIOTCS JIaH-
HBIE TIPOTPaMMHO-
ro odecredyeHus)
9. Kunace B 3aBucuMocTu ot crenenu no- | Kiace 1 - ¢ HU3KOH cTerneHbo pucka
TCHIHMANBHOTO pUCKa HPHMCHCHH Kiacc 2a - co cpenneii cTeneHsro pucka
(HE0OXOIMMOE OTMETHTh) .
Kimacc 26 - ¢ OBBIIICHHON CTENEHBIO PHCKa
Kinacc 3 - ¢ BBICOKOI CTENEHBIO pUCKa
10. MeaunuHcKas TEXHUKA sBIsieTcs (OT- CpeacTBo u3MepeHus
METHUTB ITPU HEOOXOJMMOCTH) Kommrexe (MT)
Cucrema (MT
Armnmnapar
IIpubop
O6opynoBaHue
W3penue MeAMIMHCKOTO Ha3HAUCHUS CpencTBo u3MepeHust
SIBJIAETCS (OTMETUTD ITPU HEOOXOU- CrepubHoe
MOCTH)
Ha6op (komrurekr)
MenuuHcKoe U3eNue in Vitro sBs- CpeacTBo u3MepeHus
eTcst (OTMETUTD MIPHU HEOOXOIUMOCTH) Anmapar
[Ipu6op
O6opynoBaHue
Jl1s caMOKOHTPOJIS
Habop (koMruiekT)
11. B cocraBe nmeercs JekapcTBEHHOE Ha
CpPeICTBO Her
12. Kommnekranus MU
HaumenoBanue monenu (Moxudukanun) MU Ha pycckoMm s3bike **
HanmenoBanue moaenu (Moxudukanun) MU Ha ka3axcKoM si3bike **
Bun cocras- Bun Ha- Haumeno- Mogaens co- Mognens co- ITpowus- IIpo- Crpana Crpa-
HOH 4acTu Ha COCTABHOM T~ ume- BaHUE CO- CTaBHBIX Ya- CTaBHBIX Ya- BOJIM- u3BO- | Hapyc- Ha
PYCCKOM SIBBIKE | por 1o HOBa- CTaBHBIX cTeil Ha pyc- cTel Ha Ka3ax- | Tenp Ha - CKOM Ha
skoksk %I - -
CKOM SI3BIKE HHE yacTeil Ha CKOM $I3bIKE CKOM SI3bIKE pyc Telb SI3bIKE Ka
- co- Ka3aXCKOM CKOM Ha 3ax-
CTaB- S3bIKE SI3bIKE Ka- CKOM
HBIX 3ax- A3bI-
qa- CKOM Ke
cTei SI3BI-
Ha Ke
pyc-
CKOM
SI3bIKE
OCHOBHOM HETi3ri 0JI0K
6moxk MT
KOMILICKTYIO- JKUBIHTBIKTAY-
miee LIbLIap
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porpaMHoe Oarapiama-
obecrieueHne JIBIK XacaKTaMa
TIpUHAICK- KepeK-kKapakTa-
HOCTh jus
pacxo/Hblil Ma- | LIBIFBIH MaTe-
TepHal pHanaapsl
U3/IeNie TUTIO-
pa3MepHOro psi-
Ja(c yka3aHu-
€M Jiuarna3oHa
pa3MepoB )
peareHT
13. YnakoBka
Ne Bun (nepBuuHas WIu BTOpUYHAs) Ha- Pa3- [ O6wem Ko- Kpatkoe
nMe- Mep - OIIMCaHUE
HOBa- ye-
HUE CTBO
enu-
HHII
B
yma-
KOB-
Ke
l. ITepBuunas
2. Bropuunas
3 I'pymnoBas (py HATUYUH)
14. Cpok XpaHeHus KOJIMYECTBO MecseB (JieT)
T"apaHTHIHBII CPOK IKCILTyaTalluK NPUOOPOB (anmaparos,000- KOJIMYECTBO MecseB (JieT)
PYOBaHUH)
15. YciioBuSs TPaHCIIOPTHPOBAHHUS
16. YcnoBust XpaHeHuUst
17. Peructpanys B cTpaHe-npou3BOUTENIE U APYTHX CTPAHAX
1. Hazpanue ctpanbl Ne peructpanuos- [laTa Bplaun Cpok neiicTBus
HOT'O yJOCTOBEpe-
HUsl (YKa3bIBaeTCst
[IPY HAINYHH )
18. [IpomnzBoacTBO ITomHOCTHIO HA TAHHOM MPOU3BOACTBE
YacTHYHO HA TAHHOM MPOU3BOJICTBE
IlonHOCTBIO HAa APYTOM IIPOU3BOACTBE
19. [Tpou3sBoaUTENIL MEUIIMHCKOTO M3/EIMS U YUaCTOK MPOU3BOACTBA (BKII0YAs YYACTKU IIPOU3BOACTBA JIFOOOr0 KOMIIOHEHTA, KOTOPbIH
SIBJISICTCS] YACThIO MEUIIMHCKOTO U3/IENusT)
Ne Tun npoussogu- | Ha- Ne, nata u HOpunuye- dakTuue- Tene- | ©.1.O. (npu Ha- ®.1.0. (pu Hanu-
Tenst nme- CpOK Jieii- cKkuii aapec CKHii azpec ¢ow, JIMYHH), TOJDK- YHH), TOJDKHOCTh
HOBa- | CTBHUSA pa3pe- ¢bakc, | HOCTB pyKOBOIH- KOHTAKTHOTO JIHLA
HUE, LINTEIBHOTO e- Tenst
cTpa- JIOKYMEHTa mail
Ha
1,2
(Ha
Ka-
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3ax-
CKOM,
pyc-
CKOM,
aH-
TJIHA-
CKOM
SI3BI-
Kax)
1. [IponzBoauTens
2. YnomHoMo4eH-
HBII IpeJCcTaBu-
TeJb MPOU3BO-
nutens B Pec-
my6imke Kazax-
CTaH
3. KonTtaktHbie
JIaHHbIE YIIOJTHO-
MOYEHHOTO JIH-
11a [0 MOHHUTO-
pHHTY Hebiaro-
HPUSTHBIX COOBI-
Uil (MHIUICH-
TOB) Ha TEpPpH-
Topuu Pecry0-
nukn Kazaxcran
4. IIpousBoacTBen-
Has IUTOIIa/IKa
5 3asBUTEND JlarHsle 1O
JIOBEPEHHOCTH
20. Vi3MeHeHus1, BHOCUMBIE B PETUCTPALIMOHHOE TOChE (3AIOHSIOTCS IPH THIIE 3asIBKU — BHECCHUE M3MEHEHHIT) (YKa3aTh BHOCHMBbIC H3-
MEHEHHUSI)
Ne Penaknus 10 BHeceHUs] H3MEHEHHI BHocuMbie n3amMeHeHHs
21. JlaHHBIE 110 TOTOBOPY HA MPOBEACHUE IKCIIEPTU3BI
1. Ne noroBopa
2. Jlara 3aKkiro4eHus
3. Cpok neicTBHs
22. CyOBeKT, OCYIIECTBISIONINI OIIATy 3a MPOBEICHHE 3KCIIEPTH3bI
1. HaumeHnoBaHue 10pHUINIECKOTO TUIA
2. Crpana
3. IOpunnyeckuii anpec
4. dakTuueckuit agpec
5. ®.1N.0. (mpu HaNMUYIKK)
6. Tenedon
7. ®daxkc
8. DneKTpOoHHBIH agpec
9. BusHec-uneHTH(HUKAMOHHBI HOMEP
10. WunuBuayansHblil naeHTH(DUKAINOHHBII HOMEp
11. Bbank
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12. PacuetHelii cyer
13. BaitoTHblii cuer
14. Kon
15. bankoBckuii HISHTH(HUKALMOHHBIN KOJ

3asBUTEb:

["apanTHpyI0: TOCTOBEPHOCTH HH(POPMAINH, aeKBaTHOCTh IIEPEBOIOB METOIMK KOHTPOJISI KAYECTBA, IKCIUTyaTallMOHHOTO JOKyMEHTa, NH-
CTPYKIHMH O MEUIIHCKOMY NPHMEHEHUIO MEUIIMHCKOTO H3JEJNs , TPEACTABICHUE 10 Havala JabopaTOPHBIX HCIIBITAHUN 00pa3oB Me/IH-
LIMHCKOT'O M3/EJINs , CTaHAapTHBIE 00pa3libl B KOJIMYECTBAX, JOCTATOUHBIX IS TPEXKPATHOTO aHAIM3a, CIeIU(UIECKHEe PEareHThl, pacX0HbIe
MaTepHalibl, IPUMEHsIeMbIe IIPY NPOBEJICHUH UCTIBITAHUH (B HCKJIIOUUTENIBHBIX CIY4asiX U Ha YyCIOBUX BO3BPATA), @ TAKKE UX COOTBETCTBHE J0-
KyMEHTaM I10 Ka4eCTBY, IIPEACTaBICHHBIM Ha SKCIIEPTU3Y.

OO0s13yI0Ch OCYLIECTBIATH NOCTABKY MEIUIIMHCKOTO u3aeius B PeciyOnuky KazaxcraH, cOOTBETCTBYIOIME TPEOOBAHUSAM, YKa3aHHBIM B PErH-
CTPALIMOHHOM JI0Ch€, U COMTPOBOXKIATh MEJUIIMHCKOE H3/e]I1e HHCTPYKIMEH 110 MEAUIIMHCKOMY IIPUMEHEHUIO (PYKOBOACTBOM) MO KCILTyaTa-
WY Ha TOCYJapCTBEHHOM U PYCCKOM $I3bIKaX, C COOIFOICHUEM JOCTOBEPHOCTH U ayTCHTUYHOCTU EPEBOJIOB.

lapanTHpyIO coXpaHeHHe 6e30MaCHOCTH U KauecTBa MEAUIIMHCKOTO M3/IENHsI B TEUSHUE BCEr0 CPOKa UCIIONB30BAHUS, TIPH COOJIIOICHUH YCIIO-
BUI TPAHCIIOPTHPOBAHHS M XPAHEHUSI B COOTBETCTBHH € TPEOOBAHUSIMH 3aBOA-IIPOU3BOAUTEIS.

006s13yr0Ch CO00IIaTh 000 BCeX M3MEHEHHUSX B PETHCTPALMOHHOE JI0ChE, A TAK)XKE MPEICTABIISATH 3asBICHHE U MaTEepUaIIbl IIPH 00HAPYKEHHUH T10-
OOYHBIX BO3JCHCTBHI IPU MPUMEHEHHH MEIUILIMHCKOTO M3/EJIHs , paHee He YKa3aHHBIX B HHCTPYKIMH 110 MEJAUIIMHCKOMY TPUMEHEHHIO MEJTH-
LHCKOT0 M3eius (PYKOBOJCTBE) IO SKCILTyaTallui MEAUIIMHCKOTO U3/ICITHS.

Jara
®.1.0. (mpu HanU4IHNM)

3asBUTEISA

IMoanuce

IIpumeyanue:

* JlanHas popma 3asIBJICHUS IPEAOCTABISAETCSA TAKXKe IIPHU MEPEPETUCTPALIUU U
IIpY U3MEHEHUSIX, BHOCUMBIX B PETUCTPAIIMOHHOE JOChE MEIUIIMHCKOTO U3/ICNIHS B
COOTBETCTBHH C MOPSJIKOM T'OCYyAapCTBEHHON PETHCTPAINU, TIEPEPETUCTPALINH U
BHECEHUS U3MEHEHUU B PETUCTPALIMOHHOE JIOChE JIEKAPCTBEHHOTO CPEJICTBA WU
MEIMUITUHCKOTO U3/ICJIUs ONIPEACIIEMbIM YIIOJITHOMOYEHHBIM OPIraHOM COTJIACHO IMMYHKTY
3 crarbu 23 Konekca Pecny6uku Kazaxcran ot 7 utoisist 2020 roga «O 310poBbe
HapoJia ¥ CUCTEME 37IPaBOOXPaHCHUS.

Crpana BBoguTcs no equnomy kinaccudukaropy 'K PK UCO 3166

HanmenoBaHMe Ha aHTTIMUCKOM SI3bIKE 00S13aTENBHO IS 3apyOEKHBIX
MIPEAIPUATUI

** Ipu HATMYKMKM HECKOJIBKUX Mojieiel (MoaudUKaIuii) TaHHBIC 3aTOJIHSFOTCS
OT/ICJIbHOM CTPOKOW Ha KaXAYI0 MOJEINb (MOIU(PUKAIIHIO)

¥ 3anoaHAETCSA IPU HATUYUU
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[Ipunoxenue 2
K IIPaBWJIAM IIPOBEACHUSA IKCIIEPTU3BI
MEIULIUHCKOTO U3AEIIHS

HepequL AOKYMEHTOB PEruiCTpaliMOHHOI0 10Ch€ AJd IKCIEPTU3bI MEAUIIMHCKOTO

u3aesus’®
Ne HanmvenoBanune nokymeHTa Kmace | Kmace | Kmace | Kmace | Me- IIpu-
I 1 2a 26 3 Iu- Meda-
/m LMH- HHE
cKoe
nsze-
e
1St
nna-
THO-
CTUKH
in
vitro
(IVD)
(ne3a-
BUCH-
MO OT
Kiac-
ca mo-
TeH-
nu-
aJlb-
HOTO
pucka
pH-
MeHe-
HUS)
1 2 3 4 5 6 7 8
1. JIOKYMEHT, y10CTOBEpAIOLIMIA PETUCTPALIUIO B CTPaHe [IPOU3BOAUTENE + + + + + B co-
WM IPOU3BOACTBEHHOMH IIOIAIKe (PETHCTPALMOHHOE YIO0CTOBEPEHHE, OTBET-
Ceprudukar ceoboauoit npogaxku (FreeSale), Ceprudukar Ha Kc- CTBHUHA
HOPT) C ayTeHTUYHBIM IIEPEBOJOM Ha PYCCKHUH A3BIK, 3aBEPEHHBIH HOTA- c
PHAJIBHO (32 UCKITIOUEHHEM MEIUIIMHCKUX U3/ICIUiA, BIlepBhle IPOH3Be- MEX-
neHHbIX B PecryOunke Kaszaxcran) JTyHa-
poa-
HBIMHI
HOD-
MaMu
3aBe-
pe-
HUSA
50131
HOp-
MaMu
3aBe-
pe-
HHSA
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ycra-
HOB-
JIeH-
HBIMHU
B Pec-
my0-
JIMKE
Ka-
3ax-
cTaH
dop-
Mar:
PDF

2. Kommust pa3pemmTensHOro TOKyMEHTa Ha PaBoO IPON3BOJCTBA B CTpa- + + + + + B co-
He-TIPOM3BOJUTENE C PHIIOKEHUEM Ui pousBoautenei PK u cTpan OTBeT-
CHI', nis ocTanbHBIX CTpaH MPU HAIMYHH, C Ay TEHTHYHBIM IIEPEBOIOM CTBUH
Ha PYCCKHH S3bIK c
MEX-
JlyHa-
pox-
HBIMU
HOD-
MaMH
3aBe-
pe-
HUS
I
HOD-
MaMH
3aBe-
pe-
HUS
ycra-
HOB-
JIeH-
HBIMH
B Pec-
ny6-
JIMKE

3ax-
CTaH

¢op-
Mart:
PDF

3. [lepeueHb JOKYMEHTOB, YAOCTOBEPSIOLINX PETUCTPALIUIO B IPYTHX + + + + + 3aBe-
CTpaHax ¢ yKa3aHHEM HOMepa U J1aThl BeIgauM (IpH HAJIMYHH) C ayTeH- psier-
TUYHBIM [IEPEBOJIOM Ha PYCCKHH SI3BIK cs
po-
U3BO-
JiTe-
neM
wim
ero
yros-
HOMO-
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YeH-
HBIM
npen-
CTaBH-

JIEM
dop-
Mart:
PDF

4. Komuu cepridukaToB Ha cCUCTEMY MEHE)KMEHTa Ka4eCTBa MPOU3BO/IH-
Tens meauuuHckux usaenuit [ISO 13485, GMP nubo cooTBeTCcTBYIO-
LIMH pEerHOHAJIBHBIN MM HAIMOHAJIBHBIH CTaHIApPT) C ayTEHTUYHBIM I1e-
PEBOIOM Ha PYCCKHH A3BIK

~(kpo-
Mme
cre-
PpHIIb-
HBIX)

~(kpo-
Me
cre-
PpHITB-
HBIX)

B co-
OTBET-
CTBHH

MEX-
JTyHa-
poxn-
HBIMHU
HOp-
MaM#
3aBe-
pe-
HUS
WIH
HOp-
MaM#
3aBe-
pe-
HUS
ycra-
HOB-
JIeH-
HBIMH
B Pec-
my0-
TTUKE
Ka-
3ax-
cTaH

¢op-
Mart:
PDF

5. Jlexsapanust 0 COOTBETCTBUHU TPEOOBAHUSM 0€30I1aCHOCTH U 3P (PeKTHB-
HOCTH MEJUIMHCKOTO M3/eH WIH SKBHBAJICHTHBII JOKYMEHT C ayTeH-
THYHBIM II€PEBOIOM Ha PYCCKHII A3BIK

B co-
OTBET-
CTBUH

MEX-
JlyHa-
pox-
HBIMH
HOp-
Mamu
3aBe-
pe-
HHES
1761131
HOp-
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MaM#
3aBe-
pe-
HUS
ycra-
HOB-
JIeH-
HEBEIMH
B Pec-
ny6-
JTUKE
Ka-
3ax-
CTaH

¢op-
Mart:
PDF

6. JIoKyMeHT, TOATBEpK IO KJIacC B 3aBUCHMOCTH OT CTEIICHH I10- + + + + + 3aBe-
TEHIMAIFHOTO PHCKa MpUMeHeHHs (Jlexiapaus COOTBETCTBHS; IUCH- psier-
MO-000CHOBaHHE OT IIPOU3BOUTEIIS) C AyTEHTUYHBIM IIEPEBOJIOM Ha cst
PYCCKHIA SI3BIK mpo-
U3BO-
JiTe-
neM
W
ero
ynodi-
HOMO-
YeH-
HBIM
npes-
CTaBH-
Te-
neM
dop-
Mar:
PDF

7. JlaHHBIE O IEKaPCTBEHHBIX CPEJICTBAX B COCTABE MEAUIIMHCKOTO U3Ie- - + + + - 3aBe-
st (CocTaB JIEKAPCTBEHHOTO CPEJICTBA, KOJINYECTBO, JaHHBIC O COBME- psiet-
CTHMOCTH JICKapPCTBEHHOT'O CPEJICTBA C MEIMLIUHCKUM U3JICTHEM, JOKY- cs
MEHT, ITOJITBEPKAAIOIINI Ka4eCTBO JIEKAPCTBCHHOTO BEIIIECTBA) C po-
AayTEHTUYHBIM IIEPEBOZOM Ha PYCCKHI SI3BIK H3BO-
uTe-
eM
WA
ero
yros-
HOMO-
YeH-
HBIM
npea-
CTaBH-
Te-
eM
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dop-
MaT:
PDF
8. JlaHHbIE 0 OMOJOTHYECKOM 6€30MaCHOCTH MEIMIIMHCKOTO M3/IENHsI, CO- + - 3aBe-
JIeprKalIero MaTepHalibl JKMBOTHOTO MIIU YEJIOBEYECKOTO IPOHCXOXKIE- pser-
HHS, HA OCHOBE aHaJIM3a MaTepHaoB, a Takke nHGopManuu o nogdope cst
HCTOYHHUKOB (JIOHOPOB), 0OTOOpE MaTepHaa, IPOLIECCUHTe, XPAHEHHH, npo-
TECTUPOBAHUY, ICPBUYHON KCIIEPTU3BI HPOLEIYP TECTUPOBAHMUS, a U3BO-
TaKxKe OOpAICHNs ¢ TKAHAMH, KIETKaMH, CyOCTaHIUAME )KHBOTHOTO JuTe-
WJTH 9EJIOBEYECKOTO MPOUCXOKACHHUS, KYIbTYpaMU MHKPOOPTaHH3MOB neM
U BUPYCOB C ayTEHTHYHBIM [IEPEBOJIOM Ha PYCCKUI A3BIK ¢dop-
MaT:
PDF
9. OTyer (IIPOTOKOJT) O TOKCUKOJIOTMYECKUX HCIBITAHUSX C ay TeHTUYHBIM + - 3aBe-
HEepeBOJIOM Ha PYCCKUM S3BIK PE3yJIbTAaTOB U BBIBOJIOB UCIBITAHHIA B CO- pser-
otBercTBun ¢ MCO 10993; cs
mmpo-
U3BO-
ZHTe-
Iem
dop-
Mar:
PDF
9. Otuet (IPOTOKOI) O TEXHUYECKHX UCTIBITAHUAX C ayTCHTUYHBIM TIepe- + + 3aBe-
BOJIOM Ha PYCCKHI 53bIK PE3yJIbTATOB ¥ BHIBOJOB HCIIBITAHUI; psier-
JUns u3genuii MEANIMHCKUX SJIEKTPHYCCKIX: UCIIBITAHUS TI0 3JIEKTPO- o
0€30I1aCHOCTH, HIIEKTPOMarHUTHOH COBMECTHMOCTH. Tpo-
H3BO-
OT4eTsl N0 paJualliOHHON 6E30MaCHOCTH MTPU HATMYUH HOHU3UPYIO- tTe-
LICTOTH3ITY YCHUS oM
dop-
MaT:
PDF
11. | Oruer 00 uccnenoBaHUAX CTAOMIBHOCTH, 0OOCHOBBIBAOIINI CPOK Xpa- + 3aBe-
HEHUs (V11 MEUIMHCKUX M3/IeIMI, B TOM YHCIIEe BXOAIINX B COCTaB pser-
CTEPUWIBHBIX KOMILIEKTYIOLIMX ), C Ay TEHTUYHBIM [1€PEBOJIOM Ha pyc- csl
CKHI1 5I3bIK PE3yJIbTATOB U BHIBOJOB HCIBITAHMUIL, B TOM YHCIIC po-
Cpok roTHOCTH TOCJIe BCKPBITHS YIIaKOBKU. MccienoBanue BKIIoYaeT 13BO-
CTabHIBHOCTD B OTKPHITOM (hi1aKoHe U (WIIH), UL aBTOMATU3HPOBaH- AuTe-
HBIX HHCTPYMEHTOB, CTAOMJIBHOCTh B pa004eM MOJIOKEHUH. Jem
I
CraOUIBHOCTB P TPAHCTIOPTUPOBKE ero
Takas unopmanust ONUCHIBACTCS: yron-
a) oT4eT 00 ucceJoBaHuM (BKJIFOYasi IPOTOKOJ, KPUTEPUHU IPUEMKH); HOMO-
0) MeTo]] UCCleI0BAaHUIT B CMO/ICTUPOBAHHBIX YCIIOBUSIX; (:1:11\/_1
B) BBIBOJIBI M PEKOMEH/IOBAHHBIC YCIOBUS TPAHCIIOPTHPOBKH. npes-
Oruer 06 UcCe0BaHUAX CTAOMIIBHOCTH HA PEareHThl U PACXOIHBIH CTaBH-
MarepHa BXOASAIINX B KOMIUICKTAI[HIO MEUIIMHCKOTO U3/IeNHs UTs in Te-
vitro (IVD) aAuarHocTuKu 3aKphITOrO TUIA JeM
dop-
Mar:
PDF
12. | Oruer wiy faHHBIC UCIBITAHUI HA CHICIU(GUYHOCT U AHATUTHYCCKYIO + 3aBe-
qyBCTBHTEIFHOCTh MEUIIMHCKOTO n3/ieust i in vitro (IVD) nuarso- pser-
CTHKH, B TOM YHCJIC BXOASAIINX B KOMIUICKTAI[HIO MEIULIUHCKOTO U3/ie- cst
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s Juis in vitro (IVD) quarHocTHKH 3aKpbITOro THIIA (€C/IM IPUMEHH- po-
MO K 3asiBIeHHOMY BuIy MI), BKItouast, €Clii HPUMEHUMO OTCYTCTBHUE U3BO-
HorpenrHocTell (OrpenrHOCTb), IPEeNbl ASTEeKIUU U KOIHIeCTBECHHO- JuTe-
O OIpeAeNICHHs, IHaNa30H H3MEPEHHUH, THHEHHOCTh, IIOPOTOBOE 3HAUE- aem
HHE
13. | [JaHHble O KIMHUYECKHX (KIMHUKO-1a00PaTOPHBIX ) UCTIBITAHUSX (HC- - + + + 3aBe-
CJICJIOBAHUSIX) C AyTEHTHYHBIM IIEPEBOJIOM Ha PYCCKHUI A3BIK pe3yiIbTa- (ipu psier-
TOB M BBIBOZIOB MCIBITAHUH MM MMEIOIIUECs KIMHUYECKHe JaHHbIe (Ha- HaJu- cst
YuHbIE ITyOIHKALMH). YUK po-
JeKap- U3BO-
CTBEH- JuTe-
HOTO neMm
cpen- W
CTBa) €ro
ymon-
HOMO-
YeH-
HBIM
npen-
CTaBU-
Te-
aem
dop-
Mar:
PDF
14. | Hudopmanus o0 MOHUTOPHHTE HEOIArONpPUATHBIX M HEXKENATeIbHbBIX Co- | + + + + 3aBe-
ObITHil (MH(OpPMALIKS HE IPEOCTABISIETCS AJIsl BHOBb pa3paboTaHHbBIX psiet-
U CIIPOEKTHPOBAHHBIX MEAULMHCKOTO U3/ENH) C ayTeHTUYHBIM Iepe- cst
BOJIOM Ha PYCCKHUI1 SA3BIK: npo-
1) cricok HexenaTeNnbHbIX COOBITHI (HECYACTHBIX CIIy4yaeB), CBS3aH- H13BO-
HBIX C HCIIOJIb30BAHHEM U3JIeHs, U yKa3aHHUe Mepuoa coObITHil; AuTE-
2) kpaTkue 0030pHI O KaXKIOMy U3 THUIIOB COOBITUH H yKa3aTh odmiee Eiﬁ
KOJIMYECTBO COOBITHI KaXKIOr0 THIIA, O KOTOPBIX MOCTYIAIN OTYETHI ero
(Tp HATUYUH OOJIBIIOTO KOJIMYECTBA); yroi-
3) cIMCOK OTO3BaHHBIX MEAUIMHCKUX H3JIENUI U (MITN) TIOSICHUTEIb- HOMO-
HBIX YBEJOMJICHHH C IIPE0CTABICHUEM aHATIN3a KOPPEKTUPYIOIIUX YyeH-
JIEHICTBUH U MPUHSTHIX Mepax HBIM
npen-
CTaBH-
Te-
1eM
dop-
MaT:
PDF
15. | JloKyMeHT 1o Ka4ecTBY: CTaHAapT MEX/yHAaPOAHbIH, HAlIMOHATILHBII + + + + 3aBe-
WY OpPraHu3aluu (TEXHUYECKHE YCIOBHUS, ClIeln(pUKaALUsI METOI0B psier-
KOHTPOJISi TOTOBOT'O TPOAYKTA) C Ay TEHTUYHBIM IIEPEBOAOM HA PYCCKHUIA cst
S3BIK CIENU(DUKAINY 1 METOIUK UCIIBITAHUI po-
H3BO-
JuTe-
1eM
01151
ero
ymon-
HOMO-
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YeH-
HBIM
npen-
CTaBH-

JIEM
dop-
Mart:
PDF

16. | Uudopmarus o mporpaMMHOM obecriedueHnH (IIPU ero HATUIHH): pe-

OTIEPAI[IOHHON CHCTEMBI:
a) yKa3aTh HAaMMEHOBAaHHE IPOrPaMMHOT0 00ecTIeYeHHSI.

0) yKa3aTh BEPCHIO IPOTPaMMHOTO 00ECIIeYCHUSI.

IPaMMHOr0 00€CIeueHus,.

JIM IPUMEHHMO).

3yJbTaThl BAIUAIMH IPOrPAMMHOT0 00ecIiedeHus], TaHHBIE O €ro Be-
pudUKAIMK U IEPBUYHON SKCIIEPTU3BI, B TOM uKciIe HHpopMauuu o
ero pa3paboTKe U TECTUPOBAHUH Ha NPEANPUITHH U TIPU MYJIbTHLIEH-
TPOBBIX UCCIIEIOBAHUAX, JaHHBIX 00 HICHTH(HHUKANN U MAPKUPOBKE

Heo06x0aMMo TOYHO ONpPEeaenuTh NPOTECTUPOBAHHYIO BEPCHUIO, U 3Ta
BEPCHS COOTBETCTBYET OKOHYATEIBHOW TIOCTABIISIEMOI BEPCHH TIPO-

IIpenocTaBUTh ONMUCaHHE IPOTPAMMHOTO 00ECIICUECHHS, BKIIOYAst OIpe-
JielleHue TeX (YHKIMOHAIBHBIX XapaKTEPUCTHK U3EIHs, KOTOPbIE KOH-
TPOJIUPYIOTCA € IOMOIIBIO 3TOTO MPOrPaMMHOI0 0OeCIIeueH s, ania-
paTHyo I1aThopMy, ONEPALMOHHYIO CUCTEMY (€CJIH MPUMEHUMO), UC-
MOJIb30BAHUE T'OTOBOT'O CTaHIAPTHOT'O IIPOrpaMMHOT0 obecreueHus (ec-

3aBe-
psiet-
cst
po-
H3BO-
uTe-
eM
WA
ero
yIod-
HOMO-
YeH-
HBIM
npea-
CTaBU-
Te-
eM
dop-
Mar:
PDF

17. | CmpaBka c onrcanueM o0yacTH IPUMEHEHUs], HA3HAUEHUsI, KPaTKOH Xa-

KOMIUIEKTYIOIIUMH (110 opme)

PAKTCPUCTUKN MEAUIIUHCKOT'O U3/CJIMs, BapHaHTaMH UCIIOJIHCHUS U

3aBe-
psier-
cs
mpo-
U3BO-
JiTe-
JIeM
WK
ero
yIoJ-
HOMO-
YeH-
HBEIM
npej-
CTaBU-
Te-
JIeM
dop-
Mar:
pdf (8
cocTa-
BE JI0-
che),
Excel

Jieib-
HO.
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18.

OKCIUTyaTallMOHHBIA JOKYMEHT MEIMIIMHCKOM TEXHUKHU, YTBEPIKICH-
HBIH B CTpaHe-IPOU3BOAUTENE C Ay TEHTUUHBIM I1€PEBOJIOM Ha Ka3ax-
CKUIl U pyCCKUM S3bIKH

3aBe-
pset-
cs
npo-
U3BO-
uTe-
eM
W
ero
yIoJ-
HOMO-
yeH-
HBIM
npen-
CTaBU-

JIEM
dop-
Mar:
PDF

19.

WHCTpyKIMs O IPUMEHEHHIO U3/eNUS MEANIIMHCKOTO Ha3HAUCHNUS,
YTBEpXkK/IE€HHAs B CTPaHE-NIPOM3BOAUTENIE C AyTEHTUYHBIM N1E€PEBOJIOM
Ha PYCCKHH 53bIK

(mipu
HaJIHU-
9HH)

3aBe-
psiet-
cst
po-
W3BO-
uTe-
1eM
WA
ero
yIoJ-
HOMO-
qeH-
HBIM
npen-
CTaBH-
Te-
eM
dop-
Mar:
PDF

20.

HpOCKT HUHCTPYKIHUHU 10 MEAULITUHCKOMY NPUMEHCHUIO U3ACIUST MEIU-
LIMHCKOI'O Ha3HAa4YCHMUs, Ha Ka3aXCKOM U PYCCKOM S3bIKax

3aBe-
pser-
cs 3a-
SIBH-
Te-
JIeM
dop-
Mar:
PDF,
DOC

21.

O0pa3iubl METUIIMHCKOTO U3/ICTHS

Co-
riac-
HO
IIpu-
J0XkKe-
HUIO
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3k
IIpa-
BU-
Jam
npo-
BeJle-
HUS
JKC-
nep-
THU3bI
MeJH-
IL1H-
CKOTO
usjie-

JIus

22.

CrangapTHbie 00pasibl (IpH yKa3aHuu 00 X IPUMEHEHUH B IOKYMEH-
T€ 10 Ka4eCTBY)

23.

I'paduueckoe n300pakeHUE pIbIKa I MEAUIMHCKON TEXHUKH

3aBe-
psiet-
cst
mpo-
U3BO-
JiTe-
JIeM
WIn
ero
yIoJ-
HOMO-
YeH-
HBIM
npen-
CTaBHU-
Te-
eM
dop-
Mar:
PDF

24.

Onucanue ynakoBku MeauimHckoro uznenust (Muadopmanus o6 yna-
KOBKE, BKJIFOUast, IEPBUYHYO, BTOPUYHYIO, TPYIIOBYO, TPAHCIIOPT-
HY0, IPOMEKYTOUHYIO YIIAaKOBKH; MPEJOCTaBUTh HH(popMaLuio (Ha-
IpuMep, MaTepual, cocTaB, pasmep) JJOKyMEHTBI, perjlaMeHTUPYOLIHe
Ka4eCTBO YIAaKOBOYHBIX MaTEPHUAIOB METUIIMHCKOI'O N3/IeiHs (crenu-
(uKanys Ka4ecTna, cepTH(UKAT aHAIN3a Ha IIEPBUYHYIO YIIAKOBKY) C
ayTEHTUYHBIM [IEPEBOJOM Ha PYCCKHIA SI3BIK

3aBe-
psiet-
cs
npo-
U3BO-
uTe-
emM
WiIn
ero
yIoJ-
HOMO-
YeH-
HBIM
npen-
CTaBH-
Te-

JIEM
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¢op-
Mar.
PDF

25.

®oto (oToOpakaeT BHENIHNH BU N3ETHSA, KOMITIEKTYOINX, PACX0I-
HBIX MaTEPUAIIOB)

3aBe-
psier-
e
po-
W3BO-
JIATe-
eM
TN
ero
yros-
HOMO-
yeH-
HBIM
npe-
CTaBH-
Te-
eM
dop-
Mar:
JPEG

26.

L[BeTHBIC MaKeTHI YIIAKOBOK M ATUKETOK ([IEpBUYHAS, BTOPUYHAS U
(MH), TpyNIoBas IIakoBKH) OT MIPOU3BOANTENS (TIPEOCTABISIETCS B
pa3BepHYTOM BHJE).

IMpy HanuuuK GONBIIOTO KOMMIECTBA THIIOPA3MEPOB, [BETOBON FaMMBI
JIOITyCKAEeTCs IPEIOCTABICHIE THIIOBOTO MAaKeTa Ha OJMH U3 Pa3MEpOB,
uBeT (B Cilydae eciii MaKeThl UICHTUYHBI)

s
VMH

3aBe-
psiet-
cs
npo-
U3BO-
Te-
em
WIn
ero
yIoJ-
HOMO-
YeH-
HBEIM
npen-
CTaBU-
Te-
JeM
op-
MarT:
PDF,
JPEG

27.

ITpoekT TekcTa MakeTa YIaKOBKHU, STUKETKH, CTUKEPa MEJUIIHHCKOTO
W3/IeNUsl Ha Ka3aXCKOM U PYCCKOM sI3bIKax (B Cilydyae OOJIBIIOro KOJIn4e-
CTBa TUIIOPa3MEPOB, IIBETOBOM TaMMBI JIOITYCKAETCSI YTBEPIKICHHE O1-
HOTO MaKeTa C UCIOJIb30BaHIEeM ab0OpeBHATYyPHI)

s
NMH

3aBe-
psieT-
cs
npo-
U3BO-
uTe-
eM
WK
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ero
yIoJI-
HOMO-
YCH-
HBIM
npej-
CTaBHU-
TC-
JIeM
dop-
Mart:
PDF,
DOC,
JPEG

28.

Kormms perucrpaunonHoro yaoctosepenns B Pecy6nuke Kasaxcran
(TIpH TiepeperucTpaliy 1 BHECEHHH H3MEHCHUIT)

dop-
Mmart:
PDF

29.

TTuceMo — 000CHOBAaHHUE O TUIIE MEIUIIMHCKOIO M3EIuUs U1 in vitro
JIMarHOCTUKH (OTKPBITAst HJIM 3aKphITasi CHCTEMa) C Ay TEHTHYHBIM I1epe-
BOJIOM Ha PYCCKHUIl S3BIK

3aBe-
psiet-
cst
mpo-
U3BO-
JiTe-
JIeM
WIn
ero
yIoJ-
HOMO-
YeH-
HBIM
npen-
CTaBHU-
Te-
eM
dop-
Mar:
PDF

31.

JlauHbIe 0 POLIeype CTEPUITH3AIINHT, BKIIFOYas HHPOPMAIIHIO O Tep-
BHYHOI KCIIEPTHU3bI IPOLIECCa, PE3YIbTATHl TECTHPOBAHKS HA COMCPXKa-
HUE MHUKPOOPIraHU3MOB (CTEINeHb OHMOJIOTHYECKOI HArPy3KH), TUPOTEeH-
HOCTH, CTEpHJIBHOCTH (TIIPH HEOOXOIMUMOCTH) C YKa3aHHEM METOJI0B
MPOBEJICHUSI UCIIBITAHUI U JJAHHBIE O IEPBUYHOM IKCIEPTH3bI YIAKOB-
KU C ayTeHTHYHBIM [IEPEBOJIOM Ha PYCCKUI SA3BIK.

(kpo-
Mme 1
KJ1ac-
ca)

3aBe-
psiet-
cs
npo-
U3BO-
uTe-
emM
WiIn
ero
yIoJ-
HOMO-
YeH-
HBIM
npen-
CTaBH-
Te-
em
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¢op-
Mar.
PDF

32.

CBenieHust 0 IPOM3BOJUTENIC: HAMMEHOBAHUE, BU ACSTEIBHOCTH, IOPHU-
JUYecKuil aapec, hopMa cOOCTBEHHOCTH, IEPEUCHB TOIPA3ACICHUN 1
JIOYCPHHUX KOMIAHUIT C YKa3aHUEM UX CTaTyca M MOJTHOMOYHIA C ayTeH-
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Onuch JOKyMEHTOB PErHCTPALIMOHHOTO JIOChe
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PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
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CocTtaBnieHue CIpaBKM Ha MEIMITMHCKOE HU3/IEIUe B pa3pe3e KOMIUIEKTAIluU Ha
KXY MOJIEJIb B COOTBETCTBUUHU C I1.12
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IIpumeyanue:

* JlaHHBIN TIEpeUeHb MPEJOCTABISIETCS TAKKE MPU MEPEPETUCTPALIIH
MEIULIUHCKOTO U3ENNS, OCYILECTBIIIEMON B COOTBETCTBUM C MOPSAIKOM
rOCyIapCTBEHHOM PEruCTpaLiy, IEpEepEerucTpaluy U BHECCHUS U3MEHEHUN B



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 27.01.2021

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.02.2021

* i [ = | [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 27.01.2021
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PErUCTPALIMOHHOE JJOChE JIEKAPCTBEHHOI'O CPEACTBA WIIM METMLIUHCKOTO U3AEIINs,
ONpeeIIEMbIM YIIOJTHOMOYEHHBIM OPraHOM COTJIACHO MYHKTY 3 ctaThu 23 Konekca
Pecny6nuku Kazaxcran ot 7 uronst 2020 roga «O 310poBbe HApOJia U CUCTEME
31paBOOXPAHEHUD.

** Mpu HATMYUK HECKOJIBKUX Mojelel (MoauduKaiuii) JaHHbIC 3aMOTHSIIOTCS

OT/ICJIbBHOM CTPOKOW Ha KaXKAYI0 MOJENb (MOIU(PUKAIIHIO)

&% 3aMoMHAETCS MPU HATMYUU
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[Ipunoxenue 3
K [IpaBUJIaM IPOBEJICHUS SKCIIEPTU3BI
MEIUIMHCKOTO U3/IEeTuUs

dopma

YcaoBus, npeabsBiseMble K 00pa3iaM MeAUIMHCKOr0 U3Aeus sl
JJa00PaTOPHBIX UCTILITAHUM

1. 3asBUTEND A0 MOAAYM 3aSIBIICHUS HA SKCIIEPTU3Y MPEIOCTABISAET pacueT
KOJIMYECTBa 00Pa3IOB OT MIPOU3BOAUTENS, HEOOXOAUMBIX JIJIsl TPOBEICHUS
TPEXKPATHOI'O aHAJIU3a MIPH JIAOOPATOPHBIX UCTIBITAHUSIX.

2. KonnyecTBO 00pa3noB MEAUIIMHCKOTO U3/I€TUS, IPEIOCTABISEMBIX IS
IIPOBECHUS JJa00PATOPHBIX HCTIBITAHUH, ONPEISISCTCS COrIacCHO TPeOOBaHHUAM
JIOKYMEHTOB M0 Ka4€CTBY, HA COOTBETCTBHE KOTOPBIM IJIAHUPYETCS IPOBEACHUE
UCIIBITAHUN U 3aBUCUT OT OCOOCHHOCTEN METOAMKH UCIIBITAHUH, YKA3aHHBIX B
JIOKYMEHTE 10 Ka4€CTBY MPOU3BOIUTEIIA.

3. KonudecTBo npeocTaBisieMbIx 00pa3iioB MO COCTABY OTPAKAET BCIO
COBOKYITHOCTD 3asIBJICHHOM MPOYKIIUH, C YIETOM Pa3IUUMs CBOMCTB OT/ICIbHBIX THUIIOB
(Mozeneli) TaKol COBOKYITHOCTH.

4. Jns 3asABIA€MBIX U3/EIIHN, OTHOCAIINUXCS K OTHOMY THUIIOPa3MEPHOMY DALY, U
COOTBETCTBYIOIUX TPEOOBAHUSAM OOLIETO TOKYMEHTA IO KaUeCTBY, IPELOCTABIISIOTCS
TUIIOBBIE 00PA3LBI C 00OCHOBAHUEM IIPOU3BOIUTEIISL.

5. Ilpu oTi4nu OTAEABHBIX BUIOB 3asIBJICHHOTO MEAUIIMHCKOTO U3AEIUS TOIbKO
10 IIBETOBOM raMMe, JJOCTATOYHO MPE0CTaBIeHUE 00Pa3IloB OHOM I[BETOBOM raMMBI.

6. O0pa3ibl MEMUIIMHCKOTO U3JIENHSI TIOCTIE TPOBEICHUS UCTILITAHUI HE
BO3BPAIalOTCA.
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PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 04.02.2021

[Ipunoxenue 4
K IIPaBWJIAM IIPOBEACHUSA IKCIIEPTU3BI
MEIULIUHCKOTO U3AEIIHS

Cranaapr rocygapcTBeHHO# ycayru «Boeiaaua 3akioueHus o 0e30acHOCTH,

KavecTBe M 3PPEeKTUBHOCTH JIEKAPCTBEHHbBIX CPEACTB U METULMHCKHUX U3eTUIN»

1 HaumeHoBanue yciyrozaa- Pecry6nmkaHcKoe rocy1apcTBEHHOE TPEANIPUITHE Ha ITPpaBe X03IHCTBEHHOTo BeaeHus « HarmoHab-
Tenst HBIIl HEHTP KCHEPTU3BI JEKAPCTBEHHBIX CPEICTB, MEIULIMHCKHUX U3/enuin» KoMuTera MeIMIMHCKOTO U
(hapmaneBTHYECKOTO KOHTPOJIsi MUHUCTEPCTBA 3apaBooxpaneHus Pecriyonuku Kazaxcran (nanee —
YCIIyro/iaTesb)
2 Crioco0sl peocTaBiie- 1)ycnyronarens;
HITL FOCY IapCTBCHHOM 2) Be6-NOPTAI «3NIEKTPOHHOTO TIPAaBUTENLCTBA» WWW.Z0V.kz (nanee - moprai).
yCIIyru
3 Caenenust 06 ycnyronony- | Pusnueckue v I0pHIUUYECKHE JMIA (Jajee - yCIyronoay4aTelb)
yaTee
4 Cpok oKka3zaHus Tocyaap- IUTST IEKAPCTBEHHBIX CPEICTB:

CTBEHHOH yCIIyTU

MpU TOCYIAPCTBEHHO# perucTpanuu — He 6onee 210 (IByXcOT AecsTi) KaleHAapHBIX AHEH;
[IPU TOCYJapCTBEHHOM TepeperucTpanuu — He 6osee 120 (cta qBaanaTi) KaleHIapHbIX JTHEH;

IpY BHECEHHH M3MEHEHHUH B peructpaunoHHoe gocke tuna IA, tuna Ib u tuna Il ¢ nposenenuem nado-
paToOpHBIX HCHBITAHUH — He Ooiiee 90 (1eBAHOCTA) KaJIEHAAPHBIX JIHEH;

IIPU BHECEHUH U3MEHEHUI B perucTpalonHoe gocke Tuna IA, Tuna Ib u Tuna II 6e3 npoBeneHus nabo-
PaTOpHBIX UCTIBITAHUH — He OoJee 60 (IecTHAECITH) KaleHJapHBIX THEH;

Ha MPOBEICHUE YCKOPEHHO IKCIIEPTU3BI JIEKAPCTBEHHOTO Cpe/icTBa — He Ooiee 70 (CeMumecsTi) KaieH-
JIapHBIX JHEH.

JKCIEPTH3a JIEKAPCTBEHHBIX CPE/ICTB, yYaCTBYIOILIMX B MPOLEAype COBMECTHOM npekBanudukamuu BO3
— He 6ornee 90 (1eBSHOCTO) KaJlCHIAPHBIX THEH;

TUTST METUITUHCKUX U3ICTTUN:

TIPU FOCYIAPCTBEHHOM perHCTpaliu, epeperucTpanun kiacca 1 u knacca 2a, TpeOyIOIMX IPOBEICHHS
n1abopaTOPHBIX UCTIbITaHK — He Oonee 90 (IeBsHOCTA) KaICHIAPHBIX JHEH;

MIPH TOCYIAPCTBEHHO# pEerucTpalny, nepeperucrpanuu kiacca 26 (¢ NOBBIMICHHOH CTENCHBIO0 PUCKA) U
KJacca 3 (¢ BBICOKO# CTENEHBI0 PUCKa), TPEOYIOLIHMX MPOBEICHNUS 1a00paTOPHBIX UCTIBITAHUN — HE 00-
nee 160 (cra mecTuaecsaTn) KajJeHAapHbIX THEH;

TIPY TOCYTapCTBEHHOM PEerucTpanyy, NepeperucTpaui MEIUIIMHCKOTO H3/1eNNs, He TPeOyoLIero mpo-
Be/ICHNUS JTabOpaTOPHBIX MCIIBITAHUN HE3aBUCHMO OT Kilacca — He 6osee 90 (IeBsHOCTA) KaleHJapHBIX
TIHE;

[PH BHECCHNU N3MEHEHHI B PETUCTPALIMOHHOE 10Che (63 mpoBeaeH s Tab0paTOPHBIX UCIBITAHMIT) —
He Oosnee 60 (LecTuaecaTH) KaJeHAaPHBIX JHEH;

IPH BHECCHHUH H3MEHEHHMIT B PETHCTPALIMOHHOE 0Che (¢ MPOBEICHUEM J1a00PaTOPHBIX HCIIBITAHUI) — HE
6osee 80 (BOCBMUIECATH) KaJIEHIAPHbIX THEH;

IIPU YCKOPEHHOM 3KcnepTu3e — He Oosee 30 (Tpuanati) pabouux JHeH;

MaxkcuManbHO JOIYyCTHMOE BpeMst O>KHIAHUS JUIS Cla4ud [TaKeTa JOKyMEHTOB - 15 MUHYT;
MaxkcuManbHO JOIyCTHMOE BpeMs 00CTyKUBaHHS yCIyrononydarens — 30 MUHYT.

YcnoBus IPHOCTaHOBICHUSI OKa3aHUS YCIyTH:

B cpoku npoBeneHus SKCIepPTH3bI JIEKAPCTBEHHOTO CPECTBA, MEIHIIMHCKOTO H3AeIHs He BXOIAT CPOKH:

1) nmpefocTaBIeHUs yCIIyroNnoyyaTesieM JOKyMEHTOB U MaTepHaoB 110 3alpocy Ha JII000M M3 3TaIoB
9KCIIEPTU3BI U UX PACCMOTPEHHE YCIyrofaTesneM;
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2) opraHu3aluy ¥ NpoBeJIeHNs (papMaleBTUUSCKONH HHCIEKIMU, MHCIIEKIIMU MEIULIMHCKOTO H3/eIIHNs;
3) opraHu3aly U NPOBeJEeHHs DKCIEPTHOTO COBETA;

4) CorjracoBaHUs yCIIyromnojy4daTejaeM UTOTOBbIX JOKYMEHTOB.

Dopma oka3aHHs rocyaap-
CTBEHHOH yCIIyTH

DnexkTpoHHas (JaCTUYHO aBTOMATH3UpOBaHHAs) (OyMaskHas)

PesynbTaT OKazaHus rocy-
JIapCTBEHHOH YCIyTH

Z[J'ISI JIEKAPCTBECHHBIX CPENICTB:

Beiiaua 3akioueHus 0 6€30macHOCTH, KauecTBe 1 3P (PEeKTHBHOCTH JIEKapCTBEHHBIX CPEICTB MO Gop-
MaM COrJIacHO mpuioxkeHusiM 14, 15 k IIpaBunam npoBeneHus dKCIePTH3BI IEKAPCTBEHHBIX CPEICTB,
100 MOTHBUPOBaHHBIIT OTBET 00 OTKa3e B OKa3aHWU rOCYJaPCTBEHHOW YCIIyTH B CIIy4asX U [0 OCHOBa-
HUSIM, IPEIyCMOTPEHHBIM IyHKTOM 10 HACTOSIIEro CTaHAapTa TOCYAapCTBEHHOM YCIIyTH.

®dopmMa BbIJaua pe3yJibTaTa OKa3aHUs FOCYIapCTBEHHON YCIIYTH: JICKTPOHHAS
VYcnoBue BbIIaun pe3yibTaTa OKa3aHus FOCyJapCTBEHHOW YCIIyTH:

Uepes ycimyroaarens

JIs METMIIMHCKUX W3S

Beiaua 3akioueHus 0 6€30macHOCTH, KauecTBe 1 AP HEeKTHBHOCTH MEIUIIMHCKHUX U3/Ieuil 1o popmam
cortacHo npuiokenusm 12, 13 k IIpaBuiam npoBeIeHHsI SKCIIEPTH3bI MEAUIIMHCKUX U3/IENHi, T100 MO-
THUBHPOBAHHBII OTBET 00 OTKa3e B OKa3aHUHU OCYIAPCTBEHHOM YCIYTH B CIydasiX U [0 OCHOBAHUSIM,
MPeyCMOTPEHHBIM MYHKTOM 10 HacTOSIIIEero cTaHgapTa rocy JapcTBEHHON YCIyTH.

dopma BbIJada pe3ybTaTa OKa3aHHs rOCyIapCTBEHHOM YCIyTry: OyMaKHas.
VYcnoBue BbIIaun pe3ybTaTta OKa3aHus rOCy1apCTBEHHOW YCIyTH:

Yepes ycayrogarenst

YcnoBue XpaHeHusl yCIlyrojaresieM HeBOCTpeOOBaHHBIX B CPOK JIOKYMEHTOB:

IIpu He oOpaleHnH yCIyTronoy4arelis 3a pe3yJibTaTOM roCyJapCTBEHHOW YCIIyTH B YKa3aHHBIH CPOK,
ycIIyroaaTens obecreynBaeT XpaHeHHE 3aKIIF0UCHHS 0 0e30IIacCHOCTH, KauecTBe 1 2()(HEKTHBHOCTH Jie-
KapCTBEHHBIX CPEACTB M MEAULUHCKUX M3zenuii B Tedenue 180 (cTa BocbMuIECATH) KaJCHIAPHBIX THEH

Pa3mep omaTel, B3UMae-
MOH C yCITyTOnoIyJaTens
IpH OKa3aHUM Tocyap-
CTBEHHOH yCIIYTH, U CIO-
cOOBI ee B3UMaHUs B CIIy-
Yasx, IPeyCMOTPEHHBIX
3aKOHOJATeNbCTBOM Pec-
ny6nuku Kazaxcran

Omnara, B3uMaeMasi ¢ yCIIyronoxydaTens IpH OKa3aHUH FOCYAapCTBEHHON YCIIYTH, YCTaHABIMBACTCS B
COOTBETCTBHH C NMPEHCKYPAHTOM YCIyroAaTes, yCTaHABIMBACMbIi YIIOJIHOMOYESHHBIM OPTaHOM I10 CO-
TJIACOBAHHUIO C aHTUMOHOIIOJILHBIM OPTaHOM B COOTBETCTBHHU C MyHKTOM 2 ctathi 239 Konekca Pecny6-
muku Kazaxcran ot 7 utons 2020 roga «O 310poBbe HapoJa U CUCTEME 3{PaBOOXPAHEHHSD H OCYILECTB-
JsieTcst B Oe3HAINYHOM (opMe Ha pacueTHBIH CUeT yCIIyroaaTess

I'paduk pabots! yciayromaa-
Tenst

1) ycnyroaarens — ¢ moHeeabHUKA 1m0 msITHUILLY, ¢ 9.00 1o 17-00 yacos ¢ nepepsiBoM Ha 06ex ¢ 13.00
10 14.00 yacoB, KpoMe BBIXOJIHBIX M MPa3AHUYHBIX AHEH cornacHo TpynoBomy koaekcy PecryOnuku
Kazaxcran ot 23 Hos10ps 2015 rona (nanee — TpynoBoii KoJekc).

2) noprajia — KpyriIoCyTOYHO, 32 HCKJIIOYCHUEM TEXHUYECKHX ITEPEPHIBOB B CBSI3H C IPOBEICHUEM pe-
MOHTHBIX pa0oT (TIpU 0OpalIeHHH YCITyroHoyqaTes ociie OKOHYaHHs pabouero BpeMEeHH, B BBIXO/I-
HBIE ¥ IPa3AHUYHBIC JHU COTIacHO TpylI0oBOMY KOAEKCY IPHEM 3asiBICHHUS U BblAa4a pe3yIbTaTa OKa3a-
HUSI TOCYAAPCTBEHHOM YCITyTH OCYILECTBISIETCS CIIEAYIOIUM pabouuM JHEM).

YcnoBue o0CIy)KUBaHHS YCITyTroAaTeneM:

TocynapcTBeHHas yciiyra OKa3bIBaeTCs B MOPsIIKE Ouepe/id, Oe3 peaBapuTeIbHOIl 3ancH, 6e3 ycKo-
PEHHOTr0 00CITY)KUBAHHUSI.

AJpeca MecT OKa3aHHsSA FOCYAapCTBEHHOH YCIyTH pa3sMeIeHbI Ha:
1) uaTEpHET-pecypce yeryrogarens - www.ndda.kz;

2) moptasie www.egov.kz

[lepeuens HOKyMEHTOB
HEOOXOAUMBIX IS OKa3a-
HUS TOCYAapCTBEHHOM
yCIyru

K YCIIyroaaTero:
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1) 3asBiICHNE HA IPOBEJICHNE SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA MO (POPME COTIIACHO MPUIIOKCHUIO
1 k [IpaBunaM npoBeAEHHS SKCIIEPTH3HI JIEKAPCTBEHHBIX CPEACTB, 3asBICHHIE Ha IIPOBEICHHUE 3KCIICPTH-
3bI MEJIMIIMHCKOTO M3/IeNNS Ha 3JIEKTPOHHOM HocHTele o opme coriacHo npuioxkenuio 1 k [Ipasu-
JIaM MIPOBEICHHUS IKCTIEPTH3BI METUITMTHCKUX H3/ICITHIA;

2) perucTpanoHHOE J0Che JEKaPCTBEHHOTO CPEJICTBA, COAEpIKaIlee MaTePHAIIbI H JOKYMEHTHI 110 (op-
Me COTJIACHO NpUIIoXkKeH IO 2 k IIpaBuiaM NpoBeeHuUs IKCIIEPTH3bI IeKapCTBEHHBIX CPEJCTB JUIs IPOH3-
ojurenet Pecrryomuku Kazaxcran uim B popmare OOLIEro TeXHUUECKOTO JOKYMEHTa 110 popMe co-
ITIACHO NPUIIOKeHHMIO 3 K [IpaBmiiaM poBeJeHUs SKCIIEPTU3bI JICKAPCTBEHHBIX CPEICTB, PErUCTPALINOH-
HOE JJOCh€ MEAHIIMHCKOTO M3/CMIHs Ha YJICKTPOHHOM HOCHTENE, COIEPIKAIIEe MATCPUAIIBI U JOKYMEHTBI
110 (hopMme COrIacHO NpuiIoKeHuo 2 k ITpaBuIaM MpoBeAeHNs IKCIEPTH3bI MEAUIIMHCKUX U3/ICIHI;

3) 00pas3iibl IEKapCTBEHHBIX CPEACTB, MEAUIMHCKUX U3CUI (32 HCKITFOYCHUEM MEIUIIMHCKUX H3/1e-
JIMH, ABJSIFOLIMXCSI arapaTaMu, npudopamu, 060pyI10BaHHEM), CTaHIAPTHBIE 00Pa3Ibl XUMHYIECKHX Be-
LIECTB, CTaHIAPTHBIE 00Pa3Ibl OHOJOTHYECKHUX MPENapaToB, TECT-IITAMMbI MUKPOOPTaHU3MOB, KYJIb-
TYp KJIETOK, CIIeHU(UISCKUX PeareHTOB, PACXOAHBIX MATEPUAJIOB, HEOOXOIUMBIX JUIS BOCIIPOU3BOAUMO-
CTH METOHK JTab0paTOPHBIX UCIBITAHUI B KOJINYECTBAX, JOCTATOYHBIX LTSI TPEXKPATHBIX J1abopaTop-
HBIX UCIBITAHHI C OCTATOYHBIM CPOKOM TOAHOCTH HE MEHee 9 (IeBATH) MecsIeB (3a HCKITIOUCHHEM CITy-
4aeB, He TPEOYIOIINX MPOBEICHHUs JTA0OPATOPHBIX UCIBITAHHN);

4) KOITUIO JOKYMEHTA, ITIOATBEPKAAIOMICTO OIUIATYy YCIYTOIIOJYydaTe/IeM CYMMBI U1l ITPOBEACHUS IKC-
TIEPTU3BI.Ha TOpTAJI:

1) 3asiBIICHHE B 2JIEKTPOHHOM BHJIE HA MPOBEACHHE IKCIIEPTU3BI JICKAPCTBEHHOTO CPeCTBa 10 hopme
cornacHo npuioxenuto | k [IpaBunam npoBeaeHNs SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB, HA IPOBEIE-
HHE 3KCIEPTH3bl MEAUIIMHCKOT0 n3zaenust no Gopme coriacHo npuioxenuro 1 x [IpaBunam nposenenus
9KCIEPTU3bl MEAULIMHCKUX U3EIN;

2) 3NEKTPOHHYIO KOIHIO PErUCTPALMOHHOTO J0ChE JISKAPCTBEHHOT'O CPEJICTBA, COJIEpIKalllee MaTepHUalIbI
¥ JIOKYMEHTHI 110 (hopMe COTIacHO NpHiIokeHHIo 2 K [IpaBuiaM nmpoBeieHHs SKCIIEPTH3HI JICKAPCTBEH-
HBIX CPEACTB A1 npou3Boauteneii Pecriyomauku Kazaxcran wim B popmare OOLIEro TEXHUUECKOTO J10-
KyMEHTa 1o (popMe COTJIaCHO MpuItokeHuto 3 k [IpaBuiiam mpoBeeHHUS SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB, JIEKTPOHHYIO KOHIO PETUCTPALIMOHHOTO 10Che MEAULIMHCKOTO U3EHs COTJIacHO MPHIIOKe-
Huo 2 k [IpaBuiaM npoBeeHNs SKCIIEPTH3bI METUIIMHCKIX M3ICITHIA;

3) oOpa3iibl JISKAPCTBEHHBIX CPEJCTB, MEAULIMHCKUX U3/ENHUMA, CTaHIapTHBIE 00pasLbl, crienuduieckue
peareHThbl, pacXoHbIe MaTepUaIbl, HEOOXOIUMBIE JIsl BOCIIPOM3BOJUMOCTH METOAUK JJAOOPaTOPHBIX
HCIIBITAaHHH, 3aBUTENb IpefocTaBisieT B LleHTp obcmyxuBaHus 3asButeneil (nanee - L{O3) ycmyrogare-
71 B KOJIMYECTBAX, JOCTATOYHBIX [/ TPEXKPATHBIX UCIIBITAHUI C OCTATOYHBIM CPOKOM T'OJHOCTH HE Me-
Hee 9 (neBsiTH) MecsIeB (3a UCKIIIOYEHHEM CIIy4aeB, He TPEOYIOUIUX MTPOBECHHUS J1a00PAaTOPHBIX UCIIBI-
TaHWN);

4) 21eKTPOHHYIO KOIUIO JOKYMEHTA, IIOATBEPKJAIOILETO OIIATy yCIyronoylydaTeneM CyMMBI JUISl IIPo-
BEJIEHUS] SKCIEPTU3HI.

CBezneHHs 0 JOKYMEHTE, yJOCTOBEPSIONIEM JINYHOCTD, O TOCYJapCTBEHHOH perucTpanuu (Iepeperi-
CTpAaLMH) IOPHMYECKOTO JINLA, CBUACTENBCTBA O TOCYAAPCTBEHHON PErUCTPALMK YCIIYTONoIyyaTels B
KauecTBe MHANBHIYaJIbHOTO IPEIPUHUMATENS, COAEPHKAILUECS B TOCYAapPCTBEHHBIX HH(OpPMaIMOH-
HBIX CHCTEMaXx, YCIyroJareib MoJIy4aeT U3 COOTBETCTBYIOLIMX TOCYAAPCTBEHHBIX HH(OPMAIIMOHHBIX
CHCTEM Yepe3 LIII03 «AJIEKTPOHHOTO IPAaBUTEIBCTBAY.

Ycayromnoiry4yarelns JaeT COTIache Ha UCIIOIb30BaHUE CBEACHUH, COCTABIIAIOIINX OXPAHAEMYIO 3aKO0-
HOM TaliHy, COIePIKAILUXCS B MHPOPMAIIMOHHBIX CHCTEMaX, IPU OKa3aHUU FOCYIapCTBEHHBIX YCIIYT, eC-
JI MHOE He MPeAyCcMOTpeHo 3akoHamu Pecnyonuku Kazaxcran.

HOﬂTBep)KZlEHI/IeM TIPUHATHA 3asBJICHUS Ha 6yMa)KHOM HOCHUTEIJIC ABJIACTCA OTMETKA HAa €ro KOIUU O pe-
TUCTpanuu B I_IO3 yciayroaareis ¢ yKasaHueM JaTbl U BDEMEHU IIpUEMa I1akeTa JOKYMEHTOB.

10

OcHoBaHHuA )i OTKa3a B

OKa3aHHUH TOCYJapCTBEH-

HOIf YCITyTH, yCTAaHOBIICH-
HBIE 3aKOHOIATENLCTBOM

Pecniyonuku Kazaxcran

1) ycTaHOBIIEHHE HEJJOCTOBEPHOCTH JOKYMEHTOB, IPEACTABICHHBIX YCIIYTONOIyyaTeaeM JUlsl Hoyye-
HUSI TOCYapCTBEHHOHN yCIIyTH, U (MIIH) JaHHBIX (CBEICHUI), CONEPIKALIUXCS B HUX;

2) HECOOTBETCTBHUE YCIYTONOMydaTels U (MIN) MPEACTaBICHHBIX MaTepHUaoB, OOBEKTOB, JaHHBIX U CBE-
JICHHUH, HeOOXOAMMBIX ISl OKa3aHUsI TOCYJapCTBEHHON yCiIyrH, TpeboBaHusaM [IpaBuit mpoBeaeHust IKe-
TePTU3HI JIEKAPCTBEHHBIX CPEJCTB U MEIUIIMHCKHUX H3/ICIIHIA;
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AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 04.02.2021
DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaakiuu 27.01.2021
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

JlaTa ckauMBaHHS 04.02.2021

3) B OTHOLIEHUH YCIIyTrOMOJy4aTelIsi UMEeTCs BCTYNHUBIIEE B 3aKOHHYIO CHILy pelieHue (IIpUroBop) cyna
0 3alpeIleHUH JeSITEIbHOCTU WU OTAENbHBIX BUIOB JEATEIbHOCTH, TPEOYIOLIMX ITOTYUeHUs OIpeie-
JICHHOH TrOCyJJapCTBEHHON YCIIyTH;

4) B OTHOLLICHHH YCIIyTOHOJIy4aTeNsi MMEETCsl BCTYNUBIIEE B 3aKOHHYIO CHITY pelLIeHHe Cy/a, Ha OCHOBa-
HHUH KOTOPOT'O YCIIYTrONoJydaTelib JIUIIEeH CeHaIbHOTO IPaBa, CBI3aHHOTO C MOIyYeHHEM rocyaap-
CTBEHHOH yCIIyTH.

11

Wnble TpeboBaHus ¢ yue-
TOM O0COOEHHOCTEH OKa3a-
HHS TOCYAQPCTBESHHOM

ycIyru

VYenyromnoydaresb 3aKI04aeT ¢ yCIyrojareaeM J0roBop Ha IPOBe/IecHHEe SKCIEPTU3bI U IPOU3BOAUT
OIUIaTy B COOTBETCTBUM C IPEHCKYPAHTOM YCIYroJares, yCTaHaBIMBAaEMbIM YIOJIHOMOUEHHbBIM Opra-
HOM I10 COTJIACOBAHUIO C aHTUMOHOIOJIbHBIM OPraHOM B COOTBETCTBHU C IyHKTOM 2 cTatbi 239 Kozek-
ca Pecy6nuxu Kaszaxcran ot 7 uronst 2020 roga «O 310poBbe HAposia U CUCTEME 3[]pAaBOOXPaHEHUS.

[TonHOMOUMS IPEeCTaBUTEIS YCITyTrONOydaTeNst 0pOpMISIOTCS B COOTBETCTBHH € FPAXKIAHCKUM 3aK0-
HonarenbcTBoM PecriyOnuku Kazaxcras.

Jist mony4eHust roCyIapCTBEHHOM YCIyTH uepe3 noprai Heooxoaumo Hamuyue DI

VYenyromnonyyarenb noty4aeT HHGOPMALHUIO O HOPSIAKE U CTaTyce OKa3aHUs TOCYIapCTBEHHON yCIIyTH B
pexUMe YAAICHHOTO JOCTYIIA TOCPEICTBOM «JIMYHOTO KaOHMHETa» HHPOPMAIIMOHHOM CHCTEMBI YCIyTo-
JIaTeIs, & TAK)Ke €JIMHOTO KOHTAKT-IIEHTPa I10 BOIIPOCaM OKa3aHHUs TOCYIaPCTBEHHBIX YCIYT.

VYenyrogatens npu He0OXOAUMOCTH 3aIPAIINBACT y YCIyTONONTydaTells Pa3bsICHEHUS I yTOUHCHUS
10 KOHKPETHBIM TIOJIOKEHUSIM B IIPEIOCTABICHHBIX JOKYMEHTaX M MaTepHaIax PEruCTPalOHHOIO 10~
cee. [lepenucka ocymecTiusercs myTeM GopMUPOBaHHs JJIEKTPOHHOIO JOKYMEHTa Yepe3 HHpopMaIu-
OHHYIO CHCTEMY YCITyrofaTels WK Ha OyMaxkHbIX Hocutessix depes 1103 yemyronarens.

EnuHbI KOHTaKT-IIEHTP 110 BOTIPOCAaM OKAa3aHMs TOCYJapCTBEHHBIX yciyT: 1414.

[Nopsimok obGxamoBaHuUs
pemeHuii, neficteuii (0e3-
JIEHCTBHSI) YCIyTOAATENs
110 BOIIPOCaM OKa3aHus ro-
CyJIapCTBEHHOM yCIIyTH

JKanoba nopaercs B MUCbMEHHOM (hOopMe Ha UMS PYyKOBOAUTEINS YCIyTOAaTeNs U MOUIEKHT PacCMOTpe-
HUIO B TeUeHHe 5 (1ATh) pabouuX JHEH co JHS ee perucrpauni. MOTHBHPOBAHHbINH OTBET O pe3yJibTa-
TaxX PaCCMOTPEHNUS JKaT00bI HAIIPABILIETCS 3asBUTENIO IO IOYTE JTHOO0 BBIIACTCSA HAPOUHO B KAHIEISIPUH
yCIIyrofaTes.

JXKanoba, mocTynuBIIas B apec YIOJHOMOYEHHOIO OpraHa 110 OIIeHKE U KOHTPOJIIO 3a KaueCTBOM OKa3a-
HUSI TOCYapPCTBEHHBIX YCIIYT, MOAJIEKUT PACCMOTPEHHUIO B TeueHHe 15 (maTHaauaT) pabouux aHeH co
JIHS €€ PErUCTpaLMu.

B ciyuasix Hecornacus ¢ pe3yJbTaTaMHi OKa3aHHOM rOCYAapCTBEHHOM yCIIyTH, 3asBUTEIb 00paIiaeTcs B
CYZ B yCTaHOBJICHHOM 3aKOHOzaTebcTBOM PecryOnuku Kasaxcran nopske.
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KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Cakray KyHi

DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB }la'ra penaxuuu

Penakumsnay kyHi

JlaTa ckauMBaHHS
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04.02.2021
27.01.2021
04.02.2021
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K ITpaBHJIaM IIPOBCACHHUSA SKCIICPTU3bI

[Ipunoxenue 5

MCOUITMHCKOI'O N30SI

dopma

OT14yer HAYAIBLHOH IKCHEPTU3BI MCAUINUHCKOI'0 U31€/IUH, IIPECACTABJICHHBIX HA

IKCNEPTHY

HpOBeI[GHa HadaJIbHAA SKCIICPTHU3a MCAUIUHCKOI'O U3JACIUSA, IPCAOCTABIICHHOT O

AKCHEPTUIY

®.1.0. (mpu HaNU4KK) FKCIIepTa

Ne 3asBku U 1ata

Jlata nocTyruieHus JOKYMEHTOB Ha HAaYaJIbHYIO SKCIIEPTU3Y

ToproBoe HaMEHOBaHHUE MEIUIITHCKOTO H3AETIHS

HasznaueHne MEeTUIIMHCKOTO U3/IEHS

O6nacth MpUMEHEHHS

Kiacc B 3aBUCMMOCTH OT CTEIIECHH MOTEHIIMAIBLHOTO pHUCKa NIPUMCHCHUSA

Sl P SN IR Il el

3asBUTEIb

JlaHHBIE O IPOU3BOIUTEIIE:

Tumn OpraHu3anvy Uiu y4aCcTOK IIPOU3BOACTBA

HaumenoBanue
OpraHu3aluu

Crpa-
Ha

Opumm-
YECKUU
azpec

IIpousBoaurenn

IIpousBoacTBEeHHAs IO IKa

YomTHOMOUYEHHBIH NMPeICTaBUTENb TPOU3BOANUTEIS

YnakoBiuk (pu HEOOXOJMMOCTH)

THit (MHOUIEHTOB) Ha TeppuTopun PecnyOnuku Kasaxcran

KonrakTHbIC JaHHBIC YIIOJJHOMOYCHHOT'O JIMIIa IO MOHUTOPUHTY Heﬁnaronpnﬂmmx COOBI-

1. HauanpHas OKCIICPTHU3a IO OOCHKE IMOJIHOTBI, KOMIIJICKTHOCTH U COOTBCTCTBUA

AJOKYMCHTOB PCTUCTPALIMOHHOI'O JOCHC, IIPCACTABJICHHBIX 3aABHUTCIICM B

PErUCTPAlMOHHOM J1I0ChE, TPEOOBAHUSM JEHCTBYIOLIEIO 3aKOHOIaTEIbCTBA

(yKaBI::IBaIOTCSI 3aMcUaHus IO HCKOMINIICKTHOCTH JOCbC U HEIIPABUIIbHOCTH

oopMIIeHUS JOKYMEHTOB).

2. Peructpaiusi B cTpaHe-npou3BoAUTENE (U3TOTOBUTEIIE) U IPYTUX CTpaHaX:

Crpana Ne 1oKyMeHTa, yIOCTOBEPSIOLIETO PETUCTPAIINIO

JlaTa BbIaun [Ipumeuanue sxcepTa
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; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.02.2021

o ik G N [ ?;gnogﬂmﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 27.01.2021
my6anku KasaxcraH B 9J€KTPOHHOM BHIE TlaTa ckaunBanus 04.02.2021

3. CooTBeTCTBHE KIacca MEJUIIMHCKOTO U3/IEIHs B 3aBUCUMOCTHU OT CTEIIEHU
HNOTEHIMAIBHOTO PUCKA MPUMEHEHUS, YKA3aHHOTO B 3asIBJICHUU U JOKYMEHTax
PETUCTPALIMOHHOTO JIOChE:

Ne Kunacc B cooTBeT- Kiacce B cooTBeTCTBHH € JAOKYMCHTaMH HaumenoBanue JOKYMEHTa B pETUCTPALlIOH- HpI/IMC'-Ia-
CTBHH C 3aBJIICHUEM PETUCTPALIMOHHOI'O JOCHE HOM JJOCBEE 00 YKa3aHuH KJjlacca HHUEC SKCHep-
Ta

4. OrieHKa HATMYUST MAaKETOB YIIAKOBKH, ITHKETOK, CTUKEPOB Ha BCE BUJIBI
YIaKOBOK 3asIBISIEMOTO MEAUIIMHCKOTO U3ICTHUS ¥ €T0 MOIU(PHUKAIIN B COOTBETCTBUU C
TpeboBaHMUsIMU 3aKkoHOAaTeNbcTBa PecyOnuku Kazaxcran B cepe oOpaieHus
JICKaPCTBEHHBIX CPEACTB M MEIUIIMHCKUX M3ICITHIA.

5. 3aKIIroueHueE:

OTka3ats B JajbHelmeH 3xcriepTuse (¢ 000CHOBaHUEM)

HpOZIOJ'DKI/ITL OKCIIEPTU3Y MEAUITUHCKOI'O U3ACIUSL

PykoBOIMTENH CTPYKTYpPHOTO MOJIpa3/ICIICHHS

NnOONUCD D.U1.0 (npu naruuuu)
Okcnept

noonuco @.U1.0 (npu naruuuu)
Jlara



e.zarli

KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Cakray KyHi

DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB }la'ra penaxuuu

Penakumsnay kyHi

JlaTa ckauMBaHHS

27.01.2021
04.02.2021
27.01.2021
04.02.2021

K ITpaBHJIaM IIPOBCACHHUSA SKCIICPTU3bI

[Ipunoxenue 6

MCOUITMHCKOI'O N30SI

dopma

OT4eT HAYAJIBHOM IKCIIEPTU3bI U3MEHEHU I, BHOCUMBIX B PeriCTPAlMOHHOE 10Che

MEAUINHCKOI0o u31e/Jins

HpOBeI[GHa HadaJIbHAA SKCIICPTHU3a MCAULIMHCKOI'O U3JACJIUS IMPEAOCTABIICHHOT'O

Ha JKCIIEPTHU3Y [P BHECEHUU U3MEHEHUN B PETUCTPALIMOHHOE JOCHE

®.1.0. (mpu HaNU4KK) FKCIIepTa

Ne 3asBku U 1ata

Jlata nocTyruieHus JOKYMEHTOB Ha HAaYaJIbHYIO SKCIIEPTU3Y

ToproBoe HaMEHOBaHHUE MEIUIITHCKOTO H3AETIHS

HasznaueHne MEeTUIIMHCKOTO U3/IEHS

O6nacth MpUMEHEHHS

Kiacc B 3aBUCMMOCTH OT CTEIIECHH MOTEHIIMAIBLHOTO pHUCKa NIPUMCHCHUSA

Sl P SN IR Il el

3asBUTEIb

JlaHHBIE O IPOU3BOIUTEIIE:

Tumn OpraHu3anvy Uiu y4aCcTOK IIPOU3BOACTBA

HaumenoBanue
OpraHu3aluu

Crpa-
Ha

Opumm-
YECKUU
azpec

IIpousBoaurenn

IIpousBoacTBEeHHAs IO IKa

YTOITHOMOYEHHBIHN NMpeICTaBUTENb IIPOU3BOJUTENS (TIPU HATMYNH)

YnakoBiuk (pu HEOOXOJMMOCTH)

KonrakTHbIC JaHHBIC YIIOJJHOMOYCHHOT'O JIMIIa IO MOHUTOPUHTY Heﬁnaronpnﬂmmx COOBI-

THit (MHOUIEHTOB) Ha TeppuTopun PecnyOnuku Kasaxcran

1. HauanpHas OKCIICPTU3a KOMINNICKTHOCTH PErUCTPAIMOHHOTO 10CHE U

IMpaBHJIIBHOCTHU O(i)OpMJ'IeHI/ISI MMpCACTABJICHHBIX JOKYMCHTOB COINIACHO IICPCUHIO BUJIOB

HBMCHCHHﬁ, BHOCHUMBIX B PECTUCTPALMOHHOC JOCHEE MCAUITMHCKOI'O U3ACIINA B IICPUO]

JEUCTBUS PETUCTPAIIMOHHOTO YOCTOBEPEHUS COTJIACHO MPUIIOKEHHIO 14 K HACTOSIIUM

HpaBI/IJ'IaM (YKaSBIBaIOTC}I 3aMC4yaHMs 110 HCKOMIIJICKTHOCTH OOChC, HCO6XO,Z[I/IMOCTI/I

penocTaBiIeHUsl 00pa3lioB MEAULIMHCKOTO U3/ENINS U TPAaBUILHOCTH 0()OPMIICHHS

JIOKYMEHTOB).

2. PCFI/ICTpaI_[I/I}I B CTpaHE-IIPOU3BOAUTEIIC (I/ISFOTOBI/ITCJ'IG) 1 Apyrux CTpaHax:

No

Crpana Ne 1oKyMeHTa, yIOCTOBEPSIOIIECTO PETHCTPALUIO

JlaTa BbIIauMn IIpumeuanue 3xcnepra
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; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.02.2021

* i [ = | [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 27.01.2021
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 04.02.2021

3. CooTBeTCTBHE KJIacca MCIUIMHCKOI'O U3CINA B 3aBUCUMOCTH OT CTCIICHHU
IMOTCHOMUAJIbHOI'O PUCKA IMPUMCHCHUA, YKAa3aHHOI'O B 3aABJICHUH U JOKYMCHTAX

PETUCTPALMOHHOTO JOChE:

Ne | Kuacc B cooTBeT- Kiacc B cOOTBETCTBUU C JOKYMEHTaMHU HaumenoBanme 1okyMeHTa B perHCTPalliOH- IIpumeya-

CTBUHU C 3asBJICHUCM PETUCTPALTUOHHOI'O 1O0CHE HOM JI0Che 00 YKasaHHHU Kj1acca HHUE dKCIEp-
Ta

4. OueHka HATUYUS MAaKETOB YIAKOBKU, ITUKETOK, CTUKEPOB Ha BCE BUJIBI
YIaKOBOK 3asiBJISIEMOI0 MEAMIIMHCKOIO U3JIENNS U €ro MOAU(UKALUNA B COOTBETCTBUH C
TpeOoBaHUSIMU 3aKoHOAaTeNbecTBa PecyOnuku Kazaxcran B cepe oOpaieHus
JI€KapCTBEHHBIX CPEJICTB U METUIIUHCKUX U3/1EITHUI.

5. Buabpl BHOCUMBIX U3MEHEHUI B cOOTBETCTBUU C [Ipunoxkennem 14 k

HacToswmM [IpaBunam

Penakuus 10 BHECEHUSI H3MEHEHUS Penakuus mociie BHeCEHHsI M3BMEHEHUI

6. 3aKIro4YeHue:

Ortka3zath B janbHeiinieil sxcrepTuse (¢ 000CHOBaHHEM)

ITponomxuTe SKCIepTU3y

PyxoBoautens CTpyKTypHOTO NOApa3aeaeHHs

noonuco @.U1.0 (npu naruquu)

Dkcnept

noonucw @.N.0 (npu Hanuuuu)
Jara



Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI
DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB

e.zarli

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penaknusinay kyHi 27.01.2021

Cakray KyHi 04.02.2021
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[Ipunoxenue 7

K ITpaBHJIaM IIPOBCACHHUSA SKCIICPTU3bI

MCOUITMHCKOI'O N30SI

Hepequb BH/10B H3MeHeHHﬁ, BHOCHMBIX B PEruCTPpaAaiuHoOHHOEC J0CHE

MEJIMIMUHCKOI0 U3J1€JIUSI B IIEPHUO/I HeﬁCTBHﬂ PErUCTPAINHOHHOIO YAOCTOBEPCHUSA

N3menenune

VYcnoBus (3amMevanus)

[TepeueHb TOKyMEHTOB M MAaTEPUAJTIOB, HEOOXOIUMBIX JUIS
BHECCHMS U3MCHCHMI

1

2

3

1. 3meHeHue cBeeHU# O Ipou3-
BOJIUTEJIE TIPOU3BOICTBEHHOM IIIIO-
aJKe MEIMIIMHCKOTO M3/1eJIus

OCHOBHOE yCJIOBHE - HOBasl JIMIICH-
3Ms Ha TIPOU3BOJICTBO BhIJJaHHAS
YIIOJIHOMOYEHHBIM OPTaHOM CTPaHBI
npon3BoanTeENs (M3roroBuTeNs)Me-
CTO MPOU3BOJCTBA HE H3MEHHJIOCH.
Her m3menenuii B mpon3BOICTBEH-
HOM TIpoLecce W criennpUKALUsIX,
BKJIFOYAst METO/bI UCITLITAHMS.

1. IokyMeHT, yOCTOBEPSIIOMNI PErUCTPALIUIO METUIIIH-
CKOTO M3JIeNIUs B CTPaHE MPOU3BOAMTENE (PErUCTPALIMOH-
HOE Y/ZI0CTOBEpEHHE, HOTapUaJIbHO 3aCBU/IETEIILCTBOBAH-
ubIit Ceprudukar ceodonHoit nponaxu (FreeSale), Cepru-
(UKAT HAa DKCHIOPT) C BHECEHHBIMH H3MEHEHUSMU

2. JIOKyMeHT, TOATBEP>KAAIOIINI BHECEHHE M3MEHEHUH (C
YKa3aHUEM JaThl BHECCHUS M3MEHEHHS) OT YIIOJIHOMOYCH-
HOT'O OpraHa CTpaHbI— POU3BOAMUTEIS

3. Komuu ceptuuKkaToB Ha CUCTEMY MEHE/PKMEHTA Kade-
CTBa MPOU3BOIUTENS MeqUIMHCKUX n3aenuii ISO 13485,
GMP 1160 cooTBETCTBYIONIMH pErHOHAIBHBINA MITH HAIlMO-
HaJIBHBIA CTaHIAPT) C ayTEHTUYHBIM IIEPEBOZOM Ha pyc-
CKHH sI3bIK 3aBepSeTCs IPOU3BOAUTENIEM HIIH €TI0 YIOJIHO-
MOYCHHBIM MpezcTaButeneM ¢popmat: PDF

4. leknapanusi 0 COOTBETCTBUH TPeOOBaHUSIM O€30MacHO-
CTU U 9(PPEKTUBHOCTH MEUIIMHCKOTO U3/IEJIHS WIIN DKBHUBA-
JICHTHBII JOKYMEHT C ayTeHTHYHBIM [IEPEBOJIOM Ha PyC-
CKHI1 SI3bIK

3aBepsieTcsi MPOU3BOAUTENIEM WITH €T0 YIIOJTHOMOYESHHBIM
npezacraButenem popmat: PDF

5. Komust periucTpainoHHOTO yIOCTOBEPEHHS BBIIAHHOTO B
Pecny6nuke Kazaxcran

6. [TucpMO MpOU3BOAUTES, yIOCTOBEPSIOLIEE, UTO IPOU3-
BOJICTBEHHBIH MPOLIECC U KOHTPOJIb 38 KaUeCTBOM U 0e3-
OIIACHOCTBIO F'OTOBOT'O MIPOJYKTa OCTaloTCs 0€3 u3MeHe-
HUMH, C yKa3aHHEM JIaThl BHECEHHS U3MECHCHUH

7. TIpoeKThI HHCTPYKUUIT O MPUMEHEHHIO METUIIHCKOTO
M3IENUs PYKOBOJICTBO IO 9KCIUTyaTaluu (Ha 3JIeKTPOHHOM
Hocurene CD B ¢popmate DOC

8. CnpaBka ¢ BHECEHHBIMU H3MEHEHUSIMHU

9. Maket MapkupoBk# (Ha 31ekTpoHHOM Hocutene CD B
dhopmare JPEG)

10. Onucek TOKyMEHTOB

2. I3MeHeHue cBeieHui 00 yrod-
HOMOYCHHOM IIpe/ICTaBUTEE,
BKJIIOYAs CBEJICHHS O PEOpPraHu3a-
MU FOPUANYECKOTO JIHIa, 00 u3Me-
HEHHH er0 HANMCHOBAHMS, H3MEHE-
Hun ©.1.0. (npu Hamuuum) agpeca

Buecenue n3meHeHuii B perucrpanu-
OHHOE yJIOCTOBEPECHHE HE BIMCT Ha

3¢ dexTuBHOCTD U 6E30MaCHOCTh Me-
IIUIAHCKOTO M3IEITHS

1. Konust tokyMeHTa, HOATBEPKJAI0IIEro MOTHOMOYHS
YIOJIHOMOYEHHOTO MPEACTaBUTENS TPOH3BOANUTEIS

2. Konust perucTpaluoOHHOIr0 y10CTOBEPCHUA

3. [LOKyMeHTLI, TIOATBEPIKAAIONINEC U3BMCHCHUS

4. Omch JOKYMEHTOB
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MECTa KXKUTCJIbCTBA MHANBUAYAJIb-
HOI'0 IpeAnpuHUMaTE]Is

5. HpoeKT UHCTPYKIUU 110 MEJUITUHCKOMY ITPUMEHECHUIO
MCEIUIIMHCKOI'O U3JCJIUS Ha Ka3aXCKOM U PYCCKOM S3bIKax

3aBepsercs 3asBureneM popmar: PDF, DOC

3. MI3MeHeHne HAaMMCHOBAHHS Me-
UIHHCKOTO M3IETIHs

MoTtuBHpoBaHHOE 000CHOBaHHE
HE0OXOJUMOCTH H3MEHEHHUS HanMe-
HOBaHUS MEAULUHCKOTO U3JENus, He
BJIMSIIOLIET0 Ha (PYHKIMOHAIBHBIE U
TEeXHUYECKHUE XapaKTePUCTHKU

1. 3asiBiieHHe HA BHECCHHE M3MEHEHUI 110 YTBEPIKACHHOM
dhopme (ua anexktporHoM Hocutene CD B hopmare DOC

2. HorapuanbpHO 3aCBH/IETENBCTBOBAHHBIN JOKYMEHT, YIO0-
CTOBEPSIOIINI PErHCTPALINIO MEAUIIMHCKON TEXHUKH (Me-
JUIMHCKOT'O U3/IeJIHs) B CTPaHe MPOU3BOAUTENE (perucrpa-
LIMOHHOE ynocroBepenue, CepTudukar cBoOOIHOM Mpoja-
xu (FreeSale), CepTudukar Ha S5KCIIOPT) ¢ BHECEHHBIMH H3-
MEHEHUSIMU

3. Komust perncTpanoHHOTO yIOCTOBEPEHHS BBIIAHHOTO B
Pecny6nuke Kazaxcran.

4. IMuceMo pon3BoaUTENs (M3TOTOBUTENS), COACPIKAIICEe
MOTHBHPOBAaHHOE 00OCHOBaHUE HEOOXOAUMOCTH H3MEHE-
HUSI HAMMEHOBAHUS MEIUIIMHCKOTO M3/IEJIHS , HE BIIMSIOLIE-
r0 Ha QYHKIIMOHAJBHBIC U TEXHHYECKHE XapaKTePUCTUKH
MEIMIUHCKOTO U3IETUS

5. IIpoeKT HHCTPYKIMH O METUIIUHCKOMY IPHUMEHEHUIO
MEJMIIMHCKOIO M3/€JIMs Ha KA3aXCKOM M PYCCKOM SI3bIKaxX

3aBepsietcs 3asButenem popmat: PDF, DOC

6. MHCTpYKLUS 110 IPUMEHEHUIO MEAUIIMHCKOTO U3/IeIus,
YTBEPK/ACHHAs B CTPaHE-TIPOU3BOJHUTEINE C Ay TEHTUYHBIM
HepeBOJIOM Ha PYCCKUi s3bIK 3aBepsieTcs IPOU3BOIUTEIEM
WM €TO YIOJHOMOYEHHBIM IpeicTaButeneM gopmar: PDF

7 CnpaBKa C BHCCCHHBIMH U3MCHCHHUSIMUA

8. [IpoeKT TekcTa MaKkeTa YHaKOBKU, ITUKETKH, CTHKEpa Me-
JUIIMHCKOTO W3/IeHs Ha Ka3aXCKOM M PYCCKOM SI3bIKax 3a-
BEPSICTCSI POU3BOJUTENIEM HITH €T0 YIIOIHOMOYCHHBIM
npeacrasuteneM popmat: PDF, DOC, JPEG

LIBeTHbIE MaKeThl yIaKOBOK, STHKETOK, CTUKEPOB (IIpH
HEOOXOMMOCTH)

9 . ®ororpaduyeckue N300paKeHHs OOIIETO BHJIa METU-
LMHCKOT'O M3/EJIHS BMECTE C IIPHHAUISKHOCTIMH, HE00X0-
IMMBIMH [UTSI IPUMEHEHUSI 110 HA3HAYCHHIO (Pa3sMepoM He
Mmenee 18 x 24 cantimMeTpa)

10. Onuck 1OKyMEHTOB

4. CocTaB NpUHAJICKHOCTEH U
(MITH) KOMIUIEKTYIOIUX U (MJIH)
PacXOIHBIX MaTepUaIOB, OOHOBIIE-
HHe (YCTaHOBKA HOBOI1 BEpCHH)
HNPOrPaMMHOT0 00eCTIeUeHNUS

OrtcyrcTBHe BiusHUS Ha Ge3omac-
HOCTb, Ka4eCTBO U 3((PEKTUBHOCTD
MEUILIHCKOTO M3/IeIIHsl, Ha (DYHKIIH-
OHAJIbHBIC XaPAKTEPUCTUKK MEIULINH-
CKOTO H3/IeIHs

1. 3asiBneHne Ha BHECEHUE U3MEHEHHH MO yTBEP KIACHHOMN
dhopme (Ha anexktporHoM Hocuteae CD B popmare DOC

2. Komnusi perucTpauuoHHOro yI0CTOBEPEHHS BEIIAHHOTO B
Pecnybnmke Kazaxcran

3. IluceMo npou3BoAMTENS (M3TOTOBHUTEIS ), COIEpIKALIEEe
MOTHBHPOBaHHOE 0OOCHOBaHNE HEOOXOANMOCTH H3MEHE-
HUSI B COCTaBE KOMIUIEKTYIOIINX U YKa3aHWEM HOBOTO TIe-
peYHsI KOMIUIEKTYIOLIHX, TOATBEPKAAIOIINX OTCYTCTBUE
BJIMSIHUS Ha (DYHKIMOHAJIBHBIC XapaKTEePUCTHKHA MEIHLINH-
CKOTO u3/1eNus (BKII0Yask paCIIMPEHUE CIIEKTPA BBISBIIsIC-
MBIX QHAJIMUTOB MEIUIIMHCKOTO U3enus i in vitro (IVD)
JIMATHOCTHUKN).
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4. IIpoeKTbl HHCTPYKIMI 110 IPUMEHEHHIO MEAULIUHCKOTO
u3zenus (9KCIUTyaTal[MOHHbINH) JOKYMEHT Ha Ka3aXCKOM H
PYCCKOM sI3bIKe

3aBepsieTcst IPOM3BOAUTEIIEM HIIH €T0 YIIOTHOMOYCHHBIM
npeacrasutenem ¢popmat: PDF, DOC, JPEG

5. OOHOBIIEHHAs CIIPAaBKa C yKa3aHUEM TepPEeYHs] KOMILIEK-
TYIOIUX U PACXOJHBIX MaTEePUAJIOB 110 YTBEPKIEHHOH (op-
Me. BapuanTsl ncnonaenus o gopme

6. Ornch TOKyMEHTOB

7. B ciiydae noGaBieHHs] KOMIUIEKTYIOIIETO, PACXOAHOTO
MaTepralia SBISIOIIErOCs MEAUIIMHCKIM H3/1eJIneM — 00-
pasibl METUIUHCKOTO U3/IeIHs (B CIydae CTEPHILHOTO
NPEeOCTABISIETCS BECh KOMILIEKT) M JIOKYMEHT I10 Ka4eCTBY

8. Pe3ynbTaThl BAMIAMU U BEPUPHUKALINK TIPOrPAMMHOTO
obOecrieueHHst

5. 3MeHeHnue noka3aHuit o npu-
MEHEHHI0; 00J1aCTH IPUMEHEHHUS;
HPOTHBOIOKA3aHUH;TOOOYHBIX (-
(exroB

BesonacHOCTh MPUMEHEHHS MEH-
LHCKOTO M3/IEJIHsI COXPAHSETCs 1
MOATBEPIKIACTCS TaHHBIMU KJIMHHUYe-
CKHX MCCIIEIOBaHMIT IO 6e30TacHo-
cti ¥ 3 HEKTUBHOCTH

1. 3asBiieHHE Ha BHECCHNE U3MEHEHHIA 110 YTBEPKACHHOM
dhopme (Ha anexktporHoM HocuTene CD B ¢popmare Word

2. Komnust perucTpaiioHHOTO yI0CTOBEPEHUS BBIIAHHOTO B
Pecrry6immke Kazaxcran

3. IluceMo npon3BoAMTENS (M3TOTOBHUTEIS), COEpIKALIEe
MOTHBHPOBaHHOE 000CHOBAHHE HEOOXOIUMOCTH BHOCH-
MBIX H3MEHEHUI

WHCcTpyKnus o MpUMEHEHUIO MEUIIMHCKOTO U3/1eNus,
YTBEPKAECHHAs B CTPaHE-TIPOU3BOJUTEINE C Ay TEHTUYHBIM
MEPEBOAOM Ha PYCCKUH SI3BIK

4. npOCKT UHCTPYKIUU IO MEJUITUHCKOMY ITPUMEHECHUIO
MCEIUIIMHCKOI'O U3JCJIUS Ha Ka3aXCKOM U PYCCKOM SA3bIKax

3aBepsiercs 3asBureneM popmar: PDF, DOC

5. Panee yTBepKI€HHAs! HHCTPYKIHS

6. L|BeTHBIE MaKeThbl YIIAKOBOK, 3TUKETOK, CTUKEPOB (IIpU
HeoOXxoauMocTH) (Ha 31eKTpoHHOM Hocutene CD B opma-
te JPEG

7. Pe3ynbTaThl KTMHUYECKUX UCIBITAHUH, OTPAKAIOIINE
BHOCHMBbIE H3MEHEHUS

8. Omuch TOKYMEHTOB

6. CMeHa MPOM3BOAUTENICH KOM-
TUICKTYIOIIUX,, IPHHAUISKHOCTEH,
PacXo/HBIX MaTepUaIoB

TexHuueckre XapakKTePUCTUKH U KOH-
TPOJIb KAUeCTBA KOMIUIEKTYIOLINX
(MIM) pacXOJHBIX MaTEPHAIOB HE
CHIDKaeTcs 0€30I1aCHOCTh, KAYeCTBO
# 3 (HEeKTUBHOCTh METUIIMHCKOTO U3-
Jienus

1. 3asBieHHE Ha BHECCHNE U3MEHEHHIA 110 YTBEPKACHHOM
dhopme (Ha anexktporHoM Hocuteae CD B popmare DOC

2. HoTapuanbHO 3aCBHIETEILCTBOBAHHBIN JOKYMEHT, 1101
TBEPXKAIONIMI COOTBETCTBHE YCIOBHH ITPOM3BOACTBA Ha-
IMOHATBHBIM U (M) MEXIyHapoaHbIM cTangapTam GMP;
ISO xomrutekTyromuX U (MIH) paCXOIHBIX MATEPHUAIOB

3. Komus periucTpaiunoHHOTO yIOCTOBEPEHHS BEIIAHHOTO B
Pecny6nuke Kazaxcran

4. TTuceMO IPOU3BOIUTENS, YAOCTOBEPSIOLIEE, YTO IPOU3-
BOJICTBEHHBIH MPOLIECC U KOHTPOJIb 38 KaUeCTBOM U 0e3-
OIIACHOCTBIO FOTOBOIO IIPOJYKTA OCTalOTCs 0€3 H3MEHEeHHH

5. TIpoeKT HHCTPYKIMH O MEIHIIHHCKOMY PHMCHEHUIO
MEHUIIHCKOTO M3/EJIN Ha Ka3aXCKOM M PYCCKOM SI3BIKax
(mpu HEeoOxoaumocTH) (Ha anekTpoHHOM Hocutene CD B
thopmare DOC
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6. Onuch TOKyMEHTOB

7. OGHOBIIEHHAsI CIIpaBKa C yKa3aHUEM IIepPEYHs] KOMILICK-
TYIOIIUX U PaCXOJHBIX MaTePUAJIOB 0 YTBEPKICHHOU (op-
Me. BapuanTs! ucmonseHust o popme

7. YBenudenue (YMEHBIICHHE) CPO-
Ka XpaHeHUs MEIHUIMHCKOTO H3/ie-
st

MoTtuBHpOBaHHOE 0OOCHOBAHHE U3~
MEHEHHsI CPOKa

1. 3asBIIeHNE HAa BHECCHNE N3MEHEHHH 0 YTBEP>KACHHON
dhopme (Ha anektporHoM Hocutene CD B hopmare DOC

2. Komust periucTpainoHHOrO yI0OCTOBEPEHHS BEIIAHHOTO B
Pecny6nuke Kazaxcran

3. [IucpbMO MpOU3BOIUTENS, YIOCTOBEPSIOLIEE, UTO IPOU3-
BOJICTBEHHBIH MPOLIECC U KOHTPOJIb 38 KaUueCTBOM U 0e3-
OIIACHOCTBIO FOTOBOI'O IIPOJYKTa OCTal0TCs 0€3 N3MEHEeHHH

4. JlaHHbBIe IO CTAOWIIEHOCTH HE MEHEE YeM Ha TPEX CepH-
sX) (0TYeT 0OOCHOBBIBAIONIHI CPOK TOJJHOCTH)

5. TIpoeKT HHCTPYKIMH O METUIIHHCKOMY IPHMCHEHUIO

MEINIHHCKOTO U3EIHUs Ha Ka3aXCKOM H PYCCKOM SI3BIKAaX
(pu HeoOxoaUMOCTH): (Ha 3nekTpoHHOM Hocutene CD B
tdhopmare DOC

6. LIBeTHBIC MaKeTHl YIIAKOBOK, ITUKETOK, CTUKEPOB (Ha
anekTpoHHoM Hocutene CD B ¢popmare JPEG

7. Onuch 1OKyMEHTOB

8. M3meHeHHe ycinoBUil XpaHEeHHs

MoTuBHpOBaHHOE 000CHOBAHHE U3-
MEHEHUsl yCIIOBUH XpaHEeHHs

1. 3asBrcHNE HA BHECCHUE N3MEHEHHH 110 yTBEPKICHHON
dhopme (Ha 3nektporHoM Hocutene CD B popmare DOC

2. Konust perncTpaiuOHHOrO y10CTOBEPEHUS! BbIIAHHOTO B
Pecny6nmke Kazaxcran

3. TluceM0-000CHOBaHUE TIPOM3BOTUTENS (M3TOTOBUTEIIS )
00 M3MEHEHUH yCIOBHI XpaHeHUsI Ha (UPMEHHOM OJIaHKe
MPOU3BOUTEIIS COTTIACHO YCTAaHOBJICHHOMY 3aKOHOJIATElb-
CTBY

4. laHHBIE IO CTAOWIIBHOCTH (U1 MEAUIIMHCKUX M3EIINH )
HE MEHee YeM Ha TPeX CEepHsIX)

5. TIpoeKT HHCTPYKIMH O METHIHHCKOMY MPHMEHEHUIO

MEIUIIHHCKOTO U3ENUs Ha Ka3aXCKOM M PYCCKOM SI3BIKAaX
(mpu HEoOxoaMMOCTH); (Ha 3nekTpoHHOM Hocutene CD B
tdhopmare DOC

6. LlBeTHBIC MaKeThl YIIAaKOBOK, ITUKETOK, CTUKEPOB (Ha
anekTpoHHoM Hocutene CD B ¢popmare JPEG

7. Onuch TOKyMEHTOB

9. I3MeHeHHe B IIPOLEype KOH-
TPOJIS Ka4eCTBa TOTOBOTO IPOYK-
Ta MEIUIMHCKOTO H3/IEIIHs

MoTuBHpOBaHHOE 00OCHOBAHHE U3-
MEHEHUs B IIPOLIEype KOHTPOJIs Ka-
4yecTBa

1. 3asiBiieHHe HA BHECEHHE U3MECHEHHIA 110 YTBEPIKACHHOMH
dhopme (Ha annextporHoM Hocutene CD B ¢popmare Word

2. Komust perucTpaiioHHOTO YI0CTOBEPEHHS BBIIAHHOTO B
Pecny6nmke Kazaxcran

3. IIncpMO IPOM3BOAMTENS, YJOCTOBEPSIONIEE, YTO IPOH3-
BOJICTBEHHBIH TIPOIECC OCTAETCs O€3 M3MEHEHUT

4. ITnceMo PON3BOIUTENS, YAOCTOBEPAIOIIEE, YTO 3asIB-
JIEHHAsI POLIeAypa KOHTPOJIS HE CHMU)KAET KauecTBO U 0e3-
OIaCHOCTh FOTOBOTO MPOAYKTa

5. JIoKyMeHTaLus M0 Ka4eCTBY C BHECEHHBIMH U3MEHEHHUS-
MU, pPerjaMeHTUpYoIIas Ka4eCTBO KOHEYHOTO IIPOAYKTa,
HOTapHaJIbHO 3aCBHUJICTEIbCTBOBAaHHBIN CEPTU(HKAT aHAIIH-
3a ¥ METOIMKH KOHTPOJISI KOHEYHOTO MTPOYKTa
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6. OOpasipl, cTaHAAPTHBIE 00PA3LIBI s IPOBEICHUS J1a00-
PaTOPHBIX UCTIBITAHUH (IIPH HEOOXOAUMOCTH)

7. Onuch TOKYMEHTOB

10. M3MeHeHNe yIIaKOBKH ME/IU-
LIMHCKOTO M3JeJ M TIEPBIYHON yIIa-
KOBKH MEIUIIUHCKOTO U3IEIIH;BTO-
PHUYHOI U (WJIK) TPYIITIIOBOM yra-
KOBKH, TPAHCTIOPTHOM, TPOMEIKY-
TOYHOU

MoTHBHpOBaHHOE 0OOCHOBAHHE O
BIUSTHAHY (HE BIVSTHAN) H3MEHEHSI
YIaKOBKH Ha CTaOMIBHOCTB, Kaue-
CTBO MEJMIIMHCKOTO M3/EJIHs; B3au-
MOJICHCTBHS YITAaKOBOK- MEHIIMHCKO-
TO W3S

1. 3asiBIeHUE HAa BHECEHHME U3MEHEHHH 110 YTBEPKICHHOM
¢dopme (Ha >nexTporHoM Hocurene CD B popmare DOC

2. Kormust perucTpaimoHHOTO YI0CTOBEPEHHUSI BBIIAHHOTO B
Pecny6nuke Kazaxcran

3. [ucpbMO MPOU3BOIUTEIS, YIOCTOBEPSIONIEE O TOM, UTO
BHOCHMBIC U3MEHEHHUSI, OTHOCUTENBHO TIEPBUYHON yIIaKOB-
KU BIIUSIOT (HE BIUSIIOT) HA CTa0MIBHOCTB, KAYECTBO ME/IU-
LIMHCKOT'O M3JeJIus

4. [LOKyMeHTaHI/ISI I10 Ka4Y€CTBY, C BHCCECHHBIMU U3MCHCHUS -
MU

5. LlBeTHBIC MaKeThbl YIIAKOBOK, STHKETOK, CTHKEPOB HOBO-
T0 U cTaporo obpasma (Ha snekrponHoM Hocurene CD B
tdhopmare JPEG

6. DOTO MEIUITUHCKOTO MU3EINS

7. OOpa3ibl I CTEPUITBHBIX METUIIMHCKUX U3ICITHH ,
CTaHAapTHBIC 00pa3LbI s IPOBEACHUS J1a00PAaTOPHBIX HC-
IIBITAHUI IPY M3MEHEHUH IEPBUYHOM yIIaKOBKH (IIpH HE0O-
XOJMMOCTH)

8. Onuch 10KyMEHTOB

11. VI3MeHeHNe OTTHCKOB, TPYHTOB-
KU WK IPYTUX MAapKUPOBOK, HITAM-
OB U HA/IMCEH, BKIIIOYast 100aB-
JICHHE WM U3MEHEHUsI KPAacKH, Uc-
MOJIb3YEMBIX JUIsi MAPKHPOBKHU Me-
JUIIMHCKOTO M3MIETHS.

MoTuBHpOBaHHOE 00OCHOBAHHE BHE-
CEHUsI U3MEHEHUI B MapKUPOBKY

1. 3asBIeHNE HA BHECEHUE H3MEHEHNUH 110 YTBEPKICHHOM
¢dopme (Ha snexrponHom Hocutene CD B popmate Word

2. Kormust perucTpaimOHHOTO YIO0CTOBEPEHHUSI BBIIAHHOTO B
Pecny6nuke Kazaxcran

3. IluceMo-000CHOBaHKE POU3BOUTEIST O BHOCUMBIX U3-
MEHCHHSX

4. I1BeTHBIC MaKeThl YIIAKOBOK, 3 THKETOK, CTHKEPOB CTapo-
ro U HOBOro obpasua (Ha asekTpoHHoM Hocutene CD B
¢dopmare JPEG

HpOCKT TCKCTa MaKeTa YIIaKOBKH, STUKETKH, CTUKEpA MEIU-
LUHCKOT'0 U3EIU Ha Ka3aXCKOM U PYCCKOM S3BIKax

5. ®OTO MEIUIIMHCKOTO U3AEINS

6. Onnce TOKyMEHTOB
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KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni

AKTLIepAiH STATOHIbI OaKblIay OaHKI
DTaJOHHBIA KOHTPOJIbHBINA 0AaHK HOPMATHBHBIX
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Cakray KyHi

MIPaBOBBIX aKTOB Mara penakunn

JlaTa ckauMBaHHS

27.01.2021
04.02.2021
27.01.2021
04.02.2021

[Ipunoxenue 8

K ITpaBHJIaM IIPOBCACHHUSA SKCIICPTU3bI

MCOUITMHCKOI'O N30SI

dopma

3KCHepTHbIﬁ oT4eT CHEIII/IaJII/Ii}I’IpOBaHHOﬁ IKCHEPTU3BI MECIUINUHCKOI0 U31€¢/1UH

—_—

@®.1.0. (pn HaIM4MM) 3KCIepTa

VYueHas CTCIICHb, 3BAHUC

Ne 3asBKM 1 J1aTa

IIaTa IOCTYIUICHUS JOKYMEHTOB Ha CIICHUAJIU3UPOBAHHYIO OKCIIEPTU3Y

TOpl"OBOC HanMCHOBAHNUEC MCIUIIMHCKOI'O U3CIN

Kon HomeHknatypbl MeAMLMHCKUX n3nenuii PecryGunku Kazaxcran

Texuuueckas XapaKTepUCTUKa MEAUIUHCKOTO U31CIINS

Haznauenwue MCIHUIIMHCKOI'O U3ACTTUA

Al Il Pl Bl I IE e

OO6nacth NPUMEHEHUS

HpOBez[eHa 9KCIICPpTHU3a JOKYMCHTOB PCTUCTPAITMOHHOI'O JOCHEC,

XApaKTCPHU3YIOIINUX 6€SOHaCHOCTB, KaduCCTBO U 3(1)(1)€KTI/IBHOCTB MCIHUIMHCKOI'O U3CIN.

1. ]_—[aHHBIG O IMMPOU3BOAUTCIIC MCAUIMUHCKOT'O U3ACJINA, B TOM YHUCJIC PACXOAHBIX

MaTCpUuaJIOB U KOMINICKTYIOIINX, ABJIAIOIINXCA MCANIIUHCKUMHA U3 ACITUSIMU

Ne | Tum opranmM3aIuy WM y4acTOK IPONU3BOJICTBA HaunmenoBanue Crpa- | IOpumu-
OpraHu3aluu Ha YeCKUI
azpec
1. IIpousBoaurenn
2. IIpousBoacTBeHHAas MJIOIaIKa
3 YH0MHOMOYCHHBIH MTPEACTABUTENb TPOM3BOANUTENS (TIPH HATHYUH)
4. KoHTtakTHBIC JaHHBIC YITOTHOMOUYEHHOTO JIUI[A TI0 MOHUTOPUHTY HEOJIArOnpHsATHBIX COOBI-
THit (MHOMIEHTOB) Ha TeppuTopun PecnyOnuku Kasaxcran

2. P CFI/ICTpaHI/DI B CTpaHe-HpOI/IBBOI[I/ITCJ'IC (I/ISFOTOBI/ITCHH) u I[pyrI/IX CTpaHaX

Ne Crpana Ne moxyMeHTa, YAO0CTOBEPSIOIIETO PETHCTPALIHIO JlaTta BeImauM IIpumeuanue skcnepra

3. OHCHKa AOCTOBCPHOCTH YKA3aHHOI'O B 3a4BJICHUU U JOKYMCHTAX

pPErucTpaiuoOHHOrO A0CHE KiraCcCa MCAUIMHCKOI'O N3ACJTINA B 3aBUCUMOCTHU OT CTCIICHU

IMOTCHOHUAJIBHOI'O PUCKA IIPUMCHCHHUA, B COOTBCTCTBHUU C Tpe6OBaHI/I${MI/I

3akoHoAarenbcTBa PecnyOnnku Kasaxcran B cdepe oOpalieHus 1eKapCTBEHHbIX

CpEJICTB, MEUIIUHCKUX U3IAECIINN:
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. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 04.02.2021
* i G N [ DTaJOHHBII KOHTPOJIBHBIM GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata penakuun 27.01.2021
Pecny6iuku KazaxcTaH B 3JIEKTPOHHOM BHJE pos
Y p s JlaTta ckaunBaHMs 04.02.2021
Knacc B cooTBet- Knacc B cooTBeTCTBUY € JOKyMEHTa- CoO0TBETCTBHUE 3asBIIEMOr0 Kjlacca TPeOOBaHUSIM 3aK0- IIpumeua-
CTBHH C 3asIBIICHHEM MH PErHCTPALIMOHHOTO JOChE HonarenbcTBa Pecrryonukn Kazaxcran HUE JKCIIep-

Ta

4. XapaKTepHUCTUKH CUCTEMBI ITOKa3aTeleh, ONPeaeIISIONNX 0€3011aCHOCTb,
KauecTBO U 3P(HEKTUBHOCTh MEAUITMHCKOTO U3/IEIINSI, B TOM YHCIIE PACXOIHBIX
MaTEPHAIOB U KOMITIEKTYIONTUX, SBIISTFOIINXCS METUIIMHCKUMU U3ICTUSIMU:

1) cucrema ynpasnenust kauectBoM [SO, GMP opranuzanuu-npou3BOAUTENS, B
TOM YHCJIE PACXOJIHBIX MATEPUAJTIOB M KOMIUIEKTYIOIIMX, SBIISIOMIUXCS MEIUITUHCKUMHU
U3JICTUSAMU:

Ne HaumenoBanue JAOKyMCHTa Ne JOKYMCHTA U JiaTa Bbllauu CpOK JEUCTBUS HpI/IMe‘IaHI/Ie OKCIIepTa

2) Ka4eCTBO MEJIUIIMHCKOTO U3/ENHS, B TOM YHUCJIE PACXOAHBIX MAaTEPUATIOB U
KOMIUICKTYIOIIUX, SIBJISFOIIUXCS METUIIMHCKUMHU U3IETUSIMH (TEXHUUECKUE yCIOBUS,
CTaHJapT OpraHU3aIuu):

Ne | HammeHoBaHME JOKyMEHTa Ne noxkymeHTa 1 gata BeIIaul Cpok peiicTBust [Ipumeuanue sxcepra

3) moATBEPKAECHUE COOTBETCTBUSI MEIUIIMHCKOTO U3/IEHs TPEOOBAHUSIM
HAIIMOHAJIbHBIX WM MEXIYHAPOIHBIX IOKYMEHTOB 10 KauecTBY (Jleknapanus
cootBeTcTBUS; CepTuhUKAT COOTBETCTBUA):

Ne HaumenoBanue qokymeHTa Ne moxymeHTa U Aata BeLIAYU Cpok nefcTBust [Ipumeuanue sxcmepra

4) aHanM3 MpeACTaBICHHBIX TaHHBIX, TOJTYYCHHBIX B X0JI€ TIPOBEICHHS
UCTIBITAHUH (TOKCUKOJIOTUYECKUX, TEXHUUECKUX, KITMHUYECKHIX ) B CTPaHE
IpOU3BOAUTENE (OTUETHI, 3AKJIIOUEHUS) U B X0JI€ MPOBEACHUS MIPEAbIIYIIHNX 3TAIOB
skcniepTusbl B PecniyOnnke Kazaxcran (HauanbHas SKCepTU3a):

Ne HaumenoBanue JAOKYMCHTa AHaJn3 MOJTHOTHI M KaueCcTBa I/IH(bOpMaI_IHH B JOKYMEHTE HpI/IMe'-IaHI/IC OKCIIepTa

5) 3akIr0UeHHE O CTAOMILHOCTH MEIUIIMHCKOTO M3/, 000CHOBAaHHOCTH
3asIBJICHHOT'O CPOKa XPaHCHUS:

Ne 3asBIECHHBIH CPOK XpaHCHUS Amnanuz NpEeACTaBJICHHOI'O OTUCTA O CTaOMIIBHOCTH anMe‘{aHI/Ie JKCIepTa

6) OIICHKA ITPOCKTAa MHCTPYKIUHU 110 MCAUITNHCKOMY ITPUMCHCHUIO U3CIIUA
MCIAWMIMHCKOI'O Ha3HAYCHM:A, B TOM YHUCJIC PACXOAHBIX MATCPHUAJIOB U KOMINICKTYIOIIHX,
ABJIIAIOIHAXCA MCAUIIUHCKUMU U3ACITUAMU U OKCINUTYATAlIlMOHHOI'O JOKYMCHTA
M@I[HHHHCKOﬁ TCXHHUKH

Ne | Awnamus OreHka
JKCIIepTa
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; y AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 04.02.2021
[} ‘ a ' l DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB }laTa penaxuuu 27.01.2021
Pecny6iuku KazaxcTaH B 3JIEKTPOHHOM BHJE pos
y p s JlaTta ckaunBaHMs 04.02.2021
1. | IlonHoTa comeprkaHuUs TEKCTA MIPOEKTA MHCTPYKLUH Ha U3/IeNUe MEAUIIMHCKOTO Ha3HAUCHUS
2. | CooTBeTCTBHE TEKCTA MPOEKTA OPUTHHATY HHCTPYKIHUH OT IIPOU3BOIUTEILS
3. | CootBercrBHE 0OOpMIIEHHS TEKCTA IPOEKTA HHCTPYKLUH TpeOOBaHHUAM 3aKoHoaTenscTBa Pecybnuku Kasaxcran B
cepe oOpanIeHNs JICKAPCTBEHHBIX CPEACTB M MEIUIIMHCKHX H3ICIIHI
4. | Undopmanus, conepixalascs B SKCILTyaTaIOHHOM JOKyMEHTE MEAULIHCKON TEXHUKH
7) Onenka opopMiIeHHUsI MAaKETOB YITAKOBOK M STUKETOK
Ne | Ananus Ouenka
JKCIepTa
1. CootBercTBUE OOPMIICHUSI TEKCTA MaKeTa MapKUPOBKU TpeOOBaHUIM 3akoHoaTenbeTBa PecrtyOnuku Kasaxcran B cde-
pe oOpalleHus J1eKapCTBEHHbIX CPEICTB, MEULIMHCKUX M3
2. | VnenTnuHOCTH yKa3aHMil yCIOBUI XpaHCHHS U TPAHCIOPTUPOBAHMS, YKA3aHHEIX B JOKYMEHTE IO CTaHAAPTU3ALUH M-
[UHCKOTO H3EJHS U MIPOEKTEe HHCTPYKIUH 110 MEIUIUHCKOMY IIPIMEHEHHIO

8) AHanu3 nJaHHBIX O pa3pabOTKe U MPOU3BOJCTBE METULIUHCKOTO U3AEIUS
(cxeMbl MPOLECCOB MPOU3BOJICTBA, OCHOBHBIX CTaJHI MPOU3BOJCTBA, YIIAKOBKH,
VCIBITAHUM U MPOLIEAYPHI BBITYCKAa KOHEYHOI'O MPOAYKTA). 3aKIOYEHUE O
COOTBETCTBUH pa3pabOTKU, TEXHOJOTUYECKOTO MPOLIECcca U KOHTPOJIS KaueCcTBa
IPOU3BOJICTBY O€30IIaCHOIN M Ka4eCTBEHHOM MPOLYKIIMH

Ne | Anamus Ouenka
JKCIepTa

1. | Ouenka npencraBieHHBIX 3asBUTENEM JaHHBIX O Pa3pabOTKe M MPOU3BOICTBE, BKIOYAS aHAIN3 OTYETa HHCIICKTHPOBA-
HUSI IPOU3BOJICTBA (TIPH HAJIMYHN);

2. | 3axIr04eHHE O COOTBETCTBUH Pa3pabOTKM, TEXHOJIOTHYECKOro POLEcca U KOHTPOJIA KauecTBa IPOM3BOJCTBY Oe3omac-
HOM M Ka4eCTBEHHOH MPOYKIUH

9) AHanm3 OMOJIOTHYSCKON 0€30IMaCHOCTH MEIUITMHCKOTO U3/CIIHS Ha OCHOBE
aHaju3a CBEJEHUN 0 MaTeprajax >KMBOTHOTO WU OMOJIOTHYECKOTO MPOUCXOXKICHHUS,
BXOJ/SIIINX B MEUIIMHCKOE U3JIeNIne, a Takke MHPOpMaIMU 0 T0A00pE UCTOUHUKOB
(1oHOPOB), OTOOpPE MaTepHalia, MPOIECCUHTe, XPAaHEHUH, TECTUPOBAHUH, IIPUOHOBOM
0€30MacHOCTH, a TaK)Ke OOpaIlleHus ¢ TKaHSIMHU, KIETKaMH, CyOCTaHIIUSIMU )KUBOTHOTO
HJIH OMOJIOTMYECKOTO IMMPOUCXOXKICHHS, KyJIbTypaMi MUKPOOPTaHH3MOB M BUPYCOB
(Mpu HATMYUHN ), 32 UCKITFOUCHUEM aJUIOT€HHBIX TPAHCIUIAHTATOB.

Ne | Awnanus OueHka sKcnepra

1. O1eHKa NPECTAaBICHHBIX 3asBUTEIEM JIAaHHBIX 10 aHAIHU3Y OMOJIOTHYECKOH 0€30I1acHOCTH

10) orieHKa BaIMIHOCTH IPOTPAMMHOTO OOECTICUCHHSI HA OCHOBE aHAIHM3a
JAHHBIX O €0 BepU(PUKaLUU, B TOM Unciie HHGOPMAIIMH O €ro pazpaboTke u
TECTUPOBAHUY HA MPEANPUITUU U TIPU MYJIBTUIEHTPOBBIX UCCIIEIOBAHUSAX, TAHHBIX 00
UACHTU(UKAIIMA U MAPKUPOBKE OMEPAITMOHHON CUCTEMBI

Ne Ananus OrneHka sKcnepra

1. OreHka NMpeICTaBIeHHbIX 3asBUTENIEM JTaHHBIX
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. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 04.02.2021

o ik G N [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 27.01.2021
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 04.02.2021

11) Ananus nporeaypsl U METOJ0B CTEPUIIM3AIMN MEAUITMHCKOTO U3/IEIIHS,
MaTtepuagoB, 000CHOBBIBAIOIIUX CIIOCO0O CTepUITU3AIUH, TIPEJIaraéMbIX METOI0B
KOHTPOJISI KaUYeCTBa U ONPE/IETIECHUS OCTAaTKOB CTEPUIIM3YIOIIETO BEIIECTBA MPH
MPUMEHEHUH XUMUYECKOT0 CIoco0a CTepUIN3aiiiu

Ne Ananus O1ieHKa 3KcrepTa

1. OLICHKa TMPEACTABJICHHBIX 3asIBUTCIIEM JaHHBIX

12) Ananu3 6e3onacHocTH 1 3 (PEKTUBHOCTH JICKAPCTBEHHOTO CPEICTBA B
COCTaBE MEJAMUIIMHCKOTO U3/IEIHs, €r0 BIUSHUS HAa GYHKIUOHATHHOCTh MEIUIIUHCKOTO
U3/IENNSA, COBMECTUMOCTH JIEKAPCTBEHHOTO CPEJICTBA C MEUIIMHCKUM H3/ETHEM (32
UCKITIOUEHHUEM METUITMHCKHUX U3IeTui A quardoctuki in vitro (IVD). Madopmanus
0 PETUCTpPAIINHU JEKAPCTBEHHOTO CPEACTBA B TOCYAAPCTBE — MPOU3BOTUTEIES
JIEKapCTBEHHOTO CPECTBA

Ne Ananus OreHka 3Kcrepra

1. OreHKa MpeICTaBIeHHBIX 3asBUTEIEM JTaHHBIX

13) AHanu3 mpeCTaBICHHBIX TPOMU3BOUTENIEM CBEACHUN O HAJTMYUU WA 00
OTCYTCTBHUH COOOIIEHUHN O HECUACTHBIX CIIy4Yasx M OT3bIBAX C PHIHKA MEIUIIMHCKOTO
U3JICNNS , O HEXKETATSIIbHBIX COOBITHSX M (MJIM) HECYACTHBIX CIIyYasiX, CBI3aHHBIX C
UCTIOJIb30BAaHUEM MEIUIIMHCKOTO U3ACNHUs , YBEJOMIIEHHH 10 6€30MacHOCTH
MEUITTHCKOTO U3JIeTHUS , TIOJIX0/Ia K PACCMOTPEHHUIO 3TUX MPOOJIEM U UX PEIIeHUS
MIPOU3BOJUTEIISAMHU B KKJIOM U3 TAaKKX CIy4YaeB, OMMMCAHUSA KOPPEKTHPYIOITUX
JEHUCTBUHN, IPEMIPUHATHIX B OTBET HA YKa3aHHBIE CIIydau, a TAKKE€ COOTHOIICHUS
YPOBHS TIPOIAXK ¥ KOJMYECTBA HECYACTHBIX CIIYYaeB U OT3BIBOB MEAUIIMHCKOTO W3 ICITHSI
u3 oOparieHus

Ne Amnanns OneHka 3KcrepTa

1. OLICHKa MPEACTAaBIICHHBIX 3asABUTEJIEM JaHHBIX

14) Ouenka I1mana cOopa u aHanM3a JaHHBIX 110 0€30MACHOCTH U
3¢ ()EeKTUBHOCTH MEAUIIMHCKOTO U3/IETUs HA TIOCTIPOIAKHOM 3Tare U 0T4eTa 00
aHaJln3€e PUCKOB

Ne Ananus OrneHka 3Kcrepra

1. OreHka npecTaBIeHHBIX 3asBUTENIEM JTaHHBIX

5. 3aKIIIOueHHUE IKCIIEPTA

1. TlonoxurensHoE

2. OtpunarensbHoe (¢ 000CHOBaHUEM)




e«t‘ﬂl}

KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

27.01.2021
04.02.2021
27.01.2021
04.02.2021

Bce JaHHBIC, IIPUBCACHHLIC B OKCIICPTHOM 3aKIHOUYCHNUH, JOCTOBCPHLI U

COOTBCTCTBYIOT YCTAHOBJICHHBIM Tpe6OBaHI/I$IM, 4dTO IIOATBCPIKAAIO JIMYHOM oAU CBIO

PykoBOIMTENH CTPYKTYpPHOTO MOJIpa3/ICICHHS

Okcnept

noonuco

@.U.0 (npu naruuuu)

noonuce

@.U1.0 (npu naruuuu)
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* i [ = | [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 27.01.2021
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 04.02.2021

[Ipunoxenue 9
K [IpaBUJIaM IPOBEJICHUS SKCIIEPTU3BI
MEIUIMHCKOTO U3/IEeTuUs

dopma

IKCNEPTHBIN 0TYET CNEeNNATU3MPOBAHHOM IKCIEPTU3bI 0 BIUAHNH BHOCUMBIX
U3MEHEeHHNii B perncTpanuoHHoe 10che HA 0€30I1aCHOCTh, KAa4eCTBO 1
3¢ PeKTUBHOCTH METUITUHCKOTO U3/1eJTUs

1. ®.1.0. (pu HaIM4KK) SKCIepTa

VYuenas cTerneHb, 3BaHUE

Ne 3asBKM U Jata

Jlata nmocTyruieHus JOKYMEHTOB Ha CIIELUATN3UPOBAHHYIO KCIEPTU3Y

A ol Il

ToproBoe HaMEHOBaHNE MEIUIIMTHCKOTO M3/EIHS

[IpoBeneHa skcmepTH3a JOKYMEHTOB PETUCTPALIMOHHOTO J0CHE,
XapaKTEpU3YIONINX BIUSIHUE Ha 0€30MaCHOCTh, KAa4eCTBO U A(h(PEKTUBHOCTH BHOCUMBIX
U3MCHCHHH B PETUCTPAIIMOHHOE JI0Che, HA MEAUITMHCKOE U3/IEIHE.

B X04€ MPOBEACHUS SKCIICPTU3BI YCTAHOBIICHO!

Ne Penakuust 10 BHECEHUS U3MEHEHU I BaocuMoe nusmeHnenue

BiusitHue BHOCUMBIX U3MEHEHUM Ha 0€30MaCHOCTh, KaueCTBO U 3P(HEKTUBHOCTD

MCIAHMIMHCKOI'O U3OCINA:

Ne | M3menenue (yka3ath HyKHOE) Amnanu3 Biusiet (He BiuseT) [Ipu oTpunaTenbHOM 3aKIIOUSHUH YKa3bIBaeTCsl 00OCHOBaHHUE

3aKJIIOYEHHE DKCIEPTA:

1. TlonmoxurensHOE

2. OtpunarensHoe (¢ 000CHOBaHUEM)

Bce JaHHBIC, IIPUBCACHHBIC B OKCIICPTHOM 3aKIHOYCHHUH, JOCTOBCPHLBI U
COOTBCTCTBYIOT YCTaHOBJICHHBIM Tpe6OBaHI/I$IM, 4TO IMOATBCPIKAAIO JIMYHOM IIOAITUCBIO

PyxoBoautens CTpyKTypHOTO NOApa3aeaeHus

noonuco @.U.0 (npu naruuuu)
Dxcnept

noonucw @.1.0 (npu Haruuuu)
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. s - DTaNOHHBIA KOHTPOJIBHBINA GAHK HOPMATUBHBIX [IPABOBbIX AKTOB Jlata pexaKuun 27.01.2021

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE TlaTa ckaunBanus 04.02.2021

[Ipunoxenue 10
K [IpaBUJIaM IPOBEJICHUS SKCIIEPTU3BI
MEIUIMHCKOTO U3/IEeTuUs

dopma

MuHucTepCcTBO 3apaBooxpanenus PeciyOnuku Kazaxcran

HaumenoBanue FOCyI[apCTBeHHOfI 3KCHCpTHOﬁ OpraHusalyu

ATTecTaT akKpeIUTalllK UCIBITaTeNIbHOM Tabopatopuu (Ne, cpok JeicTBIs)

Anpec, TeneoH SKCIEPTHOW OpraHu3anuy (UCIBITaTeNbHON 1TabopaTopun)

IIporokoa ucnbITaHui Ne OT « » rojaa

Crpannna _ (KomuuecTBo JIHMCTOB )
3asiBuTenb (U151 FOPUAUIECKOTO JIKIa (HauMeHOBaHue) (U1 pU3MYECKOro JIUIa)
@.1.0. (nmpu HaNUYUK) U apec):

HaumenoBanue MIPOAYKIUU

Bug ucnerranmii:

OcHoOBaHUE:

®upma U3roToBUTENH (IPOU3BOAMUTENH), CTPaHa:

Cepusi, napTus:

21aTa IIpOU3BOACTBA:

CpoK roHOCTH:

[[aTa Havalla 1 JaTa OKOHYaHHsA MCTIBITAaHUI:

KonuuectBo 00pasios:

OO6o03HaYeHHe JOKYMEHTA 110 KaueCTBY Ha METO/Ibl UCIIbITAHUIH:

PesynbTaTsl ncnbITaHMHA

HaunmMeHoBaHue nmokasarescit TpeboBaHus JOKyMEHTA 110 KAYECTBY DaKTHYECKH NOTyYCHHBIE PE3yIbTaThl TOC u BIaXXHOCTH
(%)
1 2 3 4

3axntouyenue: [IpencraBiennbpie 00pa3ibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHUSIM JOKYMEHTOB IO Ka4€CTBY U METOJIUKH BOCIIPOU3BOASTCS (HE
BOCTIPOM3BOAATCS) (YKa3bIBaTh pu HeoOxoaumocTn) (Hy)Hoe moquepkHyTh)

Meroauku He BOCIIPOU3BOIATCS 110 CICAYIOIIUM ITOKa3aTCIIsIM

HOIIHI/ICI/I YIIOJIHOMOYCHHBIX JIMIL

(momxHOCTB)  (MOAMKUCH) ®.1.0 (npu HaIU4IHN)

(momxHOCTB)  (TIOATIHCE) ®.1.0 (npu HanU4HM)
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(OmKHOCTB)

(moxmuce)

®.1.0 (npu HanU4IHN)
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[Ipunoxenue 11

K ITpaBHJIaM IIPOBCACHHUSA SKCIICPTU3bI

MCOUITMHCKOI'O N30SI

dopma

OT4ert 0 pe3yabTaTax NpoBeeHUs JA00PATOPHOI0 HCNILITAHUSA B J1a00paTOPUN

KOHTPOJISl Ka4eCTBA NIPOM3BOAMUTEJIS WIHM B KOHTPAKTHOM JladopaTopuu,

HCII0JIb3yeMOil MPOU3BOAUTEIeM™

1. Pe3rome

HaumeHoBaHHE MEIUITMHCKOTO HU3IEIHS

HaumenoBanue, angpec peKBU3UTHI IPOU3BOJACTBEHHON TUIOIAAKI

HaumenoBanue, ampec, peKBU3UTHI Ja00PaTOPUU KOHTPOJIS KauecTBa U (MJIM) KOHTPAKTHOM
71ab0paTOPUH KOHTPOJIS Ka4ecTBa

OcHoBaHHUE NPOBECHUS JIJAOOPATOPHOTO UCTIBITAHUS

Howmepa nuiiensun (py HAIMYUK), CepTH(UKATOB, 3asIBOK Ha SKCIEPTH3Y

PesroMe nesTenbHOCTH na60paTopHH KOHTPOJISI Ka4eCTBa

IIpoBeneHne 1a60PaTOPHBIX UCTIBITAHUN

Beimyck B peanu3anuio cepum Meau-
LIMHCKOT'O U3JIeIHs

WHoe (HeoOXoauMO yKa3atb)

Jara(bl) npoBeieHHs JaOOPaTOPHOTO UCIIBITAHUS

@®.1.0. (pn HaIU4NK) SKCIIEPTOB (WICHOB KOMUCCHU ), TIOJDKHOCTD

2. Broanas uapopManus

Kpatkoe onmcanue 1abopatopuu KOHTPOIIS KauyecTBa

Hannune 1oKyMeHTHPOBAaHHBIX MPOLEAYP MPOBEICHUS UCTIBITAHUN

BeinonHeHue TpeOoBaHuil JOKYMEHTUPOBAHHBIX MPOLEAYP IPOBEACHUS UCTIBITAHUI

Lenb npoBenenus 1ab0paTOPHOTO UCTIBITAHUS

OOBEKTHI UCIBITAHHS

Tlepconan nabopaTopuu KOHTPOJIS KA4ECTBA, YYACTBYIOIIHI B IPOBEICHUHU JTa00PATOPHOTO UCIIBITAHUS

JIOKyMEHTBI, IOaHHbIE OpPraHU3alHeii-IPOU3BOIUTENIEM 1 (MITH) Tab0paTopuell KOHTPOJIs KauecTBa 10 MPOBEACHUS HHCICKLIU

3. HabmroneHust 1 pe3yabTaThl IPOBEACHUS Ja00PaTOPHOTO UCIIBITAHUS

Cchblika Ha JAOKYMCHT 110 Ka4€CTBY

HOMCp Ccepuy, aarta IIpou3BoACTBa

ITokazatens TpeGOBaHI/IH JAOKYMCHTaA I10 Ka4YCCTBY dakTuueckue Ppe3yJIbTaThl T, BJIaX- COOTBCTCTByeT (He COOTBGTCTByCT)

HOCTb

4. ITpunoxeHus

JlokymeHTHI (TIepBUYHBIC IaHHBIE, TPOTOKOJIBI UCTIBITAHUN) U 00pa3iibl, OTOOPaHHbBIE B XO/IE TPOBEICHMUS 1a00PATOPHOTO UCIIBITAHUS | ‘
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5. 3akiroueHe

[TonoxuTenbHOE

OtpunatensHOe ( ¢ 000CHOBaHHEM)

[Ipumeuanne *K otyety o pe3yapTaTax npoBeAeHUs J1a00OPATOPHOTO UCTIHITAHUS
npujiaraeTcs Konus ceptudukara aHaiau3a u (Min) TPOTOKOJIA UCTIBITAHUM Ha
MPOIYKIIMIO TAOOPATOPUU KOHTPOJIS KaueCTBa MPOU3BOIUTEINS UIIM KOHTPAKTHOMN
n1abopaTtopuu, UCIOJIB3yEeMOM Mpou3BouTesieM. Bee mpuiiokeHus K OTYETY SIBISIOTCS
HEOTHEMJIEMOM €TI0 YacCThIO.

PykoBoauTenb KOMUCCHHU:

(noonucy) @.U1.0 (npu Haruuuu), 00IHCHOCHb
YJIEHBI KOMUCCHH:

(noonucs) @. /.0 (npu Hanuyuu), O0IAHCHOCMD

(noonucy) D.U1.0 (npu Hanuuuu), 00AHCHOCHDb

« » 20 T.
CornacoBaHo:

(noonucs) @.U.0 (npu Hanuuuu), 00AHCHOCHb
(OomxicHocmy)  (noonucw) @.1.0 (npu nanuuuu)

(OomxcHocmy) — (noonucs) @.U1.0 (npu Haruuuu)
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[Ipunoxenue 12

K ITpaBHJIaM IIPOBCACHHUSA SKCIICPTU3bI

MCOUITMHCKOI'O N30SI

dopma

3akioueHue 0 0€30MacCHOCTH, KavyecTBe U 3P PeKTUBHOCTH MeIUIMHCKOT O

U3/1eJ1Usl, 3asiIBJIEHHOI0 HA IKCIEPTU3Yy B LeJSX rocy/IapCTBeHHOM perucrpamnum,

nepeperucrpanuu B Pecnydsiuke Kazaxcran

1. PecyOnrkaHckoe Tocy1apCTBEHHOE MIPEANPUATHE HA TIPaBE XO35ICTBEHHOTO

BCACHU ((HaL[I/IOHaJ'IBHEJﬁ LOCHTP OKCICPTU3BI JICKAPCTBCHHLIX CPEACTB U MECAUTTUHCKHX

uznenuiny Komurera MemuimHCKOTO U (papManeBTHYIEeCKOTro KOHTPOJIsi MUHHCTEpCTBA

3npaBooxpaHeHus Pecryonuku Kazaxcran cooOmiaer pe3yiabTaThl SKCIIEPTU3bI Ha

0€30MacHOCTb, KaueCTBO U 3P(HEKTUBHOCTh MEAUIIMHCKOTO U3ICIIUS B LENSAX
rocyJapCTBEHHOM perucTpanuu, nepepeructpanuu B Pecyonuke Kazaxcran:

ToproBoe HaMEHOBaHHUE MEIUIIMTHCKOTO H3/EIH

Opranu3zanus-npou3BOAUTENb, CTPAHA-IIPOU3BOAUTEID

ITpou3BoACTBEHHAsI TUIOIIA KA, CTPaHa

‘YHOTHOMOYEHHBIH NPeCTaBUTEINb IPOU3BOAUTENS, CTPaHa

YHOTHOMOYEHHOE JIUIIO [0 MOHHUTOPHHIY HEOJIarONpHUsITHBIX COOBITHIT (MHIIMICHTOB) Ha Tepputopun Pecnyonuku Kazaxcran

Tun mequuunckoro uzaenus (MU (MUMH), MU (MT), MU (in vitro)

Bupa (perucrtpanus, nepepeructpanusi)

Kitacc B 3aBUCMMOCTH OT CTENEHH MOTCHIIUAIBLHOTO pHUCKa NPUMEHEHU

Kon Homenknatypbl MemuunHCKuX u3nennii Pecnyonuku Kazaxcran

Komrutekranust MeAUIHCKOTO H31eusl (TIPH HATMYUK — KOJIHM4YecTBO KoMIutekTyromux) (Tabmnuma)

3aK/I0ueHne Ha4albHOM SKCIePTH3bI (TIOI0KUTEIBHOE WIIH OTPULIATENILHOE)

3aK/I04eHne CreHaTu3uPOBAHHOMN HKCIIEPTU3BI (TI0J0KUTEIBHOE HIIH OTPULIATEIBHOE)

3akiI0ueHne UCIIbITATeNNbHOM JJabopaTopun: aata 1 Ne mpoToKoia (MOJI0KUTENEHOE WIH OTPHLIATENILHOE)

Tabnuia

KOMHJ’IGKTaHI/IH MCAUIIMHCKOI'O U3ACIUA

HanmenoBanue moaenu (Moxudukanun) MU* (3anonHseTcs: Ha KTyl MOJIENb)

Ne | Buj cocTaBHBIX yacTeit HaunmeHoBaHue cOCTaBHBIX YacTei Mojenb cocTaBHBIX YacTen IIpousBoaurens

Crpana

* 3aMOJIHSIETCSl HAa KXIYyI0 MOJIEIb

2. 3akmoueHue (oJ0XKHUTENbHOE): MaTepuanbl U JOKYMEHThI PETUCTPALMOHHOTO

A0CbC HAa MCIUIIMHCKOC U3ACINUC, IIPCIOCTABJICHHBIC HAa SKCIICPTU3Y TJIA
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rocyJIapCTBEHHOM peructpanuu, nepeperucrpanuu B Pecnyonuke Kazaxcran,
COOTBETCTBYIOT YCTAaHOBJICHHBIM TPEOOBaHMIM, 0€30MaCHOCTh, KAYECTBO U

3O PEKTUBHOCTH METUIIMHCKOTO U3JIETUS TOATBEPKACHBI COOTBETCTBYIOIIUMHU
MarepuaiaMy U IPOBEICHHBIMU UCTIBITAHUSIMU.

MenuunHckoe uzaenue 3apeructpupyercsa B Pecriyonnke Kazaxcran cpokom Ha

JCT UJIN 6CCCp0‘IHO.

3axiroueHue (oTpulaTesibHOe): MaTepuaibl U TIOKYMEHThI pEruCTPalluOHHOTO

A0ChC€ HAa MCIUIIMHCKOC U3CIIUC, ITPCAOCTABIICHHBIC HAa SKCIICPTU3Y IJIA

rocyJapCTBEHHOW perucrpaiuu, nepepeructpanuu B Pecnyonuke Kazaxcran, He

COOTBCTCTBYIOT YCTAHOBJICHHBIM TpC6OBaHI/IHM, 6630HaCHOCTB, KadycCTBO U

3(1)(1)CKTI/IBHOCTB MCIUIMHCKOI'O U3ACIIHUA HC ITIOATBCPIKACHBI COOTBCTCTBYIOIIINMHU

MaTcpuajiaMu U IIPOBCACHHBIMU UCIIBITAHHUAMMU.

MenunuHckoe uznenue He 3apeructpupyercs B Pecnyonuke Kazaxcran.

3akmroueHue nercTBUTeNbHO 180 KaleHaapHBIX JHEH C AaThl MOACAHMS.

PyKOBO[[I/ITeIIL FOCyIIapCTBCHHOf/'I 3KCHepTHOﬁ OpraHusanyu

noonucy @.U1.0. (npu nanuuuu)
Jlara
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[Ipunoxenue 13
K [IpaBUJIaM IPOBEJICHUS SKCIIEPTU3BI
MEIUIMHCKOTO U3/IEeTuUs

dopma

3akioueHue 0 0€30MacCHOCTH, KavyecTBe U 3P PeKTUBHOCTH MeIUIMHCKOT O
u3/1esus 3asiBJI€HHOT0 HA IKCIIEPTHU3Y B 1eJIsIX BHECEHUs] H3MEHEeHUil B
perucTpanuoHHoOe 10Che

1. PecyOnrkaHckoe Tocy1apCTBEHHOE MIPEANPUATHE HA TIPaBE XO35ICTBEHHOTO
BeeHUs « HanmoHabHBIN HEHTP SKCNEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEUIIMHCKUX
uznenuiny Komurera MemuimHCKOTO U (papManeBTHYIEeCKOTro KOHTPOJIsi MUHHCTEpCTBA
3npaBooxpaHeHust Pecriyonuku Kazaxcran cooOmiaeT pe3yabTaThl SKCIEPTU3HI O
BIIMSIHUM BHOCHUMBIX U3MEHEHUN B PETUCTPALIMOHHOE JJOChE HA O€30M1aCHOCTh, KAYECTBO
1 3G PEKTUBHOCTH METUIIMHCKOTO U3CITHS:

ToproBoe HaMEHOBaHHUE MEIUIIMTHCKOTO H3/EIH

OpraHusanus Npou3BOAUTEIb, CTPAHA-IIPOU3BOAUTEID

ITpou3BoACTBEHHAsI TUIOIIA KA, CTPaHa

‘YHOTHOMOYEHHBIH NPeCTaBUTEINb IPOU3BOAUTENS, CTPaHa

YHOTHOMOYEHHOE JIUIIO [0 MOHHUTOPHHIY HEOJIarONpHUsITHBIX COOBITHIT (MHIIMICHTOB) Ha Tepputopun Pecnyonuku Kazaxcran

BHocuMbIe M13MEHEHUs

3aK/I0ueHne Ha4albHOMH SKCIePTH3bI (TIOI0KUTEIBHOE WM OTPULIATENILHOE)

3aK/I0ueHne CIIeHATU3UPOBAHHOMN HKCIIEPTU3BI (TIOJI0KUTEIBHOE HIIH OTPUIIATEIBHOE)

3akiI0ueHne UCIbITaTeNbHOM JJabopaTopun: aata 1 Ne mpoTokoIa, (II0J0KUTEILHOE Wl OTPULIATEIbHOE)

2. 3akmroueHue (OJI0XKUTENbHOE): MaTepuansl U JOKYMEHThI HA MEUIIUMHCKOE
U3JIEHE, PEJOCTABIICHHBIE 111 BHECEHUS U3MEHEHHUI B PErMCTPALlMOHHOE JI0ChE,
COOTBETCTBYIOT YCTAaHOBJIEHHBIM TPEOOBAHUSIM, BIMSIHUE Ha 0€30MaCHOCTh, KAYECTBO U
3¢ (HEeKTUBHOCTh MEIULIMHCKOTO U3/ENHUs OITBEPKAEHBI COOTBETCTBYIOIIUMU
MaTepuaiaMy U IPOBEJCHHBIMU UCTIBITAHUSIMMU.

BHocuMbie n13MEHEeHUsI 3aperucTpupyeTcs ¢ Bbiaauei (6e3 Bblgaun) HOBOTO
PETUCTPAIMOHHOTO YAOCTOBEPEHUSI.

3akmoueHue (oTpuaTesnbHoe): MaTepuaibl U TOKYMEHThI Ha METULIMHCKOE
U3JIEIHE, PEJOCTABICHHBIE JJI1 BHECECHHSI U3MEHEHNUI B PETMCTPALMOHHOE JIOChE, HE
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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.

3aKiroueHue AeUCTBUTENbHO 180 KaleHaapHbBIX AHEW C IaThl MOMUCAHUS.

PyxoBoxautens rocyjapcTBEHHON SKCIIEPTHON OpraHU3aLHu

noonucw @.U1.0. (npu nHanuuuu)

Jlara
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[Ipunoxenue 14
K IIPaBWJIAM IIPOBEACHUSA IKCIIEPTU3BI
MEIULIUHCKOTO U3AEIIHS

dopma

Kasakcran Pecniyonmukacer JleHcaymbik cakray MuHHCTpIiri Meu-
LUHABIK XoHE (papMalleBTHKAaJIbIK OaKblIay KOMUTETIHIH
«Jlopinik 3aTTap MEH MEIHUIMHAIIBIK OYHbIMAApIBI caparnray yiIT-
TBIK OPTAJIBIFBI» IAPYaIIbUIBIK JKYPri3y KYKBIFBIHAAFbI peCIyOu-
KaJIBIK MEMJICKETTIK KOCITOPHBI

PecnybnukaHckoe rocy1apcTBEHHOE MPEANPUATHE Ha IIPaBe X031~
CTBEHHOT 0 BefieHUs «HalnoHanbHbIi LEHTP SKCNIEPTU3BI JIEKAPCTBEH-
HBIX CPE/ICTB U MEAULIMHCKUX H3enuit» Komurera MEUIIMHCKOTO U
(hapManeBTHUECKOro KOHTPOJIsE MUHUCTEPCTBA 3APaBOOXPAHEHUS

Pecny6mmkn Kasaxcran

CBOaHBIH 0TYET MO 0€30MACHOCTH, KauecTBY U 3 (PeKTUBHOCTH MEIULNHCKOT0

n3gaejansd

HaumenoBanue MCEIUILIMHCKOI'O U3JC/INU, IPOU3BOAUTEIIb, CTPaHa

HpOI/I3BOI[CTB€HHa$I Iiomaaka, CrpaHa

YIIOJIHOMOYEHHBIN MTPEACTABUTEINb TPOU3BOAUTENS

W3 oruera ynaneHa KOHQUICHIMAIbHAS HHPOPMAIIHS
ConepxaHue

. O6nacTh TPUMEHEHUSI MEIMIIMHCKOTO H3/ICIHUS

. HazHayeHue MeMIMHCKOT0 U3eus

. Kpartkas TexHuueckast XxapaKTepHCTHKA METUIIMHCKOTO M3EIHs
. Kimacc 6e3onacHocTn

. Undopmarus o mpousBoauTene

. Pemmenue (3akmouenue)

. Uudopmanus mo perucrpannu

0 N N AW —

. Ycnosust xpanenus aist [IVD (AiiBuan)
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[Ipunoxenue 3
K npuka3zy MuHucrtp
3IpaBOOXPAHEHUS
Pecny6nuku Kazaxcran
ot 27 auBaps 2021 rona
Ne KP JICM-10

IlepedyeHb yTpaTUBIIMX CHJIY HEKOTOPBIX NPUKA30B MUHHKCTEPCTBA
3apaBooxpanenus Pecnyoauku Kazaxcran

1) mpuka3 Munuctpa 3npaBooxpanenust Pecriyonuku Kazaxcran ot 18 Hos0ps
2009 rona Ne 736 «O6 ytBepxkaeHuu [IpaBun npoBeaeHUs SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB U MEIULIMHCKUX M3JEIUi» (3aperucTpupoBad B Peectpe rocyaapcTBeHHOM
perucTpaly HOPpMAaTUBHBIX TPABOBBIX akTOB 1o Ne 5926, ony6nukoBan B 2010 roay B
CoOpaHuu akTOB IIEHTPATbHBIX UCTIOJIHUTEIIBHBIX U UHBIX LIEHTPAIbHBIX
rocyaapcTBeHHbIX opranoB PecnyOnmku Kazaxcran, Ne 5);

2) npuka3z Munuctpa 3apaBooxpanenus Pecyommku Kazaxcran ot 28 okTs0ps
2011 roga Ne 745 «O BHeceHUU U3MEHEHUM B IIprMKa3 MUHHCTpaA 3paBOOXPaHEHUS
PecnyOonuku Ka3zaxcran ot 18 Hos0ps 2009 rona Ne 736 «O6 ytBepxkaenuu Ilpasun
MIPOBEICHUS SKCTIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB, U3EIUN METUIIMHCKOTO
Ha3HAYEHUS U MEJUIMHCKON TEXHUKW» (3aperucTpupoBaH B Peectpe rocyaapcTBeHHOM
perucTpanyy HOPMAaTUBHBIX TPABOBBIX akTOB 1o Ne 7308, onmybiukoBaH B broyierene
HOPMAaTUBHBIX ITPABOBBIX aKTOB IIEHTPAIBHBIX UCITOTHUTEIBLHBIX U HHBIX
rocyaapcTBeHHbIX opranoB PecnyOnuku Kazaxcran, 2012 r., Ne 2, ct. 434);

3) nmyHkrt 3 IlepeuHss HOpMAaTUBHBIX IPABOBBIX aKTOB MUHUCTEpPCTBA
3npaBooxpaHeHust Pecrryonuku Kazaxcran, B KOTOpble BHOCSTCS U3MEHEHUS,
YTBEPKJIEHHOTO ITprKa3oM MuHuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 28
cenTsi0opst 2012 roga Ne 664 «O BHECEHUU U3MEHEHH B HEKOTOPHIE HOPMATHUBHBIC
paBoBbI€ akThl MUHHKCTEpCTBA 3/ipaBooxpaHeHus Pecnyonuku Kazaxcran
(3apeructpupoBaH B PeecTpe rocyjapcTBEHHOM perucTpalii HOPMATHBHBIX TPABOBBIX
aktoB noj1 Ne 8081, ommy6iukoBan 26 oktsa6ps 2013 rona B razere «Kazaxcranckas
npasaa» Ne 302 (27576));

4) npuka3 Munuctpa 3npaBooxpanenust Pecriyonuku Kazaxcran ot 11 anpens
2014 roga Ne 186 «O BHeceHNM U3MEHEHUS B MpHKa3 MUHUCTpa 31paBOOXPAHEHUS
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PecnyOnnku Ka3zaxcran ot 18 Hos0ps 2009 rona Ne 736 «O6 yrBepxkaenuu llpasun
IPOBECHUSI SKCIIEPTU3bI JIEKAPCTBEHHBIX CPENICTB, U3AEINUN MEAULIMHCKOTO
Ha3HAYEHUS U MEJUIIMHCKON TEXHUKW» (3aperucTpupoBaH B Peectpe rocyaapcTBeHHOM
pEerucTpali HOPMATUBHBIX TIPABOBBIX akTOB 1oa Ne 9408, onmyOnukoBan 12 aBrycra
2014 rona B uHPOPMALITMOHHO-TIPABOBOM CUCTEME «OILIIET);

5) npuka3z MuHuCTpa 31paBOOXPAHEHHS U COLMATIBLHOTO pa3BuTus PecryOnuku
Kazaxcran ot 14 auBaps 2015 roga Ne 10 «O BHeceHMN N3MEHEHHI B IPUKA3
Munuctpa 3apaBooxpanenust Peciyonuku Kazaxcran ot 18 Hosiops 2009 roma Ne 736
«O0 yTtBepxknenuu [IpaBun npoBeeHNs SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB,
U3JIeNIUA MEIUIIMHCKOTO HA3HAUYECHUSI U METUIIMHCKON TEXHUKI (3apeTUCTPUPOBAH B
Peectpe rocyaapcTBEHHON perucTpaiii HOpPMaTUBHBIX MPaBOBbIX akTOB oA Ne 10296,
onyOnukoBaH 18 mapta 2015 rona B uHGOpMALIMOHHO-ITPABOBOM CUCTEME «OAUIETY);

6) npuka3z MuHHUCTpa 3[paBOOXPAHECHUS U COIIMAIBHOTO pa3BuTus PecnyOnuku
Kazaxcrtan ot 26 urons 2015 roga Ne 524 «O BHeceHUH U3MEHEHUH U TOIOJIHECHUN B
npuka3 Munucrtpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 18 Hos6ps 2009 roga
Ne 736 «O06 ytBepxkaenuu [IpaBui npoBeeHUS IKCIIEPTU3bI JIGKAPCTBEHHBIX CPEJICTB,
U3JIeIUI MEUIIMHCKOTO HA3HAYEHUS U MEJUIIMHCKON TEXHUKN» (3apETUCTPUPOBAH B
Peectpe rocynapcTBEeHHON PETMCTPALIMM HOPMATUBHBIX IPABOBBIX aKTOB rmog Ne 11778,
omy6nukoBaH 10 aBrycra 2015 roga B mHGOpMAaIIMOHHO-TIPABOBON CUCTEME «OIIIIET»);

7) nmpuka3 Munuctpa 3npaBooxpanenus: Pecriyonuku Kazaxcran ot 15 urons
2018 roga Ne 374 «O BHECeHMHM U3MEHEHUN B PUKa3 MUHUCTpA 31paBOOXPAHEHUS
Pecny6muku Kazaxcran ot 18 HostOpst 2009 rona Ne 736 «O6 ytBepxkaenuu [Ipasun
MPOBEICHUS SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB, U3AEIUN METUIIMHCKOTO
HA3HAYEHUS U MEJULMHCKON TEXHUKNW» (3aperucTpupoBaH B Peectpe rocyaapcTBeHHOM
perucTpaly HOpMAaTUBHBIX TPABOBBIX akTOB 1oja Ne 17185, onmy6nukoBan 17 aBrycra
2018 rosa B DTaJIOHHOM KOHTPOJIbHOM OaHKE HOPMATUBHBIX MTPABOBBIX aKTOB
PecnyOnuku Kazaxcran);

8) mpuka3z Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 19 ampens
2019 roga Ne KP ICM-43 «O BHeCEHUM U3MEHEHUH B MprKa3 MUHUCTpa
3npaBooxpaHenus Pecnyonuku Kazaxcran ot 18 Hos0pst 2009 roga Ne 736 «O6
yTBepkeHuu [IpaBun npoBeeHns DKCIEePTU3bI JIEKAPCTBEHHBIX CPEICTB, U3/IETUI
MEUIMHCKOTO Ha3HAYEHUS U MEAUIIMHCKON TEXHUKWY (3apeructpupoBaH B Peectpe
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rOCyJIapCTBEHHOM PETUCTPAlM HOPMATUBHBIX MPABOBBIX akTOB oA Ne 18579,
omy6nukoBaH 4 mast 2019 roga B 3TaJOHHOM KOHTPOJILHOM OaHKE HOPMATHUBHBIX
npaBoBbIX akTOB PecnyOnnku Kazaxcran);

9) nmpuka3z Munucrtpa 3npaBooxpanHenus: Pecriyonuku Kazaxcran ot 21 mapra
2020 roma Ne KP JICM-19/2020 «O BHecennu u3aMeHeHU# B ipuka3 MuHucTpa
3apaBooxpaHenus Pecnyonuku Kazaxcran ot 18 Hos6ps 2009 roga Ne 736 «O6
yTBepkieHnu [IpaBui npoBeIeHns SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U
MEIMLIUHCKUX U3JeNniD» (3aperucTpupoBaH B PeecTpe rocyapcTBEHHON peErucTpaiuu
HOPMAaTHBHBIX MPaBOBbIX akTOB o1 Ne 20156, onmybnukosan 9 anpensa 2020 roaa B
DTaTOHHOM KOHTPOJILHOM OaHKE HOPMATHBHBIX IIPABOBBIX aKTOB PecmyOnmmku
Kazaxcran);

10) mpuka3z Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 10 urons
2020 roma Ne KP JICM-81/2020 «O BHeceHnH JONMOIHEHUH B IprKka3 MuHHCTpa
3npaBooxpaHeHust Pecriyonuku Kazaxcran ot 18 Hos6ps 2009 roga Ne 736 «O6
yTBepxkaeHuu [IpaBui npoBeneHus SIKCIEPTU3bI JICKAPCTBEHHBIX CPEACTB U
MEMIMHCKUX U3JIeNNiD» (3aperucTpupoBaH B PeecTpe rocyjapcTBEHHON peErucTpanuu
HOPMAaTUBHBIX ITPaBOBBIX akTOB 1Mo Ne 20952, onyb6nukoBan 13 uromns 2020 roga B
DTaIOHHOM KOHTPOJIBHOM OaHKE HOPMATUBHBIX MPABOBBIX aKTOB PecmyOnuku
Kazaxcran).



