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

Kazaxcran ot 19 anpenst 2019 rona
Ne KP JICM-43. 3apeructpupoBaH B
MHUHHCTEPCTBE OCTULHN
Pecniy6nuku Kazaxcran 24 anpens
2019 roma Ne 18579

O BHeceHMH M3MEHEHHUI
B Iprka3 MHHHCTPA 3APaBOOXPAHEHUS
Pecny0sinku Kazaxcran ot 18 nosiops 2009 roga
Ne 736 «O0 yrBepaxaenuu IIpaBui nposexenus
IKCIEPTU3BI JTEKAPCTBEHHBIX CPEACTB, H3AeJIHi
MeIMIHMHCKOI0 HA3HAYECHUS U MeIMINHCKON TeXHUKN»

B cootrsercTBun ¢ myHkToMm 1 crateu 63 u nyHkrtoM 9 craten 71 Kogexca
Pecny6nuku Kazaxcran ot 18 centsiops 2009 roga «O 310poBbe Hapoia U CUCTEME
3npaBooxpanenus», IPUKA3BIBAIO:

1. Buectu B npuka3z Munuctpa 3apaBooxpanenust Pecniyonuku Kazaxcran ot 18
HOs10pst 2009 roma Ne 736 «OO0 ytBepxkaenuu [IpaBui mpoBeaeHus SKCIIEPTU3HI
JIEKapCTBEHHBIX CPEACTB, U3ACIUNA METUIIMHCKOTO Ha3HAYCHHS U METUIIMHCKOM
TEXHUKW» (3aperucTpupoBaH B PeecTpe rocyjapcTBEHHOW perucTpalui HOpMAaTHBHBIX
paBoBBIX akTOB 1o Ne 5926, onyonukoBan B 2010 rogy B CoOpaHuu akToB
HEHTPATbHBIX UCTIOJIHUTENIBHBIX U UHBIX [IEHTPAIbHBIX TOCY/IapCTBEHHBIX OPTaHOB
PecniyOnuku Kazaxcran, Ne 5) cnegyronme n3MeHeHHUs:

3aroJ0BOK M3JIOKUTH B CIEIYIONIEH pelaKIuu:

«O0 ytBepxknenuu [IpaBun npoBeIeHNs SIKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB U
MEIULIHUHCKUAX U3IEINID;

NYHKTHI | ¥ 2 U3JI0KUTH B CICAYIONICH peIaKInu:

«l. YTBepauTh:

QR-KOZ CONEPIKUT CCHIIKY Ha
nanseii nokymenT B OKb HITA PK

OR-xon conenxkut nanurie DT nomxrocTHoro numa PITT « PTITTU
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1) IIpaBuna npoBeaeHUs SIKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB COTIACHO
IPUIIOKEHUIO | K HacTOsIIIEMY NMPUKA3Y;

2) IlpaBuna npoBeAeHUsI SKCIEPTU3bI MEAUIMHCKUAX U3/IEIIUNA COTIACHO
NPUIOKEHHIO 2 K HACTOSALLEMY ITPUKA3Y.

2. Onpenenuts PecriyOnukaHCcKoe TOCYJapCTBEHHOE MPEANPUATAE HA TIPABE
XO3SIMCTBEHHOTO BeJIeHUsI « HalmoHanbHbIN EHTP SKCIIEPTU3BI JIEKAPCTBEHHBIX
CPEIICTB U MEMIIMHCKUX M31eNnuit» MUHUCTepCcTBa 3paBooxpaneHus Peciyonuku
Kazaxcran rocynapcTBeHHOM SKCTIEPTHON OpraHu3aiueil B cpepe ooparieHus
JIEKAPCTBEHHBIX CPEJICTB U MEAUIMHCKUX U3JIETUN ISl TPOBEACHUS SKCIIEPTU3BI ITPU
roCyJIapCTBEHHOM perucTpaluu, nepeperucTpaluy 1 BHECEHUN U3MEHECHU B
PETUCTPAIMOHHOE 0ChE JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX U3ICIIHN.»;

[IpaBuna npoBeneHUs SKCIEPTU3BI JTEKAPCTBEHHBIX CPEACTB, YTBEPKICHHbBIC
yKa3aHHBIM [IPUKAa30M, U3JIOKUTh B HOBOU pelaKI1H, COTJIACHO MPUJIOKEHUIO 1 K
HACTOSIIEMY ITPUKA3Y;

IIpaBuita mpoBeIeHNS YKCIIEPTU3BI U3AETUN MEIUIUHCKOTO HA3HAYEHUS U
MEIULIUHCKON TEXHUKH, YTBEPKICHHbIE YKA3aHHBIM IIPUKA30M, U3JIOKUTH B HOBOM
pEedaKIMy, COTJIACHO IPUIOKEHUIO 2 K HACTOSALIEMY ITPUKA3y.

3. Komutery dapmanun MuHHCTEpCTBa 3paBooXpaHeHus PecryOnuku
KazaxcraH o0ecneyuTh:

1) rocy1apcTBEHHYIO PErUCTPAIMIO HACTOSIIIETO TpUKa3a B MUHUCTEPCTBE
toctutiuu Pecry6onuku Kaszaxcran;

2) B TeUEHUE JACCITH KaJICHAAPHBIX JHEH CO JHS TOCYAapCTBEHHON PErucTpanuu
HACTOSIIEro MPUKa3a HaIpaBJIeHUE €ro KoUK B OyMa)KHOM U 3JIEKTPOHHOM BHJI€ Ha
Ka3aXCKOM M PyCCKOM si3bIKax B PecmyOinkaHCKoe TOCy1apCTBEHHOE TIPEANPUSATHE Ha
paBe X03IMUCTBEHHOT0 BeJieHUs « MHCTUTYT 3aKOHOAaTEILCTBA U MPABOBOM
uHpopmanuu Pecniyonuku Kazaxcran» MunuctepcTsa roctuiiuu Pecriyonnku
Kazaxcran nist opuimanbHOro omyoJIMKOBaHUS U BKIIOUEHUS B DTAJIOHHBIH
KOHTPOJIbHBIN OaHK HOPMATUBHBIX MPaBOBBIX akTOB PecryOnuku Kazaxcrasn;

3) pa3MeleHue HaCTOSILEro MpUKa3a Ha HHTEpHET-pecypce MUHUCTEpCTBa
3/IpaBOOXpaHEHUS U collMalibHOTO pa3Butus Pecryonuku Kasaxcran;

4) B TeueHUe JACCITH pabOUUX JHEH MMOCIe TOCYIapCTBEHHON pEeruCTpaIuu
HACTOSIIEro npukaza B Munucrepcerse rocturiuu Pecy6nuku Kazaxcran
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npenacrasiieHue B [lenapTaMeHT ropuanYecKon ciryk0 MuHuctepcTsa
3napaBooxpaHenus Pecnyonuku Ka3zaxcran cBeeHuit 00 HCTIOJTHEHHH MEPOTIPUSITHH,
IPEeTyCMOTPEHHBIX MOAMYHKTOM 1), 2) ¥ 3) HACTOSILErO MyHKTA.

4. KOHTpOJb 32 UCTIOJHEHUEM HACTOSIIETO MPUKa3a BO3JIOKUTH Ha
KYPHPYIOIIETo BUIle-MUHHUCTPA 3ApaBooxpaneHus Pecryommku Kazaxcras.

5. Hactosimuii mpuka3 BBOJUTCA B JCUCTBUE MO0 UCTCUCHUH AECITH KaJCHAAPHBIX
JTHEH TIoCJIe JHS €ro MepBOoro oPpuIMaIbHOTO OMyOJIMKOBAHHUS.
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[Ipunoxenue 1
K npukazy Munucrpa
3/IpaBOOXPaHEHUS
Pecny6nuku Kazaxcran
ot 19 anpens 2019 roga
Ne KP ICM-43

Y TBepKAECHBI
nmpuka3zoM MuHucTpa
3IPaBOOXPAHCHUS
Pecny6nuku Kazaxcran
ot 18 Hos16pst 2009 roga Ne 736

IIpaBuiia npoBegeHUs IKCNEPTU3BI JIEKAPCTBEHHBIX CPEACTB
I'1aBa 1. O0mue moJI0KeHUSA

1. Hacrosimue [IpaBuita mpoBeaeHMs SKCIIEPTH3BI JIEKAPCTBEHHBIX CPECTB
(manee — [IpaBuna) paspaboTanbl B COOTBETCTBUH cO cTaTheit 63 Konekca PecyOnuku
Kazaxcran ot 18 cents6pst 2009 roga «O 310poBbe HAPOJIa U CUCTEME
3npaBooxpaHeHus» (nanee — Koaeke) u onpenessitoT mopsIoK MPOBEACHUS SKCIIEPTU3BI
JIEKapCTBEHHOTO CPEJICTBA.

2. DKCHepTU3a JICKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C IMMYHKTOM 2 CTaThu 63
Konekca mpoBoAUTCS: TOCYJapCTBEHHOM SKCIIEPTHOM opraHu3aiueil B chepe
oOpalleHus! JICKAPCTBEHHBIX CPEACTB U MEIUIIMHCKHUX M3ACIIHM (J1amee —
rocyJIapCTBEHHAs AIKCIIEPTHAsT OpraHU3allusl ), OCYIIECTBISIONINM TPOU3BOICTBEHHO-
XO03MCTBEHHYIO JICSITEIHFHOCTD B 00JIACTH 3PaBOOXPAHCHHS 110 00SCIICUCHHIO
6e3omacHOCTH, 3(HPEKTUBHOCTH U KaueCTBa JICKAPCTBEHHBIX CPEJICTB.

3. 9KCHCpTI/IBC MOMJICIKAT IMMPONU3BCACHHBIC B PCCHY6JII/IKC KaBaXCTaH, a TaKiKC
BBO3UMBIC Ha €€ TCPPUTOPHIO JICKAPCTBCHHBIC CPCACTBA.

4. DxkcnepTu3a He MPOBOAUTCS HA JIEKAPCTBEHHBIE CPEACTBA IO OJTHUM
HAaUMEHOBAaHUEM, UMEIOIIMM Pa3HbII COCTAaB AKTUBHBIX BEIIECTB. DKCIIEPTH3a Ha
JIeKapCTBEHHbIE CPECTBA, TpousBeaeHHbIe B PecyOnuke Kazaxcran s sxcnopra
IIPOBOJIUTCS IO perieHuto mpousBoautenei Pecyommku Kazaxcras.
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5. Jlo mogauu 3asiBICHUS Ha SKCIIEPTU3Y 3asBUTEIH TI0 COOCTBEHHOW MHHUIIMATHBE
MOJIYy4aeT B TOCYAAPCTBEHHOM SKCIIEPTHOM OpraHu3aliy Hay4YHbIE U
MPEIPErUCTPALIMOHHBIE KOHCYJIBTALMU IO BOIIPOCaM, CBA3aHHBIM C ITPOBEICHUEM
AKCHEPTU3BI.

6. Jlnst mpoBeIeHHsSI SKCIIEPTU3bI JICKAPCTBEHHBIX MTPEapaToB KPOBHU U
KOMITOHEHTOB KPOBH T'OCYIapCTBEHHAS SKCTIEPTHAS OpTraHU3aIlis PUBJICKACT
CHEIUATICTOB U3 MPOMUIBHBIX OpPTraHU3aIHi, OCYIIECTBISIONINX ACATEIHHOCTD B
chepe cimyxObl KPOBH.

7.B HaCTOAILIINX HpaBI/IJIaX HCITOJIB3YIOTCA CICAYIOINEC TCPMHUHDBI 1 OIIPCACIICHHAA:

1) GroaHamOTMYHBIN JIEKApCTBEHHBIN TpenapaT (Onoananor, OUonog00HbBIN
JIEKapCTBEHHBII NpenapaT, OMOCUMUIISP) — OMOJIOTHYECKUI JIEKaPCTBEHHBIH Mpernapar,
KOTOPBIN COJIEPIKUT BEPCUIO JICHCTBYIOIIETO BELIECTBA 3aPErUCTPUPOBAHHOTO
OMOJIOTMYECKOTO OPUTHHAIBHOTO JIEKAPCTBEHHOTO Mpenapara min peQepeHTHOro
JIEKapCTBEHHOTO Mpernapara u no KOTOpoMY MPOAEMOHCTPUPOBAHO CXOJCTBO (110001e)
Ha OCHOBE CPaBHUTEIILHBIX UCCIICIOBAHHIA O MTOKA3aTeNsIM KauecTBa, OMOIOTrHUeCKOH
aKTUBHOCTH, 6€30MaCHOCTH U 3P (HEKTUBHOCTH;

2) GUOIOCTYHOCTh — CKOPOCTh U CTENEHB, C KOTOPO aKTUBHOE BEIIECTBO
BCAChIBAETCA U3 JIEKAPCTBEHHON (POPMBI U CTAHOBUTCS JOCTYIIHBIM B MECTE JACHCTBUS;

3) Guonornyeckuii IeKapCTBEHHBIN MTpenapar — JIEKapCTBEHHBIN MTpenapar,
JEHCTBYIOLIEE BEIIECTBO KOTOPOTO MPOU3BEIECHO WIIH BBIJEICHO U3 OMOJIOrMYECKOTO
MCTOYHUKA U JIJISl OTIMCAHMSI CBOMCTB M KOHTPOJISI KAYeCTBA KOTOPOTO HEOOXOIUMO
coueTaHre OMOJIOTUYECKHUX U (PU3UKO-XUMHUYECKUX METO/0B aHaIM3a ¢ OLEHKON
IIPOU3BOJICTBEHHOTO ITPOLIECCA U METOJOB €r0 KOHTPOJIS;

4) GMOTEXHOJOTMYECKUH JIEKapCTBEHHBIN Mpenapar — JIEKapCTBEHHBIN Mpenapar,
IPOU3BEICHHBIN TPU MOMOLIY OMOTEXHOJOTHYECKUX MTPOLIECCOB U TPUMEHEHHUS
METOJIOB C UCIOJIb30BAHUEM TEXHOJIOTUU PEKOMOMHAHTHOM J€30KCUPUOOHYKIEUHOBOM
KHCJIOThI, KOHTPOJIUPYEMOM 3KCIPECCUU I'€HOB, KOJUPYIOUINX BbIPaOOTKY
OMOJIOrMYECKN aKTUBHBIX OEJIKOB, THOPUIOMHBIX TEXHOJIOTUI, MOHOKJIOHAJIBHBIX
AQHTUTEN WU APYTHUX OMOTEXHOJIOIMYECKUX MPOLIECCOB;



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019

; aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 14.05.2019

- e Lo | [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 19.04.2019
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 14.05.2019

5) 6uodapmanieBTrueckas cuctema kinaccudukamnmu (naiee - BCK) — nayunas
cucTema KiaccuUKaIlii akTHBHBIX BEIIECTB HA OCHOBE UX PACTBOPHMOCTH B cpejiax ¢
OTIpEJICIICHHBIM MTOKa3aTeJIeM KUCIOTHOCTH/Ieno9HocTH (pH) 1 cTenenn npoHukanus
gyepe3 CTEHKY KUIICUHUKA;

6) Ouoornyeckasi PJKBUBAJICHTHOCTh (OMOAKBUBAJICHTHOCTh) — OTCYTCTBHUE
3HAYUMBIX PA3JIMUUMA MO CKOPOCTHU U CTENECHH, C KOTOPBIMU JEHCTBYIOIIEE BEIIECTBO
WJIM aKTHBHAS YaCTh MOJICKYJIbI JICHCTBYIOIIETO BellecTBa (hapMaleBTHICCKUX
SKBUBAJICHTOB WIH (papMalleBTUYECKUX aTbTEPHATUB CTAHOBSATCS TOCTYITHBIMU B MECTE
CBOETO JIEUCTBUSA NMPU BBEJCHUU B OJITMHAKOBON MOJISIPHOM J103€ B CXOKUX YCJIOBUSIX B
HCCJICIOBAHNH C HAJICKAIUM JIM3aHOM;

7) OpUTHHAIBHBIN JICKAPCTBEHHBIN MpemapaT — JICKapCTBEHHBIN Mperapar ¢
HOBBIM JICHCTBYIOIIUM BEIIECTBOM, KOTOPBIN OBLIT MEPBBIM 3apETrUCTPUPOBAH U
pa3MeIleH Ha MUPOBOM (papMaIieBTHUYECKOM PhIHKE HA OCHOBAHHH JIOChE, COJEPIKAIIETO
Pe3yAbTaThI MOJHBIX TOKIUHUYCCKUX (HCKITMHUYCCKUX ) U KIIMHUYCCKUX UCCIICIOBAHUH,
MOITBEPIKIAAIONTUX €0 0€30MMaCHOCTh, KA4eCTBO B (PPEKTUBHOCTS;

8) mpornenypa «OnoBeBep» — MPOIIEAYPa, B COOTBETCTBUU C KOTOPOI
orpeJieieHre SKBUBAJIEGHTHOCTH BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOT'O CPEICTBA
(reHepuKa) IpOBOJUTCS HA OCHOBAaHUU OMO(apMalieBTUUECKON CUCTEMBI
KJ1accu(UKAIUU U Pe3yJIbTaTOB CPABHUTEIBHBIX MCCIICIOBAHNN BHE OpraHn3ma (1H-
BUTPO) C UCIMOJIb30BaHNEM UCTIBITaHUS «PacTBopeHne» u MpuMEeHSeTCs I TBEPIbIX
JIeKapCTBEHHBIX (hOpM HEMeATIeHHOTO BhIcBOOOkAeHus (1 u 3 kimacc mo
orodapmareBTHIECKON cucTeMe KiacCu(uKaimm);

9) rubpuIHBIN TEKapCTBEHHBIN TIpenapar - JIEKapCTBEHHBIN Mpenapar, He
NONAAIOIINN O/ OIpeIeIEHuE BOCIPOU3BEACHHOTO JIEKAPCTBEHHOIO MIpenapara npu
HEBO3MOXXHOCTH TOATBEPKICHUS €r0 OMOIKBUBAIICHTHOCTH C TIOMOIIBIO MCCIIETOBAHUM
OMOJOCTYITHOCTH, a TAKXKE B CITydae, €CJIM B IaHHOM IIpernapare MPOoU301LIH U3MEHEHUS
JNENUCTBYIONIETO BelllecTBa (BEIIECTB), MOKa3aHUI K MPUMEHEHUIO, TO3UPOBKH,
JIEKapCTBEHHOM (POPMBI WIIH ITyTH BBEJICHUS 110 CPABHEHHUIO C OPUTHHAIBHBIM
npenapaTom;

10) romeonaTu4ecKuil JIeKapCTBEHHBIN Mpenapar — JIeKapCTBEHHBIN Mpenapar,
IIPOU3BENCHHBIN 10 TOMEONIATUYECKOW TEXHOJIOTHUH C UCIIOJIb30BaHUEM
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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) 3akmouenne o 6e30macHOCTH, 3G(HEKTUBHOCTH M KAYECTBE 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 Ipenapar, AeMCTBYIOIIEE BEIIECTBO KOTOPOIO XOPOIIIO
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) BBICOKOTEXHOJIOTMYECKUH JIEKAPCTBEHHBIN ITpenapar — JICKapCTBEHHBIN
npenapar, sBISIOLIUICA TEHOTEPAIEBTUYECKUM JIEKAPCTBEHHBIM IPENapaToM,
JIEKapCTBEHHBIM IIpeapaToM Ha OCHOBE COMAaTHYECKUX KIIETOK WU IIpernapaTom
TKaHEBOU MH)KECHEPUU,

22) UMMYHOJIOTUYECKH JIEKApCTBEHHBIN ITpenapat (MMMYyHOOHOIOTHYeCKUI
JIEKapCTBEHHBIN IIpenapar) — JEKapCTBEHHBIN penapar, NpeIHa3HauYeHHbIN IS
dbopMHUpOBaHUS AKTUBHOTO WJIA MACCUBHOTO UMMYHHUTETA WM IMarHOCTUKU HAIMYUS
UMMYHUTETA, WA IMaTHOCTUKH (BBIPAOOTKH) cIEIU(DUUECKOTO TPUOOPETEHHOTO
M3MEHEHMS] MMMYHOJOTHYECKOTI0O OTBETA Ha AJJIEPTU3UPYIOIIUE BEIIECTBA;

23) rutaH yrpaBiaeHHUs] pUCKaMU — MOJAPOOHOE ONTMCAHUE CUCTEMBI YITPABICHUS
pHUCKaMUu;

24) nepuoauYECKii OOHOBIIIEMbBIN OTUYET MO O€30MACHOCTH — OTUET JeprKaTes
PETUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IMpernapara 3a OnpeaeIeHHbII
NEPHOJ] BpEMEHU B TEUEHHE IMOCTPETUCTPAIMOHHOTO MEPUO/Ia MPEAOCTABIISIEMbIHN IS
OIICHKH COOTHOIIEHUS «I10JIh3a — PUCK» JIEKAPCTBEHHOTO IMpernapara;
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25) BOCTIpOM3BEEHHBIN JIEKAPCTBEHHBIN NpenapaT (FT€HEpUK) — JIEKApCTBEHHBIN
rpenapar, KOTOPbId UMEET TaKOM K€ KOJIMUYECTBEHHBIN M KAYECTBEHHBINM COCTAB
JIEHCTBYIONTUX BEIIECTB U TY )K€ JIEKAPCTBEHHYIO (POPMY, UTO M OPUTUHATLHBIH
JIEKapCTBEHHBIH MpernapaT, 1 OMO3KBUBAJIEHTHOCTh KOTOPOTO OPUTHHATBHOMY
JIEKApCTBEHHOMY MpernaparTy MoJTBEPKIAETCSI COOTBETCTBYIOIIMMHU HCCIICI0BAHUSIMU
ouonoctynHocTH. Pazinuanbie conu, 23upsl, H30MEpbl, CMECH U30MEPOB, KOMILIEKCHI
WJIU TIPOU3BOJIHBIE JICHCTBYIOINIETO BEIIECTBA MPU3HAOTCS OJHUM U TEM Ke
JIEHCTBYIOIIUM BEIIECTBOM, €CIIM UX 0€30MacCHOCTh U 3(P(HEKTHBHOCTH CYIIIECTBEHHO HE
otnuyarorcs. Pa3nuunbie nekapcTBeHHbIE (POPMBI ISl IPUEMa BHYTPh C HEMEIJICHHBIM
BBICBOOOK/ICHUEM BEILIECTB MIPU3HAIOTCA B paAMKaxX UCCIEIOBAHUM OMOJOCTYITHOCTH
OJIHOM M TOM ke JIeKapCTBEHHOU (HOpMOi;

26) cTpaHbl peruoHa MexIyHapoJHOW KOH(PEPEHIINH 110 TapMOHU3AINH
TEXHUYECKUX TPEOOBAHUM K PETUCTPALIMU JICKAPCTBEHHBIX MPENapaToB s
meauuuackoro npumeHenus (ICH) (AiCuditu) — rocyiapctBa, peryJisiTOpHbIE OpTraHbl
KOTOPBIX BXOJST B COCTaB yupeauTeneit u noctossHHbIX wieHoB [CH (cTpanbl
EBporneiickoro cor3a, Coenunennbie [lItater Amepuku, Anonus, [Beinapus,
Kanana) (manee — crpansi peruona ICH (AiCuDdiiu));

277) DKcnepTHBIA COBET rOCYAAPCTBEHHOM AKCIEPTHOW OpraHU3aluy (J1aee —
DKCHEPTHBIN COBET) — KOJUIETHAIbHBINA OpraH, CO3/1aBa€Mblil B TOCYIapCTBEHHOM
AKCIEPTHOM OPraHU3AIUU 110 PACCMOTPEHMIO CIIOPHBIX BOIIPOCOB B PE3YJIbTATAX
AKCIIEPTU3BI, OCHOBAHUH (IIPUUMH) BbIJAYH OTPULIATENIbHBIX 3aKJIIOUEHUH 110
3¢ pexTuBHOCTH, O€30MACHOCTU U KaYECTBY JIEKAPCTBEHHBIX CPEJICTB, U3IETUN
MEIULIMHCKOIO0 HA3HAYEHUs U MEAULMHCKON TEXHUKH U IIPUHATUIO OKOHYATEIBHOIO
peleHus;

28) opannblii (peKuil) TeKapCTBEHHBIN MpenapaT — JeKapCTBEHHbIN Ipenapar,
npeaHa3HAYeHHBIN 17151 AUarHOCTUKU, ITHONATOTeHETUYECKOTO WM aTOr€HETUYECKOTO
neueHus: oppaHHbIX (peAKUX) 3a00I€BaHUI, YACTOTa KOTOPBIX HE IIPEBBIIIAET
opuIMAIIBHO OMpeeieHHOro ypoBHs B Pecniybnuke Kazaxcran;

29) npou3BOACTBEHHAS TUIOUIA/IKA — TEPPUTOPHAIBHO 000COOIEHHBIN KOMIUIEKC
IIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB, MEAUIIMHCKUX U3JIETUMN, TpEAHA3HAYCHHBIH
JUTSL BBITIOJTHEHUST BCETO TMpoIlecca MPOU3BO/ICTBA JICKAPCTBEHHBIX CPE/ICTB,
MEUIMHCKUAX U3JIeJIUIA WA €T0 ONPEICTICHHBIX CTaauil;
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30) 3agBuUTENDb — pa3pabOTIUK, MPOU3BOIUTEND, IEPKATEIb PETUCTPAITMOHHOTO
YyAOCTOBEPEHUS WIIM UX JIOBEPEHHOE JIULIO, YIIOJTHOMOYEHHOE M01aBaTh 3asBJICHUE,
JIOKYMEHTBI 1 MaT€pUaJIbl U BBITOJIHITEH AEHCTBUS, IPEAYCMOTPEHHBIE JOBEPEHHOCTHIO
JIOBEPUTENISI HA TIPOBEJICHUE IKCIIEPTU3BI ITPU PETUCTPALIUU, TIEPEPETUCTPAIIIH U
BHECEHUU U3MEHEHUM B PETUCTPALIMOHHOE JTOChE JIEKAPCTBEHHBIX CPEJICTB;

31) paguodapmaneBTUYECKUN JEKaPCTBEHHBIN NpenapaT — JeKapCTBEHHbBIN
npenapar, CoAep Kalui B TOTOBOM Ul IPUMEHEHNS COCTOSSHUM OJIMH UJIA HECKOJIBKO
PAAVOHYKIMIOB (PaIUOAKTUBHBIX U30TOMOB) B KAYECTBE ACHCTBYIOIIETO BEUIECTBA WM
B COCTaB€ JIEUCTBYIOLIETO BEUIECTBA;

32) pedepeHTHBII JTeKapCTBEHHBIH Mpenapat — JeKapCTBEHHBIH Mpenapar,
KOTOPBIN UCIOJB3YETCS B KAUECTBE MperapaTa CpPaBHEHUS U SIBJISETCS ITAIOHOM, 110
KOTOPOMY OIPENEISAIOTCS (HOPMHUPYIOTCSI) CBOMCTBA JIEKAPCTBEHHOIO IIPENapaTa;

33) Hagyexariasi IpoOU3BOJICTBEHHAs MTPAKTUKA — COCTaBHAsI 4YaCTh CUCTEMBI
oOecrieueHuns: KauecTBa, TapaHTUPYIOIIask IPOU3BOJICTBO U KOHTPOJIh KauecTBa
JIEKApCTBEHHBIX CPEJICTB MO CTaHJAapTaM B COOTBETCTBUHM C UX MpETHAZHAYCHUEM U
TpeOOBAaHUSAMU PETUCTPALIMOHHOTO J10CHE;

34) perucTpalOHHOE 10ChE — KOMIUIEKT TIOKYMEHTOB U MaTEpPHAIOB
YCTaHOBJIEHHOT'O COJIEPKaHUs, IPEACTABISAEMBIN K 3asIBJICHUIO Ha SKCIIEPTUZY;

35) nepxatesb perucTpalOHHOTO YIOCTOBEPEHHUS — OPUANYECKOE JUI0, Ha
UM KOTOPOTO BBIJIJAHO PETHUCTPALIMOHHOE YOCTOBEPEHUE HA JIEKAPCTBEHHBIN IIpenapar;

36) BHECEHUE U3MEHEHUM B PETUCTPALIMOHHOE JOChE — U3MEHEHUSI, BHOCUMBIC
3asIBUTEJIEM B PETUCTPALIMOHHOE JIOChE B TEUCHHE JICNCTBUS PETUCTPALIMOHHOIO
yIOCTOBEPEHMS, HE BIUSIONINE OTPUIATEIILHO HA 6€30MacHOCTb, 3(h(PEKTUBHOCTH U
KaueCTBO JICKAPCTBEHHOT'O CPEJICTBA U MOJIEkKAIIE SKCIIEPTU3E B COOTBETCTBUU C
HacTosiiuMu [IpaBunamuy;

37) dbapmarneBTryeckas cyocTanus (akTuBHas (papMarieBTHUecKasi CyOCTaHIINs)
— JIEKApCTBEHHOE CPEJICTBO, MPEIHA3HAYCHHOE JIsi IPOU3BOICTBA U U3TOTOBJICHHS
JIEKapCTBEHHBIX MPENapaToB;

38) uccnenoBaHue SKBUBAJICHTHOCTH — MCCIIEIOBAHUE, KOTOPOE OMPEACIISIET
SKBUBAJICHTHOCTb MEXK/y T€HEPUKOM M OPUTHHAIIBHBIM (pe(epeHTHBIM)
JIEKAPCTBEHHBIM CPEACTBOM IPU UCIIOIH30BAHUU UCCIEIOBAHUN UH-BUBO (BHYTPHU
opraHusma) u (WIin) UH-BUTPO (BHE OpraHU3Ma).
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I'naa 2. Ilopsaaok npeaocTaBjieHUs PErHCTPANMOHHOIO I0Che JIf IPOBeIeHUs
IKCNEPTHU3BI JIEKAPCTBEHHBIX CPEICTB

8. Jly1s mpoBeAeHUs SKCIIEPTU3HI B LIEIISAX TOCYJAPCTBEHHOM perucTpaluu,
NEPEPErUCTPALIMN U BHECEHUS! U3BMEHEHUN B PETUCTPALIMOHHOE JJOChE JIEKAPCTBEHHOTO
CpEeJICTBA 3asBUTENb 3aKJIIOYAET C TOCYAAPCTBEHHON AKCIIEPTHOM OpraHu3anuen
JIOTOBOP Ha MPOBEJCHUE IKCIEPTU3HI U TIpeAocTaBiseT B LleHTp oOcnyxuBanus
3asBUTEJIEH rOCYIapCTBEHHOM AKCcepTHOU opranu3anuu (nainee — [{O3) cnexyromme
JIOKYMEHTBI U MaTepHUalbl:

1) 3asiBIIeHKE Ha MPOBEJACHUE IKCIIEPTU3BI JICKAPCTBEHHOT'O CPE/ICTBA (J1aiee —
3asBJICHHE) 110 (hOpMeE COTIIACHO MpUIoKeHUIo 1 k HacTosmmM IIpaBuiam;

2) perucTpalvoHHOE JOChE Ha AIEKTPOHHOM HOCHUTENE:

nepeyYeHb JOKYMEHTOB, MPEIOCTABISIEMbBIX ISl SKCIIEPTU3BI POU3BOAUTEISIMU
Pecny6uku Ka3zaxcran o ¢goopme corsiacHO NpUiIoKeHUIo 2 K HactosumuM [paBunam;

nepeyeHb JOKYMEHTOB, MPEAoCTaBlIgeMbIX B hopmare OOIIEro TEXHUYECKOro
JOKYMEHTa, 1o (hopMe COTJIaCHO MPUIIOKEHHIO 3 K HacTtosmuM [IpaBumnam;

3) 00pa3libl JIEKapCTBEHHBIX CPEJICTB, CTaHIaPTHBIE 00pa3Ibl XUMHUYECKUX
BEIIECTB, CTAaHAAPTHBIE 00PA3Ibl OMOJIOTHYECKUX MPENapaToB, TECT-IITAMMBI
MHUKPOOPTaHU3MOB, KYJIbTYPHI KJIETOK, B KOJIMYECTBAX, JIOCTATOYHBIX JUISI TPEXKPATHBIX
71a00paTOPHBIX UCTIBITAHUHN C OCTATOYHBIM CPOKOM TOJTHOCTH HE MEHEE IIECTH MECSIICB
(32 UCKITIOYEHUEM CITy4aeB, He TPEeOYIOUIUX MPOBEACHUS JTa00OPATOPHBIX UCITBITAHUN );

4) cienuduyueckue peareHThl, pacXoAHbIe MaTepPHAIIbI, TPUMEHSIEMbIE TTPU
POBEICHUU Ja0OPATOPHBIX UCIIBITAHUH JIEKAPCTBEHHBIX CPEJICTB;

5) KOMuIo JOKYMEHTA, MOJATBEPKIAIOIIETO OIIATY 3asBUTEJIEM CYMMBI JJIst
IIPOBEICHUS SKCIIEPTU3bl HA PACUETHBIN CYET TOCYNAPCTBEHHON SKCIIEPTHOU
OpraHH3alNH.

dopmMupoBaHue 3asBICHNS HA POBEIEHNE SIKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB
C MPUJIOKEHUEM TEePEUHs JOKYMEHTOB, MTPEIOCTABISIEMBIX I SKCIIEPTHU3HI
npousBoauTensiMu Pecniy6nuku Kazaxcras, cornacHo NpuiiokeHHo 2 K HaCTOAIIUM
[IpaBunam wiM nepevyHsi JOKYMEHTOB, IpeloCcTaBIsieMbIX B (popmaTte OO1ero
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TEXHUYECKOT0 JJOKYMEHTA COTJIACHO MPUIIOKEHUIO 3 K HacToAmuM [IpaBunam
OCYIIECTBIISIETCS 3asBUTEIEM B HH()OPMALIMOHHON CUCTEME rOCYAAPCTBEHHON
AKCIEPTHOM OPraHU3alMKU 110 UHAUBUIYATbHOMY HapOJIko.

9. Ilepedenb NpeaOCTABISIEMBIX MATEPUATIOB PETUCTPALTMOHHOTO JIOCHE B
3aBUCUMOCTH OT BHJIA JIEKAPCTBEHHOI'O CPEJCTBA COOTBETCTBYET MPHIIOKEHUIO 4
HacTosiux [IpaBut.

10. Cnernmanuct 11O3 B TedeHne olHOTO pabodero AHs MOCie npuemMa
JTIOKYMEHTOB, MPETyCMOTPEHHBIX MyHKTOM 8 HacTosamux [IpaBui:

1) ocymiecTBasieT perucTpauio 3asBJICHUS B IPOrPaMMHOM 00€CTICUCHUH;

2) pazmeniaet nHGopMaiuio Ha 0QUIIMATHFHOM CaliTe TOCYIapCTBEHHOM
AKCIIEPTHOM OpraHU3aIluy O MOJAHHBIX Ha KCIEPTHU3Y JIEKAPCTBEHHBIX CPEIICTBAX
(TOproBoe HaMMEHOBaHUE, MEXKTYHAPOIHOEC HEIMTATCHTOBAHHOE HAUMEHOBAHNE,
JeKapcTBeHHas (popma, T03UPOBKA, KOHIICHTPAIUSI, OPTaHU3aIUS-IPOU3BOIUTEIb,
CTpaHa);

3) mpoBepseT OCTATOYHBIN CPOK TOJJHOCTH 00PA3IOB JIEKAPCTBEHHBIX CPEJICTB,
CTaHJIAPTHBIX 00Pa31l0B XUMUUECKUX BEIIECTB, CTAHAAPTHBIX 00PA3I[0B OMOJIOIrMYECKUX
penaparoB, TECT-IITAMMOB MUKPOOPTAaHU3MOB, KYJIBTYP KIETOK, CIIEIU(DUIECKUX
peareHTOB, PaCXOIHBIX MaTEPUATIOB, HEOOXOAUMBIX JIJIsl BOCIIPOU3BOIUMOCTH METOIUK
71a00paTOPHBIX UCIIBITAHKUH JIEKAPCTBEHHOTO CPEACTBA M BHOCHUT JIAHHEIE B
IpOrpaMMHOE 0OecrieueHue.

Jlist coOroieHHs YCIIOBUH XpaHEeHHsI (TEMIIEPATyPHBIA PEXKHUM, BIAXKHOCTD )
00pas3Iibl JICKaPCTBEHHBIX CPEJICTB, B TOM YHCIIE HAPKOTHIECCKUX CPECTB,
MICUXOTPOITHBIX BEIIECTB U MPEKYPCOPOB MPEAOCTABISIOTCS HETIOCPEACTBEHHO B
UCIIBITATEILHYIO JTA00PATOPHIO.

11. Ha sxcniepTu3y pa3inyHbIX JEKapCTBEHHBIX (POPM OJTHOTO U TOTO K€
JIEKAPCTBEHHOTO IIperapaTa 3asBUTEIIb IIPEICTABISIET 3asBICHUS U PETUCTPALUOHHBIE
JI0Ch€ Ha KaXXIyI0 JIEKAPCTBEHHYIO opMmy.

12. IIpu ycnoBuu 0OJHOBPEMEHHOM MOJAYH HA SKCIIEPTU3Y JIEKAPCTBEHHOTO
npenapara B OJHOM JIeKapCTBEHHOU (popMe, ¢ pa3IuuyHON JO3UPOBKOM, KOHIIEHTpAIUEH,
00BEMOM 3aIOTHEHUS 3aIBUTEIb MPEACTABISIET OJTHO 3asBJICHUE U PETUCTPAIIMIOHHOE
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A0CHE C MPUIIOKCHUEM MAKCTOB YIIAKOBOK M 3TUKCTOK Ha KaXKAYI0 JO3HUPOBKY,
KOHIOCHTPAIUIO, 00BbEM 3aIOJTHEHHUS B KOJIMYECTBO 103 B YIIAKOBKC, a TaKiKC
HOPMATHUBHOI'O JOKYMCHTA I10 KAYCCTBY B CIIy4ac pa3jiniusgd B MCTOANKAX KOHTPOJIA.

13. B ciiyyae npeaocTaBieHus BOCIPOU3BEIEHHOT0, OMO0aHAIOTHYHOTO
JICKapCTBEHHOTO TIpernapara OTeUeCTBEHHBIM ITPOU3BOAUTENIEM Ha HKCIIEPTU3Y 0€3
JAHHBIX UCCJIEI0BAaHUI SKBUBAJIEHTHOCTH, 3asIBUTEIb B PETUCTPAIIMIOHHOM JIOChE
MPEAOCTABISET MPOEKT MPOTOKOJIA U TAPAHTUMHOE MUCHMO B MTPOU3BOJILHOU popMe O
PEAOCTABIEHUN OTYETA KIMHUYECKUX HccienoBaHui. [Ipu 3ToM cpok npoBeneHus
UCCIIEJIOBAHUM HE BXOJIUT B CPOK MPOBEACHUS IKCIIEPTU3bI IPU PETUCTPALIUH.

14. ITpu skcnepTrse opdhaHHbIX JEKAPCTBEHHBIX MPENapaToB 3asBUTEIb
IPEIOCTaBIsET MPOTrpaMMy UCCIIEJOBAHUM, PE3YIbTaThl KOTOPBIX OyIyT SBIATHCA
OCHOBAHUEM JIJIsl IEPEOLIEHKN COOTHOIIEHHUS «I10J1b3a-PUCK», C COOII0ICHUEM
IPUMEHEHUS JIEKaPCTBEHHOr O MpernapaTa ol CTPOruM HaOJII0IEHHEM Bpaya U
HEMEJICHHBIM IIPE0CTAaBICHUEM KapT-COOOIEHUI O HEXKEIaTeNbHbIX PEaKIMSIX,
CEPbE3HBIX HEXKENATEIbHBIX PEAKIHAX U 00 OTCYTCTBUH 3PHEKTUBHOCTH
JIEKapCTBEHHOT'O IIpenapara B COOTBETCTBUU C MOPSAKOM YCTAaHOBJIEHHBIM IIyHKTOM 3
cratbu 85 Konmekca.

15. B ciayuasx npeacTaBieHus 3asiBUTENEM HETIOJIHOIO MaKeTa JOKYMEHTOB, a
TaK)Ke He COOJII0JIEHU YCIOBHA, TPEAYCMOTPEHHBIX MYHKTOM 8 HacTosiuux IIpaBun
crietmanuct 1103 oTka3biBaeT B mpueMe 3asBICHUS.

I'nasa 3. Ilopsaaok npoBeaeHNs IKCIEPTH3HI JIEKAPCTBEHHBIX CPEICTB
IMaparpad¢ 1. dTanbl npoBeeHNs IKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB

16. DkcnepTr3a JIEKapCTBEHHOI'O CPEACTBA COCTOUT U3 CIEAYIOIIUX 3TAIOB:
1) HauanpHas 3KCcHIepTH3a (BaTUAAUs PETUCTPAIIMOHHOTO JOCKE);

2) creruaiu3upoBaHHAs HKCIIEPTHU3a;

3) nabopaTopHbIC UCTIBITAHUS.

17. DxcnepTr3a TPOBOAUTCS C UCIIOJIB30BAHUEM AIIEKTPOHHOM IIPOTrPaMMBbI
rocyJapCTBEHHOM IKCIIEPTHOM OpraHu3alliy, MHTETPUPOBAHHOM ¢ eTMHOM 0a3oi
naHHbIX «CucTeMa ynpaBlieHUs JEKApCTBEHHOTo obecneuenus» Enunon
MH(POPMAIIMOHHON CHUCTEMBI 3/[paBOOXPaHEHUSI.
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IHaparpadg 2. Ilopsiiok npoBeeHUs HAYAJIBHOM IKCIEPTU3bI (BaTUIALUHA
PErMCTPALHOHHOIO J0Che) JIEKAPCTBEHHOI'0 CPECTBA

18. ITocne mpuema 3asBJIeHUs SKCIEPTOM MPOBOJUTCS HavyallbHAas SKCIepTU3a
(BayiM1anysl PErUCTPALlMOHHOIO J1I0ChE) JIEKAPCTBEHHOTO CPEACTBA B CPOKH,
Ipe1yCMOTpPEHHbIE TT1aBoi 6 Hactosux [IpaBui.

19. I1pu HauanpHOM AKCTIEpTH3E (BAUIAIMK PETUCTPAIIMOHHOTO JIO0CHE)
JIEKAPCTBEHHOTO CPEJICTBA MPOBOJUTCS OLIEHKA MOJHOTHI, KOMILUIEKTHOCTH U
PaBUILHOCTH 0(DOPMIIEHHUS IOKYMEHTOB, MPE/ICTABICHHBIX 3asSBUTEIIEM B
PETUCTPAIMOHHOM J0ChE B OTHOIIICHUH J0KA3aTeJILCTB O€30MacCHOCTH, Y(PPEKTUBHOCTH
Y Ka4eCTBa JICKAPCTBEHHOTO CPEJICTBA.

20. B cyyae Hanuuus 3aMe€4aHUU K JOKYMEHTaM PErMCTPALMOHHOTO JOChE
3asiBUTENIO Yepe3 NH(OPMALIMOHHYIO CUCTEMY HAIPABIISETCS MUCbMO, 3aBEPEHHOE
ANEKTPOHHO-IIU(POBON MOAMKUCHIO, C YKA3aHUEM BBISBIICHHBIX 3aMEYaHUI U
HEOOXOAMMOCTH UX YCTPaHEHMsI B CPOK, HE IIPEBBIIIAIOIINN IECThAECAT KaJIeHJapHbIX
JTHEH.

21. Ilpu He ycTpaHEHHH 3aMEUYaHU IOCYyapCTBEHHAs dKCIIEPTHAS OPTaHU3aLMs
HampaBJseT 3asSBUTENIO YBEJOMIICHHUE (B MIPOU3BOIBHOM (popMe) o MpeKpalieHuu
JKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA.

22. Ilo pe3ynapTaramM Ha4aJIbHOW SKCIEPTU3bI (BAIMIALUHA PETUCTPALIUOHHOIO
JI0Ch€) JIEKAPCTBEHHOT'O CPEJICTBA C YYETOM BBICTABICHHBIX 3aMEUAaHUN COCTABIISIETCS
OTYET HAYAJIbHOW SKCIEPTU3bI (BaMJALUHA PETUCTPALMOHHOTO IOChE) JIEKAPCTBEHHOTO
CpEIICTBA COTJIACHO MPUJIOKEHUIO S5 K HACTOSIMM [IpaBriiam Wim OTYET HAYaIbHOU
AKCHEPTU3bI (BaTUJAMU PETUCTPAIMOHHOTO JOChE) U3MEHEHU, BHOCUMBIX B
PETUCTPALIMOHHOE J0ChE JIEKAPCTBEHHOT'O CPEICTBA COTJIACHO MPUIIOKEHHIO 6 K
HactosiuM [IpaBuiam.

IHaparpad¢ 3. Ilopsiaok npoBeeHUs CIIEHATU3UPOBAHHOM IKCIIEPTH3BI
JIEKAPCTBEHHBIX CPeICTB

23. [lonoxuTeNnbHBIA Pe3yIbTaT HAYAIBHOM SKCIEPTU3HI (BaTUAALINH
PErHCTPALMOHHOTO JI0CHE) JIEKAPCTBEHHOI'O CPEJCTBA SBJIAETCS OCHOBAHUEM IS
IIPOBEICHUS CIIELIUATU3UPOBAHHON DKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA B CPOKH,
IPEAYCMOTPEHHBIE I1aBoi 6 HacTosmumx [IpaBu.
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24. Cnenpanu3upoBaHHas dKCIIEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA BKIIFOYAET
OIICHKY Ka4yecTBa, 0€30MacHOCTH, 3P(HEKTUBHOCTH U COOTHOLICHUS MOJIb3a-PUCK
JIEKapCTBEHHOTO CPECTBA HA OCHOBAHWH aHAIM3a U DKCIIEPTU3HI TaHHBIX B
JOKYMEHTaX PerucTpalioOHHOIrO JOChe, B TOM YHCIIE Pe3yIbTaTOB J1a0OPAaTOPHBIX
UCTIBITAHUI 00pa3IloB JIEKapCTBEHHOTO CPEACTBA, & TAKXKE OI[CHKY PaIllMOHATHLHOCTH
KOMOMHAIIMN ACWCTBYIONINX BEUIECTB B COCTABE JIEKAPCTBEHHOT'O CPEJICTBA B
cooTBeTCTBHUH ¢ [lepeuneM HepalmoOHATLHBIX KOMOWHAIINH JICKAPCTBEHHBIX CPEIICTB
COTJIACHO MPWJIOKEHHIO 7 K HacToAmmM [IpaBunam.

25. Cnenuanu3upoBaHHas 3KCIEPTU3A JIEKAPCTBEHHOTO CPEICTBA
OCYIIECTBIISIETCS TPYIIIION 3KCIIEPTOB TOCYIAPCTBEHHOMN IKCIIEPTHOM OPTaHU3ALIUHU C
npuBJiedeHUEM (IIPYU HEOOXOIUMOCTH ) BHEIITATHBIX MPOMUIBLHBIX KCIIEPTOB.

26. Ilo pe3ynpTaTaM U3y4eHHsI TOKyMEHTOB PETUCTPAIMOHHOTO JIOChE HA dTare
CHEIUATN3UPOBAHHON IKCTICPTU3HI 3asIBUTEIIO HATIPABIISICTCS] CBOIHBIN 3arpoc (B
IPOU3BOJILHOM (hopme) 1o 6e30macHOCTH, IPHEKTUBHOCTH U KA4€CTBY JIEKAPCTBEHHOTO
CpeJCTBa.

CBOJHBIH 3a11pOC, 3aBEPEHHBIN TOCPEICTBOM JIEKTPOHHO-UU(PPOBOI MOAMUCH
HampaBJsieTcs yepe3 HHPOPMAIIMOHHYIO CUCTEMY .

27. 3asgBUTENb B T€UEHUE IECTUIECATH KaJE€HIAPHBIX THEW HAMPABIISIET OTBET U
HE0OX0IUMbIE MaTEPHAJIbl Ha 3aIIPOC TOCYAAPCTBEHHON SKCIIEPTHON OpraHU3aIuu.

B ciiydae BOBHUKHOBEHUS IOMOJIHUTEIIBHBIX BOITPOCOB, KACAIOIIUXCS CBEICHUM,
MPEJCTABICHHBIX 3asBUTEJIEM B OTBETE HA MPEAIECCTBYIOIINI 3aIPOC, 3asIBUTENb B
TEUYECHUE TPUILIATH KaJICHAAPHBIX JTHEH ¢ MOMEHTA MOJIyUYCHHU 3alpOca HAIPaBJIsieT
OTBET U HEOOXOIMMbIe MaTepUaJIbl Ha JOTOJHUTEIbHBIN 3aIIPOC FOCY1apCTBEHHOM
SKCIEPTHOW OpraHU3aLIMH.

28. IIpu He nmpenoCcTaBICHUH 3asIBUTEIEM OTBETOB HA 3aMPOC FOCYAAPCTBEHHOM
AKCIEPTHOM OpraHU3alliy B YCTAHOBIICHHBIN CPOK COTJIACHO MMYHKTY 27 HACTOSIIUX
[IpaBui, a Takke MPeI0CTaBICHUU HEMOJTHOTO OTBETA U HEOOXOIMMBIX MaTEPUAIOB
COCTaBJISICTCS] OTPULATEIIBHBIN CBOJIHBIA OTUET SKCIIEPTOB IO OLIEHKE JIEKAPCTBEHHOTO
npernapara u MaTepuaibl HAalPaBIISIIOTCS B DKCIIEPTHBIN COBET JJIs1 MPUHSTHUS PEILIEHUS
00 OTKa3e U MPEKPAIICHUHN IKCIEPTU3BI JIEKAPCTBEHHOT'O CPEJICTBA.

3KCHepTHBIﬁ COBCT paCCMATPUBACT NOCTYIIUBIINC MATCPHAJIbI COKEMCCAYHO U
PE3YJIbTAaThl pCHICHUS HAIIPABJIAIOTCA 3aABUTCIIIO B TCUCHHUC JCCATU KAJICHAAPHBIX I[HCfI.
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29. I1o pe3ynpTaram CrenuaaIu3upoOBAHHON SKCIIEPTU3BI COCTABIIAETCS CBOIHBIN
OTYET IKCIIEPTOB MO OIIEHKE JIEKAPCTBEHHOTO Mpenapara mo ¢gopmMe CorjiacHO
npuioxkeHuto § Kk HactosamuM [IpaBunam nu CBOAHBIN OTYET HKCIEPTOB MO OILEHKE
JIEKApCTBEHHOTO Mpernapara Mpyu U3MEHEHUSIX, BHOCUMBIX B PETUCTPALIMOHHOE JJOChE
corjacHo npuioxeHuto 9 k Hacrosuum IIpasunam. B oTyeTe s3kcnepToB 1o OlleHKe
JIEKApCTBEHHOTO Mpernapara 0TpakaroTcsl BCE aCleKThl 0€30macHOCTH, 3 ()EKTUBHOCTH
U KayecTBa JICKapCTBEHHOTO Mpernapara.

IHaparpa¢ 4. Ilopsiiok npoBeaeHust 1a00PATOPHBIX HCIBITAHUH JIEKAPCTBEHHBIX
CpeACTB

30. B ciiyyae noyio)UTENbHOT0 OTYETA CIICHUATTU3UPOBAHHON AKCIIEPTU3bI
IPOBOJIATCS 1a0OPATOPHBIE UCTIBITAHUS JICKAPCTBEHHOTO CPEJICTBA B CPOKH,
IPEAYCMOTPEHHBIE I1aBoM 6 HacTosmmx [IpaBu.

31. JIabopaTtopHbi€ UCTIBITAHUS JIEKAPCTBEHHOTO CPECTBA OCYIIECTBISIOTCS B
UCIIBITATENBHBIX TJA00OPATOPHUAX TOCYNaPCTBEHHOMN IKCIIEPTHOM OpraHu3aIiy B IENISIX
NOJTBEPKACHUS COOTBETCTBHSI MOKa3aTeseil 0e30MacHOCTH U KayecTBa JEKaPCTBEHHOTO
CpPEeACTBa U BKJIIOYAIOT:

1) ucnbiTanre 0Opa31oOB JIEKAPCTBEHHOTO CPEJICTBA;
2) omnpeneneHue BOCIPOU3BOAMMOCTH METOANK aHaJn3a.

HcnbiTanne 00pa3ioB JIEKAPCTBEHHBIX CPEACTB C UCIIOIb30BAaHUEM KOMILIEKCA
(UBUKO-XUMUYECKUX, OMOJIOTHYECKUX HCCIIEIOBAHUI HAIIPABJICHO Ha ONpE/IeIeHHEe
KOJIMYECTBEHHOTO M KaU€CTBEHHOTO COAEPKAHUS JEHCTBYIOIIMX U BCIIOMOTATEIIbHBIX
BEIIECTB, MPUMECEH, a TAK)Ke CTEMEHN OMOJIOTUYECKON 6e30macHOCTH
(MUKpPOOHMOJIOTHYECKASI YUCTOTA, TOKCUYHOCThD, TUPOTEHHOCTB ).

OHpC}ICHCHI/IC BOCIIPOU3BOJUMOCTH MCTOANK aHaJIM3a I10 KOHTPOJIO Ka4eCTBa
JICKaAPCTBCHHOI'O CPCACTBA OCYIICCTBIIACTCA B LCIIAX IOATBEPKIACHHUA NX COOTBCTCTBUA,
MpeaAyCMOTPCHHBIX HOPMATUBHBIM JOKYMCHTOM II0 KA4YCCTBY.

32. JJabopatopHbie UCTILITAHUS HE MPOBOASATCS MPHU:

1) npoasiennu cpoka ACMUCTBUS pETUCTPALIUOHHOIO YOCTOBEPEHUS
JIEKapCTBEHHOTO CPENICTBA (B CIydae OTCYTCTBUS peKJiaMalliii Ha KaueCTBO
JIEKapCTBEHHOTO CPEJICTBA U IO pe3yJibTaTaM (hapMaKkoHaa30pa Ha 0€30MaCHOCTh
JIEKapCTBEHHOTO CPEJICTBA), TPOU3BEECHHOTO B YCIOBUAX HaJIexKaIleH
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MPOU3BOJICTBEHHOMN MPAKTUKHU U MPUCYTCTBYIONIETO Ha (hapMaIleBTUUECKOM PBIHKE
Pecniybnuku Kazaxcran He MeHee BOCBMU JIET;

2) 3KCHepTU3e JIEKAPCTBEHHOIO CPEACTBA, IPOU3BENCHHOIO B CTPaHAX PErMOHA
ICH (AiCuliiu);

3) sKcnepTU3e JEKapCTBEHHBIX CPEACTB, NpeKBaTUpUIMPOBaHHBIX BecemupHoi
OpraHM3aLNEN 3APABOOXPAHCHHS;

4) npoyieHUU CpoKa JEUCTBUS PETUCTPALIMOHHOTO YI0CTOBEPEHUS
JIEKapCTBEHHOTO CPEJICTBA, Mpou3BeieHHOT0 B Pecmybnuke Kazaxcran.

33. B cityyae BBISIBIICHHS 3aMEYaHUH 10 pe3ysibTaTaM Ja00paTOPHBIX UCIIHITAHUH
3asIBUTEIIO HAIIPABJISIETCS] MUChbMO C YKa3aHUEM BBISIBIICHHBIX 3aMEYaHUN U
HEOOXOJMMOCTH UX YCTPAHEHHUS B CPOK, HE MPEBBIMIAOITUHN JEBIHOCTA KaJCHIaPHBIX
JTHEH.

34. [Ipu He NpeaOCTaBIECHNHN 3asBUTEIEM OTBETOB BHICTABICHHBIE B IUCHME
rOCyJIapCTBEHHOM 3KCIIEPTHOM OPraHU3alliy 3aMEUYaHNs B yCTAaHOBJIEHHBIN CPOK
corjacHo IMyHKTy 33 HacTosmux [IpaBui 1 OTpULIATENIBHBIX pe3yJIbTaTax
71a00paTOPHBIX UCIIBITAHUI MaTepuasbl HAPABISAIOTCS B DKCIEPTHBIN COBET IS
NPUHATHS PEeLIeHUs] 00 OTKa3e U MPEeKpaleHUH SKCIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA.

35. Ilo pe3ynbTaTam J1a0OpaTOPHBIX UCTIHITAHUN JTEKAPCTBEHHOTO CPEICTBA
UCIIBITATEILHOMN JTabopaTopueit CoCTaBsIeTCs MPOTOKOI UCTIBITaHUM 110 hopme
coriacHo npuioxeHuro 10 k Hactossmum [IpaBriam.

36. B ciayyasx HEBO3MOXHOCTH MTPOBEACHHUS JTAOOPATOPHBIX UCIIBITAHUN
00pa310B JIEKaPCTBEHHBIX CPEACTB B UCIIBITATEIbHOMN J1a0OpAaTOPUU rOCYJapPCTBEHHOM
AKCIIEPTHOM OpraHM3alid, B TOM YHCIIE PU UX OTHECEHUH K KaTeropuu oppaHHbIX,
HapKOTUYECKUX, ICUXOTPOMHBIX WU MPEAHA3HAYECHHBIX AJIS JICUCHUS
BBICOKO3aTPATHBIX HO30JIOTUM BCIEJCTBUE UX BBICOKOW CTOMMOCTH, HEBO3ZMOKHOCTH
COOJTIOICHNA YCIIOBUIM TPAaHCHIOPTHUPOBKU YKa3aHHBIX 00Pa30B Ha TEPPUTOPHUIO
PecnyOnuku Kazaxcran u (win) uX XpaHEHUH, OTCYTCTBUU CIIELIUATIBLHOTO
000pyI0BaHUs U PACXOJAHBIX MaTEPUAIOB B HKCIIEPTHOM OpraHu3aliu 1 B Cllyqasx,
€CJIM HOpPMATUBHBIMU JJOKYMEHTaMH 110 Ka4eCTBY IPOAYKIIMH YCTAHOBJICHbI
UCHIBITAHMSI, CBSI3aHHBIE C OOJNBIIMMHU 3aTPATAMH CPEICTB IPOU3BOAUTEI,
JIOPOTOBU3HOM 00pa3ioB, ¢ 00pa3iaMu, TpeOYIOMKUMHI 0COOBIX YCIOBUN
TPAHCIIOPTUPOBKH, CIIEHU(UIECKOTO0 000PYOBAHNS U BCIOMOTaTEIbHBIX CPE/CTB
1a00paTOpHBIE UCTIBITAHUS TPOBOASTCS B IPUCYTCTBUU MPEACTABUTENCH SKCIEPTHON



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019

; aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 14.05.2019

- e Lo | [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 19.04.2019
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 14.05.2019

OpraHu3alliy B JIA0OpPATOPUU KOHTPOJISI KA4eCTBA MMPOU3BOIUTENS UM B KOHTPAKTHOM
1abopaTopuu, UCTIOIB3YEeMON TPOU3BOUTEIIEM.

[To pe3ynpTaTam 1ab0paTOPHBIX UCHIBITAHUNA cocTaBisieTcst OTYET 0 pe3ysibTaTax
IPOBEICHUS TAOOPATOPHOTO UCTILITAHUS B JTA0OPATOPUHN KOHTPOJISI KAaUeCcTBa
IPOU3BOIUTENS WK B KOHTPAKTHOM JIaOOpaTOPHH, UCIOJIB3YEMOM MPOU3BOIUTEIIEM
corylacHo npuioxkenuto 11 k Hacrosmum [IpaBunam.

I'naga 4. Ilopsiaok popMuUpoBaHUSA Pe3yJIbTATOB NMPOBEIEHHOI IKCIEPTU3HI
JIEKAPCTBEHHBIX CPE/ICTB

37. Ilo OKOHYaHUHU SKCHEPTU3bI (HAYaIbHOM SKCIEPTU3HI (BATU AU
PETUCTPAIMOHHOTO JIOChE), CIIEIUATM3UPOBAHHOMN IKCIIEPTU3BI U JTA0OPATOPHBIX
UCIIBITAHUI ) 3asIBUTEIIb B TEUCHUE TPUALIATH KaJICHIaPHBIX JIHEH, HE BXOAIIUX B CPOK
MIPOBEJICHUS SKCIIEPTU3BI COTIIACOBBIBAET C TOCYIAPCTBEHHOM SKCIIEPTHON
opraHuzanuen oonme (aAMUHUCTPATUBHBIC) CBEACHUS O JICKAPCTBEHHOM IIpenapare,
UTOTOBbIE IOKYMEHTBI (HOPMATUBHBINA JJOKYMEHT 110 KaU€CTBY, HHCTPYKIHUIO 1O
MEIUIMHCKOMY TPUMEHEHHUIO U MaPKUPOBKU MAKETOB YIIAKOBKH, STUKETOK, CTUKEPOB).

CornacoBaHue OCYIIECTBISAETCS B DJIEKTPOHHOM BUJE IO UHAUBUIYATbHOMY
HapoJIIO Yepe3 JTNYHbIN KaOMHET WM ITyTeM MPEIOCTABICHHUS JIHCTa COTIIACOBAHUSI.

38. Ilo pe3ynpTaram MpoOBEICHHON SKCIIEPTU3BI JIEKAPCTBEHHOTO CPECTBA
rocyJapCcTBeHHas SKCIEPTHAs] OPraHU3alMsl COCTABIISIET 3aKIII0UueHre 0 0€30MacCHOCTH,
3 PEKTUBHOCTU U Ka4e€CTBE JIEKAPCTBEHHOTO CPEACTBA, 3asIBICHHOT'O HA SKCIIEPTU3Y
corjacHo npuioxenuto 12 k HactosmuM [IpaBunam u 3akitodeHne o 6€30MacHOCTH
() PEKTUBHOCTH U Ka4eCTBE JICKAPCTBEHHOTO CPEACTBA 3asIBJICHHOTO Ha DKCIIEPTU3Y
WU3MEHEHU, BHOCUMBIX B PETUCTPALIMOHHOE JOChE COTJIACHO MPUIOKEeHHO 13 K
HactosiiuM [IpaBunam.

39. I'ocynapcTBEHHas SKCIEpTHAs OpraHU3alys HalpaBIsAeT B JEKTPOHHOM
BU/JIE C DJIEKTPOHHO-UHU(PPOBOI MOJAMUCHIO PYKOBOAUTEINS (MU YIIOJTHOMOYEHHOTO
JMIa) U OTBETCTBEHHBIX JIML, IPOBOAUBIINX 3KCIEPTU3Y, B TOCYAApPCTBEHHBIA OPraH:

3aKII0YeHNE 0 0e30nmacHOCTH, 3(H(PEKTUBHOCTH M KAYECTBE JICKAPCTBEHHOTO
CpEICTBa;

O6IIIYIO XapaKTCPUCTUKY JICKAPCTBCHHOI'O CPpEACTBA, 3apCTrUCTPUPOBAHHYIO
HHCTPYKIUIO IO MCAUIIMHCKOMY IMPUMCHCHUIO JICKAPCTBCHHOI'O IIpCIIapaTa (J'II/ICTOK-
BKJIa,ZIBIHI) Ha Ka3aXCKOM U PYCCKOM A3BbIKaX, pa3pa6aTLIBaeMy10 B COOTBCTCTBUH C
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HOPSIAKOM YCTAHOBJIEHHBIM ITYHKTOM 5 cTtatbu 75 KoJeKkca 1 COrsiacoBaHHYO
3KCIIEPTHOW OpraHU3aluen;

MAaKeThI YIIAKOBOK, dTUKETOK, CTUKEPOB JIEKAPCTBEHHOI'O CPEICTBA, HA KA3aXCKOM
U PYCCKOM $3BbIKaX, COIVIACOBAHHBIE DKCIIEPTHOM OpraHU3aLUeH.

40. 3akiroueHue o 6e30nacHOCTH, 3PPEKTUBHOCTU U KaU€CTBE JICKAPCTBEHHOTO
CpEeACTBa ACHUCTBUTEIBHO CTO BOCEMBAECAT KAaJCHIAPHBIX JHEW. B ciryyae ncreuenus
CpOKa JICVCTBUS 3aKJIFOYEHHUS, 3asIBUTENh IOBTOPHO IMOJIAET 3asIBJICHUE, TOKYMEHTHI U
MaTtepualbl Ha IPOBEJACHUE IKCTIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA, TPEAYCMOTPEHHBIX
B MyHKTe 8 HacTosux [IpaBu.

41. Jlng nekapCTBEHHBIX CPEACTB OTEUECTBEHHOTO MTPOU3BOJICTBA,
TIPOU3BOJIUMBIX JIJISI OKCIIOPTA U BHYTPEHHETO PBHIHKA CTPAHBI 1O pa3HBIMH TOPTOBBIMHU
HA3BaHUSIMU, IKCIIEPTU3a TPOBOUTCS C BbIIaUei OJTHOTO 3aKITIOYCHUS O 0€30MaCHOCTH,
() PEKTUBHOCTH U KaUeCTRBE.

42. OCHOBaHUSIMH BbIJIa4l OTPULIATEIBHOIO 3aKJIFOUEHUS O OE30MaCHOCTH,
3((PEKTUBHOCTH U KAYECTBE JICKAPCTBEHHOT'O CPEJCTBA SBIISIOTCS:

1) HenpeacTaBIEHHE MOTHOTO KOMIUIEKTa PETUCTPALIMOHHOTO JOChE MOCIe
BBIJJaYM 3aMEUaHUI 3asIBUTEIIO B MPOLIECCE MPOBEACHUS IKCIIEPTU3bI B CPOKH,
yCTaHOBJIEHHbIE HacTosAMHU [IpaBunamus;

2) npesicTaBICHUE 3asIBUTENIEM HEIOCTOBEPHBIX CBEICHUIA;

3) OTHOIICHUEC O}I(I/I}]aCMOfI ITOJIB3bI K BO3MOKHBIM PHUCKaM, CBA3dHHBIM C
IMPUMCHCHUCM JICKAPCTBCHHOTO IIPpCIiapara, HC ABJIACTCA 6J'IaFOHpI/I$ITHBIM;

4) GoJiee HU3KME NTOKA3ATENN Ka4yeCcTBa U 0€30MaCHOCTH, PErJIaMEHTUPOBAHHbIE
IN'ocynapctBenHoi dapmakorneeit Pecriyonuku Kazaxcran wim gapmakoresmu,
NPU3HAHHBIMU JIEUCTBYIOIIMMU Ha Tepputopuu PecnyOnuku Kazaxcran, uiu B
CPABHEHUU C PaHEE 3apETrUCTPUPOBAHHBIMYU aHAJIOIaMU;

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

6) HaJIM4KE B COCTAaBE TBEPBIX JIEKAPCTBEHHBIX (HOPM KOHCEPBAHTOB;

7) moy4eHUe OTPULIATENNbHBIX PE3YJIBTATOB OJHOIO U3 ITAOB AKCIIEPTU3BI U
(M) OTpULATENBHBIX 3aKIIFOUEHHUI SKCIIEPTOB MPO(PUIBHBIX OPraHU3aLUH;
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8) HecooTBeTCTBUE (DAKTUUSCKUX YCIOBUN MMPOU3BOJICTBA U CUCTEMBI
obecrieueHus: KauecTBa yCIOBUSM, 00CCIIEUUBAIOIIUM 3asBJICHHYIO 0€3011aCHOCTb,
3¢ ()EKTUBHOCTH M KAYECTBO MO PE3YIbTaTaM OIEHKH MPOU3BOJICTBA U CUCTEMBI
oOecreyeHns: KauecTBa;

9) oTka3 3asBUTEINS OT OPraHU3aLNH MOCEIICHUS TPEATPUATHUS
(IpOM3BOACTBEHHOM IIOMIAJKN) C LETBIO OLICHKU YCIOBUN MPOU3BOJICTBA U CUCTEMBbI
oOecrieueHusi KauecTBa, B COOTBETCTBUU C TPEOOBAHUSIMHU 3aKOHOIATEIHCTBA
Pecnybnuku Kazaxcran;

10) BbIsIBJIEHUE HEPALIMOHATBHBIX KOMOMHAIIMH JIEKAPCTBEHHBIX CPEJICTB;

11) 3agBuTenieM He JoKa3aHa KIMHUYECKas 3PPEKTUBHOCTD U O€30MaCHOCTh
JIEKapCTBEHHOT'O IIpenapara;

12) kadecTBO JIEeKapCTBEHHOT'O Mpenapara He MOITBEPKIICHO;

13) noxazanHOe HEOIATONPUATHOE COOTHOLIECHUE «IOJB3a-PUCK» WITH
BBISIBJIEHHOE OTCYTCTBHUE TePaNeBTHUECKOM d3(HPEKTUBHOCTU TIPHU COOTIOACHUH YCIOBUI
IPUMEHEHUS JICKAPCTBEHHOTO TIperapaTa, OMMMCAHHBIX B YTBEPKIACHHOM 00TIIeH
XapaKTEPUCTUKE JICKAPCTBEHHOTO MpernapaTa B MOCTPErUCTPAIMOHHBIN TEPUOT;

14) ycraHOBNIEHHBIC 110 JaHHBIM (DapMakoHa30pa (akThl, yKa3bIBAIOIINE HA
HEOJIaronpuaATHOE COOTHOIICHHE «IT0JIb3a-PUCK», B TOM YHCIIE 3HAUUTEIHHOE
MPEBBIIIEHUE YACTOThI PEIOPTUPOBAHUS HEXKENATEIbHBIX PEAKIIUMA 0 CPABHEHUIO C
JTAHHBIMH, YKa3aHHBIMH B YTBEPKICHHOU 00IIel XapaKTEPUCTHUKE JIEKAPCTBEHHOTO
npenapara;

15) HECOOTBETCTBHE KAUECTBEHHOTO M KOJIMYECTBEHHOTO COCTaBa Mpernapara
3asiBJICHHOMY WJIM HEOJHOKPATHOE HECOOTBETCTBHE KAYECTBA JIEKAPCTBEHHOTO
npenapara B [epuoJi ero 0OpalieHusl Ha pbIHKE 3asBJICHHOMY Ha MOMEHT €T0
perucTpaiuu;

16) HEBBINOIHEHUE AEPKATENEM PETUCTPALMOHHOIO YI0CTOBEPEHUS
0053aTeNbCTB MO (PapMaKOHA30PY UITU 00S3aTENIbCTB B paMKaX MPOIEAyPhl
PETUCTpALINY;

17) BHOCHMBIC USMCHCHUA OKA3bIBAIOT OTPHULATCIIbHOC BIIMAHHUC HA COOTHOIICHHEC
«I10JIb3a-PHUCK» JICKAPCTBCHHOI'O IIPCIIapara.

43. B cnydasx oTpUIIATEIHHOTO 3aKI0UYEHUS 0 6€30macHOCTH, 3 (HEKTUBHOCTH H
KAueCTBE JIEKAPCTBEHHOT'O CPEACTBA MUJIM OT3bIBA 3asBUTEIIEM 3aBJICHUSI HA SKCIIEPTU3Y
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ITIOCJIC HaYaJia IMPpOBCACHUS SKCIICPTU3bI, CTOUMMOCTDL IPOBCACHUA SKCIICPTHBIX pa60T
3a4ABUTCIIIO HC BO3BPAIIACTCA.

44. 1o pe3yapTaTraMm 3KCIEPTU3bl TOCYIapCTBEHHAS SKCIIEPTHASI OpraHU3aLUs
dbopMupyeT CBOJHBIN OTYET 10 0€30macHOCTH, 3 (PEKTUBHOCTH U KaUueCTBY
JIEKApCTBEHHOTO Mperapara B COOTBETCTBUU C MPUIIOKEHUEM 14 K HACTOSITUM
[IpaBuiiam, 4acTh KOTOPOTO pa3MENIAET Ha MHTEPHET-PECYPCE TOCYyAAPCTBEHHON
JKCIEPTHOM OpraHU3aIuu.

45. Ilocne 3aBepiieHus NPOUENYPHI IKCIIEPTU3BI TOCYAAPCTBEHHAS DKCIIEPTHAS
opranuzanusi OpMHUPYET FNEKTPOHHBINA apXUBHBIN FK3EMILISP PErUCTPALIMOHHOTO
JI0ChE€, COAEPIKAIIUI TOKYMEHThI M MaTepuasbl pe3ysbTaTa SKCIEPTU3bI
(1OTIOTHUTENbHBIE MaTepUabl, MPEACTABICHHBIE 3asIBUTENIEM 110 3aIIpOCy
roCy/1apCTBEHHOM 3KCIEPTHOM OpraHu3aluy, 3aKI0YeHNE HaYaJIbHOW SKCIIEPTU3HI
(BaJIM1alli¥ PETUCTPALIMOHHOTO JI0CHE), 3aKIIOUNUTEIbHBIN CBOJHBIN OTYET 3KCIEPTOB
10 KPUTHUYECKOM OLIEHKE JIEKAPCTBEHHOI'O Ipernapara, IpOTOKOJIbl UCIBITATEIbHON
1abopaTopun), 3aKI0YeHrE 0 0€30MaCHOCTH, 3(PPEKTUBHOCTU U KaYECTBE,
3apEruCTPUPOBAHHYIO MHCTPYKIIMIO 110 MEAULIMHCKOMY IPUMEHEHHIO, HOPMATHUBHBIHI
JOKYMEHT 10 Ka4eCTBY JIEKapCTBEHHBIX CPEJICTB, 3aPETUCTPUPOBAHHBIE MAKETHI
YIaKOBOK, ’TUKETOK, CTUKEPOB, XPAHALIUECS B JIEKTPOHHOM apXHUBE.

Bo BpeMst 1eiiCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHUS aPXUBHOE
PETUCTPALIMOHHOE JOChE, TOTOIHACTCS PETUCTPALMOHHBIM JI0ChE, MMOIAHHBIM Ha
BHECEHHME U3MEHEHUH, COAEPKAIUM JTOKYMEHTBI U MaTEpUAIIbI PE3YJIbTATOB
SKCIIEPTHU3BI.

PGFI/ICTpaI_II/IOHHOC A0CBHC XPAHUTCA B 3JICKTPOHHOM apXMBC HA 3JICKTPOHHOM
HOCHTCJIC B TCUCHUC ICCATH JICT.

I'naBa 5. Oco0eHHOCTH MPOBEIEHNS IKCIEPTU3HI JIEKAPCTBEHHOT0 CpeACTBA

46. Pa3bsicCHEHUS WM YTOYHEHUS, BOZHUKAIOIIKE B IEPUO/I TPOBEICHUS
AKCIIEPTU3BI MEKITY I'OCYIAPCTBEHHON SKCIIEPTHOM OPraHU3alUeH U 3asiBUTEIIEM,
ocymectBisitores yepes 1103 nmytem hopmMupoBaHust 3JIEKTPOHHOTO TOKYMEHTA 110
WHIVNBUY ATbHOMY TTAPOJTIO 3asBUTEIS Yepe3 NHHOPMAIIMOHHYIO CUCTEMY C
AJIEKTPOHHO-ITU(POBOM MOAMHUCKHIO 3aIBUTENS U TOCYIAPCTBEHHOM SKCIIEPTHOM
OpraHU3allMU UK Ha OyMaXXHbIX HOCUTEIISX.
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Ha BpCM IMPCAOCTABIICHUA 3a4ABUTCIICM 3alIpAllIMBACMbIX JOKYMCHTOB
OKCIICpTHU3a IPUOCTAHABINBACTCA.

47. B paMKax 3KCIEpPTU3bI TOCYIAPCTBEHHAS SKCIIEPTHAS OpraHu3alus
OCYILIECTBIISIET TPOBEPKY ayTEHTUYHOCTH MEPEBOAA HA Ka3aXCKUM SI3bIK 0011
XapaKTEPUCTHUKHU JIEKAPCTBEHHOI'O CPEACTBA, UHCTPYKIUU 110 MEAULUHCKOMY
MPUMEHEHUIO (JIMCTOK-BKJIABII), MAPKUPOBKU MAaKETOB YIIAKOBKHU, STUKETOK,
CTHUKEPOB.

48. Nudopmarusi B MHCTPYKITUHU IO METUITMHCKOMY TPUMEHEHHIO (JINCTOK-
BKJIAJIBIII) OPUTHHAIBHOTO JIEKAPCTBEHHOIO Mpenapara, npeajiaraeMoiu s
PecnyOnuku Kazaxctan cooTBeTcTBYyeT HH(pOpMALINU, U3TI0KEHHON B 001IEH
XapaKTEepUCTUKE JIEKAPCTBEHHOTO IIpenapara.

B 006111eii xapakTepUCTHKE JIEKaPCTBEHHOTO CPEJICTBA, MHCTPYKIIMH 110
MEIUIIMHCKOMY TPUMEHEHHIO JIEKAPCTBEHHOTO Tpernaparta (JIMCTOK-BKIJIAIbII)
oTpaxaeTcsi ”HGOpPMAIIHs O BCIIOMOTATEIbHBIX BEIIECTBaX, HOMHHAIBHOM UX
COZEpKAaHUM B JIEKAPCTBEHHBIX Mpernaparax, a TAKKe€ OrpaHUYCHUS PUMEHEHUS
JIEKapCTBEHHOTI'O MpemnapaTra COrjIacHO NMPUWIIOKEHUIO 15 k HacTosmum [IpaBunam.

49. O6mias xapakTepuCTUKA JIEKapPCTBEHHOIO CPEICTBA, UHCTPYKUUS I10
MEJULUHCKOMY NPUMEHEHHIO (JIMCTOK-BKIIA/IBII) BOCIIPOU3BEIEHHOTO,
OMOaHAJIOTUYHOTO JIEKAPCTBEHHOIO Mpenapara COOTBETCTBYET OOIIEH XapaKTepUCTHKE
OpPUTMHAIBHOTO JIEKAPCTBEHHOI'O Npenapara. B ciiydae oTiin4uns B HHCTPYKLUH 110
MEIUIIMHCKOMY MPUMEHEHHIO (JINCTOK-BKIIAJIBIII) BOCIIPOU3BEIECHHOTO,
OMOaHaJIOTMYHOTO JIEKAPCTBEHHOIO Mpenapara OT OpUrMHAIBHOIO Mpenapara 1o
NOKa3aHMAM K IPUMEHEHUIO B CTOPOHY PacCIIMpPEHUs, WK PEKUMA TO3UPOBAHUS WU
IyTH BBEJECHUS PEIOCTABISIOTCS PE3YIbTaThl COOTBETCTBYIOIINX KIMHUYECKHUX
UCCIIEJOBAHUN.

50. Jlep>katesib perucTpalliOHHOrO YOCTOBEPEHUSI OPUTMHAIBHOIO MpernapaTa
M0JIa€T 3asiBJICHHE Ha BHECEHUE U3MEHEHUN B UHCTPYKIHUIO 110 MEAUIITHCKOMY
NPUMEHEHUIO (JIMCTOK-BKJIA/IBIII) B TEUEHUE AEBSIHOCTA KAJIEHIAPHBIX JHEH mocie
0oOHOBJIEHUS 00IIEN XapaKTEepUCTUKH JIEKAPCTBEHHOT'O CPEACTBA B CTPAHE
IPOU3BOUTENS WM JIepKaTellsl PpErUCTPAlMOHHOTO YJOCTOBEPEHUSI.

51. N'ocynapcTBeHHas 3KCNEpTHASE OpraHU3alns TOCIE BHECEHNUS] U3MEHEHUN B
MHCTPYKLHIO OPUTHHAIIBHOTO JIEKAPCTBEHHOIO MpenaparTa Wi NPU BBISBIECHUH 110
MEXTyHapOIHBIM UCTOYHUKAM U pe3yibTaTaM (papmMakoHaa30pa 00 H3MEHEHUSX B
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o011el XapaKTepUCTUKE OPUTHHAIBHOTO JIEKAPCTBEHHOTO IIpernapara U3BEIIAeT Yepe3
uH(OPMAITMOHHBIE PECYPCHI BCEX JeprKaTeNeil perucTpallMOHHbBIX YA0CTOBEPEHUI
TreHEePUUYECKHX MTPENnapaToB 0 HEOOXOIUMOCTH BHECEHHUSI COOTBETCTBYIOIIMX U3MEHEHUI
B UHCTPYKIHUIO IO MEJUIIMHCKOMY PUMEHEHUIO (JINCTOK-BKJIA/bIII) U OOIIyIO
XapaKTEPUCTHUKY JIEKAPCTBEHHOT'O CPEICTBA YEPE3 MPOLIEAYPY BHECEHUSI U3BMEHEHUI B
PETUCTPALMOHHOE 10CHE B TEUEHUE ACBIHOCTA KAJIEHAAPHBIX JHEN ITOCIIE BHECCHUS
U3MEHEHHI B MHCTPYKIIMIO OPUTHHAIBHOTO Mpenapara uHpopMaiuu no 0e30macHOCTH
Y B TCUYECHNHU JIBEHAAL[ATH MECALIEB B OCTAJIbHBIX Cilyyasx. Jlep:kareinp
PErMCTPAlMOHHOrO YIOCTOBEPEHNS OPUTMHAJIBHOTO IIPErnapaTa BHOCUT U3MEHEHHS B
UHCTPYKIIUIO TTO MEIUIIMHCKOMY MPUMEHEHHUIO (JIMCTOK-BKJIABII) U OOIIYIO
XapaKTEPUCTUKY JIEKAPCTBEHHOI'O CPEICTBA HA OCHOBAaHUU yBEAOMIIEHUS (B
IPOU3BOJIBHON (hOpME) OT rOCYIapCTBEHHOM KCIIEPTHON OpraHU3aINH 110
HECOOTBETCTBUSIM, BBISIBJIEHHBIM B pe3yJbTaTe (papMakoHaaA30pa U N0 0(UIIHATIbHBIM
MEXTYHapOIHBIM UCTOYHUKAM B TEUEHUE JEBIHOCTA KAaJEHAAPHBIX JTHEH.

52. IIpu HEBBINIOTHEHUHU YCIOBUS, yKa3aHHOTO B myHKTax 50 u 51 HacTosmumx
[IpaBwi, rocyiapcTBeHHast SKCIIEPTHAsI OpraHu3alusl YBEAOMIISIET (B IPOU3BOILHOMN
¢dbopme) rocyaapCcTBEHHBIN OpraH B chepe oOpalieHust IeKapCTBEHHBIX CPEJCTB U
MEIUIMHCKUX U3JIEIUH (J1ajee — TocyapCTBEHHBINA OpraH) 0 He0OXO0AUMOCTH
MPUOCTAHOBJICHUS JICUCTBUSL PETUCTPAITMOHHOTO yI0CTOBEPEHHUS.

53. Ha nexapcTBEeHHBIE CpPEICTBA, UMEIOIINE OECCPOUHOE PETUCTPAIIMOHHOE
yJIOCTOBEPEHHE TOCYIaPCTBEHHAS AKCIIEPTHAS OpPTraHU3AINSI OCYIIECTBIISIET
TIEPUOMYECKYIO OIIEHKY COOTHOIICHHUSI «IOJIb3a-PUCK» Ha OCHOBAaHUH
dbapmakoHaa3opa.

54. DkcniepTr3a U3MEHEHUH, BHOCUMBIX B PETUCTPALMOHHOE 10ChE,
OCYLIECTBJISIETCS HA JIEKAPCTBEHHOE CPEACTBO B IIEPUOJ IEHCTBHS PErMCTPALIHOHHOTO
YAOCTOBEPEHUS U HE OKA3BIBAET OTPULATEIBHOTO BIUSHUSA Ha COOTHOILIEHUE T10JIb3a-
PHCK JIEKAPCTBEHHOI'0 IIpenapara.

55. 3menenust kiaaccu@UIUpyrOTes B COOTBETCTBUH ¢ [lepeunem n3MeHEHUH,
BHOCUMBIX B PETUCTPALIMOHHOE JJOChE JIEKAPCTBEHHOT'O CPEACTBA COTJIACHO
npuiokeHuto 16 k HacrosmuMm [IpaBunam Ha:

1) n3menenus tuna IA - He TpeOytonme HOBOW perucrpaunu (He3HaYuTENbHbIE
M3MEHEHMS, KOTOPBIE OKa3bIBAKOT HE3HAYUTEIBHOE BIMSHHUE WU HE OKa3bIBAIOT
BIIMSIHUS HA Ka4€CTBO, 0€30MacHOCTh U A (PEKTUBHOCTH JIEKAPCTBEHHOTO TIpernapara, u
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KacaloTCsl BHECEHUS TMOIMPABOK B COACPKAHNE MAaTEPUATIOB PETUCTPAIIMOHHOTO JTOCHE,
MOJIAaHHBIX B MEPUOJ IEUCTBUSI PETUCTPALIMOHHOTO YIOCTOBEPEHHUS IEKAPCTBEHHOTO
npenapara);

2) uzmenenus tuna Ib - He TpeOyrolKe HOBOM perucTpaiuu (He3HaUUTEIbHbIE
U3MEHEHUSI, KOTOPhIE HE SIBJIAIOTCA U3MEeHEeHUsIMU Tuma [A u tuna I1);

3) usmenenus Tuna Il - mo0ObIc K3MEHEHHS K MaTepHuajiaM PEruCTPaldOHHOIO
J0Che, He TPeOYIOIe HOBOM pEerucTpaliy JeKapCTBEHHOTO Mperapara i KOTOphIe
MOTYT OKa3bIBaTh 3HAYMTEIHLHOE BIUSHUE HA €r0 Ka4eCTBO, O€30MMaCHOCTh U
3 PEKTUBHOCTB;

4) cpouHble U3MEHEHUSI, Kacaroluecss 0€30MacHOCTH JIEKapCTBEHHOTO CPEJICTBA -
CPOYHBIE BPEMEHHbIE OTPAaHUYEHMS, CBSI3aHHbBIE C 0€30MACHOCTHIO UCIIOIb30BAHMS
JIEKAPCTBEHHOTO IIpEIapara, KOTOPbIe BHEAPSIOTCS 3asiBUTEIIEM B CIIy4ac BBISBICHUS
pHCKa 1715 OOIIECTBEHHOTO 3/J0POBbs MPU IPUMEHEHUU 3aPETUCTPUPOBAHHOTO
(ImepeperucTpupoOBaHHOrO0) JEKAPCTBEHHOTO Mpenapara. Jlep:kareiab perucTpalioOHHOrO
YAOCTOBEPEHUS B TEUEHUE BAALIATH YETHIPEX YaCOB YBEAOMIIAET O BBOAUMBIX UM
OTPaHUYCHHUSIX TOCYNAPCTBEHHBIN OpraH. Eciau B TeueHne 1BaIaTh YETHIPEX YaCOB
HoCJIe MOMy4YeHHsI 3TOM HH(OPMALIUK OT TOCYAapCTBEHHOI'O OpraHa He MOCTYIHIIO
BO3PaKEHUH, SKCTPEHHBIE OTPAHUYEHMUS, CBSI3aHHBIE C 0€30IIaCHOCTBIO, CUYUTAIOTCSA
npUHATBIMA. CPOKHM peaIM3allii OTPAHUYEHUN OTOBAPUBAIOTCS AEP/KATEIIEM
PErUCTPALMOHHOIO YAOCTOBEPEHUS U IOCYIapPCTBEHHBIM OPraHOM.

9KCTp€HHLIe OI'paHHUYCHUS, CBA3AHHBIC C 0€301aCHOCTBIO HHHUIIUHUPYIOTCA
roCyaAapCTBCHHLIM OPTaHOM IIPU HAJIWYUU PpUCKaA I JKU3HU U 300POBbA YCJIOBCKA.

3asBJIEHNE HA BHECEHUE U3MEHEHMH, KACAIOIINXCS BBEICHUSI SKCTPEHHBIX
OTpaHUYCHUN (MHUIMMPOBAHHBIX JIEPKATEIEM PErUCTPAIMOHHOTO YAOCTOBEPEHUS WU
rocyJapCTBEHHBIM OPTraHOM), MOAAETCS IepKaTelIeM PEruCTPAllMOHHOTO
YAOCTOBEPEHUS HA PACCMOTPEHHE HE MO3AHEE, YEM B TEUECHHE IIECTUIECITH
KQJIEHJAPHBIX JHEHW C MOMEHTA YBEAOMJIICHHUS.

56. DKcrepTr3e NOANEKUT KaKI0€ KOHKPETHOE U3BMEHEHNUE, JaXkKe IPU YCIOBUH
OJIHOBPEMEHHOI'0 UX BHECEHHUSI.

57. B ciyuyae BHECEHUSI UBMEHEHHS], KOTOPOE HE KJIACCU(DPUIIMPOBAHO B
HACTOSIIIMX IPABUIIAX, 3aIBUTENIb 0OPAIAETCS B TOCYAAPCTBEHHYIO 3KCIIEPTHYIO
OpraHU3alMIo0 Yepe3 MPOoLEeayPY KOHCYIbTALMH C LIEIBIO MOJTYYEHUs PEKOMEHIAUH 110
KJ1accu(pUKAUU U3MEHEHHS.
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['ocynapcTBeHHas SKCIIEPTHAsE OpraHU3alus B TEUEHUE TPUALIATH KaJICHAapHBIX
JHEH MmocJie oMyYeHus 3apoca HampaBysieT OTBET 3asSBUTENIO B 3JIEKTPOHHOM U (HJIN)
OyMa>kHOM BUJIE.

58. IIpu BHeceHnn n3MeHeHun tumna [A:

1) usmenenus tuna [A nmojiexar oleHKe rocyJapCTBEHHOM 3KCIIEPTHOM
opraHu3zanuen 0e3 NpoBeAeHMs CIeIUATM3UPOBAHHON IKCTIEPTU3bL. 3asIBUTEIND
IPEICTaBIIAET 3asiBJICHUE MO (HOPME COMTACHO MPHIIOKEHUIO | K HACTOSIIIUM
[IpaBunamMu U JOKYMEHTBI, HOATBEPKIAIOLIME BHECEHHBIE U3MECHEHUS B TEUECHHE
JIBEHAIIIATH MECSIIEB C AaThl BHECEHUSI COOTBETCTBYIOIINX U3MEHEHUN B COOTBETCTBUU
¢ mpuiioxkenneM 16 k HactosmuMm [IpaBunam;

2) 3asBUTENb U3BEIIAET TOCYJAPCTBEHHYIO SKCIIEPTHYIO OPraHU3AIUIO B CIIy4yae
u3MeHeHuit tumna [A, TpeOyroliee HEeMEAJIEHHOTO U3BEIICHHUS C 11eJIbI0 HEPEPHIBHOTO
KOHTPOJIS JIEKAPCTBEHHOT'O CPEICTBA;

3) nepkaTenb PETUCTPALIMOHHOTO YIOCTOBEPEHUS B paMKaX OJHOTO 3asiBJICHUS
YKa3bIBA€T O HECKOJbKUX HE3HAUUTENIbHBIX U3BMEHEHUSIX TUMa [A, Kacarommuxcst 0JJHOTO
PErUCTPAIMOHHOTO YAOCTOBEPECHUS;

4) rocynapCcTBeHHAs SKCIIEPTHAs OpraHU3allns B TCUSHUE TPHUILIATH
KaJICHJapPHBIX C MOMEHTA MOCTYIJICHUS OTUIATHI IPOBOAUT OIEHKY M3MEHEeHUH Trma [A
U YBEJOMIISIET JCPKaTelIsl PErUCTPAIlMOHHOTO YOCTOBEPEHHUS O CBOEM 3aKJIFOUCHHUH O
6e3onacHOCTH A3(HPEKTUBHOCTH U KAUE€CTBE JICKAPCTBEHHOTO CPEACTBA 3asiBJICHHOTO HA
AKCTICPTH3Y JIUIA [IeJICH BHECEHHSI H3MEHEHUI B PETUCTPAIMOHHOE J0ChE TI0 hopme
COTJIacHO NpuiokeHuto 13 k HacrosamuMm [IpaBunam;

5) B ciyyae BHECEHHUS U3MEHEHUH, TPEOYIOIINX U3MEHEHUS JaHHBIX
PErUCTPAMOHHOTO YAOCTOBEPEHUS, TOCYAAPCTBEHHBIM OPTAHOM BBIIAECTCS HOBOE
PETMCTPALlMOHHOE YAOCTOBEPEHUE IO ITPEKHUM HOMEPOM Ha OCTATOYHBIN CPOK
JNENCTBUS PETUCTPALMOHHOTO YI0CTOBEPEHHSI.

59. Ilpu BHecennuu n3meHenuit tumna Ib:

1) 3assBUTENB NpEACTABISAET 3asdBICHHE 110 (POPME COTTIACHO MPHIIOKEHHIO | K
HacrosimuM [IpaBunam U JOKYMEHTHI COTJIACHO MPWJIOKEHHIO 16 K HacTOSIUM
[IpaBunawm;

2) ACPKATCIIN PCTUCTPALNHMOHHOI'O YIOCTOBCPCHUA B PpaAMKAX OAHOI'O 3asBJICHUSA
MOT'YT YBCAOMUTDH O HCCKOJIbKUX U3MCHCHUAX THUIIA IB, KaCcarmuxcsa OaHOoro
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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 16 k HactosiuM [IpaBusnam;

3) B ciiyuyae BHECEHUS U3MEHEHUH TPEOYIONUX N3MEHEHHUS JaHHBIX
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS, TOCYAAPCTBEHHBIM OPTraHOM BBIIA€TCSI HOBOE
PETUCTPAITMOHHOE YAOCTOBEPEHHUE TIO]T TPEKHUM HOMEPOM Ha OCTATOYHBIN CPOK
JENUCTBUS PETUCTPAIIMOHHOTO YIOCTOBEPEHUS.

60. B ciiyyae BHeceHust n3meHneHnust Tuna Ib, Biekymiero 3a coboit npyrue
rocieaoBaTeabHble M3MeHeHus Tuna IA u tuna Ib, mogaercs oaHoO 3asBIICHHE,
COJIeprKallee BCe MoCIe0BaTeIbHbIE U3MEHECHU THUIIA .

61. B ciiyyae BHeCeHUs 3HAUUTENbHBIX U3MEHEeHHH Tuna I1:

1) 3astBUTENH MPECTABISET 3asgBICHHE 1O (hOPME COTIIACHO MPHIIOKEHHIO | K
HacTosiiuM [IpaBuiiaM U JOKYMEHTBI COTJIaCHO MPUIIOKEHUIO 16 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.

['ocynapcTBeHHas 3KCIepTHAsE OpraHu3alns Tpyu BHECEHUHU n3MeHeHul tuna Il B
TEUECHUE JEBSHOCTA KAJICHIAPHBIX JHEU MOCJE NPUHATHUS 3asBJICHUS IPOBOAUT
AKCIEPTU3Y JOKYMEHTOB.

62. CBOJIHBII OTUET MO OLICHKE BHOCUMBIX U3MEHECHUH JIEKapCTBEHHOTO
npernapara npu U3MEHEHUAX, BHOCUMBIX B pETHCTPAallMOHHOE 1ocke Tuma [ u 11, He
TpeOYIOIINX HOBOW PETUCTPAIIMU COCTABIISIETCS 1O (DOPME COTIIACHO MPHUIIOKEHHIO 9 K
HactoswuM [IpaBunam.

63. Ilo pe3ynbpTaTam MpoOBEICHHOMN KCIIEPTU3bI TOCYIaPCTBEHHAS IKCIIEPTHAS
OpraHM3aIls COCTABIISICT 3aKII0YEHHUE 0 0€301acHOCTH d(PPEKTUBHOCTH U KaYeCTBE
JICKapCTBEHHOTO CPEJICTBA 3asBJICHHOTO Ha SKCIIEPTH3y M3MEHEHU, BHOCUMBIX B
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pPETUCTPAIMOHHOE 10ChE MO (POpME COrTaCHO MPUIIOKEHHUIO 13 K HACTOSIIIIUM
[IpaBunam.

I'naBa 6. Cpoku npoBeeHNs IKCIEPTU3HI JIEKAPCTBEHHOT0 CPeICTBA

64. DkcnepTr3a JEKapCTBEHHOTO CPEICTBA, 34 UCKIIOUEHUEM JICKAPCTBEHHBIX
cpeAcTB, mpou3BeneHHbIX B Pecniyonuke Kazaxcran unu ctpanax peruona ICH
(ACuDditu), poBOAUTCS B CPOK, HE MPEBBIIIAIONINMI IBYXCOT JECATH KaJeHIAPHbIX
JIHEH, B TOM YHCJIC:

1) HauanpHas SKCHIepTH3a (BATUAAIUS PETUCTPAIMOHHOTO JOChE)
JIEKAPCTBEHHOTO CPEACTBA - TPUALATH KAJICHIAPHBIX JTHEH;

2) cnenuaau3upoBaHHask SKCIEPTU3A - AEBIHOCTO KAJICHAAPHBIX AHEH (B TOM
YucJe, IpOBepKa ayTEHTUYHOCTHU WM MIEPEBOJ Ha Ka3aXCKUM SI3bIK UHCTPYKITUU TI0
MEIUIMHCKOMY TPUMEHEHUIO, MAPKUPOBKH MAKETOB YIIAKOBKH, STUKETOK, CTUKEPOB, B
TE€YEHHE JIBA/IIATU KAJICHJAPHBIX JTHEH);

3) nabopaTopHbI€ UCTIBITAHUS - CEMBJAECIT KaJICHIapHBIX THEH;

4) popmupoBaHue 3aKt0UeHU 0 6€30MaCHOCTH, IPHEKTUBHOCTH U KAYECTBE —
JIBAJIIATh KaJE€HAPHBIX THEH.

65. DKcnepTr3a JIEKapCTBEHHOTO CPEACTBA MPU ITPOJIEHUH CPOKA IEUCTBUSA
PETMCTPALlMOHHOrO YIOCTOBEPEHNUS IPOBOIUTCS B TEUEHUE CTa IBA/ILIATH KAJIEHAPHBIX
JIHEH, B TOM YMCIJIE:

1) HayanbHas 3KcnepTH3a (BATMAALNS PETUCTPALIMOHHOTO A0CHE)
JIEKApCTBEHHOTO CPEJICTBA - JBAJILIATh KaJCHIAPHBIX JHEH;

2) crienuanu3upOBaHHAS IKCIIEPTH3A - JCBIHOCTA KaJCHIAPHBIX THEH, B TOM
yucIie 1abopaTopHbIe UCTIBITAHUA (B TOM YUCIIE, MOATBEPKACHUE ayTEHTUYHOCTH WU
TIEPEBOJT HA Ka3aXCKUH S3bIK HHCTPYKITUU IO MEIUIIMHCKOMY NTPUMEHEHHUI0, MaKETOB
MapKUPOBKU YIAKOBKH, STUKETOK, CTUKEPOB, B TEUECHUE MATHAAIATH KaJICHIaPHBIX
JTHEH ),

3) dopMupoBaHUEe 3aKTIOYEHUS O O€30MMaCHOCTH, Y(PHEKTUBHOCTU U KAaYECTBE —
JIECSITh KaJlCHIapHBIX THEH.

66. DKcrepTr3a U3MEHEHNH, BHOCUMBIX B PETMCTPALlMOHHOE J0Che Thna [A
IIPOBOJUTCS B CPOK, HE MPEBBIIIANOIINI TPUALATH KaJEHAAPHBIX THEH U3 HUX:
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1) HauanpHas 3KcHiepTH3a (BaTUAALUs PErUCTPAIMOHHOTO JOChE)
JIEKApCTBEHHOTO CPEJICTBA — JECATh KaJCHIaApPHBIX JHEH;

2) IMOATBECPKACHNUC aYTCHTUYHOCTHU HUJIN IICPCBO/ HaA Ka3aXxCKUM SI3BIK
HHCTPYKIHUHU IO MCAUITVMHCKOMY IIPUMCHCHUTIO, MAKCTOB MapPKHUPOBKH YIIAKOBKHU,
I9THKCTOK, CTUKCPOB — ACCATDH KAJICHIAPHBIX I[HGﬁ;

3) dbopmupoBaHue 3aKI0YEHUsI 0 0€30MaCHOCTH, dPHEKTUBHOCTU U KaUeCTBE —
JECATh KaJeHIapPHBIX THEH.

67. DKcnepTr3a U3BMEHEHNH, BHOCUMBIX B PETMCTPAllMOHHOE A0che Thna Ib n
tuna Il npoBoAUTCA B CPOK, HE MPEBBIIAIOIINN JIEBIHOCTO KaJEHIAPHBIX JHEU C
ATanoM MpOBEJEHUS JT1a00PATOPHBIX UCIIBITAHUM, B TOM YHCIIE:

1) HayanbHas 3KcnepTH3a (BATMAALNS PETUCTPALIMOHHOTO 10CHE)
JIEKAPCTBEHHOTO CPEJICTBA — MATHALATH KaJIEHIAPHBIX JTHEH;

2) crienuanu3upOBaHHAs SKCIEPTU3a — MIECTHAECAT MATh KaJIeHIapHbIX JHEH, B
TOM YHCJIe Ta0OpaTOPHBIE UCIIBITAHUS (B TOM YHUCIIE, TOATBEPKICHUE Ay TEHTUUHOCTH
WM TIEPEBOJ] Ha KAa3aXCKHUM SI3bIK MHCTPYKIMH MO MEIUIMHCKOMY IPUMEHEHHUIO,
MaKETOB MapKHPOBKH YITAKOBKH, 3THKETOK, CTUKEPOB — JECATh KaJCHAAPHBIX THEN);

3) dopMupoBaHHE 3aKITIOYEHUS O OS30IMaCHOCTH, Y(PPEKTUBHOCTH U KAaYECTBE —
JIECATh KaJICHIapHBIX JTHEH.

68. DkcnepTr3a U3MEHEHNH, BHOCUMBIX B PETMCTPAllMOHHOE JTocke Thna Ib u
tuna Il mpoBoanTCA B CPOK HE MPEBBIIAIONINN IECTUAECITH KaJeHIapHbIX JHEHN 0e3
3Tarna MpoBeJCHUS JJaOOPaTOPHBIX UCIIBITAHUN, B TOM YHCIIE:

1) HauanpHas 3KcHiepTH3a (BaTUAAUs PErUCTPAIMOHHOTO JOChE)
JIEKApPCTBEHHOT'O CPEJICTBA — JECATh KaJeHIapPHBIX JHEH;

2) crienuanu3upoBaHHAs SKCIEPTU3a — COPOK KaJICHJapHBIX JHEH (B TOM YHCIIE,
NOJATBEPKIACHUE Ay TEHTUYHOCTH UJIM NIEPEBOJT HA Ka3aXCKUM A3bIK HHCTPYKLUH 10
MEAMLUHCKOMY IPUMEHEHHIO, MAKETOB MapKUPOBKH YIIAKOBKHU, 3TUKETOK, CTUKEPOB, B
TE€YEHHUE IECATH KAJICHJaPHBIX JHEH);

3) bopMupoBaHue 3aKTI0YEHUS O O€30MaCHOCTH, Y(PPEKTUBHOCTU U KAaYECTBE —
JECATh KAUICHIAPHBIX JTHEU.

69. DKcriepTH3a JIEKapCTBEHHOTO CPEACTBA, IPOU3BeIeHHOTO B Pecybirke
KazaxcTan, mpoBONUTCS B TEUEHUE CTAa BOCBMUCCATH KaJCHAAPHBIX JTHEH, B TOM YUCIIC:
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1) HauanpHas 3KCcHiepTH3a (BaTUAAIUS PETUCTPAIMOHHOTO JOChE)
JIEKAPCTBEHHOTO CPEACTBA — ABAILIATh KaJI€HAAPHBIX JHEH;

2) cnenuaau3upoBaHHAasl SKCIEPTU3a — AEBAHOCTA MTh KAJICHIapHBIX THEH (B
TOM YHCJIE, MPOBEPKAa ayTECHTUYHOCTH WM MEPEBOJI Ha KA3aXCKUM SI3bIK UHCTPYKITUU TIO
MEIUIMHCKOMY TPUMEHEHHIO, MAPKUPOBKH MAKETOB YIIAKOBKH, STUKETOK, CTUKEPOB B
TE€YeHHE IBA/IIATU KAJICHJAPHBIX JTHEH);

3) nabopaTopHbI€ UCTIBITAHUS — MATHAECIT KaJICHIAPHBIX JHEH;

4) popmupoBaHue 3aKitoueHUs 0 6€30MacHOCTH, 3PHEKTUBHOCTH U KAUECTBE —
MATHAALATH KaJleHIAPHBIX THEH.

70. DxcnepTr3a JIEKapCTBEHHOTO CPEACTBA, pou3BeAeHHOTO B Pecnybirke
KazaxcraH, npu npoajieHu# cpoka I€MCTBUU PETUCTPALMOHHOTO YAOCTOBEPEHUS
MIPOBOJIMTCS B TE€UEHHUE CTA KaJCHAAPHBIX JHEH, B TOM YHUCIIE:

1) HauanbHasH SKCIIepTH3a (BATUAAIUS PETUCTPAIMOHHOTO JOChE)
JIEKApPCTBEHHOTO CPEJICTBA — MATHAALIATH KaJICHIapHBIX JHEH;

2) crienuanu3upOBaHHAs SKCIIEPTU3a — CEMBIECAT KaJeHAAPHBIX THEN (B TOM
quclie TOATBEPKICHUE ayTEeHTUYHOCTH WK NIEPEBOJ] Ha Ka3aXCKUM A3bIK HHCTPYKLIUU
[0 MEIULIMHCKOMY ITPUMEHEHHNI0, MAKETOB MAPKUPOBKH YITAKOBKH, ITUKETOK, CTUKEPOB
B TEYEHME MATHAALATH KAJICHIAPHBIX JHEH);

3) dopMupoBaHHE 3aKITIOYEHUS O OE30IMaCHOCTH, Y(PPEKTUBHOCTH U KAaYECTBE —
NATHAIIATh KaJCHIApHBIX THEH.

71. DkcnepTy3a U3BMEHEHUM, BHOCUMBIX B pETUCTPAllMOHHOE Joche Tuma [A s
JIEKApCTBEHHOTO CPEJICTBA, Mpou3BeAeHHOr0 B Pecniybnnke Kazaxcran, mpoBoAUTCS B
CPOK, HE TIPEBBIIIAIONINNA TPUIIATh KaJICHAAPHBIX JHEH U3 HUX:

1) HayanbHas sKcnepTH3a (BATHAALNS PETUCTPAIIMOHHOTO J0CHE)
JIEKApPCTBEHHOT'O CPEJICTBA — JECATh KaJCHIAPHBIX JTHEH;

2) opmupoBaHue 3aKa0UeHUs1 0 0€30MaCHOCTH, 3PHEKTUBHOCTH U KauecTBe (B
TOM YHCJIE, TOATBEPKICHUE ayTEHTUYHOCTU WM MEPEBOJ] Ha KA3aXCKHM SI3bIK
MHCTPYKIUU 110 MEAULIMHCKOMY IPUMEHEHHIO, MAKETOB MapKUPOBKH YIIaKOBKH,
ATUKETOK, CTUKEPOB) — ABAALATh KaJCHAAPHBIX THEH.

72. DKcnepTr3a U3MEHEHNH, BHOCUMBIX B PETMCTPAllMOHHOE A0cke Thna Ib n
tuna Il ny1s1 nekapcTBeHHOTO CpecTBa, Mpou3BeAeHHoro B Pecniybnuke Kazaxcran,
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MIPOBOJIUTCS B TEUCHUE JEBSIHOCTO KAJIEHAPHBIX JHEW C 3TANlOM MPOBEACHUSA
71a00paTOPHBIX UCTIBITAHUH, B TOM YHUCIIE:

1) HayanbHas sKcnepTH3a (BATHAANS PETUCTPAIIMOHHOTO JI0CHE)
JIEKApCTBEHHOTO CPEJICTBA — MATHAIAThH KaJICHIAPHBIX JIHEH;

2) cnenuaau3upoBaHHasl IKCIEPTU3a — IMIECThACCAT KaJICHAAPHBIX JHEH, B TOM
qucIie 1a00paTOpHbIC HCTIHITAHUS (B TOM YHCIIE, MIOATBEPXKICHUE Ay TCHTUYHOCTH WITH
IIEPEBOJI Ha KA3aXCKUU SI3bIK MHCTPYKLUHU 10 MEAULIMHCKOMY IIPUMEHEHNIO, MAKETOB
MapKUPOBKHU YIIAKOBKH, STUKETOK, CTUKEPOB, B TEUCHHUE JCCATU KAICHIAPHBIX THEH);

3) popmMupoBanue 3aKIr0UeHUs 0 O€30MaCHOCTH, Y(PPEKTUBHOCTU U KAYECTBE —
MSATHAIATh KaJeHIAPHBIX THEH.

73. DKcnepTr3a U3BMEHEHU W, BHOCUMBIX B PETUCTpallMOHHOE Aocke Thna Ib u
tuna Il a1st tekapcTBEeHHOTro CpelicTBa, MpousBeieHHoro B PecmyOnuke Kazaxcran,
MPOBOJUTCS B TEUEHHUE IECTUIECITH KaJE€HAPHBIX JHEW Oe3 3Tarna nIpoBeAcHUs
71a00paTOPHBIX UCTIBITAHUH, B TOM YHUCIIE:

1) HayanbHas dKcnepTH3a (BATHAALNS PETUCTPALIMOHHOTO I0CHE)
JIEKAPCTBEHHOT'O CPEJICTBA — JECATh KaJCHAApPHBIX JTHEH;

2) crienuanu3upoOBaHHas SKCIEPTU3a — COPOK KAJIEHJAPHBIX JHEH (B TOM YHCIIE,
NOJATBEPKIACHUE Ay TEHTUYHOCTH MJIM NIEPEBOJT HA Ka3aXCKUM SA3bIK HHCTPYKLUH 110
MEIUIMHCKOMY MPUMEHEHHIO, MAaKETOB MAPKUPOBKH YIIAKOBKH, 3TUKETOK, CTUKEPOB B
TE€YEHHUE I€CATH KAJICHIAPHBIX JHEH);

3) dbopmupoBanue 3aKIOYeHUS 0 0€30MaCHOCTH, 3PHEKTUBHOCTH U KA4eCTBE —
JeCSITh KaJICHIApHBIX JHEH.

74. DkcnepTr3a JeKapCTBEHHBIX CPEACTB, MPOU3BEACHHBIX B CTpaHAX PErMOHA
ICH (AitCuditu) npoBOIUTCS B TEYEHUE CTA BOCBMUICCSATH KAJICHIAPHBIX JTHEH, B TOM
YHUCJIE:

1) HauanpHas 3KcHiepTH3a (BaTUAALUs PETUCTPAIMOHHOTO JOChE)
JIEKapCTBEHHOTO CPEICTBA — TPUILIATh KAJICHJAPHBIX JTHEH;

2) crernuaau3upoBaHHas SKCIEPTH3a — CTO JABAAIATh KAJICHIAPHBIX JHEH (B TOM
4yucie, IpOBEpKa ayTEHTUYHOCTHU WJIM NIEPEBOA HA Ka3aXCKUM SI3bIK HHCTPYKIUU T10
MEUIIMHCKOMY TTPUMEHECHHIO, MAPKUPOBKHA MAKETOB YIIAKOBKH, STUKETOK, CTUKEPOB, B
TE€UEHHUE JIBA/IIIATH KaJCHIAPHBIX THEH);
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3) popMupoBaHue 3aKII0YEHUS O O€30MaCHOCTH, Y(PPEKTUBHOCTU U KAYECTBE —
TPUALIATH KAJICHIAPHBIX JHEH.

75. DKcnepTr3a JIEKapCTBEHHBIX CPEJICTB, IPOU3BEAECHHBIX B CTPaHaX PErMOHA
ICH (AiCu3ditu), npu NpoUIeHUH CPOKa ACHCTBUS PETUCTPALMOHHOTO YOCTOBEPEHUS
IIPOBOJIMTCS B TEYEHHUE CTA KAJIEHAAPHBIX JHEH, B TOM YHUCIIE:

1) HauanpHas 3KcHiepTH3a (BaTUAAUS PErUCTPAIMOHHOTO JOChE)
JIEKapCTBEHHOTO CPEJICTBA — ABAANATH KaJICHAAPHBIX THEH;

2) crienuanu3upoBaHHAs IKCIIEPTU3a — CEMBJECAT KaJeHAAPHbBIX THEH (B TOM
YyucJie, NOATBEPKICHUE ayTCHTUYHOCTH WM MEPEBO/Ia HA KA3aXCKUU SA3bIK UHCTPYKIIUU
0 MEAUIIMHCKOMY MPUMEHEHUIO, MAKETOB MAPKUPOBKHU YIAKOBKHU, STUKETOK,
CTHUKEPOB, B TEUCHUE TSATHA/IIATH KaJCHIAPHBIX THEH);

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

76. DxcnepTr3a U3BMEHEHU, BHOCUMBIX B PETUCTPALIMOHHOE Jockhe Tuma [A s
JIEKapCTBEHHBIX CPECTB, MPOU3BENCHHBIX B cTpaHax peruoHa ICH (AnCudiiu)
MPOBOJUTCS B TCUCHUE TPUILIATH KAUICHAAPHBIX THEN, U3 HUX:

1) HauanbHas SKCIIepTH3a (BATUAAIUS PETUCTPAIMOHHOTO JOChE)
JIEKAPCTBEHHOT'O CPEJCTBA — JECATh KaJeHIAPHBIX JHEH;

2) BbIJa4a 3aKII0UeHUs 0 0€30MacHOCTH, YPHEKTUBHOCTH U Ka4eCTBE (B TOM
YHCIIe, MOATBEPKICHUE ayTCHTUYHOCTH HJI TIEPEBOJT HA Ka3aXCKUM A3bIK HHCTPYKIIUH
10 MEIUIIMHCKOMY MTPUMEHEHNI0, MAKETOB MAPKUPOBKH YITAKOBKH, Y TUKETOK,
CTHKEPOB) — JIBA/INATh KaJCHIAPHBIX THEH.

77. DxcnepTr3a U3BMEHEHN, BHOCUMBIX B PETUCTpallMOHHOE Aocke Thna Ib u
tuna Il 11 tekapcTBEHHBIX CPEACTB, IPOU3BENCHHBIX B cTpaHax pernona ICH
(AiCuDiiu), IpOBOIUTCS B TEUCHUE MIECTUSCATH KaJeHIApHBIX JHEH 0e3 aTama
MPOBEJICHUS JTA00PATOPHBIX UCIIBITAHUH, B TOM YHCIIE:

1) HayanbHas 3KcHepTH3a (BATMAALNS PETUCTPALIMOHHOTO 10CHE)
JIEKApPCTBEHHOT'O CPEJICTBA — JECATh KaJCHIApPHBIX JHEH;

2) cnenuanu3upoBaHHasl SKCIEPTU3a — COPOK KaJEHIApHBIX JHEH (B TOM YHUCIIE,
NOATBEPKACHUE Ay TEHTUYHOCTH WM MIEPEBOJ HA Ka3aXCKUM SI3bIK HHCTPYKIUU 11O
MEJUIIMHCKOMY TTPUMEHEHHIO, MAaKETOB MaPKUPOBKHU YIIAKOBKH, STUKETOK, CTUKEPOB, B
TEUEHUE JIECATH KaJCHIAPHBIX THEW);
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3) popMupoBaHUEe 3aKITHOYEHUS O O€30MaCHOCTH, Y(PPEKTUBHOCTU U KAaYECTBE —
JIECSITh KaJICHIAPHBIX THEH.

78. Y CKOpEHHas KCIEPTHU3a JIEKAPCTBEHHOTO CPEACTBA MPOBOJUTCS B CPOKH, HE
IPEBBIIANOIINE CTA ABAALATH KAJICHIAPHBIX JHEHN, B TOM YHUCIIE:

1) HayanbHas SKCHIEpTH3a - HE OoJiee ABAIATH KaJleHIapHbIX JTHEH;
2) nabopaTopHbIe UCTIBITAHUS - HE O0Jiee MATHICCATH KaJICHIAPHBIX JTHEH;

3) cnenmanu3upoBaHHAas HKCIIEPTU3a - He Oosiee copoka KajJeHIapHbIX THEH, B
TOM YHCJI€ TIOJITBEPKJICHHE ayTEHTUYHOCTH MEPEBOIa MAPKUPOBKU MAaKETOB YITAKOBKH,
ATUKETOK, CTUKEPOB, OOIIECH XapaKTEPUCTUKH JICKAPCTBEHHOTO CPEICTBA, HHCTPYKIIUH
10 MEIUIIMHCKOMY MTPUMEHEHUIO (JIMCTOK-BKIAABIIT) (HE OoJiee AECITH KaleHIapHbIX
JTHEH )

4) popmupoBaHUE 3aKIIOUEHUS O 0€30MacHOCTH, 3PHEKTUBHOCTU U KAUECTBE
JICKapCTBEHHOTO CPEJICTBA, MPOEKTOB UTOTOBBIX JOKYMEHTOB SKCIIEPTU3HI
JICKapCTBEHHBIX CPEACTB - HE OoJiee ACCATH KaJCHIapHbIX THEH.

79. B cpoku IpOBECHUS SIKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA HE BXOJIUT:
1) Bpemsi BOCIIOTHEHUSI HEKOMITJIEKTHOCTH PETUCTPAIIMOHHOTO JI0ChE;

2) BpeMsi TIpeJ0CTaBICHUS 3asBUTEJIEM JJOKYMEHTOB U MaT€pUAJIOB T10 3aMpOCy
Ha JIIOOOM U3 3TaIOB HKCIIEPTU3BI;

3) Bpemsi opraHu3alyy MpoBeICHHs OLICHKU YCIOBUN MPOU3BOJICTBA U CUCTEMBbI
oOecrieueHus: KauecTBa OpPraHu3aIuu-mponu3BOIUTENS, YCIOBUIN MPOBEICHNUS
JOKJIMHUYECKUX U (WIN) KIMHUYECKUX UCCIEOBAHUM, CUCTEMBI (papMaKOHa130pa
JIepAKaTEIIsl PETUCTPALMOHHOTO YAOCTOBEPEHUS;

4) cpoKHM TIPEIOCTABICHUS OTUETA KIIMHUYECKUX UCCIECIOBAHUN TTPU COOTIOICHUN
yCJIOBUH, onpenesieHHbIX TyHKTOM 13 HacTosimux [Ipasun. I1pu aToM cpoku
PEAOCTABICHUS OTYETA HE MPEBBIIIAIOT CTa BOCBbMUJECATH KaJICHAAPHBIX JHEN C JaThl
3aIUIaHUPOBAHHOT'O 3aBEPUICHUS KIMHUYECKOTO UCCIEI0BaHus, YKa3aHHOM! B
YTBEPKIECHHOM MTPOTOKOJIE KIMHUYECKOTO UCCIIeI0BaHUS;

5) opranu3anus 1 IpoBeJeHUEe DKCIEPTHOTO COBETA,

6) cornacoBaHusl 3asIBUTEJIEM UTOTOBBIX JIOKYMEHTOB.
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3asiB/ieHHe HA MPOBeeHNe IKCIEPTU3bI JIEKAPCTBEHHOT0 CpeacTBa™

[Ipunoxenue 1

K [IpaBriiam npoBeneHus

9KCIICPTU3LI JICKAPCTBCHHBIX CPEACTB

dopma

1. Toprosoe Ha3BaHue Ha Ka3aXCKOM
SI3BIKE
Ha PYCCKOM S3bIKE
Ha aHTJIHHACKOM
SI3BIKE
2. ToproBoe Ha3zBaHHUE Ha IKCIIOPT Ha Ka3aXCKOM Ha PyCCKOM SI3BIKE Ha aHTJINHCKOM cTpaHa
(U1 OTEUECTBEHHBIX IPOU3BOUTE- | s3BIKE
neit)
3. MexyHapoaHOe HeaTeHTOBaH- Ha Ka3aXxCKOM
HOE Ha3BaHUE SI3BIKE
Ha pyCCKOM SI3BbIKE
Ha aHIVIMHACKOM
SI3BIKE
4. JlekapcTBenHas Gpopma Ha Ka3aXCKOM
SI3BIKE
Ha PYCCKOM S3bIKE
5. Jlo3upoBka/ KoHieHTparus (3amoi- Konuenrparust
Hstercs npu Hamnyuu. O0beM 3a- yKa3bIBaeTCs IS
MOJIHSIETCS B YIIAKOBKE) KUJKUX, MATKAX
¥ Ta3000pa3HBIX
JICKapCTBEHHBIX
opm
6. AHaTOMO-TepaneBTHIECKO-XUMH- Kon
YyecKas KilacCu(pHKaIust HauMeHoBaHME
Ha Ka3aXCKOM
A3bIKE
Haumenosanue
Ha PyCCKOM SI3bIKE
7. Twur lekapCTBEHHOT0 CPeACTBa (3aroIHsIETCs JJIsl COOTBETCTBYIOLIETO JICKAPCTBEHHOTO TIpernapara)
1) OpHruHabHbI JIeKapCTBEHHBIN Mpenapar
OIHOKOMITOHEHTHBINH MHOroOKOMITOHEHTHBIHN
OMOIOrMYeCKHH JIEKapCTBEHHBII Ipenapar bank-npomykr
AxTHBHas (apMarieBTHUECKask CyOCTaHIMsA, TPOM3BeIeHHas He B ycinoBusix GMP wiu jekapcTBEHHOE pacTUTENBHOE ChIphe
2) BocrnponsseeHHBIN J€KapCTBEHHBIN NTpenapar
OIHOKOMITOHEHTHBINH MHOroKOMITOHEHTHBIHN
bank-npoaykr
OpurvHaIbHBIN JIEKapCTBEHHBIH Npenapar:
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HaMMCHOBAHHUE JICKaPCTBEHHOTO TIperapara, 103H1-
POBKa, JIeKapCTBeHHas opma

Jiep KaTellb PErHCTPAllMOHHOTO YI0CTOBEPEHHS
(KoMMaHusl, Ha UMsI KOTOPOH BBIJAHO PETUCTPALH-
OHHOE YJIOCTOBEPEHHE), 1aTa PETUCTPALlUH, HOMEP
PErMCTPALIMOHHOTIO Y0CTOBEPEHHUS, TOCY1apCTBO,
TJie 3aperuCTPUPOBAaH OPUTHHAJIBHBIN JIEKAPCTBEH-
HBI Ipenapar

PC(bepeHTHLII‘/'I J'ICKapCTBeHHLIﬁ Ipenapar st OTEHYCCTBEHHOI'O ITPOU3BOAUTEIIA, KOTOpLIﬁ HCIIOJIB30BAJICA B HCCIICAOBAHUAX DKBUBA-

JICHTHOCTH (ecnn TAaKOBBIC HpOBOL[I/IJ'II/ICL)I

HAMMEHOBAHHE JICKAPCTBEHHOT'O Mpernapara, J103H1-
POBKa, ekapcTBeHHas popma

JieprKaTelb PETUCTPAIOHHOTO YA0CTOBEPEHHUS
(KoMIaHus, Ha UMsI KOTOPOH BBIIAHO PETUCTpAIH-
OHHOE yJIOCTOBEpEHHE), 1aTa PErHCTPaluy, HOMEP
PEruCTPaIMOHHOIO YI0CTOBEPEHHs, FOCYapCTBO,
1€ 3apErUCTPUPOBaH peepPEeHTHbIH JIeKapCTBEH-
HBII TIpenapar

MPUBECTH 000CHOBAHMUS UCTIOIB30BaHUS peepeHT-
HOTO Ipernapara HpH ero OTJAMYUH OT OPUIHHAIBHO-
ro npernapara

[pumeuanue. Pa3ien He0OX0IUMO 3aIOTHATH [UIsl KAXKI0TO JIEKAPCTBEHHOTO Mpernapara, KOTOPbIil HCIIOIBb30BAJICS B UCCICIOBAHUSX

OKBHUBAJICHTHOCTH.

3)

Bbuoananornunslii iekapcTBeHHbIi npenapar (bruoanaor)

bank-npoaykr

OpHFHHaJ’[BHBIﬁ OHOJIOrMYECKHI J'[eKapCTBeHHBIﬁ npemnapar:

HaMMCHOBAHHUE JICKaPCTBEHHOTO TIperapara, 103H1-
POBKa, JIeKapCTBeHHas Gopma

Jiep KaTellb PErHCTPAllMOHHOTO YI0CTOBEPEHHS
(KoMIaHusl, Ha UMsI KOTOPOH BBIJAHO PETUCTPALH-
OHHOE YJIOCTOBEPEHHE), 1aTa PETUCTPALUH, HOMEP
PErMCTPALIMOHHOTIO Y0CTOBEPEHHUS, TOCY1apPCTBO,
TJie 3aperuCTPUPOBAaH OPUTHHATIBHBIN JIEKAPCTBEH-
HBI Ipenapar

PedepentHsblit 6HOI0rHUECKUI JIeKapCTBEHHBIH Ipenapar:

HaUMEHOBAHME JIEKAPCTBEHHOIO NIpenapara, J034-
POBKa, JIeKapCTBeHHas opma

JiepKaTellb PErHCTPAlMOHHOTO YAOCTOBEPEHHS, J1a-
Ta PErucTpalyy, HOMEp PErUCTPALMOHHOTO YI0CTO-
BEpPEHUsI, TOCYIapCTBO, IJIE 3apETHCTPUPOBaH pede-
PEHTHBIH JeKapCTBEHHbIH Mpenapar

pas3ynyus 1o CpaBHEHUIO ¢ pedepeHTHBIM OHOJIOTH-
YECKHM JICKapCTBEHHBIM TIperapaToMm (eciii Tako-
BBIE HIMEIOTCS):

pa3nuuus B ICXOIHOM MaTepHuaie;
pas3nuyus B IPOM3BOJICTBEHHOM IIPOIIECCE;

JIPyTHe MOKa3aHus K MPUMEHEHHIO;

pas3nu4us B JiekapcTBEHHOU (opme;

ZpyTast TO3MPOBKa;

(KOMMYECTBCHHBIC N3MEHEHHSI aKTHBHOW (papMaIieBTHUECKOI CyOCTaHIIN);
JIpyroii cmoco0 BBECHUS,

JIpyTue OTINYUs
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4)

I'nOpuaHbIA IeKapCTBEHHBII penapar

OIHOKOMITOHEHTHBIH |

MHOTOKOMITOHEHTHBIH

Bank-npoaykr

OpHruHaNbHBI TeKapCTBEHHBIN Mpenapar:

HaNMEHOBAHME JICKAPCTBEHHOTO TIperapara, Jo3u-
POBKa, nekapcTBeHHas popma

JiepKaTenb PerucTPaluoHHOTO yJOCTOBEPEHUs, Jla-
Ta PErucTpalyy, HOMEp PErucTPALMOHHOTO yI0CTO-
BEpPEHUs], FOCY1apCTBO, IJIe 3aperUCTPUPOBAH OPU-
T'MHAJIbHBIH JIEKAPCTBEHHBIH Ipenapar

Paznuuus mo CpaBHEHUIO C OpUT'MHAJIBHBIM JICKap-
CTBCHHBIM IIpEHIapaToM:

U3MEHEHHs aKTHBHOM (hapMarieBTHYECKO# cyOcTaHIH;

Jpyras JeKapcTBeHHas hopMa;

npyrasi(ue) 1o3upoBKa(u) (KOJIMYECTBCHHBIC H3MEHEHNUS aKTUBHOM (apma-

LEBTUYECKOW CYOCTAHIINN);

npyroii (ue) crioco0(bl) BBEICHHS;

npyras papMakoKHHETHKa (BKIIIOYast APYTYO OMOIOCTYITHOCTB);

JIpyroe MoKa3aHue K IPUMEHEHHUIO;

ApYyrue OoTiinius

5)

KomOurnpoBaHHBII 1€KapCTBEHHBIN Npenapat

M3BECTHAS KOMOMHALIMS

HOBasa KOM6I/IH8.I.[I/I$I

Bank-mpoxyxr

OpHruHaNbHBIN TeKapCTBEHHBII Npenapar (B Cllydae H3BECTHOW KOMOUHAIINN)

HAaNMEHOBAHME JICKAPCTBEHHOTO TIperapara, J03Hu-
POBKa, ekapcTBeHHas popma

JiepKaTenb PerucTPaluoOHHOTO yIOCTOBEPEHUs, J1a-
Ta PErucTpalyy, HOMEp PErucTPALUOHHOTIO yI0CTO-
BEpPEHUs], TOCYIapCTBO, I'JIE 3apeTUCTPUPOBAH OPH-
I'MHAJIbHBIH JISKAPCTBEHHBIH Ipenapar

6)

.HeKapCTBCHHLII‘/'I npenapar ¢ Xopouo U3y4CHHbIM MEAUIIMHCKUM [IPUMEHCHUEM

bank-npoxykr

HaUMEHOBAHME JIEKAPCTBEHHOIO NIpenapara, J034-
POBKa, JIeKapCTBeHHas opma

JieprKaTeb PeruCTPalnoOHHOTO YIOCTOBEPEHUSI, 1a-
Ta PETHCTPALNH, HOMEP PETHCTPALHOHHOTO YI0CTO-
BEpEHHSL.

7

PapnodapmarieBTiuecknil IeKapCTBEHHBIN MpenapaT

Bank-npoxyxT

pamuodapMaleBTUIECKUi Habop

IPEKypCop PagHOHYKIH/IA

MCTOYHHUK PaJHOHYKIHAA (TIEPBUYHBIA H BTOPUY-
HBIN) (P HAJTMYHH)

reHeparop

8)

I'omeonaTrueckuil JekapcTBEHHbIH Mpenapar
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HOBBIM TOMEOIAaTHYECKUI npemnapar

| roMeonaTHYeCKHi Mpenapar, BKIIOYEHHBIH B (papMakonen 1 MoHorpaduu

9) PacTuTenbHEIN IekapCTBEHHBIN TpenapaT

BHU, pa3HOBI/I[[HOCTI>)

OMHOMUHAJIBHOE HayYyHOE Ha3BaHUE pacTeHus (pox,

KOJI)

UCTOYHHUK MPOUCXOXKIEHUS ChIPbs (71a00paTOPHBIH

HacTH IIPOU3BOAAIICTO PAaCTCHUS

Ha3BaHHUE (OIpeAeeHNe) CyOCTaHIINU PacTHTEIbHO-
T'O MIPOUCXOXK/CHUS U APyTU€ Ha3BaHUS (CHHOHU-
MBI, yKa3aHHbIe B DapMaKornesx)

10) | OpodanHblit neKapcTBEHHBIN MpenapaT
[pyrcBoeH Ju 1ekapCTBEHHOMY Hpernapary craTyc oppaHHOro JeKapCTBEHHOro npemnapara B Pecriyonuke Kazaxcran
Her
B npouecce paccmoTpeHus
Ha
Jlara
HOMEP PETHCTPAHOHHOTO yI0CTOBEpEeHHS opdaH-
HOT0 JIEKAPCTBEHHOTO Ipernapara
OTKa3aHO B MPUCBOCHHH CTaTyca Op(haHHOTO JIEKapCTBEHHOTO Npernapara
Jlara
Howmep pemenns
3asBlICHUE Ha IPUCBOCHHE CTATyCa OTO3BAHO: JaTa
8. ®dopma oTIycka B Ilo penenity Bpaua
CTpaHe 3asiBUTEIS Be3 perenta Bpava
9. Crioco0ObI BBEEHUS

10. | Uudopmanus no yctpoii-

CTBaM BBOJIa

11. | YnakoBka (3amoJIHSETCS CIIHCOK 3HAYCHHIA)

Ne Buz (mepBuvHas Wi BTOpUY- HaumenoBanue Pasmep (mipu Ha- O6bem Kon-Bo enunu B yna- Kpatkoe onu-
Has) JIMYHH) (Ipu HaJIM- | KOBKE caHue

YHH)

1. IepBuunas

2. Bropnunas

3 ITpux-Kox BTOPUYHOH yria- VYka3aTb ITPUX-KOA TS KaX0H 103UPOBKH/KOHLIEHTPALUH
koBKH (GTIN) (xurun)

12. | TlonHbIH KaueCTBEHHBIH M KOJIMYECTBEHHBIA COCTaB (3AIOIHACTCS CIICOK 3HAYCHHIA)

Ne Tun Ha- Komu- | HopmaruBHbIi IIpoussonu- KonTponupyer- Hanuune Jlukopactyiiee IpusHak
Beme- | ume- | ue- JOKYMEHT, pe- Tellb, CTPaHa Csl MeXKIYHapol- | saoBH- WU KyJbTHBHU- yesioBeye-
cTBa HO- CTBO TIIAMEHTHPYIO- M afpec mpo- | HbIM KOMHTETOM TBIX BE- pyemoe (quist CKOTO MIIH
(ak- Ba- Ha LK KauecTBO U3BOJICTBEH- 10 KOHTPOJIIO 32 I1eCTB JIEKapCTBEHHO- JKMBOTHOTO
THUB- HHE enu- i dapmako- HOH IuIomaja- | HapKOTHUKAMH (oTMeua- I'0 PacTUTENb- MIPOUCXOXK-
HOE HHILLY res ¢ yKa3aHu- K4 (17151 aK- (oT™mevaercst eTcsi pu HOTO CBIPbS) U JeHus (oT-
WITH ne- €M roja u3Jlanusi | THBHBIX Be- TIPY HAJTMYIHH) HaJIMYMU) | MECTO MPOU3- MevaeTcst
BCIIO- Kap- LIEeCTB) pacTaHus MIPU HAJIM-
Mora- CTBEH- YHN)
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TEJb- HOU
HOE) tdop-
MBI
1. Axk- 11 Tad. 1 ciucox
THB- 111 Ta6. 2 CHHCOK
HOE
IV Tab.
2. Bcermo-
Mora-
Tellb-
HOE
13. | HaumeHoBaHHe akTHBHOH (hapMalieBTHUECKOH cyOcTaHIn
14. | Cpok xpaHeHwus se- TIpeyIaraeéMblii CPOK XpaHEHUS
KapCTBEHHOT'O Cpe[- o .
TIpeJyIaraeMblii IIepro]] MpUMEHEHHS (TT0CIIe TIEPBOTO BCKPHITUS KOHTEH-
cTBa
Hepa)
MpeJiaraeMblii Hepuoj IpUMeHeHusI (TIOCJIe PACTBOPEHHMS MIIH pa3Bejie-
HUS)
15. | YcnoBwus Tpancmop-
TUPOBAHUS
16. | YcnoBus xpaHeHHUs IpeuiaraeMble yCJIOBHS XpaHEHUs
MpeularaeMble yCJIOBHUsI XpaHEHHsI ITOCIIE IEPBOTO BCKPHITUS YIAKOBKU
17. | Perucrpanus B cTpaHe-IpoOU3BOJUTENE U APYTHX CTPaHAX
1. HazBanue ctpanbl Ne peructpaioHHOTO yaocToBepeH s (YKa3bIBaeTCs MpH JlaTa BbI- Cpok neiictBus
HAJIMYUH) Jlaun
2.
18. | Hanmume oxpaHHOrO JOKYMEHTa Ha H300pETEHUE WITU MOJIE3HYIO MO/JIeIIb, TOBAPHBII 3HAK
Ha3Banue oxpanHo- | Ne oXpaHHOTO JOKyMEHTa Jara Bel- | Cpok Belgaun
r'O IOKYMEHTa Jlauu
19. | IpousBoactBo 1) IToHOCTBIO HA JAHHOM MIPOHU3BOJICTBE
2) YacTH4YHO Ha JTAHHOM IPOU3BOJICTBE
3) I[MonHOCTBIO HA APYTrOM NPOU3BOJCTBE
20. | IIpomsBoautens (¥) JIeKapCTBEHHOT'O MpeNapaTa U y4acTok (M) MPOU3BOCTBA (BKIFOYAst y4aCcTKH IIPOM3BO/ICTBA JIF0OOr0 KOMIIOHEHTA
(B TOM 4YHCIIC PACTBOPUTENS JIEKAPCTBEHHON (OPMBI), KOTOPBIH SBIISETCS YACTHIO JICKAPCTBEHHOT'O Iperapara)

No Tun npoussoaurens HaumenoBanue, Ne, nata u cpok ieficTBUS Opu- | dak- Tene- Damunus, Damunus,
cTpaHa (Ha Ka- Pa3peIUTENbHOTO JIOKY- mude- | tuue- | ¢on, HMsl, OT4e- nMsl, OT4e-
3aXCKOM, pyc- MEHTa CKUH CKHI (axc, cTBO (TIpH cTBO (TIpH
CKOM, aHTJIHi- aapec | az- e- HAJIMYUH), HAJIUYUH),
CKOM $I3bIKaX) pec mail JIOJDKHOCTD JIOJDKHOCTD

PYKOBOIH- KOHTaKTHO-
TeNA TO JIMna
1) IIpousBoaurens
2) JepxaTens nuIeH3un JlaHHBIE TIO THIICH3UN HA
MIPOU3BOICTBO, BbIJaHHAS
YIOJIHOMOYEHHBIM Opra-
HOM CTPaHbI IPOU3BOIHU-
Tenst
3) Jlepxarenb perucrpa-

LUOHHOI'O YJ0CTOBE-
peHus
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Cakray KyHi

Jlara penakuuu
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4) Ipeanpustue-yna-
KOBIIUK
5) 3asBUTENb WIH TIPE- JlaHHBIE 11O TOBEpEHHOCTH
CTaBUTEIBCTBO
6) YoTHOMOYEHHOE TTH-
10 110 OCYILECTBIIE-
HUIo hapMakoHaI30-
pa B Pecrry6inke Ka-
3axcTaH
21. | JlaGoparopus cTpaHbI-IPOU3BOAUTEIS 10 KOHTPOJIIO KauecTBa MPENapaToB KPOBU M BAKIIMH, OTBETCTBEHHAS 32 KOHTPOJIb KauecTBa
/BBIITYCK CEpUH
HaMMEHOBaHHUE J1abopaTopun
a/Ipec MeCTa OCYILECTBICHHS JeATeIbHOCTH
cTpaHa
TenedoH/paxc
9JIEKTPOHHAs 110YTa
22. | Ne perucrpallmOHHOTO yJOCTOBEpEHUs BbIaHHOTO B Pecniybnuke Kazaxcran (Ipy NpoaIeHUH CpoKa JeHCTBHS PErHCTPALIOHHOTO
YZ0CTOBEPEHHS)
23. | V3meHeHUs, BHOCHMBIE B PETHCTPAIMOHHOE JJOChE JIGKAPCTBEHHOT'O CpecTBa (YKa3aTh BHOCHMBIE H3MEHEHUS)
Ne Tun u3MeHeHus Penakiust no BHeceHus uaMene- | BHocumble n3meHe-
HUN HUS
24. | [laHHBIE IO JOTOBOPY Ha MPOBEICHUE IKCIIEPTH3HI JIECKAPCTBEHHBIX CPEACTB
1. Ne noroBopa
2. JlaTa 3aximoueHust
3. Cpok zeiicTBust
25. | CyOmbeKT, OCyIIECTBISIONIMH OIIaTy 3a IPOBEACHHUE 3KCIIEPTH3bI
1. HaumeHnoBanue
2 Crpana
3 IOpunuueckuii anpec
4 dakTHueckuil agpec
5 ®dammnsi, UM, 0T4ECTBO (TP HAJIMYHH), JTOJDKHOCTh PYKOBOIUTEIIS
6. Tenedon
7 ®Paxkc
8 e-mail
9 Busuec-uneHTH(HUKAMOHHBINH HOMEp
10. | MunuBnayanbHblii MAEHTU(GUKALUOHHBII HOMED
11. | bank
12. | PacuerHsIii cyer
13. | BamrorHslii cuer
14. | Kox
15. BankoBckuit naeHTH(UKAINOHHBII KO
Jlara

(DaMI/IJ'[I/IH, UM, OTYCCTBO (HpI/I HaJ'II/IqI/II/I) U JOJDKHOCTH OTBECTCTBCHHOI'O JIMI[A

3asBUTESA
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| Iloamnucek, nevyaTh

[Ipumeyanue:

* JlanHas ¢opMa 3asBICHUS IPEIOCTABIISAETCS TAKXKE TIPH MPOIICHUU CPOKa
JNENUCTBUS PETUCTPALIMOHHOTO YI0CTOBEPEHHUS, BBIIABAEMOI'0 YIIOJTHOMOUYEHHBIM
opraHoM B o0iacTu 31ipaBooxpaneHusi Pecrmyonuku Kazaxctan B COOTBETCTBUU C
[IpaBunamu rocy1apCTBEHHOM PETUCTPALAN, IEPEPETUCTPALNU U BHECEHUS] U3MEHEHU N
B PETUCTPALMOHHOE JJOChE JIEKAPCTBEHHOI'O CPEACTBA, U3EIN METULIUHCKOTO
Ha3HA4YEeHUSI U MEIUIIMHCKOW TEXHUKH, YTBEPKICHHBIMU TPUKa30oM MuHUCTpa
3apaBooxpaHenusa Pecnyonuku Kazaxcran ot 18 Hos6ps 2009 roga Ne 735
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiii HOPMAaTUBHBIX MPABOBBIX
akToB noJ1 Ne 5935) u npu U3MEHEHUSAX, BHOCUMBIX B PETHCTPALIMOHHOE JIOCHE.
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[Ipunoxenue 2
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

HepequL AOKYMECHTOB, IPE€I0CTABJIACMBIX /LIl IKCIICPTHU3bI IPOU3BOAUTEC/IAMHA

PecnnyOoimkun Kazaxcran

Nernm | HammeHOBaHHME TOKYMEHTOB
/m
1 2
Yacte [ O0mias nokymeHTanus*
IA1l. | Cepruduxar GMP (c yka3zanueM aaThl U pe3yIbTaTOB MOCICAHEH NHCIIEKIMHA HOTAPUAILHO 3aCBUICTEILCTBOBAHHBIC) MIPH HATTMYHU
I Komnwust rocyiapcTBeHHOMN IMIEH3UH HA (apMalieBTHYECKYIO AESTENIbHOCTb (HOTAPUAILHO 3aCBU/IETENILCTBOBAHHBIE)
A2.
I TIpunoxenne K JIMIEH3UH (U1 PACTUTEIILHOTO CHIPBS - Pa3pelleHNue Ha 3aroTOBKY ULl OTEYECTBEHHBIX IIPOU3BOIUTENCH)
A3.
I Ecnu B 1pon3BoICTBEHHOM IPOLIECCE YUaCTBYET HECKOJIBKO NPOU3BOAUTENCH TOKyMeHTbI yHKTOB 1A2, IA3, 1A4 npenocrasisiorcs
A4. Ha BCEX YYaCTHUKOB IIPOU3BOJICTBA
I JIMneH3MOHHBIH 10roBOp (COIIalleHHe) Ha IIPaBO IMPOM3BOJCTBA (10 MCTEUEHHUs! CPOKa JeHCTBHS TaTeHTa Ha OPUTUHANIBHBIN ITperna-
AS. par)
I HOTapHaJIbHO 3aCBUJICTENILCTBOBAHHAS KOMHUSI OXPAHHOTO JOKYMEHTA Ha H300PETEHHUE WM MOJIE3HYI0 MOJICNb OPHUIMHAIIBHOTO JIeKap-
Ab6- CTBEHHOTO cpezicTBa (MPeI0CTABISIETCS MATEHTO00 IaJaTelieM OXPAaHHOTO TIOKYMEHTA);
1
I rapaHTUHHOE MUCHMO O HEHAPYLIEHUH UCKIIOYUTEIbHBIX IPAB TPETHUMH JIMIIAMH Ha U300pETeHUE HIIM TOJIe3HYI0 MOZeNb (Ipeo-
A6- | craBnseTcst IpH AKCHEPTH3e TeHEPUUECKOTO JIEKapCTBEHHOTO TIpenapaTa)
2
I JloKyMeHT, OATBEePIKAAIOLINI KauecTBO aKTUBHOIO BellecTBa (cepTU(HKaT aHaIN3a CyOCTaHIMU OT IIPOM3BOIUTENIS, CepTUHHKAT
A7. COOTBETCTBHS MOHOTpaduu EBpomneiickoil dapmakomen, MpOTOKOI aHAIK3a, aHATUTHIECKUH MacIIopT)
I JIoKyMEHT, HOATBEPKAIONIHIT Ka9eCTBO TOTOBOTO MPOAYKTA TPEX MPOMBIIUICHHBIX CepHil (cepTH(HKAT aHAIIN3a, IPOTOKOJI aHAIIH-
AS8. 3a), O/IHa Cepusi KOTOPOTO COBIIAACT ¢ CepHeil 00pasiia JIeKapCTBEHHOTO CPEICTBA, OAHHOTO HAa PETHCTPALHIO
IA JIOKyMeHT 0 IPHOHOBOY OE30MaCHOCTH Ha BEIIECTBA )KUBOTHOTO MPOUCXOXKACHHS OT TPOU3BOAUTEIS
9.
IA Komnus - peructpannonsoro ynoctoseperus Pecnyonuku Kazaxcran (mpu mpoieHHH CpoKa IeiCTBHsI PErHCTPAlMOHHOTO YI0CTOBE-
10. peHusi)
L.B. OO0u1as xapakTepucTHKa JiekapcTBeHHoro cpeactsa (OXJIC)
1.
I.B. ITpoeKT MHCTPYKLUHU 110 MEIUIIMHCKOMY IIPUMEHEHUIO (JIMCTOK-BKJIAJIBIIT) B JIEKTPOHHOM BHJie B hopmare "doc (1ok)"
2.
1.B. | TekcT MapkupoBKH ISl HEPBUYHOI U BTOPUUYHON YIIaKOBOK, CTUKEPOB, STUKETOK Ha Ka3aXCKOM U PYCCKOM SI3bIKax
3.
1.B. | LlBeTHbIe MakeThl MOTPEOUTENBLCKUX YIIAKOBOK, STHKETOK, CTHKEPOB B JJISKTPOHHOM BHJE B hopmare "jpeg (mkurer)"
4.
I.C Kparkas xapakrepucTuka CUCTeMbl (hapMaKoHaaA30pa AEPIKATENsl PErUCTPALMOHHOTO Y0CTOBEPEHHUS BKIIOYALT:

HHGOPMALIUIO O TOM, 4TO Aep)KaTelb PErUCTPALIMOHHOTO YIOCTOBEPEHHUs MIMEET B CBOEM PACIIOPSHKEHHU OTBETCTBEHHOE JIMIIO 3a IJI0-
OanbHbINA GapMakoHa30D;

KOHTaKTHBIE IaHHBIE OTBETCTBEHHOTO JIMIIA 32 TI100abHBII hapMakoHaI30p;
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JACKJIapaluio, INOANMMCAHHYIO A€PKATECIIEM PErUCTPALlUOHHOI'O YIO0CTOBEPEHHSA O TOM, YTO OH UMECT CUCTEMY Q)apMaKOHansopa JJIA
BEITIOTHEHUS 3a/1a4 U 00s3aHHOCTEH MO TIOCTPETUCTPALTUOHHOMY KOHTPOJIIO 0e30MacHOCTH JICKaApCTBCHHBIX CPELICTB;

CCBUIKY Ha MeCTO (aapec), TAe XpaHUTCs MacTep-(aiin cucTeMsl papMakoHag30pa.

I.D JIOKYMEHT, MOATBEPIKAAIOLINIT 0 HATNYUH KBAJIU(HUIUPOBAHHOTO JIMLA, OTBETCTBEHHOTO 3a (hapMaKkoHAI30p A1t cOOpa U perucTpa-
1Y MOOOYHBIX PEaKIHii, BBIABIsIEMBIX Ha Tepputopuu PecriyOnnku Kasaxcran
Yacre I Xumuueckasi, papmarieBTiueckas 1 OMoI0rndeckasi JOKyMeHTaus ™

1I Copeprxanue

IIA | Cocras

I KauecTBeHHBIH 1 KOINUECTBEHHBIH COCTaB JICKAPCTBEHHOT'O pernapara (aKTHBHbIE, BCIIOMOTaTeIbHbIE BELIECTBA, COCTaB 000I0UKU

Al TaOJIETKU WJIM KOPITyca KarcyJibl)

II Onucanue ynakoBKU

A2

I dapmaneBTryeckas paspaboTka (000CHOBaHHE BBIOOPA COCTABA, IEPBUYHOM YIIAKOBKH)

A3

IIB CBezieHHsI O IPOU3BOJICTBE!

11 MIPOM3BO/ICTBEHHAs (hOpMyIa

B1

I OTIMCAaHUE TEXHOJIOTHH IIPON3BOJICTBA

B2

II KOHTPOJIb B MIPOIIECCE MPOU3BO/ICTBA (ONIEPalOHHBII KOHTPOJIb)

B3

II TIepBUYHAS DKCIIEPTU3a IPOU3BOJICTBEHHBIX IPOLIECCOB

B4

IIc METOJIbl KOHTPOJISI UCXOHBIX MaTepUaIoB

11 aKTHBHAas cyOCTaHIUs

Cl

11 cepTu(UKaThl KaYeCTBa Ha aKTHBHbBIE BEIIECTBA

C

1.1

I BCIIOMOTaTENIbHBIC BEIIECTBA

C2

I cepTU(UKATBI KAYeCTBA HA BCIIOMOTaTeNbHbIE BELIECTBA

C

2.1

11 YIaKOBOYHBINA MaTepHai (IIepBUYHAs U BTOPUYHAS YIIAKOBKA)

C3

I cepTH(UKATHl Ka4eCTBa YIIaKOBOYHOTO MaTepralla ¢ IPHI0KEHHEM IOKYMEHTOB, PErJIaMEHTHPYIOIINX X Ka4eCTBO

C

3.1

IID | meronpl KOHTPOIIS KauecTBA HPOMEKYTOUYHBIX MPOIYKTOB (IIPH HEOOXOIUMOCTH)

IIE crierupUKaIMs Ka4ecTBa U METOAUKH KOHTPOJISI TOTOBOTO MPOIYKTA C ayTEHTHYHBIM IIEPEBOJIOM C SI3bIKA IPOU3BOAUTEIIS Ha Pyc-
CKHH SI3BIK

IIE HOPMATHBHBIH JOKYMEHT NPOU3BOAUTEINS 110 KOHTPOJIIO KauecTBa H 0€30MaCHOCTH JISKAPCTBEHHOT'O CPE/ICTBA B DJIEKTPOHHOM BHJIE B

1 tdhopmare "doc (10K)", MOSCHUTENBHAS 3aIIMCKA K HEMY

IIE NepBUYHAs DKCIIEPTH3a METOJUK UCTIBITAHUH JIEKAPCTBEHHOT'0 Npenapara (KpoMe GpapMakoneitHbIX MEeTOIMK) (IIPH MepeperucTpaiu

2 JIOTIOJTHUTEIIHHO KOIMIO HOPMAaTUBHOTO JOKYMEHTA 110 Ka4eCTBY, yTBEpkKIeHHBIN B PecrryOnuke Kaszaxcran)

IIF Ppe3yJbTaThl UCTIBITAHNS CTAOMIIBHOCTH HE MEHEE YeM Ha TPEX MPOMBIIIICHHBIX HIIH ONBITHO-IIPOMBIIUICHHBIX (MJIOTHBIX) CEPHIX

IIG | cBeneHus o npoduie pacTBOPEHHUs (U1 TBEPIBIX TO3HPOBAHHBIX JEKAPCTBEHHBIX (POPM)
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IIH | naHHBIC KOHTPOJISA HA JKUBOTHBIX
IIK | naHHBIE IO BEPOATHOM OMACHOCTH JUIS OKPY>KAIOIIEH Cpe/ibl A IPEnaparoB, COAEPKAMNX TeHETHIECKH N3MEHEHHBIE OPTaHU3MBI
IIL HepUoMYeCcKUil 0OHOBIIIEMbIH OTYET 10 6e30MacHOCTHU (IIPH IePeperuCTPaLin)
I JIOIIOJTHUTENbHAs: MH(OPMALKs, TOATBEPKIAI0IIAst KauecTBO (IIpU HEOOXOIUMOCTH)
M.
Yacts III. ®apmakonaoruueckas ¥ TOKCHKOJIOTHYECKAsl JOKYMEHTAIUS
I11. Conepxanue
I JlaHHBIE 110 TOKCUYHOCTH (OCTPOI U XPOHUYECKOH), (MEAUIIMHCKUI MMMYHOOHOJIOIrHYECKUi penapar - TOKCHYHOCTb IIPU OAHOKpAT-
A. HOM BBEJIEHUH ¥ BBEJEHUU ITOBTOPHBIX J103)
I BrnusiHue Ha penpoayKTHBHYIO QDYHKIUIO
B.
I JlaHHBIE 10 YMOPHOTOKCHYHOCTH M TEPATOTCHHOCTH
C.
I JlaHHbBIE 110 MyTareHHOCTH
D.
I JlaHHbIE 110 KaHLEPOT€HHOCTH
E.
111 dapmakoIiHAMUKA (U1 MEAUIIMHCKUX T€HHO-OMOJIOTHUECKHUX MIPENapaToB — pe3yJIbTaThl HCCIEOBAHHS PEAKTOI€HHOCTH)
F.
111 dapMaKoKHHETHKA (I MEIUIUHCKAX HMMYHOOHOJIOTHYECKHX MIPETIapaToB — PE3yNIbTaThl CIIeNU(UIECKON aKTUBHOCTH)
G.
111 JlaHHBIE 0 MECTHO-pa3IpakaroIIeM ASHCTBUH (V11 MEOULIMHCKUX HMMYHOOHOJIOTHUECKHUX MPENapaToB — Pe3yJIbTaThl HCCIIEJOBAHUS
H. MMMYHOTEHHOCTH)
1 JlononuuTenpHas HHPpOpMALs, MOATBEPKAAIOIIas 0€30MacHOCTD (IPH HEOOXOTUMOCTH )
Yacts IV. Knunnueckas JOKyMeHTaLHs
IVv. Conepxanue
v JlanHble o KiIMHUYECKO# (hapmakonoruu (GpapMakogHaMKKa, papMaKOKHMHETHKA)
A.
v Knunnueckas, iMmyHosoruueckast 3p(hexkTuBHOCTb
B
v Juarnocrugeckas 3 GpeKTUBHOCTD
C
v Pe3ynbTaThl KIMHIYECKUX UCIBITAHUN, HAyYHBIC Ty OIHKALIY, OTIETHI
D
v JlaHHBIE MOCTPETUCTPALMOHHOTO OIbITA (TIPH HATHYHH)
D1
v JlononHuTenpHas nHpOpMaLKs, MOATBEpxkKAatoIas 3pPEeKTUBHOCT

[Ipumeyanue:

* [Ipu mpoasieHnn CpoKa AEUCTBUSI PETUCTPAITMOHHOTO YAOCTOBEPEHUS,

BbIAABACMOT'O YIIOJIJHOMOYCHHBIM OPIraHOM B obOnacTH 3APaBOOXPAHCHUA PGCHY6HI/IKI/I

Kazaxcran B cooTBercTBrH ¢ [IpaBunamu rocy1apCTBEHHOW pErucTpanuu,

ImepeperucTpan 1 BHCCCHHUA U3MEHECHUM B PETUCTPAIUOHHOC JOCHE JICKAPCTBCHHOI'O
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cpeacrea, H3I[€J1Hﬁ MCIUIIMHCKOI'O HA3HAYCHUA U MGI[I/II_IPIHCKOﬁ TCXHUKU,

YTBEPKJIEHHBIMU TIprKa3zoM MuHucTpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot

18 Hos0pst 2009 roma Ne 735 (3apeructpupoBaH B PeecTpe rocyaapcTBeHHOM

perucTpanuyu HOpMaTUBHBIX MPaBOBBIX akTOB Mo Ne 5935) npenocrapnsaroTcs yactu [

u Il nanHOTO MEpeuHs.
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JlaTta ckaunBaHMs 14.05.2019

[Ipunoxenue 3
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

IlepedyeHb TOKYMEHTOB, IPEAOCTABJISIEMbIX ISl IKCIIepTH3bI B opmaTe

OO01uero TexXHH4ECKOro 10KyMeHTa

Ne i/t HawnmMeHoBaHne TOKyMEHTOB
Mopnyb 1.*

1.1. OO6m1as foKyMeHTanus

1.2.1 Cepruduxar Ha hapMaIieBTUUECKHI IPOLYKT COITaCHO PEKOMEHIANH BeeMUpHOH opraHu3anuy 31paBoOXpaHeHus (HOTapHalb-
HO 3aCBH/IETEIbCTBOBAHHBIN).
[1pu oTCyTCTBUM NPEAOCTABIAIOTCS:
Ceprudukat (perucTpaoOHHOe YA0CTOBEPEHHE) O PETHCTPALIMU B CTPaHe-IPOU3BOANTENE (HOTapUAIbHO 3aCBUICTEIbCTBOBAH-
HBIN)
Cepruduxatr GMP (c ykazaHueM IaTbl U pe3yJIbTaToB MOCIeAHeH HHCIEKIMH ) (HOTapUaIbHO 3aCBUJIETEILCTBOBAHHBIN )
CepTudukaT, pa3penaronmii CBo00IHY0 IPOAAXY (IKCIOPT)

1.2.2. CepTHhHKaT NPOUCXOXKACHHUS TOBapa (IJIs1 OTEYECTBEHHBIX IPOU3BOIUTENCH)

1.2.3. JIMIIeH3MOHHBIH 1OTOBOP (COIalIeHHe) Ha IPaBO MPOU3BOJICTBA (10 UCTEUEHHUS CPOKa JeHCTBHS MaTeHTa Ha OPUTMHANIBHBIN Ipe-
rapar)

1.2.4. CBeZIeHUsI O PErHCTpalyy JEKapCTBEHHOTO CPEJICTBA B IPYIHX CTPaHaX C YKa3aHUEM HOMepa U JIaThl PErHCTPAllMOHHOTO yI0CTO-
BepeHUs (MM KOTTUH cepTH(UKATA MM PETHCTPAlMOHHOTO YIOCTOBEPEHHUS)

1.3. OO6m1as XxapaKTepHCTHKA JIEKapCTBEHHOTO CPECTBA U HHCTPYKIHS 10 MEUIIMHCKOMY ITPUMEHEHHIO (JIMCTOK-BKIIAIbIII ), MapKH-
POBKa (LIBETHBIE MAKETHI)

1.3.1. KpaTkas xapakTepucTHKa JISKapCTBEHHOTO IIpenapar ¢ AaTOH IMOCIeIHEro nepecMoTpa

1.3.2. VTBepKACHHAsI HHCTPYKIHS IO METUIMHCKOMY NPUMEHEHHUIO JIEKAPCTBEHHOTO CPEJICTBA (/151 OPraHH3alHi-IPOU3BOAUTEIICH
ctpan ConpyskectBa HesaBucumbix ['ocyaapcTs), 3aBepeHHast OpraHu3aiei-npon3BoAnTeIeM

1.3.3. [IpoekT HHCTPYKIUK M0 MEIUIIUHCKOMY TPUMEHEHHIO JIEKAPCTBEHHOTO CPEICTBA (JIMCTOK-BKITAIBII)

1.3.4 TexcT MapKUpPOBKY IEPBUYHON U BTOPHYHOHN YIAKOBOK, ITHKETOK, CTHUKEPOB Ha Ka3aXCKOM M PYyCCKOM SI3BIKaX

1.3.5. L[BeTHBIE MaKeTHI MOTPEOUTENBCKHUX YIIAKOBOK, STHKETOK, CTUKEPOB B AJIIEKTPOHHOM BHJIe B popmare jpeg (mKurer) B Macirrade
1:1

1.4. Wudopmanus 06 3xcreprax

1.4.1. Wudopmanus 06 3KcrepTe Mo KauecTBy

1.4.2. Wudopmanus 06 dKcrepTe Mo JOKIMHUISCKUM JaHHBIM

1.4.3. Wudopmanus 00 3KcrepTe Mo KIMHUYECKAM JaHHBIM

1.5. CrierianbHbie TPEOOBaHUS K Pa3HBIM TUIIAM 3asiBICHUI

1.6. OLieHKa MOTEHLUANBHOM OMAaCHOCTH ISl OKPY KAIOLIEH cpelibl

1.6.1 JlexapcTBeHHBIE MpenapaThl, COACPIKAIKE HIIH MOJTy4YCHHbIC H3 FeHOMOIU(PUIIPOBAHHBIX OPraHN3MOB

1.7. Wudopmanus oTHOCHTEIBHO (hapMakoHaa3opa 3asButens B PecnyOnuke Kasaxcran

1.7.1 Kparkas xapakTepucTHKa CUCTeMBbI ()apMaKOHaA30pa IeprKaTelsl PErHCTPALIMOHHOTO YA0CTOBEPEHHS BKIFOYAET:

JI0Ka3aTeNbCTBO TOT'0, UTO AEPXKATENb PErHCTPALMOHHOTO YA0CTOBEPEHHSI UMEET B CBOEM PACHOPSHKCHUHM OTBETCTBEHHOE JIMLIO 33
rII00aNbHBINA (hapMaKoOHAI30D;

KOHTAKTHBIC JAHHBIC OTBETCTBCHHOI'O JIMIIA 3a TII00ATHHBIN (bapMaKOHamop;
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JACKJlapaluio, MNOANMUCAHHYIO ACPIKATCIIEM PETUCTPALIMOHHOI'O YIOCTOBEPCHHUSA O TOM, UTO OH UMECT CUCTEMY cbapMaKOHazBopa
IS BRITIOJTHEHUS 33124 U 00513aHHOCTEH 10 TIOCTPETUCTPALTUOHHOMY KOHTPOJIIO 0e30macHOCTH JICKapCTBEHHBIX CPEACTB;

CCBUIKY Ha MeCTO (aJpec), TAe XpaHUTCs MacTep-(aiin cucTeMsl papMaKoHaI30pa.

1.7.2 JIOKYMEHT, MOJITBEPIKAAIOLINIA, UTO 3asSBUTEIb HMEET OTBETCTBEHHOE JIMIIO 3a (papMakoHan30p Ha Teppuropuu Pecryoimku Ka-
3axXCTaH
Mopnyab 2.*
Pe3rome 0011eT0 TEXHUIECKOTO JOKYMEHTa
2.1. Conepxanue gacreid 2.3.4.5
2.2. Benenne B o0mmid TEXHUUECKUI TOKYMEHT
2.3. OOmuit OTYET MO Ka4eCTBY
2.4. O0630p TOKTMHAYECKUX TaHHBIX
2.5. O030p KIMHUYECKUX JTAHHBIX
2.6. OTueT JOKIMHUYECKNX TaHHBIX
2.6.1. Otuet (hapMaKOIOTHUSCKHUX JaHHBIX B TEKCTOBOM (popmare
2.6.2. Otuet (hapMaKoOIOTHUECKUAX JaHHBIX B BUE TaOIHIL
2.6.3. Otuer (hapMaKOKHHETHYECKUX JaHHBIX B TEKCTOBOM (hopmare
2.6.4. Otuer (hapMaKOKHHETHYECKUX JAHHBIX B BUIE TAOIHUIL
2.6.5. OTYeT TOKCHKOJIOTHYECKHUX JAHHBIX B TEKCTOBOM (popmare
2.6.6. OT4YET TOKCUKOJIOTMYECKUX JAHHBIX B BUJIE TAOJINULL
2.7. OTueT KINHUYECKUX TaHHBIX
2.7.1. Otuer 6rodapMaIieBTHUECKUX UCCICJOBAHNUI U CBSI3aHHBIX C HUMU aHATUTHYECKUX METO/IOB
2.7.2. OTuer uccnea0BaHuil Mo KIMHIUYECKOH (hapMaKoIoTHm
2.7.3. OTuer o KIMHUYEeCKOH 3 heKTHBHOCTH
2.74. OT4er 10 KIMHAYECKOH 6€30IIacHOCTH
2.7.5. Komnus ncnonb30BaHHBIX TUTEPATyPHBIX HCTOYHUKOB
2.7.6. KopoTkue 0030pbl HHANBUIYaTbHBIX UCTIBITAHUI
Moy 3. KagectBo*
3.1. Copeprxanue
3.2. OCHOBHBIE TaHHBIE
3.2.8. JlexapcTBeHHas cyOcTaHmums (U151 ICKAPCTBEHHBIX MIPENapaToB, KOTOPBIE COAEpKaT O0Jiee OJJHOTO aKTMBHOTO BelecTBa, HHPOP-
Mallysi PEIOCTABIISIETCS B TIOJIHOM 00BEME OTHOCHUTEIBHO KaXI0Tr0 U3 HUX)**
3.2.8. O6uias nadopmars™*
1.
3.2.8. Ha3panue**
1.1.
3.2.8. Crpykrypa**
1.2.
3.2.8. OO6mmue cBoiicTBa™*
1.3.
3.2.S. [IpousBoacTBO
2.
3.2.8. [pousBoautenn**
2.1
3.2.8. OnwucaHue MPOU3BOJCTBEHHOTO MPOLecca U ero KOHTPOJIb

2.2.
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3.2.8. KoHTpoJIb HCXOIHBIX MaTepHaIoB

2.3.

3.2.S. KOHTpOJIE KPUTHYECKUX 3TAIIOB U IPOMEKYTOYHON IIPOAYKIHN
2.4.

3.2.8. [NepBuuHas skcrepTH3a Mpowecca U/ Ui ero oOleHKa
2.5.

3.2.8. Pa3paboTka mpou3BOJICTBEHHOTO Mpolecca

2.6.

3.2.8. XapaxkTepuctuka**

3.

3.2.8. Jloka3aTenbCTBO CTPYKTYPhI M XapaKTePUCTHKU
3.1

3.2.8. IMpumecn™*

3.2.

3.2.8. KoHTposs akTHBHOTO BeniecTBa**

4.

3.2.8. Crerupukarms**

4.1.

3.2.8. AHanuTHYeCKue METOIUKU **

4.2.

3.2.8. [epBuuHas FKCIIEpTH3a AHATUTHYECKUX METOTUK
4.3.

3.2.8. AHanusbl cepuit**

44.

3.2.8. ObocHoBaHMe crieU(UKALUU

4.5.

3.2.8. CranzapTHble 00pas3iibl WK BEIlecTBa

5.

3.2.8. Cucrema ymakoBKa/yKymnopka**

6.

3.2.8. CrabunbHOCTh**

7.

3.2.8. Pe3roMe OTHOCHUTEIBHO CTAOMIIBHOCTH M BBIBOIBI™ *
7.1.

3.2.S. [TpOTOKOJ MOCTPETHCTPALOHHOTO H3YUCHHUSI CTAOMIIBHOCTH M 00513aTENIbCTBA OTHOCHTENIBHO CTaOMIBHOCTH* *
7.2.

3.2.8. JlanHsie o crabuimpHOCTH**

7.3.

3.2.P. JlexapcTBeHHBIH mpemapar

3.2.P. Ormnucanne ¥ cOCTaB JIEKAPCTBEHHOTO Ipenapara
1.

3.2.P. ®dapmareBTrdecKkas pa3paboTka

2.

3.2.P. CocTaBHbIE BEIIECTBA JIEKAPCTBEHHOTO IpernapaTa
2.1.

3.2.P. JlekapcTBeHHas cyOcTaHIMs

2.1.1.

3.2.P. BcroMmorareasHbIE BEIECTBA

2.1.2.
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3.2.P. JlexapcTBeHHBIN mpenapat

2.2.

3.2.P. Pa3paboTka cocraBa

2.2.1.

3.2.P. W3numku

2.2.2.

3.2.P. DU3NKO-XUMUYECCKUE U OMOJIOTMUSCKHE CBOMCTBA
2.2.3.

3.2.P. Pa3paboTka npou3BOJICTBEHHOTO Mpoliecca

2.3.

3.2.P. CucreMa ynakoBKa/yKyIopka

2.4.

3.2.P. MuKpoOHOIOTHUECKUE XapaKTePHUCTUKI

2.5.

3.2.P. COBMECTHMOCTh

2.6.

3.2.P. [IpoussoacTBO

3.

3.2.P. [pousBoautens (1)

3.1.

3.2.P. CocraB Ha cepuio

3.2

3.2.P. Onwucanue NPOU3BOACTBEHHOTO TIPOIiecca U KOHTPOJIA polecca
3.3.

3.2.P. KOHTpOJIb KPUTHYIECKHX ITAIOB M POMEKYTOYHOMN MPOLYKIIUH
3.4.

3.2.P. INepBuyHas SKcIepTH3a IPOLECCa H/HIN €TO OLICHKA
3.5.

3.2.P. KonTpons BcmomoraTeabHBIX BEIIECTB

4.

3.2.P. Crierudukanun

4.1.

3.2.P. AHaJIUTHYECKHE METOIUKN

4.2.

3.2.P. [lepBuuHas KCTIEpTH3a AHATUTHYECKUX METOIUK
4.3.

3.2.P. O0ocHOBaHKe crielu(UKAIIHT

4.4,

3.2.P. BcnomorarenbHbIe BEeNIecTBa YEI0BEYECKOTO U KHUBOTHOTO TIPOUCXOKICHUS
4.5.

3.2.P. HoBblie BciomorarenbHbIe BEIecTBa

4.6.

3.2.P. KoHTposs IeKapcTBEHHOTO TpenapaTa

5.

3.2.P. Crneundukanus (1)

5.1

3.2.P. AHaTuTHYECKHE METOUKHI

5.2.




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI

e‘ ‘ a [ ] l DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

19.04.2019
14.05.2019
19.04.2019
14.05.2019

VTBep)KAEHHBII HOPMATHBHBIH JOKYMEHT 110 KOHTPOJIIO KauecTBa U O€30I1aCHOCTH B HJIEKTPOHHOM BHJE B hopmare doc (1pu me-

peperucrpavy JOMOJHUTEIIBHO KOIIUIO YTBEPKACHHOTO HOPMATHBHOT'O JOKYMEHTA B Pecny6nm<e KaSaXCTaH)

3.2.P. [lepBuuHas sKCTIEpTH3a AHATUTHYCCKUX METOIUK
5.3.
3.2.P. AHanussl cepuit
5.4.
3.2.P. XapakTepucTuka nmpumeceit
5.5.
3.2.P. O6ocHoBanus cretudukarmn(ii)
5.6.
3.2.P. CrannapTHbIe 00pa3lbl U BEIIECTBA
6.
3.2.P. CucreMa ynakoBKa/yKyIopka
7.
3.2.P. CrabmisHOCTD
8.
3.2.P. PesroMe 1 BBIBOA O CTaOUIIBHOCTH
8.1.
3.2.P. [IpoToKOI MOCTPETHCTPALIMOHHOTO H3Y4CHHSI CTAOMIBHOCTH U 0053aTeNbCTBA OTHOCHTENIFHO CTAOMIBHOCTH
8.2.
3.2.P. JlaHHbBIE O CTAOMIBLHOCTH
8.3.
3.2.A. JlomoHeHMst
3.2.A. TexHuueckue cpeacTBa 1 000py0BaHUE
1.
32.A. OneHka 6€30I1aCHOCTH OTHOCHTENBHO ITIOCTOPOHHUX MUKPOOPTaHH3MOB
2.
3.2.A. HoBrle BcmomorarebHbIE BEMECTBA
3.
3.2.R. PeruonansHas nabopmarus
3.3. Komnust nucnonp30BaHHBIX INTEPATYPHBIX UCTOYHUKOB
Mogayinb 4. OTYeThI 0 JOKIUHHYECKUAX (HEKITMHHYECKHX ) HCCIIECTOBAHUSIX
4.1. Cogeprxanue
4.2. OTy4eTsl 00 UCCIeIOBAaHUH
4.2.1. dapmakonorus
4.2.1.1. | Tepsuunas hapmakogruHaAMUKA
4.2.1.2. | Bropuunas papmakoIuHaAMHKa
4.2.1.3. | dapmakosnorus 0€30MaCHOCTH
4.2.1.4. | dapmakogrHaMUYECKUE JIEKapCTBEHHbIE B3aNMOACHCTBUS
4.2.2. DapMaKOKUHETHKA
4.2.2.1. | AHanuTHYECKHE METOMABI U OTYET OTHOCUTENIBHO UX MIEPBHYHON IKCIIEPTHU3HI
4.2.2.2. | BcacoiBanue
4.2.2.3. | Pacmnpenenenue
4.2.2.4. | Merabonuzm
4.2.2.5. | BriBenenue
4.2.2.6. | dapMakOKHHETHYECKUE JICKAPCTBECHHBIC B3aUMOICUCTBUS (IOKIMHIUYCCKIE)
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4.2.2.7. | [dpyrue GpapMakOKMHETHYECKUE UCCIICOBAHMUS

4.2.3. Tokcukonorus

4.2.3.1. | TOKCHUYHOCTbH IPH BBEACHUH OJHOKPATHOMU J103bI

4.2.3.2. | TOKCHYHOCTH IPU BBEJCHUH OBTOPHBIX 703

4.2.3.3. | 'eHOTOKCHYHOCTb (MH-BUTPO; UH-BUBO, TOKCUKOKHHETUUECKYIO OLICHKY)

4.2.3.4. | KaHIeporeHHOCTb (10rOCPOUHbIE UCCIEI0BAHUS; KPATKOCPOUHBIE MM CPEHECPOUHBIE HCCIICA0BAHMS)

4.2.3.5. | PenponykTHBHas M OHTOT€HETHUECKAsE TOKCHYHOCTB: CIIOCOOHOCTH K BOCIIPOM3BEICHUIO IIOTOMCTBA U paHHEE SIMOPHOHAIBHOE
pa3BHUTHE; Pa3BUTHE 3apO/BIIIA IJI0/1a; BHYTPHYTPOOHOE M IOCIEPOIOBOE PA3BUTHE; HCCIICIOBAHMS, B KOTOPBIX TOTOMKaM (pacTy-
LIMe )KUBOTHBIE) TABAIIU ONIPEICIICHHYIO 103y /UM OLICHUBAIH B JaJbHEHILIEM.

4.2.3.6. | MecTtHas IepeHOCUMOCTh

4.2.3.7. | Hdpyrue uccieaoBaHus TOKCHYHOCTH: aHTUT€HHOCTh; HUMMYHOTOKCHYHOCTh; MEXaHHYECKHE UCCIIEI0BAHNS; 3aBUCUMOCTb; METabo-
JIUTBI; IPUMECH.

4.3. Komust ncnonp30BaHHBIX JINTEPATYPHBIX HCTOYHUKOB
Mopmynb 5. OT4eTbI 0 KIMHUYECKUX UCCIICAOBAHUAX U (WIIH) MCTIBITAHUSX

5.1. Cogeprxanue

5.2. [NepeueHp Bcex KIMHUYECKUX MCIBITAHUN B BU/C TaOIUIT

5.3. OT4YeTHl 0 KITMHHYECKUX UCTIBITAHUSIX

5.3.1. OTyeTsl 0 OnopapManeBTHUSCKUX HCCICIOBAHUAX: OTYET UCCIIE0BAHUIT O OMOJOCTYITHOCTH; OTYET CPABHUTEIIBHBIX UCCIIEIOBA-
HHH 110 OMOAOCTITYHOCTH U OMOIKBUBAIICHTHOCTH; OTYET MO KOPPEJISILIUK UCCIIeJOBAaHUH HH-BUTPO UH-BUBO; OTYET 10 OMOaHaH-
TUYECKUM U aHAJIMTUYECKHM METOJaM;

5.3.2. OTueThl ucciaeoBaHui 1Mo (papMaKOKMHETHKE MPHU HCIOJIB30BaHUM OMOMATEPHAIIOB YEJIOBEKa: OTYET MCCIICIOBAHHMI CBSI3bIBAHUS
¢ OesIkaMu; OTYET UCCIIeIOBAaHUN TIEYEHOYHOr0 MeTaboIM3Ma 1 B3aUMO/ICHCTBHIA; OTYET MO MCCIIEAOBAHUSIM C HCIOIB30BaHUEM
OroMaTepHaloB YeOBEKa.

5.3.3. OT4eTs! 0 (hapMaKOKHHETHUESCKUX HCCIICAOBAHUAX Y YEIOBEKA: OTYET HCCIeI0BaHUN (papMaKOKHHETHKH Y 3[J0POBBIX 10OPOBOJIb-
LIEB ¥ UCCIICIOBAHUIO IIEPBUYHOM EPEHOCUMOCTH; OTYET UCCIIEI0BaHUiT ()apMAaKOKHHETHKH Y TAIIMCHTOB U UCCIICA0BAHHUIO IIep-
BUYHOH MEPEHOCUMOCTH; OTYET UCCIIEI0BAHNI BHYTPEHHEr0 (akTopa (papMaKOKMHETHUECKUX MCCICI0BAHUN; OTUET HCCIIeJ0Ba-
HHH BHELIHero ¢akropa GapMaKOKUHETHUECKUX MCCIIE0BAHUN; OTUYET UCCIIeJOBaHUH (apMaKOKMHETHKU B PA3JIMYHbIX OIS~
LHSX;

5.34. OTueThl 0 (hapMaKOAWHAMUYECKHX MCCIIEIOBAHHAX y YEJIOBEKa: OTYET UCCIIeIOBaHUN (hapMaKOIMHAMUKH U (apMaKOKHHETHKHI
/papMaKOJMHAMHKH Y 340POBBIX JOOPOBOJIBIIEB; OTYET UCCIEOBAaHNH (papMaKoJUHAMUKA U (hapMaKOKUHETHKH/ (hapMaKOaHMHAMU-
KU y NalHEHTOB;

5.3.5. Otyets! 00 nccnenoBanny 3G HEKTUBHOCTH M OE30ITACHOCTH: OTYET KOHTPOJIUPYEMBIX KIMHUUECKUX MCCIICAOBAHUI 10 3asBIICH-
HBIM IIOKa3aHHUSM; OTYET HEKOHTPOJIMPYEMbIX KIMHUYECKHX UCCIIEIOBAHUI; OTYETHI aHAIN3a AaHHBIX 00Jee YeM OJJHOTO MCCIIeN0-
BaHUS, BKJIIOYas JIt0ObIe (hOpMabHbIE HHTETPHUPOBAHHBIE aHAIN3bI, METAAHAIN3bI U IEPEKPECTHBIC aHAIN3bI; OTUETHI 10 APYTUM
HCCIIeIOBAaHUSIM

5.3.6. OTy4eTb! 0 HOCTPErUCTPALIMOHHOM OITBITE IPUMEHEHHS

5.3.7. O0pa3ubl MHIUBUIYAIBHBIX PErUCTPALMOHHBIX (OPM U MHAMBUIYaIbHBIE CIIUCKH NAllMCHTOB

5.4. Komnust ucronb30BaHHBIX JIUTEPATyPHBIX HCTOYHUKOB

[Ipumeyanue:

* [Ipu mpoasieHnn CpoKa AEUCTBUSI PETUCTPAITMOHHOTO YAOCTOBEPEHUS,

BbIAaBACMOT'O YIIOJJHOMOYCHHBIM OPIraHOM B obOnacTH 3APaBOOXPAHCHUA PGCHY6HI/IKI/I

Kazaxcran B cooTBercTBrH ¢ [IpaBunamu rocy1apCTBEHHOW pErucTpanuu,

ImepeperucTpan 1 BHCCCHHUA U3MEHECHUM B PETUCTPAIUOHHOC JOCHE JICKAPCTBCHHOI'O

CpEICTBA, U3ICINI MEIUITMHCKOTO HA3HAYEHUS] U MEIUIITUHCKON TEXHUKH,
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YTBEPXKIECHHBIMU MTpruKazoM MunHucTpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot
18 Hos16pst 2009 roma Ne 735 (3apeructpupoBan B Peectpe rocyaapcTBeHHON
perucTpaiuyu HOpMaTUBHBIX MPABOBBIX akTOB Mo Ne 5935) npenocrapisitores yactu I-
Il nanHOTO MEpEYHS.

**MUHHMaNBHBIN 00BEM CBEACHUMN, HEOOXOIUMBIHN SIS TIPEICTABICHUS B
pazgene 3.2.S.

Ecau oTnenbHbIC YacTu JOKYMCHTAIIMN HE BKIIFOUYCHBI B 1OCHC, B
COOTBCTCTBYIOLICM pa3aciic HCO6XOI[I/IMO NNpCaACTaBUTh 00OCHOBaHHE.

Jl1s mpenapaToB JKUBOTHOTO IPOUCXOKIEHUS B pasaene 3.2.S Heo0XoaumMo
IPEICTaBUTh CIEAYIOIINE TONOJHUTEIbHBIE CBEICHHUS: IaHHBIE OTHOCUTENBHO BHU/IA,
BO3pacTa, pallioHa >KMBOTHBIX, OT KOTOPBIX MOJYYEHO ChIPbE; TAHHBIE O XapaKTepe
(KaTeropum) TKaHu, U3 KOTOPOH MOJYYEHO ChIPhE ISl IPOU3BOJACTBA JIEKAPCTBEHHOTO
npernapara, ¢ TOYKU 3pEHHsI €r0 OIIACHOCTH OTHOCHUTENBHO COJIEP/KaHUs IPUOHOB;
TEXHOJIOTUYECKast cXeMa 00paOdOTKH ChIPbS C YKa3aHUEM SKCTPAareHTOB U
TEXHOJOTUYECKHUX NTapAMETPOB; METOABI KOHTPOJISI KAUECTBA ChIPbsI, BKIIOYasi METO/IbI
BBISIBJIEHUS] TPUOHOB B JIEKAPCTBEHHOM Tpenapare (Ipu HEOOXOJUMOCTH).

JlonmyckaeTcs nmpeaocTaBlieHue JOKyMeHTOB Monynei 3, 4, 5 Ha aHTJIMHCKOM
SI3BIKE C TIEPEBOJIOM Ha PYCCKUU SI3BIK CICTYIONINX pa3enoB Moyis: crienudukanuu
(3.2.P.5.1.), ananutuyeckue metoauku (3.2.P.5.2.), obocHoBanue crnenudukaiuii (3.2.P.
5.6.).
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[Ipunoxenue 4
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

Ilepeuensn
NMpeaoCTaBJasI€MbIX MATCPHAJIOB PErNCTPAIIMOHHOI0 TOCHE B 3AaBUCUMOCTH OT BH/AA
JIEKAPCTBEHHOTI'0 CPe/ICTBA

1. Bocipou3BeieHHBII JIEKapCTBEHHBIN MTpenapaT

1.1 Jlns Bocripou3BeIEHHBIX JIE€KAPCTBEHHBIX MTPENapaToB JaHHBIE
bapmareBTHIECKOl pa3pabOTKU MPEACTABISIFOTCS B CPABHEHUN C OPUTHHAIBHBIM WU
pedepeHTHBIM MpenapaToM.

JIyist moKa3aTenbCcTBa SKBUBAJIEHTHOCTH T€HEPUKA C OPUTHHATHHBIM
(pedepenturiM) npenaparom B Moayse 5 ¢popmara OT/ wm yactu 1V Tlepeuns
JOKYMEHTOB, MPEAO0CTABIIEMBIX JIJISl DKCIIEPTU3BI POU3BOIUTEIIMU PecryOmmku
Kazaxcran (nanee - [lepedennb) B perucTpaliuOHHOM JI0ChE T€HEpUKa B 3aBUCUMOCTU OT
(hapMaKOJIOTHIECKUX CBOMCTB M JIEKAPCTBEHHOH (hOPMBI TIPEIOCTABIISIOTCS

1) oTuer cpaBHUTENBHBIX (PAPMAKOKMHETHUECKUX UCCIIEA0BAHUM (MCCIE0BAHMS
OMO3KBHUBAJIEHTHOCTH);

2) OTYET CPAaBHUTENBHBIX (DapMaKOAUHAMUYECKUX KIIMHUYECKUX UCCIIEIOBAHUIA;
3) OTYET CpaBHUTENBHBIX UCCIIEIOBAHUN TEPANIEeBTUYECKON S3KBUBAJICHTHOCTH;
4) oT4eT CpaBHUTEIBHBIX UH-BUTPO HUCCIIEAOBAHMIA;

O06ocHOBaHKE BHIOOpA UCCIIEI0BAHUS SKBUBAJIEHTHOCTH IPOBOIUTCS:

1) nst AeKapCTBEHHBIX CPEICTB, JJIsl KOTOPBIX BO3MOKHO MOJTYUYUTh U3MEPSIEMbIC
KOHIIEHTPAI[MN aKTUBHOT'O BEIIECTBA B OMOJIOTMYECKOM KUIKOCTH (TJ1a3mMa, Mo4a),
MPEACTABISIOTCS OTYEThI CPABHUTENIBHBIX (PApMaKOKMHETUYECKUX UCCIICIOBAHUI;

2) Ju1s1 IEKApCTBEHHBIX CPEJICTB, ISl KOTOPBIX HEBO3MOXKHO MOIYYUTh
U3MepseMble KOHLIEHTPAIMH aKTUBHOI'O BEIIECTBA B COOTBETCTBYIOLIEN OMOJIOTNYECKON
KHUJIKOCTH, MPEACTABISAIOTCA OTUEThI CPABHUTEIBHBIX (PapMaKOJUHAMUYECKUX
KJIINHUYECKUX UCCIEN0BAHUN;

3) TSt TEKapCTBEHHBIX CPEJICTB, AJIT KOTOPHIX HEBO3MOKHO OTIPEICTUTh
dbapMakOKMHETUYECKHUM PODUITH, HAUTH MpUeMiIeMble (papMaKkoIMHAMUYECKHE
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KOHCYHBIC TOYKHW aKTHUBHOI'O BCIICCTBA, MPCACTABIAIOTCA OTYCTBI CPABHUTCIIBHBIX
KIIMHUYCCKUX HCCJ’IGI{OB&HHFI TepaHeBTquCKOﬁ OKBHUBAJICHTHOCTH,

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

2.2. Ot 3asBUTEIISA, UMEIOIIETO IOKYMEHT, MOATBEPKAAIOIINI COOTBETCTBUE
IPOU3BOICTBA HaJUIeXkKallled POU3BOACTBEHHON npakTuke PecyOnnku KazaxcraH,
ctpasn-pernonoB ICH, MexayHapoiHON CUCTEMBI COTPYJHUYECTBA (papMalleBTUUECKUX
uncnekuuit (PIC/S) He Tpebyercs npegocTaBieHne 0TYETOB UCCIEA0OBAHMIM
SKBUBAJIEHTHOCTU BHYTPHU OpraHu3Ma (MH BUBO) MPHU YCIOBUU, YTO:

1) nexapcTBEHHbIE 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, ¢ OJJMHAKOBBIMU WJIU MIOJJOOHBIMU BCIIOMOTATENIbHBIMU
BEIIECTBAMU B CPABHUBAEMBIX C peEPEHTHBIM IIpernapaToM KoHUeHTpauusax. [Ipu
3TOM, HEKOTOPbIE€ BCIIOMOTATENbHbIE BEIIECTBA (B YaCTHOCTH Oy(epHbie pacTBOPHI,
KOHCEPBAHThI, aHTUOKCHUIAHTHI) OTJINYAOTCS IPU YCIOBUHU JOKA3aTEIbCTBA JTHOOBIM
CIOCOOOM, UTO B JaHHBIX KOHLIEHTPALUSIX OHU HE BIMSIOT Ha 0€30MaCHOCTh U (MIJIN)
3¢ (PEKTUBHOCTB JIEKAPCTBEHHOI'O CPEICTBA (MCKIIIOUEHUE — IIPENapaThl JKeJesa,
aMUHOKHCIIOT, IPOM3BOIHBIE KpaxMaJa, XKeJlaThuHa, KOMIIJIEKCOO0pa3yrolue
npenaparsl);

2) IeKapCTBEHHbBIE CPEJICTBA JIJIsl IPUEMa BHYTPb U PUMEHsIeMbIe B popme
BOJIHBIX PaCTBOPOB, COJIEPKAIAE OJJUHAKOBBIN KAYECTBEHHBIA U KOJIMYECTBEHHBIN
COCTaB aKTUBHOI'O BEIIECTBA, YTO U pePepeHTHBIN Mpenapar, ¢ OJUHAKOBBIMU WU
MO0JA00OHBIMU BCIIOMOTATEIbHBIMU BEIIECTBAMH B CPABHUBAEMBIX pePEPEHTHBIX
npenaparax;

3) nexapcTBEHHBIE CpeJICTBA B (DOpME MOPOIIKOB JIJIsi TPUTOTOBJICHHS BOIHBIX
pPacTBOPOB, €CJIU PACTBOP OTBEYAET TPEOOBAHUAM MOANYHKTOB 1) MK 2) HACTOAIIETO
MyHKTA,;

4) nekapCTBEHHbIE CPEJCTBA, KOTOPBIE SIBISIOTCS Fa3aMHu;

5) yILIHBIE WX [JIa3HbIE JIEKAPCTBEHHBIE CPEJICTBA, U3TOTOBIICHHBIE B BUJIE
BOJHBIX PACTBOPOB, COACPKALINUX OJAVUHAKOBBIA KAYECTBEHHBIW U KOJIMYECTBECHHBIN
COCTaB aKTUBHBIX BEIIECTB, YTO U pe)epEeHTHBII Mpenapar, ¢ OAMHAKOBBIMU HIIN
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MOJA00OHBIMU BCIIOMOTATEJIbHBIMU BEIIECTBAMU B CPABHUBAEMBIX C peEepPEHTHBIM
npenaparom KoHIeHTpanusx. [Ipu aToM, HEKOTOpbIe BCriOMOTraTeIbHbIEC BEIIECTBA (B
4aCTHOCTHU Oy(epHbIe pacTBOPHI, KOHCEPBAHTHI, BEIIECTBA, KOPPEKTUPYIOIIHE
IUIOTHOCTb, WJIM 3aryCTUTENIN) MOTYT OTIUYATHCS TPU YCIOBHH JI0KA3aTeIbCTBA JIFOOBIM
CrocoOOM, YTO B JAHHBIX KOHIIEHTPAIUAX OHU HE BIUSAIOT HAa OE30MaCHOCTh U (UJIN)

3 PEKTUBHOCTD JEKAPCTBEHHOI'O CPEJICTBRA;

6) TeKapCTBEHHBIE CPEACTBA MECTHOTO ICVCTBHUS B BUJIE BOJHBIX PACTBOPOB,
COJIEpKAIMX OJUHAKOBBIM KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB aKTHBHBIX
BEILIECTB, UTO U pedepeHTHBIN Mpenapar, C OJIMHAKOBBIMU WJIU MOJ0O0HBIMU
BCIIOMOTaTeILHBIMU BEIIECTBAMH B CPABHUBAEMBIX ¢ pe(PepEeHTHBIM MpernapaToM
KOHIIEHTpaIIUSX;

7) nexapCTBEHHBIE CPEJCTBA, KOTOPHIE SIBISIOTCS BOJHBIMHU PACTBOPaMH U
npeAHa3HAYCHBI JJIsl MHTAISIUMNA HeOynaii3epoM UK B BUJIE Ha3aJIbHBIX CIIPEEB,
IIPUMEHSIEMBIE C TOMOLIBIO ITPAKTUYECKN OJMHAKOBBIX YCTPOMCTB JOCTABKU
JIEKapCTBEHHOI'O CPEJICTBA U COJEPIKAIIME OJIMHAKOBBIN KAUECTBEHHBIN U
KOJINYECTBEHHBIN COCTAaB aKTUBHBIX BEIIECTB, TAKHUE K€ BCIIOMOTATEIbHbBIC BELIECTBA B
CPaBHUMBIX KOHLIEHTpAIUAX, 4TO U pedepeHTHbIN npenapat. [Ipu 3ToM HEKOTOpbIE
BCIIOMOTaTEIbHbIE BEIIECTBA MOTYT OTJIMYATHCS IPU YCIOBUH JI0KA3aTeIbCTBA JIIOOBIM
Croco0OM, YTO B IaHHBIX KOHIICHTPALIUSAX OHHU HE BIUSIOT Ha 0€30MaCHOCTh U (WJIN)
3¢ (PEeKTUBHOCTBH JIEKaPCTBEHHOI'O CPECTBA (MCKIIOUEHUE — Mpenaparhl, CoiepKalliue
TOPMOHBI, TIPENapaThl C MPOTUBOOOCTPYKTUBHBIM JICUCTBUEM);

8) JlekapCTBEHHBIE CPEICTBA CUCTEMHOTO JIEUCTBUS B BUJIE BOJHBIX PaCTBOPOB
JUISL PEKTAIbHOTO MJIM BarMHAJIBLHOTO PUMEHEHHUS, COACPIKAIINX OMHAKOBBIH
Ka4eCTBEHHBIN M KOJTMYECTBEHHBIM COCTaB aKTHUBHBIX BEIIECTB, UTO U PeepeHTHBIN
npenapar, ¢ OJUHAKOBBIMH WJIM TIOJOOHBIMHU BCTIOMOT'aTEIbHBIMH BEIIIECTBAMU B
CpPaBHHMBAaEMBIX C peepeHTHBIM IpenapaToM KOHIICHTPAIUSIX, HEKOTOPhIE
BCIIOMOTaTeJIbHbIE BEUIECTBA MOTYT OTJIMYATHCS IPU YCIOBUH JI0KA3aTEIbCTBA JIOOBIM
CrocoOoM, UTO B JAHHBIX KOHIICHTPAIMSIX OHU HE BIHSIIOT Ha O€30MacHOCTh U (WJIH)
3¢ (HEeKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA;

9) nekapcTBEHHbIE CPEACTBA MTPOU3BEACHBI B YCIOBUSIX MOJHOTO MEpEeHOCa
(Tpancdepa) Npor3BOACTBEHHBIX U TEXHOJIOTHYECKHUX MPOIeccoB B PecnyOinky
Kazaxcran.
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2.3. 3agBUTENb NPEOCTABIISET JOKA3aTEIHCTBA IKBUBAJICHTHOCTU UH-BUBO B
cilydae, Korja CyIIeCTBYET PUCK TOTO, YTO BO3MOXKHBIE Pa3Iudusi B OMOJOCTYITHOCTH
MOTYT TIPUBECTH K TEPAMEBTUUICCKON HEIKBUBAJIEHTHOCTH T'eHEepHKa pedepeHc-
npenapary:

1) nekapcTBEHHBIE CPEACTBA CUCTEMHOTO AEHCTBUS AJIsl OPATIbHOTO IPUMEHEHUS
C HEMEIJIEHHBIM BBICBOOOKACHUEM, €CITU K HUM IIPUMEHEHBbI OJIMH WJIM HECKOJIBKO
CIEAYIOIINX KPUTEPHUEB:

Y3KHH CIIEKTP TepaneBTUUECKOro AcicTBHs (mpeaen 3 (PpEeKTUBHOCTh
/6€30MacHOCTh), KPYTOM HAKJIOH KPUBOM /1032 - OTBET;

JTIOKYMEHTAJILHO MOATBEPKACHHBIE TPOOIEMBI IO OMOIOCTYITHOCTH WITH
OMOHE’KBUBAJICHTHOCTH, CBSI3aHHbBIC C AaKTUBHBIM BEIIECTBOM WM €€ (hopmamMu (He
UMEIOIIUX OTHOIIEHHUS K PACTBOPEHUIO);

JaHHBIE O TOM, YTO HA OMOAKBUBAJICHTHOCTh MOTYT BIUATH MOJTUMOP(HU3M
AKTUBHOTO BEIIECTBA, BCTIOMOTATEIIbHBIE BEIIECTBA, O KOTOPHIX H3BECTHO, YTO OHU
BIIMAIOT HA MIPOXOXKIAEHUE B JKeNyA0UHO-KHIlIeuHOM Tpakre (nanee — JKKT),
nponunaeMoctsb B JKKT u, Takum 06pazom, Ha abcopO1uio U (WiK) cTabUIbHOCTD
aktuBHOTO BemecTBa B JKKT;

2) neKapCTBEHHbIE CPEJCTBA CUCTEMHOTO JEHCTBUS, HE TPEAHA3HAUCHHBIE IS
OpaJILHOTO WJIM MAapEHTEPATLHOTO TPUMEHEHUS (TaKue, KaK TpaHCAEepMAalIbHbIE
IJIACTBIPHU, CYNIO3UTOPUH, HUKOTHHOBBIE )KE€BATEIbHBIE PE3UHKH, T'€JId TECTOCTEPOHA U
TpaHCAEpMaIbHbIE KOHTPALICTITUBEI);

3) nekapcTBEHHBIE CPEACTBA CUCTEMHOTO ACHCTBHS C MOAU(PUIIMPOBAHHBIM
(TPOJIOHTUPOBAHHBIM, 3aME/IJICHHBIM ) BEICBOOOKICHUEM;

4) nexapCTBEHHBIE CPEJICTBA CUCTEMHOTO ACHCTBUS ¢ GUKCUPOBAHHOMN
KOMOMHAIMEN, B KOTOPHIX KaK MUHUMYM JIs1 OJTHOTO aKTUBHOTO BelllecTBa TpeOyeTrcs
MIPOBEJEHUE UCCIIEIOBaHNS UH-BUBO;

5) nekapCTBEHHBIE CPEJICTBA HECUCTEMHOTO JIECTBUS, B UaCTHOCTH JIJIst
OpaJIbHOT'0, Ha3aJILHOT0, O()TAIbMOJIOTMYECKOT0, IEPMATOJIOTHYECKOT0, PEKTATLHOTO
WJIM BarMHAJbHOTO MIPUMEHEHHMS, 0€3 CUCTeMHOM a0CcOpOIU, KOTOPhIE HE SBIISIIOTCS
BOJIHBIMHU PaCTBOpPaMU; B TAKOM CJIy4ae SKBUBAJICHTHOCTh JOKA3bIBAIOT ITyTEM
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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¢UPOM U TIPOU3BOIHBIM aKTUBHOTO BEIIECTBA 3aPETUCTPUPOBAHHOTO Mpenapara,
PEIOCTABISIOTCS OTYEThl COOTBETCTBYIOIIUX JOKIMHUYECKHUX U (MIJIN) KIIMHUYECKUX
UCCIIEIOBAaHUM/MCCIeI0BaHUN OMOIKBUBAJIEHTHOCTH, JOKA3bIBAIOIINE OTCYTCTBHE
U3MEHEHHH B (hapMaKOKUHETUKE, papMakoIMHAMUKE U (MJIM) TOKCUYHOCTH TeHEpUKa, B
CJIy4ae HENPECTABICHUS TAKUX JI0KA3aTEIbCTB, TaHHOE BEIIECTBO PACCMATPUBAETCS
KaK HOBOE aKTUBHOE BEIIECTBO.

2.4. JIns TeHEPUKOB B TBEP/BIX JIEKAPCTBEHHBIX (JOpMax HEMEIIICHHOTO
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.

2.5. PerucrpanioHHbIE MATEPUAIIBI HA TEHEPUKH, PETUCTPUPYEMBIE 110
nporeaype OnoBenBep:
2.5.1. B cinyuae cyocrannmii kinacca [ u III BCK ynoBieTBopsoT ciaeayronmm

YCIIOBUSM:

1) nokazaHo, 4To cyOcTaHIMs JEKapCTBEHHOTO CPEICTBA XOPOIIO PACTBOPUMA U
noJIHOCTRIO abcopoupyercs (kiacca [ u I1I BCK);

2) oueHb ObicTpast (> 85 % B TeueHue 15 MUH) WK OJIMHAKOBAs PaCTBOPUMOCTD
(85 % B Teuenue 30 MUH) UH-BUTPO TECTUPYEMOTO U pe(hepEHTHOTO JIEKAPCTBEHHBIX
CPEACTB MPOJIEMOHCTPUPOBAHA B TPEOYEMBIX YCIIOBUSIX;

3) BcrioMoOTraTeNbHbIE BEIIECTBA, KOTOPBIE BIUAIOT HA OMOAOCTYTHOCTb,
OJIMHAKOBBI KOJIMUYECTBEHHO U KAYECTBEHHO C pe(hepeHTHHIM MpPEnapaToM.

B paznene 5.3.1 moayins 5 npenocTaBisieTcs MOaHast TOKyMEHTaIUs
WCCJIEJIOBAHUS PACTBOPEHUS MH-BUTPO:
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1) o6ocHOBaHuKE MpoLIETypbl OMOBEMBED, KaK albTEPHATUBBI CPABHUTEIBHBIX
(apMaKOKMHETUYECKUX HUCCIIEI0OBAaHUM C yUacTHEM UeIOBEKa: OLIEHKA PUCKOB,
J0Ka3aTeNIbCTBA (papMalieBTHUECKOW SKBUBAJIEHTHOCTH, ONTUCAHUE ICHCTBYIOIIETO
BEIIECTBA UCCIIEyeMOro U pehepeHTHOM Ipernapare, TEXHOJIOTHYECKOTOo Mpoliecca,
BCIIOMOTaTeIbHbIE BEIIECTBA, KOTOPbIE MOTYT BIUSATh HA OMOJOCTYITHOCTD SIBJISIOTCS
Ka4eCTBEHHO U KOJIMYECTBEHHO OJINHAKOBBIMH B T€HEPUKE U B pePEPEHTHOM Ipenapare;

2) NIpOTOKOJ UCCIEAOBaHUS, JaHHbIE a0COPOLHMH (IIPOHUKAEMOCTH )
JICVCTBYIOIIETO BEIIECTBA;

3) undopmarus o cepusx TECTUPYEMOTO (cepus, JaTa MPOU3BOJICTBA, CPOK
TOJIHOCTH, 00bEM CEpUH, KOJIMUYECTBEHHOE ONPE/IEICHUE IEUCTBYIOIIETO BEIIECTBA) U
pedepeHTHOrO (MCTOYHUK pedepeHTHOTO Mpemnapara, cepusi, CpoK TOTHOCTH,
KOJIMYECTBEHHOE ONpeJIeJICHUE ICUCTBYIOIIETO BEIIECTBA) PENapaTos;

4) onrcanre U 000CHOBaHUE BHIOOPA IKCTIEPUMEHTABHBIX YCIOBUI HH-BUTPO
uccueoBanus (yCI0BUs MOATOTOBKHY CPeJl 1JI paCTBOPEHMUsI, METOI 0TOOpa Mpoo,
OMKCaHNE AHATUTUYECKON METO/1a U TPOOOTIOITOTOBKH);

5) Banuaanus METOJIUK ONPEICICHUS B KAXKIOM cpelie ¢ MEPBUYHBIMU JaHHBIMU;
6) XxpoMaTorpaMMbl BO BCEX BPEMEHHBIX TOUKaX 3a00pa mpod JjIsl KaKI0H CPeIbl;

7) UTOrOBas CTaTUCTUKA: pACCUYUTAHHBIE JAHHBIE IUIOIIAJIEN TUKOB,
KOHIEHTpAaIH, rpaduku, pacuer pakTopa noaoous

[Tponeypa OuoBeiBep MPUMEHSIETCS B CiIydae UJICHTUYHOCTU JICHCTBYIOIIETO
BEIIECTBA B UCCIIEAYEMOM U pe)epeHTHOM Tpernapare, TakkKe, KOria mpenaparhl
COJIEpKAT Pa3JIMYHbIEC COJIM JECUCTBYIOIIETO BEIIECTBA, KOTOPBIX OTHOCATCA K [ 1 111
kiaccam bCK (Bbicokasi pacCTBOPUMOCTD U TTOJTHAst aOCOpOLIHs).

Onenka (axropa moao0ust IPOU3BOAUTCS C YUETOM CIEAYIOIINX YCIOBUI:
1) MUHUMYM TpHU BpEMEHHbBIC TOUKHU (32 UCKIIFOUCHUEM HYJICBON);
2) BpeMEHHbIE TOYKH OJMHAKOBBI /111 000UX MpenapaTos;

3) nBeHaAIaTh UHIWBUAYAJIbHBIX 3HAUCHHUH JI KaX0W BPEMEHHON TOUKH JJIs
KaXJI0ro mpernapara;

4) ne 0ojee OIHOTO CpeIHETo 3HaueHus > 8§5% pacTBOpPEHUs ISl JIEOOOTO
npernapara;
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5) OTHOCUTENBHOE CTAHAPTHOE OTKIOHEHHUE WU KOA((UIIMEHT Bapualuu
A1000r0 npemnapaTa A0HKHO ObITh MeHble 20% st nepBoit Touku u Menbiie 10%
Ha4HlHAasl CO BTOPOU JI0 MOCIETHEN BPEMEHHON TOYKH.

2.5.2. B cny4dae IOIIOJTHUTENBHON JO3UPOBKH, YAOBIETBOPSIOT CIEIYIOINAM
YCIOBUSIM:

1) oquHAKOBBIN MPOU3BOACTBEHHBIN MPOIECC VIS Pa3HBIX JTO3UPOBOK
JIEKApPCTBEHHOTO CPEJICTBA;

2) OJTMHAKOBBIN KaueCTBEHHBIN COCTaB (AKTUBHOE M BCIIOMOTaTEIbHbBIE BEIIECTBA)
Pa3HBIX JO3UPOBOK JIEKAPCTBEHHOTO CPENICTBA;

3) KOJIMYE€CTBEHHO MPOMOPIUOHATIBHBINA COCTaB, TO €CTh COOTHOILIEHHE MEXKIY
KOJIMYECTBOM KaXKJIOTO HAMIOJIHUTENS K KOJTMYECTBY aKTUBHOTO BEIIECTBA JOJIKHO OBIThH
OJIMHAKOBO JJIs1 BCEX JO3UPOBOK (32 UCKIFOUEHUEM KOMIIOHEHTOB MOKPBITHUSI 000JI0UeK
KarcyJ, Kpacutenel U BKYCOBBIX JJ0OABOK).

[Ipu HanuyuuM pa3HUILEI B IPONOPIUOHATBHOCTH KOJMYECTBEHHOTO COCTaBa
Pa3HBIX JI03UPOBOK JIEKAPCTBEHHOT'O CPEJICTBA, YCIOBUE MOAMYHKTA 3) HACTOSAILETO
MyHKTA CUATAETCS BBIIIOJIHEHHBIM, €CJIM YCIOBUS MOAMYHKTOB 1) 1 2) i 1) u 3)
HACTOSIIIIETO IMMyHKTA BBIMOIHIIOTCS OTHOCUTENIBHO TI03UPOBKH JIEKAPCTBEHHOTO
CPEZICTBA, UCIIOJIB3YEMOr0 B UCCIIEIOBAHNN OMO3KBUBAJIEHTHOCTH U JIO3UPOBOK, /IS
KOTOPBIX paccMaTpUBaEeTCsi OMOBEiBep:

1) KOJTMYECTBO aKTUBHOTO BEIIECTBA (BEIIECTB) COCTaBIsET MeHee 5% OT Beca
spa TabJIeTKU, NI BECa COJCPIKUMOTO KarCyIbl;

2) OI[HHaKOBBIﬁ KOJIMYECTBECHHBIM COCTaB Pa3IMYHBIX BCIIOMOTI'aTCIIbHBIX
BCHIICCTB, BXOAJAIINX B AP0 TaGHCTKI/I, WJIN COACPKUMOC KaIICYJIbI JJISI PA3HbIX
JO3HUPOBOK;

3) KOJINYCCTBO HAITOJIHUTCIIA U3MCHACTCA B COOTBCTCTBUH C HBMCHCHUCM
KOJIMYECTBA aKTUBHOI'O BCIICCTBA, KOJIMYCCTBO APYIUX BCIIOMOTI'AaTCIIbHBIX BCIICCTB B
Aape TaOJIETKH UJIH COACPKUMOI'0O KAIICYJIbI JOJIZKHO OBITH OAMHAKOBBIM AJIsA
paccMaTpuBaACMbBIX Pa3HbIX JO3UPOBOK.

2.6. AnexBaTHOCTD OTKa3a OT JOIIOJHUTEILHBIX UCCIIEI0OBAHUN
OMO3KBUBAJICHTHOCTH MOATBEPKAAETCS COOTBETCTBYIOIINMU JaHHBIMU PACTBOPEHUS
WUH-BUTPO:
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1) cxoZICTBO pacTBOPEHUS MH-BUTPO HEOOXOIUMO MPOJAEMOHCTPUPOBATD JIJIS
BCEX ycJioBUHM pH U ¢ mapTusMu JIE€KapCTBEHHOTO CPE/ICTBA, UCTIOJIb30BAHHBIX B
VICCIIEIOBAHUH, TO €CTh MEKY JOMOJIHUTEIIBHON JO30M U 10301 JIEKAPCTBEHHOMN
CpelcTBa ISl MCCIIeIOBaHNs OMOIKBUBAIEHTHOCTH;

2) npu 3HaueHusx pH, Kkoraa He yaaeTcst 10CTUYb HA/ITIEKAIIETO PACTBOPEHUS
JUTS BCEX JI03MPOBOK JIEKAPCTBEHHOTO CPEJICTBA, TO PACTBOPEHUE HH-BUTPO OBIBAET
PA3TUYHBIM ISl pa3HBIX JO3UPOBOK; MMPU ITOM HEOOXOAMMO MOATBEPAUTD, YTO TaKasl
pa3HUIla BO3HUKAET 3a CUET JICKAPCTBEHHOM CyOCTaHINM, a HE 3a CUET COCTaBa
npernapara, IpoBe/si CPaBHEHUE C COOTBETCTBYIOLICH T03UPOBKON pedepeHTHOro
JIEKapCTBEHHOTO CPE/ICTBA.

2. 'uOpuaHbIi JIeKapCTBEHHBIN Mpermapar

J1J1st rocy TapCTBEHHOM perucTpaiuy ruOpUIHOTO JIEKaPCTBEHHOTO Mpernapara
IPEIOCTABISIOT CIAEAYIOIINE JaHHBIE:

B Mopyne 1 nim Yactu I [lepeuns 3aaBuTeNb NpeACTABISIET KPATKYIO
uHpopmaIio, 00001arIIy0 000CHOBaHUS U (DAKTHI, YTO MpEnapar, Jyisi PErucTpaIuu
KOTOPOTO MOJIAETCA 3asiBJICHUE, SIBISETCS THOPUAHBIM MIPENapaToM MO OTHOIICHUIO K
COOTBETCTBYIOIIEMY pedepeHTHOMY npenapary. O0001IeHre CONEPKUT UHPOPMAITUIO
0 mpenapare, akTUBHOM (papMalieBTUYECKOI cyOCTaHInu, JIeKapCTBEHHOM (opme,
JIO3UPOBKAX, MOKa3aHUSAX K IPUMEHEHUIO, CIIOCOOE TPUMEHEHHUSI TI0 CPAaBHEHUIO C
pedepeHTHBIM MpenapaToM, a TakKe, Ipu HeOOXOAMMOCTH, CBEJICHUS O
OMOJIOCTYTHOCTH U OMO’KBUBAJIEHTHOCTH JJAHHOTO Mpernapara.

B onpeneneHHbIX ciayyasx TpeOyeTcs MilaH yIpaBJIeHUs] pUCKAMH.

B cnydae oTCyTCTBUS ONPEACIICHHBIX 3JIEMEHTOB CIIETyEeT MPEICTABUTh
000CHOBaHUE UX OTCYTCTBHS B COOTBETCTBYIOILIEM pa3/ele.

B 063ope AOKIIMHUYCCKUX U KIIMHUYCCKHUX JaHHBIX YACIISACTCA oco0o0e BHUMAaHUE
CICAYIOIIHM JJICMCHTAaM:

pe3toMe podus mpuMeceil akTUBHOTO BELECTBA (U B COOTBETCTBYIOIINX
CIIy4asiX, BO3MOKHBIX IPOJAYKTOB Pa3I0KEHUsI, 00pa3yIOMIMXCA PU XPAaHEHUH) B
CepusiX mpenapara, KOTOPhIH MOIEKUT peaan3anun Ha (hapMareBTUIeCKOM PBIHKE;

OOHOBJICHHUE JINTEPATYPHBIX MyOTUKAIIMI MO0 aKTUBHOMY BEIIIECTBY B paMKax
HACTOSLIEH 3asiBKU Ha PErUCTPaLUIO; JAHHOE TPEOOBAHUE BBIMOIHSIETCS ITyTEM CChUIOK
Ha CTaTbU B PELICH3UPYEMBIX JKypHaax;
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KaXJIbI{ IMTyHKT B 00I1Iel XapaKTepUCTUKE JIEKaApCTBEHHOIO Mpenapara, paHee He
W3BECTHBIN MJIM BHITEKAIONIWN U3 XapaKTEPUCTHK Mpernapara u/uiu ero
TEPaNeBTUICCKOMN TPYIIIBI, CIICTYET MPOaHATM3UPOBATh B TOKIMHUYECKAX U
KIIMHUYECKUX 0030pax/pe3toMe 1 MOJAKPENHTh JI0Ka3aTeIbCTBAMU U3 Oy OJIMKOBAaHHON
JUTEPATYPHI U/WIU U3 PE3YJIBTATOB JOMOJHUTEIBHBIX UCCIICIOBAHUT;

CIIeyeT MPEJICTABUTh AOMOJHUTEIbHYIO HH(POPMALIUIO, T0OKA3bIBAIOIIYI0, YTO
npoduin 6e3onacHocTH W/ nin 3(P(HEKTUBHOCTH 3asBJIEHHOTO IIpenapara He
OTJIMYAIOTCS OT TAKOBBIX y pe(epeHTHOTO0 npenapara (pe3toMe COOCTBEHHbIX
JOKJIMHUYECKUX U (MITN) KIMHUYECKUX UCCIIeTOBAHUH).

Pe3ynbTaThl TOKIMHUYECKUX U (WJIM) KIMHUYECKUX UCCIICIOBAHUI THOPUTHOTO
JIEKapCTBEHHOTI'O Mpenapara clieAyeT BKIKYaTh B COOTBETCTBYIOIIME pa3aesbl Moayren
4 n 5 wim Yactu 111, IV Ilepeuns.

[IpoBeneHne TOMOTHUTEIBHBIX UCCIICIOBAHMM, HEOOXOAUMBIX JIJIsI
BOCIIPOM3BEACHHBIX JIEKAPCTBEHHBIX MPEeNapaToB U THOPUIHBIX MPEMAPaATOB:

1) paznuuHbIE COJIN/CI0KHBIE Y(PUPBI/KOMIUIEKCHI/UX IPOU3BOIHBIE (C OAHOU U
TOM € aKTUBHOW YacThIO MOJIEKYJIbI) IPEIOCTABISAIOT JOKA3aTeIbCTBA TOTO, YTO HET
HUKaKUX U3MEHEHUH B PapMaKOKMHETHUKE aKTUBHOUN YaCTH MOJICKYJIBI,
dbapmakogMHAMUKE W/UITM TOKCUIHOCTH, KOTOPBIE CYIIECTBEHHO BIUSIOT HA TPO(HIIH
oe3omacHocTU/A(PPEeKTUBHOCTHU (MHAYE CIEAYET paccMaTpUBaTh KaK HOBOE aKTUBHOE
BEIIIECTBO);

2) npyroi crnocod mpuMeHeHUst/apyras JekapcTBeHHas popma (st
HapeHTEPATLHOTO BBEICHUS, HEOOXOAUMO IPOBOAUTD PAIUYHUSI MEKTY
BHYTpHAPTEPUATbHBIM, BHYTPUBEHHBIM, BHY TPUMBIIIEYHBIM, MTOJKOKHBIM U JPYTUMHU
METOJJaMH BBEACHHS) HOBBIN MyTh BBEJICHUS MHAsI IEKapCTBEHHAs (popma (IIpu TOM ke
crioco0e BBeJICHUS) IPEAOCTABIISIIOT KIMHUYECKUE JaHHbIe (0€30MacHOCTb
/3 PeKTUBHOCTS), HcclieqoBaHus (PapMAaKOKMHETHUKH, COOTBETCTBYIOIIINE
JOKJIMHUYECKHUE TaHHbIE (HAPUMEp, MECTHAs! IEPEHOCUMOCTB), €CJIN ATO IPUMEHUMO;

3) npyrast JO3UpOBKa IIPH TOM € ITyTH BBEACHUS/JIEKApCTBEHHOH (popme U
MOKa3aHUSAM K IPUMEHEHHUIO MTPEOCTABIISIOT UCCIICAOBAHMS CPABHUTEIBHOM
OMOAOCTYITHOCTH;

4) cBepXxOMOOCTYITHBIE MPENAapaThl P COXPAHEHUU UHTEPBAJIa JO3UPOBAHMS,
HO CO CHMXKEHUEM J103bl, IPEIHA3HAYEHHbIE JUIsl JOCTHKEHUS CXOITHOW KOHIIEHTPAIMHU B
I1a3Me/KpOBHU MPEAOCTABIIAIOT UCCIIEJOBAHUS CPABHUTEIBHOM OMOTOCTYTHOCTH.
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3. buonorunyeckue npenaparsl

3.1 JIns nexapCTBEHHBIX MPENapaToB, MOJTYYEHHBIX U3 KPOBHU WIIH IJIa3Mbl
YEJI0BEKA 3asBUTENb MPEIOCTABISAET MOJIHOE PETUCTPALMOHHOE 10ChE JIEKAPCTBEHHOTO
npemnapara, KOTOpOe COMPOBOXKIAETCS MPUIIOKEHUEM OTIEIHHOTO MacTep-(aiina Ha
a3Mmy.

Macrtep-daiin Ha Ia3My KpOBH SIBJISIETCS CAMOCTOATENbHBIM JIOKYMEHTOM,
OTJEJIBHBIM OT PETMCTPALMOHHOTO JOChE JIEKAPCTBEHHOI'O IIpenapara U CoAepKaluM
BCE 3HAYMMBbIE MOJPOOHBIE CBEICHUS O XapaKTEPUCTHKAX BCEH IIa3Mbl KPOBH
YeJI0BeKa, UCIOJIb30BAHHON B KAUE€CTBE UCXOIHOI0 MaTepuana u (WiK) ChIpbs MpU
IPOU3BOCTBE CYO(PpaKIMii MM TPOMEKYTOUHBIX (PpaKLnil, KOMIIOHEHTOB
BCIIOMOTATEIbHBIX BEUIECTB WJIM AKTUBHBIX BEILECTB, SIBISIOMINXCS YaCThIO
JIEKAPCTBEHHBIX MPENAPATOB WA MEIUIIMHCKUX U3EIHM;

KK/l LIEHTP WIH YUpEKIEHUE, PpakuuoHUpYIolue (epepadaTbIBAIOIIHE)
IU1a3My 4eJloOBeKa MOArOTaBIMBAIOT U MMOAJIEPKUBAIOT B OOHOBJICHHOM COCTOSTHUU
HaOOp NoIpoOHOM 3HaYUMOI HH(POPMaLINH, YKa3aHHOW B MacTep-(aiiie Ha mia3my
KpOBH;

€CJIM PETUCTPALMOHHOE I0ChE OTHOCUTCS K KOMIIOHEHTY, IOJyYEHHOMY M3
IUIa3MBbl, TO JJIs UCIIOJIb30BAaHHOM I1a3Mbl B KAUECTBE UCXOIHOTO MaTepuaiia (CbIpbsi)
IIPeyCMaTPUBAETCs CChUIKA Ha MacTep-(aii BIageabLa.

3.1.1 Mactep-daiin Baajenbiia COACPKUT CIETYIONY0 HHGOPMAIUIO O IJIa3Me,
HCII0JIb30BAaHHOM KaK MCXOHBIN MaTepua (ChIpbe):

IIPOUCXOKICHUC ITJIa3MBbI:

uH(dOpMaIUS 0 IEHTPaX WK YUPEKIACHUSIX, B KOTOPHIX MPOBOJAUTCS COOp KPOBU
(m1a3mbl), BKIItOYas JaHHbIE 00 MHCTIEKIIMU U TIPE/ICTABIICHUE CIIEIUATBLHOTO
paspelieHus Ha BEJICHUE JAaHHOTO BUJA ACSTEILHOCTH, a TAKXKE SMUIEMHUOJIOTHYECKUE
JaHHBIE 00 MH(PEKIUSIX, IEPEIAIOIINXCS Yepe3 KPOBb B PETUOHE, TI€ MPOU3BOIUTCS
3aroToBKa KpOBU (ILJIa3MBbl);

uH(pOpMAaIUs 0 LIEHTPaX WK YUPEKACHHUIX, B KOTOPBIX MPOBOAUTCS KOHTPOJIb
NOHALMH U ITyJI0B IUIa3MBbl, BKJIKOYAsl NHCIIEKIIMOHHBIN U PETYJIATOPHBIN CTaTyC 3TUX
LIEHTPOB WIN YUPEKICHUN;

KpUTEepUH 0TO0pa (MUCKITFOUYEHHUS ) TOHOPOB KPOBH (TUTa3MBbl);
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OMUCAHUE JECUCTBYIOIIECH CUCTEMBI, MO3BOJISIONICH OTCICANTD MYTh KaXI0U
JIOHAIIMU OT YUPEeXKIEHUs, TIe COOUPAIOT KPOBb (IJIa3My), 10 TOTOBOTO JIEKAPCTBEHHOTO
npenapaTta 1 Hao00poT;

Ka4yeCTBO IIIa3MBbl U €€ 0€30I1aCHOCTB:
COOTBETCTBHE KaueCTBa CTAThsIM (MOHOIpausiM) rocy1apCTBEHHBIX (hapMaKoIew;

KOHTPOJIb COOpaHHOW KPOBH (ILJIa3Mbl) U €€ MYJIOB Ha HAJIMUKEe BO30OYyIUTENEH
uH(pEKIMH, BKITI0Yas HHOOPMAIUIO 0 METOJIaX KOHTPOJISI M B CIIy4ae MyJIOB IJIa3MBbl -
JaHHbIE BaJIWAIIUA UCTIOJIb30BAHHBIX METONK;

TEXHUYCCKUC XapaKTCPHUCTUKHU KOHTGfIHepOB JIIAA c6opa KpPOBH U IJIIa3MBbI,
BKJIIO4asd I/IH(I)OpMaI_[I/IIO 00 MCIIOJIb30BAHHBIX pacTBOpax aHTHUKOAI'YJISIHTOB,

YCJIOBHSI XPAaHEHHS U TPAHCIOPTUPOBKHU IJ1a3MBl;

MpoIIeTypa XpaHESHHs JIF0OOT0 MaTepuaa, UCIOIb3yEeMOTO JIJIsi TPOU3BOICTBA U
(wIK) TIepuo] KapaHTHUHA,

XApPAaKTCPUCTHKA ITYJIa IIJIa3MBbI;

OINKMCAHKNE YCTAaHOBJICHHOW CHUCTEMbI B3aUMOICHCTBUS MEKY IPOU3BOIUTEIIEM
JIEKApCTBEHHOTO Mpernapara, MOJy4YeHHOI0 U3 TJ1a3Mbl, U (MJIU) [IEHTPOM WU
yapexaeHreM, PpaKIMOHUPYIONUM U (HIJIN) TIepepadaThIBAIONIUM TUIa3My, U LIEGHTPOM
WU YUPEXKIECHUEM 110 cOOPY U KOHTPOJIIO KPOBH (TJIa3Mbl), a TAKKE COTJIACOBAHHBIC
MU crieru(UKAIIY Ha TUIa3My.

Mactep-daiin Ha mIa3My Takke COACPIKUT MepPeUeHb JIEKAPCTBEHHBIX
IpernapaToB, Ha KOTOPbIE OH PaclpOCTPAHIETCS, HE3aBUCUMO OT TOTO, SIBJISIFOTCS JIU 3TU
JIEKapCTBEHHBIE MperapaThl 3apErUCTPUPOBAHHBIMU, HAXOAATCS B IIpoLiecce
pEerucTpalnyy Wik B CTaJANH KIMHUYECKUX UCCIEA0BAHMIA.

3.1.2 Macrep-daiin Ha 1mIa3My TOAJIEKHUT €KET0THOMY OOHOBJICHHIO U
IIOBTOPHOMU JKCIIEPTU3E.

[Tpu BHECeHUHN N3MEHEHUI B MacTep-(aiilsl Ha M1a3My OH HOJIEKUT SKCIIEPTU3E
B COOTBETCTBHUU C IIPOLIEAYPON BHECEHUS U3MEHEHHM.

3.2 B OTHOILIEHUHU BaKIUH JJI1 MEIULIUHCKOTO IPUMEHEHUS TPEOOBAHUS K
UCXOJHBIM MaTepualiaM U ChIPbIO 3aMEHSI0TCA MacTep (hailjioM BaKIIMHHOTO aHTUI'€HA.
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B ciydae BakuMHBI, HE ABIIAIOMICICS BAKIIMHOW [T MPOQUIAKTUKY TPUIITIA YETOBEKA,
IpeIoCTaBIseTCsl MacTep (ailyl BAKIIMHHOTO aHTUTeHA JUIsl KaKJI0TO aHTUT€HA,
KOTOPBIN SIBISETCA aKTUBHBIM BEIIECTBOM 3TOM BAKIUHBI.

3.2.1 Mactep-daiin BaKIIMHHOTO aHTUTE€HA COJICPIKUT CIAETYIOUTYIO
uH(GOpPMAIINIO, U3BIICUYEHHYIO U3 COOTBETCTBYIOIICH yacTh (AKTUBHAS
dapmaneBTryeckas cyocranius) Moy 3 «KauectBoy.

AKTHUBHOE BCIICCTBO:

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

uH(popMaIus 0 MPOU3BOAUTENE AKTUBHOTO BEIIECTBA: MHPOpMAIIHS O
IPOU3BOJICTBEHHOM ITPOIIECCE, UCXOIHBIX MaTepUaiax U ChIpbe, CIEHUATBHBIX MEpax
OTHOCHUTEJILHO TPAHCMUCCHUBHBIX T'yOUaThIX 3HIIEhaTIonaTUi U OlleHKE O€30MaCHOCTH
MIOCTOPOHHHX WH()EKITMOHHBIX areHTOB, TOMEIICHUSIX U 000PYI0BaHUY;

XapaKTEpUCTHUKA aKTUBHOI'O BEIIECTBA;

KOHTPOJIb Ka4€CTBAa aKTUBHOTO BEILIECTBA;

CTaHAAapTHbIE 00pa3Lbl U MATEPUAIIBL;

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

3.2.2 JIns HOBBIX BaKIIMH, KOTOPBIE COJECPKAT HOBBIM BAKIIMHHBINA aHTUTEH,
3asBUTEIIb 110JIaCT MOJTHOE PETUCTPAIMOHHOE JOChE, BKIIFOYAsk BCe MacTep-(hanbl
BAKIIMHHOI'O AHTUI€HA HA KAXKIbIM BAKIIMHHBIN AHTUT€H, KOTOPBIN SIBJISIETCA YaCThIO
HOBOW BaKIIMHBI, €CIIM MacTep-(ailyl BAKIIMHHOTO aHTUTEHA HAa TAKOW BaKITUHHBIH
AQHTHUT€H OTCYTCTBYET.

VYkazaHnHble TPEOOBAHUS TaKXKE MPUMEHSIOTCS K KaXI0M BaKIIMHE, KOTOpas
COCTOUT M3 HOBOM KOMOMHAIIMW BaKIIMHHBIX aHTUTEHOB, HE3aBUCUMO OT TOTO, SBJISICTCS
OJIVH 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.

4. bnoaHamoruyHbIN JIeKapCTBEHHBIN Mpenapar (OrnoaHasor, OMOnoA00HBIH
JIeKapCTBEHHBIH npenapat, OnOCUMUIIAD)



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019

; aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 14.05.2019

- e Lo | [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 19.04.2019
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 14.05.2019

4.1. JIns skcrepTru3bl OMO0aHATIOTUYHOTO JICAPCTBEHHOTO TIpenapara
MPEAOCTABIISAIOTCS JaHHBIE CPABHUTEIBHBIX UCCIIEAOBAHUN €0 C OPUTHHAIBLHBIM
(pedepeHTHBIM) OHOTOTHYECKHUM JIEKAPCTBEHHBIM CPEICTBOM.

B Monyne 1 ¢popmarta OT/I peructpanmonnoro pocke win Yactu I [lepeuns
3asIBUTENb MPEJCTABISET pe3toMe 000CHOBAaHUMN U (DaKTOB, MOKA3BIBAIOLIUX, YTO
JIEKapCTBEHHBIN IIpenapar, MojlaBaeMbIii Ha HKCTIIEPTU3Y, SIBISETCS OMOaHATIOTMYHBIM
(OnomO1I00HBIM) JIEKAPCTBEHHBIM MPENapaTOM OPUTHHATEHOMY (pedepeHTHOMY)
JIeKapCTBEHHOMY Ipenapary. Pe3toMe copepkuT HHPOPMALIHIO O JIEKaPCTBEHHOM
npenapare, akTHBHOM BEILIECTBE, JICKAPCTBEHHOU opMe, T03UPOBKAX, MOKA3AHUAX K
MPUMEHEHUIO U crIoco0e MPUMEHEHUS B CPAaBHEHUH C aHAIIOTMYHON nH(MOopMalmeit oo
OpUTHHAJIBHOM (pe(dEepeHTHOM) JIeKapCTBEHHOM Ipernapare.

B Monyne 1 popmara OT/I peructpanmontoro gocke uiau Yactu | [epeuns
BMeCTe ¢ KpaTkoi uHdopmariieit o cucteme hapmMakoHaa30pa Iep Karesns
PETHCTPAIIMOHHOTO YIOCTOBEPEHHUS MPEACTABIIACTCS TUIaH YIIPABJICHHS pUCKaMU Ha
3asIBIISIEMBIN HA SKCTIEPTU3Y OMOAHAIOTHYHBIN (OMOTIOT00HBIN) JIEKAPCTBEHHBIH
nperapar.

4.2. KauecTtB0, 0€3011aCHOCTh, 3PHEKTUBHOCTh U UMMYHOT€HHOCTh
OMOAaHAJIOTUYHOTO JIEKAPCTBEHHOTO TpernapaTa Ha MPOU3BOJICTBEHHOH, JOKIMHUYECKON
U KJIIMHUYECKOU (haze ero pa3pabOTKH CPaBHUBAIOTCS C OJHUM M T€M K€ ITATIOHHBIM
pedepeHTHBIM OMOTOTUYECKUM JIEKAPCTBEHHBIM CPEJICTBOM B COOTBETCTBHUU C
TIPaBUJIAMH HCCIICIOBAHUS OMOJIOTUYECKHX JICKAPCTBEHHBIX CPEJICTB B paMKaxX
EBpazuiickoro 3kOHOMUYECKOT0 COI03a.

B Mopynsix 2, 3,4 u 5 dopmara OT/] wnm Yactu 11, 111, IV Tlepeuns
PETHCTPALIMOHHOTO 10Che OMOCUMUIIAPA CONEPKUTCS clieytonas nHpopMarus:

1) moaTBepKAEHUE CXOACTBA MOJIEKYJISIPHBIX U OMOJIOTUYECKUX XapaKTEPUCTUK
AKTUBHBIX BEIIECTB OMOCUMUIISIPA U ATAJIOHHOTO OMOJIOIrMYECKOTO JIEKAPCTBEHHOTO
cpencTBa (JeTaiu 1Mo NEPBUYHON CTPYKTYPE U CTPYKTYypaM 0oJiee BBICOKOTO MOpsiIKa,
MNOCTTPAHCISIIUOHHBIM MOAU(PUKAIUAM (BKIIOYAsl, B YACTHOCTH TITMKO(OPMBI),
OMOJIOrMYEeCKO aKTUBHOCTH, YUCTOTE, IPUMECSM);

2) NOATBEPKICHHUE CXOACTBA XapaKTEPUCTUK TOTOBOrO Mpenapara
(JlekapcTBeHHAst popMa, KOIMYECTBEHHBIN U KaY€CTBEHHBIN COCTAaB, I03UPOBKA, CIIOCOO
IPUMEHEHUs, YCIOBUSI XpaHEHUs, CPOK XpaHEHUsI, CTAOMIIBHOCTb, PO(UIIL puMeceil)
OMOCUMUIISIpa U 3TAJJIOHHOTO OMOJIOTMYECKOT0 JIEKAPCTBEHHOT'O CPECTBA; JI0ITYyCKAETCA
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paznuuue B mpoduiie MpuMecel U BCIOMOTaTeIbHBIX BEIIECTBAX OMOCUMUIISIpA U
pedepeHTHOro npenapara, 3asBUTeIeM IPUHUMAETCS BO BHUMaHHE HaJIM4ne HOBEUIINX
TEXHOJIOTHiA, AEMOHCTPUPYETCSI COOTBETCTBHE BHIOPAHHOTO COCTaBa IO TAKUM
KPUTEPUSIM, KaK MPoduiIb MPUMECEH, CTAOMIBHOCTh, COBMECTUMOCTH (CO
BCIIOMOTaTEeILHBIMU BEIIECTBAMH, PACTBOPUTEIISIMU U MaTepHalaMU yITIaKOBKH),
LEJIOCTHOCTH (KaK Ha OMOJIOTMYECKOM, TaK U (PU3UKO-XUMHYECKOM YPOBHE),
aKTUBHOCTPH U CHJIA JICHCTBHSI aKTHBHOT'O BEIIECTBA,

3) kpuTepuu BEIOOpA TAJJOHHOTO OMOJIOTMYECKOTO0 JIEKAPCTBEHHOT'O CPEJICTRA;

4) B cimydae pa3nuuuii npu pazpaboTke OMOCUMUIISIpa, KOTOpbIE 00Ia1at0T
NOTEHLMAIbHBIM BO3/IEHCTBUEM Ha €ro 0€30MacHOCTh WK 3()(PEKTUBHOCTD,
IPEIOCTaBISAIOTCS JOMOJHUTENbHBIE TaHHBIE MO0 UCCIIEI0BAaHUSAM Ha )KUBOTHBIX U
KJIMHUYECKUM UCCIIETOBaHUM JUIsl TOTO, YTOOBI 0XapaKTEepU30BaTh pa3inyus;

5) noaHOE ONKCaHue U MaKeT JaHHBIX 110 IPOU3BOACTBEHHOMY IIPOLIECCY,
Ha4YMHasi C pa3pabOTKU BEKTOPOB 3KCIPECCUH U OAHKOB KJIETOK, KYJIbTYpPbl/OpOKEHUS
KJIETOK, cOOpa, OYMCTKH, peakIuii Moau(uKaIuy, HarmoJIHEHU KOHTEHHEPOB i OaK-
IPOJYKTa U TOTOBOM JIEKAPCTBEHHOMN (hOPMBI, XpaHEHUS;

6) uccliieIoBaHus, IPOBOIUMBIE B X0Jie (hapMalleBTUYECKOU pa3paboTKu 1Jis
OTIpEJICIICHNS ¥ BAJIMIAIIUN JIEKAPCTBEHHOMN (hOPMBI, COCTaBa U CUCTEMBI YITAKOBKU
/YKYTIOpPKH (BKJIFOUYAst KX LIEIOCTHOCTD ISl IPEAOTBPAIICHUS MUKPOOHOTO
3arpsi3HEHMS);

7) cneuudukanus OMOCUMIIAPA, OTpaKarolas 1 KOHTPOJIMPYIOLIAsi BaKHbIE
KaueCTBEHHBIE TI0KA3aTEIM JIEKAPCTBEHHOI'O CPEJCTBA, U3BECTHBIE ISl 3TaJJOHHOIO
OMOJIOTUYECKOTO JIEKAPCTBEHHOT'O CPE/ICTBA (TaKue KaK UACHTU(PUKALIMS; YUCTOTA;
AKTUBHOCTb; MOJIEKYJISIpHAs F€TEPOr€HHOCTh B INIAHE Pa3MEPOB, 3apsiia U
ruipooOHOCTH, T/Ie BOZMOXKHO UX ONPE/IEIICHHE; CTEIEHh CHAIMPOBAHUS; KOJIMYECTBO
OTJIETBHBIX MOJIMMENTHIHBIX LETEW; MNUKO3UIMPOBaHNE PYHKIMOHAIBHON 00JaCTH;
YpOBHHU arperamuu; npumecH, Takue kak o6emnok u JIHK kinerku-xo3suna);

8) nccnenoBaHus CTAaOMIBHOCTH;

9) pe3ynbTaThl JOKIMHUYECKUX (HEKIMHUYECKUX ) UCCIEIOBaHMH (B OCHOBE
JOKJIMHUYECKUX UCCIIe0BaHUM JIEKUT MOJAXO0, OCHOBAaHHBIN Ha OILICHKE PUCKOB, U, TaM
TJIe BO3MOJKHO, CIIeyeT U30eraTh MPOBEICHUSI HCCIICIOBAaHUHN Ha )KUBOTHBIX ): HH-BUTPO
UCCJIEIOBAHUS CBSI3bIBAHUSA C PEIICNITOPOM MIIM KJIETOUHbIE aHAINU3BI (HATPUMED, aHATTU3
nposudeparuy KJIeTOK WA aHAIU3 IUTOTOKCUYHOCTH) SIBJISIFOTCS HEOOXOAMMBIMHU
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JOKJIMHUYECKUMH HCCIIE0BAaHUSIMU; UH-BUBO UCCIIEIOBAHUS HA MOAXOIAIIEM BUIC
KUBOTHBIX (Ha KOTOPOM ObLIa M3yuyeHa hapmMakoguHaMudecKas v (Win)
TOKCHUKOJIOTUYECKAsi aKTUBHOCTh STAJIOHHOTO OMOJIOTHYECKOTO JIEKAPCTBEHHOTO
CpelcTBa); KpuBas 3aBUCUMOCTHU d(h(PexTa oT 10361 («103a-3PPeKrT»), onpenencHue
HavaJbHOW O€30MaCHOM 103bI U CXEM IMOBBIIICHUS JI03bI B MOCIETYOMINX KIMHAYECKUX
MCCIIEJIOBAHMAX, HCCIIEAOBaHUs (PapMaKOJIOTHIECKONW OE30MaCHOCTH; PE3yIbTaThl KaK
MUHHUMYM OJIHOTO UCCJIEI0BAHUM TOKCUYHOCTH MPU MHOTOKPAaTHOM BBEJICHUU,
BKJTFOYAs OLIEHKY TOKCUKOKHHETHUKH, OTIPEIeNIEHUE M XapaKTEPUCTHUKN MMMYHHBIX
OTBETOB, B TOM YHCJIE TUTPBI AHTHUTEJ, IEPEKPECTHAS PEAKTUBHOCTD C TOMOJIOTUYHBIMU
9H/IOTCHHBIMH O€TKaMU M HEUTPaTU3YIoIIasi ClIOCOOHOCTh; OIICHKA MECTHOM
NEPEHOCUMOCTH; TaHHbIE TOKCUKOJIOTMYECKUX HCCIIEI0OBAaHUH, BKIIOUAIOIINE OLICHKY
PENPOIYKTUBHON TOKCUYHOCTU, TEHOTOKCUYHOCTH, MyTareHHOCTU U KaHIIEPOT€HHOCTH
(mpu HE0OX0AMMOCTH) TpeOyeTCs NPEIOCTABIAThH B TEX CIydasx, KOTJ1a Pe3yJIbTaThbl
UCCIIEJIOBAHUS TOKCUYHOCTH NPU MHOTOKPAaTHOM BBEJICHUH, UCCIIEIOBAHUS MECTHOM
MIEPEHOCUMOCTH BBISBIIIOT MMOTCHIIMATBHBIC PUCKH U (WJIH) KOTJIa N3BECTHBI
TOKCHKOJIOTUYECKUE CBOMCTBA ATATIOHHOTO OMOJIOTMYECKOr0 JIEKapCTBEHHOTO CPEICTBA
(HanmpuMep, n3BecTHbIE TOOOUHBIE A((DEKTHI ATATOHHOTO OHoMpernapaTa Ha
PENpPOIYKTUBHYIO (PYHKIUIO);

10) pe3yabTaThl KIMHUYECKUX UCCIEIOBAHUHN (XapaKkTep U CI0KHOCTh
pedepeHTHOrO IIpenapar, CTereHb CX0ICTBA, HaOM0aeMast B (PU3UKO-XUMHUUICCKUX,
OMOJIOTHYCCKUX UCCIICIOBAHUAX OYIyT BIUATH HA IJIAHUPOBAHUE KITMHUYICCKUX
HCCIIeIOBAHUM ):

(hapMaKOKHHETHUECKHE HCCleoBaHus ((hapMaKOKUHETUYECKHUE UCCIIEIOBAHMS
IPY OJTHOKPATHOM BBEJICHHUH; (PapMaKOKWUHETUYECKUE UCCIIETOBAHUS PU
MHOTOKPATHOM BBEJICHUY TIPU HATMYUHU 3aBUCUMOCTH (DApMaKOKUHETUKH OT JI03bI U
BpeMeHH; (hapMaKOKMHETHIECKOE CPAaBHEHUE OMOCHUMIIISIpA U PEPEPEHTHOTO
npernapara BKIFOYaeT BCAChIBAHKE, OMOOCTYITHOCTD, XapaKTCPUCTUKHU BBIBEACHUS
(kupeHc U (WIK) Mepuo/] MOJIyBbIBEACHUS));

bapmakogmHamMudeckue uccienoBanus ((papmakonrnanamMmudeckue 3PPexTor
OLICHUBAIOTCS HA MOAXOISIICH MOMYJISIIIUU U C IPUMEHEHUEM JI03 U3 KPYyTOM YacTu
KPUBOM 3aBUCUMOCTH 703a-3((PEKT B TOKIMHUYECKUX UCCIEIOBAHUAX;
dbapmakoAMHAMUYECKHE MAPKEPhI BHIOMPAIOTCS B 3aBUCUMOCTH OT MX KIIMHUYECKOU
3HAYMMOCTH);
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CPaBHHUTEJIbHBIC KIIMHUYECKUE UCCIIEN0BAHMSA, BKIIKOYasl OLEHKY BUA, YaCTOTHI U
TSKECTU HEXKeJIaTeIbHBIX SBICHUN/TIOO0YHBIX PeaKlnii;

UCCJIE0BAaHNS UMMYHOTEHHOCTH Ha IIEJICBOM rpyIie (CpaBHEHHE YaCTOTHI U
TUIA 00Pa3yIOMIUXCS AHTUTEN U MOTEHIIMATbHBIE KIMHUYECKUE TTOCIIECICTBUS
MMMYHHOT'O OTBETa JJIs1 OMOCUMIISIpa U pepepeHTHOTo IpenapaTa; MMMYHOT€HHOCTD
UCCTIEYETCsl Ha TOMYJISIIIUY MAllUEHTOB C CAMbIM BBICOKMM PUCKOM UMMYHHOT'O OTBETA
¥ UMMYHHBIX TTOOOYHBIX PEaKIi; MPEI0CTaBIIICTCS 000CHOBAHUE CTPATCTHH
OTIpe/ICJICHUs] aHTUTE, BKJIFOYask BEIOOD, OIIEHKY U XapaKTePUCTUKY METOJIOB,
YCTaHOBJIEHUE BPEMEHU 0TOOpa Mpo0, B TOM YKCIIE€ HA UCXOAHOM YPOBHE, 00BEMBI,
00paboTKy M XpaHeHue o0, a TakKe CTATUCTUYECKUE METO/Ibl aHAJIM3a JTaHHBIX;
AQHAJTUTUYECKUE METObI OMPEACICHUSI AaHTUTEI BAIUIUPYIOTCS 111 HAMEUYEHHOM 11e1H,
MIPOBOJIUTCS] CKPUHUHTOBBIM aHAIU3 JOCTATOYHON YyBCTBUTEIBHOCTH METO/1A,
MIPOBOJIUTCS OMPEICTICHUE HEUTPATU3YIOIIUX aHTUTEN; Iepruo HaAOIIOACHUS NTPU
UCCJIEIOBAHUSX HA UMMYHOT€HHOCTh COOTBETCTBYET IUIAHUPYEMOU ITTUTEILHOCTH
JICYCHUS U TIPEJI0IaraeMoro BpeMeHn 00pa3oBaHus aHTUTEN, U HE MEHbIIe 12
MECSIIEB, TPU APYrou NIUTEIBHOCTU UCCIIEIOBAHUS TIPEACTAaBIsAECTCS 000OCHOBAHUE; IPU
3HAYMMBIX CITydasXx 0Opa3oBaHUs TUTPOB aHTUTEI, UX CTOMKOCTh B TCUCHHE
OTPE/ICICHHOTO BPEMEHHU, MOTEHIIMAJIbHBIC U3MEHEHUS XapaKkTepa UMMYHHOT'O OTBETa U
KJIIMHUYECKUE MOCIEACTBUS TpeOyeTCsl UCCIEI0BATh B 10- U MOCJIE PETUCTPALIMOHHBIN

epuon);

OCHOBHBIE KIIMHUYECKUE JAHHBIC MMOTYYaAIOTCS C UCIIOIb30BAHUEM
JIEKapCTBEHHOT'O CPEJICTBA, TPOU3BEIEHHOTO IyTEM OKOHYATEIBHOIO
IPOU3BOJICTBEHHOTO MIPOIIECCA, T.€. JIEKAPCTBEHHOI'O CPEJICTBA, HA KOTOPOE MOAAETCS
3asiBJIEHUE Ha TOCYJJAPCTBEHHYIO PETUCTPALHUIO;

JUTSE TFOOBIX OTKJIOHEHHH OT 3THX TPEOOBAaHMIA 3asBUTEIIb TIPEICTABIISCT
000CHOBaHHUE, U TIPH HEOOXOAUMOCTH, TAHHBIC JTOMOJTHUTEIHLHBIX
(hapMaKOKMHETHYECKHMX HCCIICI0OBAaHHMA, CPAaBHUBAIOIINX (DAPMAKOKMHETHICCKUE
po(HIIN JTEKapCTBEHHOTO CPEJICTBA C OKOHYATEILHBIM U 00JIee paHHUM COCTaBOM;

11) cneuudukaiuio 6€30MaCHOCTH (C OMMCAHUEM BaXKHBIX BBISIBACHHBIX U
MOTEHITUAIILHBIX TIPO0JIeM 0€30IMaCHOCTH 3TAJIOHHOTO OHoIpenapara, Kiacca
JIEKApCTBEHHOTO BellecTBa U (MiIn) OMOCUMUIISIpA) U TUIaH
dhapMakoHaA30pAOHOCHMIIIAPA B TOCTPETHCTPAIIMOHHBIA IMEPHO/T (C OMMCaHUEM
MJIAHUPYEMBIX MMOCTPETUCTPAIMOHHBIX MEPOIIPUATUN U METOJ/I0B, OCHOBBIBAIOIITUXCS Ha
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cnerupuKanuu 6€30MacHOCTH, TUTAHA YITPABJICHUS 1 MUHUMHU3AINHA PUCKOB, B TOM
gucie 00pa3oBaTelbHbIE MAaTEPHAIIBI IJIsl TAIMEHTOB U (WJIK) JIeYaluxX Bpayeil);

12) sKcTpanoaupoBaHue TaHHBIX M0 YPGHEKTUBHOCTH U O€30MACHOCTH C OJHOTO
TEpareBTUYECKOT0 MOKa3aHMs Ha APYToe: eciiu peepeHTHBIN Mpenapat umeeT 0oee
OJTHOTO TOKa3aHMsI K MPUMEHEHHIO, 3asIBUTEIb MTPEIOCTaBIIAET 000CHOBAaHNE
OTCYTCTBUS KIIMHUYECKHUX UCCIEA0BAHUM 3(PPEKTUBHOCTH U O€30MaCHOCTH
OrocUMUIISApa MO APYTUM TOKa3aHUSAM K IPUMEHEHHIO, TI0 KOTOPBIM HE TIPOBECHBI
KIIMHUYECKUE UCCIIE0BAHMS OMOCUMUIISIpa; B 00OOCHOBAHUH OTPAKACTCS OIBIT
KJIMHUYECKOTO IPUMEHEHUS, TOCTYITHOCTh JaHHBIX JIUTEPaTypPhbl, MEXaHU3MOB
JeMCTBHSI aKTUBHOTO BelIeCTBa pe()epeHTHOTO Mpemnapara i KaKI0ro MoKa3aHus
(BKJTFOYAsI CTENIEHB WX JJOCTOBEPHOCTH) M BOBJICYCHHBIX PEIETITOPOB; TP HATHYNN
JI0Ka3aTeNbCTB, UTO MPHU Pa3HBIX MOKA3aHUAX K IPUMEHEHUIO BOBJICKAIOTCS Pa3InIHbIC
aKTUBHBIC IIEHTPHI JECHCTBYIOIIETO BELIECTBA PeEPEHTHOIO Mpenapara uin pa3indHbIe
peuenTopbl KJIETKA MULIEHU WK YTO NMPOopuiIb O€30MaCHOCTU IIpenapara pa3andaeTcs
JUTSI pa3HBIX TIOKa3aHUN K MPUMEHEHUIO, MPEIOCTABIISIIOTCS JaHHBIC KIIMHUYECKHIX
WCCIICJIOBAHUIA; JUTS SKCTPAIOIMPOBAHUS TaHHBIX TI0 OE30MMACHOCTH CJIEAYET MPUHSATH
BO BHHUMaHHE (DaKTOPBI, CBSI3aHHBIE C TTAIIMEHTOM (COMYTCTBYIOIIEE JICUCHUE,
COITYTCTBYIOIIKE 3a00JI€BaHUSI U UMMYHHBIN CTaTyC), (DaKTOPHI, CBSI3aHHBIE C
3a00JeBaHUEM (pEeaKlMK, CXOAHBIE C TAKOBBIMU KJIETOK MUIIIEHEH); 00hEM TaKUX
JAHHBIX PACCMATPUBAETCS B CBETE COBOKYIMTHOCTH JOKA3aTEIbCTB, OJTYYCHHBIX MPU
YCTaHOBJICHUH COTIOCTAaBUMOCTH OMOCUMUIISIPA ¥ TIOTEHITHATBHBIX OCTAIOIIUXCSI
HEOIPEICIICHHOCTEN.

5. KomOuHHpOBaHHbIE JIEKAapCTBEHHBIE TIPETapaThl

JIJ1s1 HOBBIX JIEKAPCTBEHHBIX MPENApaToB, MPEACTABISIOIUX cO00 KOMOUHALINIO
JIBYX UM O0Jiee paHee U3BECTHBIX aKTUBHBIX BEIIECTB B OJIHOM JIeKapCTBEHHOU (popme,
NpeACTaBIseTCs MOJHOE perucTpanrontoe nocke (Moaynu 1-5, Yactu I[-1V Tlepeuns).
Monyinb 3 unu Yacts [1 BkItouaeT cBeieHus: 0 Npor3BOACTBE, KOHTPOJIE KauyecTBa,
IIPOU3BOJIUTENE KAXKIOI0 AKTUBHOT'O BEILIECTBA, BXOAIIETO B COCTAB
KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX NpenapaToB. B Monymnsax 4 u 5 i Yactax 111, IV
[lepeuHs npeacTaBISIIOTCS PE3yJIbTAThl JOKIMHUYECKUX U KIMHUYECKUX HCCIIEI0BAHUIN
3asBJISIEMbIX KOMOMHAIMN aKTUBHBIX BELIECTB.

6. JIekapCTBEHHBIE CPEACTBA C XOPOLIO U3YYEHHBIM MEIUIMHCKAM PUMEHEHUEM.
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K nexapcTBeHHBIM IIpemnaparaM ¢ OATBEPKIACHHOU d(PPEKTUBHOCTHIO U
IPUEMIIEMBIM YPOBHEM 0€30MaCHOCTH (K KOTOPBIM OTHOCSITCS, HAIIPUMED,
JICKapCTBEHHBIE MPETapaThl U3 ChIPhSI IPUPOTHOTO MPOUCXOKIACHHUS (IETOTh
Oepe30Bblii, 3MEUHBIH 51, MPOAYKTHI TYEIOBOACTBA, MEIUIIMHCKUE TTUSIBKH, JKETUb,
MUHEPAJIBI U JIP.), aKTHBHOE BEIIECTBO KOTOPHIX XOPOIIIO U3YUEHO B MEIUIIMHCKOM
NPUMEHEHUH, BATAMUHBI U BUTAMUHHO-MUHEPATbHBIE KOMILUIEKCHI, a TAKKE
JIEKapCTBEHHBIE TIpenapaThl, (papMaKkoIOTHUeCKyr0 aKTUBHOCTb KOTOPBIX OIpeeseT
KOMITJIEKC OMOJIOTMYECKH aKTUBHBIX BEIIECTB MPUPOTHOTO IPOUCXOKICHHUS, PACTBOPHI
AHTUCENTUKOB (IIEPEKUCh BOJAOPO/A, MO, OpUIIITMAHTOBBIN 3€JICHBIN U JIp.), BOJA s
WHBEKINUN, a7ICOPOCHTHI (YTOJIb aKTUBUPOBAHHBIN U T.J.), KAPMUHATHBHBIE
JIEKapCTBEHHBIE MpeTapaThl, JEKapCTBEHHBIE MperapaThl U3 TPYMIbI Pa3apakalomnuX U
00BOJIAKMBAIONIUX CPEACTB) npeactanistorcs Moaynu 1, 2 u 3 u Yacru 1, II Tlepeuns.
B Monynsax 4 u 5 wim Yacru 111, IV Tlepeuns B moapoOHOit Hay4dHOM Oubimorpadum
YKa3bIBAIOTCS JOKIMHUYECKHE U KIMHUYECKHE XapaKTePUCTUKH.

I[JIH MMOATBCPKACHUA XOPOIIO U3YUICHHOT'O MCAUTTUHCKOT'O ITPUMCHCHUA
MMPpCACTABIIAIOTCA AAHHBIC I10:

BPEMEHH, B TEYEHHE KOTOPOTO UCTOJIB3YETCSI aKTUBHOE BEILIECTBO B
MEIUIMHCKOMW MPAaKTUKE;

KOJIMYCCTBCHHBIM aCIICKTaM HCIIOJb30BaHMA aKTHBHOI'O BCIICCTBA,

4acTOTE Hay4HbIX MyOIMKAIUil U aKTyaJIbHOCTH UCIIOJIb30BAHUS aKTUBHOTO
BEIIECTBA B TE€UEHUE MOCIEAHMX S JIET Iepe]l ojaue 3asiBiIeHus (CO CChIIKOM Ha
nyOJuKalMK B HAYYHBIX UCTOYHUKAX);

COIrJIaCOBAHHOCTH HAYYHBIX OLICHOK.

Jlnst onpeieneHnst XOpOILIO U3YYEHHOIO IPUMEHEHUS PA3JINYHBIX AKTUBHBIX
BEIIECTB TpeOyeTCsl OLIEHKA 3a pa3JInyHbIe TIepruoibl BpeMeHu. [lepuon Bpemenu,
HEOOXOIUMBIN JJI ONPENeTICHUsI XOPOIIO U3YYEHHOIO0 METMIIMHCKOTO MPUMEHEHHUS
AKTHBHOTO BEILIECTBA, COCTABIAET HE MeHee 10 JIeT ¢ AaThl NEPBOr0 CUCTEMATHYECKOTO
Y JOKYMEHTUPOBAHHOI'O IIPUMEHEHHUS JIEKAPCTBEHHOI'O CpeCTBa. bruonornueckue
JIEKapCTBEHHBIE MpenapaThl U JEKAPCTBEHHBIE NMpENnapaThl, AJi1 KOTOPbIX TpeOyeTcs
IPOBEICHHUE UCCIIEI0OBAaHUM OMOIKBUBATIEHTHOCTH U (WJIM) KIMHUYECKUX
VCCIIENOBAHNN, HE OTHOCATCS K KATETOPUU JIEKAPCTBEHHBIX MPENAPATOB C XOPOLIO
V3YYEHHBIM IIPUMEHEHUEM.



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019

; aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 14.05.2019

- e Lo | [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 19.04.2019
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 14.05.2019

2) maTepuaibl PETUCTPALMOHHOTO J0CHE, MPEACTABICHHBIC 3asBUTEIIEM,
BKJIFOYAIOT BCE aCMEKTHI OLIEHKH 0€30MacHOCTH U 3P (HEKTUBHOCTH, COACPIKAT CCHUIKY
Ha 0030p COOTBETCTBYIOIIEH JIUTEPATYPHI C YIETOM IPE/- U MOCTPETUCTPAIIMOHHBIX
UCCIIEJIOBAHUN U OIyOJIMKOBAaHHOM HAyUYHOU JTUTEpaTyphl OTHOCUTEIBHO PE3yIbTaTOB
AMHUIEMUOJIOTHYECKUX UCCIICIOBAHUIN 1 OCOOEHHO CPaBHUTEIBHBIX
AMHUIEMUOJIIOTHYECKUX MCCIIETOBAHUH, BCIO TOKYMEHTAIINIO, KaK TIOJOKUTEIbHYIO, TaK
U OTpUIaTeNbHyI0. bubnnorpadudeckas ccbuika Ha IPyrue UCTOYHUKU JOKA3aTEIbCTB
(TOCTperucTpaioHHbIE UCCIIeIOBAHUS, SMTUIEMHOJIOTHYECKIE NCCIIEIOBAaHMS ), KPOME
JAHHBIX, KACAIOIUXCSI METO/I0B KOHTPOJIS U UCTIBITAHUH, SABIISETCS JOKa3aTEILCTBOM
0e3omacHoCTU U 3G(HEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara npu yCJIOBUH, YTO B
PETUCTPALIMOHHOM JI0ChE YETKO 00BSCHEHO U 00OCHOBAHO HCIIOJIb30BAHUE ATHX
MCTOYHUKOB HH(pOpMAaIny;

3) obocHOBaHME JOKa3aHHOTO MIPUEMIIEMOTO YPOBHs 0€30MMaCHOCTH W/UIIH
3 PEeKTUBHOCTH, HECMOTPS Ha OTCYTCTBUE HEKOTOPHIX UCCIICI0BaHUM;

4) B TOKJITMHUYECKUX W/WIH KIMHUYECKUX 0030pax OOBSICHUTh 3HAUMMOCTh
OOBIX MPEICTABICHHBIX JAHHBIX, KACAIOIIUXCS YXKE 3apErUCTPUPOBAHHOTO
JIEKapCTBEHHOTO Mpenapara, OTJIMYHOr0 OT TOro, KOTOPBIN IpeuiaraeTcs K
peructpauuu. [Ipencrapnsercs 000CHOBaHUE MO MOBOY TOI'O, MOKHO JIM 3as1BJIEHHBII
JIEKapCTBEHHBIN MpenapaT cCuuTaTh NOJOOHBIM YK€ 3apETUCTPUPOBAHHOMY
JIEKapCTBEHHOMY Ipenapary, HeCMOTPS Ha CYIIECTBYIOIIHNE Pa3IUUMs;

5) MOCTPErUCTPAIIMOHHBIN OMBIT UCIOIL30BaHUS COAEPKUT HHPOPMAIIUIO 00
UCIIOJIb30BaHUU JPYTUX JIEKAPCTBEHHBIX MPENAapaToB, COACPKAIIUX TE KE AKTUBHBIE
BEIIECTBA;

6) neproanYECKU OOHOBIIIEMBIN OTYET IO OE30MACHOCTH JIEKAPCTBEHHOT O
npernapara 3a MocjeJHue S JIET 10 MOJa4y 3asBIICHUS 3apyO0eKHBIMU IPOU3BOAUTEIISIMHU.

7. PacTuTenpHBIE IEKAPCTBEHHBIE MPENAPATHI

J171s1 SKCTepTU3hI JIEKAPCTBEHHBIX IIPENapaToB PACTUTEIHLHOTO MTPOUCXOKICHUS
MIPEIOCTABISIOTCS PE3yIbTaThl COOTBETCTBYIOMINX (DApMaKOIOTUYECKHUX,
TOKCUKOJIOTUYECKUX U KIMHUYECKUX UCCIIeIOBaHUI. MaTepuaibl U TOKYMEHTHI 110
JOKJIMHAYECKUM (HEKIIMHUYECKUM) U (UJTM) KIIMHUYECKUM HUCCIIEIOBAHUSM BKIIOYAIOT:

MaTepHaIbl JOKIMHUYECKUX (HEKITMHUICCKUX ) UCCIE0BaHNH cieTinUIecKOi
AKTUBHOCTHU;
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MaTepraJIbl UCCIEA0BAHUSA OCTPOU U XPOHUYECKONW TOKCUYHOCTH;

JAHHBIE O MECTHO-PA3APAKAIOIIEM JCHCTBUH;

JAHHBIE 00 AJUIEPTU3UPYIOLINX CBOMCTBAX;

OMBIT KJIMHUYECKOTO PUMEHEHNS B CTPAHE-TIPOU3BOAUTENE I IPYTUX CTPAHAX.

[Tpu sTOM MaTepuasbl OTHOCUTEILHO KAUECTBEHHBIX aCIIEKTOB JICKAPCTBEHHOTO
npenapara mpeI0CTaBISIOTCS B TIOTHOM O0BbEME.

J1y1s1 cOOpOB JIEKaPCTBEHHOTO PACTUTEIHLHOTO CHIPhS, (PUTO-4aeB
IpeI0oCTaBIseTCA 0030p HAYUYHOH JIMTEpATyPhI O JICKAPCTBEHHBIM PACTCHHUSM,
BXOJIAIIUX B X COCTAaB.

8. 'omeonatnyeckue npenaparsl

JI1s1 SKCIIepTHU3bl TOMEOIIATUYECKUX MPENapaToB 3assBUTENb ITPEACTABIISACT
JOKYMEHTBI U MaTepualbl, BKIOYAIOIINE CIeayolyo nHpopMaluio no Moayisim 4 u
5 wim Yacram III u IV Ilepeuns:

JUISL TIpEnapaToB, UMEIOIIMX MHOTOJETHHUI ONbIT npuMeHeHust (He menee 30 jer):
0030p TaHHBIX HAYYHOU IUTEpaTyphl 00 d3PHEeKTUBHOCTH U OE30MACHOCTH
rOMEONaTUYECKOTr0 Mpenapara B 3asBIsIEMON 00J1aCTH IPUMEHEHMS,;

11 HOBBIX TOMEOIIaTHYECKUX IPENapaToB, HE YIOMUHAEMBIX B (hapMakornesx 1
MoHorpadusx: ayist Monyns 4 wiu Yactu I [lepeunst npencTaBisitoTcst faHHBIE
TOKCHKOJIOTUYECKUX HUCCIIEeI0BaHUI, 000CHOBaHME 110100pa pa3InyHbIX TOTEHIIUH,
JIAHHBIE KJIIMHUYECKOr0 OnbITa NpuMeHeHus; 11 Monyns S unu Yactu VI lepeuns
IPEICTABIIAIOTCS JAHHbIE KIIMHUYECKHUX UCCIIEI0BaHNN (B COOTBETCTBHUH C
TpeOOBaHUSIMH HACTOSIILIETO IPUIIOKEHHUS) U 000CHOBAHME 110100pa pa3InIHbIX
ZIO3UPOBOK.

oOwrast XapaKTepUCTHKa JIEKApCTBEHHOTO MpenapaTa i HHCTPYKLHUIO 110
MEIUIUHCKOMY PUMEHEHHIO (JIMCTOK-BKJIAJIBII) C YKAa3aHUEM, UTO JIEKAPCTBEHHOE
CPEACTBO SBIISETCS TOMEOMATHYECKUM IPENAPATOM.

OtcytcrBHe 110001 nH(pOpMaIii 000CHOBBIBAETCS.
9. ButaMHuHbI, MUHEPAJIBI

J171s1 SKCTIepTU3hI JIGKAPCTBEHHBIX CPEICTB, COACPIKANIUX BUTAMUHBI U (UJIH)
pEeACTaBISAIONINX CO00I KOMILIEKC BUTAMUHOB U (WJIM) BATAMUHOB U MUHEPAJIOB,
3asIBUTENb MPEJCTABISET OJIMH U3 HIDKECTEAYIOMUX JOKYMEHTOB U MaTepPHAJIOB:
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1) Gubnmorpadudeckuii 0030p AJAHHBIX MO OE30MACHOCTH JIEKAPCTBEHHBIX
CPEIICTB, BMECTE C OTUETOM DKCIIEpTa, BKIIt0Uasi HHMOpMAIuio 00 dKCepTe;

2) Hay4HbIE TyOIUKAIIMK HA 3asBISIEMbIi Mpernapar;
3) IaHHbBIE UCCIENOBAHUM OCTPOIl U (WJIM) XPOHUYECKON TOKCUYHOCTH.
10. PagnodapmaiieBTHUIECKHE TIPETapaThl

Jlist sKcnepTr3sl paguodapManeBTHYECKUX IPENapaToB U UX MPEKYpPCOPOB B
Mopyne 3 unu Yacru II [lepeunst nmpeacTaBiasroTCs JOKYMEHTBI 1 MaTepUallbl,
BKJTFOYAOTIIHE CIEAYIONIYIO CIeMPUIESCKYI0 HH(HOPMAIIHIO:

1) B paguodapmarieBTHIeckoM Habope, KOTOPBI CHA0XKaeTCsl paJuOaKTUBHON
METKOM TMOCJIe TOCTaBKH MPOU3BOIUTENEM, 38 AKTUBHOE BEIIECTBO MPUHUMAIOT YaCTh
HaOopa, NpeIHa3HAUYECHHYIO JUIsl IEPEHOCA WK CBSI3bIBaHUS pajguoHyKiauaa. Onucanue
METO/1a TPOU3BOACTBA paanodapMaIieBTUIECKOT0 Habopa BKIIOYaeT MOAPOOHbBIE
JAHHBIE 110 IPOU3BOJICTBY HAOOpa U IaHHbIE PEKOMEHTYEMON OKOHYATEIbHOM
00paboTKH A7l MPOU3BOACTBA PAAMOAKTUBHOTO JIEKAPCTBEHHOTO Mpernapara.
TpeOyembie cienuuKauy paauoHyKIUIa OMKUCHIBAIOTCS B COOTBETCTBUMU, €CIH
MPUMEHHUMO, C 00IIIeH WK YacTHOU cTaThell (MoHorpadueil) ['ocynapcTBeHHOM
®apmaxoneun PK, 1160 mpu oTCyTCTBUU TakuxX ctateit (MoHOrpaduil) — CTaThIM
(MoHoOrpadusm) Gapmakonei, MPU3HAHHBIX IEUCTBYIOIUMH Ha TEPPUTOPHUHU
PecnyOnnku Ka3zaxcras.

B nononnenue, ciaeayet onucath BCe COSAUHEHUS, HEOOXOAUMBIE /I BBEJCHUS
PaAMOAaKTUBHON METKH, a TAKXKE CTPYKTYPY COCIUHEHHUS C PAAMOAKTUBHON METKOIA.

AHanU3UPYIOTCS SAEPHBIC PEAKIIUU PAAUOHYKIUIOB.

Kak maTepuHCKUH, TaK U JOYEPHUMN paUOHYKIIU/IBI T€HEpaTOpa CUUTAOTCS
AKTUBHBIMU BEIIIECTBAMHU,

2) cBeZieHUs O TIPUPOJIe PATUOHYKIUIA, OJTMHHOCTUA U30TOIA, BO3MOKHBIX
PUMECSX, HOCUTEINE, TPUMEHEHUH U CIEIU(UIECKON aKTUBHOCTH;

3) ucxoaHbIe MaTEpHUaIbl BKIIOUYAIOT IIEJIEBbIE MAaTEpUabl 11 00IyUYEHNUS;

4) pacCMOTpEHNE XUMUIECKOMN/PaTMOXUMHUYECKON YUCTOTHI U €€ CBSI3h C
ounopacrpe/ieeHueM;

5) onucanue paguoOHYKIUIHON YACTOTHI, PATUOXUMUYECKON YUCTOTHI U
criennu(puIecKoi aKTUBHOCTH;
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6) 17151 TEHEPATOPOB MPECTABIISIIOTCS MOIPOOHBIE JAHHBIE UCTIBITAHUM
MAaTEPUHCKUX U TOYEPHUX PATUOHYKINUIOB. 17151 TEeHEPATOPOB-AIH0ATOB
MPEACTaBISIOTCS UCTIBITAHUSI MATEPUHCKUX PATUOHYKIIUIOB U JPYTUX KOMIIOHEHTOB
CHUCTEMBI T€HEPATOPA;

7) conep:kaHue aKTUBHBIX BEIIECTB HA OCHOBAHUU MAaCChl aKTUBHOM 4acTH
MOJIEKYJIbI IPUMEHSETCS TOIBKO K pajanodapManeBTHUecKiuM Habopam. [lis
PAAMOHYKIUAOB PaIMOAKTUBHOCTh BRIPAXKAETCS B OEKKEPEIISIX, C YKa3aHUEM JIaThl U,
€CJIM HE0OXOIMMO, BPEMEHH U YaCOBOTO TMOsACA. Y Ka3bIBACTCS TUI PAUOKTUBHOCTH;

8) cnenuuKauy JIeKapCcTBEHHOTO MperapaTa, sIBISIOIErocs
paauodapMalleBTUYECKUM HAa0OpOM, BKJITIOUAIOT UCIIBITAHUSI CBOMCTB IIpenapara mocie
BBEJCHUS PAJUOAKTUBHON METKH, COOTBETCTBYIOIINE KOHTPOJIU HA PAAUOXUMHUYECKYIO
U PaIMOHYKJIUIHYIO YUCTOTY COETMHEHUSI C PAJMOAKTUBHON MeTKOH. JIto0oi
Marepuai, HeOOXOAUMBIH 1Jisl BBEICHUS PaIMOAKTUBHOU METKHU MOJICKUT
YCTAHOBJICHUIO NTOJJIMHHOCTH U KOJIMYECTBEHHOMY ONPEIEIICHHIO;

9) undopmarus o cTabUIBLHOCTH ISl K30TOIMHBIX T€HEPATOPOB, H30TOIHBIX
Ha0OPOB U JIEKAPCTBEHHBIX MPENapaToB C paIMOAKTUBHON METKOM. Y Ka3bIBaeTCS
CTaOMIIBHOCTH TIPY MCTIOIB30BAHUH PAAO(PapMaIieBTUIECKUX JIEKAPCTBEHHBIX
IIPENapaToB B KOHTEUHEPAX JJIsI MHOIOPAa30BOr'0 UCIIOJIb30BAHU.

B Mopyne 4 uin Yactu 111 [lepednst yka3plBatOTCsl aCHEKThI paIMalldOHHON
JO3UMETPUH (JICUCTBUE U3JIYyUEHHUS HAa OpraH/TkaHb). [lokasaTens NOTrIomeHHON 035
V3JIyUYCHUS PACCUUTBIBACTCS C YKA3aHUEM CUCTEMBI UCIIOJIb30BAHHBIX MEKIYHAPOIHO
MPU3HAHHBIX €IMHULl U3MEPEHUS MPH ONPEICICHHOM ITYyTH BBEACHUS.

B Mopyine 5 niin Hactu IV Ilepeuns, ecinu IpUMEHUMO, PEACTABIISIOTCS
pe3yNbTaThl KIMHUYECKUX UCTIBITAHUIN WM MPUBOAUTCS B KIMHUYECKUX 0030pax
(Monynb 2) 000CHOBaHUE UX OTCYTCTBHUSI.

B cnydae paanodapmaiieBTHUECKOTo MpeKypcopa, IpeIHa3HaueHHOTO TOJIBKO
JUTsl BBEICHUSI PaMOAKTUBHBIX METOK, MPEK]IE BCETO MPEACTABIACTCS HH(OPMALIHS O
BO3MOYHBIX TTOCIIEJICTBUAX HEAOCTATOUHON A (DEKTUBHOCTH BBEJICHUS PAJMOAKTHBHBIX
METOK WJIA IUCCOLUAIINH 1N VIVO KOHBIOTATa ¢ PaIMOaKTUBHON METKOM, T.€. BOIPOCHI,
CBSI3aHHbIE C JIEUCTBUEM CBOOOJAHOTO PAJMOHYKIIH/IA HA MAIMEHTOB. B nononHenue,
IPE/ICTaBIIACTCA COOTBETCTBYIOIIAs MHGOPMAIIHS OTHOCUTENBHO (DaKTOPOB PUCKA, T.€.
PagOaKTUBHOTO BO3/ICHCTBUS Ha MEPCOHANT OOJIBHUIIBI U OKPY>KAIOIIYIO CPENY.

B wacTHOCTH npeacTaBisieTcs cienyromas nHhopmarus:
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[Tonoxenusst Moayns 3 wnu Yactu Il [lepeunst npuMeHstoTCS pU perucTpanuu
paanodapMaleBTUYECKUX MPEKYPCOPOB, KaK YKA3aHO BBIIIE, €CIIU MPUMEHUMO.

B Monayne 4 nnu Yactu 111 [lepeuHs OTHOCUTENBHO TOKCUYHOCTH MIPU
OJHOKPaTHOM M MHOTOKPAaTHOM BBEIECHUH IPEACTABISAIOTCS PE3YIbTAThI
JOKJIMHAYECKUX UCCIIEOBAHUN, IIPOBEACHHBIC B COOTBETCTBUU C IPABUIaMU
HaJIexalieit 1abopaTopHON MPaAKTUKH.

HCCHCI{OB&HI/IH Ha MYTarcHHOCTb PAJUOHYKIIMAOB HC CHUTAIOTCA NPUMCHUMbIMUA
B JAHHOM KOHKPCTHOM CJIy4dac.

[Ipencrasnsiercst uHGOpPMAaIINS OTHOCUTEIBHO XUMHUYECKOW TOKCUYHOCTH H
pacnpeneneHusi COOTBETCTBYIOIIETO «XOJOAHOT0» (HE COAEPIKAIIEro paauOaKTUBHBIX
BEILIECTB) HYKJIHUJIA.

B Monayne 5 unu Yactu [V Tlepeuns knunnyeckast HHGOpMaIus, MOTyYeHHAs B
X0JI€ KIIMHUYECKUX UCCIIEeI0BAaHUI ¢ CIOJIb30BaHUEM IIPEKypcopa caMoro 1o ceode, He
CUMTAETCS 3HAYMMOH B Cllydae paguo(apManeBTUIECKOro peKypeopa,
IIPEAHA3HAYECHHOT0 UCKIIFOUUTENBHO I BBEACHUS PAIUOAKTUBHON METKH.

[Ipencrasnsiercst uHGOpMaIns, MOATBEPKIAI0MIAS KIMHUYECKYIO
3 PeKkTUBHOCTD pagruodapMaleBTHIECKOT0 MPEKypcopa Mpu MPUCOSAUHEHUHN K
MOJIEKYJIAM COOTBETCTBYIOIIETO HOCUTEJIS.

11. Opdannsie iekapCTBEHHbIE MPENapaThl

[Ipu s3xcnepTr3e opaHHBIX MPENapaToB MOJOKUTEILHOE 3aKIFOUEHUE O
0€e30I1acHOCTH BbIIa€TCs O] 0053aTEIbCTBO 3asIBUTENS HA YCIOBUSAX:

1) BeIMONTHEHUS B ONPEIEIICHHBIE CPOKU OMPEAEICHHON IPOrpaMMBbl
UCCIIEIOBAHUM, PE3YJIbTAaThl KOTOPBIX OYIYT SIBJISITHCS OCHOBAHUEM JIJISI IEPEOLICHKU
COOTHOUIEHHUS «I0JIb3a-PUCK;

2) npUMeHEHUs JIEKapCTBEHHOIO Mpernapara 1noji CTporuM HabJII0JICHUEM Bpaya;

3) HEMEeUICHHOTO YBEIOMJICHHSI TOCYIapPCTBEHHOTO OpraHa O JIO0BIX TTOOOYHBIX
JENUCTBUAX, BO3HUKIIUX MIPU MPUMEHEHUU OpPaHHOTO MpernapaTa, U NPeAIpUHSITHIX
Mepax.

B nepuop BBINOTHEHUS MOCTABICHHBIX YCIOBHUM YKCIEPTHAS OpTraHU3aIUs
MPEIOCTABIISET B TOCYAAPCTBEHHBIN OpraH HHGOPMAIIHIO, ITOTYy4aeMyIo OT 3asBUTEIS O
IIPOBEJACHUM OINPEAECICHHON MPOTrPaMMBbl UCCIIEIOBAHUM JJIs1 €5KETOJHOU MEPEOLICHKHU
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COOTHOILIEHHSI «I10JIb3a-PUCK» JIJISl 3aPETUCTPUPOBAHHOTO TAKUM 00pa3oM op(aHHOIro
npenapara. MTHCTpyKIMs 10 MEIULIMHCKOMY IPUMEHEHUIO U Apyras MEAULIMHCKAs
uH(pOopMaIs O 3apETUCTPUPOBAHHOM TaKUM 00pa3oM OppaHHOM MpernapaTe COAEPKUT
yKa3aHHUs O HEJOCTATOYHOCTH JAHHBIX.

12. BBICOKOTEXHOJIOTHUECKHUE JIEKAPCTBEHHBIE ITPenapaThl

Marepuanbl perucTpalluOHHOTO J1I0ChE JIJISl BBICOKOTEXHOJIOTUYECKUX
JIEKapCTBEHHBIX MPENapaToB COOTBETCTBYIOT pazzaeny 4 [IpaBun Ne 78

13. Tpaucdep

[Tpu sKcriepTH3e IEKapCTBEHHBIX MPENapaToB, MPOU3BOIUMBIX
npousBoautensimMu Pecriyonrku Kazaxcran Ha OCHOBE MOJIHOTO nepeHoca (TpaHcdepa)
MIPOU3BOJICTBEHHBIX M TEXHOJIOTHYECKUX MPOIIECCOB, K PETUCTPAIIMOHHOMY JI0ChE
JIOTIOJTHUTENBHO TPEOCTABIISIOTCS CICAYIOIINE JOKYMEHTHI:

1) moroBop 0 mepeHoce MPOU3BOJACTBEHHBIX U TEXHOJIOTHYECKHUX MPOIECCOB
MEXTy OTE€UECTBEHHBIM MTPOU3BOAUTENIEM U 3apyOEKHBIM TIPOU3BOIUTETIEM;

2) OT4YET 10 pe3yJibTaTaM MPOBEACHHOTO TpaHChepa, BKIIOYAIOIIETO OMTUCAHUE
npoekTa Tpancdepa, macirad TpaHcepa, KpUTUIECKUE MapaMeTphl, OTy4YeHHbIE
OCHOBHOU U JOMOJHUTEIbHON IJIOMIaKAMHU, 3aKJIIOUUTEIbHBIE BBIBOIBI TpaHC(hepa;

3) o0 Banugaluu MPOM3BOACTBEHHBIX TPOIIECCOB HA OTEYECTBEHHOM
MIPOX3BOJICTBEHHOM TIJIOIIAJIKE;

4) 0 MOATBEPAKAECHUU TOTO, YTO KAYECTBO UCXOJAHOTO ChIPbsI (AKTUBHOM
cyOcTaHIIUU, BCTIOMOTATEIbHBIX BEIIECTB), UCIIOJIb3YEMOI0 Ha OT€YECTBEHHOU
IJIOIAJIKE HE BIUSET HA MPOLECC UM TOTOBBIA MPOIYKT;

5) MO KOHTPOJIIO KauecTBa MpenapaToB, MPOU3BOANMBIX Ha OT€YECTBEHHON
POU3BOJCTBEHHOM IUIOIIAKE, U MPENapaToB 3apyOeKHOT0 MPOU3BOAUTENS
OCYLIECTBJISIETCS IO OAHOM crienuPuKauuu (0IUHAKOBBIA MPOPUIb MPUMECEH,
dbapmMakoOKMHETUYECKHI TPOGUITH pACTBOPEHUS (17151 TBEPABIX JIEKAPCTBEHHBIX (OPM) U
UH-BUTPO UCCIIEAOBAHMUS);

6) OTYETHI HCCIIeJOBAaHUN OMOIKBUBAJICHTHOCTH UM KIIMHUYECKUX
MCCIIEIOBAHUM JIEKAPCTBEHHBIX MPENapaToB, MPOU3BEICHHBIX HA TPOU3BOICTBEHHBIX
wionaakax BHe Kazaxcrana (B ciyyae oTCyTCTBUS — 00OCHOBAHUE).
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[Tpu nmonHOM nepeHoce (TpaHcgepe) MPOU3BOACTBEHHBIX U TEXHOIOTHUECKUX
IPOLIECCOB 3asIBUTENH 00ECIIEYMBAET MOJHOE COOTBETCTBUE YCIOBUM MPOU3BOJICTBA U
CUCTEMBbI O0OecTieueHus KadyecTBa Ha MPOM3BOJICTBEHHOM TuTomaake B PecryOmike
Kazaxcran yciaoBusiM mpou3BOICTBA U CUCTEME 0OecTieueHns KauecTBa
IIPOU3BOJICTBEHHOM TUIoIaku BHe Kazaxcrana.

14. Tlepeperucrpanms

1. 3agBuTenbL MOAACT 3a4BJICHUE HA DKCIIEPTU3Y B LIEISAX NMEPEPETUCTPALIUU HE
MeHee ueM 3a 180 gHel 10 ucTedeHus: Cpoka AEHCTBUS PErUCTPALIMOHHOTO
yA0CTOBEPEHMUSI.

2. Ha skcniepTr3y npu rocy1apCTBEHHOM NEPEPETUCTPALINH JIEKAPCTBEHHOTO
cpeacTBa npousBoautensmu Pecyonuku Kazaxcran npenocrasisitorest yactu [ u 11
[Tepeuns npunoxxenus 2 k HactosuM [IpaBunam, 3apyOe>kHBIMUA TPOU3BOAUTEIISIMHU
npenocrasisatores Moaynu 1-3 corimacHo npuioxeHuro 3 k HactosimuM [ IpaBuitam.

HononuutensHo npousBoautensimMu Pecyonuku Kazaxcran uz Yactu IV
[lepeuns cornacHo NpUIIOKEHHIO 2 K HacToAmuM [IpaBunam u 3apyOexHbIMU
IIPOU3BOAUTEISIMU U3 MOyJIsg 5 COIIACHO MPWIOKEHUIO 3 K HacTosuuM [IpaBuiiam
IIPEAOCTABISAIOTCS:

1) OTYETBI OCTPETUCTPAMMOHHBIX KIIMHUYECKUX UCCIIeIOBAaHUHN 3 PEeKTUBHOCTH
u 6e3omacHoCTU (TIPH HATTMYHUH);

2) nepuoAUYECKHU OTYET MO OE30MaCHOCTH 3a MOCIIEAHHE S5 JIET HaXOXKICHUS
JIEKapCTBEHHOTO Ipenapara Ha (apmaneBThuyeckoM pbeiHke PecniyOnuku Kazaxcran ¢
KpPaTKUM ayTEHTUYHBIM MIEPEBOJIOM C SI3bIKa IPOU3BOJUTENSI HA PYCCKUM SI3bIK
OCHOBHBIX Pa3/eIIOB.

3. Ha skcniepTusy nmpu rocy1IapcTBEHHOM nepeperucTpainuu 0MoJI0rudecKoro
JIEKapCTBEHHOT'O CPEJICTBA, B TOM YHCJIE€ OMOCUMUIIAPA, IPEIOCTABISIOTCSA:

1) nepuoauyeckuii OTYET 1O OE€30MACHOCTH 32 MOCIEIHUE 5 JIET HAXOXKIACHUS
JIEKapCTBEHHOTO Ipenapara Ha ¢apmareBTuueckoM peike Pecriybnuku Kazaxcran ¢
KpaTKUM ayTEHTUYHBIM MIEPEBOJIOM C SI3bIKa IPOU3BOUTENSI HA PYCCKUM SI3bIK
OCHOBHBIX pPa3/ielioB;

2) pe3ynbTaTbl MOHUTOPUHTA [JIAHA YIPABJICHUS] PUCKAMH 1 MUHUMHU3aLAN
pHUCKa, UMMYHOT€HHOCTH, MPU MPUMEHEHUN OMOJIOTUYECKOTO JIEKAPCTBEHHOTO
cpencTBa, B ToM unciie B PecnyOnnke Ka3axcraH, mojly4eHHBIX B pe3yJibTare:
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MOCTPETUCTPAIIMOHHBIX HAOII0IaTENIbHBIX UCCEOBAHUM 0€30MaCHOCTH U
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB (METOJOM aKTHBHOTO MOHUTOPHUHTA,
METOJIOM CJIy4all — KOHTPOJIb UJIKM KOTOPTHBIX PETPOCTIEKTUBHBIX U (MJIH)
MPOCHEKTUBHBIX UCCIIEIOBAHMI);

a"anu3a P CITUCTPOB IMIALIMCHTOB, ITOJYYarOIKUX JICYCHUC OIIPCACIICHHBIM
OMOJIOTHYECKUM JICKAPCTBCHHBIM CPCACTBOM;

IMMOCTMAPKCTHUHIOBBIX KIIMHUYCCKUX HCCJICI[OBaHI/Iﬁ;

MIPOBEJICHUS 00YYaIOIUX MEPOIPUATHI MO MOBBIIICHUIO THHOPMUPOBAHHOCTH
Bpauel, (hapMaileBTOB U MALMEHTOB C IEJIbI0 CHIXKEHUSI PUCKOB, CBSI3aHHBIX C
IpUMEHEHUEM OHOJIOTUYECKOTO JIEKapCTBEHHOTO cpencTBa B Peciybnuke Kazaxcran.

4. 11 oKCepTHU3bI MPU TOCYAAPCTBEHHON TIepepeTucTpariii ONOCUMUIISIPOB (3a
UCKJIFOYEHUEM OMOCHMUIISIPOB B JIEKAPCTBEHHBIX (hOpMax JJisi HAPY>KHOT'O MPUMEHEHUS,
CYyHIO3UTOPUSX (pPEKTaJIbHbIE, BATMHAIILHBIE)), 3aPErUCTPUPOBAHHBIX B PecryOunrke
Kazaxcran 1o BcTymieHus B cuity TpeboBaHuil HacTosmux [IpaBui, npegocrasisercs
PErUCTPAallMOHHOE JIOChE KaK JJIsl PETUCTPaLUu.

15. BHecenre n3MEHEHHI B PETUCTPALIMOHHOE JIOChE

1. IIpu BHECEHNIT N3MEHEHUH B pErUCTpaliuoHHOe nocke Thna IA, Ib wm 11
3asiBUTEJIEM MPEIOCTABIISIETCS MOSCHUTENbHAS 3aIIMCKa, COIepKallasi 000OCHOBAHHE
HEO0OXOIUMOCTH U IOCTOBEPHOCTH BHOCUMBIX U3MEHEHUH.

2. IIpu BHECEHHIT U3BMEHEHUH B PETUCTPAlMOHHOE A0Che Thna II:

- o nyHktaM b.I ipenocrasnsercs nepeuens qokymeHToB Yactu I, II [lepeuns
(oOHOBNeHHbIE pa3nenbl [ A7 - JIokyMeHT, TOATBEPAKAAIOIINNA KAYECTBO aKTUBHOT'O
BeniecTBa (cepTudukar aHanu3a cyOCTaHIIUU OT MPOU3BOIUTENS, CEPTUDUKAT
cooTBeTCTBUsS MOHOTrpaduu EBponelickoin @apmakoneu, IpOTOKOJI aHaIu3a,
ananmutrdeckuit mactopt) u Il C 1 - aktuBHas cyOCTaHIIMA B COOTBETCTBUU C
BHOCUMBIMH U3MeHeHUusIMH) uii Monyis 3 [punoxenust 3 (0OHOBIIEHHbIE pa3esbl 3.2.
S B COOTBETCTBUM C BHOCUMBIMU U3MEHEHUSIMH );

- no myHkTaM b.II mpegocraBnsercsa nepedenp 1okymeHToB Hactu |
(o6HOBNEeHHBIN pa3nen | A8 - JlokyMeHT, OATBEPKIAIOLIUI Ka4eCTBO TOTOBOTO
IPOJYKTa TPEX MPOMBIIUIEHHBIX cepull (cepTuduKaT aHaIu3a, MPOTOKOJI aHAIK3a),
0JIHa cepusi KOTOPOTO COBMAAAET C cepueil oOpasiia JeKapCTBEHHOTO CPE/ICTBa,
MOJIAaHHOT'O HA PETUCTPAIUIO B COOTBETCTBUU C BHOCUMBIMU U3MeHEHUAMHM) U 11
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C BHOCUMBIMHU I/ISMGHGHI/IHMI/I).
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[Ipunoxenue 5

K [IpaBriiam npoBeneHus

9KCIICPTU3LI JICKAPCTBCHHBIX CPEACTB

dopma

OT4eT HAYAJBLHOM IKCIIEPTU3BI (BATUAANUN PETUCTPANUOHHOIO 10CHE)

JEKAPCTBECHHOI'O CPEICTBA

1. IlpoBenena HavambHas SKCIepTH3a (BATHIANS PETHCTPALOHHOTO H0ChE) JICKAPCTBEHHOTO CPEICTBA

1))

damunusi, UM, 0TY4eCTBO (MIPHU HATTMYKMK) FKCIIEpPTa

2)

JIomKHOCTB DKCIIepTa

2. Uudopmaiiust 0 1eKapCTBEHHOM CPEJICTBE

1) | Homep u nara 3asBku

2) | ToproBoe HaMMEHOBaHHE MpenapaTa

3) | MexayHapoaHoe HemaTeHToBaHHOE Ha3Banue (nanee — MHH)

4) | JlexapctBennas popma

5) | Hosuposka

6) Konuentpanus

7) Crioco0 BBeIeHUS

3. YmakoBka

Ne | HaummenoBaHme ymakoBKU Bun O065- Ko-
yna- eM auye-
KOB- CTBO
K{ enu-
(rep- HUIL
BHY- B
Hasl, yna-
BTO- KOBKE
pud-
Has)

1)

2)

4. JlaHHbBIE O IPOU3BOJIHUTETC

Ne | Tun opraHu3aIMy WK yYaCTOK HPOU3BOJACTBA Ha- Crpa- | Opu-
nme- Ha Jde-
HOBa- CKHi
HHE azpec
opra-
HU3a-
V%071

1) | 3asButens

2) IIpousBoauTens

3) | YmakoBumk

4) | [epxaTenb peruCTPaniOHHOTO yI0CTOBEPEHHS

5. Ilopsnoxk oTmycka




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019
aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 14.05.2019
- ‘ dl i I?Tanogm,lﬁ Iigmpom,nmﬁ 0aHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata pexaKuun 19.04.2019
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE Tlata cxaumsais 14.05.2019
1) | YcnoBus otmycka: 0 PELeTTy

(Heo0X0IMMOE OTMETHTD)

0e3 perenra

TUM COCTaBOM aKTHUBHBIX BCIUICCTB

6. B PecniyOnuke Ka3axcran 1moj yka3aHHbIM TOPrOBbIM HAMMEHOBAHHEM paHee 3aperucTpUpOBaH JPYroi JIeKapCcTBEHHBIH Npemnapar ¢ Ipy-

1) HET Ja
7. OneHKa HOJIHOTBI, KOMIUIEKTHOCTH PErUCTPAllMOHHOTO JOChE U MPAaBUIBHOCTH O()OPMIICHNUS MPEJICTAaBIEHHBIX JOKYMEHTOB
1) | Hdocbe chopmupoBaHo 1o pas3jenam, CTpaHULbl IPOHYMEPOBaHBbI, ONUChH JJOKYMEHTOB COCTaBIICHa HeT
na
2) | KommiekT 1oKyMeHTOB COOTBETCTBYET yTBEPKAECHHOMY MEPEUHIO HET
Ia
3) | Hamudne nBeTHBIX MaKeTOB YIAKOBOK U (haKT 3aBEPEHHS UX MEYAThIO 3aIBHTENS, COOTBETCTBUE YIIAKOBKHU JIeKap- HET
CTBEHHOTO0 Npenapara [IpaBunaM MapKUpOBKH JIEKapCTBEHHBIX CPEACTB, H3CIHH MEIUIMHCKOTO HA3HAYCHUS 1 1a
MEIULHHCKON TEXHHUKH, YTBEPKICHHBIM ITPHKa30M MHUHHCTpa 3ApaBOOXPAHEHHS U COIMANBHOTO pa3BuTus Pec-
nmyOnuky Kazaxcran ot 16 anpenst 2015 roga Ne 227 (3apeructpupoBan B PeecTpe rocyaapcTBeHHO perucrpauuu
HOpPMAaTHBHBIX IPpaBoBbIX akToB nox Ne 11088) (nanee — [Ipuxaz Ne 227)
4) | Tekct MapKHUpOBKH 00pa3L0B MAKETOB YIIAKOBKH, 3THKETOK, CTUKEPOB cooTBeTcTBYET [Ipukasy Ne 227 HET
Ia
8. OneHka cocTaBa J€KapCTBEHHOTO TIpenapara
1) | Hamuuue B cocTaBe J€KapCTBEHHOIO IpenapaTa 3alpelieHHbIX KpacuTesel u JpyruxX BCIOMOraTelIbHbIX BELIECTB HeT
Ia
2) | Hamuuwme B cocTaBe JIEKapCTBCHHOIO Ipelapara BEIIeCTB, OyYCHHBIX U3 KPOBH, OPIaHOB M TKAHEH 4eJloBeKa U HET
KUBOTHBIX 1a
3) | Hamudue B cocTaBe HAPKOTUUECKHX CPEICTB, IICHXOTPOIHEIX BEIECTB K IPEKypCcOpOB (IIpU HAMUYHHU yKa3aTh Tad- HeT
JUITY, TIO3ULIHIO) na
9. OueHka Ha3BaHUS JIEKAPCTBEHHOTO IpeMapara Ha IpeMeT OTCYTCTBUS B HEM:
1) | cxoxcTBo ¢ paHee 3aperuCTpUPOBAHHBIMY JIEKAPCTBEHHBIMU IIPENIapaTaMy U CJIOB C HeOJIar03ByYHBIMHU BBIPAXKEHU- HeET
AMU 1a
2) | cmocoGHOCTH BBECTH B 3a0Iy’KI€HHE OTHOCHTEIFHO HCTUHHOTO COCTaBa U AEHCTBHSA MpenapaTa HET
Ja
3) | cxoncrsa MHH u/unu cXoziHble ¢ HUMM Ha3BaHUs VIS IEKapCTBEHHOT'O Ipenapara JApyroro XMMHYeCKOro cocTaBa HET
WU JICUCTBUSA 1a

10. Ouenka cBeeHuit 0 GapMakoIOrHyecKoM JAeHCTBUHU JICKapCTBEHHOT'O Iperapara

1)

CoO0TBETCTBUE CTPYKTYPHI 1 0QOPMIICHUSI HHCTPYKIMHU T10 MEAUIIMHCKOMY PUMEHEHUIO JICKAPCTBEHHOTO TIperapa-
ta [IpaBuiam cocraBieHus: 1 OQOPMIICHHS HHCTPYKIHH 110 MEAUIIMHCKOMY IPUMEHEHHIO JISKAPCTBEHHBIX CPEIICTB
M M3/IeNUil MEMIIMHCKOTO Ha3HAYCHUS, YTBEPKICHHBIM NTPUKa30M MUHHUCTpA 3paBOOXPAHEHHUS U COLHAILHOTO
pazButus Peciyonuku Kaszaxcran ot 29 mas 2015 roma Ne 414 (3apeructpupoBan B Peectpe rocyiapcTBeHHHON
perucTpaluyu HOpMaTUBHBIX MPaBOBBIX akTOB 1o Ne 11495)

11. 3akmroueHus:

D)

OTKa3aTh B lalIbHEMIIIeH dKcrepTr3e (C 000CHOBaHHEM )

2)

TIPOAOJIKUTD SKCIIEPTU3Y

PyxoBoautens CTpyKTypHOTO MOIpa3AeIeHUs

noxnucek  Damunusd, M4,
0T4eCTBO (IIPH HATUYUH)
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Okcnept

IOAITHUCH

Hara

Mecro neuatu

damunust, UMs1, OTIECTBO (IIPU HATHYHH)



e.zarli
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AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB
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[Ipunoxenue 6

K [IpaBriiam npoBeneHus

9KCIICPTU3LI JICKAPCTBCHHBIX CPEACTB

dopma

OT4eT HAYAJBLHOM IKCIIEPTU3BI (BATUAANUN PETUCTPANUOHHOIO 10CHE)

H3MeHeHHﬁ, BHOCHMBIX B PETUCTPAINMOHHO€ TOCHE JICKAPCTBEHHOI'0 CPpEACTBA

1. IIpoBeneHa HavambHAs SKCHIEPTU3a (BATMIALNS PETHCTPALIMOHHOTO A0ChE) H3MEHEHHI, BHOCUMBIX B PETHCTPALIMOHHOE J0ChE JIEKapCTBEH-

HOI'0 Cpe€acTBa

D)

damuinusi, UM, 0TYeCTBO (TP HAJTMYKMK) FKCIIepTa

2)

JI0JDKHOCTB 3KCTIe

pra

2. 3asBJICHHBIC U3MEHECHMS SIBJISIFOTCS:

tuna I: Tuna I A, tuna I b

‘YKazath BHOCUMBIC U3MEHEHHS

Tuna Il

‘YKazath BHOCUMBIC U3MEHEHHS

3. Uudopmariust 0 1eKapCTBEHHOM CPEJICTBE

1) | Homep u nara 3asBku

2) | ToproBoe HaMMeHOBaHHE MpenapaTa

3) | MexayHapoaHOe HEeMaTeHTOBAaHHOE Ha3BaHUE
4) | JlexapcrBennas dopma

5) | Hoszupoka

6) Konuentpanus

7) Crioco0 BBeeHHS

8) | Opranuzauus-npou3BoaAUTEIb

9) | Ne perucTpanoOHHOTO y/I0CTOBEPEHHS

4. YnakoBka

Ne | HaumenoBaHue ynakoBKU Bup ynakoBku (miepBUYHAsL, BTOPUY- O0BeM KomnuyectBo enunumi B yma-
Has) KOBKE
1)
2)
5. JlaHHBIE O IPOU3BOAUTEIIE
Ne | Tun opraHu3aiyy WM y4acTOK MPOU3BOJI- HaumMeHoBaHME OpraHU3ain Crpana IOpunuyeckuii anpec
CTBa
1) | 3asBurens
2) IIpousBoauTens
3) | YmakoBmnmk

6. IlepeyeHb BHOCHMBIX H3MEHEHUIT

)]

HaumenoBanue JAOKYMCHTa

Crapas penakuus

LUt

Hosgas penak-

7. OHeHKa TIOJIHOTBI, KOMIUIEKTHOCTHU PEruCTpalifuOHHOTO JOCHE U IPAaBUIIBHOCTU O(LI)OpMJ'ICHI/ISI NPEACTaBICHHBIX TOKYMEHTOB

)]

COCTaBJICHA

Jlocke copMUpOBaHO 110 pa3jiesiaM, CTPAHHUIIBI IPOHYMEPOBAHBI, OIUCH JJOKyMEHTOB HET

Ja
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2) | KoMmruiekt 10KyMEHTOB COOTBETCTBYET YTBEPXKICHHOMY HEPEUHIO HET

na

8. akirouenue:

1) | oTkasath B AanbHeiien skcnepTruse (¢ 000CHOBaHHEM )

2) | TPOIOJKUTB DKCIEPTH3Y

PyxoBoautens CTpyKTypHOTO MOpa3ieIeHUs

noxnuce  Damunus, ums,
0T4eCTBO (IPH HATUYUH)

OkcnepT

nogmucy  Pammnns, uMs, 0TIECTBO (TIPH HATTMYNH)

Jlara
Mecro neyatu
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[Ipunoxenue 7
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

IlepevyeHb HepaAIMOHAJIbHBIX KOMOMHALMH JIEKAPCTBEHHBIX CPE/ICTB

Ne Ha3BaHue nekapcTBEHHOTO CPEJICTBA, NX KOMOMHAIINT

1. ®ukcHpoBaHHbIE KOMOMHAIIMY BUTAMHHOB C TPAHKBHIIM3aTOPaMU

2. ®uKcHpoBaHHbIE KOMOMHALIMY aTPONNHA/aTPOITMHOIIOI00HBIX JIEKAPCTBEHHBIX BEIIECTB C aHAJIBIETHKAMH U aHTHITHPETHKAMH

3. ®uKcHpoBaHHBIE KOMOMHAIIMN HOXUMOHMHA C TECTOCTEPOHOM M BUTAMHUHAMH

4. ®dukcupoBaHHBIE KOMOMHAIMY Kelie3a ¢ HOXUMOMHOM

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

6. ®ukcupoBaHHbIE KOMOMHAIMY TIEHUIWITHHOB C CyIb(OHaMUIaMU

7. ®ukcupoBaHHbIE KOMOMHAIIMY BUTAMUHOB C aHAJBIETUKAMH (32 UCKIIIOUEHHEM ITapareraMosia ¢ BUTaMrHOM C, alleTHIICATHIIIIOBOH
KHCIIOTHI ¢ BUTaMuHOM C)

8. ®duxcrupoBaHHbIE KOMOMHAIIMY XMHOJIOHOB C JIFOOBIMH JIPYTMIMH JIEKAPCTBEHHBIMH CPEACTBaMH, 32 MCKIIIOUCHHUEM IIPErapaToB JJIs Ha-
PYKHOTO TIPHUMEHEHUS

9. OuKCHpOBaHHBIE KOMOWHAIIMU KOPTUKOCTEPOUJIOB C JIFOOBIMH IPYTHMH JICKAPCTBEHHBIMH CPEACTBAMH JUIS IPUEMa BHYTPb

10. | PukcupoBaHHBIE KOMOMHAILMHU XJIOpaM(EHHUKOIA ¢ IFOOBIMU IPYTUMH JISKAPCTBEHHBIMH CPEACTBAMH JUISl TPUEMa BHYTPb

11. | PukcupoBaHHbIE KOMOMHAIIMY BUTAMHHOB C IPOTUBOTYOEPKYJIE3HBIMH TIpeNapaTaMu, 3a HCKIIOUSHHEM H30HHA3U/1a C TUPHIOKCUH
TUAPOXJIOpUIOM (BuTaMuHOM B6)

12. | KomOuHaimu cTepouHbIX aHAOOIUKOB C IPYTUMHU JICKApPCTBEHHBIMU CPEICTBAMU

13. | PukcupoBaHHbIE KOMOMHALMU CEIATUBHBIX/CHOTBOPHBIX/AHKCHOIMTHYECKHX JICKAPCTBEHHBIX CPEJCTB C aHAJIbI€THKAMU-aHTUITUPE-
TUKaMH/ HECTEPOUIHBIMHU HPOTHBOBOCIIAIUTEILHBIMH CPEJICTBAMH

14. ®dukcupoBaHHbIE KOMOMHAIIMY aHTarOHKUCTOB H2-ricTaMUHOPEIeTI TOPOB/MHIMOUTOPOB TPOTOHHOMW TTOMITBI C aHTAIHIaMU

15. DuKcHpOBaHHBIE KOMOMHALMY, COoJleprKalye OoJiee YeM OHO aHTUTHCTAMUHHOE JIEKAPCTBEHHOE BEIECTBO

16. DUKCHPOBaHHBIE KOMOWHAIIMY AaHTUTEIIBMUHTHBIX JIEKAPCTBEHHBIX CPEJICTB CO CITa0UTENbHBIMU

17. DUKCHPOBaHHBIE KOMOWHALMY JIEKAPCTB ¢ OPOHXOPACIIMPSIOIINM JISHCTBUEM C MIPOTHBOKAIIIEBBIMU JIEKAPCTBEHHBIMU CPEACTBAMU
LEHTPAIBHOTO ICHCTBHS W/UIM aHTUTUCTAMUHHBIMH CPEICTBAMU

18. ®dukcupoBaHHbIE KOMOMHAIIMY MYKOJIMTHKOB/OTXapPKHUBAIOIINX CPEJICTB C MIPOTUBOKAIIJICBBIMU JIEKAPCTBEHHBIMU CPECTBAMH U/HIIH
AQHTUTHCTAMUHHBIMH CPEACTBAMU

19. | DukcupoBaHHbIC KOMOUHAIMH CIAOMTEIBHBIX H/UITH CTIA3MOJIMTHYECKHX JIEKAPCTBEHHBIX CPENICTB ¢ JEPMEHTHBIMH TIpeapaTaMu

20. | dukcupoBaHHBIC KOMOMHAIMY TPOTHBOPBOTHBIX JIEKAPCTBEHHBIX CPEJCTB HHIMOUTOPOB JIONTAMUHOBBIX PELETITOPOB C JICKAPCTBEHHBI-
MH BELIECTBAaMHU, UMEIOLIUMH CUCTEMHYIO a0COpPOLIHIO

21. | ®duxcupoBaHHBIE KOMOMHALNH IPOTUBOKAILICBBIX JICKAPCTBEHHBIX CPEICTB LEHTPAILHOTO ACHCTBUS C aHTUTUCTAMHHHBIMU JIEKap-
CTBEHHBIMH CPEACTBAMH

22. | dukcupoBaHHbIE KOMOMHAIMH, COIEPIKAIIME IEKTUH H/WITH KAOJIUH C JIIOOBIMH JIEKAPCTBEHHBIMH BEILIIECTBAMH, KOTOPBIE BCACHIBAIOT-
Csl B CUCTEMHBIH KPOBOTOK M3 JKEJTyJOYHO-KHIIIEYHOTO TPAKTA, 38 UCKIIOYEHHEM KOMOMHALIMH TEKTHHA W/WITH KAOJIMHA C JIEKapCTBEH-
HBIMH BEIIECTBaMH 0€3 CHCTEMHON abcopOLnu

23. ®duKcupoBaHHBIE KOMOMHALMY TIPOTHBOIMAPEHHBIX JIEKAPCTBEHHBIX CPEJICTB C AJIEKTPOIUTAMH

24 DdukcupoBaHHbIE KOMOUHAIMU OKcU(eHOyTa30Ha Wi GeHMI0yTa30Ha ¢ II0OBIMU JPYTUMH JIEKapCTBaMU

25. ®duKcupoBaHHbIE KOMOMHAIMY aHAIBIMHA C JIFOOBIMU JIPYTHMH JIEKAPCTBEHHBIMHU CPEJICTBAMH

26. ®uKcupoBaHHbIE KOMOMHAIIMN HECTEPOHTHBIX IPOTHBOBOCIIAINTEIBHBIX JICKAPCTBEHHBIX CPEACTB/IapalieTaMolia/aHalbriHa ¢ aTpo-

HI/IHOHOZ[OGHLIMI/I JICKapCTBEHHBIMU CpCI[CTBaMI/I/CHa3MOHI/ITI/IKaMI/I

27.
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(DI/IKCI/IpOBaHHLIe KOM6I/IHaLII/II/I HECTEPOUAHBIX IIPOTUBOBOCHAIUTECIIBHBIX JICKAPCTBEHHBIX CpeI[CTB/HapaL[eTaMOHa/aHaJ'ILl"I/IHa C OIlr-
OJHBIMH aHaIILI‘CTI/IKaMI/I/OHI/IOI[HLIMI/I-HCOHI/IOI[HLIMI/I aHaJIbI'€TUKaMHA

28. ®urcupoBaHHbIE KOMOMHALMY JIBYX 1 00JIee HECTEPOUIHBIX IIPOTHBOBOCIAIUTEIIFHBIX JICKAPCTBEHHBIX CPEICTB

29. ®duxcupoBaHHbIE KOMOMHALMY TTaparieTamosia ¢ 6apOuTyparamMu, TPaHKBIIIN3aTOpPaMX M APYTHMH JIEKapCTBEHHBIMH CPEACTBAMH, UH-
JyKTOpaMH ()epMEHTOB LIMTOXPOMHON CUCTEMBI IICUCHH.

30. OukcupoBaHHbIE KOMOWHAIMY Mapaneramoda (Boie 200 MIJIUIpaMM B pa3oBOM J103€) ¢ HECTEPOUAHBIMHU [IPOTHBOBOCHATIUTEIBHbI-
MH JIEKAPCTBEHHBIMH CPEACTBAMU, 32 HCKIIOUCHNEM JIEKaPCTBEHHBIX NPEMapaToB KPaTKOBPEMEHHOTO IIPHUMEHEHUS

31. dukcupoBaHHbIE KOMOWHAIIMY NIEHUIWJUIMHOB CO CTPENTOMHUIIMHOM B APEHTEPATIbHBIX JIEKAPCTBEHHBIX (hopMax

32. dukcupoBaHHbIE KOMOWHAIIMY MTAHKPEATHHA WM aKPeaTNIasbl, COIEpKalMX aMUiIasy, IpoTeasy U JMNasy, ¢ JIOOBIMH APYTHMHI
(hepmMeHTaMu, B TOM YHCIIE OBIYbEH KEITUbI0, TEMULIEILTIONO030MH

33. ®dukcupoBaHHbIE KOMOMHALIMK HUTPO(YpPAHTOMHA U TPUMETOIIpUMA

34. DukcHpoBaHHbIE KOMOMHAIMU OapOUTYPATOB C APYTUMH JEKAPCTBEHHBIMHU CPEICTBAMH, 32 UCKIIOYEHUEM PACTHUTEIBHOTO IPOUCX0XK-
JICHHS

35. ®duKcHpoBaHHbIE KOMOMHAIMY JICKAPCTBEHHBIX CPEJICTB, YTHETAIOIIMX IEHTPAJIbHYI0 HEPBHYIO CUCTEMY CO CTHMYJISITOpPAMU 1I€H-
TpaJIbHOW HEPBHOM CUCTEMBI

36. ®duxcrupoBaHHbIE KOMOMHAIIMN 0ApOUTYPAaTOB C THOCIUAMUHOM W/HIIH THOCLIMTHOM, O€JUTaJOHHON M JPYTHMH aTPONNHOIOA00HBIMH
JIEKapCTBEHHBIMHU CPEJICTBAMHU

37. OukcHpoBaHHbIE KOMOUHAIIMN 6apOUTYPATOB C IPrOTAMHHOM

38. ®uxcrupoBaHHBIE KOMOMHAIMY TAIONIEPUI0IIA C JIFOOBIMU aHTHXOJIMHEPTUUECKUMH JIEKAPCTBCHHBIMH CPEACTBAMU

39. OuKcHpOBaHHBIE KOMOWHAIIMN aHTHOAKTEPHAIBHBIX U aHTHITPOTO30WHBIX JIEKAPCTBEHHBIX CPE/ICTB

40. OukcHpoBaHHbIE KOMOWHAIMY JIOTIEpaMuU/ia THAPOXJIOpUAA ¢ Gypa3onIoHOM

41. OuKCHpOBaHHBIE KOMOWHAIIMN aHTHOAKTEPHAIBHBIX JICKAPCTBEHHBIX CPEJICTB U MPOOHOTHUKOB, IIPEOHOTHKOB

42. ®uxcrupoBaHHbIE KOMOMHAIIMY IAIPOTENTAMHA C JIN3UHOM WIIN TIENTOHOM

43. DuKCHPOBaHHBIE KOMOWHAIIMN HECTEPOHUIHBIX IIPOTHBOBOCTIANIUTENILHBIX CPECTB/TIapalieTaMoJIa/alleTHIICATUIIMIOBOH KHCIIOTH U aH-

Taru08/H2-6:10kaTOpOB/HHTHOUTOPOB IIPOTOHHO MTOMITBI




e.zarli

KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi 19.04.2019

Cakray KyHi 14.05.2019
Jlara penakuuu 19.04.2019
JlaTta ckaunBaHMs 14.05.2019

[Ipunoxenue 8
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

dopma

CBOJHBII 0TYET IKCMEPTOB MO0 OIeHKE JIEKAPCTBEHHOI0 Mpenapara

1. HpOBeI[eHa 9KCIICPpTHU3a PETUCTPATMOHHOTO AOCHE JICKAPCTBCHHOI'O CPCACTBA

1. Damuns, UMs, 0OTUECTBO (IIPU HATMUHMU) U JOJDKHOCTB SKCIEPTOB
2. VYueHas cTeneHb, 3BaHNE
3. Ne 3asiBKM
4. Jlara
5. ToproBoe HanMeHOBaHKE TIpeNapaTa
6. MektyHapoIHOE HelaTeHTOBaHHOE Ha3BaHue (nayee - MHH)
7. JlexapcTBeHHBIN Npenapar ABISeTCs OpHruHaIbHBIH JIEKapCTBEHHBIH Ipenapar
BocnpousseneHHBIi 1eKapCTBEHHBIH IpenapaT
BuononoOHsIit nekapcTBenHbIi npenapat (buo-
CUMMUJISIP)
T'uOpuaHBII TeKapCTBEHHBIN Mpenapar
Buonoruyeckuii nekapcTBeHHBINH Npenapat
KomMOun1poBaHHBIH 1eKapCTBEHHBIH IpenapaT
JlexapCTBEHHBII TpenapaT ¢ XOpoIIO U3y4eH-
HBIM MEJMIIMHCKUM NPHMEHEHUEM
PannodapmaneBTHUECKHIT IEKaPCTBEHHBIHN Mpe-
napar Wi peKypcop
T'omeomnaTnueckuii 1eKapcTBEHHBIH Mpenapat
PactutenbHblil IekapcTBEHHBIN NpenapaT
OpdaHHbli TeKapCTBEHHbIH Npenapar
AxTuBHas (apmaneBTHyecKas cyOcTaHIus,
npou3sBeJieHHas He B ycnoBusix GMP
JlexapCTBEHHBIH OATK-TTPOIYKT
Buonoruyeckuit 6ank-mpoayKkT
JlekapcTBeHHOE IPHPOIHOE ChIphe (HE hapma-
KOIIEHHOE)
HccnenoBanus BOHBIX PAaCTBOPOB I'€HEpUYe-
CKHX IpernapaTtoB HH-BUTPO
BHenpenue Tpancdepa npou3BOJICTBEHHBIX U
TEXHOJIOTUUECKUX ITPOLECCOB
8. Jlist reHeprKa yKa3aTh Ha3BaHHE OPUTHHAIBHOIO JIEKAPCTBEHHOTO IIpenapaTa
9. JlekapcTBeHHas popma
10. | HdosupoBka
11. | Konuenrpamus
12. | dapmaxoTepaneBTUUECKas rpyInma
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13. | Koa B cOOTBETCTBHH C aHATOMO-TEPANIEBTHUECKO-XMMUYECKOH KilacCU(pHKaen
(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 HUE

3. JanHbBIE O IPOU3BOAUTETIE

Ne | Tum opraHM3aIuy WiIH y4acTOK IPONU3BOJICTBA HawnmMenoBanune opranusanun Crpana | Opuamgeckuii anpec
1. 3asBUTEND

2 IIpousBoanTens

3 ‘YnaxkoBImuK

4. Y4acTok mpou3BOACTBA

5 JleprkaTenb peruCTPALMOHHOTO YIOCTOBEPEHUS

4. Peructpaius B CTpaHe-MPOU3BOUTENE U IPYTUX CTpaHaX

Ne HasBanue crpanbl Ne perucTpaiMOHHOTO YI0CTOBEPEHHS Jlara Bbaun Cpok zeiicTBust

5. B pe3ynbraTte mpoBEeIeHHON SKCIIEPTU3bI YCTAHOBIICHO:

1) CocTaB 1€KapCTBEHHOTO CPEJCTBA U 3aKJIIOUEHHUE O €r0 PAIMOHAIBHOCTH U
COBMECTHUMOCTH MHTPEIUCHTOB (YKa3aTh JICKAPCTBEHHBIC CYOCTAHIINH U
BCIIOMOTaTEIbHbIE BEIIECTBA, BKIIFOYasi KOHCEPBAHThI, COCTABHBIEC BEIIECTBA 000JIOUKH

penapaToB):
Ne | HaumenoBanue KonmnuectBo Ha HopmaTHiBHBIN TOKYMEHT [0 KOHTPOJIIO Ka4ecTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPE/CTB,
eauHuLy jekap- | wim [ocynapcrBenHas dapmakornes Peciyonuku Kazaxcran, 3apyOexHsie papmakorneu, npu-
CTBEHHOH (op- 3HAHHbIE ICHCTBYIOMIMMH Ha TeppuTopun Pecybnuku Kasaxcran
MBI
1. | JlexapcrBenHas
(b1e) cyOcTaH-
ust (1):
2. Bcnomorarens-

HBIC BCIICCTBA:

3. CocTtaB 000J104-
KM TaOJIETKH
WK KopITyca

KaIlCyJbl:

2) [ns1 nekapCTBEHHOTO PACTUTEIBHOTO ChIPhS

Me-
CTO

Ne Borannyeckue 1aTuH- HOpMaTPIBHBIﬁ JOKYMCHT I10 KOHTPOJIIO KayeCTBa U 0e30MacHOCTH JICKapCTBEHHBIX IIHKOpaC-

CKHE Ha3BaHHs pacTe- cpencts, uinu ['ocynapcrsennas dapmaxones Pecriy6nuku Kasaxcran u 3apyoesx- Tylee
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HMH, BXOJALIUX B CO- Hble (hapmakonen, NpU3HaHHbIE eicTBYOIMMU Ha TeppuTopuu Pecy6inku Ka- WU KyJIb- po-
craB cobopa 3aXCTaH TUBHpYE- H3-
Moe pac-
Ta-
HHUS
L.
2.

6. [Ipon3BOANTENN aKTUBHBIX CYOCTaHIIMM, BXOISAIIUX B COCTAB JIGKAPCTBEHHOTO

cpelcTBa
Ne | HammeHoBaHHE BEIIECTBA, BXOAIIETO B HaumenoBaHue mpou3BoanTeNs HA Crtpa- | Anpec mpoU3BOACTBEHHON IUIOMIAA-
COCTaB JICKaPCTBEHHOT'O CPECTBA PYCCKOM M aHTJIMICKOM SI3bIKaX Ha* KU Ha PyCCKOM M aHTJIMIICKOM SI3bI-
Kax
1.
2.

7.B ClIy4ac HAJIUYHA B COCTABC JICKAPCTBCHHOI'O CPCACTBA BCIICCTBA,

MOJIJISKAIIETO KOHTPOJIIO B COOTBETCTBUM ¢ 3akoHOM Pecny6nuku Kazaxcran ot 10

ntons 1998 roga "O HapKOTHYECKUX CPEACTBAX, ICUXOTPOMHBIX BEIIECTBAX, UX

aHajorax M rpeKypcopax u Mepax MpoTHUBOJACUCTBUS X HE3aKOHHOMY 000pOTY U

3510ynoTpeOIeHuI0 uMHU'";

1)

3axiro4eHne O IPUHAUIEKHOCTH K HOAKOHTPOJIBHBIM BEIleCTBaM (Ha OCHOBAHMH M3YyUCHHMS MEXKYHApOIHOTO HETTATEHTOBAHHOTO
HAMMEHOBAHUs, TOPTOBOTO HAa3BaHMUS, XUMHUYECKOTO Ha3BaHUs, CTPYKTYPHOH (JOPMYJIBI O IIPUHAIICKHOCTH K HOJKOHTPOJIBHBIM Be-
IeCTBaM C yka3anueM no3unuu Tabnui Crucka, sIBISETCs JIH BEIIECTBO CTEPEOM30MEePOM HaApKOTHYECKHX cpecTB Tabmuist 11, B
TeX Clly4asix, KOT/la CyIECTBOBaHHE TAKUX U30MEPOB BO3MOYKHO B PaMKaX JIaHHOTO KOHKPETHOTO XMMHYECKOTr0 0003Ha4YeHHs (eciu
TaKOBBIE OMNPE/ICIICHHO HE HCKIIIOYEHBI), COJIBIO BCEX HAPKOTHUECKHUX CPEACTB, NepeurcieHHbIX B Tabnune 11, Bkirtouas comu nzome-
POB, KaK IPEeAyCMOTPEHO BHIIIE, BO BCEX CIIy4asiX, KOT/[a CYIIECTBOBAHNE TaKMX COJIEH BOSMOXKHO;

COJIBIO TICHXOTPONHEIX BemecTB Taomuer 11 u Tabmumst 111, koraa cymecTBOBaHHE TAKUX CONEil BO3ZMOXKHO

2)

HAyYHO-00OCHOBAHHOE OIpEIEJICHHE CTETIEHH PHCKaA 3JI0yTOTPEOICHNS: BRICOKHH PUCK 3JI0YTIOTPEOJICHNS, MIIN PUCK 3JI0yTIOTpede-
HUS OTCYTCTBYET, WX SIBIISCTCS HE3HAYUTEIHHBIM;

OIpeesIeHne MaKCUMAJIbHO JIOITyCTHMOTO COAEPKAHUS HAPKOTHUECKHUX CPEACTB, ICUXOTPOIHBIX BELIECTB U MPEKYPCOPOB B JIEKap-
CTBEHHBIX CPE/ICTBAX;

3)

3aKIIFOYCHHUEO0 BO3MOXKHOCTH UJIM HEBO3MOYKHOCTHU U3BJICUCHHUS JIETKOAOCTYITHBIM CI1ocooom TIOAKOHTPOJIBHOI'O BEIICCTBA B KOJIMYC-
CTBaX, 1OCTATOYHBIX JJIA 3HOyHOTpe6HeHHﬂ

4

3aKJIFOYCHHUE B TOM, UTO B OTHOLICHHUH IIperiapaTta CHATbI HEKOTOPbLIC MEPbI KOHTPOJIA

8. AHaIIU3 CBEJIEHUI O MPOUCXOKICHUH, peructpanuu B Pecriyonnke Ka3zaxcran,

KaueCTBE U BBIBOJIbI O BO3MOKHOCTH MCIOJIb30BaHMs CyOCTaHIIMU (TIPU OTCYTCTBUU
ceptuduxara GMP)
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9. Ananms CBeI[eHI/II\/JI 0 Ka4CCTBC, KOJIMYCCTBC C BBIBOJAAMHA O AOITYCTUMOCTH
HCITOJIB30BaHUA UCIIOJIb3YCMbBIX BCIIOMOI'aTCIbHBIX
BCIICCTB

10. 3aknrodyeHure o0 Nporu3BOACTBE (IPOU3BOACTBEHHAS (hOPMYJIa, ONMUCAHUE
TEXHOJIOTMH [TPOU3BOJICTBA, KOHTPOJIb B IPOLIECCE TPOU3BOJICTBA, IEPBUYHAS
AKCIIEPTU3A MPOU3BOJACTBEHHBIX MTPOLIECCOB)

11. XapakTepucTuka roToBOTO MpOAyKTa (COOTBETCTBUE MPECTABICHHBIX
napaMmeTpoB B cepTU(UKaTe KauecTBa Ha TOTOBYIO MPOAYKIIUIO WM B AaCIOPTE
OpraHU3alUU-TIPOU3BOJAUTEIISI ONMMCAHHBIM METOAMKAM KOHTPOJISI KAYeCTBa B
HOPMAaTHUBHOW JJOKyMEHTAI[UH, COOTBETCTBUE CEPHIl MPEICTABICHHBIX 00pa3IloB
cepusiM, YKa3aHHBIM B cepTU(UKATE)

12. 3akmoueHre 0 MApKUPOBKE U YIIAKOBKE Ha MPEAMET UX JIOCTATOYHOCTH JIJIst
oOecrieueHus: COXpaHEHUsI KaueCTBa JIEKAPCTBEHHOI'O CPEJICTBA BO BpeMsl XpaHEHUS U
TPAHCIIOPTUPOBKHU, (HEOOXOIUMOCTb JIOMOJTHUTEIBHBIX HAAMKUCEN), HATMYKE
cnenuuKauil Ha TEPBUYHYIO U BTOPUYHYIO YIAKOBKY. [ HITHEeHHYECKOe 3aKIII0UeHHEe
Ha YMaKOBKY (JJ11 OT€YECTBEHHBIX MTPOU3BOIUTEIICH)

13. 3akmroueHre 0 HAUTMYNUK WA OTCYTCTBUH B HA3BaHUU JIEKAPCTBEHHOIO
CpenCTBa:

1) rpadpugeckux CXOMCTB ¢ paHee 3apeTUCTPUPOBAHHBIMHU JIEKAPCTBEHHBIMU
npernapaTtaMy U CJIOB ¢ He0Iaro3ByYHbIMU BBIPAXKEHUSIMU;

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

3) cxoactBa MHH w/unu cxo/iHble ¢ HUMH Ha3BaHUs ISl JIEKapCTBEHHOTO
CpeJlICTBA APYTrOro XMMUYECKOT0 COCTaBa WUJIX JICMCTBUS.
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14. Cnenudukanus roToBOro
IPOyKTa

15. 3axntoueHue o JaHHBIX XUMHUYECKOMH, (hapMalleBTUUECKON U OMOJIOTHYECKON
(MH BUTPO) SKBUBAJICHTHOCTH, IPEACTABICHHBIX (PUPMOI HA JIEKAPCTBEHHOE
CpPEeACTBO

16. 3axnroyeHne o0 CTaOMIBHOCTH JICKAPCTBEHHOTO CPE/ICTBAa, 000CHOBAHHOCTD
3as1BJIEHHOTO CpOKa
XpaHEeHUs

1'7. Ananu3 u OLleHKa MPOEKTOB MHCTPYKIHMH IO MEIULIMHCKOMY ITPUMEHEHHIO
JIEKAPCTBEHHOTO CPEACTBA, MAKETOB YIIAKOBOK M ATUKETOK, IPOBEPKA HA UIEHTUYHOCTD
YKa3aHUM YCIOBHUM XPAHEHUS U TPAHCIIOPTUPOBAHUS, YKA3aHHBIX B MIPOCKTE
HOPMATHUBHOTO IOKYMEHTA M0 KOHTPOJIIO KayecTBa M 0€30MaCHOCTH JIEKaPCTBEHHOTO
CpPEICTBA U BHIIICYKA3aHHBIX MTPOEKTAX

18. 3axntoueHue 00 yCIoBUSX XpaHEHUSI U TPAHCTIOPTUPOBAHHUS JIEKAPCTBEHHOTO
CpeICTBa M HEOOXOIMMOCTh BBEICHHUS JOTIOJHUTENbHBIX TPEOOBAHUH C LIEIBIO
o0ecrnedeHns: COXpaHEeHUs KauecTBa JIEKAPCTBEHHOT'O CPE/ICTBA

19. Ananu3 HOpMAaTUBHOTO IOKYMEHTA IIPOU3BOAUTENS IO KOHTPOJIIO KaYeCTBa U
0€30MaCHOCTHU JIEKAPCTBEHHOT'O CPEJICTBA U METOJAMK KOHTPOJISI Ka4eCTBA TOTOBOTO
IPOYKTa

20. CpaBHEHHE ¢ aHAJIOTaMU, 3aperucTpupoBaHHbIME B Pecriybnuke Kazaxcran.
CpaBHUTENbHAS XapaKTEPUCTHKA OCHOBHBIX MOKa3aTesell KauyecTBa

21. Ananuz AOCTOBCPHOCTH KAYCCTBCHHOI'O 1 KOJIMYCCTBCHHOI'O COCTaBa
AKTHUBHBIX U BCIIOMOT'aTCIIbHBIX BCIUICCTB, YKA3aHHBIX B MHCTPYKIHUHU 110 MCIUITUHCKOMY
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IMPUMCHCHUIO, CpaBHUBAsA C 3aABJICHHBIM COCTABOM B 3asBJICHUH, AHAJIUTUICCKOM
HOPMATUBHOM JOKYMCHTC M MAKCTC YIIAKOBKH

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

23. * AHanu3 NOKyMEHTAIIUHU 10 JOKJIMHUYECKUM UCCIEOBAHUSIM: TOKCUYHOCTH
(octpas, xponnueckas, LD50, LD100), kaH11epOreHHOCTH, SMOPUOTOKCUIHOCTH,
TEPaTOT€HHOCTH, MyTareHHOCTH, MECTHO-Pa3APaKAIOIIETO JeHCTBUS, BIUSHUS Ha
MMMYHHYIO CUCTeMY, crieniududeckor papmakonoruueckoit (0Moa0ruuecKoit)
AKTUBHOCTH.

[IpumMeuanue: mpu 3KCIepTHU3E OMOCUMUISIPOB YKa3aTh IpenapaT CpaBHEHUS,
UCIOJIb30BAaHHBIM HA BCEX ATanax CPaBHUTEIbHBIX UCCIIEAOBAHUM (OT
dbapMalieBTHYECKON pa3pabOTKH 10 KIMHUYECKUX UCCIEOBAHUN): HA3BaHUE, aKTUBHOE
BEILIECTBO, POU3BOAUTEIND, CTPAHA-IPOU3BOAUTEND, CEPHS], CPOK TOJHOCTH

24. * AHanu3 NOKyMEHTAIlUU KIMHUYECKUX UCCIIeIOBaHMM ((pa3bl KIMHUYECKUX
HCCJIEJOBAHUM, TOCTMAPKETUHTOBBIE UCCIICIOBAHUS, MIPOTOKOJIBI U OTYETHI,
3aKJIIOUCHHS DTUUECKON KoMuccum). [Ipu 3ToM HEOOX0IMMO yKa3aTh MECTO, JaTy,
CIIOHCOpA MPOBEAECHUS UCCIEIOBAHUSA, LI€)b, JU3ANH, JIIUTEIbHOCTh UCCIIEIOBAHUS,
KOJIMYECTBO, TT0JI BO3PACT UCHBITYEMBIX, PEKUM JO3UPOBAHUSA MpPEINapaTa, MOHUTOPUHT
MOOOYHBIX JIEUCTBUI B MPOIIECCE MPOBEICHUS KIIMHUYECKUX UCCIIEAOBaHUM,
COOTBETCTBHE OTYETA MMPOTOKOJTY, 3aKJIOYEHUE O COOTHOUIEHUH "TT0Ib3a-PUCK".

[IpumMeuanue: mpu 3KCIEPTHU3E OMOCUMUISIPOB YKa3aThIIpenapaT-CpaBHEHUS,
UCIIOJIb30BAaHHBIN Ha BCEX ATanax CPaBHUTEIbHBIX UCCIIEAOBAHUM (OT
dbapMalieBTHYECKON pa3pabOTKH 10 KIMHUYECKUX UCCIEOBAHUN): HA3BaHUE, aKTUBHOE
BEILIECTBO, POU3BOINUTEIb, CTPAHA-IIPOU3BOANUTEIb, CEPUSL, CPOK T'OJHOCTH.

25. O1leHKa HCTOYHUKA TPOUCXOKIAEHHUS (KPOBb, OpPraHbl M TKAHH YEJIOBEKa U
YKUBOTHBIX) U CHEIU(PUIECKON aKTUBHOCTH IS UMMYHOOHMOJIOTHYECKHX MPENapaToB
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26. * Onenka 6e3onmacHOCTH U 3((PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA TIO
pe3ysibTaTaM KIMHHYECKUX MCCIICIOBAHUIN B OTHOIICHUH 3asABJICHHBIX BO3PACTHBIX
rpymn 00JbHBIX, 000CHOBAaHHOCTH BhIOOpA MOKa3aHUH K IPUMEHEHHUIO,
NIPOTUBOIIOKA3aHHM, TPEIOCTEPEKCHUN TP MPUMEHEHHUH TIperapaTta, mpodus
NMOOOYHBIX IEUCTBUI

27. 3anoaHsAeTcs TOJIBKO MPH N0/1aye Ha 3asBJICHUS FOCYJapCTBEHHYIO
NEPEPErUCTPALMIO JIEKAPCTBEHHOTO
npenapara

Onenka 6e301macHOCTH U 3PPEKTUBHOCTH JIEKAPCTBEHHOT'O CPEICTBA HA OCHOBE
JAHHBIX MEPUOINYECKU OOHOBIISIEMBIX OTYETOB O 0€30MaCHOCTH - aHAIHU3 TPOPUIIs
0€30MacHOCTH, BHECEHUH HOBBIX MOOOYHBIX ACHCTBUM, MPOTUBOMOKA3AHUI B KPATKYIO
XapaKTePUCTUKY JICKAPCTBEHHOTO Mpernapara U HHCTPYKIUIO IO MEAUITUHCKOMY
MPUMEHEHUIO UM 0TKAa3€ B MEpEepErucTpaluu npenapara, i3SMEHEHUS B
PErUCTPAllMOHHOM CTaTyce Ipenapara B Jpyrux crpaHax, OOHOBJIEHHBIE TaHHbIE O
Mepax, IPUHATHIX PEryJATOPHBIM OPTaHOM WJIM MIPOU3BOIUTENEM IO COOOPAKEHUSIM
0€30MacHOCTH, U3MEHEHHS B MH(GOPMAIIMH 110 O€30aCHOCTH Ipernapara, 00beM
MPOJIaK, KOJIMYECTBO MAIMEHTOB, MOJIYYUBIIUX MIPEnapaT 3a OTYETHBIN NEePUOI,
U3y4YeHHUE ONMUCAHUS UHIMBUIYATBHBIX CIIy4aeB U MEPEUHs MOOOYHBIX ACHUCTBUHN U
CBOJIHBIX TaOJIHII, MHIWBUAYAJIbHBIX CIIy4aeB MPOSBICHUS TOOOYHBIX TEUCTBUN
BBISIBIICHHBIX JIEP>KATEJIEM PETUCTPALIMOHHOTO YJIOCTOBEPEHUS, XapaKTep U KOJIUYECTBO
CEPbE3HBIX MOOOYHBIX ACHCTBUI U paHEee HE 3apEerUCTPUPOBAHHBIX KoMIanueu. OO0rias
oIleHKa 0€30MacHOCTH Ha OCHOBE JaHHBIX MEPUOINYECKH OOHOBIISIEMBIX OTYETOB O
0€30MacHOCTH U 3aKJIFOYCHHE O COXPAaHEHUH WM U3MEHEHUU TPoduiis 6€301macHOCTH,
BHECCHUHU HOBBIX MOOOYHBIX JEUCTBUHN, TPOTUBOTIOKA3aHUN B HHCTPYKITUIO 11O
MEIUIIMHCKOMY TPUMEHEHHIO WU OTKAa3€ B MepeperucTpaluu npenapara.

[Ipumeuanue: NpoBeaEeHUE IKCIIEPTU3BI PENapaTOB-OMOCUMUIISIPOB B
COOTBETCTBUH C TPEOOBAaHUSAMMU:

Ha sxcniepTusy npu rocy1apcTBEHHOM IepeperucTpaluy OM0I0rHuecKoro
JIEKapCTBEHHOTO CPEJICTBA, B TOM UHCIie OMocUMUIIsApa, npeaocrasistores Yactu [-111
[Iepeuns, u3 Yactu V:
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1) nepuoauyecky OOHOBIISIEMBI OTYET IO 0€30MACHOCTH WJIU NEPUOANYECKUN
OTYET

2) pe3yJsibTaThl MOHUTOpUHTA [[naHa ynpaBieHus: puckaMu 1 MUHHUMU3ALUU
pHUCKa, UIMMYHOT€HHOCTH, P IPUMEHEHUN OMOJOTUYECKOT0 JEKAPCTBEHHOTO
CpencTBa, B ToM unciie B PecnyOnnke Ka3axcraH, moJly4eHHBIX B pe3yJIbTare:

MOCTPETUCTPANMOHHBIX HAOIIOATEIBHBIX UCCIICIOBAHNN O€30TIaCHOCTH U
3¢ (HEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA (METOAOM aKTHBHOTO MOHUTOPHHTA,
METOJIOM CITy4ail KOHTPOJIb WM KOTOPTHBIX PETPOCTIEKTUBHBIX W/WJIH MPOCTIEKTUBHBIX
UCCJIeIOBAaHUMN )

aHanu3a PerncTpoB nmanueHToB, MOIY4YaroUX JICYEHNUE OIIPEACICHHBIM
OMOJIOTUYECKUM JIEKAPCTBEHHBIM CPEJICTBAM

MOCTMAPKETUHTOBBIX KJIMHUYECKUX
HUCCIIENOBAHUN

MIPOBEICHUS 00YUaOIIUX MEPOIIPUATUI MO MOBBIIEHUIO HH()OPMUPOBAHHOCTH
Bpauel, (papMalieBTOB U MaLUEHTOB C LEIbI0 CHUKEHUS! PUCKOB, CBA3aHHBIX C
IIPUMEHEHUEM OMOJIOTMUYECKOTO JIEKAPCTBEHHOTO cpencTBa B Pecniybnuke Kazaxcras.

28. Ouenka 0e3onacHOCTH U 3G (PEKTUBHOCTH JICKAPCTBEHHOTO CPEACTBA C
Y4€TOM COOTHOUIIEHUS "MONIb3a-pUCK" - MPOTUBOMOKA3aHUSA, IPEYIPEKIACHUSI U
PeIOCTEPEIKEHUS IPU TPUMEHEHUH Tpenapata. Tpebyercst 00patutb ocoboe
BHUMAaHHE Ha JICTCKUI BO3PACT, OEPEMEHHBIX M KOPMSAIIUX JKCHIIWH, TIOKUIION BO3PACT,
MAIMEHTOB C MOYEYHOU U MEYCHOYHOM HEI0CTATOYHOCTHIO

29. DkcnepTr3a UHCTPYKIUHU IO MEAUIIMHCKOMY MPUMEHEHHUIO TIPOBOJIUTCS B
CpPaBHEHMH C KPaTKOW XapaKTePUCTUKOM JIEKapCTBEHHOTO Tpenaparta. Jlemaercs
3aKJIFOYEHHE O COOTBETCTBUU MJIM HECOOTBETCTBUM MOKa3aHUN K MPUMEHEHHUIO,
n0OOYHBIX IEUCTBUM, MPOTUBOMOKA3aHUM, OCOOBIX YKa3aHHM, TEKapCTBEHHbIX
B3aUMOJICHCTBUI, MEPEIO3UPOBKHU, YKA3aHHBIX B UHCTPYKIIMH MO MEAUIIUHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOT'O CPEJICTBA, KPATKOM XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara
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30. 3akIrOo4eHUE O HATMYNH WA OTCYTCTBUH B HA3BAaHUU JIEKAPCTBEHHOIO
CpeacTBa:

1) rpadudeckux CXOMICTB C paHee 3aperuCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU
npenapaTaMy U CJIOB ¢ HE0JIaro3By4YHbIMU
BBIPKEHUSIMU

2) crtocoOHOCTH BBECTH B 3201y KI€HHE OTHOCUTEILHO UCTUHHOTO COCTaBa U
JIEHUCTBUSI
npemnapara

3) cxoactBa MHH w/unu cxoHble ¢ HUMH Ha3BaHUs JUIsl JIEKAPCTBEHHOTO
CpeacTBa APYyroro XMMUYECKOIO COCTaBa UIIH
JNEUCTBUS

31. Ouenka npaBWIBHOCTH MPUCBOEHUS KOJIa AHATOMO-TEPAIIEBTUYECKO-
xumudeckoit (nanee — ATX) kinaccudukammm, COOTBETCTBUS (DapMaKOoTepaneBTUIECKON
rpynnsl kony ATX knaccudukannu, papMakoIorH4ecKoMy IeHCTBUIO, TOKa3aHUSAM K
IpUMEHEHMIO. B cityyae HenpaBWIbHO 3asBiIeHHBIX ATX kona u
(papMakoTepaneBTUYECKOM rpymbl, TpeOyeTcs yKa3aTh PeKOMEHyEeMbIe SKCIIEPTOM

32. [IpoBepka aieKBaTHOCTH 3asBJICHHBIX /103 U PEKUMA JJOZUPOBAHUS COTIIACHO
(dhapMaKOKHHETHUECKUM MMapaMeTpam (Iepuo/ia MoTyBbIBEACHHUS, CTETICHU CBA3BIBAHUS
¢ OeJIkaMH TJIa3Mbl KPOBH, BIUSHUE HA aKTUBHOCTD MIE€YEHOYHBIX (PEPMEHTOB, BpEMsI
COXpaHEHUs OaKTEPUOCTATUYECKON/OaKTePUIIUIHON KOHIIEHTPAIIMU B CIIy4ae
aHTHOAKTEpHUAIbHBIX MpernapaToB). Tpedyercst oOpaTuTh 0C000€ BHUMAHKE Ha 1035,
PEKOMEHIyeMbI€ JETSIM, TTOKUIIBIM, OOJIbHBIM C HAPYIICHUSIMU (YHKIIMU TTOYEK U
neyeHu

33. IIpoBepka COOTBETCTBHUS 3asIBJICHHOIO CPOKA XPAHEHMsI, YKa3aHHOTO B
3asBJICHUH, B KPATKOW XapaKTEPUCTHUKE JIEKAPCTBEHHOTO MIperapara, UHCTPYKIHUH 110
MEIUIMHCKOMY IPUMEHEHHIO, MAKETax YIIaKOBKH CO CPOKOM XPaHEHHUs, yKa3aHHbIM B
HOPMaTUBHOM JTOKYMEHTE

34. CoOoTBETCTBHE MPEACTABICHHOW HHCTPYKIUHU IO MEAULIMHCKOMY
IPUMEHEHUIO JIEHCTBYIONEMY 3aKOHOAaTeNbCcTBY PecyOnuku KazaxcraH.

35. JleranpHoe onucaHue CUCTEMBI (hapMaKOHAA30pa U YIIPABJICHHS PUCKAMMU:
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1) Kpartkas xapakrepuctuka cucteMbl hapMaKkoHaI30pa Jep KaTens
PErHCTPALIMOHHOTO YOCTOBEPEHUS JOJIKHA BKIIIOYATh CIAEAYIOIINE 3JIEMEHTHI:

J0Ka3aTeJIbCTBO TOTO, YTO JEPKATEIb PETUCTPALMOHHOIO YAOCTOBEPEHUS UMEET
B CBOEM PACTIOPSKEHUU OTBETCTBEHHOE JIUIIO 32 TJI00ATbHBIN
dbapmakoHaa30p

KOHTAKTHBIE JaHHbIE OTBETCTBEHHOTO JIMIIA 32 II100albHBIN (papMakoHaI30p

JeKJIapalusi, MoAMUCaHHas JePKaTeIeM PErUCTPAlIMOHHOTO YIOCTOBEPEHUS O
TOM, YTO OH UMEET CUCTEMY (papMaKOHaA30pa Uil BHIMOIHEHUS 3a]a4 U 00s13aHHOCTEN
110 MOCTPETUCTPALUOHHOMY KOHTPOJIIO O€30aCHOCTH JIEKAPCTBEHHBIX CPEJCTB

CCBIJIKAa Ha MECTO (aJIpec), T/ie XpaHUTCs MacTep-(haiis cucTeMsl (papMakoHaI30pa

2) OTBeTCTBEHHOE JIMIIO 3a JIOKaIbHBIN (hapMakoHaa30p B PecryOiuke
Kazaxcran:

JOKYMEHT, MOATBEPAKAAIONINI HA3HAYE€HUE OTBETCTBEHHOIO JIUIIA 32
dapmakonaazop B Pecnyonuke Kazaxcran

KOHTaKTHBIE JaHHbIE OTBETCTBEHHOTO JIHIa 3a (papmakoHaa3op B Pecnybnuke
Kazaxcran

3) Ilnan ynpaBieHus] pucKaMu IpU MEAUIIMHCKOM MTPUMEHEHUH JIEKapCTBEHHOTO
CpPEICTBA, 3asIBJICHHOTO Ha PEeruCTpaIiio/IepeperucTpaluio Uiu BHECEHHE N3MEHEHUN
(U1 OpUTHHANBHBIX MpenapaToB, ONOCUMUIISIPOB, BaKLIMH, IIPETapaToB KPOBH,
TreHEPUYECKHUM IpernapaTam TpeOyronIero 0coooro KOHTPOIIs)

IIpumeuanue:

* - OTMEUYEHHBIE pa3JIeibl 3aMOJHAIOTCS MPU MPOJJIEHUU CPOKA JEHCTBUS
PETMCTPALIOHHOTO YIOCTOBEPEHHUS

3aKiroueHue:
THIOJIOKUTENBHOE OTPHIATENBHOE
(c obocHOBaHHEM)

IIaTa TIOCTYIUICHUS JOKYMEHTOB OKCIIEPTY
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Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
JlaTa ckauMBaHHS

19.04.2019
14.05.2019
19.04.2019
14.05.2019

I[aTa 3aBCPUICHUS SKCIICPTU3BI JOKYMCHTOB

Bce HaHHbIC, IPUBCACHHBIC B OKCIICPTHOM 3aKJIFOYCHHUHN, TOCTOBCPHLI U

COOTBCTCTBYIOT COBPCMCHHBIM Tpe6OBaHI/IHM, 4dTO IMOATBCPIKIAAIO JIMYHOH IIOAITUCBIO.

Damunusi, UMs, OTYECTBO
(Tpu HaNTMYKHK), YKCTIEPTOB

Tlonmuce

Hara




e.zarli

KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

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

Penakumsnay kyHi 19.04.2019

Cakray KyHi 14.05.2019
Jlara penakuuu 19.04.2019
JlaTta ckaunBaHMs 14.05.2019

[Ipunoxenue 9

K [IpaBriiam npoBeneHus

9KCIICPTU3LI JICKAPCTBCHHBIX CPEACTB

dopma

CBoJHBI 0TUYET IKCNEPTOB MO OLIEHKE JIEKAPCTBEHHOT0 Mpenapara npu

H3MCHCHUAX, BHOCUMBIX B PETUCTP

AIITHOHHOC T10ChE

1. Damunus, UMs1, OTYECTBO (MPH HATHYNH) U TOJDKHOCTD JKCIIepTa
2. ‘V4eHas cTeneHb, 3BaHNe
3. Ne 3asBKH
4. Jlara
5. ToproBoe HarMeHOBaHKE TIpeHapaTa
6. MesxyHapoaHOE HEMaTeHTOBAHHOE Ha3BaHUE
7. JlexapcTBeHHBIH Mpemapar OpuruHaIbHBIN JIEeKapCTBEHHBIN MpenapaT
BocnpounsBeaeHHbI 1eKapCTBEHHBIN penapaT
Buromnono06HkIN IeKapCTBEHHBIN TIpenapaT
(buocumuisp)
I'nGpuHbIi IeKkapcTBEHHBIH Npenapar
buonornyecknii 1eKapCTBEHHBIN ITpenapar
KomOunrnpoBaHHBII J1eKapCTBEHHBIH Npenapat
JlexapcTBeHHBIH Mpemapar ¢ XOpOIIo U3yUeH-
HBIM MEIUIIMHCKUM IPUMEHEHUEM
PannodapmaneBTHUECKHI JIEKapCTBEHHBIN
npenapar Wid IpeKypeop
I'omeonaTuueckuil 1eKapCTBEHHBIH Npenapat
PacTuTenbHEIN IEKapCTBEHHBIN TIpenapaT
OpdaHHEIi1 TeKapCTBEHHBLI IIpenapar
AxTuBHas GpapMarieBTHUECKast CyOCTaHIHs,
npou3sBeieHHas He B ycaoBusix GMP
JlexapcTBeHHBIN OAK-TIPOIYKT
Bbuonornueckuit 6ank-nposykT
JlekapcTBEeHHOE IPUPOJIHOE ChIpbe (He (apma-
KOTEIHOE)
UCCIIeIOBAHUS] BOJHBIX PACTBOPOB T€HEpHUE-
CKHUX TIPETapaToB HH-BUTPO
BHEJpeHHe TpaHchepa NPOU3BOJCTBEHHBIX U
TEXHOJIOTUYECKHX MIPOIIECCOB
8. J151s1 BOCTIPOM3BEACHHOT'O JIGKAPCTBEHHOTO TIPENapaT Wik OMOCUMUIIAPA YKa3aTh
Ha3BaHUE OPUTUHAJIBHOTO JIEKAPCTBEHHOIO Mpenapara
9. JlexapctBennas popma
10. | Ho3upoBka
11. Konnenrpauus




e.zarli

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

19.04.2019
14.05.2019
19.04.2019
14.05.2019

12. | dapmakoTepaneBTHYECKast IPyIIIa
13. | Kox B coOTBETCTBHH ¢ aHATOMO-TEPATIEBTHUECKO-XHMMUYECKOH KilacCU(pHKAIIen
14. | ®opma ormycka 1o perenTy 0e3 peuenra
2. YmakoBka
Ne | HammenoBaHme ymakoBKA Bun ynakoBku (miepBUYHasI, BTOPUYHAST) Pasmep | O6wvem | KommdecTBo equHUII B yIIAKOBKE
1.
3. JlanHble 0 TPOU3BOAUTENIE
Ne | Tun opraHu3aIyy WIM y4acTOK NPOU3BOJACTBA HanmeHoBaHME opraHu3aiuu Crpana | HOpuamgeckuii anpec
1. | 3asBurens
2. IIpousBoauTens
3. | YmakoBumk
4. | YuacTtok npousBojicTBa
5. Jlepxatenb perucTpalioHHOIO Y OCTOBEPEHHUS
4. PCFI/ICTpaHI/IH B CTPAHC-IIPOMU3BOAUTCIIC U JPYIUX CTpaHax
Ne Ha3Banue ctpansl Ne perucTpalluOHHOTO yIOCTOBEPEHHS JlaTa BeIIaun Cpoxk nieficTBus
1.
2.

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

BCIIOMOI'aTCJIbHBIC BCIICCTBA, BKIIIOYasA KOHCCPBAHTEI, COCTABHLIC BCIICCTBA 000JIOUKH

npenapaToB):
Ne | HaumeHoBanue KonmuecrBo Ha | HopMaTHBHBIN JOKYMEHT 10 KOHTPOJIIO Ka4ecTBa M 6e30I1aCHOCTH JIEKAPCTBEHHBIX CPE/ICTB,
equuuLy jtekap- | nm [ocynapersennas papmakomnest Pecriy6inku Kasaxcran, 3apy6exHsie hapMakorneu, npy-
CTBEHHOH (op- 3HAHHBIC ICUCTBYIOIINMHE Ha Tepputopun Pecry6mnku Kasaxcran
MBI
1. JlexapcTBeHHast
(vie) cyOcTan-
st (u):
2. | Bcnomorarens-
HbIE BEIECTBA:
3. | Cocras ob6omou-
KM TaOJICTKH
HITH KOpITyca
KaICyJIIbl:
2) [1ns1 TeKapCTBEHHOT'O PACTUTENBHOTO ChIPhs
Ne | BoraHumueckue TaTHH- HopMaTHBHBIi JOKYMEHT 110 KOHTPOJIIO KadecTBa M 6e30I1aCHOCTH JICKapCTBEHHbIX Jlnkopac- Me-
CKHe Ha3BaHHS pacTe- cpencts, nmn ['ocynapcreennas papmakomnes Pecrry6mukn Kasaxcran u 3apy0Oesx- TyIee cTo
HHH, BXOSIINX B CO- HbIe (hapMakoren, IpU3HaHHbIE NCHCTBYONMMHA Ha TeppuTopru Pecy6muku Ka- WA KyJb- | Tpo-
craB cbopa 3axcTaH THBHUpYE- u3-
Moe pac-
Ta-
HES




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 14.05.2019
- ,L a' i OTajlOHHBIH KOHTPOJILHBII 6aHK HOPMATUBHBIX IIPABOBHIX AKTOB Jlata perakiun 19.04.2019

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTta ckaunBaHMs 14.05.2019

6. HpOI/IBBOI[I/ITeJ'II/I AKTHUBHBIX CY6CT3HHHﬁ, BXOOAIIKUX B COCTAB JICKAPCTBCHHOI'O

CpecaCTBa

No HaumenoBanue BCILICCTBA, BXOOAIICTO B
COCTaB JICKAPCTBEHHOI'O CpeACTBa

HaunMeHOBaHME TPOM3BOANTENS HA Crpa- | Azpec NpOU3BOACTBEHHOM MUIOIIAI-
PYCCKOM M aHTJIMICKOM SI3BIKaX Ha* K{ Ha PyCCKOM M aHTJIMHCKOM SI3bI-
Kax

7. 1) CoctaB JleKapCTBEHHOTO CpeICTBa (YKa3aTh JEKapCTBEHHbIE CyOCTaHIIUU U

BCIIOMOTI'aTCJIbHBIC BCIIICCTBA,

BKJIIO49as KOHCCPBAHTBI, COCTABHBIC BCIICCTBA 000JI0YKH

penapaToB):
Ne | HammenoBanme KonmnuectBo Ha HopmaTtHiBHBIN TOKYMEHT [0 KOHTPOJIIO Ka4ecTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPE/CTB,
eauHuLy jekap- | wim [ocynapcrBenHas dapmakornes Peciyonuku Kasaxcran, 3apyOexHsie papmakorneu, npu-
CTBEHHOH (op- 3HAHHbIE JICHCTBYIOMIUMH Ha TeppuTopun Pecybnuku Kasaxcran
MBI
1. | JlexapcrBenHas
(b1e) cyOcTaH-
ust (1):
2. Bcmnomorarens-

HBIC BCIICCTBA:

3. CocTtaB 000J104-
KM TaOJIETKH
WM KOpITyca

KaIlCyJbl:

2) 1151 TeKapCTBEHHOT'O PACTUTENBHOTO ChIPhs

Ne | Boranudeckue JaTHH- HopMmaTHBHBIH JOKYMEHT 110 KOHTPOJIIO KauecTBa U O€30I1aCHOCTH JIEKapCTBEHHBIX Jlukopac- Me-
CKH€ Ha3BaHUs pacTe- cpencts, uiu I'ocynapcrBennas dapmakornest Pecrryonuku Kasaxcran u 3apy0ex- Tymiee CTO
HUM, BXOJSLIMX B CO- Hble (hapMaKkorien, IpU3HaHHbIE NeiicTByOMMMH Ha Teppuropuu Pecyonmku Ka- WM KyJb- | 1po-
cTaB cbopa 3aXCTaH THBHUpYe- u3-
Moe pac-
Ta-
HHUS
1.
2.

8. HpOI/IBBOI[I/ITeJ'II/I AKTHUBHBIX CY6CT3HHHﬁ, BXOAIIKUX B COCTAB JICKAPCTBCHHOI'O

CpCaCTBaA

No HaumenoBanue BCLICCTBA, BXOOAIICTO B
COCTaB JICKAPCTBEHHOI'O CpeACTBa

HaunMeHOBaHME TPOM3BOANTENS HA Crpa- | Azpec NpOU3BOACTBEHHOM IUIOIIAI-
PYCCKOM M aHTJIMICKOM SI3BIKaX Ha* K{ Ha PyCCKOM M aHTJIMHICKOM SI3bI-
Kax
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aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 14.05.2019
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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
Pexomennanumu:
1) 3a$[BJ'IeHHI>IC N3MCHCHUS THUIIA (yKaBaTL TI/IH) HEC OKa3bIBAIOT BJIMAHHA HA Ka4CCTBO, 6€3OHaCHOCTL u 3¢)¢)€KTI/IBHOCTL JICKap-

CTBEHHBIX CPEJICTB. 3asIBICHHOE U3MEHEHUE PeKOMEHIyeTCst K perucTpaiu. CoOJI0JeHb! yCIOBUS /1Sl BHECCHHS H3MEHEHUIT 1o 3a-
SIBICHHOMY THUITy U3MEHEHHUH.

2) | 3asBieHHbIC U3MEHEHUS THUTIA (yxa3aThb THIT) OKa3bIBaIOT BIUSIHUE HA KAYECTBO, 0€30MaCHOCTD U 3 (PEKTUBHOCTS Jie-
KapCTBEHHBIX CPEICTB. 3asBIICHHOC H3MEHEHUE HE PEKOMCHIYETCSI K PErHCTPALUH.

3) | B cooTBeTCTBUH C 3asBICHHBIMU U3MCHEHHSAMH HE MPEIOCTABICHBI JOKYMEHTHI PETHCTPALIMOHHOTO 10ChE B ITOIHOM 00BEME CO-
[JIACHO MPUIIOKEHHUIO 17 WITH He COOJIIO/ICHBI YCIIOBHS JUIsl BHECEHUS] N3MEHEHHH 110 3asBJICHHOMY THIY H3MeHeHuit. HeoOxommumo
paccMOoTpeTh TOKYMEHTBI HOBTOPHO TOCIE MPEA0CTABICHHS JOIIOJHUTEIBHBIX MATEPHAIIOB 10 3alIPOCy dKCIepTa:

I[aTa IMOCTYINNICHUA JOKYMCHTOB 3KCIICPTY

IIaTa 3aBCPHICHUA OKCIICPTHU3bI JOKYMCHTOB

Bce JaHHBIC, IIPUBCACHHBIC B OKCIICPTHOM 3aKIHOYCHHUH, JOCTOBCPHLI U

COOTBCTCTBYIOT COBPCMCHHBIM Tpe6OBaHI/I$IM, 49TO IIOATBCPIKIAAIO JINIHOU
IIOAIINCHIO.

CDaMI/IJII/ISI, UM, OTYCCTBO (HpI/I HaJ'II/I"II/II/I), OKCIICPTOB

Ilonmuce JlaTa
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aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 14.05.2019
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[Ipunoxenue 10
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

dopma

MunuctepcTBo 31paBooxpanenust Pecnyoimku Ka3zaxcran

HaumeHoBaHMe rocy1apCTBEHHON IKCIIEPTHOM OPraHU3aluu

ATTECTAT aKKPEAUTAUMH UCIIBITATEILHOM J1adopaTopuu (N2, CpOK aeiicTBUSA)

Anpec, TesiepOH IKCIIEPTHON OPraHu3annm (UCHbITATEILHOH Ja00paTOpHUN)

IIporokoua ucnbiTaHuim Ne or " " roja

| Crpannna /Konu4ecTBo JINCTOB __

3asiBUTENb (HAMMEHOBAHUE, a/IPEC):

HanmeHnoBaHue IMPOAYKIIHNH:

Bun ncnerranmii:

OcHoBaHUE:

CDI/IpMa I/ISFOTOBI/ITCJIB/HPOI/I?)BO,Z[I/ITeHB, CTpaHa:




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI
& ‘ d' ' DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

19.04.2019
14.05.2019
19.04.2019
14.05.2019

Cepust, maprtusi: JlaTa mpou3BOJICTBA:
TOJTHOCTH:

JIaTa Haydalla 1 JaTa OKOHYaHUA WUCHBITAHUM:

KonuuectBo 00pa3iios:

Cpoxk

O603HavueHre HOPMATUBHOTO JOKYMEHTA 110 Ka4eCTBY Ha MPOAYKIIHIO:

O603HaueHre HOPMATUBHOTO JOKYMEHTA 10 KAYECTBY Ha METOIbl UCIIBITAHUH:

PesynbTaTel HCBITAHUT

nei CTBY TaThl

HaumenoBanwue mokasare- TpeOoBaHuUsI HOPMATHBHOTO JTOKYMEHTA M0 Kaue- DaKTHUECKH TOTyIEeHHBIE Pe3yIib- 0°u

BJaXHOCTSH (%)

1 2 3

4

3axmouenue: [IpencraBieHHbple 00pa3lbl COOTBETCTBYIOT/HE COOTBETCTBYIOT

Tpe6OBaHI/IHM HOPMATUBHLBIX JJOKYMCHTOB U MCTOAUKHA BOCHpOI/ISBOI[ﬁTCﬂ/ HC

BOCIIPOU3BOAATCS (YKa3bIBaTh MPU HEOOXOAUMOCTH). (HYKHOE MO JYEPKHYTH)

MeTOI[I/IKI/I HC BOCIIPOU3BOJATCA 110 CIICAYIOIMINM I10KAa3aTCIIAM

HOI[HI/ICI/I YIOOJIHOMOYCHHBIX JIWIT

(momKHOCTB) (nmoamuce) damMuiusi, UMs, 0TYECTBO (TP HATTMYHHN)
(omxHOCTB) (nmoamuce) damuius, UM, 0TYECTBO (TP HATTMYHHN)
(momxHOCTB) (moamuce) damMuust, UM, 0TYECTBO (TIPHU HATHIUN)

Mecro mist meuartu




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
e AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
- -L ﬂl l DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS

19.04.2019
14.05.2019
19.04.2019
14.05.2019

[Ipunoxenue 11

K [IpaBriiam npoBeneHus

9KCIICPTU3LI JICKAPCTBCHHBIX CPEACTB

dopma

OT4ert 0 pe3yabTaTax NpoBeIeHUs JA00PATOPHOI0 HCNILITAHUSA B JIA00paATOPUH

KOHTPOJISl Ka4eCTBA IPOM3BOAMUTEJISA WM B KOHTPAKTHOM JladopaTopuu,

HCHOJILI}y@MOﬁ Mpou3BOAUTEIEM

1. Pe3rome

HaumeHnoBanue JICKapCTBEHHOI'O CpEACTBA

HaI/IMeHOBaHI/Ie, aapeC PEKBU3UTBI HpOH3BOﬂCTBeHHOﬁ TJIoIa KA

HanmeHoBaHue, ajipec, peKBU3UTHI JIa00paTOPUU KOHTPOJIS Ka4ecTBa H/UIIH KOHTPAKTHOM
71a00paTOPUH KOHTPOJIS KayecTBa

OcHoBaHHUe NPOBEEHUs JIJAOOPATOPHOTO UCIIBITAHUS

Homepa nuuensuu (py Hau4uu), cepTH(UKATOB, 3asIBOK Ha SKCIEPTU3Y IIPU rocyap-
CTBEHHOH peTHCTpaIin

Pestome nestenbHOCTH na60paT0pHH KOHTPOJISI Ka4eCTBa

IIpoBenenue n1abOpPaTOPHBIX UCTIBITAHUI

CTBECHHOI'O CpE€ACTBa

Belimmyck B peanu3anuio cepuu JeKap-

MHoe (HeoOxoanMo yka3aTb)

Jara(p) mpoBeeHus J1aO0PaTOPHOTO UCTIBITAHUS

@®.1.0. (pu HATKUYUH) KCIIEPTOB (WICHOB KOMUCCHH ), TODKHOCTD

2. BBognas undopmarus

KpaTKoe OITMCAaHUE naGopaTopHH KOHTPOJISA KayeCTBa

Hannuue JAOKYMEHTHUPOBAHHBIX IIPOLEAYP [TPOBEACHUS HUCIBITAHUI

BeinosnHeHue TpeOoBaHui JOKYMEHTHPOBAHHBIX MPOLELYP IPOBEAEHUS UCTIBITAHUI

Llens npoBeneHus 1a60paTOPHOTO UCTIBITAHUS

OOBEKTHI HCIIBITAHUS

IepcoHan 1abopaTopuu KOHTPOJIS KaueCcTBA, yYacTBYIOMINI B IPOBEACHUH JIAOOPATOPHOT'O UCTIBITAHHS

IIOKyMeHTBI, IIOJaHHBIC opraHmauHei'l-npomBoz[WreneM W/Wnu na60paT0pHeﬁ KOHTPOJIA KayeCTBa 10 MPOBEACHUS OLICHKU yCHOBI/Iﬁ po-

M3BOJICTBA U CUCTEMBI 00ECIICUCHUS KauecTBa

3. HaGnronenus u pe3yabTaThl MPOBEJACHUS J1a00OPATOPHOTO UCTIHITAHUS

Ccbuika Ha HOPMaTHBHBIM JOKYMEHT

Howmep cepuu, 1aTta mpou3BOACTBA

[okazatens | TpeOGoBaHMsS HOPMATUBHOTO AOKYMEHTA dakTHUeCKue pe3yIbTaThl

C, Biax- COOTBETCTBYET/HE COOTBETCTBYET

HOCTh

4. ITpunoxeHus




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 14.05.2019
- ‘ d' ‘ DTaNOHHBIA KOHTPOJIBHBINA GAHK HOPMATUBHBIX [IPABOBbIX AKTOB Jlata pexaKuun 19.04.2019

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 14.05.2019

| I[OKyMeHTBI (HepBH‘IHLIe JAaHHBIC, IIPOTOKOJIbI HCHBITaHHﬁ) n 06pa3ur,1, 0T06paHHLIe B XOA€ IPOBEACHUSA na60paTopHoro HCIIBbITAHUA | |

5. PexoMeHIamu 1 3aKJII0UEHUS

PexoMmennamun

3aKIoYeHue

IIpumeyanue:

*K otuery o pe3ynbraTax nMpoBeIeHHs JJabOPaTOPHOTO UCTIBITAHUS HEOOXO0IUMO
IPWIOKHUTH KOTIHIO CepTU(UKATa aHaIu3a 1 (W) TPOTOKOJIa UCTIHITAHUN Ha
MIPOIYKITUIO JTA00PATOPHUH KOHTPOJIS KaueCTBA IIPOU3BOINUTENS UM KOHTPAKTHOM
n1abopaTtopuu, UCIOJIB3yEMOM MTpou3BoUTeNIeM. Bee MpuiloKeHus K OTYETY SIBISIOTCS
HEOTHEMJIEMOM €ro 4acThlO.

PyKOBO)II/ITeJ'[B KOMHUCCHU:

(moxmucsk) damumus, UM, 0TYECTBO (TP HAJIMYHH), JOJDKHOCTh

YJICHbBI KOMUCCHU

(moxmnuce) ®damunusi, UMsl, 0TYECTBO (P HAJTMYKH), JOJKHOCTh

(moxmuce) ®damuusi, UM, 0T4ECTBO (TP HAJIMYHH), JOJDKHOCTh

" " 20 I.

CortacoBaHo:

(momKHOCTB) (TOAIUCH) damunusi, UMst, 0TYECTBO (TP HATTHYHH)

(omKHOCTB) (TOAINCH) damunnsi, UMst, 0TY4ECTBO (TIPH HAJIMYHH)
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- e Lo | [ ;;snogﬂmﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 19.04.2019
myOnuky KasaxcraH B 2JIeKTPOHHOM BHJIE TlaTa ckaunBanus 14.05.2019

[Ipunoxenue 12
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

3akaveHue 0 6e30MacHOCTH, YPPEeKTHBHOCTH U KayecTBe JEKAPCTBEHHOT0
CpeaCcTBA, 3asiBJIEHHOT0 HA KCIEPTU3Y

1. PecnybnnkaHckoe rocyAapCTBEHHOE MPEANPUSTHE Ha MPaBE XO35IHCTBEHHOTO
BesieHHs "HanmoHanbHbII HEHTP SKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB, U3IETUN
MEIMIIMHCKOTO Ha3HAYEHHUS U MEIUIIMHCKON TeXHUKN'" MHUHUCTEpCTBA
3npaBooxpaHeHust Pecryonuku Kazaxcran cooOmiaeT pe3yabTaThl SKCIIEPTU3HI Ha
0e30macHOCThb, 3P (HEKTUBHOCTH M KAYECTBO JIEKAPCTBEHHOI'O CPEACTBA!

Howmep u nara 3asBku

ToproBoe Ha3BaHHUE JIEKAPCTBEHHOI'O CPECTBA (C YKa3aHUEM JICKapPCTBEHHOH (hOPMBI, JOSUPOBKHU, KOHLIEHTPALUHK U 00beMa 3alI0JIHCHUS,
KOJIMYECTBA /103 B YIIAKOBKE - JUIs JIEKAPCTBEHHOTO TIperiapara)

OpFaHI/ISaLII/IH-HpOI/I3BOHI/ITeIIL, CTpaHa-IIPpONU3BOANUTCIIb

3aKI0YeHIE HaYaIbHOU OKCIICPTU3BL (BaIIHIIaI.[PI}I perucTpalluoOHHOIro ,I[OCLC) (HOIIO)KI/ITCJILHOC ines OTpHI_IaTeJ'ILHOC)

3aKIII0YCHUE UCTIBITATEIBHOM Ha60paT0pI/II/IZ Jara u Ne IIpOTOKOJIA, (HOJ'IO)KI/ITCJ'ILHOC Ui OTpI/ILIaTCIILHOC)

3aKIoYeHIE CHCLII/IaHI/ISI/IpoBaHHOﬁ OKCIEPTU3BI (HOJIO)I(HTCJILHOC I OTpI/II_[aTGJ'ILHOC)

2. 3akioueHue (TIOJI0XKHUTENbHOE): MaTepuansl U JOKyMEHThI PETUCTPAIIMOHHOTO
JI0Ch€ Ha JIEKAPCTBEHHOE CPEJICTBO (TOPrOBOE Ha3BaHUE JIEKAPCTBEHHOI'O CPEACTBA C
yKa3aHUEM JIEKapCTBEHHOU (pOpMBI, T03UPOBKH, KOHLIEHTPALIUN U 00bEeMa 3a0THEHUS,
KOJINYECTBA J103 B YIIAKOBKE), IPEIOCTABIICHHBIE I SKCIIEPTU3bl, COOTBETCTBYIOT
YCTaHOBJIEHHBIM TpeOOBaHUAM, 0€3011aCHOCTb, 3(PPEKTUBHOCTD U KAUE€CTBO
JIEKapCTBEHHOT'O CPEJICTBA MMOATBEPKIEHBI COOTBETCTBYIOIMMU MaTEpUAIAMH U
IIPOBEICHHBIMU UCTIBITAHUSIMHU.

3akroueHue (OTpHUIaTeIbHOES): MaTepHalibl M IOKYMEHThI PErUCTPAIIMOHHOTO
JI0ChE Ha JIEKAPCTBEHHOE CPEJICTBO (TOPTOBOE Ha3BaHUE JIGKAPCTBEHHOTO CPEACTBA C
yKa3aHHEM JICKapCTBEHHOU (DOPMBI, T03UPOBKH, KOHIIEHTPALIUN U 00hEeMa 3aIOTHCHHUS,
KOJIMYECTBA /103 B YIAKOBKE), MPEAOCTABICHHBIC JIJIs1 AKCIIEPTU3bI, HE COOTBETCTBYIOT
YCTaHOBJICHHBIM TpeOOBaHUAM, 0€30MACHOCTH, d(PPEKTUBHOCTD U Ka4€CTBO
JICKapCTBEHHOTO CPEJICTBA HE MOATBEPKICHBI COOTBETCTBYIONTUMHU MaTEpHAIAMU U
IPOBEICHHBIMU UCTIBITAHHUSIMHU.

PykoBoauTtens rocyiapcTBeHHON SKCIIEPTHOM OpraHu3aluu:
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ny & B AKTLIepAiH STATOHIbI OaKblIay OaHKI
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MOAIUCH Damunus, UMs, OTUECTBO (IIPU €ro HATMYNH)

Jara

Mecro nevatu
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e‘ e Lo | [ DTaNOHHBIA KOHTPOJIBHBINA GAHK HOPMATUBHBIX [IPABOBbIX AKTOB Jlata pesakuun 19.04.2019
Pecry6inkn KasaxcTan B 9J€KTPOHHOM BHIE e
JlaTta ckaunBaHMs 14.05.2019

[Ipunoxenue 13
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

dopma

3aki0ueHue 0 06€30MacHOCTH d(PPEKTUBHOCTH U KaUeCTBe JIEKAPCTBEHHOT O
CpecTBa 3asiBJEHHOI0 HA IKCIEPTU3Y H3MeHEeHHI, BHOCHMBIX B PErHCTPAIIHOHHOE
10Che

1. Pecny0nukaHCKOe rocyAapCTBEHHOE MPEINIPUITHE HA MPABE XO35IICTBEHHOTO
BelleHNs "HanmoHanbHBIN HEHTP DKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB, U3IEIUN
MEIULMHCKOIO Ha3HAYEHUS U MEIUIIMHCKON TeXHUKN'" MUHHUCTEpCTBA
3npaBooxpaHeHus PecyOnnku Kazaxcran cooOmaeT pe3ynbTaThl 3KCIIEPTU3HI O
BJIMSIHUM BHOCUMBIX U3MEHEHUI B PETUCTPAILMOHHOE JOChE Ha 0€3011aCHOCTb,
3¢ (HEKTUBHOCT U Ka4€CTBO JIEKAPCTBEHHOI'O CPEJICTBA!

Howmep u nara 3asBku

TOpFOBOC HanMMEHOBAHUE JIEKAPCTBEHHOI'O CPEACTBA (C YKazaHHUuEM J'IeKapCTBeHHOﬁ q)OprI, JAO3UPOBKH, KOHLUCHTPpALUU U o0BeMa 3aroi-
HCHUS, KOJIMYECTBA 103 B YIIAKOBKE - IS JICKAPCTBEHHOT'O npenapaTa)

OpFaHI/ISaLII/ISI TIPpOU3BOAUTEIb, CTPAHA-ITPOU3BOAUTEIIb

BHocumble u3MeHeHus otHeceHs! k Tumy 1 A, tumy I B, Tuny 11

3akiIoueHne HaYalbHOM dKCIEePTH3bI (BAIUIALUH PETHCTPALOHHOTO JI0Che) JIEKAPCTBEHHOTO CPEICTBA (IIOJIOKUTEIBHOE UITH OTPHILA-
TEJTHHOE)

3aKII0YCHUE UCTIBITATEIBHOM na6opaT0pI/m: Jara u Ne IIPpOTOKOJIA, (HOJ'IO)KI/ITCHLHOG I OTpI/II_IaTCHLHOG)

3aKI0YeHIE CHCHHaﬂI/I3I/IpOBaHHOﬁ OKCIIEPTHU3BI (HOJ’IO)KI/ITCJ'II)HOG I OTpI/IHaTGJILHOC)

2. 3akitoueHue (ToJI0XKUTENbHOE): Matepuaibl U JOKYMEHTBI, IPEI0CTaBICHHbIC
Ha HKCMIEPTU3Y U3MEHEHU, BHOCUMBIX B PETUCTPAIMOHHOE JOChE JICKAPCTBEHHOTO
CpeAcTBa, (TOproBO€ Ha3BaHUE JIEKAPCTBEHHOI'O CPEJICTBA C YKA3aHUEM JIEKAPCTBEHHOM
(dbopMBI, TO3UPOBKH, KOHLIEHTPALIMK U 00bEMa 3aM0THEHUSI, KOJTMYECTBA J103 B
YIAKOBKE), COOTBETCTBYIOT YCTAHOBJICHHBIM TPeOOBaHUSIM, BIUSIHUE HA OE3011aCHOCTb,
3¢ (PEeKTUBHOCTH U KaYECTBO JIEKAPCTBEHHOT'O CPEJICTBA MTOATBEPKIACHBI
COOTBETCTBYIOIIMMHU MaTepraiaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

3akioueHue (oTpularesbHoe): Marepualibl U JOKYMEHTHI, IPEI0CTaBICHHbIC HA
AKCMEPTU3Y U3MEHEHU, BHOCUMBIX B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOTO
CpeAcTBa, (TOproBoe Ha3BaHUE JIEKAPCTBEHHOI'O CPEJICTBA C YKa3aHUEM JICKapCTBEHHOM
(bOpMBI, TO3UPOBKH, KOHIICHTPAIIUU U 00hEMa 3aIOTHEHUS, KOJIMYECTBA 7103 B
yIaKOBKE), HE COOTBETCTBYIOT YCTaHOBJICHHBIM TPEOOBAHUM, BIUSHUE HA
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JlaTa ckauMBaHHS
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0e30macHOCTb, 3()(PEKTUBHOCTH U KAYECTBO JIEKAPCTBEHHOT'O CPEJICTBA HE

IMOATBCPKACHBI COOTBCTCTBYIOINIMMHA MAaTCpUaIaMU U ITPOBCACHHBIMU UCIIBITAHHUAMMU.

PyKOBOZ[I/ITGJ'IB FOCyI[apCTBCHHOf/'I 3KCHepTHOﬁ OpraHusanuyu:

nogmucy  Pammnms, UM, 0TIECTBO (TIPH €T0 HATIMYHIH)

Jlarta
Mecro nevaru
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PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 14.05.2019

[Ipunoxenue 14
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

dopma
Jara Mecro nevyatu
Kazakcran PecniyOmnmkacs! JleHcaynbIK cakTay MUHHUCTPIIITIHIH PecnybnmkaHckoe rocy1apcTBEHHOE TPEIIPUSITHE HA MTPABE X0-
"[Topistik 3aTTap/bl, MEIUIHHAIBIK MAKCATTAFbl OYHbIMAAPIbI K- 3HCTBEHHOTrO BefeH s "HalnoHaNbHbIH EHTp SKCIIEPTH3bI Jie-
HE MEIMIMHA TEXHUKACHIH capanTay YITTHIK OpTalbIFbl" mapya- KapCTBEHHBIX CPEJICTB, U3/ICIUI MEAUIIMHCKOTO HA3HAUCHUSI U Me-
MIBUTBIK KYPri3y KYKBIFBIHIAFBI PECITy OIMKATBIK MEMIICKETTIK KOCi- JMIMHCKOM TexHUKU" MUHHCTEPCTBA 3IpaBooxXpaHeHust Peciy6-
TIOPHBI nmuku Kazaxcran

CBoaHbIi 0TYET M0 0€30MACHOCTH, 3P (PEKTUBHOCTH U KAYECTBY JIEKAPCTBEHHOT 0
npenapara

HanmMenoBanue npenapara, mpou3BOAUTENb, CTPaHa
U3 oTyeTa ynanena KoHQpUACHIMAIbHAS HHPOPMAIIUS
1. CnpaBouHast uHMOpMAITHS O MPOIIEAYPE

1.1. I[logaua perucTpalliOHHOTO IOChE

2. HayuHoe obcyxaeHue

2.1 AcnexTsl KayecTBa

2.1.1 AxtuBHas (hapmarieBTHUECKas CyOCTaHIUS: aHAIIU3 CBEJICHUH O
IPOUCXO0K/IEHUH, KaU€CTBE U BBIBOJIbI O BO3MOXHOCTHU MCIOIb30BaHUs CyOCTaHLIUN

2.1.2 . BcnomorarenbHbIC BCIICCTBA. aHAJIN3 CBG,ZICHI/Iﬁ 0 Ka4C€CTBC, KOJIMYCCTBC C
BBIBOJJAaMH O OOITYCTHUMOCTH HUCIIOJIb30BAHUA

2.1.3 JlexapcTBEHHBIN npenapart 3aKJIF0UeHUE O IPOU3BOJICTBE CTICIU(UKAIIUS
KauyecTBa CTAOMIBHOCTh

2.2. JIOKIMHUYECKUE aCIICKThI
2.3 KnuHu4ecKre acIeKThl
2.4 O1ieHKa MOJIb3a-pPUCK

2.5 ®apmakonam3op Onucanue cucteMbl papmakoHaa3opa [lnan ynpaBnenus
pUCKaMu
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2.6 YcmoBus OTIIycKa
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[Ipunoxenue 15

K [IpaBriiam npoBeneHus

9KCIICPTU3LI JICKAPCTBCHHBIX CPEACTB

I/IH(l)OpMaIlHH 0 BCIOMOraTe/JIbHbIX BeeCTBaxX, HOMUHAJIbHOM HX COACPKaAaHUH B

JEKAPCTBCHHDLIX IIperaparax, a TAK;K€¢ OrpaHun4YcHUs] IPUMECHCHUA

JEKAPCTBCHHOI'O MpemaparTa

Haume-

HOBaHHE
BCITOMO-
rarejib-

HBIX Be-

IECTB

[IyTs BBe-
JICHHUS

Horty-
CTHMbIE
npene-
JIBI CO-
JieprKa-
HUS
BCIIOMO-
rareib-
HBIX Be-
LIECTB

Wudopmanus, moyiexaiiasi OTpaXCHUIO B UH-
CTPYKLUH MO MEUIIUHCKOMY ITPUMEHEHHIO

Kommenra-pun™**

3

4

5

Ampotu-
HHUH

MectHoe

*

['unep4yBCTBUTENBHOCTD WIIN CEPhE3HAs aJlIep-
THYecKast peakuus

Apaxu-
coBoe
Macio

MecTtHoe,
nepopaib-
HOE, Ta-
peHTe-
pajbHOe

[IpoTuBONOKa3aHBI IULAM C AJJIEPrHYECKON pe-
aKIuel Ha Opexu UM COI0

OuunieHHOE apaxmucoBOC MAaCJIO MOXKET

cojJiepKaTh OenoK

Acmnap-
Tam
(E951)

Iepo-
panbHOE

CopepkuT (heHMITATaHNH, TPOTHBOMIOKA3aH JIFO-
IIM ¢ (peHIITKETOHYpHeH

MoskeT HaHeCTH Bpe Jiunam ¢ q)eHI/UIKC—

TOHYpHEH

A3okpa-
CHUTEIH:

1)E 102
Taprpa-
3UH

2)E 110
XKenrorii

3aKaT
(FCF)

3)E 122
A3opy-
ouH,
Kapmo-
W3UH
4)E 124
[onco
4R (myH-
HOBBIN
4R), Ko-

ITepo-
pajbHOe

Amieprudeckue peakiuu

E 102, E 110, E 122 - 3anpemieHs! K npu-
MEHEHHIO B JIEKAPCTBEHHBIX IpenapaTax

IS JeTei
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LICHWIb
KpacHast
A
5)E 151
bpunnu-
AHTOBBIN
YEpHBIN
BN, gep-
HbIit PN
5. Opurpo- Iepo- 0-0,1 mpenapar Helb3sl Ha3Ha4aTh U IPHMEHSTH 11a- 3aIpelneH K IPUMEHECHHUIO B JIEKapCTBEH-
3UH panbHOE MI/KT LUEHTaM C IaTOJIOrHel MUTOBUIHOI JKeIe3bl HBIX Ipernaparax s JeTei
(E127)
6. [epyan- MectHoe * Bo03MOXKHBI KOXKHBIE PEaKIUN
CKUit
Oanb3aM
7. benzan- Odrans- * Bo3MOXKHBEI UPUTEI, bensankonus xnopuj o0ecuBeYNBaeT
KOHUA MOJIoTH- n30eraTh KOHTAKTa ¢ MATKUMU KOHTaKTHBIMH MATKHE KOHTAKTHBIC JIMH3BI
XJIOpHT YecKue [HH3AMH;
JeKap-
yIAIUTh KOHTaKTHBIE JIMH3BI IIepe]l IPHMEHEHH-
CTBEHHBIE
€M U BBDKJATh He MeHee 15 MUHYT mocie 3aKa-
(hopmbl
NbIBaHMS NIpenapaTa;
He NpUMEHsIeTCs y ieTeit 1o 8 yer
MectHOE * KoxHble peakunu
Wurans- 10 MkT Bponxocnazm
LIMOHHOE /B 1 no-
3e
8. Kucnora MectHOE * PaznpaskeHust KOXH, IJ1a3 ¥ CIM3UCTHIX 00010~
GeH3oii- YeK
Has U * i
ITapenTe- ITpoTuBOMOKa3aHO HOBOPOXKIECHHBIM JCTAM Bricokuii puCK pa3BUTUS JKEATYXH Y HO-
OeH30-
panbpHOe BOPOXKIEHHBIX
aThl:
1) E210
KHUCJIOTa
GeH3oii-
Has
2) E211
HaTpHs
OeHsoar
3) E212
Kaus
OeH3oar
9. bensuno- | Ilapente- Ipu no- | IlpoTHBOINOKa3aHO HEIOHOIIEHHBIM, HOBOPOXK- B03MOXHBI ClTyyan TOKCHYECKHX U aJuiep-
BbIi pajbHOe 3e Me- JEHHBIM U JIETSIM J10 3 JIeT; I'MYeCKHX peakuuil y nereit 1o 3 jer
CrvpT nee 90 o00YHOE JIeHCTBHE - aHA(HITAKTOUTHBIC PEaK-
MI/KT 1w
/eyt
KOJIMYEeCTBO OEH3MIOBOTO CIIMPTA B Iperapare
(mr/mi)
[Ipu no- | IlpoTHBOMOKa3aHO HEJOHOLIEHHBIM, HOBOPOX-
3¢ 90 Mr | JEHHBIM M JETSAM JI0 3 JIET;
/kr/cyT [pY IPUMEHEHUH GEH3UIOBOIO CIUPTA B 103X
90 MI/KT/CyT M BBIIIE TIOBBIIIACTCS PHCK (a-
TaJIbHBIX TOKCHIECKUX PEaKInii
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10. | Macio MectHOE * INoBblIaercs 4yBCTBUTEIBHOCTD K yIBTpodHO- He ucnone3yercs npyu Hainuuuu Oeprarre-
Oepramo- JIETOBBIM JIydaM (Kak K HaTypaJbHbIM, TaK U UC- | Ha B MacJje
ta bep- KyCCTBEHHBIM JIy4aM)
ranTeH

11. | Bpono- MectHOE * MecTHbIE KOXKHBIE PeaKIUuH (KOHTAKTHBIE Jep-
oJI MaTHTBI)

12. | Byrun- MectHoe * MecTHbIe KOKHBIE PeaKiiy (KOHTAKTHBIC JAep-
THPOK- MAaTHUTHI), pa3ipaXKeHUsI I71a3 U CIU3HCTHIX 000-
CHaHU- JI0ueK
301 E320

13. | Byrun- MectHOE * MecTHbIE KOXKHBIE PEaKLUH (KOHTAKTHBIE Jep-
TH/IPOK- MATHTbI), Pa3APAXKCHUS IJIa3 U CIU3UCTHIX 000-
CHTOILY- JO0YeK
on E321

14. | Macno [Mapenre- * Cepbe3Hble aIeprUuecKue peakini
KacTopo- | panbHOe
BOE 10~ ITepo- * Hapy1enust sxeiry Jo4HO-KHIIEYHOTO TPaKTa u
JHITOK- pasibHOe auapest
CHIIUPO-

BAHHOE; MectHOC * Kosxxuble peaknum
Macio

KacTopo-

BOE I10-

JIM3TOK-

CHIIUPO-

BaHHOE

THApore-

HHU3HPO-

BaHHOE

15. | Cnupt MectHoe * MecTHbIE KOXKHBIE PEaKLUH (KOHTAKTHBIE Jep-
LIETOCTE- MATHTBI)
apH-JIo-

BBIIA;
CIUPT
LETHUIIO-
BBIN

16. | Xmnopk- MectHOE * AnneprudecKkue peaknuu
pe3on [TapenTe-

pansHOe

17. | Hume- MecTHOE * Paznpaxenus koxu
THIICYITb-

(oxeng

18. | Dranon [epo- Copnep- [Ipenapar copepKUT HU3KHI YPOBEHb STaHOJIA Copnepxamue 3tanoina, meHee 100 mr B

pajnbHOe JKaHUe pa3oBoii no3e
U HapeH- 3TaHO-
TepalbHOE | 7a B pa-

30BO

J103¢ Me-

Hee 100

Mr

ot 100 IIpoTnBoOmOKa3aHO:

MT 10 3

T OTaHO-
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Jia B pa- JUTSL JIMLL CTPAAAIONIUX JIKOTOJIM3MOM, SIMJIEI-
30BOM CHeH, eTsIM, OEpEMEHHBIM 1 KOPMSIIAM JKeH-
n03¢ IMHaM, OOJIBHBIM C 3a00JIEBAHUSMH MTEYCHU
Tlepo- 3rBpa- | I[IporuBonokasaHo: Kosn4ecTBO 3THIIOBOrO CIIPTa B 3THX JIe-
pajbHOe 30BOi JUTST JTHIT CTPAAIONIIX ATKOTOMH3MOM, JITHITETI- KapCTBEHHBIX IpenapaTax MOXKeET BIHSITh
U MapeH- Jo3e CHeil, 1eTSIM, GePEMEHHBIM 1 KOPMSIIHM KEH- U U3MEHSTh JeHCTBHS APYTHX JICKapCTB
TCPAJILHOE | Tpema- [MHAM ¥ OOJILHBIM C 3a00JIEBaHUSMU IICYEHH;
pata BIIMSIET HA CIIOCOOHOCTH YIPaBIICHUS TPAHC-
TTOPTHBIMH CPEACTBAMH MJIHM OTIAaCHBIMH MeXa-
HU3MaMH; BIMSET U U3MEHSET NeUCTBUS ApY-
T'HX JIEKapCTB
19. | ®op- MectHoe * Bo03MOXXHBI CciTy4an MECTHBIX KOYKHBIX PEaKIIHi
MaJibjie- (KOHTaKTHBIE IEPMATHTBHI)
U *
ITepo- Hapymenust sxenyJ04HO-KHILIEYHOTO TPAaKTa U
pasibHOE uapest
20. | ®pykro- ITepo- * Ilepen Ha3HaueHHEM IpenapaToB ClEAyeT yCTa-
3a paibHOE HOBHUTH IEPEHOCHMOCTH (PPYKTO3bI; IPOTHBOIIO-
Ka3aHO OOJILHBIM C HAaCJIEJICTBEHHOMN HETIePEHO-
CHUMOCTBIO (PPYKTO3BI
[TapenTe- 5t KonuuectBo hpyKTO3BI B T B Pa30BO# [103€ Mpe-
pajbHOe rnapara;
HE Ha3Ha4aTh MALMEHTaM C CaXxapHbIM Jrade-
TOM
Kunkne * Hanocsr Bpen 3yoam [Ipn mrTETPHOM UCTIONH30BAaHUH B TEUE-
neKap- HUE ABYX WM OoJiee Helelb
CTBEHHBIE
hopmbl
JUISt TIpUe-
Ma
BHYTpb,
TabIeTKU
JKEeBaTEIb-
HbIE
21. | TI'anmakto- [TapenTe- * IIpoTuBOMOKa3aHO MLIAM C HACJIEACTBEHHON
3a paiibHOE HETEePEHOCHMOCTBIO I'aJIaKTO3bl, FaJIAKTO3eMHUEH
ITepo- * [IpoTuBONOKa3aHO JIMLIAM C HACJIeACTBEHHON
paiibHOE HENEPEHOCUMOCTBIO TaJIaKTO3bl, FaJIaKTO3eMHU-
eii miM ManbabcopOIMeH TITIOK030TaIaKTO3bI
Iepo- 5t KonmaecTBo ranakTossl B T' B pa30BOii 03¢€ mpe-
pajbHOe napara;
Iapente- OCTOPOYXHO HA3HAYATH GOIBHBIM C CAXAPHBIM
panbHoe nuaberom
22. | T'moko3a Iepo- * IIpoTrBOMOKa3aHO JIKIAM ¢ MalibabcopOLueit
pasibHOE TJIIOKO3BI-TAJIaKTO3bI
ITepo- St KonunuecTBo ritoko3s! B I' B pa3oBOi 03¢ Ipe-
paibHOE rapara;
Hapenre- OCTOPOXKHO Ha3HA4aTh OOJBHBIM C CaXapHBIM
paibHoe nuaberom
PacTtBopHI * Oxa3bIBaeT MOBPEXKAAIOIIEe IeUCTBUE Ha 3yObl Jlannast nHpOpMANUs BKIIOYASTCS B UH-
JUISL TIpUe- CTPYKLHIO, TIPH JUIUTEIILHOM IIPUMEHe-
Ma HuH (Be U OoJiee Heleb)

BHYTpb




e.zarli

Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 19.04.2019
AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaNOHHBIA KOHTPOJIBHBIN GaHK HOPMATHUBHBIX IPABOBBIX AKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Cakray KyHi 14.05.2019
Jlara penakuuu 19.04.2019
JlaTta ckaunBaHMs 14.05.2019

Cocarenb-
HBIC )KeBa-
TeNbHBIE
TalneTkn
23. | Inune- Iepo- 10r/8 1 ITo6ouHbIe peakuuu: ronoBHas 00Jb, HapyIlie-
pon pajbHOe Jo3e HYSL JKEITYA0YHO-KHIIEYHOT 0 TPAKTa, uapest
Pexrainb- 1r TTocnabmsromnee aeicTBre
HOE
24. | Tenmapun ITapenTe- * AJeprudecKue peakiuy, CHIKEHHE CBEPThIBa-
(B xaue- pansHOE €MOCTH KPOBH: IIPOTHBOIIOKA3aHO JINIAM C al-
CTBE JIEPrHYECcKOi peakiueil Ha renapun
BCIIOMO-
rareib-
HOTO Be-
eCTBa)
25. | Cupon ITepo- * IIpoTuBoONOKa3aHO MLIAM C HACJIEACTBEHHOU
ruzgpore- | pamsHOE HEHEePEHOCHMOCTBIO (DPYKTO3EI
Hmﬂp?' 10r YMepeHHOe oCcIadisoniee AeHCTBHE; YKa3hl-
BaHHOM BAeTCsI KAIOPUHHOCTh THAPOT€HU3UPOBAHHOM
TITEOKO- TJIIOKO3BI - 2,3 KKaJ/T
3b1 (WK
MaJbTHT
JKUJIKHIA)
26. | Caxap Iepo- IIpoTHBOMOKAa3aHO JIMLAM C HACNIEICTBEHHOMH
HUHBEPT- panbHOe HETMEePEHOCUMOCTHIO (PPYKTO3BI MITH MaIbad-
HBII copOIHeil MII0KO3bI-raaakTo3bl
5t KonudecTBo ri1toko3bl ¥ pPYKTO3bI B T B pa3o-
BOH J103¢ npernapara;
OCTOPOKHO Ha3HA4YaTh GOJILHBIM C CaXapHbIM
nradbeTom
PacrtBopsI * OxkasbIBacT MOBpeXkAroNIee JeHCTBHE Ha 3yObl Ilpu JutTEeNbHOM HPUMEHEHUH (1Be U 60-
JUISL TIpUe- Jiee HeJlelH)
Ma
BHYTpb;
cocaresb-
HBIC )KEeBa-
TeNIbHBIE
TalneTkn
27. | Jlaktut ITepo- * [IpoTuBOMOKAa3aHO JIHIIAM C HACJIEACTBEHHON
E 966 panbHOe HETEePEHOCUMOCThIO (PPYKTO3bI, TaNaKTO3bI, Ta-
JIAKTO3eMHUel MU MalibaObcopOLel IIIIOKO3bI-
rajgakTo3bl
10r YMepeHnHoe nocnabisoniee AeicTBre; yKa3bl-
BaeTCs KaJIOPHIHHOCTH JIAKTHUTA - 2,3 KKa/T
28. | Jlakro3a Iepo- * IIpoTHBOMOKAa3aHO JIMLAM C HACJIEACTBEHHOMH
pajbHOe HENePEHOCHMOCTBIO I'aJIaKTO3bl, ASHUIIUTOM
tdepmenta Lapp (JIAIII)-nakTa3sl, Maapad-
copOLHel III0KO3bI-TalaKTO3bI
S5t ‘Yka3pIBaeTCs KOINYECTBO JIAKTO3BI B I' B Pa30-

BOI1 703€ IpemnapaTa;

OCTOPOXKHO Ha3HAa4aTh OOJBHBIM C CaXapHBIM
nmabeToMm




e.zarli

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

19.04.2019
14.05.2019
19.04.2019
14.05.2019

29.

Jlano-
JIUH
(Iep-
CTSTHOU
KHP)

MecTHOE

MecTHble KOXXKHBIE peaKiK (KOHTAKTHBIH aep-
MAaTHT)

30.

E 965
Mauiib-
THT;,

s

E 953
H3o-
MaJbTH-
TOJI,

ManbTuT
SKUIKUHA
(cupon
TUpOTe-
HU3UPO-
BaHHOM
TJTFOKO-
3B1)

ITepo-
pajbHOe

IIpoTuBOMOKa3aHO MLIAM C HACJIEACTBEHHON
HENEePEHOCHMOCTBIO (hPYKTO3BI

10r

VMepenHoe nocnadsitolee AeicTBre; yKa3bl-
BACTCsI KAIOPUHHOCT THAPOTeHU3UPOBAHHOM
TJIFOKO3BI - 2,3 KKaJ/T

31.

MaunHu-
TOI
(MmaH-
HUT)
E421

Ilepo-
panbHOE

10r

YMepeHHoe mocnadisonee AeHCTBIe

32.

Opranu-
4ecKue
coezuHe-
HUSI PTY-
TH:

1) Tno-
Mepca
2) de-
HUWI-PTY-
TH HHT-
pat

3) de-
HUJI-PTY-
TH alle-
Tar

4) te-
HUJI-PTY-
T Gopar

OdTounb-
MaJoruye-
CKHe Jie-
KapCTBEH-
Hble (op-
MBI

Anneprudeckue peaknuu

MecTHOE

MecTHbIE KOXKHBIC peaKLUH (KOHTAKTHBIN Jep-
MAaTuT), HapyLUIeHHe TUIMEHTalUuH KOXHU

INapenre-
panbHOE

AJ’IJ'ICpI‘I/I‘{CCKHG peakuu

33.

[Taparun-
poKcH-
OeH30-
aThl M UX
3¢upHI:
1) oTun-
napa-
TH]I-
pokcu-
Oenzoar
(E214)

ITepo-
panbHOE;
o¢ToNb-
MaJoruye-
CKHe Je-
KapCTBEH-
Hble Bop-
MBI;

i

MECCTHOC

AJIepruuecKie peakiuy 3aMeJICHHOTO THIa

ITapente-
panbHOE;

Astepruueckie peakiii 3aMe/JIEHHOTO THUIIa,
OpoHxocmasm




e.zarli

Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 19.04.2019
AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaNOHHBIA KOHTPOJIBHBIN GaHK HOPMATHUBHBIX IPABOBBIX AKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Cakray KyHi 14.05.2019
Jlara penakuuu 19.04.2019
JlaTta ckaunBaHMs 14.05.2019

2) npo- HMHTajamu-
HJI-TIa- OHHOE
parua-
poKcH-
OeHsoar
(E 216)
3) Ha-
Tpust
TIPOTTHJI-
naparua-
pOKCH-
OeH3oar
(E217)
4) me-
THJI-TIA-
parua-
pOKCH-
OeH3oar
(E218)
5) Ha-
Tpus Me-
THJITapa-
THI-
poKcH-
OeH3oar
(E219)
34. | ®ennn- MecrtHoe, * [IporuBomnokazano nunam ¢ HeHUIKETOHypHEi
AJIaHUH nepopanb-
Hoe, T1a-
peHTe-
pajibHOe
35. | Kannit [Mapenre- Conep- Vka3bIBaeTCsl KOJIMYECTBO KaIus B MMOJIb (HITH B uHCTpYKIMK HHPOPMALHS OTHOCHTENb-
pajbHOe JKaHUe MT) B pa30Boii 103e npenapara HO COJEpIKaHHs KaJisi OCHOBBIBACTCS HA
KaJust o011IeM coZiepKaHUHU KaJlus B IIpernapare;
metee 1 meHee | Mmonb (39 Mr) B pa3oBoii 03¢,
MMOJIB CYHMTAIOTCSI TIperiapaTaMu CBOOOHBIMU
B pjl3o- OT KaJIMsi; 0COOEHHO BaXKHO, IIPU IIPUMe-
BOH 110~ HEHHUH B EMATPUIECKOM MPAKTHKE, TTIe
3¢ HA3HAYAIOTCS TIPEenapaThl ¢ HU3KUM ypOB-
HEM KaJus
[TapenTe- Conep- Yka3pIBaeTCsl KOJIUYECTBO KajHsl B MMOJIb (MK
pajbHOe KaHUe M) B pa30BOi J103€ Mpenapara; OCTOPOMKHO Ha-
Iepo- Kanus 1 3HAYaTh JMIAM CO CHIDKEHHOH (yHKIHell no-
pajibHOe MMOJTb YeK WM Y KOTOPBIX KOHTPOJIUPYETCS MOCTYILIe-
B paso- HUE KaJus ¢ MUIen
BOI1 10-
3e
Buytpu- 30 Bonb B MecTe uHbEKIMU
BEHHOE MMOJIb/JT
BBEJICHUE
36. | IIpomnu- MectHoe * Paznpaxenne koxu
JICH-T - 400 mr D¢ pexThl, Tog0OHBIE TEWCTBHIO aJTKOT OIS
/KT -

s




e.zarli

Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 19.04.2019
AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaNOHHBIA KOHTPOJIBHBIN GaHK HOPMATHUBHBIX IPABOBBIX AKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Cakray KyHi 14.05.2019
Jlara penakuuu 19.04.2019
JlaTta ckaunBaHMs 14.05.2019

KOJIb U Iepo- B3poOC-
ero 3¢u- pansHOe JIBIX
PBl ITapente- 200 mr
paibHOE /KT -
JuIsL Jie-
Tel
37. | Macno Bce nytu Penxue cinyyan cepbe3HbIX aJIEprUYecKUX pe-
KyHXYT- BBEJICHUSI aKIuUi
HOE
38. | Hatpmit [Tapenre- Conep- Yka3bIBaeTCsl KOJIMUECTBO HATPUS B MMOJIb B mHCTpYyKIIMH HHGOPMALHS OTHOCUTEIb-
paibHOe JKaHUe (mnm Mr) B pa3oBoii 103e mpemnapara HO COJIep>KaHMsI HAaTPUsl OCHOBBIBAETCS HA
HaTpust o011IeM coZiepXKaHUU HATPUs B IIpenapare;
Metee 1 Hpenaparsl coziepKalye HaTpus MeHee |
MMOJIB MMOJIb (23 MT) B pa3oBOii 103€, CUATAIOT-
B pf‘3°' sl pernaparaMy CBOOOIHBIMH OT HATpPUS;
BOH 110~ OCo0EHHO TO BaXKHO, IPU IPUMEHEHHU
3€ Ipe- B MIeAMAaTPUIECKON MPAKTHKE, T/Ie Ha3Ha-
napata YAKOTCA MPENaparhl C HU3KHM YPOBHEM
HATpUst
IMapenre- Conep- VKka3bIBaeTCs KOIMYECTBO HATPHUS B MMOJIb
panbHOE; KaHUC (unu Mr) B pa3oBoO#i 1103€ Ipernapara; 0CTOPOXK-
nepopanb- | HaTpHs HO I[P Ha3HAYECHUH JIULAM, COOIIOAIOIIM
HOE 1 0eccoeByro AueTy
MMOJIb
B paso-
BOI f10-
3e
39. | Kucnora MectHoe * MecTHbIE KOXKHBIE PeaKLUH (KOHTAKTHBIN Jep-
copOHHO- MaTur)
Bas U ee
conu
40. [ Copbu- Iepo- * IIpoTrBOMOKa3aHBI MAI[IEHTaM C HACJICACTBEH-
ton E420 | panbHoe HOH HEeNepeHOCUMOCTbIO (PPYKTO3bI
INapenre-
pajbHOe
Ilepo- 10r YMepenHoe nocnadisioniee AeiicTBre;
paybHoe yKa3hIBAeTCS KaJIOPHIHOCTE COpOUTONa - 2,6
KKan/T
41. | Macno Bce nytu * MecTHble KOKHbIE peaKiiu (KOHTAKTHBIH JAep-
COEBOE, BBEJICHUS MaTuT)
Macno
CoeBoe
THApOTe-
HHU3HPO-
BaHHOE
42. | Creapu- MectHoe * MecTHble KOXXHbIE peaKiiu (KOHTAKTHBIH Aep-
JIOBBIH MATHT)
CIHPT
43. | Cyxkposa [epo- * IIpoTHBOIIOKa3aHO JINIIAM C HACJIEICTBCHHON
panbHOE HEIEepPEeHOCHMOCTBIO (DPYKTO3BI, ManbabcopOIy-

eil TITIOKO3bI-TaaaKkTo3bl, AeGUIUTOM GepMeHTa
CYKpa3bI-H30MaIbTa3bl

5t




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019

AKTLIepAiH STATOHIbI OaKblIay OaHKI
& ,L al l DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Cakray KyHi 14.05.2019
Jlara penakuuu 19.04.2019
JlaTta ckaunBaHMs 14.05.2019

Yka3bIBaeTCsl KOJIMUECTBO CyKpasbl B rpaMMax
B pa30BOH 703€ Ipernapara;
OCTOPOXKHO Ha3HA4aTh OOJBHBIM C CaXapHBIM
nmabeToMm
PacTtBopsI * [ToBperknaromee nelicTBre HA 3yObI Jlannast nHpOpMANUs BKIIFOYASTCS B UH-
JUIs TIpHe- CTPYKIIUIO, KOT/1a JIEKapCTBEHHBIN Tpemna-
Ma par npeiHa3Ha4eH JUld AIUTEIBHOTO MpU-
BHYTpb; MeHeHusl (Be 1 OoJiee Helelb)
cocareib-
HBIE, XKe-
BaTeIb-
HbIE Ta0-
JIETKH
44. | Cynbdu- ITepo- * Cepbe3Hble alIepruueckue peakiuu 1 OpoHxo-
THI, paJibHOE; crasm
BKJTIOYAs HapeHTe-
MeTtabu- panbHoe;
cynbhu-
WHT AN
ThI:
OHHOE
1) cepsl
JTUOKCH]T
E 220
2) Ha-
Tpus
cynbpur
E 221
3) Ha-
Tpus 6u-
cynbhur
E 222
4) Ha-
TpHs Me-
Tabu-
cynbhut
E 223
5) xanus
MeTtabu-
cynbur
E 224
6) Kamust
OucCyb-
¢ut E
228
45. | Hmenuu- | Ilepo- * IIpoTHBOMOKA3aH IULAM C aJUIEPIrUYECKUMHU pe- ImeHnYHBINA KpaxMal MOKET COJEePKaTh
HBIN paibHOE aKIMSIMH Ha MMIIEHWYHBIA KpaxMall I'mroten (criempr)
Kpaxmai
46. | Kcumn- Ilepo- 10r YmMepenHoe nocnadisioniee AeiicTBre;
Tox paibHoe YKa3IBAETCS KaJTOPHITHOCTh KCHINTONA - 2,4
KKa/T

Hcnonp3yemsplie COKpaleHus:

MI' — MUJIJIUTPpaAMM;




Kazakcran PecriyOnuKachIHbIH SJICKTPOHIbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penakumsnay kyHi

AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
& ‘ d' ' DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaakiuu
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS

19.04.2019
14.05.2019
19.04.2019
14.05.2019

KT — KIWJIOTPaMM;

MKT — MUKPOTPaMM;
I — IpaMM;

KKaJl — KHJIOKJIOPHI;
MMOJIb — MHJIUIMOJIb;
7 — JIUTP.

IIpumeuanue:

* He3aBHCHMO OT KOJIMYECTBEHHOI'O COACPIKaHMA BCIIOMOT'aTCIIbHBIX BCIICCTB,

uH(popMaIus, ykazaHHas B KOJIOHKE 5, OTPaKaeTcs B MHCTPYKIIUU TTO MEAUIIMHCKOMY

IPUMEHEHUIO.

** Mndopmanus, ykazaHHasi B KOJOHKE 6, TpeiHa3HAYeHa JIJIsl KCIIEPTOB MpHU

IMPOBCACHHUHU CHGHH&HHBHpOBaHHOﬁ OKCIICPTU3EI JICKAPCTBCHHOI'O CPCACTBA.



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 14.05.2019
- ‘ d' ' DTaNOHHBIA KOHTPOJIBHBINA GAHK HOPMATUBHBIX [IPABOBbIX AKTOB Jlata pexaKuun 19.04.2019

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 14.05.2019

[Ipunoxenue 16
K IIpaBunam skcniepTusbl
JIEKapCTBEHHBIX CPEJICTB

IlepevyeHb U3MeHEeHHUIi, BHOCHMBIX B PeTHCTPAIIMOHHOE 10Che JIEKAPCTBEHHOTO
cpeacTBa

A. AIMUHUCTpPaTUBHBIE N3MECHECHUS

A.1 V3meHeHue Ha3BaHus U (WIK) apeca JepxKaTess pErHCTPALOHHOIO YI0CTOBEPEHHS Yeno- | [o- IIpo-
BHSA Ky- e-
MeH- | mypa
ThI
u
JaH-
HbIE
a) Jlepkatenb perucTpaluoHHOTO yJOCTOBEPEHUS HE MEHSETCS 1 1,2 1A
6) CMeHa Jepikatesst PeruCTPalOHHOTO YJI0CTOBEPEHHS 2, IB
3,4
Ycnosus

1. [lepxatesieM perucTPaiOHHOTO YAOCTOBEPEHHUS SBISCTCS FOPUANYECKOE JIHLIO.

JloxymeHTanus

1. JIOKyMEHT OT COOTBETCTBYIOLIETO YIIOJTHOMOYEHHOIO OpraHa (HalpHuMep, HaloroBoro opraHa), B KOTOpoM yKa3aHo HOBOE Ha3BaHHE WIIH
anpec.

2. IlepecMoTpeHHas HHPOPMALVS O JIEKAPCTBCHHOM Ipenapare (0OHOBJICHHAS KpaTKasi XapaKTePHUCTHKA JIEKapCTBCHHOTO Iperapara, HH-
CTPYKIHUS O METULUHCKOMY MIPUMEHEHUIO (JINCTOK-BKJIABIII), MAPKUPOBKA).

3. KpaTkast xapakTepuCcTHKa CUCTEMBI (DapMaKoHA[30pa OT HOBOTO JiepiKaTesisi peruCTpanuoHHoro yaoctoseperus (JAPY) nomkHa BKiIto4YaTh
CJIEJIYIOIHE JIEMEHTHI:

- HHpOpMALHS O TOM, YTO JAepKaTesb PErUCTPALIMOHHOIO YI0CTOBEPEHHs UMEET B CBOEM PACIIOPSKEHUH OTBETCTBEHHOE JIUIIO 32 TI100alTh-
HBIH (hapMaKoHa130p;

- KOHTaKTHBIC JaHHBIC OTBECTCTBCHHOI'O JIMIIA 3a rJ100aJIbHBIN Q)apMaKOHaﬂsop;

- JIeKJIapanusi, TOAIHUCaHHas JepKaTeIeM PEruCTPAllMOHHOTO YIOCTOBEPEHHUSI O TOM, YTO OH UMEET CUCTEMY (hapMaKoHaI30pa JUlsl BBIIOJIHE-
HUS 33724 U 00513aHHOCTEH 0 MOCTPETUCTPALIMOHHOMY KOHTPOJIIO 6€3011aCHOCTH JIEKApCTBEHHBIX CPEJICTB;

- CCBUIKA Ha MeCTO (apec), Tae XpaHuTcs MacTep-Gaiia cuctemMsl hapMakoHaa30pa.

4. JloroBopHbIe B3aMMOOTHOIIICHHSI MEX Ty Tipou3BoauTeneM u JIPY Ha npaBo OCyIIeCTBICHUS JeITeIbHOCTH 10 (hapMaKoHaa30py.

A. 2 N3meHenue (TOProBoro) HAMMEHOBAHHSI JIGKAPCTBEHHOT'O Mpernapara VYeno- | Ho- IIpo-
BUSI Ky- 1e-
MeH- | aypa
TBI
"
JlaH-
HbIE
a) JlekapcTBEHHBIE MTpenaparsl 1 1, 1B
2,
3,
4,5

VcenoBus




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 14.05.2019
- ‘ dl i' DTaNOHHBIA KOHTPOJIBHBINA GAHK HOPMATUBHBIX [IPABOBbIX AKTOB Jlata pexaKuun 19.04.2019

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE TlaTa ckaunBanus 14.05.2019

1. Cnenyer uzberaThb IyTaHUIIBI C HA3BAHUSIMU CYIIECTBYIOIIMX MEMIIMHCKUX NPENapaToB WM Ke ¢ MexIyHapoIHbIM HelaTeHTOBAaHHBIM
Ha3BanveM MHH, ecnu jxe HanMeHOBaHHE OOIIETPUHATOE, U3MEHEHHUE JODKHO ObITh IPOU3BEIEHO B CIEAYIOLIEM HOPSIKE: OT OOIEeTIPUHS-
TOro Ha3BaHMs K (apmakoneiinomy win k MHH

JlokymeHTanus
1. MoTuBupoBaHHOE 000CHOBaHKE HEOOXOJMMOCTH U3MCHEHHS Ha3BaHHsI Iperapara.

2. IepecmoTperHHas HHGOPMALHS O JIEKAPCTBEHHOM Mpenapare (0GHOBICHHAs KpaTKas XapaKTepHCTHKA JIEKapCTBEHHOTO Mpernapara, HH-
CTPYKLHS [0 METUIIMHCKOMY PUMEHEHHIO (JINCTOK-BKIIAIBIII ), MAPDKHPOBKA).

3. Konust JAOKYMEHTA, BBIJAHHOT'O KOMIICTCHTHBIMHU OpraHaMu CTPAaHbI-IIPOU3BOAUTECIIA, KOTOprﬁ YAOCTOBEPSACT UBMCHCHUE €I'0 HAa3BaHUS.

4. HOI[HI/IcaHHaH JCKJIapanus 0 TOM, 4TO MECTO, CHOCO6, cocras, HOpMaTI/IBHHﬁ JAOKYMCHT, pCFHaMCHTI/IpyIOH_II/Iﬁ Ka4veCTBO IIperapara ocra-
JIMCh O3 U3MEHEHHS.

5. BenoMocTh U3MEHEHUH K YTBEPKICHHOMY HOPMaTHBHOMY JIOKYMEHTY 110 KOHTPOIIO KadecTBa U Oe3omacHocTr JIC.

A. 3 I3MeHeHUe HANMEHOBAHHS aKTUBHOH (hapMaleBTHYECKON CyOCTaHIIMH HIIU BCIIOMOTIaTEILHOTO BEIIECTBA Yeno- | [o- IIpo-
BHA Ky- e-
MeH- | mypa
ThI
u
JaH-
HBIE
1 1,2 1A
Ycnosus

1. dapmarieBTHYECKAsE CYOCTaHIMS/BCIIOMOTaTeIbHOE BEIIECTBO HE U3MEHSCTCSI.

JloxymeHTanus

1. CBuzetenbcTBO BeeMupHoit opranusanuu 3apaBooxpanenus (nanee — BO3) 00 yTBep)kIeHUH WK KOIHS TIepedHss Mex1yHapoIHOTO
HEMaTCeHTOBAaHHOTO HAMMEHOBaHUs. Eci npuMeHnMO, MOATBEPIKACHHE TOT0, YTO H3MEHEeHne cooTBeTcTBYeT ['ocynapcTtBeHHON Dapmako-
niee Pecrry6umku Kazaxcran. [lexknapanusi, 4T0 HAUMEHOBaHUE PACTHTEIBHBIX JICKAPCTBEHHBIX MTPENapaToB PaCTUTEIHLHOTO MPOUCXOXKICHHS
COOTBETCTBYET ToKyMeHTaM Pecriybnnkn Kazaxcras.

2. IlepecmoTpeHHas HHGOPMALHS O JIEKAPCTBEHHOM IIpernapare.

A. 4 3meneHne Ha3BaHUS U (WIN) afpeca: MPOU3BOANTENS (BKIIFOYAsI, €CIIM IPUMEHNMO, TUTOIAa 0K 10 KOHTPO- Yemo- | Ho- IIpo-
JIFO Ka4ecTBa), WK JiepKatelisi Mactep- (paiina aktuBHO# apmateBTrdeckoii cyocranimu (aanee- MOADC), BUS Ky- e-
WM TTOCTaBIIUKA aKTUBHOH (hapMalleBTHYECKOM CyOCTaHIINH, HCXOJHBIX MaTEPUAIOB, PEAKTUBOB HIIM IIPOMEXY- MeH- | mypa
TOYHBIX MPOJYKTOB, HCIOJIb3YEMBIX B IIPOU3BOACTBE AKTHBHOMH (hapMalleBTHUECKOH cyOcTaHIMH (€CIIN yKa3aHO B ThI
TEXHHYECKOM JIOChE), €CIIH B PETHCTPALIOHHOM J0ChE OTCYTCTBYIOT cepTH(HKATH cooTBeTcTBHs Ph. Eur., mim u
IPOM3BOAUTEISI HOBOTO BCIIOMOTaTEIBHOTO BEIIECTBA (€C/IU YKAa3aHO B TCXHHYECKOM JI0ChE) JaH-

HbIE

1 1, IA

2,3

Ycnosus

1. [Ipou3BoacTBEeHHAs IUIOIIAKA U HU OJHA U3 IPOU3BOJCTBEHHBIX ONEpalyii He U3MEHSETCSI.

JloxymeHTauus

1. OduunanbHbIH JOKYMEHT OT YIIOJIHOMOYEHHOI'O OpraHa (HalpuMmep, HaJIOrOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHUE U (W) ajl-
pec.

2. IlonpaBka K COOTBETCTBYIOIIEMY(MUM) pa3aeny(aM) 10Che.

3. IIpu n3menennu HasBanus aepxaresiss MOADC — oOHOBIEHHOE pa3pelleHne Ha JOCTYII.

A. 5 I3menHeHne Ha3BaHUS U (WIN) afpeca MPOU3BOANTENS JIEKapPCTBEHHOTO MTpenapara, BKIF0Uasi BBIITY CKAOIINE Yemo- | Ho- IIpo-
IUIONIAAKH U IUIONIAAKH 10 KOHTPOIIIO KadyecTBa BHA Ky- e-
MeH- | mypa
ThI
u
JaH-
HbIE
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AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 14.05.2019
- ‘ dl i DTaNOHHBIA KOHTPOJIBHBIN GaHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata penakuun 19.04.2019
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE TlaTa ckaunBanus 14.05.2019
a) Jle#icTBUsl, 32 KOTOPBIC OTBEYAET IIPOM3BOIUTEIIL/UMIIOPTEDP, HE BKIIIOUAIOT BBIITYCK CEpUil 1 1, IA
2,3

YcnoBust
1. HeT u3MeHeHHs B IPOM3BOJICTBEHHOM IIpoliecce, (hakTHISCKOM MECTE PacHoJIOKEHHUS IUIONIAJAKH, B HOPMAaTUBHOM JJOKYMEHTE 110 KOHTPO-

JIF0 Ka4eCcTBa M O€30MMaCHOCTH JICKapCTBECHHOI'O CPEACTBA.

JlokymeHTanus

1. Konus ucrpaBieHHOro pa3penieHus Ha MPOU3BOACTBO (TIPU HAJIMYUH) WIN OQUIHATBHBIN JOKYMEHT OT COOTBETCTBYIOLIETO YIOIHOMO-
YEHHOT'0 OpraHa, B KOTOPOM YHOMHHAETCsl HOBOE Ha3BaHUE U (MJIM) aJipec.

2. Ecnu nprMeHHMo, ToNpaBKa K COOTBETCTBYIOIEMY(MM) pa3zaeiy(am) A0che, BKITIoUas IEpECMOTPEHHYIO HH(POPMAIIHIO O JIEKAPCTBEHHOM
npenapare.

3. OOHOBJICHHAS KpaTKasl XapakKTCpUCTHUKa JICKapCTBEHHOI'O IIperapara, MHCTPYKIHUS 10 MEAUIIMHCKOMY IIPUMEHEHUIO (JII/ICTOK—BKJ'I&I[LIH_I),

MapKHpPOBKa.
A. V3meHeHHe Ko/la aHaATOMO-TepaleBTHIeCKO-XxuMuaeckoi (nanee - ATX) kinaccupukanuu VYemo- | Tpe- Bug
6 BUS oye- | mpo-
Mast 1e-
no- ny-
Ky- pot
Me€H-
Ta-
st
1 1,2 1A
VYcnoBus

1. i3mMeHeHue BeieacTBUE yTBEpxKAeHUs win u3mMeHeHns: BO3 kona ATX.

JloxymeHTanus
1. CeuzerensctBo BO3 00 yTBepxaeHUM Wik Konus nepedns kogoB ATX.

2. IlepecMoTpeHHas HHPOPMALVIS O JICKAPCTBEHHOM Hpernapare (0OHOBJICHHAs! KpaTKasi XapaKTePUCTHKA JICKAPCTBEHHOT'O IIperapara).

A. HckiroyeHue npon3BOACTBEHHON IUIOMAAKHU (B TOM YHCIIE AJI aKTUBHOH (hapMalieBTH4ecKoi cyOcTaHIuy, VYcemo- | Tpe- | Bug
7 IIPOMEXYTOYHBIX IIPOJYKTOB, JICKAPCTBEHHOTO TPENapaTa, yIaKOBIIUKA, IPOU3BOIUTENS, OTBETCTBEHHOTO BUS Oye- | mpo-
3a BBIITYCK CEPHHU, KOHTPOJISI KAUECTBA CEPUil MM MOCTABIIMKA HCXOHOTO MaTepHaa, peakTUBa MM BCIO- Mas 1ie-
MOTaTeJIbHOTO BEIIECTBA (€CIIU YKa3aHbI B IOChE) no- ny-
Ky- pbl
MEH-
Ta-
us
1,2 1,2 IA

VcenoBus

1. Ocraetcs He MeHee OIHOW paHee 0100PEHHOM MPOU3BOICTBEHHO TUIOIIAIKH/TIPOU3BOAUTENS, OCYIIECTBISIOMINX T K€ (PYHKIIUH, 9TO U
noJyiesKale uckiodeHnto. Eciu npumennmo, B Pecriy6nuke Kazaxcran ocraercs, o MeHblieil Mepe, OJJMH IPOU3BOUTEIb, OTBEYAOIINIT
3a BBIIYCK CEpUil, CIIOCOOHBII cepTH(UIIMPOBATh UCIIBITAHUE MTPOLYKTA B LIEJISX BBIMyCcKa cepuii B Pecniyonuke Kazaxcran.

2. UcknroueHne He ABIIAETCS CJICACTBUEM KPUTHYECKUX HEAOCTATKOB ITPOU3BOJACTBA.

JlokyMeHTanus
1. B dopme 3asBieHNsI 0 BHECEHUM U3MEHEHUH HEOOX0AUMO 4eTKO 0003Ha4UnTh "TeKymux" 1 "mpejuiaraeMbix " Ipou3BOAUTENEH, ITepeyunc-
JICHHBIX B 3asBICHUH O PETUCTPAIIUH.

2. IlompaBka K COOTBETCTBYIOIIEMY(MM) paszaeny(am) 10che, BKIIOYas IEPECMOTPEHHYO HH(POPMAIHIO O JIEKApPCTBEHHOM Iperapare.

A. 8 V3MeHeHus qathl ayaAnTa JUis BepU(UKaluu COOTBETCTBUS POU3BOAUTEIIS aKTHBHOM (hapMalieBTUUECKON Veno- | Tpe- Bug

cyOCTaHIIMH MpaBUJIaM HaJUIe)KaIlei MPOU3BOJICTBEHHOM MPAKTHKH BHS oye- | mpo-
Mast 1e-
no- ny-
Ky- pbl

MCH-




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

Penakumsnay kyHi

19.04.2019

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 14.05.2019
- ,L al i OTajlOHHBIH KOHTPOJILHBII 6aHK HOPMATUBHBIX IIPABOBHIX AKTOB Jlata perakiun 19.04.2019
Pecnyonuxu Kazaxcran B 21eKTpOHHOM BHjIE Tlata cKauMBAHHT 14.05.2019
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 NPOU3BOIUTENS UCXOIHOTO MaTepuaa/peakTH-
Ba/IPOMEKYTOYHOTO IIPOAYKTA, HCHOIB3yEMOT0 B IIPOIIECCE IIPOU3-
BOJICTBA aKTUBHOH (hapMarieBTHIECKO# CyOCTaHIIMN MIIH U3MEHE-
HHE ITPOMU3BOINTEINS AKTHBHO (hapMaleBTHIECKOH CyOCTaHIIMU
(BKJIIOYAsI, €CIIM IPUMEHHMO, TUIOIIA/IKH 110 KOHTPOJIIO KayecTBa)
AKTUBHOH (papMalleBTHUECKON CyOCTaHIIUH, €CIIH B PETUCTPALIMOH-
HOM JIOChE OTCYTCTBYET CepTU(HKAT cOOTBETCTBUS EBpomeiickoit
Dapmakornu.

VcnoBus

TpebOyemast noKyMeHTaIHs

Bup mpouenypel

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

1I

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

1I

r) HoBblii mpou3BoauTeNh MaTepHala, TPeOYIOIIero OLEHKH BUPYC-
HOU Oe3omacHoCTH U (MH) pucka TpaHCMUCCHUBHO# ry04aToi H-
nedanonaruu (nanee — TI'D)

1I

1) I3MeHeHue 3aTparuBaeT OMONIOrMYECcKylo akTUBHYIO (hapMalieB-
THYECKYIO CyOCTaHIIHIO YJIM HCXOJHBIH MaTepHall/peakTHB/TIpoMe-
JKYTOYHBIHA IPOAYKT, UCIIOIB3YIOIIUIICA B IPOM3BOACTBE OMOJIOTH-
YEeCKOT0/MMMYHOJIOTHYECKOTO JISKAPCTBEHHOTO Iperapara

II

e) ll3MeneHne nopsiika KOHTPOIIA KauyecTBa aKTHBHOU (hapMaleBTU-
4ecKoll CyOCTaHIUM: CMeHa WM 00aBIeHue IIIOMaaKy, Ha KOTo-
poit ocymecTBIseTCS KOHTPOJIL/UCTIBITAHUE CEepHi

1,5

1A

) BHeceHne HOBOTO TIPOM3BOIUTENISI AKTUBHOW (papMalieBTHYe-
ckoii cyocTanmu, He nmeronied MOADC u Tpebyroreit cymie-
CTBEHHOTO OOHOBJICHHSI COOTBETCTBYIOILETO pa3esa I0Che 10 aK-
TUBHOH (hapMareBTHYECKOM CyOCTaHIHH

11

3) Brrouenne anpTepHATHBHOH IUIOMIAIKA IO CTEPUIIN3AIIIH aK-
TUBHOH (hapMaleBTHYECKOW CYOCTAHIINH C UCTIOJIb30BAHIEM METO-
na l'ocynapcrBenHoit ®@apmakonen PecnyOnuku Kasaxcran

1,2,4,5,8

1B

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:

1I




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 14.05.2019
- ‘ dl i' DTaNOHHBIA KOHTPOJIBHBINA GAHK HOPMATUBHBIX [IPABOBbIX AKTOB Jlata pexaKuun 19.04.2019

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE TlaTa ckaunBanus 14.05.2019

3aMCHa WJIK BKIIOUCHUC TUIOLIAIKU, HA KOTOpOﬁ OCYLIECTBIISACTCS
KOHTpOJ'II:/I/ICHLITaHI/IH Cepﬂﬁ, BKJITOYas OHOJIOTHUECKUiT/ HUMMYHO-
JIOTHYECKHUIL/ I/IMMyHO—XI/IMI/I‘ICCKI/Iﬁ METOQ

1) HoBas rurorma/zika rmo XpaHeHHUIo IrIIaBHOTO 0aHKa KJIETOK H (WJIN) - 1,5 1B

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. AxtuBHas (apManeBTHIECKas CyOCTAHIHUA He SBIACTCS OMONIOTNYECKOH/ MMMYHOIOTHYECKOI MM CTEPHIbHOM.

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 nmpuMeHnMo, TonpaBKa K COOTBETCTBYIOIEMY (M) paszaeny(am) gocke.

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 CyOCTaHIIUM M HCXOJHOT'0 MaTepHaa/peakTHBA/ IIPOMEKXYTOUHOTO MPOIYKTA B IIPOLIECCE IPOM3BOICTBA aKTUBHON (papMarieBTH-
YeCcKOo# cyOCcTaHIMH (€CIIM IPUMEHHMO) HEe OTJIMYAIOTCS OT paHee 0100pEHHbIX.

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) aKTUBHOI1 (hapMaleBTHYECKOH CYyOCTaHIMK OT TEKYLIMX U MPEJIaraeMbIX ITPOU3BOANUTEICH/TUIONIA IOK.

5. B popme 3asBiieHNs 0 BHECEHHH M3MEHEHUI HEOOX0AMMO YeTKO 0003Ha4YNTh "TeKynmx" 1 "mpeaiaraeMsIX" MpoM3BOANTENICH, KaK yKa3a-
HO B paszzeiie 2.5 (popMbl 3asIBICHHUS.

6. Ecnu aktuBHast (hapMalieBTHUeCKas CyOCTaHIUSI HCIONIB3YEeTCs B KAYeCTBE HCXOAHOT0 MaTepuaia, NeKIapalus KBaTupUIMpOBaHHOTO JI1-
a2 K&KIOTO JepsKaTest JUICH3UH Ha TIPOU3BO/ICTBO, YKA3aHHOTO B 3asBICHUN, U KBATH(HUIIMPOBAHHOTO JIHIA KaXIOTO AEPyKaTeNIs IUICH-
31U Ha POM3BOJCTBO, YKA3aHHOTO B 3asIBIICHHHU B Ka4eCTBE OTBETCTBEHHOTO 3a BBIMYCK cepuil. B neknaparmsax HeoOX0quMo yKas3aTs, 4T
MIPOM3BOINTENb(M) aKTUBHOM (papMarieBTHUECKO# CyOCTaHIIMK, YKa3aHHBIN(€) B 3asBICHHHU, OCYILECTBISCT(I0T) CBOIO JICSITENBHOCTD B COOT-
BercTBuH ¢ [IpaBriiamMu HayIeKaleil NPOU3BOACTBEHHO npakTHkK PecryOuikn Kazaxcran B OTHOIICHHH HCXOAHBIX MaTepuasoB. [Ipu
OIpe/IeNICHHBIX 00CTOSATENBCTBAX JOITYCKACTCS IIPECTABIATh OAHY JeKIapaluio (CM. mpuMedanue K u3menenuio b.11.6.1).

7. 'apanTuiiHoe NHCHMO (TIPU HEOOXOAMMOCTH) TPOU3BOAUTEINS AKTHBHOI (hapMalleBTHYECKOH CyOCTaHIMU OMOBEIIATh ACPKATENs Pert-
CTPAILMOHHOTO YA0CTOBEPEHHS O JIIOOBIX H3MEHEHHSX TPOIIECCA MPOU3BOICTBA, CIIEIUPHUKAIMI U AHATUTHYECKNX METOIUK aKTUBHOMN (papma-
LEBTUYECKOW CyOCTaHIIHH.

8. IToaTBEpXKACHKE TOTO, YTO MpeyIaraeMast IO AKa JOJDKHEIM 00pa3oM JIMICH3UPOBaHa B OTHOIICHHHU PACCMATPUBAEMOI JICKapCTBEHHOM
(hOpMBI, JIEKApCTBEHHOTO MperapaTa Wil MPOU3BOJACTBEHHON ONEpaIliy.

b.l.a.2 MI3MeHeHus nporecca Npou3BOCTBA aKTUBHOHN (hapmarieB- YcnoBus Tpebyemast nokymMeHTaLust Bun npouenypst
THUUYECKOH CyOCTaHIIUH

a) HesnaunMmoe n3MeHeHne nporecca Mpou3BOCTBa akTHBHOM dap- | 1,2,3,4,5,6,7 1,2,3 1A
MalEeBTHYECKON CyOCTaHIIUH




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 14.05.2019

- ‘ dl i' DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata perakiun 19.04.2019
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

JlaTta ckaunBaHMs 14.05.2019

0) 3HaunMMoe U3MEHEHHE Npoliecca NPOU3BOJICTBA aKTUBHOM dap-
MAIeBTUYECKOH CyOCTaHIMY, KOTOPOE MOXKET OKa3aTh CYIECTBCH-
HOE BIIMSHHE HA KAYECTBO, 6E30MaCHOCTh Wi 3P (PEKTHBHOCTD Jie-
KapCTBEHHOTO MpernapaTa

B) M3MeHeHue 3aTparuBaet OHOIIOTHYECKY0/ NMMYHOJIOTHYECKYIO - - 11
CyOCTaHLHIO HITH HCIIOIb30BaHHE IPYroro BEIIECTBA, OIYICHHO-
o MyTeM XMMHYECKOT0 CHHTE3a, IPHU MTPOU3BOACTBE OHOIOTHYe-
CKOI'0/MMMYHOJIOTHYECKOT'0 JICKAPCTBEHHOT'0 TIperapara, KOTopoe
MOXKET OKa3aTh CYIIECTBEHHOE BIMSHHUE HA KauecTBO, Oe3omnac-
HOCTB WK 3)(HEKTHBHOCTH JIEKAPCTBEHHOTO Mperapara i He CBsi3a-
HO C IPOTOKOJIOM

r) M3MeHeHue 3aTparuBaeT pacTUTEIbHBIN JIEKapCTBEHHBIH Tpera- - - 11
par, a UMEHHO: reorpaguueckuii ICTOYHUK, CIOCO0 MPOU3BOACTBA
WM TIPUTOTOBJICHUS

1) Hesnaunmoe m3meHeHue 3akpbitoit yactu MOADC - 1,2,3,4 IB

YcnoBust
1. HexxenaTenbHOe U3MEHEHHE KaueCTBEHHOTO HIIH KOJIMYECTBEHHOTO PO IS IPUMECeH HITH (PU3NKO-XMUMHYECKHUX CBOWCTB OTCYTCTBYET.

2. Criocob CHHTE3a 0CTAeTCs TEM JKe, TO €CTh IPOMEKYTOUHBIC IPOAYKTBI HE H3MEHSIOTCS U B IIPOLIECC HE BBOASATCS HOBBIC PEAKTUBBI, KaTa-
JIM3aTOPBI WK PacTBOpUTeNd. ['eorpaduueckuii HCTOYHUK, IIPUTOTOBIICHHUE PACTUTENILHOTO CHIPBS U CIIOCO0 MPON3BOACTBA JICKaPCTBEHHBIX
PAaCTUTENBHBIX PEMapaTOB HE U3MEHAIOTCS.

3. Cneundukamuu akTHBHON (papMarieBTHUECKOI CyOCTaHIIMK U IPOMEKYTOUHBIX MPOIYKTOB HE U3MCHSIOTCS.
4. VI3MeHeHHe MOTHOCTBIO OMKMCHIBACTCS B OTKPBITOM YacTu (dacty "3asButens'") MOADC (eciu npuMEeHNMO).
5. AxtuBHas (papmarieBTHUECKas CyOCTaHIMS HE SBJISETCS] OMOIOrMYECKOH/ MIMMYHOJIOTHUECKOH CyOCTaHIUEH.

6. VI3MeHeHHe He 3aTparuBact reorpauuecKuii HCTOYHUK, CII0CO0 IIPOU3BOJICTBA WIIH IIPUTOTOBIICHHUS JIEKAPCTBEHHOTO PACTUTEILHOTO Hpe-
napara.

7. 3meHeHne He 3aTparuBaet 3akpbeiToit yactu MOADC.

JlokymeHTanms
1. ITonpaBka k cooTBETCTBYIOIIEMY (M) pa3aeny(am) 10Che, BKIIFOYAs MIPSIMOE CPAaBHEHHE TEKYILEr0 U HOBOTO MPOIIECCOB.

2. JlanHble aHanu3a cepuii (B popmare cpaBHUTENBHOMN TAaOIHIIBI), IO MEHBIIICH Mepe, IBYX CepHil (10 MEHbIIEH Mepe, OMbITHO-IPOMBIIILICH-
HBIX), IPOU3BEACHHBIX C IOMOIIBIO OOOPEHHOT0 U MPEATaraeMoro MpoLeccoB.

3. Konuu yTBepxIeHHbIX crielupHKaIMil akTHBHON (apMalleBTHUECKOH CyOCTaHIIUH.

4. Jlexnaparys fepskarteiist perucTpalluoOHHOTO yaocToBepeHust min aepxarenss MOADC cooTBETCTBEHHO, YTO U3MEHEHHE KAY€CTBEHHOTO U
KOJIMYECTBEHHOTO IPO(UILT IpuMeced Hii (PU3UKO-XMMHIECKUX CBOHCTB OTCYTCIBYET, CIIOCO0 CHHTE3a, CIeNU(UKAINK aKTHBHOU (apMma-
LEBTUYECKOH CyOCTaHIIMU U IPOMEKYTOUHBIX IPOTYKTOB HE H3MEHSIOTCSL.

[Tpumeuanne k b.1.a.2.6) [Toa 3HAaYNTETHHBIMU U3MEHEHHSIMH aKTUBHBIX (papma-
LEBTUYECKUX CyOCTAHIHH, TOTYyYCHHBIX IyTeM XHMUYECKOTO CHHTE-
3a, TI0JPa3yMEBAIOTCs I3MEHEHHMS CII0co6a CHHTE3a WM YCIOBHI
MIPOU3BOICTBA, KOTOPBIE CIIOCOOHBI H3MEHUTD BaXKHBIC [IOKA3aTEN
KauecTBa aKTUBHOU (papMalieBTHIECKO# CyOCTaHIINH, TAKHE KaK Ka-
YECTBEHHBIH U (MJIM) KOJINYECTBEHHbIN poduiib mpumMeceii, Tpedyo-
M KBaTHGHUKALHH, WIH QH3HKO-XUMHYECKHE CBONCTBA, BITHSIO-

11e Ha OUOJOCTYIHOCTD.

b.I.a.3 M3MeHeHue pa3Mepa cepud (BKIIOYAs AWAIAa30HbI pa3Mepa VYcnosus TpebOyemast noKyMeHTaIHs Bun npouenypst
CepuM) aKTUBHOM (hapManieBTHYECKON CYyOCTaHIINN HITH IPOMEXY-
TOYHOTO IIPOJIYKTA, UCIIOIB3yEMOT0 B IIpOIiecce IIPOU3BOCTBA aK-
TUBHOH (hapMarieBTHIECKOH CyOCTaHI[N
a) YBenmUueHne pa3Mepa cepuu BILIOTH 10 10 pa3 1mo 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 1A
- - 11
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B) MI3MeHeHue TpeOyeT aHaiu3a COIoCTaBUMOCTH OMOIOrHYeCKOM
/MMMYHOJIOTHYECKOH aKTHBHOH (hapMarieBTUUECKOH CyOCTaHITHI

r) YBenuyeHue pazMepa cepuu 6omee 10 pa3 1mo cpaBHEHHIO ¢ 3ape- - 1,2,3,4 1B
THCTPUPOBAHHBIM Pa3zMepOM

1) YBenudyeHne/yMeHblIeHHEe MaciiTaba pou3Bo/ICTBa OHOIOrHye- - 1,2,3,4 1B
CKOW/HMMYHOIIOTHYECKOM aKTUBHOM (papMarieBTHUEeCKOi cyOcTaH-
un 6e3 U3MEHEeHHs poliecca MPOU3BO/ICTBA (HATIPHMED, IyOIHUpO-
BaHUE JINHUH)

YcnoBust

1. Bce n3MeHeHHs METO/IOB TIPOU3BO/ICTBA 3aTPArUBAIOT JIMIIL HEOOXOAUMBIE VISl YKPYITHEHHUSI UITH Pa3yKpyHEHHs, HATPUMEp, UCIIOTb30Ba-
HHE 000pyIOBaHUE APYroro pasmepa.

. HeoO6xoaumo npencraBuTh pe3ysibTaThl HCIIBITAHUIT COTTACHO CrielU(UKaUsIM HE MEHee IBYX Cepuil peiaraeMoro pasmepa Cepuu.
. PaccmatpuBaemblii JiekapCcTBEHHBIH Npenapar He SBISeTCsl OHOIOrHYeCKUMM/MMMYHOJIOTHYECKIM JIEKapCTBEHHBIM IPENapaToM.

. VI3aMeHeHue He BIMSET HeXelaTeIbHbIM o6pa30M Ha BOCIIPOU3BOJUMOCTSH IpoIecca.

2
3
4
5. M3MeHeH#e He TOJDKHO OBITH CIIEICTBHEM HENPEABHICHHBIX CHTYALHi, BOSHUKIIUX B XO/€ IPOU3BO/CTBA, M HAPYIICHHUS CTaOMIbHOCTH.
6. Cneundukaiy akTHBHON (papMarieBTHUECKOil CyOCTaHIIMK/TTPOMEKYTOUHBIX POJYKTOB HE H3MEHSIOTCSI.

7. AxtuBHas (apmaleBTHYECKast CyOCTaHIHs HE SBJISETCS CTEPUIIBHOM.

8

. PasMep CCpUU HAXOIATCA B IIpEACIIC lo-KpaTHOFO JAuariasoHa pasMepa cepuu, NpeayCMOTPEHHOI'O IIPpU pErucTpaluu Uiu 1ocje rmocieayro-
Eero U3SMCHEHMA, HE ABJISIBIICTOCSA U3MCHCHUEM IA tuma.

JlokyMeHTanus
1. IlonpaBka K COOTBETCTBYIOIIEMY(MM) pa3eny(am) JOChE.
2. Homepa cepuii HCTIBITAHHBIX CEPHI UMEIOT MIPEIaraeMblil pa3Mep CepHH.

3. Jlannble aHanu3a cepuii (B popmare cpaBHUTENBHON TAaOMIIBI), IO MEHbIIIEH Mepe, OAHOW TPOMBIIIICHHOI CeprUr aKTHBHOW (papMarieBTH-
4eCKOi CyOCTaHIMK WITH IPOMEKYTOYHOTO POAYKTa COOTBETCTBEHHO, IPOM3BEICHHOM B yTBEPXKACHHOM U IpeuiaraeMoM pasmepe. I1o 3a-
MPOCY HEOOXOIMMO MPEACTABUTE JAHHBIE 110 CIACAYIOLUIUM ABYM ITOJIHBIM IIPOMBIIUICHHBIM CEPHUSIM; epKaTelb 00s3aH COOOIINTD, €CIIH pe-
3yJIBTAThl aHAJIM3a HE YKIIABIBAIOTCS B CICHU(DUKALIUIO U PESIUIOKUTD ILJTaH JIeHCTBHIA.

4. Komnu 0100peHHBIX crenu(uKanuii akTHBHOU (hapMalieBTHIeCKO cyOcTaHIMu (M IPOMEXYTOUHBIX IIPOIXYKTOB, €CIH IPHMEHHMO).

5. Jlexmaparys aeprkartelis perucTpaioHHoro yaocrosepenus niu aepxarenss MOADC cooTBETCTBEHHO, YTO BCE H3MEHEHHUS] METOI0B IIPO-
M3BOZICTBA 3aTPArkBaloOT JIMIIb HEOOXOIUMBIE JUIsl YKPYITHEHUS HIIM pasyKpyITHEHHMs], HApHMep, HCIOJIb30BaHHE 000PYI0BaHHE APYTOTro pa3-
Mepa; U3MEHEHUE He BIMSCT HeXKeNaTeIbHbIM 00pa3oM Ha BOCIPOU3BOAUMOCTb IPOLIECCa; H3MEHEHHE He SBIISETCS CISCTBUEM HElpeBU-
JICHHBIX CUTYallWi{, BOSHUKIINX B XOJ€ IIPON3BOJICTBA, WIIM HAPYIICHUS CTaOMIBHOCTH; ClIeNU(HKALNN aKTHBHOW (hapMarieBTHIECKOH cy0-
CTaHLIUH/TIPOMEKYTOUHBIX TIPOJYKTOB HE H3MEHSIOTCS.

b.l.a.4 MI3MeHeHne BHYTPUIIPOM3BOICTBEHHBIX UCTIBITAHUI MIIU Ycnosus Tpebyemast nokymeHTaLust Bup mpouenypsr
KPUTEPUEB IIPHEMIIEMOCTH, HCIIOIb3YIOLIMXCS IPU IPOU3BOICTBE
aKTHBHOW (hapMaleBTUIECKON CyOCTaHIINN

a) YkecToueHHe BHYTPUIIPOU3BOICTBEHHBIX KPUTEPUEB MTPUEMIIC- 1,2,3,4 1,2 1A
MOCTH
6) JlobaBnieHrne HOBBIX BHYTPHUITPOM3BOICTBEHHBIX HCITBITAHUI WITH 1,2,5,6 1,2,3,4,6 1A

KpPUTEpUEB IPHEMIIEMOCTH

B) MckiroueHne He3HAYMOTO BHY TPHIIPOU3BO/ICTBEHHOI'O UCTIBITA- 1,2,7 1,2,5 1A
HHUS
r) Pacmmpenne 0J00OpeHHBIX BHYTPUIIPON3BOICTBEHHBIX KPUTEPH- II

€B IIPUEMIIEMOCTH, KOTOPBIE CYIIECTBEHHO BIIUSIOT HA COBOKYITHOE
Ka4eCTBO aKTUBHOE (hapMaleBTHIECKON CyOCTaHI[H

1) MckmodueHne BHY TPUATPON3BOICTBEHHOTO HCITBITAHUS, KOTOPOE 11
MOXKET CYLIECTBEHHO IOBJIHATH Ha COBOKYITHOE KQueCTBO aKTHB-
HOH (papMarieBTHUECKOI CyOCTaHIINK

¢) JlobaBiieHHe UK 3aMEHa BHYTPUIIPOU3BOICTBEHHOT'O UCTIBITA- 1,2,3,4,6 1B

HHUA U3 COOGpa)KGHI/Iﬁ 0e30MaCHOCTH WIJIH KayecTBa
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YcnoBust

1. I3MeHeHMe He ABIISETCs CIEICTBHEM KaKOro-JIN00 00s3aTelIbCTBa, IPUHATOTO 110 Pe3yJIbTaTaM paHee MPOBEAEHHBIX KCIEPTH3 C LEIbI0
aHaNIM3a KPUTEPUEB IIPUEMIIEMOCTH CIIeNU(UKAINY (HAIPUMep, B X0/ie PETUCTPAINy MK BHeceHHs u3MeHeHuit 11 tuma).

2. VI3MeHeHue He SIBISETCS CIISICTBUEM HETIPEIBUCHHBIX CUTYalNi, BO3HUKIIHNX B XOJ/I¢ TPOU3BOACTBA, HAIPUMED, HOBAs HEKBAIH(HIIUPO-
BaHHAs NPUMECh, U3MEHEHHUE MPEJIENIOB COCPKaHNsI CyMMBI IIPUMECEH.

3. JIro6oe n3MeHeHHe TOJKHO YK bIBATHCS B AMAMAa30H ACHCTBYIOUIMX 0I00PEHHBIX KPUTEPUEB IPUEMIIEMOCTH.
4. Ananurruyeckas METOIMKA HE M3MEHSIETCS MIIM U3MEHSIETCS HE3HAUUTEILHO.

5. Hu ouH HOBBII METO/ MCIIBITAHUSI HE OCHOBAH HAa HOBOM HECTAHIAPTHOM METOJOJIOTHH I CTaHIaPTHON METOI0JIO0THH, HCIIONB3YeMOi
M0-HOBOMY.

6. HoBbIil MeTO/ MCTIBITAHUS HE SABIISICTCS OMOJIOTHYECKUM/UMMYHOJIOTHYECKUM/UMMYHOXUMHUYECKAM HITH METO/IOM, B KOTOPOM HCIIOJIB3YeT-
sl OMOJIOTHYECKHH PEaKTUB JUIsl OMOJOTHYECKON aKTUBHOM (hapMaLieBTHUECKON CyOCTaHIINH (32 HCKIIIOUSCHUEM CTaHIapTHBIX (apMakoneii-
HBIX MHKPOOHOJIOTHYECKUX METO/IOB).

7. Iapametp cnienuurKauy He 3aTparuBaeT KPUTUYECKHUA TapaMeTp, HarpuMep, 000N U3 CIEAYIONHX: KOJINYECTBEHHOE OIpeeIeHHE,
IIpuMecH (€CIIH TOJIBKO OIPE/IeNICHHBIN PaCTBOPUTEIH OJTHO3HAYHO HE MCIOJIB3YETCs B IPOU3BOJICTBE aKTHBHOHN (papMarieBTHUECKO cyOcTaH-
IIUN), Tr00ast KpUTHYECKask PU3MIECKasi XapaKTEPUCTHKA, HAaI[PHIMEp, pa3Mep YacTHII, HachIITHAsl IUIOTHOCTH JI0 U ITOCJIE YIUIOTHEHHUS, NCIIbITa-
HHE Ha NOAJIMHHOCTb, BOJA, JIF00O0i1 3apoc Ha M3MEHEHUE YaCTOTHI UCIIBITAHUI.

JlokymeHTanus
1. ITonpaBka k cOOTBETCTBYIOIIEMY(MM) pa3aeny(am) 10Che.
2. CpaBHHTEIbHAS TA0IMIA TEKYIIUX U NPEUIaraeéMbIX BHYTPUIIPOU3BOJICTBEHHBIX UCIIBITAHUI.

3. IToppoOHOE onrcaHre HOBOro HeapMaKONEHHOM aHATUTHYECKOH METOJUKH U JAHHBIE IEPBUYHON IKCIEPTU3bI(B COOTBETCTBYIOIIHX CITy-
qasx).

4. JlaHHble aHaIM3a JIBYX MPOMBIIIIEHHBIX CepUi (U1 OMOIOrMYEeCKUX aKTUBHBIX (hapMaleBTUUECKUX CyOCTaHIMH, B OTCYTCTBUE IOJDKHBIX
000CHOBaHUI, — TPU NPOMBIIUICHHBIC CEPUN) aKTHBHOH (hapMalieBTUYECKOH CyOCTaHIIUH IO BCEM ITapaMeTpaM Cre(HKALIH.

5. O6oCcHOBaHME/OLIEHKA PHCKOB CO CTOPOHEI IepKATEIs PETHCTPAallHOHHOTO yaocToBepeHus miH Aepxatens MOADC cooTBeTCTBEHHO,
HOATBEPKIAIOMINE, YTO BHYTPUIIPOU3BOICTBEHHBIE TIAPAMETPhI ABIIAIOTCS HE3HAYMMBIMU MIIN YCTAPEBILIUMHU.

6. O00CHOBaHKE CO CTOPOHBI JAEPIKATEINsI PErMCTPALMOHHOTO yaocToBepeHus win aepxareniss MOADC coOTBETCTBEHHO HOBBIX BHYTPHIIPO-
U3BOJACTBEHHBIX UCIBITAHUH U IPEJIENIOB.

b.l.a.5 M3MeHeHue akTHBHOW (papMarieBTHUECKOM CyOCTaHIINH ce- VYcnosus TpebOyemast noKyMeHTaIHs Bun npouenypst
30HHOM, MpENaHJeMUYECKON WIN MTaHAEMHYECKOH BaKIIMHBI JUTS
npo(HIAKTHKY TPUIIA

a) 3aMeHa mTaMMa(0B) CE30HHOH, IPENaHAeMIYECKOl NN MaH ie- II
MHYECKOI BaKIIMHBI JUTS TPOQUIAKTUKH TPUIIIA

B.1. 6) KonTposb kauecTBa akTUBHOM (papMarieBTHUECKON CyOCTaHITUN

b.1.6.1 M3meHenue napamMeTpoB crieuUKauy U (UIM) KPUTEPUEB IPUEMIEMOCTH aKTUBHON (apMalieBTHye- VYeno- | Tpe- Bun
CKOM CyOCTaHIMH, HCXOJHOTO MaTepHalia/IpOMEKyTOYHOTO POXYKTa/PeakTHBa, ICIOIb3yEMBIX B IIpolecce BUS Oye- po-
IPOHM3BOJCTBA AKTHBHOU (hapMalieBTHUECKOI CyOCTaHII Mas e-
noKky- | ny-
MEH- pbl
Tauus
a) YKecToueHHe KPUTEPUEB NPHEMIIEMOCTH CHEeU(UKAIIUN JIEKAPCTBEHHBIX MPEIapaToB, MOJIEKAIINX BIITYC- 1,2, 1,2 1A-
Ky cepuil 0pULHATbHBIM KOHTPOJIBHBIM OPraHOM 3,4 HY
0) YxecToueHHE KPUTEPHEB IPUEMIIEMOCTH Criel(uKaum 1,2, 1,2 1A
3,4
B) Jlo6aBieHne B crienu(pUKaIi0 HOBOTO TapaMeTPa M COOTBETCTBYIONIETO My METO/[a HCIIBITaHU 1,2, 1,2, 1A
5,6, 3,4,7
7
r) UckimoueHre He3HAUUTENBHOTO MapaMeTpa crieludukanuy (HampuMmep, HCKIIF0UYEHHE YCTapeBIIEro mapamer- 1,2, 1,2,6 | 1A
pa) 8
I
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1) Uckmouenne napamerpa crieliupUKaunuy, KOTOPbIH MOXKET CYIIIECTBEHHO MOBJIUATH HA COBOKYITHOE Ka4eCTBO
aKTUBHOM (papManeBTHIECKO! CyOCTaHINH M (M) JIEKApCTBEHHOTO IIperapaTa

e) M3mMeHeHne, BbIXOAsILEE 32 OJOOPEHHBIH Anana3oH KpUTEPUEB IIPUEMIEMOCTH crielnuKannii akTuBHOH Qap- I
MaIeBTUYECKOH CyOCTaHITHU

2) Pacmmpenne 0q06peHHBIX KPUTEPHEB PHEMIIEMOCTH CIICII(HUKAINN HA HCXOIHbIE MATEPHAIBI/ TIPOMEKYTOU- I
HbIC IPOAYKTHI, KOTOPBIC CYIIIECTBEHHO BIUSOT HA COBOKYITHOE KaueCTBO aKTHBHOM (hapMalieBTHYECKOI Cy0-
CTaHIMHU ¥ (MJIH) JIEKApCTBEHHOTO TpenapaTa

h) obaBnenue uin 3amMeHa (MCKIIroUasi OMOJIOTHYECKYH0 U MIMMYHOJIOTHUECKYIO CyOCTaHIIMIO) apaMeTpa CIrielu- 1,2, 1B
(DMKAIMU U COOTBETCTBYIOIIETO €My METO/Ia HCIBITAaHHUS U3 COOOpaXKeHHi 6e30MaCHOCTH T KauecTBa 3,4,

5,7
i) Eciin Ha akTUBHYIO (hapManeBTHUECKYI0 CyOCTaHIMIO OTCYTCTBYET CTaThs I'ocynapcrBenHoi dapmakonee 1,2, IB
Pecniy6onuku KazaxcraH, n3MeHeHHE COOCTBEHHBIX TaHHBIX ClICHU(UKALNK Ha TaHHbIe HeO(DHIUAIbHOH (hapMa- 3,4,
KOTIed Win (hapMaKoIen TPEThel CTPaHbI 5,7
Ycnosus

1. I3MeHeHue He SBISETCS CIIEICTBHEM JTI000r0 0053aTeNbCTBa, IPUHATOTO [0 PE3yIIbTaTaM paHee MPOBEICHHBIX IKCIIEPTH3 C LIEIIBIO mepe-
CMOTpa KPUTEPHEB IPHEMIIEMOCTH crieliuKaniy (HampuMep, B X0€ PErHCTPALNK JICKapCTBEHHOTO MperapaTa Wi BHECCHHN N3MCHEHHH
11 Tuma).

2. VI3aMeHeHue He SBIIETCS CJICACTBHUEM HEIIPEABUACHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IIPOU3BOACTBA, HAIIPUMED, HOBOM HCKBaJ’II/I(I)I/ILII/Ipo-
BaHHOU IIpUMECH, U3MCHECHUSI TIPEACIIOB COACPIKAHUSI CYMMBbI HpI/IMCCCﬁ.

3. JIro6oe n3MeHeHMe JOJDKHO YKIIaJbIBATBCS B JUAIIA30H TCKYIIIUX OI[O6p€HHLIX KpUTCPUCB IIPUEMIIEMOCTH.
4. Ananutnueckas METOAHKA HC U3MCHACTCA UJIN U3MCHACTCA HC3HAYUTCIIBHO.

5. Hu oguH HOBBII MeTO/I HCIIBITAaHUS HE OCHOBAH Ha HOBOW HECTAHAAPTHOM METO0JIOTMH WIIM CTaHAAPTHON METOIOJIOTHH, UCTIONb3YeMOU
M0-HOBOMY.

6. HoBblit MeTO/ MCIIBITAHUS HE SIBIISIETCS OMOJIOrHYECKUM/ HIMMYHOJIOTHUECKUM/ IMMYHOXMMHYECKUM WM METOZIOM, B KOTOPOM UCIIOJb3Y-
€TCst OMOJIOTHIECKUI PeaKkTHB JUIs OHOIOTHYECKON aKTUBHOM (apMaleBTHIECKO! CyOCTaHINH (32 MCKIIIOYEHHEM CTaHAAPTHEIX (apMakomeii-
HBIX MUKPOOHOIOTHYECKUX METOJIOB).

7. 3menenue mo00ro Matepuana He 3aTparuBaeT FeHOTOKCHYHYIO ipuMech. Eciii BoBieueHa akTuBHas (apmaneBTuyeckas cyOcTaHuys, 3a
UCKIIFOYEHHEM OCTATOYHBIX PACTBOPUTEINEH, KOTOPBIE OKHBI COOTBETCTBOBATH IpeJieiaM COOTBETCTBYIOLIEH cTaThe I ocynapcTBeHHON
®dapmakonee Pecnydnuku Kasaxcra, KOHTPOJIb 11000 HOBO# PUMECH JJOJDKEH COOTBETCTBOBATh | ocynapcrBenHoit dapmakornee Pecry6-
nkn Kazaxcras.

8. [Tapamerp crerudukanyy He 3aTparuBacT KPUTHUSCKHUI ITapaMeTp, HalpuMep, JI000i 13 ClIeIyIOMHX: KOJIMYECTBEHHOE ONpe/ICIICHHE,
HpUMecH (€CIU TOJIBKO OIPEEICHHBIN PACTBOPUTENb OJHO3HAYHO HE UCIIOJIB3YETCsl B IPOM3BOJICTBE AKTUBHOW (papMalieBTHYECKOM CyOCTaH-
LIMN), IF00ast KpUTHYeCKast pU3nUecKasi XapaKTepUCTHKa, HAITPUMED, pa3Mep YacTHIl, HACBIIHAS INIOTHOCTD JI0 M TOCJIE YIZIOTHEHUS], UCTIBITa-
HHE Ha NOJIMHHOCTb, BOJA, JIF00O0H 3a1poc Ha MPOIYCK UCTIBITAHUS.

JloxymeHTauus

1. ITonpaBka k coOTBETCTBYIOIIEMY(MM) pa3aeny(am) 10Che.

2. CpaBHHTENIbHAS Ta0JUIIA TEKYIMX U IpeJUIaracMbIX crielu(UKanyii.

3. IloppobHoe onvcaHue 110001 HOBOW aHAIMTUYECKOW METOJAMKHY M JaHHBIE IEPBUYHON SKCIIEPTU3HI (B COOTBETCTBYIOMINX CIIyYasiX).

4. JlanHble aHamM3a IBYX NPOMBIIIIEHHBIX CEPUH (B OTCYTCTBHE 000CHOBaHMS OOPATHOrO A1 OMOJIOTMUECKUX aKTUBHOM (hapMarieBTHYe-
CKHX CyOCTaHIIHII — TPHU CEpUM) COOTBETCTBYIOIIEH aKTHBHOH (papMaleBTHIECKON CyOCTaHIIUHM 110 BCEM MapaMeTpaM CHelU(pUKAIHHL.

5. B cooTBeTCTBYIONINX CTydasX JaHHbBIE TECTa CPABHUTEIBHON KHHETHKH PACTBOPEHHUS JICKAPCTBEHHOTO TpenapaTa, COAEPHKAIIEro aKTHUB-
HyI0 (hapMareBTHYECKyIO0 CyOCTaHIHIO, 10 MEHbLIEH Mepe, U3 ONBITHO-IIPOMBILIIIEHHON CepHH, COOTBETCTBYIOLLYIO ASHCTBYIOLIMM U Ipe/iia-
raeMbIM crienM(pHUKausM. B oTHOLIEHNH JIEKapCTBEHHBIX PACTUTEIBHBIX MPENapaToB JOCTATOYHBI JAHHBIC CPABHUTEIBHON paciialaeMOCTH.

6. O60CHOBaHME/OLIEHKA PHCKOB CO CTOPOHEI ICPKATEIs PErHCTPALMOHHOTO yaocToBepeHus min aepixkatensi MOADC cooTBETCTBEHHO,
MOATBEPIKIAOIINE, YTO BHYTPUIIPOM3BOICTBEHHBII TapaMeTp SBIISCTCS HE3HAYUMbIM HIIH YCTApPEBIINM.

7. O60CHOBaHHE CO CTOPOHBI IepPIKATENA PErUCTPAIIMOHHOTO yaocToBepeHus mwin aepxkarens MOADC cooTBeTCTBEHHO HOBBIX ITapaMeTpa
crienu)UKAIUY ¥ KPUTEPHEB IPHEMICMOCTH.

b.1.6.2 U3meHeHre aHATUTHYIECKOW METOMKY aKTUBHOM (hapMalieBTHYECKOM CyOCTaHIIMH MITH HCXOJHOTO Mate- VYeno- | Tpe- Bun
pHasa/mpoMeXyTOUYHOT O IIPOIYKTa/ peaKTUBA, UCIOIb3YEMbIX B IIPOLIECCE MPOU3BO/ICTBA aKTHBHOM (hapMarieB- BUS Oye- po-
THYECKON CYyOCTAaHIIUH Mast 1e-
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JIOKY- ny-

MECH- pHI

Tanus
a) He3Haunmble M3MeHEHHUs 0JJOOPEHHOMN aHATUTHYSCKOW METOTUKU 1,2, 1,2 1A
3,4
0) UcknroueHne aHATUTUIECKONH METOANKN aKTUBHO# (hapMareBTHYECKOW CyOCTaHIIMK M UCXOJHOTO MaTtepua- | 7 1 1A

J1a/TIPOMEXYTOYHOT0 MPOIYKTa/ PEaKTHBA, €CITH AIbTEPHATHBHAS el aHATMTHYECKas METOANKA yiKe 0100peHa

B) [Ipoune n3MeHeHHs aHATUTHYECKOW METOUKH (BKITFOUas 3aMEHY HJIH 100aBJICHNE) PeaKTHBa, KOTOpas He 1,2, 1,2 1A
OKa3bIBAeT 3HAYMMOTI'0 BIMSIHUS Ha COBOKYITHOE KaueCTBO aKTHBHOM (hapMarieBTHUeCKOl cyOCcTaHInu 3,5,

6
r) CylecTBEHHOE H3MCHEHHE HJIH 3aMeHa OHOJIOTHYECKOr0/UMMYHOIOTHYECKOr0/HMMYHOXHMHYECKOTO METO/Ia I

UCIIBITAHHS WIIK METO/Ia, B KOTOPOM HCIIOJIB3yeTCsl OMOJIOTHUECKUI PEaKkTHB /Ul OMOJIOrHYeCKON akTHBHOI (ap-
MalEeBTHYECKON CyOCTaHIIUH

1) [Ipourie M3MEHEHNs aHATUTUYIECKON METOAUKH (BKJIFOUast 0OaBJICHHE HIIH 3aMCHY) aKTUBHO# (hapMmarieBTHYe- 1,2 1B

CKOM CyOCTaHIIMM MJIM HCXOJHOTO MaTepHalia/lIpoOMeKyTOUHOTO POYKTa

VYcnoBus

1. IIpoBeneHa HeoOXoAMMas IEPBUYHASL SKCIIEPTH3a, TOITBEPKAAIOIIAs TO, YTO OOHOBJICHHAs aHAJTMTHYECKash METOMKA, [0 MEHBILIECH Mepe,
SKBHBAJICHTHA MPEBIIYIICH.

2. Hpe;{enm CoACPIKaHUs CYMMBI HpHMCCCﬁ HC U3BMCHHIIUCH, HOBBIC HCKBaJ’II/ICI)I/ILII/IpOBaHHLIe TIpUMECH HE OGHapy)KCHLI.
3. Meton aHanu3a He U3MEHUIICS (HaanMep, HU3MCEHCHUEC JUIMHBI KOJIOHKH UJIA TEMIIEpATyphbl, HO HE IIpyFOﬁ BHUJ] KOJIOHKHA HUJIA MCTOI[).

4. MeToj UCTIBITaHUS HE SBISETCS] OUOIOTMYSCKUM/MMMYHOJIOTHYECKUM/IMMYHOXUMHYECKHM MIIM METOJZIOM, B KOTOPOM HCIIOJIb3yeTcs: OHO-
JIOTHMYECKUT PeakTHB U1l OMOJIOTHYECKOM aKTHBHOW (hapMaIieBTUUECKON CyOCTaHIMH (32 HCKITFOYCHHUEM CTaHIAPTHBIX (papMaKOMeitHbIX MUK-
POOHOIOTHYECKUX METO/IOB).

5. Hu ouiH HOBBIM METO HCIIBITAHUSI HE OCHOBAH Ha HOBBIX HECTAHIAPTHBIX METO/IaX WM CTAHAAPTHBIX METO/AX, HCIIOJIb3YEMbIX MO-HOBO-
My.

6. AxTHBHas (papMmaleBTHYECKast CyOCTaHIHs HE SBJISETCS OMOIOTHYECKOI/ MMMYHOJIOTHUECKOM.

7. AnbTepHaTHBHAs aHATUTHYECKAst METO/IMKA JUTS TTapaMeTpa crielu(uKaniy yxe 0000peHa, U ITOM TaKas METOJHMKa He OblIa BKIIIOUCHA
nocpeacTsoM [A-yBenomienus.

JloxymeHTanus

1. ITonpaBka k cooTBETCTBYIOIIEMY(MM) pa3aeny(am) J0Che, BKIIFOUAs OMMCAHUE aHATUTUIECKON METOIOJIOTHH, PE3FOME IaHHBIX IEPBUYHON
9KCHEPTHU3bL, IEPECMOTPEHHBIE CIICHU(BHKALUNKE Ha PUMECH (€I TPUMEHHMO).

2. CpaBHI/ITeHBHHe Ppe3yJIbTaThI HepBI/I‘lHOI\/'I OKCIICPTU3BI UJTH, IIPU HAJTUIUU 06OCHOBaHI/I${, CpaBHUTEJIbHBIC PE3YJIbTAThl aHaJIN3a, IOATBEP-
JKIAoUIKE, 4YTO TCKYIIEC U IpeajlaracMoe UCIIbITAHUE SKBUBAJICHTHBI. Hacrosmee Tpe60BaHI/Ie HE MPUMEHSETCS, €CIIU Z[O6aBJ'I$IeTCﬂ HOBasA
aHaJIMTU4YCCKasa METOJUKA.

b.I. B) YnakoBo4HO-yKynopouHas cucTeMa

b.I.B.1 I3MeHeHue NepBUYHON YIIAKOBKH aKTHBHOW (hapMalieBTUUECKON CyOCTaHIINU VYeno- | Tpebyemas Bun
BUSI JIOKyMEHTa- pore-
st Iypbl
a) KauecTBeHHBI U (MJIH) KOJTMYECTBCHHBIH COCTaB 1,2, 1,2,3,4,6 1A
3
0) KauecTBeHHBIH 1 (MJIH) KOJIMYECTBEHHBIN COCTaB ISl CTEPHIIBHBIX MM HE3aMOPOXKEHHBIX OHOJIOTH- 11
YECKMX/UMMYHOJIOTHYECKUX aKTHUBHBIX (papMalleBTHUECKUX CYOCTaHLIUH
B) JKuskue akTHBHBIC (hapMaleBTHUECKHE CYOCTaHIMH (HECTEPUITbHBIC) 1,2,3,5,6 1B
VYcnosus

1. ITo cOOTBETCTBYIOLIMM CBOMCTBAM MpeAiaraeMblii yIIakOBOYHBIN MaTepHal JA0JDKEH, TI0 MEHbIIEeH Mepe, ObITh SKBUBAJICHTHBIM 0JJ00pEH-
HOMY.

2. Hauatsr COOTBETCTBYIOIIUE UCCIICIOBAaHUS CTa0MJIBHOCTH B COOTBETCTBUU C YCTaHOBJICHHBIMU Tpe6OBaHI/I${MI/I " 3a4BUTCIICEM HA MOMCHT
BBEJICHUS U3MEHEHUI IIpoaHaJIN3UPOBAHbI COOTBETCTBYIOLINE TapaMETPhbL CTa0MJIBHOCTH HE MEHEE YeM Ha JABYX ONBITHO-IIPOMBIITJICHHBIX




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 14.05.2019
- ‘ dl i' DTaNOHHBIA KOHTPOJIBHBINA GAHK HOPMATUBHBIX [IPABOBbIX AKTOB Jlata pexaKuun 19.04.2019

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE TlaTa ckaunBanus 14.05.2019

WM MPOMBIIUIEHHBIX CEPUsX, B €r0 PaCHOPsHKEHNH HaXOAATCS yIOBJIETBOPUTEIIBLHBIC PE3yIbTaThl, IO MEHBILEH Mepe, 3-MeCsIUHOT0 H3yye-
HUs cTabmiabHOCTH. OTHAKO, €CIH MpeyiaraeMast yrakoBKa 0oJiee yCTOHYMBA [0 CPAaBHEHHIO C 3aPETHCTPUPOBAHHOM, TO TPEXMECSYHbIE TaH-
HbIC TI0 CTa0WIBHOCTH He TpeOytoTcst. [10 3aBepIeHHN TaKUX UCCIICIOBAHUM, €CIIM Pe3yJIbTaThl HE YKIIAAbIBAIOTCS B CHCLM(MHUKALIMI WU HO-
TEHIIMAILHO HE YKIIABIBAIOTCS B CrICH(UKAIIMK HA KOHEIl CPOKa TOJHOCTH/TIEPHO/ia MOBTOPHOTO UCIIBITAHMUS, UX HEOOXOIUMO HEMEJICHHO
MIPEICTaBUTH YIIOJTHOMOUEHHOMY OpTraHy Hapsly ¢ MpeajaraeMbIM IJIaHOM JIeHCTBHH.

3. Uckitouas CTepuiIbHBIC, XKHKHE U OHOJIOTHYECKUE/MIMMYHOJIOTHYECKIE aKTUBHBIE (hapMalleBTHYECKHEe CyOCTaHIINH.

JloxymeHTanus
1. ITonpaBka kK cOOTBETCTBYIOIIEMY(MM) pa3neny(am) 10Che.

2. HeoOxouMble 1aHHBIE O HOBOH yIakoBKe (HaIlpUMep, CPAaBHUTEINIbHBIE JJAHHBIE 110 IIPOHULIAEMOCTH, Harpumep, 11t 02, CO2, Bnaru u T.
1), BKJIIO4Yas IIOATBEPKACHUE TOT0, YTO MaTEpUal COOTBETCTBYET COOTBETCTBYIOIINM (hapMaKOIEHBIM TpeOOBAHUAM O IIIACTHYECKUX MaTe-
puanax ¥ 00beKTax, KOHTAKTHPYIOIIHUX C IUIIEBBIMHU IPOTYKTaMH.

3. B COOTBETCTBYIOIIHX CIy4asx HEOOXOIUMO MPEACTABUTH IMOITBEPKACHHE TOTO, YTO B3aMMO/ICHCTBHE MEX/Y COACPKUMBIM H YITaKOBOY-
HBIM MaTepPHaJIOM HE MPOUCXOIUT (HaIpHMep, OTCYTCTBYET IepeMellleHne KOMIIOHEHTOB MPeJIaraeMoro MaTepHaia B €ro COIepKUMOe, KOM-
TIOHEHTHI JIEKAPCTBEHHOTO Mpernapara He NepexoIsiT B YIaKOBKY ), BKIIIOYasi TOTBEPKACHHE TOTO, YTO MaTepHal COOTBETCTBYET COOTBET-
CTBYIOIIUM (hapMaKoIEeitHbIM TPEOOBAHUSM O IUIACTHYECKHX MaTepHaliax U 00beKTaX, KOHTAKTHPYIOLIHUX C MHIIEBBIMHU MIPOIYKTaMH.

4. Jlexnapanysi iepkatesisi perucTpaluoHHOTo yaocToBepenus win aepxarenss MOADC, uto TpedyeMble HCcCieI0BaHUs CTAOUIIBHOCTH Ha-
YaThl B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUIMH (C YKa3aHHEM HOMEPOB CepHii); U UTO (B COOTBETCTBYIOLIMX CIy4asix) HA MOMEHT
BBC/ICHHSI U3MCHEHHH B €r0 PaclopsHKEHUH HAXOAMINCH TpeOyeMble MUHUMAIIbHBIE yIOBJICTBOPUTENBHBIC JaHHbBIC IO CTAOMIBHOCTH; M 4TO
MMEIOLIMECS JaHHbIE HE CBUJICTEIBCTBOBAIIN O KaKOH-1no6o0 mpodieme. HeoOxomumo Takke MpecTaBUTh MTOATBEP)KICHUE TOTO, YTO UCCIIE0-
BaHMS OyIyT 3aBEPILICHBI,  YTO €CIIM PE3YJIbTAThl HE Oy IyT YKJIQABIBAThCS B CIICHM(UKAINH WIN IIOTEHIIMAIBEHO HE YKIAbIBATHCS B CIICIH-
(UKaIMU HA KOHEIl CPOKa TOJJHOCTH/TIEPUO/Ia TOBTOPHOTO UCIBITAHUS, MX HEMEJICHHO PEICTABAT yIIOJIHOMOYCHHOMY Oprany Hapsiiy ¢
IIPeAIaraéMbIM ITAHOM JICHCTBHH.

5. Pe3ynbrathl HccienoBaHmit CTAOMIIBHOCTH, IPOBEICHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMH, IO 3HAYMMBIM ITapaMeTpam
CTaOWIBHOCTH HE MEHEE YeM Ha JIBYX OIBITHO-IIPOMBIIUIEHHBIX WM MPOMBIIUICHHBIX CEPHSX, OXBATHIBAIOIINX HE MEHEE TPEX MECALEB, U
MOATBEPKJICHUE TOr0, YTO YKa3aHHbIE HCCIIEA0BAHUS Oy/LyT 3aBEpIICHBI, U €CIIM Pe3yJIbTaThl He OyIyT YKJIAIbIBaThCS B CIIELMU(BHUKALINT UITH
MOTEHLUUATIBHO HE YKIIabIBAThCS B ClIeLU(UKALUK Ha KOHELl CPOKa FOHOCTH/IEPHO/ia TIOBTOPHOTO UCIIBITAHUS, X HEMEJUICHHO IPEe/ICTaBsT
YIIOJHOMOYEHHOMY OpraHy Hapsiiy ¢ IpenaraéMbIM INIAHOM JEeHCTBHH.

6. CpaBHEeHHE ICHCTBYIOIINX U MPEIaraeMbIX crielu(uKaui epBUYHON YIIaKOBKH (€CIIH NPHMEHUMO).

b.1.B. 2 VI3MeHeHne napamMeTpoB creluUKay U (WIK) KPUTEPUEB IPHEMIEMOCTH MIEPBUYHOM yria- VYeno- | Tpebyemast Bun
KOBKH aKTHBHOH (hapMalieBTUUECKOH CyOCTaHIIUI BUA JIOKYMEHTa- mporie-
1y Zypbl
a) YKeCTOYeHHE KPUTEPUEB MTPUEMIIEMOCTH CIIEHU(PHUKAIIH 1,2, 1,2 1A
3,4
0) [loGaBneHne B cieni(pUKaIMio HOBOTO ITapaMeTpa M COOTBETCTBYIOIIEMY €My METO/1a HCIIBITAHIH 1,2, 1,2,3,4,6 1A
5
B) MckiroueHne HeCyIeCTBEHHOr o apaMeTpa crienudukanuy (HarpuMep, HCKII0YeHHE yCTapeBILEro 1,2 1,2,5 IA
rapameTpa)
r) Jlob6aBienue miu 3aMeHa rnapaMmerpa crequUKauu 3 cooOpakeHuii 0€30IIaCHOCTH MIIH KauecTBa 1,2,3,4,6 1B
VYcenosus

1. VI3MeHeHue He SIBISETCS CIIEICTBUEM KaKOro-1n0o 00s3aTeNnbCTBa, IPUHSTOTO MO pe3ybTaTaM paHee HPOBEJCHHbIX IKCIIEPTU3 C LEIIBIO
aHaJIn3a KPUTEPUEB NIPUEMIIEMOCTH Crieln(pUKanny (Hampumep, B X0/1e PErUCTPALMHU JIEKApPCTBEHHOTO Iperaparta Wik BHECEHHS! M3MEHEHHUH
1 Tuna), ecitu TOJILKO OHO paHee He PACCMOTPEHO U 0I00PEHO B KAUeCTBE MEPBI MOCIISYIOIIEro HAaOII0ACHUSL.

2. I3meHeHue He SBISETCS CIISICTBUEM HENPEeIBUICHHbIX CUTYalUi, BO3HUKILIHNX B X0/1€ IPOU3BOJICTBA YIIAKOBOYHOT'O MaTepHaa Wid Ipu
XpaHeHUH aKTUBHOM (papMarieBTHIeCKOH cyOcTaHIUH.

3. JIroOoe n3MeHeHue JOJDKHO YKIIaJbIBATBhCS B JUAIIA30H TCKYIIIUX 0HO6p€HHLIX KpUTCPUCB IIPUEMIIEMOCTH.
4. Ananutnyeckas METOAMKA HE U3MCHACTCS UJIN U3MCHACTCI HC3HAYUTECIIBHO.

5. Hu oguH HOBBII METO/I HCIIBITAHUS HE OCHOBAH HA HOBOW HECTAHAAPTHOW METOJOJIOTHH WIIM CTaHAAPTHON METOIOJIOTHH, UCTIONb3YeMOn
0-HOBOMY.

JloxymeHTauus

1. ITonpaBka kK cOOTBeTCTBYIOIIEMY(MM) pa3aeny(am) 10Che.
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2. CpaBHHTENIbHAS Ta0JIUIIA TEKYIMX U IpeUIaracMbIX crielu(UuKanyii.
3. IloppobHOE onvcaHue 10001 HOBOH aHAINTHYECKOW METOIMKHY M JaHHBIE IEPBUYHOM SKCIIEPTU3HI (B COOTBETCTBYIOMINX CITyYasiX).
4. JlaHHble aHaM3a IBYX CEPUil YIIAKOBOYHOIO MaTepHaa 1o BCEM MapamMeTpaMm Crielu(pruKanum.

5. O6oCcHOBaHME/OLIEHKA PHCKOB CO CTOPOHEBI IepKATEIs PETHCTPAlHOHHOTO yaocToBepeHus miH Aepxatens MOADC cooTBeTCTBEHHO,
HOATBEPKIAIOMINE, YTO BHYTPUIIPOM3BOICTBEHHBIH NapaMeTp SABJISETCS HE3HAYMMbIM MJIH YCTAPEBIINM.

6. O6ocHOBaHKE cO CTOPOHBI Aepxkarens PY wnu aepxkarens MOADC cooTBETCTBEHHO HOBBIX MapaMeTpa Crieliu(UKaIuy U KPUTEPHUEB TIPH-

E€MJIEMOCTH.
b.L.B. 3 I3MeHeHNE aHATUTHYECKOH METOJMKH UCTIBITAHUS IEPBUYHON YIIAKOBKU aKTHBHOM (hapMarieB- VYeno- | Tpebyemas Bun
THYECKOH CyOCTaHINU BUS JIOKyMEHTa- rporie-
st IypBbI

a) HesHaunTenbHbIe N3MEHEHUS YTBEPKACHHOM aHATMTUYECKOI METOTUKHI 1,2, 1,2 1A

3
6) [Ipoune n3MeHeHNs aHATUTHYECKON METOAMKY (BKIIIOYast 10OABICHUE WIIH 3aMEHY) 1,3, 1,2 1A

4
B) MckiroueHne aHaIUTHYECKO METOIUKH, €CIIH allbTEPHATUBHAS €if METOTUKA y)KE yTBEPXKICHA 5 1 1A

VYcnoBus

1. CornacHo COOTBETCTBYIOLIMM JOKyMeHTaM PecryOnuku Ka3axcraH, npoBeaeHa HeoOXoauMast NepBHYHAS SKCIIEPTH3a, TOITBEPIKAA0IIAs
TO, YTO OOHOBJICHHAsI aHAJIUTUYECKAsk METOJIMKA, 10 MEHBIIIEH Mepe, SKBUBAJICHTHA TPEIbIAYILCH.

2. MGTOI[ aHaJIu3a HC UBMCHUIICA (HaHpI/IMCp, MU3MEHCHUEC JUIMHBI KOJIOHKH UJIA TEMIIEPpATyphbl, HO HE J:[pyl"Oﬁ BHUJ KOJIOHKH UJIN MGTOI[),

3. Hu oquH HOBBII METO/ MCIBITAHUH HE OCHOBAH Ha HOBBIX HECTAHJAPTHBIX METO/AX MJIM CTAHAAPTHBIX METO/IaxX, UCHOJIB3YEMBIX T0-HOBO-
My.
4. AxtuBHas (apManeBTHUECKas CyOCTaHIUs/JIEKapCTBEHHbIN MpenapaT He SBISIOTCS OHOJIOrHYeCKUMU/MMMYHOJIOTHUECKUMHU.

5. B oTHOUICHNH TapamMeTpa CICHU(pUKALIME COXPAHSICTCS aHATUTHYECKas METOJUKA, TP 3TOM TaKasi MeTOIHKa He Oblia [o6aBiIeHa mocpe-
cTBoM [A/yBenoMmieHus.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY(MM) pa3aeny(am) JOChe, BKIIFOYAsk ONMCAHUE aHATUTUYECKOH METOI0JIOTHHU, PE3FOME JIAHHBIX MEPBUYHOMN
9KCHEPTU3BL.

2. CpaBHI/ITeJILHI;IC Ppe3yJIbTaThL HepBH‘IHOﬁ OKCIICPTU3BI UJIH, [IPU HAJIUIUU O6OCHOBaHI/IH, CpaBHUTECJIbHBIC PE3YJIbTAThl aHaJIN3a, IIOATBEP-
KIOAOIIHUE TO, YTO TEKYIIEEC U IPEATTAraéMO€ UCTIBITAHNE DKBUBAJICHTHBI. HaCTOHIIICe Tpe6OBaHH€ HE IPUMEHSCTCA, €CIIN L[06aBH$IeTCH HOBas
aHAJIMTHYCCKasA METOJIMKA.

B.I. r) CtabunsHOCTH

b.I.r. 1 VI3MeHeHHe iepro/ia IIOBTOPHOTO HCIBITAHUS/IEpUO/ia XPAaHCHHS WM YCIOBUH XpaHe- Veno- | TpeGyemast noky- Bug npo-
HHS aKTUBHOH (papManeBTHIECKOU CyOCTaHIUM, €CIU B PETUCTPALIMOHHOM JIOChE OTCYTCTBYET BUSL MEHTaLus Hexypel
ceprudukar coorseTcTBHs EBporneiickoit dapmakornen, 0XBaTHIBAIOIIHIA IEPHUO]] TOBTOPHOTO
UCIIBITAHUS

a) [lepros MOBTOPHOTO MCIIBITAHKS/TIEPUO XPAHEHHS 1 1,2,3 1A

1. Cokparenue

2. YBenu4eHue rnepuo/ja oOBTOPHOTO UCIIBITAHUS ITyTEM SKCTPATOJSLUH JAHHBIX 110 CTaOMIIb- II
HOCTH, HE COOTBETCTBYIOIEH goKkyMeHTaM Pecrry6onmkmn Kazaxcran (*)

3. YBenuueHue rnepuoa XpaHeHus: 0MOJI0rHueCKONH/MMMYHOJIOTHYECKOH aKTUBHOM (apmaleB- II
TUUYECKON CyOCTaHIIMH, HE COOTBETCTBYIOIIE 000PEHHOM IIpOrpaMMe U3y4eHus CTabUIbHO-
CTH

4. YBenuyeHHe WK BBE/ICHUE TIEPUOa MOBTOPHOTO HCIBITAHUSI/TIepHOa XpaHEHHs, HOATBEp- 1,2,3 IB
JKICHHOT'O JAHHBIMU €CTECTBEHHOI'O XPAaHEHUs

0) YcnoBust XpaHeHUs

1. Mi3meneHue ycnoBuit XxpaHeHHs akTUBHOE (papMaliieBTHUYeCKOi cyOcTaniuu Ha 6onee ctporue | 1 1,2,3 1A

II
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2. I3meHenue yclnoBuiA XpaHeHUs! GHOIOrMYeCKUX/UMMYHOJIOTMYECKUX aKTUBHBIX (hapMaleB-
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 (M) pasaeny(am) qocke. HeoOX0qMMO IPEACTAaBUTh PE3YNIBTaThl COOTBETCTBYIOLINX UCCICIOBAHHUMI CTa-
OMJIBHOCTH B peaJIbHOM BPEMEHH, TIPOBEJICHHBIX B COOTBETCTBUH C COOTBETCTBYIOLIMMH PYKOBOJCTBAMH I10 CTAOMIIBHOCTH HE MEHEE YeM Ha
IBYX (17151 GHOIOTHYECKUX JICKAPCTBEHHBIX MPEMapaToB — TPEX) OMBITHO-IPOMBIIUICHHBIX WITH TIPOMBINLICHHBIX CEPUSIX aKTHBHOMI (hapma-
[EBTUYCCKO CyOCTAHINH, YIIAaKOBAHHOM C IIOMOIIBIO 3apETUCTPHPOBAHHOTO YIIAKOBOYHOTO MaTePHala, i OXBATHIBAIOIINX BECh IIpe/liarae-
MBI [IEPUOJ MOBTOPHOTO MCTIBITAHHS MITH IPEAIAaraeMble YCIOBUS XPAHCHHS.

2. IloaTBepkAeHUE TOTO, YTO UCCIICOBAHUS CTAOMILHOCTH IPOBE/ICHBI B COOTBETCTBHH C TEKYIIEH 0100peHHOI porpaMMoii. Pe3ynbTaTsl
UCCIIEIOBAHUS JOJDKHBI OATBEPK/IATh, YTO COOTBETCTBYIOIHME 000pEHHbIE crieU(UKALIMN TPOJOJKAIOT COOIIIOIAThCS.

3. Komuu yTBepKIeHHBIX crienuduKauii Ha aKTUBHYIO (papMalieBTHUECKYI0 CyOCTaHIIHUIO.

4. O6ocHOBaHUE NpeIIAraéMbIX U3MEHEHHH.

(*) llpumeyanue HEepHO/] TOBTOPHOTO MCIIBITAHUS HE TIPHU-
MEHHUM K GHOIOTHYEeCKUM/UMMYHOIIOTH-
YECKMM aKTHBHBIM (papMaleBTHUECKUM
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) aHATMTHYECKIE METOMUKU UCXOIHBIX MATEPHAIOB/ IIPOMEXXYTOUHBIX IIPOAYKTOB U (WJIH) aKTHBHOH dap- 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 kK cOOTBETCTBYOIIEMY(MM) pa3aeny(am) 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. IlompaBka Kk COOTBETCTBYIOILEMY(MM) pa3ziey(am) 10Che.
b.I.1. 3 HckimroueHne mocTperucTpauoHHOTO IPOTOKOJIA YIPABICHNS I3MEHEHUSIMH, 3aTPparuBalouMuy ak- | Ycmo- | TpeGye- Bun
TUBHYIO (papMalieBTHIECKYIO CYOCTaHIIUIO BHSA Mas IoOKy- | Tpo-

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 COOTBETCTBYOIIEMY(MM) pa3aeny(am) 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. lleknapaumt, YTO JII000€ U3MECHEHHE JOJDKHO YKJIaJABIBATHCS B AUAIIa30H I[e]‘/'ICTBy}OI_LII/IX YTBEPKACHHBIX KPUTEPUCB IIPUEMIIEMOCTH. TTomu-
MO 2TOro, ACKjaapanus Toro, 4To B OTHOIIEHUUN 6I/IOJ'IOFI/I‘{GCKI/IX/I/IMMyHOHOFI/I‘{CCKI/IX JICKapCTBCHHBIX IIpE€apaToB HE TpeGyeTc;{ OIICHKa COoI10-

CTaBUMOCTH.
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) Peanun3zanus n3MeHeHUs1 OHOJIOTHYECKOro/ MMMYHOJIOTHYECKOT0 JIEKApCTBEHHOT'O Ipernapara 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-
CKUX/UMMYHOJIOTHYECKHUX JICKAPCTBEHHBIX IPETapaToOB HE TPEOYeTCs OLICHKA COIIOCTaBUMOCTH.

3. Pe3ysbrarhl Hccien0BaHUH, IPOBEIECHHBIX B COOTBETCTBUU C YTBEPHKICHHBIM IIPOTOKOJIOM YIPaBICHHS U3MEHEHUSIMHU.
4. IlonpaBka K COOTBETCTBYIOIIEMY(UM) pazaeiny(am) 10Che.

5. Konus yTBepKACHHBIX crieupHKanuii Ha aKTHBHYIO (hapMaIieBTHUECKYIO CyOCTaHIIHIO.
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b.1I JIekapcTBeHHBIN MpenapaT
b.11. a) BHeminuii Bug u coctas
B.IL.a. | M3menenne niam nobaBiieHHE OTTUCKOB, TPAaBUPOBKHU MIIM MHBIX 3HAKOB, BKIIFO- YcnoBus Tpebyemast TOKy- Bun npo-
Yasi 3aMeHy WU H00aBICHHE YePHUII, HCIIONb3YEMbIX IPH IIPOU3BOJCTBE IEKAPCTBEH- MEHTalus Lexypel
HOTO Iperaparta
a) Vi3MeHeHus OTTHCKOB, TPaBUPOBKH WITH MHBIX 3HAKOB 1,2,3,4 1,2 1A
0) M3mMeHeHre prCcOK/THHUIT pa3iioMa, IpeIHa3HaYeHHbIX JUIs Pa3ZeCHUs Ha PaBHbIC 1,2,3 1B
JI03BI
Ycnosus

1. CHCLU/I(bI/IKaLII/II/I JICKapCTBCHHOI'O ITperiapaTa Ha BBIITYCK U Ha KOHEL] CPOKA 'OJHOCTU HE UBMCHSIOTCSA (3a HUCKIYCHHUEM BHCIIHETO BI/I)Z[a).
2. Bce YepHUJIa JOJHKHBI COOTBETCTBOBATH ﬂeﬁCTByIOmeMy q)apMaHeBTI/I'-ICCKOMy 3aKOHOAATCJILCTBY.
3. Pucku/nuHuu pasjoma, HE IIpE€IHAa3HAUCHBI Ha pa3/ICJICHUC Ha PAaBHBIC TO3bI.

4. 3HaKu JICKapCTBCHHOTI'O IIpelapaTa, UCIOJIb3yEMbIC Ul pa3JIMUYCHUS JO3UPOBOK, ITOJTHOCTBIO HE YAAJICHBI.

JlokymeHTanms

1. ITonpaBka k coOTBETCTBYIOIIEMY(MM) pa3aeny(am) 10Cke, BKIOYAs MTOAPOOHOE rpadHuecKoe WilK MOBECTBOBATEIBHOE OMMCAHKUE TEKYIIe-
ro ¥ HOBOT'O BHEIIIHEr0 BU/IA, @ TAK)KE COOTBETCTBYIOLIMI NepecMOTp HHPOPMALIMHU O JEKApCTBEHHOM IIperapare.

2. B COOTBETCTBYIOLIMX CIIy4asx 00OpasLbl JeKapCTBEHHOrO penapara.

3. Pe3ym>TaTr>1 COOTBETCTBYIOIIIUX HMCIBITAHUH 110 rOCyI[apCTBeHHOf/'I (DapMaKonee Pecny6fm]<1/1 KaSaXCTaH, TIOATBEPIKAAIOIINE DKBUBAJICHT-
HOCTh CBOﬁCTB/HpaBHHBHOCTB JA03UpOBaHUs.

b.1L.a. 2 I3meHeHHe (OPMBI MITH pa3MepoB JIEKapCTBEHHOH GopMbI Ycnosus Tpebyemast noxy- Bug npo-
MEHTalHs Hexypsl

a) TaOneTku, Karcysbl, CYNIO3UTOPUH U IIECCapUH C HEMEUICHHBIM BHICBOOOXK/ICHUEM 1,2,3,4 1,4 1A

0) JlekapcTBeHHBIE (HOPMBI C OTCPOUCHHBIM, MOJU(DUIUPOBAHHBIM HJIH IPOJIOHTHPOBAH- 1,2,3,4,5 IB

HBIM BBICBOOOK/ICHHEM U TaOIETKU C PUCKOM, MPEAHA3HAYCHHON IS pa3ieieHus Ha
paBHBIE 103bI

B) Jlo6aBienue HOBoro Habopa [uis paanodapMaleBTHYECKOro JIEKapCTBEHHOTO Mpemna- I

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. TTonpaBka K COOTBETCTBYOIIEMY(MM) pa3aeny(am) Jocke, BKIII0Yas MoAPoOHOe rpadiyeckoe 0TOOpaKeHHE TEKYIIETro U IPEAaracMoro
MOJIOKEHHSI, & TAKIKe TIEPECMOTP HH(OPMAIIHK O JISKAPCTBEHHOM ITpernapare 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-
HOCTB CBOHMCTB/IPAaBHIBHOCT JO3HPOBAHUS.
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(*) [Ipumeuanue s B.1La. 2.8), no6oe n3MeneHue "no3upoBku”

JICKapCTBECHHOI'O IIperiapaTa Tpe6yeT mogavu 3a-
SIBJICHUSL O paClIMPEHUU PErUCTpaLviu.

b.1l.a. 3 3Menenune cocraBa (BCIIOMOTaTENNbHbIX BEIECTB) JIEKAPCTBEHHOTO TIpenapara YcnoBus Tpebyemast TOKy- Bug mpo-
MEHTalus Lexypel

a) M3ameneHue coctaBa BKyCOBBIX 100aBOK (apOMAaTH3aTOPOB) HITH KpacuTenen

1. JloGaBnenne, HCKIIOYCHHE WIIH 3aMEHa 1,2,3,4, 1,2,4,5,6 1A
5,6,7,9
2. YBenu4eHue UM yMEHbLICHHE COJePKAHUS 1,2,3,4 1,2,4 1A

6) [Ipoune BcrioMorartesbHbIe BEIIECTBA

1. JIro6ast He3HAUMTEIIbHAS KOPPEKLIUS KOJIMYECTBEHHOTO COCTaBa BCIIOMOTaTelIbHBIX 1,2,4,8, 1,2,7 1A
BEIIIECTB JIEKAPCTBEHHOT'O ITpernapara 9,10
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. 3MeHeHHe, 3aTparuBaroniee OHOIOTHIeCKUH/ HMMYHOIOTHYSCKHH Ipenapat 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. Cneuundukarus 1eKapCTBEHHOTO MpernapaTa OOHOBIICHA B YaCTH BHEIIIHETO BUa/3anaxa/BKyca U, NPy He0OXOJMMOCTH, HCKIFOUCHO UCIIbI-
TaHHE Ha MOJIMHHOCTb.

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 KOMIIOHEHTBI JOJDKHBI yIOBICTBOPATH TPEOOBAHHSIM COOTBETCTBYIOIIHNX A0KyMeHTOB PecmyOnuku Kazaxcran, kacaromuxcs
KpacuTesei, HCIOJIb3YeMbIX B ITHILEBOM MPOMBIIUIEHHOCTH, 1 BKYCOBBIX JOOABOK.

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.
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9. M3MeHeHwue He SIBIACTCS CIEACTBHEM HECTAOMILHOCTH U (I/IJ'II/I) HEC JTIOJDKHO CKa3bIBATHCA HaA 6e3OHaCHOCTI/I, T.C. Pa3JIMYUAX MEXKAY A03UPOB-
KaMH.

10. PaCCManPIBaeMLIﬁ HCKapCTBCHHBIﬁ npenapar HE SABJISICTCS 6I/IOJ'IOFI/I‘ICCKI/IM/I/IMMyHOHOFI/I‘-ICCKI/IM JICKapCTBCHHBIM IIpEIIapaToM.

JlokyMeHTanus

1. ITonpaBka k COOTBETCTBYIOIIEMY(MM) pa3feny(aM) 10Cke, BKIIOYAs METOBI HCTIBITAHNS HAa OAJIMHHOCTD BCEX HOBBIX KpacHuTenel (ecim
MIPUMEHUMO), & TAK)KE MEPECMOTpP HH(POpMALIUK O JTEKapPCTBEHHOM IpernapaTe COOTBETCTBEHHO.

2. Jleknapanusi, 4To HayaTsl TpeOyeMble UCCIEeA0BaHUS CTAOMIBHOCTH B COOTBETCTBUM C YCTAHOBICHHBIMH TPEOOBAHUAMH (C YKa3aHHEM HO-
MEpOB CEpHii); U UTO (B COOTBETCTBYIOIINX CIY4asik) HA MOMEHT BBE/ICHHUS U3MECHEHHUH B €r0 PactopsHKEHHH HaXOAWINCh TpeOyeMble MUHH-
MaJIbHBIE yJJOBJIETBOPUTEIIbHBIE JAHHBIE 10 CTaOMIIBHOCTH; M YTO MMEIOIIUECs JTaHHBIC HE CBUETEILCTBOBAIN O KaKOH-TIHO0 Ipobieme.
Heo6xoamumo Takke NMpeacTaBUTh MOJATBEPIKACHUAE TOTO, YTO UCCIISOBAHUS Oy IyT 3aBEpLICHbI, M YTO €CIIH Pe3yJIbTaThl He OyIyT YKIIa/Ibl-
BaThCsl B ceM(UKALMN WIN OTSHIMATIBHO HE YKIIAbIBATHCS B CICHU(UKANK HAa KOHEL[ CPOKA FOJHOCTH, MX HEMEJICHHO MPEICTaBsT
YIOJIHOMOYEHHOMY OpraHy Hapsily ¢ pearacMbIM IJIaHOM JEHCTBHMH.

3. Pe3ynbrathl UCCiIeI0BaHU CTaOMIIBHOCTH, TPOBEACHHBIX B COOTBETCTBUH C YCTaHOBJICHHBIMU TPEOOBAHUSAMH, 110 3HAYUMBIM ITapaMeTpam
CTaOMIILHOCTH HE MEHEE YeM Ha JBYX OIBITHO-IIPOMBIIICHHBIX WJIM POMBIIUICHHBIX CEPUsX, OXBATHIBAIOLINX HE MEHEE 3 MECSILIEB, U MO

TBEPXKJICHHE TOTO, YTO YKa3aHHBIC HCCIIEIOBAHMS OyIyT 3aBEPILICHBI, M €CIIM PE3YJIBTATHl HE OyIyT YKIQAbIBaTHCS B CIICHM(UKAIINH WIIH T10-
TEHI[HAJIbHO HE YKJIAIbIBAaThCS B CHENU(UKAIMU HA KOHEIl CPOKA TOJJHOCTH, UX HEMEUICHHO MPEACTABAT YIOJIHOMOYCHHOMY OpraHy Hapsity
¢ TpeiaraéMbIM TUIAHOM JEeHUCTBHH.

4. B cOOTBETCTBYIOIINX CIIydasix 0Opa3ibl HOBOTO JIEKAPCTBEHHOTO Mpernapara.

5. JIubo ceprudukar coorserctust EBponeiickoii ®apmakonen no TI'D Ha 1:000# HOBBII HCTOYHUK MaTepHaa, JTU00 (eciu MPUMEHUMO)
JIOKYMEHTAJILHOE TOITBEPK/ICHHE TOr0, YTO HCTOYHUK MaTepHaia, mogBepxeHHbId pucky TI'D, paHee NpOBEpeH yIIOJHOMOYEHHBIM Opra-
HOM; ¥ OBLJIO MOATBEPIKICHO €r0 COOTBETCTBHUE JiciicTBYoMIeiH craThe ['ocynapcTBennoi ®apmakornee Pecryonuku Kasaxcran no MUHUMH3a-
MU PHUCKA TIepe/[avi areHTOB ry6uaroii sHnedanonaTiu )XUBOTHBIX IIOCPEICTBOM JIEKAPCTBEHHBIX MPETIAPATOB JUTS MEUIINHCKOTO U BETCPH-
HapHOTO IpUMeHeHus. JJist KaXKI0ro TaKOro pojia MaTeprana He0OXOANMO TIPEICTABUTH CICAYOIINE CBEICHHS: Ha3BaHHE IPOM3BOINUTEIIS
BHJI )KUBOTHBIX M TKaHH, U3 KOTOPBIX MOJIYYCH MaTePHal; CTPaHa MPOHCXOXKACHHS JKUBOTHBIX M €T0 HCIOIb30BaHHE.

6.B COOTBETCTBYIOIIUX ClIydasaX JaHHBIC, ITOATBEPKAAOIINEC TO, YTO HOBOE BCIIOMOIaTCJIbHOC BEILIECTBO HE B3aHMOHeﬁCTByeT C aHAJIMTHUYE-
CKHUMH MCTOJUKaMH CHCHH(bI/IKaHI/II/I JICKaApCTBCHHOI'O IIperiapara.

7. HeoOxomMo 1mocpeicTBOM HajieKaner papMareBTHIEeCKON pa3paboTKy (BKIIFOUasi BOIPOCH! CTaOMIIBHOCTH M IPOTHBOMHKPOOHOTO KOH-
CepPBUPOBAHMUS, €CJIM MPUMEHHUMO) IIPEICTABUTH 00OCHOBAHHE CMEHBI/BHIOOpA BCIIOMOTaTEIbHBIX BEIIECTB U T.JI.

8. CpaBHHUTENIbHBIC JaHHBIE TIPOQMIIS PACTBOPEHUS TBEPIbIX JIEKapCTBEHHBIX (JOPM HE MEHEe YeM Ha BYX ONBITHO-IPOMBIIUICHHBIX CEPUIX
JIEKapCTBEHHOTO TIpenapaTa HOBOTO M CTaporo COCTaBOB. B OTHOIIEHUH JTEKapCTBEHHBIX PACTUTEIBHBIX NIPEMApaToB JOCTaTOUHBI JaHHbIE
CPaBHHUTENILHOH pacnagacMOCTH.

9. O6ocHOBaHUS HEIMPEACTABJICHU PE3YJIbTAaTOB HOBOI'O UCCII€JOBaHUS OMOIKBHUBAJICHTHOCTH B COOTBETCTBHHU C HpaBI/IJ'[aMI/I TNIpOBEACHUSA HUC-
CJIeIOBaHNH OMOIKBHBAJICHTHOCTH.

b.1L.a. 4 I3ameHeHHe Macchl 000I0UYKH JIEKaPCTBEHHBIX (hOPM JUIS IIpUeMa BHYTPb I Ycnosus Tpebyemast noxy- Bug npo-
U3MEHEHHE MacChl 000JIOUKH KaIlCyJIb MEHTalHs Hexypsl
a) TBepble JeKkapCTBEHHbIC (POPMBI IS IPUeMa BHYTPb 1,2,3,4 1,2 1A

6) JlexapcTBeHHBIC (POPMBI C OTCPOUECHHBIM, MOJU(MHIMPOBAHHBIM WX IPOJIOHTHPOBaH- II

HBIM BBICBOOOXKCHHEM, B KOTOPBIX 000JI0UKA SBIIAETCS KIIOUEBBIM (haKTOPOM BBICBO-

0OXKICHUSA

Ycnosus

1. IIpoduiib pacTBOpeHHs: HE MEHEE YeM JIBYX OIBITHO-IIPOMBIIUICHHBIX CEpHH HOBOTO JIEKAPCTBEHHOI'O Ipernapara COIoCTaBUM CO CTaphIM.
[1pn HEBO3MOKHOCTH NPOBEICHHS HCIIBITAHUS PACTBOPEHHS C JIEKAPCTBEHHBIMHU PACTHTEIILHBIMH IIpeTIapaTaMy BpeMs paciiaaeMOCTH HOBO-
TO JIEKApPCTBEHHOTO IIpenapara B CPAaBHEHUH CO CTaPhIM.

2. O60J104Ka HE SBISACTCS KIIOUYEBBIM (haKTOPOM MEXaHH3Ma BBICBOOOKICHHSI.
3. Cnenudukarus 1eKapCTBEHHOTO Mpenapara OOHOBJICHA JIHIIb B YACTU MACCHI U pa3MepOB (ECITH MPUMEHUMO).

4. Hauatbl COOTBETCTBYIOIIHE UCCICI0OBAHUSA CTaOMJIBHOCTH B COOTBETCTBHH C YCTaHOBJICHHBIMU Tpe60BaHl/IHMI/I HE MEHEC YE€M Ha IBYX
OINBITHO-IIPOMBIIIJICHHBIX WM IIPOMBILIJICHHBIX CEPUAX; B PACIOPSKCHUHU 3asIBUTCIISI HA MOMCHT BBEICHUS U3MEHEHU I HaxonsaTCs yI0BJIC-
TBOPUTEJIBHBIC, 110 MEHbBIIEH Mmepe, 3-MecsiuHbIE JAHHBIC I10 CTaGI/IJ'[I:HOCTI/I; TIOATBEPIKACHUE TOT'O, YTO UCCICAOBaHUSA 6y)1yT 3aBCPUICHBbI. Ec-
JI pE3YyJIbTAaThl HE YKJIaJAbIBAIOTCS B CHCI_[I/I(i)I/IKaI_[I/II/I WU MOTCHIMAJIbHO HE YKJIAaAbIBATHCS B CHCI_II/I(I)I/IKaLII/II/I Ha KOHEI CpOKa roAHOCTH, UX
HEMCUICHHO IIPEACTABAT YIIOJITHOMOUYCHHOMY Oprany Hapsiay € IIpeuiaracMbIM IIJIaHOM Z[eﬁCTBHﬁ.

JlokymeHTanus
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1. ITonpaBka kK cOOTBETCTBYIOIIEMY(MM) pa3neny(am) 10Che.

2. )IeKnapauI/m, YTO HavYaThl Tpe6yeMHC HUCCIICIOBaHUA CTaOMIIBHOCTH B COOTBETCTBUU C YCTaHOBJICHHBIMU TpeGOBaHI/IﬂMH (C YKa3aHUEM HO-

MCEpOB Cepﬂﬁ); U 4TO (B COOTBETCTBYIOIIIUX cnyqaslx) Ha MOMCHT BBCICHUA HU3MCHCHHI B €T0 pacnopsiKEHUU HaXOANIUCh Tpe6y€MLI€ MHUHU-

MaJIbHBIC YOOBJICTBOPUTEIIBHBIC TaHHBIC 110 CTa6I/IJ'II>HOCTI/I; 1 YTO UMCIOIIMECA TaHHBIC HEC CBUCTCIIECTBOBAIN O KaKoi-1u00 np06neMe.

Heo0xoaumo Taxske NpeacTaBUTh MOATBEPIKACHUE TOTO, YTO UCCIIEOBAHUs OyIyT 3aBepLICHbI, U YTO €CIIH Pe3YJIbTaThl He OyIyT YKiIabl-

BaThCs B CrielM(UKALUK WK TOTEHIMAIBHO HE YKIIaAbIBATHCS B CIICIM(UKAIMU HA KOHELl CPOKA FOJJHOCTH, UX HEMEJICHHO MPEACTaBsT

YIIOJIHOMOYEHHOMY OpraHy Hapsiy € npejiaraéMbM IJIaHOM HeﬁCTBHﬁ. KpOMe TOr'0, B COOTBETCTBYIOIIUX ClTydasX HCO6XOJ:[I/IMO IIpOBECTU

HCTIBITaHUE POTOCTAOMITBHOCTH.

b.IL.a. 5 I3MeHeHne KOHIIEHTPAIMK OJHOJO3HOI0, TOJHOCTHIO BBOJUMOIO IIapeHTe- VYcnosus Tpebyemast TOKy- Bun npo-
PaJIbHOTO JIEKAPCTBEHHOTO MperapaTa Mpyu HEM3MEHHOCTH CO/ICpIKaHuUs akTUBHOU ap- MEHTaIHs ey psl
MalEeBTHYECKON CyOCTaHIIMH HA eMHMIY O3Bl (T.€. J03UPOBKH)
II
B.1L.a. 6 MckmroueHne KoHTelHepa ¢ pacTBOpUTeIeM/pa3baBUTeieM U3 YIIAKOBKU Ycnosus Tpebyemast 1oKy- Bun npo-
MEHTalUs Lexyphl
1,2 IB

JloxymeHTanus

1. O6oCcHOBaHKE UCKITIOYCHHUS, BKIIOYasl YKa3aHUE Ha aJbTePHATHBHBIC CIIOCOOBI MOTyUYCHUS PACTBOPUTEIIS/pa30aBUTENs B LIEIAX OE30MaCHO-

10 1 3()PEKTHBHOIO IPHUMEHEHUS JIEKAPCTBEHHOTO IIpernapaTa.

2. IlepecMmoTpeHrHast HHGOPMALUS O JEKapCTBEHHOM IIpernapaTe.

B.IL. 6) IIpousBoacTBO

B.I1.6. 1 3amMeHa npon3BOICTBEHHOI TLIO-
Q1K JJIsl YaCTH HITH BCEX TPOLIECCOB
MPOU3BOJICTBA JICKAPCTBEHHOTO TIperiapara

YcnoBus

TpeOyemast TOKyMeHTAIHs

Bun npouenypst

a) [Tnomazixa Mo BTOpHYHON yIakoBKe

1,2

1,3,8

1A

6) [lnomanka 1o NepBUYHON yIakoBKe

1,2,3,4,5

1,2,3,4,8,9

1A

B) [nomaka, Ha KOTOPOi OCYIIECTBIIS-
I0TCS TPOU3BOACTBEHHBIC ONEPALIUH JUIS
OMOIOTMYECKUX/UMMYHOIIOTHYECKUX JIe-
KapCTBEHHBIX MPENapaToB HIIH JeKap-
CTBEHHBIX ()OPM, TPOU3BEICHHBIX C TOMO-
HIBIO CJIOXKHBIX TIPOU3BOJICTBEHHBIX MPO-
LIECCOB, 32 UCKIIIOYCHHEM BBIITyCKa CEpHH,
KOHTPOJISI KA4eCTBA CEPHid U BTOPHUHOMN
YIaKOBKH

II

r) [Tnomanka, TpeOyrolas MpoBeICHHs
MIEPBUYHON WM MPOAYKT CHELUPUIHOM
WHCIICKIUN

1I

1) [Tnomanxa, Ha KOTOPOH OCYILIECTBIIS-
I0TCsI JIF00BIE TPOU3BOICTBEHHEIE OTIepa-
LM JUISl HECTEPUIIBHBIX JIEKapCTBEHHBIX
Npenaparos, 32 HCKJIIOUSHUEM BBIITyCKa
cepuid, KOHTPOJIS Cepuil, MEPBUYHON U
BTOPUYHOH yIIaKOBKH

1,2,3,4,5,6,7,8,9

IB

¢) ITnomaznxka, Ha KOTOPOil OCYILIECTBISIOT-
cs1 JTI00bIe TPOU3BOJICTBEHHBIE OTIEPALlUH
CO CTEpPHIIBHBIMH JIEKAPCTBEHHBIMH TIpeTia-
paTamu, IPOU3BOILINMICS C HCIIOIB30-
BaHHEM aCCITHYCCKUX METOIOB (HCKIIIO-
qasi GHOJIOTHYECKHE/ HIMMYHOJIOTHYECKHE

1,2,3,4,5,7,8

IB




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019
. AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 14.05.2019
- .‘ d.' i' DTaNOHHBIA KOHTPOJIBHBINA GAHK HOPMATUBHBIX [IPABOBbIX AKTOB Jlata pexaKuun 19.04.2019

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE TlaTa ckaunBanus 14.05.2019

JIeKapCTBEHHbIE MIPENapaThl), 32 UCKII0Ye-
HHEM BBIITyCKa CepHii, KOHTPOJIS KauecTBa
CepHuil ¥ BTOPUYHOH yIIaKOBKH

Ycnosus

1. Hanuuwre ceptudukara Haaiexaniei npou3BoacTBeHHol npakTuku (GMP) nmporn3BoACTBEHHO IUIONMIAIKH MTEPEAAIOIISH U MPUHUMAOIICH
CTOPOHBI.

2. TInouaaka JIMIEH3MPOBaHa B yCTAaHOBICHHOM IOpsiIKe (JUIS IPOM3BOJICTBA PACCMATPHBAEMOii JIEKAPCTBEHHON (hOPMBI HITH JIEKaPCTBEHHO-
ro npernapara).

3. PaCCManI/IBaeMLIﬁ J'IeKapCTBeHHHﬁ Iipenapatr HE ABJIICTCSA CTCPUIIbHBIM.

4. B COOTBETCTBYIOIINX CIyYasiX, HAIPUMEp, B OTHOICHNH CYCIICH3UH MM 3MYJIbCHUil, IMEETCS CXeMa NMEPBUYHON SKCIEPTHU3bI WM B COOT-
BETCTBHUH C TEKYIIUM IIPOTOKOJIOM YCIIEIITHO MPOBEICHA IIEPBUYHAS SKCIIEPTHU3a HOBOH IUIOMIAIKU C HE MEHEE YeM TPeMs IPOMBIIUICHHBIMU
CepHUsIMU.

5. PaccmarpuBaeMblii JIeKapCTBEHHBII TpenapaT He SBISIETCS OMOJOrMYeCKUM/ UMMYHOJIOTHYECKUM.

JloxymeHTanus

1. IloaTBeprkACHME TOTO, YTO HpeyIaraeMast IIoLIaAKa JULIEH3UPOBaHa B YCTAaHOBICHHOM MOPSKE JUIsl IPOU3BOCTBA JIEKapCTBEHHOH (op-
MBI WJIM PACCMaTPUBAEMOT0 JIEKaPCTBEHHOI'O Iperapara.

2. B cooTBeTCTBYIOIMX CIydasx HEOOXOIMMO yKa3aTb HOMEpa CepUil, COOTBETCTBYIOLINE Pa3Mep CEPUH U ATy MPOU3BOACTBA cepuit (3), uc-
HOJIb30BAaHHBIE B BAJIMIALIHOHHOM UCCIIEI0OBAaHUH, U IPEACTABUTh JAHHbIE IEPBUYHOMN SKCIIEPTU3BI MIIU ITPOTOKON (CXEMY) MEPBHYHOMN JKC-
HEePTU3bI, TOIEKANIMHI oAaye.

3. B opme 3asiBieHHs 0 BHECEHHH M3MEHEHUI HEOOXOANMO YeTKO yKa3aTh "Tekymux" u "mpemiaraeMpix" IpOU3BOIUTENEH JIeKapCTBEHHO-
ro npermnapara (CoryiacHo pasaeny 2.5 GopMbI 3asiBICHNU).

4. Konuu YTBEPKACHHBIX Cl'IeI_U/I(bI/IKaI_[I/II\/'I Ha BBIITYCK U KOHELl CpOKa r'OAHOCTU (ean HpI/IMeHI/IMO).

5. JlaHHBIE aHAJIN3a OTHOM NPOMBIIUICHHOW CEPUHU U ABYX ONBITHO-IIPOMBIIIICHHBIX CEPHH, IMUTHUPYOIIHX ITPOLIECC MPOU3BOICTBA (WM JIBE
IIPOMBIIIVICHHBIE CEPUH) M CPAaBHUTEIIFHBIE JaHHBIE C TPEMS CEpUSIMH, TPOM3BEICHHBIMH Ha MPEABIIYIIEH TPON3BOACTBEHHOH mromanke. [1o
3aIpoCcy HEOOXOIUMO MPEACTABUTH JAHHBIC M0 CIACAYIOLUIUM ABYM IOJIHBIM MPOMBIIUICHHBIM CEPHUSIM; HEOOXOJUMO COOOIHTD, €CIU PE3yb-
TaThI aHAJIM3a HE YKIIA/IBIBAIOTCS B ClieHM(UKALINIO, U IPEIOKHUTD IIaH IEHCTBHMA.

6. CoOTBETCTBYIOLINE JAHHBIC IEPBUYHOM HKCIIEPTU3bI, BKIIIOYAst PE3YJIbTaThl MUKPOCKOIIUH pactpeeeH s 110 pa3MepaM YacTHIl U UX MOp-
(honoruu MATKHMX U JKUJIKUX JIEKAPCTBEHHBIX (JOPM, B KOTOPBIX (hapMaleBTHYECKasi CyOCTaHIIUS HAaXOJUTCSl B HEPACTBOPEHHOM COCTOSTHHU.

7. Ecni Ha HOBOH NMPOM3BOACTBEHHOH IIJIOIMAIKN B Ka4ECTBE CXOIHOTO MaTepHrasa UCIIONb3yeTCs aKTUBHAs (hapMalleBTHIecKas cyOcTaH-
1Hsl, — JeKJIapanusl yImoJTHOMOYSHHOTO JIMIIA IUIOLIA/IKH, OTBETCTBEHHOTO 32 BBIITYCK CEPHii, YTO aKTUBHAs (hapMalleBTHIECKas CyOCTaHIUs
IIpou3Be/ieHa B cooTBeTCTBHH C [IpaBmiamu Hamexamie Ipon3BoACTBEHHON npakTHKe Pecry6nukn Kazaxcran Ui HCXOHBIX MaTepHaIOB.

8. [TompaBka K COOTBETCTBYOIIEMY(MM) pa3zeny(am) A0Che.

9. Ecin npon3BoACTBEHHAs IUIOIAIKa H ILIOIIA/(KA, HA KOTOPOii OCYIECTBIseTCs IIePBUYHAs YIIaKOBKA, PA3INYaIOTCs, HCOOXOAUMO OIH-
caTh U BaJIMUPOBATH YCIIOBUS TPAHCIIOPTUPOBKH U XpaHeHus HepachacoanHoro npenapara (bulk).

[Ipumeuanus: IIpu U3MeHeHnH NI HOBOH MTPOM3BOICTBEHHOM IUIOIIA/IKE B CTpaHe 3a mpeaeinamu PecrryOmnn-
k1 K, ¢ KOTOpoii He 3aKIIF0YeHO corJallieHne 0 B3auMHOM npusHanun GMP, nepxxatersim 10
M0/1a4H yBEIOMIICHHS PEKOMEHYETCS IPOKOHCYJIbTHPOBATHCS C YIIOJTHOMOYEHHBIM OPIaHOM
U MIPE/ICTaBUTh CBEJCHHS O BCEX MPEIbIIYINX HHCIIEKIHUX 3a MocieHue 2—3 roxa u (1in)
BCEX 3aIJIAHUPOBAHHBIX MHCIEKLUAX, BKIIFOUas JaThl HHCIEKINH, KATETOPUU HHCTIEKTHPYe-
MBIX MPOJTYKTOB, HAJ30PHOE BEIOMCTBO U MPOYHE CBeieHHs. Jlekapanyu yroJIHOMOYEHHOTO
JIMLA, 3aTParuBarole aKTHBHYIO (hapMalleBTHUECKYIO0 CyOCTaHIHIO.

JleprkaTeny JIMIIEH3UH Ha TPOU3BOICTBO 00s3aHBI B KAYECTBE UCXOAHBIX MaTEPHUAIIOB HUCTIOIb-
30BaTh UCKJIIOYUTENHHO aKTHBHbIE (papMalleBTHYECKHE CyOCTaHIMH, TIPOM3BEACHHBIE B COOT-
BerctBuH ¢ GMP, moaTomy Kaxplil JepikaTesb JIMICH3UU Ha TPOM3BOACTBO 00sI3aH Mpojie-
KJIApUPOBaTh, YTO OH B KAYECTBE MCXOIHOIO MaTepHaa HCIOIb3yeT aKTUBHYIO (hapMarieBTH-
YeCKyI0 CyOCTaHIIMIO, MPOU3BeeHHY0 B cooTBeTcTBUH ¢ GMP. KpoMme Toro, mockoieky ymos-
HOMOYEHHOE JIMIIO0, OTBETCTBEHHOE 33 CEPTU(HKALINIO CepUH, OepeT Ha cedsl OOLIyI0 OTBET-
CTBEHHOCTH 32 KaXKIyI0 CEPHIO, €CIH IUIOIAIKA, BHITYCKAIONIAs CEPHIO, OTIMYACTCS OT yKa-
3aHHOH BBILIE, YIIOJTHOMOYSHHOE JIUIIO, OTBETCTBEHHOE 33 CEPTH(UKALIMIO CEPUH, JOIKHO
MPE/ICTAaBUTh JIOMIOIHUTEIBHYIO JICKIapaluio.

Bo mHOrmx ClIydyasX BOBJICUCH JIMIIb OWH AE€PKATEJIb JIMIEH3UU Ha IPOU3BOICTBO, [TIOOTOMY

HOTpeGyeTCH JIMIIb OJTHA JACKJIapanusi. OZ[HaKO, €CJIM BOBJICYCHBI HCCKOJIBKO BJIAACJIBLICB JIN-
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LIEH3HH Ha IIPOU3BOACTBO, BMECTO IOAAYNU HECKOJIBKUX z[eKnapauI/Iﬁ JAOIIyCKaeTCs 1moaarb oA~
HY JACKJIapaliuio, NOANHUCAHHYK0 OJHUM YIIOJITHOMOYCHHBIM JIMIIOM. 210 JAO0IYCTHUMO IIpHU YCJI0-

BHH TOI'O, YTO:

B ICKJIapaly 4Y€TKO YKa3aHO, YTO OHa MOAIMCaHa OT JIMIIAa BCEX BOBJICYCHHBIX YITOJJHOMOYCH-
HBIX JIWII.

b.11.6.2 M3meHeHune ummopTepa, coriare- VYcenoBust TpebOyemast TOKyMeEHTAIHs Bun npouenypst
HUM O BBIMYCKE CEpUil U UCTIBITAHUM TI0
KOHTPOJIIO KaueCTBa JIEKApCTBEHHOTO I1pe-
napara

a) 3amMeHa WM 100aBJICHAE TUTOMAIKH, Ha 1,2,3 1,2,5 1A
KOTOPOM OCYIIECTBIISETCSI KOHTPOJIb Kaue-
CTBa/UCTIBITAHKUE CEPUit

0) 3ameHa wiu 100aBlIeHNE TPOU3BOAUTE- I
JIsI, OTBETCTBEHHOI'O 3 BBIMTYCK CepHil OHO-
JIOTHYECKOr0/ HMMYHOJIOTHYECKOTO JIeKap-
CTBEHHOTO Ipernapara 1 JI00bIX METOI0B
WCIBITAHKH, OCYIIECTBIICMBIX Ha III0-
LIAJKE, SBISIONIMXCS OMOJOTHYECKUM/ UM-
MYHOJIOTHYECKAM METOIO0M

B) 3aMeHa Wi J0OaBJIeHHE POU3BOIUTE-
JIsI, OTBETCTBEHHOTO 32 BBIIYCK CEPHi

1. 3a HCKIIFOYEHHEM KOHTPOJIS KayecTBa/ 1,3 1,2,3,4 IA
UCIIBITAHKUE CePHI

2. Britrouasi KOHTPOJIb KaueCcTBa/HCIIbITa- 1,2,3, 1,2,3,4 1A
HHE cepHit

3. Brirouast KOHTPOJIb KaueCTBa/UCIIBITa- 1I
HHE OHOJIOrNYECKOr0/MMMYHOJIOTHYECKO-
TO JIEKApPCTBEHHOTO Mpernapara U OWH U3
METOIOB HUCIIBITAHUH, OCYILECTBIISIEMbIi
Ha IUIONIAJKE SIBISETCS OMOJIOTMUECKUM/
UMMYHOJIOTHYECKUM/ UMMYHOXHMHUYE-
CKHM

VcenoBus
1. [Inomaaka TMIeH3NpoBaHa B YCTAHOBICHHOM MOPSIIKE.
2. JlexapCTBEHHBII NpenapaT He SIBISIETCS] OMOIOrMYECKUM/MMMYHOIOTHYECKIM JIEKApCTBEHHBIM HPEMapaToM.

3. Tpancdep TEXHOIOrH CO CTapoi Ha HOBYIO IUIOIIA/KY MM HOBYIO UCIIBITATENIBHYIO JJA0OPATOPHIO IIPOM3BEAEH YCIIEIIHO.

JloxymeHTanus

1. Konus nuueH3uii Ha IIPOU3BOACTBO UJIK B UX OTCYTCTBUEC — CepTI/I(l)I/IKaT GMP, BBIJIAHHBIM B TEUCHUE TpEX NOCICAHUX JIET COOTBETCTBYIO-
MM YIIOJTHOMOYE€HHBIM OpraHOM.

2. B dopme 3asiBiaeHHs 0 BHECEHUM U3MEHEHUH HEOOX0AMMO yKa3aTh "TeKymux'" 1 "npeiaraeMblX" MpOU3BOAUTENEH JIEKapCTBEHHOTO TIpe-
napara (coriaacHo paszueny 2.5 GpopMsl 3asBieHus).

3. Jlexkiapanusi yrnoJTHOMOYEHHOTO JINIA, OTBETCTBEHHOTO 32 CEPTU(GUKALIUIO CEPUH, B KOTOPOH YKa3bIBACTCS, YTO POU3BOANTEINb(1) aKTUB-
HOU (papMarieBTUUECKO# CyOCTaHIINY, YKa3aHHO# B PErMCTPALIMOHHOM J0Che, paboTaeT B cooTBeTcTBUH ¢ [IpaBunamu Hauiexalei npous-
BOJICTBEHHOM npakTuku PecryOnnku Kasaxcran Uit HCXOMHbBIX MaTtepranoB. [Ipu onpeeneHHbIX 00CTOSTENIBCTBAX A0y CKAeTCs IPEACTaB-
JISTH OJIHY AeKIapauuio (cM. npumedaHue k usmenenuo b.11.6.1).

4. IompaBka K COOTBETCTBYIOIIEMY(MM) paszeny(am) 10cke, BKI0Yas HHPOPMAIIMH O JISKAPCTBEHHOM IIperapare.

b.11.6.3 M3mMeneHue nporecca Npou3BoJ- Ycnosus Tpebyemast noxyMeHTaLuUst Bup mpouenypsr
CTBa JICKAPCTBEHHOT'O TIpeNapara, BKIIIO-
9ast IPOMEXKyTOUHBIN IPOLYKT, UCIIONIB3Y-
eMBlif B IPOM3BOICTBE JIEKAPCTBEHHOT'O
npenapara
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a) HesnaunMmble n3MeHeHMs poiiecca mnpo- 1,2,3,4,5,6,7 1,3,4,5,6,7,8 1A
H3BOZICTBA
6) 3HaunMMble H3MEHEHHs TIpoLecca Pou3- I
BOJICTBA, OKa3bIBAIOIIHE CYIIIECTBEHHOE
BJIHMSHHE HAa Ka4eCTBO, 0€30MacHOCTh U 3(h-
(heKTHBHOCTH JICKAPCTBEHHOTO MpenapaTa
B) JlekapcTBEHHBIN Mpemnapar sBIseTcs 11
OHMOJIOTMYECKUM/MMMYHOJIOTHYECKUM, U
H3MEHEHHE TPeOyeT OLEHKH CONOCTaBUMO-
CTH
r) BBenenne HecTaHAAPTHOTO TEPMHUHANB- 11
HOT'O METOIa CTEPUIIN3AIINN
1) Beenenue nnm yBennuenue u30bITKa, 11
HCIIOJIb3yEeMOr0 B OTHOIICHHH aKTUBHON
(hapMmareBTHYECKOI CyOCTaHIIH
¢) HesnaunMoe u3MeHeHue npoiecca mnpo- 1,2,4,6,7,8 1B
W3BOJICTBA BOJHOW CYCIICH3HH JUIS TIpHE-
Ma BHYTpPb
Ycnosus

1. I3MeHeHus Ka4eCTBEHHOTO MIIK KOJIMYECTBEHHOI'O HpO(ilI/I.II}I HpHMCCCﬁ I (1)I/ISI/IKO—XI/IMI/I'-ICCKI/IX CBOWCTB OTCYTCTBYIOT.

2. VI3MeHeHune KacaeTcst TBEpIOi JiekapcTBEHHOW (popMBI JUls TpueMa BHYTPb/pacTBOpa JUlsl IpUeMa BHYTPb C HEMEJICHHBIM BBICBOOOIKICHHU-
€M ¥ paccMaTpUBaeMbIi JIEKapCTBEHHBIH MpenapaT He sBIseTcss OHOIOrHUeCKUM/UMMYHOJIOTHYECKUM HITH PACTHTEIIBHBIM.

3. [IpuHIMI POU3BOJCTBA, BKIIOYAs OTAENBHbIE €ro Tallbl, He H3MEHSIOTCS, HarpuMep, 00paboTKa IIPOMEXYTOUHBIX IPOJYKTOB, OTCYT-
CTBYIOT U3MEHEHHS KaKUX-JTOO PacTBOPHUTEINEH, UCTIONB3YEMBIX B ITPOIIECCE POU3BOJICTBA.

4. 3apeFHCTpHpOBaHHLIﬁ B HACTOALIECC BpEMsI IPOLECC IPOU3BOACTBA KOHTPOJIMPYETCS BHYTPUIIPOU3BOACTBEHHBIMU KOHTPOJISAMHA, U U3MCHE-
HHE TaKUX KOHTpOHCﬁ (pacmnpeHHe WM UCKIIIOUCHUC KPUTEPUCB HpI/ICM.]'IeMOCTI/I) HC Tpe6yeTc51.

5. Cnenudukanyy 1eKapcTBEHHOTO TIperapaTta WiIH IPOMEKYTOYHBIX IPOTYKTOB HE H3MEHSIOTCS.

6. I1o pe3ynpTaTaMm HOBOTO HpOIEcca TOMMKEH 00pa30BbIBATHCS HICHTHYHBIN C TOUYKU 3pEHHs BCEX aCIEeKTOB KauecTBa, 0€30IacHOCTH U d¢-
(hEeKTUBHOCTH JICKApPCTBEHHOT'O Iperiapara.

7. CoryacHO COOTBETCTBYIOIINM JOKyMeHTaM Pecrny0Onuku Ka3axcran HauaThl COOTBETCTBYIOIINE UCCIIEIOBAaHHS CTAOMIBHOCTH HE MEHEe
YeM Ha OJJHO OITBITHOI MM NPOMBIIUICHHOH CEpHH; B PACIIOPSDKEHUH 3asIBUTENS HAXOAATCS yIOBIETBOPUTEIBHEIC PE3yIbTaThI, IO MEHb-
nreit Mepe, 3-MecIYHOro U3y4eHHs CTabMIbHOCTH. [loATBep)XICeHHE TOTO, YTO HCCIIeN0BaHMs Oy/IyT 3aBEPIICHBI, U €CIIN Pe3yIbTaThl He Oy-
YT YKJIaAbIBaThCS B CHEM(DUKALIMN WIN TOTCHIIMAIBHO HE YKIIA[bIBATHCS B CTICIU(UKANK Ha KOHEI[ CPOKA FOJHOCTH, HX HEMEVICHHO
MIPEICTABSIT YIIOJIHOMOYEHHOMY OpraHy Hapsiiy ¢ IpeularaéMbIM IUIaHOM JAeWCTBUL.

JloxymeHTanus
1. ITonpaBka k cooTBeTCTBYIOIIEMY(HM) pa3aeny(am) 10Che.

2. B oTHOLIEHUN MATKUX U KUIKHX JISKAPCTBEHHBIX ()OPM, B KOTOPBIX aKTHBHAs (hapMalleBTHUECKasi CyOCTaHIIUS HAXOIUTCS B HEPACTBOPEH-
HOM COCTOSIHUM: HaJUIe)KaIlasi IepBUYHAs SKCIIEPTH3a N3MEHEHHMS, BKIIFOYAsi MUKPOCKOIIHIO YACTHUI] B IEJISX MPOBEPKU BHIMMBIX U3MEHEHHUI
MOP(OJIOTHH; CPAaBHUTEIIBHBIC JAHHBIE O PACIIPEACICHUH 10 Pa3Mepy YacTHIL (JUCIEPCHOCTH), TIOIYYCHHBIC HAJICKAIIUM CIIOCOOOM.

3. B oTHONIEHNH TBEPBIX JICKAPCTBEHHBIX (JOPM: JaHHbIC IPO(UILT PACTBOPEHUS OHON PEIPe3eHTaTUBHOI IIPOMBIIIICHHOH CEpHHU U CPaB-
HUTENbHBIC JaHHBIE TPEX MOCIECIHUX CEPHH, IPOU3BEACHHBIX C IIOMOIIBIO MpeAbIAyIIero npomecca. [1o 3anpocy HeoOX0ANMO MPEICTABUTH
JaHHBIE 110 CJIEAYIONIUM JBYM IOJHBIM MPOMBIIUICHHBIM CEPUAM MM COOOIIUTD, €CIIM PE3yIbTaThl HE YKIABIBAIOTCA B CHELU(UKAINIO U
HPEJUIOKUTD TIJIaH JeHCTBUH. B OTHOIICHUH JIEKapCTBEHHBIX PACTHTEIBHBIX NPENapaToOB AOCTATOUYHBI JAHHbIE CPAaBHUTENIBHOM paciagaemMo-
CTH.

4. O60CcHOBaHMS HETIPEACTABIICHNS PE3YIbTaTOB HOBOT'O MCCIIEAOBaHNS OMO3KBHBAICEHTHOCTH B COOTBETCTBHU ¢ [IpaBuiamMu npoBeieHns uc-
clleIoBaHuil OnoskBuBaneHTHOCTH PK.

5. Ilpu n3menennu napameTpa(oB) mpouecca, KOTOpble CUMTAIOTCS HE OKa3bIBAIOIIMMH BIMSHHE HA Ka4eCTBO JICKapCTBEHHOT'O Ipernapara, Jie-
KJIapalys, 4TO 9TO JOCTHUIHYTO B XOJIE PaHee NPOBEICHHOH 0100pEHHOI OLIEHKH PUCKOB.

6. Koruu cnienudukanuii Ha BBITYCK M KOHEIl CPOKa TOJTHOCTH.
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7. Jlannble aHanu3a cepuii (B popmare cpaBHUTENBEHOM TAaOIHIIBI), IO MEHbBIIIEH Mepe, OJHOW CeprH, NPOU3BEACHHOI! C ITOMOIIBIO 0JJ00PEHHO-

T'0 U npeAjiaraéMoro mnporecca. ITo 3a1pocy HCOGXOL{I/IMO NpEeACTaBUTH JaHHBIC 110 CIICAYIOIUM ABYM IIOJIHBIM ITPOMBINIJICHHBIM CEPUSM;

clieayer COO6H_II/ITI>, €CJIK pE3YJIbTAaThl aHAJIN3a HE YKJIAAbIBAIOTCS B CHCI_[I/I(bI/IKaI_II/IIO U IPEUIOKUTD IUIaH ﬂeﬁCTBHﬁ.

8. Jlexnapanusi, 4TO Ha4aThl COOTBETCTBYIOIHE MCCICA0BAHHS CTAOMIBHOCTH B COOTBETCTBUH C JoOKyMeHTaMu PecryOnuku Kaszaxcran (c

yKa3aHHeM HOMEpPOB CEpHii) U H3ydeHbl HEOOXOAUMBIE TTapaMeTphbl CTAOUIBHOCTH, IO MEHBILEH Mepe, Ha O/THOH ONBITHO-ITPOMBIIIUICHHOMH

nin HpOMbILLUleHHOI\/'I CEpUU U HA MOMCHT YBCIOMJICHUS B PACIIOPSKCHUU 3asABUTEII HAXOAWIUCh YOBJICTBOPUTEIIbHBIC PE3YJIBTATHI, 110

MEHBITIEH Mmepe, 3-MeCSIUHOTO U3YUCHUS CTaGI/IJ'[BHOCTI/I; n l'IpO(bI/IJ'IL CTaOMJIBHOCTH aHAJIOTHYEH TCKyLL[eﬁ 3apeFHCTpHpOBaHHOﬁ CUTyaluu.

Hpe[ICTaBHCHO TIOATBEPIKACHUE TOT'O, YTO UCCICAOBAHUS 6y[[yT 3aBC€PUICHBI, U YTO €CJIK PE3YyJIbTAaThl HE 6y[[yT YKiIIaabIBaThHCA B CHeI_[I/I(bI/IKa—

1WA WA TOTCHIUAJIBHO HE YKIIAABIBATHCS B CHCI_H/Iq)I/IKaI_[I/II/I Ha KOHCI[ CpOKa roAHOCTH, UX HEMCUICHHO IIPEACTABAT YIIOJJHOMOYCHHOMY Op-

ra”y HapsAy C IMpeJiaraeMbIM IUTAHOM JeHCTBUI.

B.11.6.4 U3menenue pa3mepa cepuu
(BKIJIIOYAS IMANTa30HbI pa3Mepa Cepuu ) Jie-
KapCTBEHHOTO MpernapaTa

YcnoBus

TpebOyemast TOKyMEHTAIHs

Bun npouenypst

a) YkpynHeHue BIUIoTh 10 10 pas3 o cpas-
HEHHIO C 0JJ00pEHHBIM

1,2,3,4,5,7

s

IA

0) Pasykpynuenne o 10 pa3

1,2,3,4,5,6

1,4

s

1A

B) I3MeHeHne TpeOyeT aHa3a COIocTa-
BHMOCTH GHOJIOTHYECKOT0/HMMYHOIIOT U~
YECKOTO0 JIEKAPCTBEHHOTO Tperapara mwin
M3MCHEHHE pa3Mepa cepru TpedyeT HOBO-
'O UCCIIEI0BAHUS OMOIKBHBAJICHTHOCTH

II

r) I3MeHeHHe 3aTparuBaeT BCe OCTalb-
HbIE JIEKapCTBEHHBIE (YOPMEL, IPOM3BOMS-
Iecs ¢ IIOMOIIBI0 KOMILICKCHBIX IIPOIec-
COB IIPOHM3BO/ICTBA

11

r) YkpynHenue 6onee 10 pa3 mo cpaBHe-
HHIO C 0IOOPEHHBIM Pa3MepOM CEpUH Jie-
KapCTBEHHBIX ()OPM C HEMEJICHHBIM BbI-
CBOOOXIEHHEM (JUIsl TpUeMa BHYTpPb)

1,2,3,4,5,6

1B

1) Macmrab npou3sBocTBa OHosoruye-
CKOro/ IMMYHOJIOTHUECKOTO JICKapCTBEH-
HOTO TperapaTa yBeInInIICs/YMEHBIIINIT-
cs1 0e3 M3MEHEHHUS IPOLECCa TIPOU3BO/I-
cTBa (Hanpumep, 1yOIUpOBaHUE JINHUN)

1,2,3,4,5,6

IB

VYcnoBus

1. i3MeHeHHe He BIUACT Ha BOCIIPOU3BOAUMOCTD U (I/IJ'II/I) TOCTOAHCTBO Ka4€CTBa JICKAPCTBCHHOI'O IIperiapara.

2. 3menenue 3aTparuBacT CTaHAAPTHBIC JICKAPCTBECHHBIC (bOpMLI JUIs TIpue€Ma BHYTPb ¢ HEMEJJICHHBIM BBICBOGO)KI[CHHCM WJIN HECTCPUJIb-

HBIC )KUJIKUEC JICKapCTBECHHBIC (1)OpMI>I.

3. JIroOble U3MEHEHUS METOAOB IPONU3BOJACTBA U (I/IJ'II/I) BHYTPUIIPOU3BOJACTBECHHBIX KOHTpOHCﬁ HGO6XOL[I/IMI)I JIMIIb 7151 U3BMEHCHUSI pasMepa

cepuH, HallpuMep, MCIIOIb30BaHIe 000pYI0BaHHE APYTOTO pa3Mepa.

4. UmeeTca cxema MEpBUYHON 3KCIIEPTH3HI WIIM B COOTBETCTBUH € TEKYILIUM IPOTOKOJIOM YCIIEIIHO MPOBE/ieHa IEpBUYHAS SKCIEPTH3a IPOU3-

BOJCTBA HE MEHEEC Y€M Ha TPEX NPOMBIIIJICHHBIX CEPUSAX C HOBBIM Pa3MEpPOM B COOTBETCTBUU C TPUMEHUMBIMHU Tpe60BaHl/IfIMI/I.

5. PaCCManHBaeMBIﬁ HeKapCTBeHHBIﬁ penapar HE ABJISICTCA OHOJIOTHYECKUM/ HUMMYHOJIOITHYECKHM.

6. l3meHeHue He JOJIDKHO OBITH CJICACTBUEM HEIIPEABUIACHHBIX CHTyaLIHP’I, BO3HHUKIINX B XOA€ IIPOU3BOACTBA, UJIU U3MCHCHUS CTaOUIILHOCTH.

7. Pa3Mep CCpHUHU YKIaAbIBACTCs B IO—KpaTHLIﬁ JAuara3oH, HpeIIyCMOTpCHHHﬁ IIpu perucrpanuu, Uiv 1ocje MoCJIeAyromero i3MEHEeHUs, HE

SIBJISIBIIICTOCS M3MEHEeHHEeM A Ttuma.

JlokymeHTamms

1. ITonpaBka k cOOTBETCTBYIOIIEMY(MM) pa3aeny(am) 10Che.
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2. JlanHble aHanu3a cepuii (B popmare cpaBHUTENBHON TaOIMIIBI), IO MEHbIIIEH Mepe, OJAHOW IPOMBIIIICHHOH CepUH, IIPOU3BEICHHON B 3ape-
THCTPUPOBAHHOM H TIpeJyIaracMoM pasmMepax. [1o 3anpocy HeoOX0ANMO MPENCTaBUTh JaHHBIE 110 CICAYIOIUM ABYM MOJHBIM IIPOMBIIILICH-
HBIM CepusiM; Jiepkatesib PY 00s13aH cOOOIIUTE, iy pe3yIbTaThl aHAM3a He YKIIAIBIBAIOTCS B ClICHU(DUKALUIO, U IIPEATIOKHUTH [UIAH JIeH-
CTBHH.

3. Komun 01006peHHBIX crieuduKalmii Ha BBITYCK U KOHEIl CPOKa TOJHOCTH.

4. B COOTBETCTBYIOIINX CIyYasiX HEOOXOANMO yKa3aTh HOMepa CepHii, COOTBETCTBYIOIIME pa3Mepy CEPHHU U JaTe UX Mpou3BojcTBa (3), nc-
MI0JIb30BaHHBIX B BAJIMJIALIMOHHOM HCCIIEIOBAaHHUH, WIIM TIPEJICTAaBUTh IIPOTOKOJ (CXEMY) HEPBHYHOM IKCIIEPTHU3BI.

5. HeoOxo11MO NpeACTaBUTh pe3y IbTaThl IEPBUYHON SKCIIEPTU3BL.

6. Pe3ynbratel uccienoBaHnil CTaOMILHOCTH, IPOBEACHHbBIE B COOTBETCTBHU ¢ JoKyMeHTaMu PK, 1o 3HaunMbIM nmapamerpam cTabMIBHOCTH,
10 MEHBIIIEH Mepe, Ha OJJHOH OIBITHOH MJIM MIPOMBIIUIEHHON CEpHH, 0XBATHIBAIOUIEH, IO MEHBIIICH Mepe, TPH MecAIla; MOATBEPKIACHHUE TOTO,
YTO TaKHe MCCIe0BaHus OyayT 3aBEpIICHBI, U YTO €CJIM Pe3yJbTaThl He OYAyT YKIIaIbIBATHCS B CICLM(BHUKAIMYI WIH OTEHIHAIBHO HE yKJIa-
JIBIBATBCS B CIICLU(HUKALNK HA KOHEI| CPOKa FOJHOCTH, MX HEMEUICHHO IIPE/ICTABST YIIOJIHOMOYEHHOMY OpraHy Hapsiy ¢ IpeularaeMbIiM
IUIaHOM JIeWCTBHI. B OTHOIIEHHH OMOIOrMYECKUX/MMMYHOJIOTHUECKHX CPEACTB: JeKIapaliys, YTO OLIEHKA COMOCTABUMOCTH HE TpeOyeTcsl.

B.11.6. 5 MI3MeHeHue BHYTPUIIPOU3BO/I- Ycnopus Tpebyemast foKyMeHTaLUs Bup mpouenypel
CTBEHHBIX HCITBITAHUI WM KPUTEPHEB
HPUEMIIEMOCTH, HCHOIB3YIOIUXCS TIPU
HPOU3BOJICTBE JIEKAPCTBEHHOT'O TIpenapara

a) YkecToueHHe BHYTPUIIPOU3BOICTBEH- 1,2,3,4 1,2 1A
HBIX KPUTEPHUEB PUEMIIEMOCTH

0) [loGaBneHne HOBBIX UCTIBITAHUN HITH 1,2,5,6 1,2,3,4,5,7 1A
KPUTEPUEB IIPHEMIIEMOCTH

B) MckitoueHNE HECYIIECTBEHHOT'O BHYT- 1,2,7 1,2,6 1A
PHIIPOM3BOACTBEHHOTO HCIIBITAHMS

r) UckioueHne BHYTPUIIPOU3BOICTBEHHO- I
TO UCIIBITAHUS, KOTOPOE MOKET CyIlle-
CTBEHHO TIOBJIMATH Ha COBOKYIHOE Kaue-
CTBO JIEKAPCTBEHHOTO IIpenapaTa

1) Pacupenue 0100peHHBIX BHYTPUIIPO- 11
U3BOJACTBEHHBIX KPUTEPHEB IPUEMIIEMO-
CTH, KOTOPbIE CYILIECTBEHHO BIMSIOT Ha
COBOKYITHOE Ka4eCTBO JICKApCTBEHHOT'O
npemnapara

¢) JlobGaBenue uiam 3aMeHa BHY TPHIIPOU3- 1,2,3,4,5,7 1B
BOJICTBEHHOT'O UCIIBITAHUS U3 COOOpaxe-
HUI1 6€301TaCHOCTH MIIM KauecTBa

VYcnoBus

1. VI3sMeHeHue He SIBISeTCs CleJICTBUEM KAKOro-11u00 00s3aTelIbCTBa, IPUHATOrO 110 pe3yIbTaTaM paHee MPOBEIECHHBIX SKCIEPTU3 C LENbIO
aHaJIu3a KPUTEPUEB NPUEMIIEMOCTH clielu(pUKanuy (Hapumep, B X0/ie perucTpaly WiIK BHECeHUs n3MeHeHuit 11 tuna).

2. VI3meHeHue He SIBISIETCS CJIEACTBHUEM HEIIPEABUICHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IIPOU3BOACTBA, HAIIPUMEDP, HOBAst HeKBaJ'II/I(bI/II_[I/Ipo—
BaHHas IPUMECh, UBMCHCHHUC MIPCACIIOB COACPIKAHUSI CyMMbI HpHMeCGfI.

3. JIro6oe u3MeHeHHe JJOJDKHO YKIIabIBAThCS B AMAIIA30H TEKYIINX 0J00PEHHBIX KPUTEPUEB IPHEMIIEMOCTH.
4. AHanuTHuecKas METOJMKA HE U3MEHACTCS MM U3MEHSETCS] HE3HAUUTEINIbHO.

5. Hu oguH HOBBIM MeTO HCIIBITaHUSI HE OCHOBAH Ha HOBOW HECTAaHAApPTHOM METO0JI0TMH WIIM CTaHIAPTHON METOI0JIOTHH, UCTIONIb3YyeMOn
M10-HOBOMY.

6. HoBblit MeTO/ HCIIBITAHUS HE SBJISIETCS OMOJIOrMYECKUM/ HIMMYHOJIOTHUECKUM/ IMMYHOXMMHYECKHM WM METOZIOM, B KOTOPOM UCIIOJb3Y-
eTCst OMOJIOTHIECKUI PeaKTHB JUI OHOIOTHIECKON aKTUBHOM (papMaleBTHIECKO! CyOCTaHINH (32 UCKIIIOYEHHEM CTaHAAPTHEIX (apMakomeii-
HBIX MUKPOOHOJIOTHYECKUX METOJIOB).

7. BHyTpUNpOU3BOCTBEHHOE HCIIBITAHUE HE 3aTParuBaeT KOHTPOJIb KPUTHUECKOTO ITapaMeTpa, HalpuMmep:
KOJINUECTBEHHOE OIPEe/IeICHHE

npyMecH (€ciu TOJIBKO ONPEeIeHHbIH PAaCTBOPUTEINb OJHO3HAYHO HE UCIIOJNB3YETCsl B IPOM3BOJICTBE)
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JI0OYI0 KPUTHUYECKYIO (PU3NYECKYIO XapaKTePUCTHKY (pa3Mep 4acTHUIl, HACKITHYIO IDIOTHOCTBIO JI0 M MOCJIE YIIOTHEHMS)
UCTIBITaHHE Ha TTOJUTMHHOCTH (B OTCYTCTBHE MOAXOASAIIETO aTbTEPHATUBHOTO KOHTPOJIS)

MHKPOOHOJIOTHYECKUIl KOHTPOJIb (ECIIU TOJILKO OH He TpeOyeTcs: B OTHOLIEHUH OIIPe/IeNICHHOH JIeKapcTBEHHON (opMbI)

JlokyMeHTanus

1. IlonpaBka K COOTBETCTBYIOIIEMY(MM) pa3feny(am) JOChE.

2. CpaBHUTeNbHAS TAOIHMLA TEKYLIHMX U IPEIaraeMbIX BHYTPUIIPOM3BOICTBEHHBIX UCTIBITAHUI U KPUTEPHUEB IPHEMIIEMOCTH.
3. IlogpoOHOe omnrcaHre HOBOI aHATTMTHYECKON METOIMKH 1 TaHHBIC TIEPBUYHON 3KCIEPTH3bI(B COOTBETCTBYIOIIUX CIYYasix).

4. JlanHble aHanmM3a IBYX NPOMBIIIIEHHBIX CEPUH (B OTCYTCTBHE JIOJDKHBIX 000CHOBAHUH ISl OMOJIOTMYECKUX AaKTUBHBIX (hapMaleBTHUECKUX
CyOCTaHLIMI — TPU CEpUM) JEKApCTBEHHOTO MpenapaTa 110 BCeM MapaMeTpam CrenupuKanum.

5.B COOTBCTCTBYIOIUX ClIydyassX CPaBHUTCIIbHBIC JTaHHBIC HpO(i)PIJ'IS{ PacTBOPEHUS JICKAPCTBECHHOT'O IIpETiapaTa HE MEHEEC YE€M Ha OJTHOM OIIBIT-
HO—HpOMLILHJICHHOﬁ cepuu, HpOHSBCZICHHOﬁ C UCIIOJIb30BAaHUEM TEKYHIUX U HOBBIX BHYTPUIIPONU3BOACTBEHHBIX WcnbITaHUN. B oTHOIIIEHUH J1e-
KapCTBEHHBIX PACTUTEIBHBIX IIPETIAPATOB JOCTATOYHBI JaHHBIE CpaBHHTeHBHOﬁ pacmagac€MoCTu.

6. O60ocHOBaHME/OLIEHKA PUCKOB, TIOATBEPIKAAIOINIHE, YTO BHY TPUIIPOU3BOJICTBEHHOE HCIIBITAHHUE SIBISIETCSI HECYLIIECTBEHHBIM HJIM YCTapeso.

7. O6ocHOBaHNE HOBOTO BHYTPUIIPOU3BOJACTBEHHOIO UCTIBITAHHS M KPUTEPHEB IIPUEMIIEMOCTH.

B.11. B) KoHTposb KauecTBa BCIIOMOTaTEIbHBIX BEIIECTB

b.11.B.1 M3MeHeHne napamMeTpoB crienupUKaniy 1 (HIN) KPUTEPHEB IPUEMIICMOCTH BCIIOMOTaTeIIBHOTO Belle- Veno- | Tpebye- | Bux
CTBa BUS Mas 10- | mpo-
KyMeH- e-
Tauus ny-
pbI
a) YKeCTOYeHHE KPUTEPUEB IPUEMIIEMOCTH CIIEHU(PHUKAIIH 1,2, 1,2 1A
3,4
0) [loGaBneHne B crienuQUKaIio HOBOTO MapaMeTpa Crelu(UKaN 1 COOTBETCTBYIOIIETO €My METO/1a HCIIbI- 1,2, 1,2,3, 1A
TaHHIA 5,6, 4,6,8
7
B) MckiroueHne HeCyIeCTBEHHOTO TapamMeTpa crieliudukaiuy (Hanpumep, HCKIIF0YEHHE YCTAPEBIIero mapa- 1,2 1,2,7 1A
MeTpa)
r) V3mMeHeHue, BRIXOAIIEE 32 0J00PEHHBIC KPUTEPUHU IPUEMIIEMOCTH CHeHU(pHKALIUI 11
1) ckmouenne mapamerpa creluduKaim, KOTOPbId MOKET CYIIECTBEHHO MOBIHMATh HA COBOKYITHOE Kaue- 11
CTBO JICKapCTBEHHOTO IperiapaTa
e) JloGaBiieHne minu 3aMeHa (MCKII04asi OMOIOrMYeCKHH 1 MMMYHOJIOTHYECKHH Mpernapat) napaMmerpa cremu- 1,2,3, IB
(hUKAIMU U COOTBETCTBYIOILETO €My METO/ia UCIBITAaHUH U3 cOOOpaxxeHHil 6e3011acCHOCTH MM KauecTBa 4,5,6,
8
g) Ecnu Ha BcrioMorarebHOE BEIIECTBO OTCYTCTBYET cTaThs 'ocynapcrBeHHoit ®apmakonee PK, nsmenenue 1,2,3, 1B
B COOCTBEHHBIX JJAHHBIX CIIEHU(pHUKAINN Ha HeODHLIHATBHYIO (hapMaKonero win GapMakoIero TpeTbeil CTpaHbl 4,5,6,
8
Ycnosus

1. I3MeHeHre He SIBISETCS CIIEACTBHEM KaKoro-minbo 00s3aTebCTBa, IPHHSTOTO 10 pe3ysibTaTaM paHee MPOBEACHHBIX SKCIIEPTH3 C LENIbI0
aHaJIM3a KPUTEPUEB MPUEMIIEMOCTH ClielU(pUKALNK (HApUMep, B X0/Ie PErHCTPALMHU JIEKApCTBEHHOTO Iperapara Wik BHECEHHH H3MEHECHHI
11 Tuma).

2. V3MeHeHue He SIBISIETCS CIICACTBUEM HENIPEABUICHHBIX CUTYaIMil, BO3HUKIINX B XOJI€ POU3BO/ICTBA, HAIPUMEP, HOBOH HEKBAIU(UIMPO-
BaHHOM NPUMECH, U3MEHEHHUS NIPEEIIOB COAEPKAHUSI CYMMBI IPUMECEH.

3. JIro6oe u3MeHeHHe JOJDKHO YKIIaIbIBAThCS B AMAIIA30H TEKYIINX 000PEHHBIX KPUTEPUEB IPUEMIIEMOCTH.
4. AHanuTHuecKas METOJMKA HE U3MEHACTCS MM U3MEHSETCS] He3HAUUTENIbHO.

5. Hu oguH HOBBIM MeTO UCIIBITaHUSI HE OCHOBAH Ha HOBOW HECTAaHAapPTHOM METOJ0J0IMH I CTaHIAPTHON METOJI0JIOTHH, UCTIONb3yeMOon
I0-HOBOMY.
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6. HoBblit MeTO/ MCIIBITAHUS HE SIBIISIETCS OMOJIOTMYECKUM/ HIMMYHOJIOTHUECKUM/ IMMYHOXMMHYECKUM WM METOZIOM, B KOTOPOM UCIIOJb3Y-
€TCst OMOJIOTHICCKUI PeaKkTHB JUIs OHOIOTHYECKON aKTUBHOM (apMaleBTHIECKO! CyOCTaHINH (32 MCKIIIOYEHHEM CTaHAAPTHEIX (apMakomeii-
HBIX MUKPOOHOIOTHYECKUX METOJIOB).

7. I3MeHeHne He KacaeTcsl TeHOTOKCUYHOM MPHMECH.

JlokymeHTanms

1. ITonpaBka k cooTBETCTBYIOIIEMY (M) pa3aeny(am) 10Che.

2. CpaBHHTeNbHAS TA0IUIIA TEKYIMX U IpeIaraeMbIX crielinuKamnmii.

3. IloppoOHOe onrcaHue JII0O00ro HOBOW aHATUTUYECKOW METOAMKHU U JaHHbBIC IEPBUYHOM IKCIIEPTU3BI (B COOTBETCTBYIOIIUX CIIYYasix).

4. ﬂaHHHe aHaJin3a JByX IIPOMBIIIJICHHBIX cepm?I (B OTCYTCTBHUEC JOJIKHBIX 000CHOBaHUI JJIA OHOJIOrMYECKHX aKTHBHBIX (bapMaL[eBTI/I‘[eCKI/IX
Cy6CTaHHHﬁ — Tpu CCpI/II/I) BCIIOMOTAaTCJIbHOI'O BEIIECTBA 110 BCEM ITapaMeTpaM CHCI_II/I(;I)I/IKaLII/II/I.

5. B coOOTBETCTBYIOIMX CITydasiX JaHHBIE TECTa CPAaBHUTEIBHON KHHETHKH PACTBOPEHHUS JICKApCTBEHHOTO TIperapara, 1o MEeHbIIeH Mepe, 011-
HO¥1 OIIBITHO-TIPOMBIIUICHHOHN CEPHH, COZIeprKaleil BCTIOMOTraTeIbHOE BEIECTBO, COOTBETCTBYIOIIETO TEKYIIEH 1 peuiaraeMoii crienuduka-
UsIM. B OTHOIIIEHUH JIeKapCTBEHHBIX PACTUTEIBHBIX MIPENapaToB AOCTATOUHBI JaHHBIC CPABHUTEIBHON PaclaaeMOCTH.

6. O0OCHOBaHHMs HEMPE/ICTABIICHUS PE3YJIbTATOB HOBOT'O HCCIIEIOBaHUS OMOIKBUBAJICHTHOCTH B COOTBETCTBUU ¢ [IpaBuiiaMu mpoBeeHUS HC-
clieIoBaHuil OnodKkBHUBaneHTHOCTH PK.

7. O60CcHOBaHME/OLIEHKA PHCKOB, IOATBEPIKIAIOIIHE TO, YTO ITApaMeTp ABISCTCS HECYIIECTBEHHBIM WIIH YCTapell.

8. O00CHOBaHKE HOBOTO IapameTpa CHCI_[I/I(l)I/IKaI_[I/II/I 1 KpUTEPHUECB [IPUEMIIEMOCTH.

B.11.B. 2 I3MeHeHHE aHATUTHYECKON METOIMKH JIJIsI BCIIOMOTaTeILHOI0 BEIECTBA Ycao- Tpebye- Bung
BHSI Mas J10- po-
KyMeH- e-
Tauus ny-
pHI
a) HesnaunMmpble M3MeHEHUs 0JJOOPEHHOW aHAIMTHYECKOW METOUKH 1,2, 1,2 1A
3,4
0) UckiroueHne aHaTMTHYECKON METOANKH, €CITN albTepHATHBHAS el METOANKA YyKe ogoOpeHa 5 1 1A
B) 3aMeHa OHOJIOTMYECKOTr0/UMMYHOJIOTHYECKOr0/ HNMMYHOXHMHYECKOTO METO/Ia MCIIBITAaHU MM METO/Ia, B 11
KOTOPOM HCIOJIB3YeTCsl OMOIOTHUECKHIN PEaKTUB
r) [Ipoune n3MeHeHNS AaHATUTUYECKON METOANKY (BKJIIOUYast JOOABICHHE HIIH 3aMEHY) 1,2 1B
Ycnoust

1. CornacHO COOTBETCTBYIOLIUM JOKYMEHTaM, IPOBE/ICHbI HEOOXOIMMBbIE BATHALOHHbIC HCCIEOBAHMS, IOATBEPIKIAIOLINE TO, YTO OOHOB-
JIeHHAs aHAJIMTHYECKasi METOIMKA, 10 MEHBIIIeH Mepe, SKBUBAJICHTHA MPeIbITyIIeH.

2. IIpenensl conepxkaHus CyMMbl IPUMECEH He M3MEHUIIHCh, HOBbIE HEKBAIU(HIPOBAHHbIE IPUMECH HE OOHAPYIKEHBI.
3. Merox aHanu3a He U3MEHMICS (HanpuMep, I3MEHEHUE JUTHHBI KOJIOHKU MJIM TEMIIepaTypbl, HO HE APYTOi BUJ KOJOHKH WIIH METON).

4. HoBblit MCTOA UCHIBITAHUA HC SABJIACTCA OHOJIOTHYECKUM/ I/IMMyHOJ'IOFH'-IeCKI/IM/ HUMMYHOXUMHUYCCKUM HUJIX METOAOM, B KOTOPOM HCIIOJIb3Y-
eTcsl OMOJIOTHYCSCKUI PpCeaKkTHuB (33. UCKIIIOUYCHUEM CTaHAApPTHBIX q)apMaKOHefIHLIX MI/IKp06I/IOHOI‘I/I‘{CCKI/IX MGTOL[OB).

5. AnbTepHATHBHAS aHAJUTHYCCKAsT METOIMKA JIJIS TapaMeTpa CIEeIU(UKAINE YKe 000pEHa, TIPU STOM TaKasi METOINKA ObLiIa BKITOUCHA HE
¢ momotisio [A/-yBegomieHus.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYOIIEMY(MM) pa3aeny(am) 1ocke, BKIIOYas OMMCAHNE aHATUTHYECKO METOIOJIOTHH, PE3OME JAHHBIX IEPBHYHOM
9KCHEPTHU3bL, IEPECMOTPEHHBIE CIIEHU(BHUKALUKE Ha TPUMECH (€CIH TPUMEHHMO).

2. CpaBHI/ITeHBHHC Ppe3yJIbTaThbl HepBH‘lHOﬁ OKCIICPTU3BI UJIH, IIPU HAJTUIUU OGOCHOBaHI/Iﬂ, CpaBHUTEJIbHBIC PE3YJIbTAaThl aHAJIN3a, II0OATBEP-
JKIAOUIUE TO, YTO TEKYLICC U NpeytaracMoe NUCIIbITAHNC SKBUBAJICHTHBI. [[aHHOG Tp€6OBaHI/Ie HE MPUMCHSECTCS, €CIIN L[06aBJ'I$I€TC${ HOBas aHa-
JIUTHYCCKasA MCTOJUKaA.

B.I1.B. 3 Mi3MeHeHHe HCTOYHUKA MOJIy4EeHHs BCIOMOTATEIbHOIO BELECTBA WM peakTuBa ¢ puckoM TI'D Veno- | Tpebye- | Buxm
BUSA Mas Io- | Tpo-
KyMeH- e-
Tauus ny-
jusi
a) 13 marepuana ¢ puckom TI'D Ha MaTepuan pacTUTEIBHOTO WIIM CHHTETHYECKOT0 IIPOUCXOXKICHHS
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1. st BCioMOraTesIbHBIX BEIIECCTB WIIM PEaKTHBOB, HE UCIIOJIb3YEMBIX B IIPOU3BOJICTBE OHOJIOTHYECKOH/ NMMY- 1 1 1A

HOJIOTHYECKON aKTHBHOMN @apMaueBanecxoﬁ Cy6CTaHLII/II/I Hnim GI/IOJ'IOFPI'-IeCKOI‘O/I/IMMyHOIIOI‘I/I‘IGCKOFO JICKap-
CTBCHHOI'O IIperapara

2. J1y1st BCIIOMOTaTeJbHBIX BEIIECTB WIIH PEAKTHBOB, HCIIOJIb3YEMBIX B IPOU3BOACTBE OHOJIOTHUECKONH/MIMMYHO- 1,2 IB
JIOTMYECKOW aKTUBHOM (papMalleBTHUECKOil CyOCTaHIINK MITH OHOJIOTHYECKOT0/MMMYHOJIOTHYECKOTO JIeKap-
CTBEHHOT0 IIpemapara

0) M3meHeHue nin BBeeHre MaTeprana ¢ puckoM TI'D wnu 3amena matepuania ¢ puckom TI'D Ha npyroit Ma- 11
tepuain ¢ puckoM TI'D, He umeromuii ceprudukar coorsercTBust no TI'D

VYcnoBust

1. CHCI_U/I(bI/IKaLII/II/I Ha BBIIIYCK U KOHEL CpOKa roOAHOCTH BCIIOMOI'aTCJIbHOT'O BEIIECTBA U JICKAPCTBEHHOI'O IIpe€liapaTta HE U3MEHSIOTCA.

JlokyMeHTanus

1. [LeKHapaLII/IH TIPOU3BOAUTEIIS UIIN ACPKATCIIA PETUCTPALIUOHHOI'O YAOCTOBEPEHUS MaTepualia, YTO OHU IMOJTHOCTHIO PAaCTUTCIIbBHOTO UJIN
CHUHTCTUYCCKOI'O IIPOUCXOXKIACHUS.

2. UccnenoBaHue SKBUBAICHTHOCTH MAaTEPUAJIOB U BIMSHUE HA IPOM3BOJICTBO FOTOBOTO MaTepHaja M BIMSIHUE HA XapaKTEPUCTHKU (HANPH-
Mep, XapaKTEePUCTUKH PACTBOPEHMS) JIEKAPCTBEHHOT'O ITpernapara.

b.I1.B. 4 I3MeHeHHe cuHTE3a WK HONTy4YeHns] He(hapMaKOIeHHOT0 BCIIOMOTaTeIbHOTO BelllecTBa (€CIH OMUCaH VYemo- | Tpebye- | Bun

B PETHCTPALMOHHOM J0ChE) MIIM HOBOTO BCIIOMOTaTEIbHOIO BELIECTBA BUS Mas J10- npo-
KyMEH- 1e-
Tauus ny-

pI

a) HezHaunmoe M3MeHeHne CHHTEe3a WM MOJTy4YeHHs] HeapMaKONeHHOro BCIIOMOTaTeNbHOTO BEIIECTBA HIIH 1,2 1,2,3, VN

HOBOT'O BCIIOMOT'aTEJIFHOT'O BEIIECTBA 4

0) Usmenstores criennUKAUU WA UIMEETCS] U3MEHEHHE (DH3UKO-XHMMUYECKHX CBOWCTB BCIIOMOTaTeILHOTO 1I

BEILIECTBA, KOTOPBIE BIMSIOT HA KAYECTBO JISKAPCTBEHHOTO Ipernapara

B) BeroMorarenbHOe BeliecTBO — OHOIOrHUeCKOe/MIMMYHOJIOTHYECKOE BEIIECTBO 11

VYcnosus

1. Crioco6 cuHTe3a U crieuUKAMY UASHTHYHBI U OTCYTCTBYIOT KQUECTBEHHbIE U KOJIMUECTBEHHBIE U3MEHEHHs Npoduiist mpumeceit (MCKIIo-
yasi 0OCTaTOYHbIE PACTBOPUTEINH, IPH YCIOBUM TOTO, YTO UX KOHTPOJIb OCYILECTBIISIETCS B COOTBETCTBHHU C TIPEAENIbHBIM COJCPHKAHUEM, YKa-
3aHHBIM B IoKyMeHTax PK) nmm gpusuko-xuMudeckux cBOHCTB.

2. Uckirouast axrbIOBaHTHL.

JlokymeHTamnus
1. ITonpaBka k cooTBETCTBYIOIIEMY(HM) pa3aeny(am) 10Che.

2. JlanHble aHanu3a cepuii (B popmare cpaBHUTENBHON TaOIHIIBI), IO MEHBIIIEH Mepe, IBYX Cepuil (10 MEHbIIIEH Mepe, OMBITHO-TIPOMBIIILICH-
HBIX) BCIIOMOTaTeIbHOIO BELICCTBA, IPOU3BEACHHBIX C IOMOIIBIO CTAPOTr0 M HOBOTO IPOLIECCOB.

3.B COOTBETCTBYIOIIIUX ClIydyasX JaHHbIC TECTa CpaBHPITeJ'[I:HOI‘;I KHHETUKH paCTBOPCHUS JIEKAPCTBCHHOT'O IIperiapara, 1o MEHbIIICH Mepe,
ABYX CepI/Iﬁ (HO MEHBIIEH Mmepe, OHLITHO-HpOMLIIJ.UIeHHLIX). B oTHOMmICHNHN JICKapCTBEHHBIX PAaCTUTCJIBHBIX IIPETIapaTOB JOCTATOYHBI JaHHBIC
CpaBHHTCJ’[LHOﬁ paciagaeMoCTH.

4. Konnst omoOpeHHo# U HOBO# (eciu mpuMeHrMO) crienn(UKannil BCIOMOTaTeIbHOTO BEIIECTRA.

B.11. ) KonTpomas kauecTBa JJ€KapCTBEHHOTO IIpenapara

B.ILr. 1 M3Menenne napamMeTpoB creupUKauy u Ycnosus Tpebyemast noKyMeHTaLUs Bug npouenypsi
(M11) KpUTEPUEB NIPUEMIIEMOCTH JIEKAPCTBEHHOTO

npemnapara

a) YKecToueHHe KPUTEPHEB MPUEMIIEMOCTH cleudu- 1,2,3,4 1,2 1A

Kalluu

0) VixecroueHue Kputepres npuemiemoctu crietbu- | 1,2, 3,4 1,2 1A

Kaluu JICKapCTBEHHBIX MPENIapaToB, MOAJICKAIIUX BbI-
IIyCKYy Cepl/lﬁ O(bPII_U/IaJ'[BHBIM KOHTPOJIbHBIM OpraHOM

1,2,5,6,7 1,2,3,4,5,7 1A
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B) [loGaBieHue B crienu(pUKaIMI0 HOBOTO ITapamMeTpa
U COOTBETCTBYIOIETO €My METO/Ia HCIIBITAHUH

r) UckioueHne HeCyIeCTBEHHOTO TapaMeTpa CIelH- 1,2 1,2,6 1A
¢ukanuy (HapuMep, HCKIIOYCHUE YCTapeBIIeTo Ma-
pameTpa)

1) V3amenenue, BRIXosIee 3a 0J00pEHHbIC KPUTEPUU 11
HNPUEMIIEMOCTH creludUKaiui

¢) Uckirouenne napamerpa crneudukaum, KOTOpbIid 1T
MOJKET CYIIECTBEHHO TTOBJIHATH Ha COBOKYITHOE Kave-
CTBO JICKapCTBEHHOTO IperiapaTa

) JlobaBiieHne uiam 3amMeHa (MCKIro4dasi OMoJioruye- 1,2,3,4,5,7 IB
CKHMI 1 IMMYHOJIOTHUYECKHH ITpernapar) mapamerpa
crier(pUKAIMU U COOTBETCTBYIOIIETO €My METO/Ia HC-
MBITAHUI U3 COOOpaKeHn T 6E30IIaCHOCTH HITH Kade-
cTBa

3) OGHOBIICHHE JTOCKE C LIEIBI0 COOTBETCTBHS MOJIOKE- 1,2,3,4,7,8 1,2 1A
HUSIM OOHOBJICHHOM 0011el ctaThu ['ocynapcTBeHHON
®dapmakorniee Pecrrydnukn Kasaxcran Ha gekapcTBeH-
HbI Tpenapar (*)

n) BBomurces crates ['ocynapcrsennoi dapmakonen 1,2, 10 1,2,4 1A
Pecny6nuku Kazaxcran "OgHOpOIHOCTD 103MPOBa-

Hus" B LEJSX 3aMEHBI TEKYILET0 3aperuCTPUPOBAHHO-
ro MeToaa, m1bo cratbs ['ocynapcTBeHHoit @apmako-
neu Pecrry6mmku Kazaxcran "OgHopoaHOCTh Macchl',

1160 "ORHOPOAHOCTH COAEPKUMOTO"

Ycnosus

1. I3MeHeHue He SIBISETCS CIIEICTBUEM KaKOro-1n0o0 0053aTeNnbCTBa, IPUHSTOTO MO pe3ybTaTaM paHee HPOBEJCHHbIX IKCIIEPTU3 C LEIIbIO
HepecMoTpa KPUTEPHUEB NPHEMIIEMOCTH crelu(UKAIMN (HapHMep, B X0/1€ PErUCTPALUH JISKAPCTBEHHOTO MpernapaTa Wid BHECCHUH U3MEeHe-
nui Il TMna), ecnu TonbKO 000CHOBBIBAIOIIAS JOKYMEHTALs He ObLla paHee IPOBEPeHa U YTBEP)KAEHA B paMKax ApYyroil NpoLeaypsl.

2. VI3ameHeHue He SBIIeTCS CJIEACTBHUEM HEIIPEABUCHHBIX chyaum?I, BO3HHUKIIKX B XOA€ IPOU3BOACTBA, HAIIPUMED, HOBOM HeKBaJ’[I/I(l)I/ILII/Ipo-
BaHHOU TIIpUMECH, U3MEHEHUS TIPEACIIOB COACPIKAHUSI CYMMBbI HpHMCCCI?I.

3. JIto60e M3MEHEHHE TODKHO YKIIaJbIBAThCS B AUANA30H TEKYIIUX OJ00PEHHBIX KPHTEPUEB IPHEMIEMOCTH.
4. AHanuTHYecKas METOIUKA HE U3MEHSETCS MM U3MEHSETCS He3HAYUTENbHO.

5. Hu oguH HOBBII METO/ HCIIBITAaHUS HE OCHOBAH Ha HOBOW HECTAHAAPTHOW METOJOJIOTHH WIIM CTaHIAPTHON METOIOJIOTHH, UCTIONb3yeMOU
0-HOBOMY.

6. HoBprit MCTO/ UCIIbITAHUSA HC ABJIACTCA OHOIOrHYECKIM/ I/IMMyHOJ'IOFI/l‘ieCKI/IM/ HUMMYHOXUMUYECCKUM UJIX METOAOM, B KOTOPOM HCIIOJIb3Y-
eTcsi OMOJIOTHYESCKUI PCaKTuB AJIs1 OHOJIOTHYECKOW aKTUBHOM (bapMaL[CBTH‘IeCKOﬁ Cy6CTaHLII/II/I (3a HCKIIIOYCHUEM CTaHAAPTHBIX Q)apMaKOHCI\/'I-
HBIX MI/IKp06I/IO.IIOI“I/I‘I€CKI/IX MCTOI[OB),

7. I3meHeHue He 3aTparuBacT Kakue-1100 IpuMecu (BKJ'IIO‘-IafI FCHOTOKCI/I'-IHI)IB) WM paCcTBOPCHUC.

8. I3meHeHue 3aTparuBaeT OOHOBICHUE KPUTEPHEB MPUEMIIEMOCTH MUKPOOHOJIOTHYECKIX KOHTPOJIECH B LIE/SIX COOTBETCTBHS ICHCTBYIOIICH
dapmakoriee, a 3aperuCTPUPOBAHHBIE HBIHE KPUTEPUH NPHEMIEMOCTH MUKPOOUOJIOTMYECKUX KOHTPOJIEH He BKIIIOYAIOT KaKUe-Mnoo J0moI-
HHUTEIbHbIE KOHTPOJIH, BKJIIOUSHHbIE B CIIENU(PUKALNIO, TOMUMO (hapMaKoNeHHbIX TpeOOBaHUH B OTHOLICHHUH OIPE/IeICHHOM JIeKapCTBEHHON

(hopMbl

9. IlapameTp crienu(uKannK He 3aTparuBacT KPUTHUESCKHUI TTapaMeTp, HalpuMep:

KOJIMYECTBCHHOE OIIPEIICIICHIE

npuMecH (€CITH TOIBKO OMpPEIEICHHbBIN PACTBOPHUTEND OJHO3HAYHO HE UCIONB3YETCS B IPOM3BOCTBE JICKAPCTBEHHOTO TIpErapara)
TF00YH0 KPUTHYECKYIO (PU3UUECKYIO XapaKTEPUCTHKY (IPOYHOCTh HIIH XPYIKOCTh TAOIETOK, HE MOKPBITHIX 000IOYKOM, pa3Meph)
7r000# 3ampoc Ha MPOITYCK HCIBITAHUS

10. Ipemnaraemplit KOHTPOJIb MOJHOCTHIO COOTBETCTBYET Tabmwuie ctath ['ocynapcTBenHoi Papmakonee Pecryonuku Kasaxcran u He
BKJIFOUACT aJIbTEPHATUBHBIE MPEJI0KEHHS UCITIBITAHUS OTHOPOJAHOCTH JO3UPOBAHMS C TOMOIIBIO BapHALIMK MAacChl HIIH OJTHOPOJIHOCTH COJIep-
>KaHWs1, €CITU TTOCIIEAHNE yKa3aHbl B CTaThE.
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JloxymeHTanus

1. ITonpaBka k cooTBeTCTBYIOIIEMY(HM) pa3aeny(am) 10Che.

2. CpaBHHTeNIbHAS Ta0JUIIA TEKYIMX U IpelaraeMbIX crieluuKamnmii.

3. TloapoOHOoe oricanue JII000ro HOBOM aHAUTHYECKOW METOIMKH | JIAHHBIC TIEPBUYHOM IKCIIEPTH3bI (B COOTBETCTBYIOLIMX CIyYasix).

4. HaHHLIe aHaJin3a AByX IIPOMBIIIJICHHBIX CepI/Iﬁ (B OTCYTCTBHUEC JOJDKHBIX 000CHOBaHUI JJIA OHOJIOrMYECKHUX aKTHBHBIX q)apMaHeBTI/I'-ICCKI/IX
Cy6CTaHLIPII>’I — Tpu CCpI/II/I) JICKapCTBECHHOI'O IIpeliapaTa 110 BCEM ITapaMeTpaM CHCHI/I(I)I/IK&HI/H/I.

5. B cOOTBETCTBYIONIMX CIy4Yasx JaHHBIE TECTa CPABHUTEIbHON KHHETHKH PaCTBOPEHHMS JIGKApCTBEHHOTO TIperapara, o MeHbLIeil Mepe, 0/1-
HOM OMBITHO-MPOMBIIIJICHHON CEPUH, COOTBETCTBYIOIINE TEKYIIEH U mpeiaraeMoii crieridukaimsM. B 0THOIICHUHN JIeKApCTBEHHBIX PaCTH-
TENIbHBIX TPENapaToB JOCTATOYHBI JJAHHbIE CPABHUTEIIBHOM pacalaeMOCTH.

6. O0ocHOBaHKE/OIEHKA PUCKOB, ITOTBEPIKAAIOIINE, YTO ITAPAMETP SIBJISIETCS HE3HAYNMBIM.

7. O6ocHOBaHE HOBOTO NapaMeTpa cnelu(UKall U KpUTEPHEB TPUEMIIEMOCTH.

(*) Ilpumeyanue €CJIM B JIOChE 3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOTO NIpenapara yIOMHHAETCs
""rexyiiee u3gaHue" HeoOXOIMMOCTh B YBEIOMIICHUH YIIOJIHOMOUYEHHBIX OPTraHOB
06 obHOBNEHHOI cTaThe ['ocynapcTBenHoit apmakomnee PK. B cBs3u ¢ 3TiM Ta-
KO€ U3MEHEHHE IIPHMEHSeTCs IIPU OTCYTCTBUH YIIOMHHAHKSA OOHOBICHHOI (hapMa-
KOIEHHOH CTaThU B TEXHUYECKOM JIOCKE, 3 H3MEHEHHUE OCYIIECTBIIACTCS B IEIIX
BKJIIOYEHMS] YTIOMHUHAHUSI OOHOBJIEHHON BEPCHH.

b.1l.r.2 M3MeHeHne aHAIMTHYECKON METOIMKH JIeKap- VYcnosus Tpebyemast noKyMeHTaLUs Bug npouenypsi
CTBEHHOI'0 Ipernapara

a) HesHaunTenbHbIC M3MEHEHNUS YTBEPKACHHON aHa- 1,2,3,4 1,2 1A
JTUTUYECKON METOIUKA

0) VckiroueHne aHATMTHIECKOW METOMKH, €CITH allb- 4 1 1A
TepHATUBHAs eif METOUKA yiKe 0j00peHa

B) M3mMenenue (3aMeHa) OHOIOTHYECKOT0/ HMMYHOIIO- 1T
TMYECKOro/ IMMYHOXUMUYECKOTO UCTIBITAHHS HITH Me-
TOZa, B KOTOPOM HCIIONIB3YeTCsl OHOJIOrHYeCcKHuil peak-
THB, WIM 3aMeHa OMOJIOTNYECKOTO IIpernapara cpaBHe-
HHSI, HE OXBaYCHHOT'O YTBEPKICHHBIM IPOTOKOJIOM

r) [Ipounie M3MeHEHNS AaHATUTHIECKON METOANKI 1,2 1B
(BruTtOUas 10OABICHUE UITH 3aMEHY)

1) OOHOBJICHHE AaHATUTHYCCKOM METOIUKH B 1eisx co- | 2,3,4,5 1 1A
OTBETCTBUsI OOHOBJICHHO# 0011e# cTaThe ["ocynap-
crBeHHol ®Papmakonee Pecnydnuku Kasaxcran

e) B nensix orpaskenus coorBercTBus ['ocynapcTBeH- 2,3,4,5 1 1A
Hoit @apmakonee Pecry6Ounku Kazaxcran u uckioue-
HHS yIOMUHAHYS yCTapeBIICH COOCTBCHHON aHAINTH-

YEeCKON METOIMKH U ee Homepa (*)

Ycnosus

1. CoracHO COOTBETCTBYIOIINM JOKYMEHTaM, [TPOBECHBI HEOOXOMUMBIC BATUIAIIMOHHBIC HCCIICIOBAHIS, TIOATBEPIKIAAOIINE, YTO OOHOBIICH-
Hasl aHaJTUTUYeCKas METOAMKA, IO MEHbIIEH Mepe, SKBUBAJIIEHTHA IPEbLAYIICH.

2. IIpeneinsl conepxanHus CyMMbl IPUMECeH He M3MEHWIHCh, HOBbIE HEKBAIU(HLMPOBAHHbIE IPUMECH HE OOHAPYIKEHBI.
3. Merox aHanu3a He U3MEHMICS (HanpuMep, I3MEHEHUE JUTUHBI KOJIOHKU MJIM TEMIIepaTypbl, HO HE APYTOi BUJ KOJOHKH WIIX METON).

4. HoBplii MCTO UCHIBITAHUA HC ABJIACTCA OHOJIOTHYECKUM/ I/IMMyHOJ'IOFH'-IeCKI/IM/ HUMMYHOXUMHUYCCKUM UJIK METOAOM, B KOTOPOM HCIIOJIb3Y-
eTcs GHOJIOTHUYECKIM PCaKkTHuB (33. UCKIIIOUYCHUEM CTaHAAPTHBIX q)apMaKOHeI‘/‘IHLIX MI/IKp06I/IOJ'IOI‘I/I‘ICCKI/IX MGTOI[OB).

5. 3aperucTpupoBaHHas aHATUTHYECKas METOAUKA yXKe CChIIaeTcs Ha 00mLyto cTaThio I'ocynapcrsennoit dapmakonee PK, a moObre n3mene-
HUS ABIIIOTCS HE3HAUYHMBIMH M TPEOYIOT OOHOBJICHHUS TEXHUYECKOTO JIOChE.

JloxymeHTanus

1. ITompaBka K cOOTBETCTBYIOIEMY(MM) pa3zieiy(am) 10Che, BKII0Yasi ONUCAHUE AHATUTUYECKOH METOJ0JIOTHH, PE3IOME JaHHBIX TIEPBUYHON
9KCIEPTHU3BL, IEPECMOTPEHHBIE CIIENN(BHUKALUH Ha IPUMECH (€CITH TPUMEHHMO).
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2. CpaBHI/ITeHBHHC Ppe3yJIbTaThbl HepBH‘lHOﬁ OKCIICPTU3BI UJIH, IIPU HAJTUIUU OGOCHOBaHI/Iﬂ, CpaBHUTEJIbHBIC PE3YJIbTAaThl aHAJIN3a, II0OATBEP-
JKIAOUIUE TO, YTO TEKYLICC U NpeytaracMoe UCIIbITAHNC SKBUBAJICHTHBI. Hacrosmiee TpC6OBaHI/Ie HE MPUMEHSECTCS, €CIIN L[063.BJ'I$I€TC$I HOBasA
aHaJIMTU4YCCKasa METOJUKA.

(*) llpumevanue €CIIH B JJOChE 3apeTUCTPHPOBAHHOTO JICKAPCTBEHHOTO Mperapara yioMHHAETCS
""rekyiee u3ganue" HeoOXOMMOCTh B YBEIOMIICHUH YIIOMTHOMOYEHHBIX OPIaHOB
00 obHoBneHHOU cTatbe ['ocynapcrennont @apmakonee Pecriyonuku Kazaxcran
OTCYTCTBYET.

b.11.r.3 M3MeHenue, 3aTparupaloniee BBeIeHUE Bblyc- | YciaoBus Tpebyemast TOKyMeHTaLUS Bun npouenypsl
Ka B peaJbHOM BPEMEHH HJIM BBIITYCKa IO ITapaMeTpam
HpH OPOU3BOJCTBE JIEKApPCTBEHHOTO IpenapaTa

I
B.11. 1) YmakoBouHO-yKynopo4Hasi cucTemMa
B.II.a.1 M3meHeHue nepBUUHON yIaKOBKHU JIEKAPCTBEHHOTO Ipernapara VYeno- | Tpebyemast tokyMmeH- Bun npoue-
BUS Tanus Iy pbI
a) KauecTBeHHBII U KOIUYECTBEHHEII COCTaB
1. TBepuple neKapcTBEHHBIE (POPMBI 1,2, 1,2,3,4,6 1A
3
2. Msirkue v HeCTepHIIbHBIE XKUJIKUE JIEKAPCTBEHHbIE (POPMBI 1,2,3,5,6 IB
3. CrepuibHbIE JeKapCTBECHHBIC PENapaThl H OHOIOrNYECKIEe/UMMYHOIOTHYECKHE JIe- I
KapCTBEHHBIE TIpenapaThl
4. VI3MeHeHune 3aTparuBaeT yIaKkoBKY, 001101y 0 MEHBIIMMH 3aI[UTHEIMH CBO¥- I
CTBaM IPH OJHOBPEMEHHBIX H3MEHEHUSX YCIOBUIl XpaHEHHS U (UJIM) COKPALIEHUH CPO-
Ka FOZIHOCTH
0) l3mMeHeHune BUa KOHTeWHepa Wik 100aBJIeHHEe HOBOTO KOHTeWHepa
1. TBepaple, MSATKHE U HECTEPUIILHBIE KUIKHE JIEKAPCTBEHHBIE (POPMBI 1,2,3,5,6,7 1B
2. CtepuibHBIC JIEKapCTBEHHBIE TPENnapaThl 1 OMOJIOrHYECKHUE/HMMYHOJIOTHYECKUE JIe- 1T
KapCTBEHHbIE ITpenapaThl
3. UckimoueHre KOHTelHepa IIEPBUYHON YIIaKOBKH, KOTOPOE HE IPUBOUT K IIOJIHOMY 4 1,8 IA
UCKIIIOUECHHIO JTO3UPOBKH MY JICKAPCTBEHHOI (hOPMBI

YcnoBust
1. VI3MeHeHue 3aTparuBaeT TOJIBKO OJMH M TOT XK€ BHJ| yIIaKOBKH/KOHTEiHepa (Hanpumep, Giuctep Ha Onucrep).
2. T1o 3HaYNMBIM CBOHCTBAM IpeIaracMblil yIaKoOBOUHbIH MaTepUal O MEHbIIEeH Mepe IKBUBAJICHTEH 0JJOOPEHHOMY.

3. Hayatsl COOTBETCTBYIOIIUE UCCIICIOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTAaHOBJICHHBIMH TPEOOBAHUSAMH U 3asBUTEIEM HA MOMEHT
BBE/ICHHsI U3MECHEHHH MPOaHAIN3UPOBAHBI COOTBETCTBYIOIIUE APAMETPhl CTAOMILHOCTH HE MEHEE YeM Ha JIBYX ONBITHO-IIPOMBIIILICHHBIX
WM MIPOMBIIUICHHBIX CEPUsX, B €r0 PaCHOPsHKEHUH HAXOAATCS yIOBJIETBOPUTENBHBIC PE3yIbTaThl, IO MEHBILEH Mepe, 3-MeCsIYHOTO H3yue-
Hus cTabuiabHOCTH. OJTHAKO, €CITM IpeiIaraeMast yrakoBKa 0oJiee yCTOHYMBA IO CPAaBHEHHIO C 0JI00OPEHHON, TO TPEXMECSYHBIC TaHHBIC 110
cTabWIBHOCTH He TpeOyroTcs. McclienoBanust 3aBepIIAIOTCS, €CIIU UX PE3YJIbTAThI HE YKIJIAIBIBAIOTCS B CIICIU(BHUKAIINY WIH TOTSHIHNAIEHO HEe
YKJIaJIbIBAThCS B CIICHU(HKAIIMKE Ha KOHEI| CPOKa FOHOCTH, HX HEOOXOAMMO HEMEIUICHHO MPEACTaBUTh YIIOJTHOMOYSCHHOMY OpraHy Hapsiiy ¢
MpeyiaraeMbIM IUIAaHOM JeHCTBUI.

4. OcraBuasi(ue)cs popma(bl) BBITyCKa JIEKAPCTBEHHOTO Mperapara JoKHa(bI) ObITh 1ocTaTouHa(bl) /IS BBHIMOTHEHHUS] PEKOMEH/IAIMHN 110
JIO3UPOBAHUIO U POJOJDKUTEIIBHOCTH JICUSHHs], YKa3aHHBIX B 00LIEH XapaKTepUCTHKE JICKApCTBEHHOI'O Mpernapara.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOILEMY(HMM) pa3zaeny(am) 10Che.

2. HeoOxonuMble naHHBIE O HOBOH yIakoBKe (HaIpUMep, CPAaBHUTEIIbHBIE JJAHHBIE 110 IPOHULIAEMOCTH, Harpumep, 11t O2, CO2, Bnaru u T.
1.).

3. B cOOTBETCTBYIONIMX CIIy4asix HEOOXOAUMO IIPEICTaBUTh IOATBEPKICHNE TOTO, YTO B3aUMOCHCTBHE MEXITY COIEP KIMBIM U YIIAKOBOY-

HBIM MaTepUaoM He NPOUCXOIUT (HalpuMep, OTCYTCTBYET NepeMelleHHe KOMIIOHEHTOB Npe/laraeéMoro MaTepuaia B €ro CoIep>KuMoe, KOM-
TIOHEHTBI JIEKAPCTBEHHOTO Mpernapara He MepexoIsiT B YIaKOBKY ), BKIIIOUYas TOTBEPKACHHE TOT0, YTO MaTepHajl COOTBETCTBYET COOTBET-
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CTBYHOILIUM (bapMaKOl'IeI\/'IHLIM TpeGOBaHI/IﬂM WM 3aKOHOJAATEJIbCTBY PeCHy6J’[I/IKl/I Kazaxcran o miactTudeckux Marepuajiax u OGLCKTaM, KOH-
TAaKTUPYIOIUM C ITHUIEBbIMHU ITPOAYKTaAMHU.

4. Jlexnaparnus, 94To HadaThl TpeOyeMble HCCIEI0BaHNA CTaOMIFHOCTU B COOTBETCTBUH C yCTaHOBJICHHBIMH TPeOOBaHUAMH (C yKa3aHHEM HO-
MEpOB CepHii); M 4TO (B COOTBETCTBYIOIHX CIIy4asix) Ha MOMEHT BBE/ICHUS U3MEHEHHMI B PaCHIOPSDKCHUH 3asIBUTEIIST HAXOAMIINCH TpeOyemble
MHHHMAJIbHBIE yOBJICTBOPUTENIBHbIC IAaHHBIE 110 CTAOMIIBHOCTH; U YTO UMEIOLIMECS JTaHHbIe HE CBUJIETENILCTBOBAJIN O KaKOH-1100 1polite-
Mme. HeoOxonuMo Taroke npecTaBuTh MOATBEPKICHHE TOT0, YTO UCCIIE0BAaHUS Oy LyT 3aBepILICHbI, U YTO €CJIM Pe3y/IbTaThl He OyIyT yKia-
JIBIBAThCS B CIIELU(UKALNMK WIH IIOTEHIHAIBHO HE YKJIaAbIBAThCS B CHEU(UKALMY Ha KOHELl CPOKa T'OJHOCTH, UX HEMEJIEHHO NPECTaBAT
YIOJIHOMOYEHHOMY OpraHy Hapsiy ¢ IpeiaraeMbIM IUNIAHOM JEeHCTBHH.

5. Pe3ynbrathl ncciienoBaHmil CTaOMIIBHOCTH, POBEICHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMH, IO 3HAYMMBIM ITapaMeTpaM
CTaOMIBLHOCTH HE MEHEE YeM Ha JBYX OIBITHO-IIPOMBIIUICHHBIX MITH MPOMBIIUICHHBIX CEPUSIX, OXBATHIBAIOLINX HE MEHEE 3 MECSIIEB, U MO/

TBEPXK/JICHHUE TOTO, YTO YKa3aHHBIE UCCIIEIOBaHHs OyIyT 3aBEPILCHBL, M €CIIH PE3YJIbTAaThl HE OyIyT YKIaAbIBATHCS B CrICHM(DUKAIIMN WX TI0-
TEHIMAIBFHO HE YKIIABIBATHCS B CIICIM(UKAIIMK HAa KOHEIl CPOKa TOJJHOCTH, UX HEMEUIEHHO MPEJICTaBsAT YIIOJHOMOUYCHHOMY OpraHy Hapsiay
¢ IpeAaraéMbIM IUIAHOM JEHCTBUI.

6. CpaBHEHHE TEKYIIUX U IIPEUIaraéMbIX CIeNU(UKAINil IepBUYHON YIIaKOBKH (€CIIH IPUMEHIMO).
7. B cOOTBETCTBYIONIUX CIIy4asx 0Opa3ibl HOBOTO KOHTEHHEpa/yKyIOPKH.

8. Jlexnapanusi, 4To ocTaBIIHii(e)cs pa3Mep(bl) yaKOBKH COOTBETCTBYE(I0)T PEKUMY J03UPOBAHUS U TPOJOIKUTEILHOCTH JICUSHUS ¥ 10CTa-
TOYHBI JUIS BBIOJIHEHHS PEKOMEH AN 110 103UPOBAHHUIO, IPUBEICHHBIX B 001IEl XapaKTepHUCTHKE JICKApCTBEHHOTO Iperapara.

TIpumeuanue Jns B.ILJ.1.6) — ecnu u3MeHeHHE IPUBOIUT K
"006pa30BaHIO HOBOH JiekapcTBEHHOH (Gopmbl”,

TO TAKOE U3MCHCHHE TPEOyeT II0Ja4y 3asIBICHUS
0 PacIIMPEHUH PETUCTPALHH.

b.11.1.2 3MeHeHune napameTpoB crenudukanuy 1 (Wim) KpUTEpUEB IPUEMIIEMOCTU VYeno- | TpebGyemast noxymeH- Bun npoue-
MEePBUYHOI YIAKOBKH JICKAPCTBEHHOTO Iperapara BUS Tauus Ty pBI
a) YKecToYeHHe KPUTEPHUEB NPHEMIIEMOCTH CHeH(DUKAIIN 1,2, 1,2 1A

3,4
6) [lobaBnenue B crieldUKaIMIO HOBOTO MMapaMeTpa U COOTBETCTBYIOIICH eMy aHaIn- 1,2, 1,2,3,4,6 1A
TUYECKOH METOIUKH 5
B) MckiroueHne HeCcyeCTBEHHOTO TapaMeTpa crieludukaiyy (HanpuMep, HCKII0YCHHE 1,2 1,2,5 1A
yCTapeBIIero napameTpa)
r) JlobaBneHue niy 3aMeHa napaMeTpa cenupuKail U3 cCooOpaXKeHUi 6e30acHOCTH 1,2,3,4,6 1B
WM Ka4yecTBa

YcnoBust

1. I3MeHeHue He SIBIISIETCS CIIEACTBUEM KaKOro-1n00 0053aTeNbCTBa, IPUHSTOTO MO pe3ybTaTaM paHee HPOBEJCHHbIX IKCIIEPTU3 C LEIIBIO
aHaNM3a KPUTEPUEB IIPUEMIIEMOCTH ClIeHU(UKAINH (HAPUMED, B XO/I¢ PETUCTPALIMH JICKapCTBEHHOTO TIPENapaTa Wik BHECCHUH H3MEHEHHI
11 Tuma).

2. VI3MeHeHMe He SBIsiETCS CIEeICTBUEM HENpeIBUICHHBIX CUTyallui{, BOSHUKIINX B XOJI€ IPOU3BOICTBA.
3. JIro6oe n3MeHEeHHE TOJDKHO YKIIAbIBATHCS B AMAITa30H TEKYIIUX 0Z00PEHHBIX KPUTEPHUEB IIPHEMIIEMOCTH.
4. AHanuTHYeCKas METOIMKA HE M3MEHSCTCS WJIH U3MEHSCTCS HE3HAUYNUTEIBLHO.

5. Hu ouH HOBBIM METOJT UCITBITAHUSI HE OCHOBAH HAa HOBOW HeCTaH[[apTHOfI MCTOJOJIOTHHU HUITU CTaHI[apTHOi/'I METOOOJIOTHUH, HCHOHL3yCMOﬁ
II0-HOBOMY.

JlokymeHTanus

1. ITompaBka K cOOTBETCTBYIOIIEMY(MM) paszeny(am) 1oche.

2. CpaBHHTeNbHAS TAOIUIIA TEKYIHX U TPeIaraeMbIX crieinuKanmii.

3. IloppoOHOe onrcaHre HOBOI aHATUTUYECKON METOIMKH 1 ITaHHBIC TIEPBUYHON 3KCIEPTH3bI(B COOTBETCTBYIOIIUX CIYYasix).
4. JlaHHbIe aHAIM3a JIBYyX CEPHUil yIIaKOBOYHOT'O MaTepHaia 110 BceM napaMmeTpam (Tokas3arelisiM) creuduKaimu.

5. O0ocHOBaHKE/OLIEHKA PUCKOB, ITOTBEPIKAAIOIINE, YTO IIAPAMETP SIBJISIETCS HE3HAYUMBIM.

6. O60ocHOBaHNE HOBOTO NapaMeTpa cnelu(UKall U KpUTEPHEB IPUEMIIEMOCTH.

B.I1.1.3 V3MeHeHne aHaTMTHYECKOM METOMKH IS TIEPBUYHON YIaKOBKH JICKAPCTBEH- VYeno- | Tpebyemast tokymeH- Bun npoue-
HOTO IIpernapara BHS Tanus ITypBl
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a) HesnaunMpble M3MeHEHUs 0JJOOPEHHOW aHAIMTHYECKOW METOUKH 1,2, 1,2 1A
3
0) IIpoune M3MEHEHNUS aHATMTHYECKON METOAMKY (BKIIIOYAst 3aMEHY WIIM J0OABJICHNE) 1,3, 1,2 1A
4
B) MckimroueHne aHATUTHYECKO METOIUKH, €CITH abTEPHATHBHAS €I METOIMKA yiKe 5 1 1A
omobpena
YcnoBus

1. CornacHO COOTBETCTBYIOIINM JOKYMEHTaM, [IPOBECHHAst HEOOX0AMMas TIepBUYHAS SKCIIEPTH3a, TOTBEPIKAAIOIIAs TO, YTO OOHOBJICHHAS
aHaJIMTHYECKas METO/IMKa, 10 MEHbLICH Mepe, SKBUBAJICHTHA TPE/IbIAYIICH.

2. MCTOI{ aHaJIu3a HC U3BMCHUIICA (HaHpI/IMep, HU3MCEHCHUEC JUIMHBI KOJIOHKH UJIA TEMIIEPATYpPhl, HO HC JIpyrasi KOJIOHKa UJIn MCTOI[).

3. Hu OJIUH HOBBIU MCTOA UCIIBITAHUA HC OCHOBAH Ha HOBOM HeCTaHZ[apTHOﬁ METOHOJIOTHUU HUIIA CTaHI[apTHOI‘/'I MCTOO0JIOTUH, HCHOJ’IBSyCMOﬁ
II0-HOBOMY.

4. AxtuBHas (apManeBTHIECKas CyOCTaHIHA/IEKapCTBEHHBIN IIperapaT He ABIIOTCS OHOIOTHYeCKUMU/HMMYHOIOTHIECKIMH.

5. AnbTepHATHBHAs AaHATMTHYECKAs: METOAMKA JUTS TTapaMeTpa Crielu(UKauy yke 0400peHa, U 9TOM TaKas METOIHMKa ObLIa BKIIOYEHA HE
¢ nomouisio [A/-yBegomienus.

JloxymeHTauus
1. ITonpaBka k cOOTBETCTBYIOIIEMY(MM) pa3aeny(am) 10Che.

2. CpaBHI/ITeHBHHG Ppe3yJIbTaThI HCpBHqHOﬁ OKCIICPTU3BI UJIH, IIPU HAJIUIUU OGOCHOBaHI/IS[, CpaBHUTEJIbHBIC PE3YJIbTAThl aHAaJIN3a, IIOATBEP-
JKIAOUUE TO, YTO TEKYLICC U NpeytaracMoe UCIIbITAHNC SKBUBAJICHTHBI. Hacrosmiee TpC6OBaHI/Ie HE MPUMEHSECTCS, €CIIN L[063.BJ'I$I€TC$I HOBasA
aHaJIMTU4YCCKasa METOJUKA.

B.11.1. 4 3meHeHne popMBbI MIIH pa3MEpOB IIEPBUYHON YIIAKOBKYU MM YKYTIOPKH (TIep- Veno- | Tpebyemast moKyMeH- Bun npoue-
BHYHOI YIIAKOBKH) BUS Tanus IypBI
a) HecrepuibHble TekapCTBEHHbBIE MTPENapaThl 1,2, 1,2,4 1A
3
0) 3menenue GopMbl WK pa3MepOB 3aTparkBacT KIKOUYEBbIC TOKA3aTeIH YIIAaKOBOYHO- I

ro Marepuajia, KOTOPbIC CYLUICCTBECHHO BJIMAIOT HA JOCTAaBKY, IPUMCHECHUC, Oe3ormac-
HOCTb WJIH CTa0MIILHOCTh JICKapCTBECHHOI'O IIperiapaTta

B) CTepuiibHbIE JIEKapCTBEHHBIE IIPErapaThl 1,2,3,4 IB

YcnoBust
1. KauecTBeHHBIH ¥ KOJIMUECTBEHHBIH COCTAB IIEPBUYHON YIAaKOBKH HE H3MEHHIICS.

2. VI3MeHeHne He 3aTparuBaeT KIYeBbIe OKAa3aTeNU KauecTBa YIaKOBOYHOTO MaTepuaia, KOTOPhIC BIMSIOT Ha IOCTABKY, IPUMEHEHHUE, Oe3-
OIACHOCTh MJIM CTaOMIIBHOCTD JIEKAPCTBEHHOTO Mpenapara.

3. Ilpu nu3meHeHn: CBOOOTHOTO MPOCTPAHCTBA WIIM OTHOILICHHUS IIOBEPXHOCTH/00BEM COTJIACHO COOTBETCTBYIOIIMM TOKyMEeHTaM PecnyOmuku
KazaxcraH no ctabMiIbHOCTH Ha4aThl COOTBETCTBYIOLIME HCCIIEIOBAHUS CTAOMIBHOCTH; IPOAHATU3UPOBAHBI COOTBETCTBYIOIIHE MTAPAMETPhI
CTaOMIILHOCTH HE MEHEE YeM Ha JBYX OIBITHO-IIPOMBIIUICHHBIX (U1 OMOJIOTNYECKUX/MMMYHOJIOTHYECKHUX JICKAPCTBEHHBIX ITpernapaToB —
TPEX CepHsIX) WM MIPOMBIIUICHHBIX CEPHUSX; B PACHIOPSHKEHUH 3asBUTEIIS HAXOMATCS YIOBIECTBOPUTEIBHBIC PE3YIIbTaThl, 10 MEHbIIEH Mepe, 3-
MECSYHOT0 U3yUeHHs CTaOMIBHOCTH (JUIs1 OHOIOTHUSCKNX/MMMYHOJIOTHUECKUX JICKAPCTBEHHBIX MPEnapaToB — IectuMecssuHoro). [lonreep-
JKJIGHHE TOTO, YTO MCCIICAOBAHUS OYAyT 3aBEPIICHBI, U YTO €CIIU PEe3yJIbTaThl HE OY/IyT YKIIaIbIBATHCS B CICUH(DUKALIMN MM HOTCHI[HATIBHO
HE YKJI/IBIBaThCs B clielM(UKALNI Ha KOHEI CPOKa FOHOCTH, X HEMEUICHHO MPEACTABAT YIOJIHOMOYCHHOMY OpraHy Hapsijy ¢ mpejJiarae-
MBIM IUIAHOM JIEMCTBUH.

JloxymeHTanus

1. [TonpaBka k cOOTBETCTBYIOLEMY(MM) pa3jiey(aM) J0Che, BKJIIOYast OIMCaHUe, OJPOOHbIH YepTex U COCTaB MaTepuala KOHTeiHepa Hiu
YKYIIOPKH, a TaKXkKe HepecMOTp HHGOPMAIMH O JIeKapCTBEHHOM IIpernapate.

2. B cOOTBETCTBYIOIIMX CITy4asix 0Opa3ibl HOBOTO KOHTEHHEPa/yKyMOPKH.

3. IlpoBeeHbI MOBTOPHBIE BAIMAAIIMOHHBIE HUCCIIEIOBAHIS CTEPUIIBHBIX MPEMapaToB, MOIBEPraoIIXCcsl TEPMUHANBHON cTeprIn3anum. B co-
OTBETCTBYIOIIMX CIIy4asX HEOOXOIMMO yKa3aTh HOMEpa CepHid, UCIIONB30BAaHHBIX B BAJIMJALMOHHBIX UCCIIEI0BAHUSX.

4. Ilpu u3MeHeHn CBOOOAHOTO NPOCTPAHCTBA UM OTHOIICHUS IOBEPXHOCTH K 00beMy AeKIapanus, YTO HayaThl TpeOyeMble HCCIIe0BAHUS
CTaOMIIBHOCTH B COOTBETCTBHH C YCTAHOBJICHHBIMH TPEOOBaHUAMH (C YKa3aHHEM HOMEPOB CEPHi); M YTO (B COOTBETCTBYIOIMX CIy4asx) Ha
MOMEHT peajii3aliy yBeJOMICHNs 00 N3MEeHeHNH [A Thma u noga4yn yBegomieHus 00 n3MeHeHnn 1B Tumna B ero pacropspkeHUH HaXOsATCS

YAOBJIETBOPUTEIIBHBIC PE3YIbTAThI U3YUECHU CTa6I/IIII)HOCTI/I; 1 9YTO UMCIOUINECA NTaHHBIC HE YKA3bIBAIOT HA Kakue-11u00 HpO6J’IeMLI. Heob6xo-
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JIMMO TaKOKe MPEJICTaBUTh IOATBEPKICHUE TOTO, YTO UCCIIEA0BAaHUS OyLyT 3aBEpILICHBI, U UTO €CJIU PE3yJIbTaThl He OyIyT yKIIaIbIBaThCs B
crieru(pHUKalMU WIK HOTEHLUATBHO HE YKIIAAbIBaThCs B CHEU(UKALMN HAa KOHEIl CPOKa F'OJHOCTH, UX HEMEAJIEHHO IPECTAaBAT YHOIHOMO-
YEHHOMY OpraHy Hapsjy C IpeJJIaraeMbIM IJIAaHOM JeHCTBUIH.

B.I1.x.5 3MeHeHne pa3Mepa yIakoBKH JIEKapCTBEHHOTO IpenapaTa Veno- | Tpebyemast mokymeH- Bun npore-
BUS Tanus IypBI

a) M3ameHeHre KoIM4IecTBa eIMHHUII JICKAPCTBEHHOM (hOPMBI (HarlpUMep, TabJIETOK, aM-
IyJ U T.J1.) B YIIaKOBKE

1. Mi3mMeHeHue yKiaabIBaeTcs B 000PEHHBII AUaa30H pa3MepoB YIaKOBOK 1,2 1,3 1A
2. VI3MeHeHne He YKIIaAbIBaeTCs B 0100pEHHBIN IHana3oH pa3MepoB YIaKOBOK 1,2,3 1B
0) 3menenue pa3mepa(oB) yrnakoBKH(OK) 3 1,2 1A
B) M3MeHeHre HOMHHAILHON MacChl/HOMHUHAIBHOTO 00beMa CTEPUIIbHBIX MHOTOJI03HBIX 1I

(I/IJ'[I/I OJHOJO3HBIX C YaCTHYHBIM HSBHC‘{CHI/ICM) NapeHTEPAJIbHBIX JICKAPCTBCHHBIX IIpE-
IapaToB U 6I/IOHOFI/I‘{CCKI/IX/I/IMMyHOJ'IOFI/I‘{CCKI/IX MHOI'OJ03HBIX ITap€HTEPAJIbHbBIX JICKap-
CTBCHHBIX IIpE€NapaToB

r) lI3MeHeHIe HOMUHAIIBHOH MacChl/HOMHHAIBHOTO 00beMa HeTlapeHTEPAIbHBIX MHOTO- 1,2,3 IB
JO3HBIX (MM OJHOMO3HBIX C YACTHYHBIM U3BICUYCHHEM) JTeKapCTBCHHBIX IIPENapaToB

VcenoBus

1. HoBelif pa3mep ynaKkoBKH JOJDKEH COOTBETCTBOBATH PEXUMY JJO3UPOBAHHS M TIPOJODKUTEIBHOCTH JICUEHHUS, YKAa3aHHBIM B OOLIeH XapakTe-
PHCTHKE JIEKapCTBEHHOTO Npernapara.

2. Marepuai nepBUYHON YIIaKOBKH HE U3MEHSETCSL.

3. OcraBiuecs (bOpMBI BBIITYCKa ITO3BOJISAIOT BBIITOJHUTE PEKOMCHAANHN 110 JO3UPOBAHUIO U JJINTCIIBHOCTH JICUCHU S, YKa3aHHBIC B 061116171
XapaKTEPUCTHUKE JICKAPCTBECHHOT'O IIpeIiapara.

JloxyMeHTanus
1. ITompaBka K cOOTBETCTBYIOIIEMY(HM) paszeny(am) 10che, BKII0Uas epecMoTp HHPOPMAIHHU O JEKapCTBEHHOM IIperapare.

2. O60CHOBaHME, YTO HOBAs/OCTAOIINECS Pa3MEpPBI YITAKOBOK COOTBETCTBYIOT PEXXKUMY TO3MPOBAHUS M IPOAODKUTEIBHOCTH JICUCHUS, YKa-
3aHHBIM B 00IIIEil XapaKTEPHCTUKE JICKAPCTBEHHOTO MpernapaTa.

3. Jlexnapanus, 4To eciu 0XKUAACTCs BIMSIHUE HA CTaOHIBHOCTh, COTJIACHO COOTBETCTBYIONIMM YCTAHOBICHHBIM TpeOOBaHUAM OY1yT HauaThl
UCCIIeI0BaHUs CTaOMIILHOCTH. JlaHHbIE HEOOXOAUMO MPEJICTaBUTD (€ MPeIaraeMbIM INIAHOM JEHCTBUI), JIMILIb €CIIM OHHU HE YKJIa/(bIBAIOTCS
B crienuduKayu.

[Ipumeuanue: Jus B.IL.1.5.B) u T) — ecnu u3MEHEHUE PUBO-
JUT K I3MEHEHUIO "I03UPOBKHU " JIEKapCTBEHHO-
To Ipernapara, To Takoe U3MeHeHHe TpeOyeT 1o-
Jlau¥l 3asBJICHUS O PACIIUPEHUU.

B.IL.x. 6 3Menenune kakoid-miu0o cocTasstonieii (MepBUYHOI) YIAaKOBKH, HETIOCPE/I- VYeno- | Tpebyemast tokymeH- Bua npore-
CTBEHHO HE COIPHUKACAIOIICHCS C JIEKAPCTBEHHBIM IIperapaToM (Harnpumep, IBET CheM- BUS Tanust JIypbI

HBIX KOJIIIAYKOB, LIBETHBIC KOJOBbIE KOJIbIIA HA aMITyJIaX, N3MEHEHHE KOJIAa4Ka, 3alliia-
IOMIET0 UIITy (MCIOJIB30BAHUE APYTOTO TUIACTHKA))

a) l13menenue, 3aTparuBaromiee HHGOPMALHUIO O JTEKapCTBCHHOM IIperapare 1 1 1A
6) 3MeHeHue, He 3aTparuBaoiee HHGOPMANHIO O JTeKapCTBCHHOM IIpenapare 1 1 1A
VYcnosus

1. I3MeHeHue He 3aTparnBaeT YacTH yIaKOBOYHOTO MaTepHaa, KOTOpbIe BIUSIOT Ha JIOCTaBKy, IPHMEHEHHe, 6E30MaCHOCTh I CTaOMIIb-
HOCTB JICKAPCTBEHHOTO MpernapaTa.

JloxymeHTanus

1. ITonpaBka k cooTBeTCTBYIOIIEMY(MM) pa3aeny(am) 10Cke, BKIOYAs IepecMOTp HH(GOPMAIMHY O JIEKAPCTBEHHOM Mperapare.

B.I1.1.7 VI3MeHeHune MocTaBIIMKa KOMIOHEHTOB YIIAKOBKU MJIM YCTPONCTBA (€CIH yKa3a- VYeno- | Tpebyemast tokymeH- Bun npoue-
HO B JIOChE) BUS Tanust JIypbI
a) McxirroueHne nocraBImka 1 1 1A
0) 3ameHa min 100aBlIeHUE MTOCTABIINKA 1,2, 1,2,3 1A
3,4
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B) JIrob0e M3MeHeHHE MOCTABIIMKOB CIICHCEPOB JO3UPOBAHHBIX HHTAISATOPOB | | 1I

VYcnoBus

1. MckmrodeHre KOMIOHEHTA YIIAKOBKU MM U3/CJHs HE TIPOUCXO/IHT.

2. KauecTBeHHBIN 1 KOJMYECTBCHHBIN COCTAaB KOMIIOHEHTOB YITAaKOBKH/ U3/ICNUS U CTICIIM(DUKAIIMN SCKU3a HE U3MEHSIOTCS.
3. CneuuduKkamiyu ¥ METO/IbI KOHTPOJISI KaYeCTBa, 110 MEHBIICH Mepe, SKBUBAJICHTHBI.

4. MeToJ] cTepHIM3alliK U €€ YCIOBUS HE M3MEHSIOTCS (€CIIM IPUMEHHUMO).

JloxyMeHTanus
1. [TonpaBka K COOTBETCTBYIOLEMY(MM) pa3ieny(am) JoChe.

2. IlonTBep kaeHHE PErUCTPalMi MEUIIMHCKOTO u3/enus B PecryOnike Kazaxcran B OTHOIICHUM MEAMIIMHCKUX U3/ICIHUIA, IPUIAraeMbIX K
JIEKapCTBEHHOMY IIpenapary.

3. CpaBHHTeNbHAS TAOIHUIIA TEKYIUX U TpeIaraeMbIX crielinuKanuii (ecam IpUMEHIMO).

B.11.n. 8 MI3menenue nu3aitHa MapKUPOBKH IMEPBUYHON U BTOPUYHON YIAKOBKH VYemo- | Tpebyemast mokymeH- Bun mpore-
BUS Talus Ty pBI
1 1,2 1A
VYcnosus

1. KauecTBEHHBIM U KOJIMYECTBEHHBIH COCTaB KOMITOHEHTOB yHaKOBKI/I/ U3CIUA U CHCHH(bI/IKaIII/H/I OCKH3a HC UBMCHAIOTCA.

JloxymeHTanus
1. ITonpaBka kK COOTBETCTBYIOILEMY(HMM) pa3zaeny(am) 10che.

2. MakeTbl yrlakoBOK B CTapOM JM3aiiHe.

B.IL. ¢) CrabunbHOCTD

b.Il.e. 1 M3mMeHeHune cpoka roIHOCTH WM YCIIOBHUI XpaHEHHUs JIeKapCTBEHHOro npernapara | Ycmo- | TpeOyemas mokymeH- Bun npore-
BUS Tauys JTypBl

a) COKpaH.IeHI/Ie CpOKa roqHOCTH JICKApCTBCHHOI'O IIpeliapaTa

1. YakoBaHHOT'O B KOMMEPYECKYIO YIaKOBKY 1 1,2,3 1A
2. Ilocne nepBOro BCKPBITHS 1 1,2,3 1A
3. Ilocne pa3BeeHUS WM BOCCTAHOBJICHHS 1 1,2,3 1A

6) YBenuueHue CpOKa roqHOCTH JICKApCTBECHHOI'O IIperiapaTa

1. YakoBaHHOTO B KOMMEPUYECKYIO YIIAKOBKY (IIOJTBEP)KACHHOE JAHHBIMH B PEJIbHOM 1,2,3 IB
BpPEMEHH)

2. I1ocne nepBoro BCKpbITHUs (MOATBEPKICHHOE JaHHBIMU B PEAJIbHOM BPEMEHH) 1,2,3 IB
3. Ilocne pa3BeeHUS WM BOCCTAaHOBJICHHS (TTOTBEPKACHHOE JaHHBIMU B PEabHOM Bpe- 1,2,3 IB
MCHH)

4. YBennueHHne cpoka rOJJHOCTH ITyTEM SKCTPAIOJISLUH JAHHBIX 110 CTAOMIBHOCTH, HE CO- I

OTBETCTBYIOIICH ToKyMeHTaM Pecriy6iuku Kazaxcran (¥)

5. VBenudeHue neproia XpaHeHusI OHOIOrMYeCKOT0/HMMYHOJIOTHYECKOTO JIEKAPCTBEH- 1,2,3 1B
HOTO Tperapara B COOTBETCTBUH C 000OPEHHOI NporpaMMoi 3ydeHHs: CTaOMIbHOCTH

B) M3MeHeHue ycnoBuid XpaHeHUs] OHOJIOTHUYECKUX/IMMYHOJIOTHYECKHUX JIEKapPCTBEHHBIX 1I
HpenaparoB, €CIIM UCCIeJ0BaHMs CTaOMIBHOCTH POBEJICHBI HE B COOTBETCTBUH C TEKY-
et 0100peHHO IPOrpaMMO U3Y4YEHHsI CTAOMIBHOCTH

r) I3MeHeHune yclloBUi XpaHEeHHUs JIEKapCTBEHHOTO TpenapaTa HiM JISKapCTBEHHOTO Ipe- 1,2,3 IB
napara IocJIe pa3BeACHUs/BOCCTAaHOBIICHHS

1) I3meHneHne ogo0peHHOT0 MPOTOKOIIA CTaOMIIBHOCTH 1,2 1,4 1A

YcnoBust

1. U3meHeHue He JOJIKHO OBITH CJICACTBHUEM HEIIPEABUACHHBIX CHTyaHHﬁ, BO3HHUKIIUX B XO€ ITPOU3BOACTBA, UJIN U3MCHCHUSL CTaOMIBHOCTH.
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2. I3meHeHus He NPUBOJAT K PACIIMPCHUIO KPUTEPUECB IIPUEMIIEMOCTH UCIIBITYEMBIX ITapaMETPOB, UCKIIIOYEHUIO ITapaMeTpa CTa6I/IJ'[I>HOCTI/I,
WA CHIDKCHUIO YaCTOTHI UCITBITAHUMN.

JloxyMeHTanus

1. ITompaBka K COOTBETCTBYIOIEMY(HM) pa3zieny(am) nocke. OHa JOIKHA COAEPKATh PE3yIbTaThl COOTBETCTBYIOINX MCCIIEI0BAHHMN CTa-
OUIIBHOCTH B PeabHOM BPEeMEHH (OXBaTBHIBAIOIINX BECh CPOK F'OJHOCTHU), IPOBEACHHBIX COITIACHO COOTBETCTBYIOMMM A0KyMeHTaM PK, mo
MeHbIIel Mepe, Ha [IByX OIBITHO-IIPOMBIIIIEHHBIX cepHsax (1) JekapcTBEHHOro Ipenapara, yIaKoBaHHOTO C TOMOIIBIO 3apETUCTPHPOBAHHOTO
YIaKOBOYHOTO MaTepyaiia u (M) COOTBETCTBEHHO MOCIIE MIEPBOr0 BCKPBITHS MIIN PA3BEICHUS; B COOTBETCTBYIOIIHUX CIIy4asX HEOOXOIUMO
MPEJICTaBUTh PE3YJIbTaThl MUKPOOHOJIIOINUECKUX HCIIBITaHUMH.

2. IlepecMoTpeHHas HHPOPMALVIS O JICKAPCTBCHHOM IIpernapare.

3. Konuu YTBEPKACHHBIX CHGL[I/I(I)I/IKB.I_[I/Iﬁ Ha KOHCIL[ CpOKa roAHOCTH U, €CJIN IIPUMEHUMO, CHCHI/I(I)PIKB.HPIPI IoCIC pa3BeHCHI/IH/BOCCTaHOBHC—
HHUA WA ITOCJIC IIEPBOT0 BCKPBITHA.

4. O0ocHOBaHKE TIpeIaracMbIX H3MEHCHHIA.

(*) [Ipumeuanue: B otHoOIICHIH OHOTOTHYECKOT0/HMMYHOJIOTH-
YECKOro JICKaPCTBEHHOT'O TIperapara 3KCTparno-
JISIAST HEPHMEHUMA.,

1) Ipu Hanuuuu 06s3aTeNILCTBA IPOBEPUTH CPOK
TOAHOCTH Ha IPOMBILIJIEHHBIX CEPUSAX JIOMYCTH-
MBI OIIBITHO-TIPOMBIIITICHHBIE CEPHHU.

B.11. ) [IpoekTHOE MoJe U MPOTOKOJI MOCTPETUCTPAMOHHBIX U3MEHEHUM

b.Il.x. 1 BBeieHne HOBOTo MPOEKTHOTO OIS WIIH paclIpeHUe 0100PEHHOr0 IPOEKTHOTO OIS JIeKap- VYeno- | Tpebye- Bun
CTBEHHOTO Ipernapara (3a HCKII04eHHeM OHOJIOTHYeCcKOro), 3aTparipatomiee: BUS Mast JIOKy- po-
MEHTalUs 1e-
Aypbl
a) Onny wiu 6osiee OTebHBIC ONIEPAIIH MTPOLIECCca MPOU3BOCTBA JICKAPCTBEHHOTO TIperapaTa, BKI0Yast 1,2,3 11

COOTBETCTBYIOIHE BHYTPHITPOU3BOACTBEHHBIC KOHTPOJIU U (MJIM) AHAIUTUYECKUE METOIUKH

0) AHaNTUTHYECKHE METOUKH ISl BCIIOMOTaTENIbHBIX BELIECTB/TIPOMEKYTOUYHBIX MTPOIYKTOB U (MITH) Jie- 1,2,3 11

KapCTBEHHOTO MpernapaTa

JloxymeHTauus

1. Pe3ynbrarsl HcciaenoBaHuil pa3paOOTKH Hpernapara U nporecca (BKI04asi OLEHKY PUCKOB M MHOTOMEpPHbIE HCCIIEJOBAHHS COOTBETCTBEH-
HO), IOATBEPXKTAIOIIHE TO, YTO JOCTUTHYTO IEJIOCTHOE MEXaHICTHYECKOE MOHMMaHKE TT0Ka3aTeNeil KayecTBa MaTepralioB M TapaMeTpOB
Iporecca Ha KpUTHYECKUE ITapaMeTphl KauecTBa JISKApCTBEHHOTO TIperapara.

2. OnucaHue MPOSKTHOTO MOJIS B TAOIMYHOM BH/IC, BKIIFOYAs TIEPEMEHHBIC (CBONCTBA MATEPHAJIOB U ITAPAMETPHI MPOIIECCca POU3BOICTBA) U
UX Mpe/laraeMble AUana3oHsbl.

3. IonpaBka kK COOTBETCTBYIOIIEMY(MM) pa3aeny(am) 10Che.

B.IL.x. 2 BBeenue nocTperucTpaliMOHHOTO MPOTOKOJIA YIPABICHUS H3MEHEHUSIMH, 3aTParuBaroIUMH Jie- VYeno- | Tpebye- Bun
KapCTBEHHBIH Ipenapar BUS Mast JIOKy- po-
MEHTaIHS 1e-
Aypbl
1,2,3 11
JlokymeHTanus

1. ITogpobHOE ormIcaHKe MPeIaraeMoro H3MEHEHHSI.
2. [IpoTokon ynpaBieHus] H3MEHEHUSIMH, 3aTParuBaIOIIUMHU JIEKapCTBEHHBIH Mpenapar.

3. IomnpaBka Kk cOOTBETCTBYIOIIEMY(HM) pa3aeny(am) 10Che.

B.IL.x. 3 UckmioueHue yTBEpKAEHHOTO IPOTOKOJIA YIIPaBICHHUS U3MEHEHUIMH, 3aTParuBaloIuMu JIeKap- VYeno- | Tpebye- Bun
CTBEHHBII Npernapar BUS Mast JIOKy- po-
MEHTaIHS 1e-
Aypel
1 1 1A
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YcnoBust

1. Uckirouenue TIOCTPETUCTPALTMOHHOI'O IIPOTOKOJIA YIIPABJICHUS U3MCHCHUSIMH, 3aTparuBaronimMu J'IeKapCTBeHHI:IfI Ipenapar, HE ABJISICTCS
CJICACTBHUEM HCIIPEABUICHHBIX CI/ITyaHI/Iﬁ NI HECOOTBETCTBHUS CHCI_[I/ICI)I/IKaI_II/II/I B X0/J1€ BBCIACHUA H3M€HeHHﬁ, OIIMCAHHBIX B ITPOTOKOJIC, U HU-
KaK HE BJIMACT HA YTBEPKACHHBIC CBEICHHUA, BKIIFOUCHHBIE B JOCHE.

JloxymeHTanus

1. ObocHOBaHKE MPEIAraeMOT0 UCKIFOUCHHUS.

2.

B.IL.x. 4 3MeHeHus yTBepKI€HHOTO IPOTOKOJIA YIPABICHUS H3MEHEHUSIMU VYemo- | Tpebye- Bun
BHS Mast JIOKy- po-

MEHTAITHSI e-
ypel

a) 3HaunMble N3MECHEHHS IIPOTOKOJIA YIIPABICHUSI N3MCHEHIAMHI 11

6) HesHaunmble n3MEHEHHS IPOTOKOJIA YIIPABICHUS N3MEHEHUAMH, KOTOPBIE HE N3MEHSIOT CTPATETHIO, 1 1B

OTHCAHHYIO B MPOTOKOJIE

JlokymeHTamnus

1. lexnaparus, 4to 1000e H3MEHEHHE JOJDKHO YKIJIaIbIBAThCS B AUANA30H ACHCTBYIONIMX YTBEPKACHHBIX KPUTEPUEB NpuemiaeMocTy. [Tomu-
MO 3TOr0, JeKJIapanus, 4TO B OTHOLICHUH OHOJIOTHYECKHX/MMMYHOJIOIHYECKHX JIEKAPCTBEHHBIX MPENapaToB He TpeOyeTcs OLEHKa CONocTa-

BHUMOCTH.

b.I1x. 5 Peanu3zanus W3MeHEHU, IPElyCMOTPEHHBIX YTBEPKICHHBIM IIPOTOKOJIOM YTIPABIICHUS H3MEHE- VYeno- | Tpebye- Bun

HUSIMA BUS Masi JIOKy- po-
MEHTaIHs 1ie-

Iypbl

a) Peanmmsanus n3meneHus He TpeOyeT MOMOTHUTEIBHBIX BCIIOMOTATEIbHBIX JTAHHBIX 1 1,2,4 1A

0) Peanuzaiist uameHeHus TpeOyeT AOMOIHUTENBHBIX BCIIOMOTATEIbHBIX JaHHBIX 1,2,3,4 1B

B) Peanu3zanus n3MeHeHUs] OHOIOTHYECKOT0/ MMMYHOJIOTHYECKOTO JISKAPCTBEHHOTO Mpernapara 1,2,3,4,5 | IB

VYcnosus

1. IIpeanosxeHHOE N3MEHEHHE OCYIIECTBIICHO B ITOJHOM COOTBETCTBHU € YTBEP)KACHHBIM MPOTOKOJIOM YIPABICHUS H3MEHEHHUAMH, TPeOyIo-
11ee HEMEUIEHHOTO YBEIOMJICHUS MOCIIE €T0 pPealn3alim.

JloxymeHTanus
1. Ccbuika Ha YTBEp)KICHHBII IPOTOKOJI YIIPABICHHUS H3MEHEHUSIMH.

2. }IeKnapauI/m, YTO UBMEHEHUE COOTBETCTBYCT YTBEPKACHHOMY IIPOTOKOJIY YIIPABJICHUS U3MEHCHUSIMHU U UTO PE3YJIbTAThl UCCIICAOBaHU
YAOBJICTBOPSIOT KPUTCPHUAM ITPUEMIIEMOCTH, OTOBOPEHHBIC B IIPOTOKOJIC. TTomumo 9TOrO0, ACKJIapanys TOro, 4YTo0 B OTHOUICHUN Ouostornye-
CKI/IX/I/IMMyHOJIOFI/I‘IeCKI/IX JICKapCTBCHHBIX IIPENapaToB HE Tpe6yeTc;1 OIICHKA COITOCTaBUMOCTH.

3. Pe3ynbTaThl HCCIIEIOBAHMIA, TPOBEACHHBIX B COOTBETCTBHIH C YTBEP)KACHHBIM [IPOTOKOJIOM YIIPABICHUS H3MCHECHUSIMH.
4. ITompaBka K COOTBETCTBYOLIEMY(MM) pa3zieny(am) 10cke.

5. Komust yTBep»IeHHBIX CHICUU(HKALMIA Ha JIEKapCTBEHHBII Mpenapar.

b.I1. 3 be3onacHOCTh B OTHOIIEHUH IOCTOPOHHUX areHTOB

b.11.3.1 O6rOBIEeHHE HHPOopManyy "OneHKa 6€30IIaCHOCTH OTHOCHTEIFHO IIOCTOPOHHUX areH- VYeno- | Tpebyemas no- Bun
ToB" (paszaen 3.2.A.2 perucTpalioHHOTO 10ChE) BHS KyMEHTaLus mpore-

AYypbI
a) Mccnenopanusi, 3aTparuparoliye pou3BoICTBEHHbIE TAllbl, H3y4YEeHHBIC BIICPBBIC HA IPEMET 11

OJOHOT'0 WU Oonee IIOCTOPOHHUX ar€HTOB

0) 3aMeHa ycTapeBIINX HCCIIEA0BaHU, 3aTParkBalOIINX PONU3BOJICTBEHHBIC ATAIBI U IIOCTOPOH-
HUE arcHTHI, paHee BKIIIOUYCHHEIE B OChE

1. ¢ I3BMEHEHUEM OLIEHKU PUCKOB 11

2. 6e3 N3MEHEHNS OIICHKH PHCKOB 1,2,3 IB

JloxyMeHTanus
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1. ITonpaBka k cooTBeTCTBYIOIIEMY (M) pa3aeny(am) 10Cke, BKIIIOYAsk BBEICHUE HOBBIX HCCIIEIOBAHUI, HATIPABICHHBIX HA U3y4YCHUE CIIOCO0-
HOCTH MIPOM3BOJICTBEHHBIX 3TAIIOB HHAKTHBUPOBATh/3JIMMHUHUPOBATH IIOCTOPOHHHE areHTHI.

2. O60cHOBaHHE TOTO, YTO MCCIEIO0BAHUS HE H3MEHSIOT OLIEHKY PUCKOB.

3. [lompaska k nHGOpPMALUH O JISKAPCTBEHHOM IIpernapare (€ciu MPUMEHUMO).

B.IIT Ceprudukar coorserctBusi EBponeiickoit ®apmakorniee (CEP) (ipu

Hanuuun )/ TT'3/cTaTen
B.111.1 Tlogaya HOBOTO MM OOHOBJIEHHOTO cepTudUKaTa cooTBeTCTBUsI EBponeiickoit @apmakornee Ui HCKIIIO- VYcemo- | Tpe- Bun
4yeHue cepTudukaTa coorBeTcTBUs EBpomneiickoit ®apmakornee BUS Oye- po-
Mast 1e-
noKy- | zy-
MEH- pbl
Tauus
Ha dapmaneBTHYeCKyIO CyOCTaHIUIO
Ha mcxoqublil MaTepHa/peakTHB/IPOMEKYTOUHBIN MPOJYKT, UCIIOIb3yEeMbIii B IPOIECC MPOU3BOCTBA (hapma-
LEBTHYECKOI CyOCTaHIUH
Ha BcroMorareabHO€E BEIIECTBO
a) Ceprudukar coorBerctBusi EBpomneiickoit @apmakoree cooTBeTCTBYOIIEH cTaThe EBponeiickoit ®dapmakomnen
1. HoBsri cepTudukat oT paHee 0J00PEHHOTO TPOM3BOAUTEIS 1,2, 1,2, 1A
3,4, 3,4,5
5,6,
9
2. OGHOBIIEHHBIH cepTU(UKAT OT paHee 0J0OPEHHOTO IIPON3BOIUTEIIS 1,2, 1,2, 1A
3,4, 3,4,5
6
3. HoBsIii cepTudUKaT OT HOBOTO IPOM3BOIUTENS (3aMEHa HITH 100aBJICHHE) 1,2, 1,2, 1A
3,4, 3,4,5
5,6,
9
4. UckimoueHne cepTU(HUKATOB (€C/IM K MaTepHally NPUIIaraluch HECKOJIBKO CEPTU(UKATOB) 8 3 1A
5. HoBelii cepTr(HKaT Ha HECTEPUIIbHYIO aKTHBHYO (apMaLeBTHYECKYI0 CYyOCTaHIUIO, OICHKALLYIO HCIIOb- 1,2, 1B
30BaHUIO B CTCPIIILHOM JICKAPCTBEHHOM Iperapare, IIpY MCIIOIb30BaHHU BOABI Ha IIOCJICIHEM JTalle CHHTE3a, a 3,4,5
B OTHOIICHUH MaTepuala He 3asBJICHO OTCYTCTBUE B HEM 3HIOTOKCHHOB
6) Cepruduxar coorsercTus EBponeiickoil ®apmakonen o TI'D Ha akTUBHYIO (hapMalleBTUUECKYIO CyOCTaH-
LUIO/MCXOMHBII MaTepuall/peakTHB/IPOMEKYTOUHBIH MPOIYKT/ BCIIOMOTaTeIbHOE BEIIECTBO
1. HoBslit cepTHdUKAT Ha aKTUBHYO (DapMalleBTHYCCKYIO CyOCTaHIIMIO OT HOBOTO HJIM PaHee 0JJ0OPEHHOTO Mpo- 3,5, 1,2, 1A
HM3BOUTEIS 9 3,4,5
2. Hogpslii ceprrdukaT Ha hapMaleBTHYECKYIO CyOCTaHIIMIO/HCXOAHBIN MaTepHa/peakTHB/ MPOMEKYTOUHBIH 3,6, 1,2, 1A
HPOJIYKT/BCIIOMOTIaTEILHOE BELIIECTBO OT HOBOI'O MJIM paHee 0Z0OPEHHOTO IPON3BOIUTEIS 7 3,4,5
3. OGHOBIIEHHBI cepTU(UKAT OT paHee 0JJ0OPEHHOTO IPONU3BOIUTEIIS 7 1,2, 1A
3,4,5
4. UcximoveHne cepTuHUKaToB (€C/IN K MaTepHaIly NPUJIAraIich HECKOJIBKO CEPTH(UKATOB) 8 3 IA
5. HoBblit/0OHOBIICHHBIH cepTH(UKAT OT paHee 0Z00PEHHOT0/HOBOTO IIPOU3BOAUTEIS, HCIOIB3YIOIIET0 MaTepu- I
QJIBl YEJIOBEYECKOTO MJIH )KUBOTHOTO TIPOMCXOXK/ICHUS, B OTHOLICHHH KOTOPBIX TPEOYETCsI OLICHKA Ha TPeMET
pHCKa NOTEHIHATEHOH KOHTAMUHAIIMN TOCTOPOHHUMH areHTaMH1
Ycnosus
1. Cneundukanuy Ha BBITYCK M Ha KOHEIl CPOKa FOTHOCTH JISKAPCTBEHHOTO MpernapaTa He N3MEHSIOTCS.
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2. HeusmeHeHHble (MCKIIIOYAs y)KecTOUeHHUE) JononHuTenbHble (k ['ocynaperennoit @apmakonee Pecriyonuku Kazaxcran) cnenudukanuu
Ha IIpUMecH (MCKIIIoUasi OCTaTOYHbIE PACTBOPUTENH, IPH YCIOBUH HX COOTBETCTBHs TpeboBaHusaM PecryOinku Kazaxcran) npogykT-crenu-
¢uaHBIe TpeOoBaHUS (HapUMep, IPO(GUIH pa3MepOB YacTHL, TOTUMOPGHEIE (HOPMBI), €CIH IPUMEHHMO.

3. [pomuecc TpOM3BOACTBA AKTHBHON (hapMaIleBTUUECKO# CyOCTaHIIMHI, HCXOTHOTO MaTepHaia/ peakKTHBa/IIPOMEKYTOUHOTO TIPOAYKTa He
BKJIFOYACT UCIONB30BAHNE MATEPHAIIOB YEIOBEYECKOTO HIIH KUBOTHOTO MPOHCXOKACHHS, ISl KOTOPBIX TPEOyeTCs IPOaHaIH3upOBaTh IaH-
HBIE O BUPYCHOI 0€30MacHOCTH.

4. VckmounTesbHoO A1 akTUBHOMN (papMarieBTHIecKoi cyOCcTaHIMU: OHa Oy/IeT UCIbITaHa HeIIOCPEICTBEHHO Nepe]] CIIOIb30BaHUEeM, €CITH
HepHO/] MOBTOPHOTO UCIIBITAHHS HE BKIIIOYEH B cepTH(HUKAT cooTBeTCTBH EBponeiickoit @apmakornee 1M JaHHbIE, 000CHOBBIBAIOLINE MEPH-
0J] IOBTOPHOTO UCIIBITAHUS, YKE HE BKIIIOUEHBI B J1I0CBE.

5. AxtuBHas (papmaleBTHYECKas CyOCTaHIMs/HCXOJHBIN MaTepHall/peakTHB/IPOMEKYTOUHBIN MPOIYKT/BCIIOMOTaTENbHOE BELIECTBO HECTe-
PUITBHBIL.

6. PacturensHbie hapmaleBTHYECKUE CyOCTaHIIMU: CIIOCOO MPOU3BOJICTBA, (PU3NYECKOE COCTOSIHHIE, SKCTPArupyOLINi paCTBOPUTEIb U KOI(-
(DULHEHT SKCTPAKIMHU JICKAPCTBEHHOTO CPEJICTBA HE M3MEHSIOTCSL.

7. Eciu cocTaBe JIEKapCTBEHHOTO ITpenapaTa isl IapeHTEPaIbHOIO BBEACHHUS HCIIONB3YCTCS JKENaTHH, IPOU3BEACHHBIN U3 KOCTEH, ero mpo-
W3BOJCTBO JOJDKHO OCYIIECTBIISTHCS HCKITIOYUTENBHO B COOTBETCTBUH C TPEOOBAHUSIMH COOTBETCTBYIOLICH CTPAHbI.

8. B mocwe ocraercs, 1Mo MEHbIIEH Mepe, OJMH MPOU3BOAUTEIb ITOW CyOCTaHIIHH.

9. Ecnu aktuBHas (apMareBTHUECKas CyOCTaHIIUSI HECTEPUIIbHA, HO OyIeT HCIOIb30BAThCS B COCTABE CTEPUIIBHOTO JIEKAPCTBEHHOTO Mpera-
para, Torna, B coorserctBuu ¢ CEP, Ha mocnieineM dTane CHHTe3a HeJb3sl UCIIONb30BaTh BOLY HJIM, €CIIHM TaKOe MPOUCXOIUT, HEOOX0IUMO
00ecTeunTh OTCYTCTBUE OaKTEpUATIbHBIX SHIOTOKCHHOB B aKTHBHOM (hapMalleBTHYECKON CyOCTaHIIHH.

JloxymeHTanus
1. Konns nefictBytomero (0OHOBICHHOT0) cepTudukara coorBeTcTBUs EBponeiickoit ®apmakoree.

2. Ipu 106aBIeHNH IPOU3BOJCTBEHHOM IIIOMAAKA — B (hOopMe 3asBICHUS 0 BHECCHHH H3MECHEHHIT HEOOXOMMO YETKO 0003HAUHTh "3aperu-
cTpupoBaHHBIX" U "MIpe/araeMbix" IPOU3BOUTENCH, KaK yKa3aHo B pasjeie 2.5 GopMbl 3asBICHUSL.

3. [lompaBka K cOOTBETCTBYIOIIEMY (M) paszeny(am) 1oche.

4. Ecnu npuMeHUMO, IOKYMEHT, COJICpIKAIIlUi CBEICHNS O BCEX MaTepuaax, BXOAAIINX B chepy MpUMEeHEHHs cTaTbu | 0Cy1apcTBEHHOM
dapmakonee PecryOnuku KazaxcTan no MUHUMU3ALUK PUCKA MIEpeadyn areHToB ry04aToil sHIe(haonaTii )KHUBOTHBIX TOCPEACTBOM JIeKap-
CTBEHHBIX IPENapaToB Uil MEIUIMHCKOTO U BETEPHHAPHOTO IPUMEHEHHUSI, BKJIIOYAasl KCIOJIb3YeMbIe B IPOM3BOACTBE aKTHBHBIC (hapMarieBTH-
YEeCKOM CyOCTaHLIMK/BCIIOMOTaTENbHOTO BellecTBa. Jis KaXI0ro Takoro poja MaTepuana HeoOX0AUMO NPEICTaBUTD CIEIYIOUINE CBEICHHUS:
Ha3BaHME [IPOU3BOAUTEIIS; BUJ )KUBOTHBIX U TKaHH, U3 KOTOPBIX HOJIy4eH MaTepHall; CTpaHa IPOUCXOMKICHUS )KUBOTHBIX H €TI0 UCIIOJIb30Ba-
HHE.

5. B oTHOUICHNH aKTHBHOH (hapMalieBTHUECKOM CyOCTaHIIMH: ACKIapalis YIIOTHOMOYCHHOTO JUIIA KaKIOTO JIMICH3UPOBAHHOTO TIPOU3BO/IH-
TeJIs, yKa3aHHOTO B 3asIBICHHUH, HCIIOB3YIOLIEr0 aKTUBHYIO (hapMaLleBTHUECKYIO CyOCTaHIIMIO B KAYECTBE HCXOJHOTO MaTepraa, U yroIHO-
MOYEHHOT'0 JIUIIa KaXI0T0 JINIIEH3UPOBAHHOT'O MPOU3BOIUTEIIS, YKA3aHHOTO B 3asBJICHHH B KAUeCTBE OTBETCTBEHHOTO 3a BBIYCK cepHii. B
JIEKIIapalusax He0OXOMMMO YKa3aTh, YTO IPOU3BOAUTENb(1) aKTUBHOU (papMalieBTHIECKO# CyOCTaHIIMH, yKa3aHHbIH(e) B 3asIBJICHHH, OCY-
MIECTBISCT(FOT) CBOIO IEATEIBHOCTD B COOTBETCTBHH C [IpaBriaMu Ha/UTeKaIell pOM3BOACTBEHHON MpakTHKH PecmyOnnku Kasaxcran B OT-
HOIIICHUH HCXOAHBIX MarepruainoB. [Ipu onpeseneHHbIX 00CTOATENBCTBAX JOITYCKASTCS IPEACTABITE OHY JCKIAPALHIO (CM. MPIMEYaHHE K
nsmenennto b.11.6.1). Ecnu 3arparuBarotcs kakue-i1n00 oOHOBIIEHHS cepTU(HKATOB HA aKTHBHBIC (papMalleBTHUECKHE CYOCTAHIMU U IPOMe-
JKYTOYHBIE IIPOJYKTBI, OT IIPOU3BOJUTENIEH IPOMEKYTOUYHBIX IIPOAYKTOB TAKKE TPEOYETCsI AeKIapaiusl YIOJIHOMOYSHHOTO JIKIIA; AeKiapa-
1Hsl YIIOJTHOMOYEHHOTO JIMI[A HY>KHa, JIUIIb €CIIH 110 CPABHEHHUIO C PaHee 3aperUCTPHPOBAHHON BepcHei cepTU(HKaTa UMESTCsl H3MEHEHHE
NeHCTBYIOIINX, BKIIIOYEHHBIX B IEPEYCHB IPOM3BOICTBCHHBIX ILIOMIA IOK.

B.1I1.2 3menenus B uensx coorercTBust ['ocynapcreennoit @apmaxonee Pecy6nuku Kasaxcran VYeno- | Tpe- Bun
BUS Oye- po-
Mast e-
moky- | ny-
MEH- pHI
TaIus

a) 3smenenue cnenudukanuu(i) panee HeapMaKoneHol CyOCTaHINY B IIEJISAX COOTBETCTBHS ['0Cy1apcTBeH-
Hoit ®apmakonee Pecry6nuku Kazaxcran

1. AkTHBHOI1 (hapManeBTHUECKON CyOCTaHIIMU 1,2, 1,2, 1A
3,4, 3,4
5

2. BcriomoraTesibHOTO BELIeCTBa/UCXOJHOTO MaTepralla akTHBHOTO (hapMalleBTUYECKON cyOCTaHIIMN 1A
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1,2, 1,2,
4 3,4
0) M3MeHeHns B IIENsX COOTBETCTBHSI OOHOBIICHHON COOTBETCTBYIOWIEH cTaThe ["ocynapcrBennoit dapmakornee 1,2, 1,2, 1A
Pecny6muku Kasaxcran 4,5 3,4
B) U3menenue cnermbpuxanmii ¢ I'ocynapersennoit @apmaxonee Pecriyonnku Kasaxcran 1,4, 1,2, 1A
5 3,4

VcnoBus

1. Mi3MeHeHne OCyIeCTBISIETCS UCKITFOUUTENBHO B LIENISX MOJHOTO COOTBETCTBHS (hapmakornee. Bee ncnbiTanus B crielinUKan JOIDKHBI
COOTBETCTBOBATh (hapMaKONEHHOMY CTaHIAPTY IOCIIE U3MEHEHHMS, 38 UCKIIIOUCHHEM JIFOOBIX JOMOIHUTENBHBIX BCIIOMOTaTEIbHBIX UCIIBITa-
HHIA.

2. JlooTHUTENBHBIE K (hapMaKoIiee cennpuKaiuy Ha IPOIyKT-Cclienn(pUYHbIE CBOHCTBA HE M3MEHSIOTCS (HarpuMmep, MpoQuin pa3MepoB

4acTHLI, ToauMopdHas popMa WM, K IPUMepy, OHOIOIHYECKIE METOIUKH, arPETaThl).

3. 3HauMMble H3MEHEHUS KaYeCTBEHHOTO U KOJMYECTBEHHOT0 NpoduiIeii npiuMeceil OTCYTCTBYIOT (38 HCKIIOUEHUEM Y)KECTOUCHHUS Cretupu-
KaIuif).

4. JlononHUTENbHAS ICPBUYHAS SKCIIEPTH3a HOBOM MJIM M3MEHEHHOW (papMaKoIeitHOW METOJUKH He TpeOyeTcs.

5. PacturenbHble hapmarieBTHIECKHE CYOCTaHIIMH: CIIOCOO IPOM3BOJICTBA, (PU3HUECKOE COCTOSIHHE, IKCTPAreHT U KOIG(PUIIMEHT SKCTPAKIIUH
JIEKapCTBEHHOTO CPEJICTBA HE U3MEHSAIOTCS.

JloxyMeHTanus
1. [TonpaBka K COOTBETCTBYIOLEMY(UM) pa3ieny(am) JoChe.
2. CpaBHHUTeIbHAS Ta0IUIA TEKYIIUX U IPEUIaraéMbIX CIeU(pUKaImii.

3. Jlannble aHanu3a cepuii (B popMare CpaBHUTEIBHOW TAONHUIIBL), IO MEHBIIECH Mepe, IBYX IIPOMBIIUICHHBIX CEPUIl COOTBETCTBYOLIEH Cy0-
CTaHLUHM (BEIIECTBA) 110 BCEM MCIIBITAHUAM HOBOH CHelM(HUKALMHU U, TOTOJIHUTEIBHO, €CITH IPUMEHUMO, Pe3yJIbTaThl TECTa CPABHUTEILHON
KUHETHKHU PACTBOPEHMS, IO MEHbILEH Mepe, OIHOI OIBITHO-IIPOMBIIUICHHOH CEpUU JIEKapCTBEHHOTrO NpenapaTta. B OTHOLIEHUH 1eKapCTBEH-
HBIX PACTHUTEIBHBIX IIPENIapaToB JOCTATOYHBI JJaHHBIC CPAaBHUTEIBHON PaciiagaeMOCTH.

4. JlaHHble, MOATBEPIKAAIOLINE IPUTOAHOCT CTAThU JUIsl KOHTPOJIS Ka4ecTBa CyOCTaHIUH, HAIpUMep, CPaBHEHHE MOTEHIUAIBHBIX ITpuMeceit
¢ IpUMEYaHUeM IIPO3PAavHOCTH CTaThH (transparencynoteofthemonograph).

b. IV Menuimmackue usaenus

B.IV.1 M3meHeHune u3MepsIoero U3Aeaus Uil U3eNus Al BBEACHUS YcaoBus Tpebyemasi TOKyMEHTALHS Bun npouenypst

a) JlobGaBeHne M 3aMeHa U3AENUsI, HE SBISIONIEr0Cs YacThlO epBHY-
HOM yIaKoBKH

1. MeauuuHckue u3zenus, 3apeructpuponanssie B PK 1,2, 3, 1,2,3 1A
5,6

2. Crieiicepbl 1O3UPYIOLINX HHTAISTOPOB WIIH APYTOro yCTpoicTBa, KOTO- II
PBIi MOJKET OKa3aTh CyLECTBEHHOE BIMSHUE HA JIOCTAaBKY (papMaleBTHYe-
CKO¥ cyOcTaHIMM MpenapaTa (HarmpuMep, HeOynaiizep)

6) UcknroueHne u3aenust 4 1,4 1A
B) JlobGaBiieHre niti 3aMeHa U3eus, SBISOLIET0Cs YaCThIO IEPBUYHOMN 11
YIaKOBKH

VYcnoBus

1. Ilpeanaraemoe U3MepSIOLIee H3/ICIHE ODKHO TOYHO OTMEPHUBATH HEOOXOAMMYIO 103y PACCMAaTPHBAEMOTO JIEKapPCTBEHHOTO Iperapara co-
IJIACHO OJOOPEHHOMY CIIOCO0Y MPUMEHEHHMS, CIEAYeT MPEACTABUTh PE3yIbTaThl TAKMX HCCIICIOBAHMH.

2. HoBoe u3znenue cOBMECTHMO C JIEKAPCTBEHHBIM IIPEIapaToM.

3. I3MeHeHHe He JIOJDKHO IPUBOIUTH K 3HAYNMOMY U3MEHEHHIO HH(OPMAIUH O JICKAPCTBEHHOM IIperapare.
4. JlexapcTBeHHBIN IpenapaT MOXKHO IPOAOJKATH TOUHO JO3HPOBATh.

5. MenunuHCKoe U3Jeue He HCIOIb3yeTCs B KaUeCTBE PACTBOPUTEILS JICKAPCTBEHHOT'O TIpenapara.

6. Ecnu mpenycmoTpena usmMepurtenbHas GyHKIUs, OHa TOJDKHA ObITh BKJIIOYEHA B JOCHE TAKOTO U3CIHSL.

JloxymeHTanus
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1. HonpaBKa K COOTBCTCTByIOIIICMy(I/IM) pasneny(aM) JOCKEE, BKIIIOYast HOZ[pO6HI:II‘/'I OCKH3 U COCTaB MaTepualia u3eiivs U 1MoCcTaBIInuKa, €CJIN
IIPUMCEHHUMO, a TaK¥XKE COOTBCTCTByIOHII/Iﬁ TIEpeCcMoOTp I/IHCI)OpMaI_II/II/I 0 JIEKapCTBECHHOM IIperapare.

2. [loaTBeprkACHNE PErUCTPAlMk MEAUIIMHCKOTO n3nenus B Peciyonuke Kazaxcran.
3. OOpa3isl HOBOTO U3/ETHS, €CIIH TIPUMEHUMO.

4. O00CHOBAaHHUE UCKIIFOYEHUS U3ETHUS.

TIpumeuanue: s B.IV.1.B) — eciu u3MeHeHHe IPUBOINUT K "00pa30BaHHIO
HOBOIA JIeKapCTBEHHOH opMbI", TO TaKOe U3MEHEHHE TPeOyeT

ToJa4u 3asBJICHUS O paClIMPEHUN pEerucTpanuiu.

b. V Baecenus n3MeHeHMii B peruCTPallMOHHOE 10ChE, 00YCIOBIEHHBIE HHBIMU
PETYISTOPHBIMU MPOLIEAYypPAMU

b.V. a) MOII/M®BA

b.V.a.l Britouenue HoBOro, 0GHOBJIEHHOI'O MIIM MCIIPABJICHHOTO MacTep-(aiiia mia3mbl B perucTpaloH- VYeno- | Tpebye- Bun
HOE JI0Che JIEKapCTBEHHOTO npenapaTta (npoueaypa MOII 2-ro srama) BHS Mas JIOKy- | Ipo-
MeHTauus | Le-

ny-
pbl

a) [TepBoe BKIIFOUEHHE HOBOTO MacTep-(aiiia mia3Mbl, BIMSIOIIET0 Ha CBOWCTBA JIEKAPCTBEHHOTO Mpernapara 11

6) [lepBoe BKIIFOUEHHE HOBOTO MacTep-(aiiia mia3Mel, He BIUSIIOLIETO Ha CBOMCTBA JIEKAPCTBEHHOTO Mperia- 1,2,3,4 1B

para

B) BritoueHne 0OHOBIEHHOIO/UCIIPABIEHHOTO MacTep-(aiiia MIa3Mbl: U3MEHEHHs BIHUSIOT Ha CBOWCTBA JIe- 1,2,3,4 1B

KapCTBEHHOT0 Ipernapara

r) Brurtouenne 0OHOBJICHHOTO/UCIIPABICHHOI0 MacTep-(aiina 1mia3Mbl: H3MEHEHHUs He BIUSIOT Ha CBOMCTBa 1 1,2,3,4 IA

JIEKapCTBEHHOI'0 Ipemnapara

YcnoBust

1. Ha oGHOBNEeHHBIH Min n3MeHeHHbli M®II BeaH cepTH(UKAT COOTBETCTBHS 3aKOHOaTeNbeTBY PecyOnuku Kasaxcran.

JlokymeHTamms

1. Mexmnaparust, uto ceptudurat MPII 1 sKCIepTHBII 0TYET MOJHOCTHIO MPUMEHUMBI K 3apETHCTPUPOBAHHOMY JIEKAPCTBEHHOMY Iperapary,
nepxatenb M®IT npencrasun nepxxatento PY (ecnu nepxarens PY u aepxarens MOII He SBISIOTCS OIHUM U TEM XKe JIULOM) cepTUdUKAT
M®II, skcniepTHbIit otuet U gocke Ha MPII, cepruduxar M®DII 1 sKcHepTHBIH OTYET 3aMEHSIOT MPEABLAYLIYI0 JoKyMeHTanuo Ha MOIT
JUISL JAHHOTO JIEKapCTBEHHOI' 0 Ipernapara.

2. Cepruduxar M®DII 1 3KCHepTHBIN OTYET.

3. [[eKnapaum{ OKCIIEpTA, XapaKTCPpU3YyIo1iasi BCE BBOAUMBIC C IIOMOIIBIO CCpTI/I(bI/II_II/IpOBaHHOFO M®II u3smeHeHUS 1 OL€HHUBAKOIIasa ux I10-
TCHIUAAJIBHOC BIIMAHUEC HA JICKAPCTBEHHBIC MPETIapaThl, BKIKOYasa OLCHKU HpOI[yKT-CHCHI/I(bI/I‘IHI)IX PHUCKOB.

M

4. B dopme 3asBICHUS O BHECEHHH U3MEHEHUI HEOOXO0IMMO YETKO OTpa3uTh "aeicTByrommii" u "mpemiaraemenii” cepruduxar MOIT (Homep
KOJIa) B PEerUCTPaLliOHHOM Aocke. Ecii npumMennmMo, B opme 3asBIE€HUS O BHECEHUH U3MEHEHHUH TAKKe CIIe/lyeT YEeTKO epeunCIUTh BCe
npourie M®II, Ha KOTOpBIE CCHUTAECTCS JICKAPCTBEHHBIN MpETapart, 1ake €CIIM OHH HE SIBIISIOTCS IPEIMETOM 3asIBIICHHUSI.

b.V.a. 2 BxiroueHre HOBOT0O, OOHOBJICHHOTO MJIH MCIPABIEHHOr0 MacTep-(aiila BAKIIMHHOTO aHTHreHa (qa- | Ycmo- | TpeOye- Bun
nee - MOBA)B peructpallnoHHOE JIOChe JIEKapCTBEHHOro npemnapara (npouenypa M®BA 2-ro stana) BHS Masi IoOKy- | mpo-
MeHTanmus | Ie-

ny-
pHI

a) [lepBoe BKIIFOUEHHE HOBOTO MacTep-(aiiia BaKIIMHHOTO aHTUTeHA 11

0) BritroueHne 0OHOBJIEHHOTO/HMCTIPABICHHOTO MacTep-(aiiia BaKIIMHHOTO aHTUT€HA: U3MEHEHHUS BIIUSIFOT 1,2,3,4 1B

Ha CBOMCTBA JIEKApPCTBEHHOTI'0 Ipernapara

B) BitoueHne 00HOBIEHHOIO/UCIIPABIEHHOT0 MacTep-(aiia BAKIIMHHOTO aHTUI€HA: U3MEHEHUsI He BIIHS- 1,2,3,4 1A

0T Ha CBOWCTBA JIEKApCTBEHHOTO IIperapaTa

YcnoBust
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1.

JloxymeHTauus

1. dexnaparus, uto ceprudpuxkatr MOBA 1 sKCepTHBIIT OTYET MOJHOCTHIO IPUMEHUMBI K 3apETHCTPUPOBAHHOMY JICKAPCTBEHHOMY Ipenapa-
Ty, aepxareinb MOBA npesncraBuil iep kaTellio perucTpalioOHHOI0 YI0CTOBEPEHUs (ECIIHU AepakKaTeNb PETUCTPALIMOHHOIO YAOCTOBEPEHUS U
nepxkarenb MOBA He sBISIOTCS OJHUM U TeM xke IuLoM) ceptudukar MOBA, skcniepTHblii oTuer u 1ocke Ha MOBA, ceprudpuxar MOBA
1 OKCIIEPTHBIN OTYET 3aMEHAIOT MPEeAbIIYLIy0 JOKyMeHTanuo Ha MOBA 1s JaHHOTO JIeKapCTBEHHOTO IperapaTa.

2. Cepruduxar MOBA 1 3KCIIepTHBIH OTYET.

3. Jlexmaparius SKCrepTa, XapaKTepH3yolas Bce BBOAUMEBIE C MOMOIIbI0 cepTuduimpoBanHoro MOBA m3MeHeHHUs 1 OLEHUBAIOLIAs UX T10-
TEHIMAJIbHOE BIIMSHHUE Ha JIEKapCTBEHHbIE NPENapaThl, BKIOYAsk OLEHKH MPOLYKT-CIEeHU(UUHBIX PUCKOB.

el

4. B popme 3asBieHNs 0 BHECEHUH U3MEHEHHH HEOOXOMMO YETKO OTpas3uTs "neicTByomui”" u "npeanaraemslit” cepruguxar MOBA (no-
Mep KOJa) B pEeTHCTPALOHHOM Jocke. Eciy nmpuMennMo, B popMe 3asBiIeHUs O BHECEHHH U3MEHEHUH TaKoKe ClIelyeT YeTKO IepeunCIuThb
Bce npoune MOBA, Ha KOTOpEIE cChLIaeTCs TEKapCTBEHHEBII Ipenapar, 1ake eClId OHU He SBIISIOTCA MPEIMETOM 3asBICHHS.

b.V. 6) O0pamienue B 3KCIEPTHHIA KOMUTET

b.V.6.1 O6HOBNIEHUE JOCHE IO KAYECTBY, HANIPABICHHOE Ha PEAIU3ALIMIO 3aKIIF0YCHHS IKCIIEPTHO- VYeno- | Tpebyemas mo- Bun

TO KOMHTETa BUS KyMEHTaIUs mporie-
IIypBI

a) M3MeHeHune peanusyer 3aK/I0UeHUe SKCIEPTHOTO0 KOMUTETa 1 1,2 1A

6) l'apMoOHM3aIMs JOCKE TI0 KAYECTBY HE SBIISUIACH YACTHIO 3aKIIOYCHUS SKCIIEPTHOIO KOMUTETA, H II

OOHOBIICHHE HAIIPABIICHO Ha IO TapMOHH3AIIHIO0

VcenoBus

1. Pesynbrat He TpeOyeT nanbHen el SKCIepTU3BI.

JloxymeHTanus

1. IlpunoxkeHHOe K CONPOBOAUTEIBLHOMY MTUCHMY 3asIBJICHHS O BHECCHUH M3MEHEHHMN: CChIJIKA HA PACCMaTPUBAEMOE 3aKIJIF0UEHHE KCIIEPTHO-
IO KOMHUTETA.

2.B J10ChE HCO6XOI[HMO YETKO 0003HAYHTh HU3MEHCHUS, BHCCCHHBIC B XOA€ IPOLEAYPbI 06pamel—m;{ B 3KC1'IepTHI:Il\/'I KOMUTCT.

B. N3menenue 6e3omacHocTH, 3pdekTUBHOCTH 1 (hapMakoHaa30pa

B.I JIekapcTBeHHbBIE peniapaThl 11l MEIUIIMHCKOTO MPUMEHEHUS

B.I.1 U3menenue o61ieli XxapaKTepUCTHKY JIEKAPCTBEH- VYcenosust Tpebyemast noKkyMeHTaIHsA Bug npouexypst
HOTO Tperapara, MapKUpPOBKH, HATIPABJICHHBIE HA pea-
JIM3AIMIO 3aKITIOYEHHS SKCIIEPTHOTO KOMHUTETa

a) JlekapcTBEHHBIH ITpenapar OXBa4yeH MpoLeypoit 00- 1 1,2,3 1A
palieHns B 9KCIIEPTHBIA KOMUTET

0) JlekapcTBEHHBII Npernapat He OXBa4eH MPOLEAYPOH 1,2,3 IB
oOpareHus B SKCIEPTHBIN KOMHUTET, HO M3MEHEHUS pe-
QIU3YeT 3aKITI0YCHHUE IKCIICPTHOr0 KOMHUTETa, HOBBIE
JIOTIOJTHUTEINbHBIE TaHHbIE AepkaTenem PY He mpen-
CTaBJICHBI

B) JlekapcTBEHHBIN MpemnapaT He OXBaueH MPOLETypOit 1,3 I
oOpariieHus B 9KCIEPTHBIA KOMHUTET, HO M3MEHEHUS pe-
aIn3yeT 3aKII0YEHUE SKCIEPTHOTO KOMUTETA, IepXKa-

Tenb PY mpencraBui HOBbIE JOIIONHUTENBHBIC JAHHBIE

Ycnosus

1. U3menenne peanusyet GOpMyIHPOBKY, 3aTpe0OBaHHYIO YIIOIHOMOYCHHBIM OPTaHOM, U HE TpeOyeT Mojiaun JOMOIHUTENBHBIX CBEICHUH 1
(uiH) manpHen et SKCIepTU3BI.

JloxymeHTanuus
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1. IIpuiioxeHHOe K CONPOBOAUTEILHOMY IIUCbMY 3asIBIICHUS] O BHECEHHH M3MEHEHHUMH: CChUIKA HA PACCMAaTPHBAEMOE 3aK/II0UEHUE HKCIEPTHO-
ro KOMUTETa C IPHOOIIEHHO 0011Iel XapakTepHCTUKON JIEKapCTBEHHOT'0 Iperapara, MapKUPOBKOH MIIH HHCTPYKLUEH 110 MEAULIMHCKOMY
HIPUMEHEHUIO.

2. Jlexnaparysi, 4TO COOTBETCTBYIOLINE Pa3/Ielibl IPeUIaraeMbIX 001l XapaKTepUCTUKY JICKapCTBEHHOTO MperapaTa, MapKUpPOBKH U HJICH-
TUYHBI IPHOOIIEHHBIM K 3aKJIIOUSHUIO SKCIEPTHOTO KOMHUTETA.

3. IlepecMoTpeHHast HHpOPMAIKS O JISKAPCTBEHHOM TIperapare.

B.1.2 3menenue o01ieii XapakTepUCTHKH JIEKapCTBEH- VYcnosust TpeOyemast fOKyMeEHTAIHs Bun npouenypst
HOro nperapara, MapKUpOBKH BOCIIPOM3BE/ICHHOI0/ TU-
OpuHOro/ OMOaHAIOTNYHOTO JICKAPCTBEHHOTO IIpeIa-
para HocJje OLEHKH TOTO K€ H3MEHEHHUS pehepeHTHOTO
JIEKapCTBEHHOTO Ipernapara

a) Peanmmzanus n3menenusi(it), B OTHOIIEHHH KOTOPOTO 1,2 1B
(BIX) OT JepIKaTelNs PEruCTPALMOHHOTO yIOCTOBEPEHUS
He TpeOyeTCs PEACTABIIATh HOBbIE IOMOJHUTEIbHBIE
JTAHHbIE

0) Peanmzanust namenenwusi(if), TpeOyIONIMX MIpeCcTaB- 11
JICHHS iepkaresieM PY HOBBIX TOTONHHUTENBHBIX JaH-
HBIX, 000CHOBBIBAIOIIMX TAKHE H3MEHECHUS (Hampumep,
COIMOCTaBUMOCTb)

JloxymeHTauus

1. TIpuioXkeHHOE K COMPOBOANTEILHOMY ITHChMY 3asBJICHHS O BHECEHHN H3MEHEHHII: 3aIpOC HAIHOHAIBHOTO YIIOJHOMOYEHHOTO OpraHa (ec-
JI1 TIPUMEHHMO).

2. IlepecmoTpeHHast uH(GOPMALUS O JISKAPCTBEHHOM IIperapare.

B.1.3 M3menenue(st) oO1e XapakTepUCTUKH JIeKap- VYcnosus Tpebyemast nokyMeHTaLUst Bun npouenypsr
CTBEHHOT'0 IIpeIapara, MapKUPOBKH JIEKapCTBEHHOI'O
npemnapara A MEIUIUHCKOTO IPHIMEHEHNU, HallpaB-
nenHoe(bIe) Ha pean3aliio pe3ysbTaTa Mpoleaypsbl,
3arparuBaronieid [I00B uiau nocTperucTpaloHHOE He-
clle/loBaHue 0€30IaCHOCTH

a) BHecenne popMyIMpoBKH, COTTIAaCOBAHHOH YITOJTHO- 1 1 1A
MOYEHHBIM OPTraHOM

6) Buecenune nsmeHeHui, TpeOyIOLIMX IPEICTABICHUS 2 2,3,4 I
nepxareneM PY HOBBIX HOIOMHUTENBHBIX JaHHBIX,
000CHOBBIBAIOIIMX TAKNE H3MECHECHUS

VYcnoBus

1.13meHeHue peanusyeT GopMyIUpPOBKY, 3aTPEOOBAHHYIO YIIOIHOMOYEHHBIM OPraHOM, H He TpeOyeT I0jaui AOHOIHUTEIbHBIX CBEICHHH U
(unn) panpHeiIIe SKCIepTU3HI.

2.be3omnacHocTh IIpUMEHCHUS TIpelapaTa J0JKHA COXPAHATBCA U ITOATBEPIKAATHCA JaHHBIMU KIIMHUYECKUX HCCHGI[OBaHHﬁ, KJIMHHYECKOMH 0e3-
OITACHOCTH. [lOJ'DKHI)I OBITh NPEACTABIICHBI UX TOATBEPIKACHUS.

JloxyMeHTanus

1. HpI/IJ’IO)KeHH()e K COIMIPOBOAUTEIIPHOMY ITMCHMY 3asIBJICHUS O BHCCCHUUN HW3MCHCHMIL: CChUIKA Ha COI‘J'IaIHCHI/Ie/OI_ICHKy YIIOJIHOMOYEHHOI'O Op-
raHa.

2. O0BbsICHEHHUS IPUIKHBI T00ABICHNS HOBOTO/HOBBIX MPENOCTepexeHus (1il) MOOOUHBIX ICUCTBUI U 3asIBIICHUE TOTO, YTO OE30MaCHOCTD
NPUMEHEHHSI IIperapara COXpaHsIeTCs.

3. IlepecmoTperHas HHPOPMAIKS O JISKApCTBEHHOM Ipernapare (OOHOBIICHHAs KpaTKasi XapaKTePUCTHKa JICKApCTBEHHOT'0 Npernapara, HH-
CTPYKIHIO 110 METUIIMHCKOMY ITPHUMEHEHHIO (JINCTOK-BKIIAIBINI)).

4. Hepnoz{nqecxn OOHOBJIIEMBI OTYET IO OE30MACHOCTH (HOOE) WU IIOCTPETUCTPALTMOHHBIC UCCIICJOBAHNUC 6830HaCHOCTI/I, OTpaxarouue
BHOCHMBIC H3MCHCHMUSA.

B.1.4 M3MeHeHus, 3aKIIFOYAIOIINAECs B 3HAUMMOM H3Me- VYcaoBus Tpebyemast noKkyMeHTaHsA Bun nmponenypst
HEHUH O0IIIeH XapaKTePUCTUKHU JICKAPCTBEHHOTO TIpera-
para BCIEICTBUE HOBBIX JaHHBIX 10 KAYECTBY, TOKJIH-
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HHUYCCKHUM, KIMHHYCCKUM JaHHBIM HJIW JAaHHBIM (bapMa-

KOHaza30pa

II

IIpnmeuanne:

meHnenus B.1.13.

9TO U3MEHEHHE HE NPHMEHSETCS], €CJIM HOBbIE IaHHBIE MI01aHbl B COOTBETCTBHU C
n3meHenuneM B.1.13. B Takux ciydasx u3MeHeHue 00LIeit XapaKTepUCTHKH Jie-
KapCTBEHHOTO IIpenapaTa, MapKHPOBKH U IONafaeT nox chepy IpUMEHEHHs H3-

B.1.5 U3menenue yciaoBuii OTIyCKa JIEKapCTBEHHOTO

npenapara

YcnoBus

TpeOyemast TOKyMeHTAIHs

Bun npouenypst

a) BocriponsBeieHHBIX/THOPUTHBIX/OMOaHAIOT MYHBIX 1

JIEKapCTBEHHBIX IPENapaToB MOcjIe U3MEHEHHs yCIIOo-
BHI OTITyCKa pe)epeHTHOTO JICKapCTBEHHOTO TIperapa-

Ta

1,2

s

1B

0) WHble mprYMHBI U3MEHEHHUS YCIIOBUH OTITyCKa 1

2,3,4,5

II

VcenoBus

1. Be3onmacHOCTh MpUMEHEHHS MpernapaTa J0JKHa COXPAHIThCS

JloxymeHTanus

1. IToaTBepkaeHUE N3MEHEHHs YCIOBHH OTIyCKa pe)epeHTHOr0 JIEKapCTBEHHOT0 Nperapara, IMPUIoKEHHOE K COPOBOANTEIFHOMY ITHChMY

3asBJICHUS] O BHECCHUU U3MECHEHUM.

2. IlepecmoTpenHast ”HGOpMaIKs O JISKapCTBEHHOM Ipenapate (OOHOBIICHHast 00IIasi XapaKTEPUCTHKA JICKAPCTBEHHOTO IpernapaTa, HHCTPYK-

IS IO MEJUIIMTHCKOMY ITPUMEHEHHIO (JIMCTOK-BKJIA/IBIINT), MAPKUPOBKA).

3.00bscHEHHS TIpUYUHBI N3MCHCHU yCHOBI/Iﬁ OTIIyCKa U 3asBJICHUEC TOI'O, YTO 0e30macHOCTh TIPUMCHCHUS IIperapaTa COXpaHsACTCs.

4.HaHHHe KIIMHUYCCKHX HCCJ’IGHOBaHHﬁ, TMOCTPETUCTPALTUOHHBIX HCCJ’IGZ[OBaHHfI; JIAHHBIC (bapMaKOHansopa.

5.JI0KyMeHT, MOATBEPKAAIOIINI H3MEHEHHE YCIOBUI OTITYCKa B CTPAHE-TPOM3BOAUTENS (OT PETyJSITOPHOTO OpraHa).

B.1. 6 U3menenue(st) moka3anusi(i) K IpUMEHEHUIO YcnoBus TpebOyemast TOKyMEHTAIHs Bun npouenypst
a) BkiroueHne HOBOTO MOKa3aHHs K PUMEHEHUIO UITH 2 1.2.3 II
> 2,
U3MEHEeHHE paHee 0100pEHHOro
0) UckntoueHne nmoka3aHusi K IPUMEHEHHUIO 1 12 1B
,

VYcnosus

1. be3omacHoCTh MPUMEHEHHMs TIpenapaTa A0JKHA COXPAHATBCS U MOATBEPKAAThCS JaHHBIMU PETPOCTIEKTHUBHBIX UCCIIEOBAaHUHN, KIIMHUYE-

CKOI1 0€30MacHOCTH ¥ Ka4eCcTBa.

2. BezonacHocTh IIpUMEHEHUS TIpenapaTa A0JKHA COXPAHATBCA U HOATBEPIKAATHCA JaHHBIMU KIIMHUYECKUX I/ICCJ'IGZ[OBaHI/II‘/'I, KJIUHAYECKOM

0e30MacHOCTH. Z[OIDKHLI OBITH NIPEACTABJICHBI UX MOATBEPIKACHUS.

JlokymeHTanus

1.06bscHeHus TNPAYUHBI YIAJICHU NIA [[OGaBJ'IeHI/Iﬂ IIOKa3aHuA U 3a4BJICHUEC TOT'O, YTO 6€301MacHOCTh TNIPUMEHEHUA IPOAYKTa COXPAHACTCA.

2. O6HOBIIeHHAas 001Ias XapaKTEPUCTHKA JIEKAPCTBEHHOTO Npernapara, HHCTPYKLUS 10 MEJUIIMHCKOMY IPHUMEHEHHUIO (JIMCTOK-BKJIA/IBII).

3. JlaHHBIEe KIMHUYECKUX UCCIICIOBAHMI, TOCTPETHCTPAIIMOHHBIX UCCIICIOBaHNUIT; TaHHbIe (hapMaKoHaI30pa.

IIpumeuanue

1 u B.1.2 COOTBETCTBEHHO.

Ecnu fo6aBieHne Win U3MEHEHHE [OKa3aHus K IPHMEHEHHIO IIPOUCXOIUT
BCJIE/ICTBHE PealH3al{i 3aKII0YEHHs SKCIIEPTHOrO0 KOMUTETA MITH U3MEHEHNUH
nH(opManuK o JIEKApCTBEHHOM IIpernapaTe BOCHPOU3BEIEHHOI0/THOPUIHOTO/
OHOaHATOTHYHOTO JEKaPCTBEHHOIO IIpenapara Hocie SKCIEPTU3BI TOTO XKe U3Me-
HEHUsI pe(pepEeHTHOrO JIeKapCTBEHHOTO Mperapara, IPUMEHsIoTCs H3MeHeHus B.1.

B.1.7 Ucknrouenue: VYcenosust Tpebyemast TOKyMEHTAIHs IIpouenypa
a) JIeKapCTBeHHOMN (popMbI 1,2 1B
0) 103UPOBKU 1,2 1B

JloxymeHTanus
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1. lexnaparust, 4To octaBiasi(ue)cst popma(bl) BBITyCcKa JoCTaTOUHA(bI) [UIsl BHIITOJIHEHUS! PEKOMEHIALUI 0 JI03UPOBAHHUIO H JIIUTEILHOCTH

JICUCHUS, OITMCAHHBIX B O6HI€ﬁ XapaKTEPUCTUKE JICKAPCTBCHHOT'O ITpeIiapara.

2. IlepecmoTpenHas HHMOpMAUS O JIEKAPCTBEHHOM IIpenapaTe.

ITpumeuanue

Ecnu paccmaTpuBaemast iekapcTBeHHast (popMa MM T03UPOBKa ObLIa 3aperu-
CTPUPOBAHA B BHUJIE OTJEIBHOTO JIEKAPCTBEHHOTO IIpenapara, TO HCKIIOUCHUE Ta-
KOM JIeKapCcTBEHHON (POPMBI MIIH TO3UPOBKH OyJIET CUUTATHCS HE BHECEHHEM U3-
MEHEHU, a U3BITHEM M3 00paIleHHs.

B.1. 8 Beenenue ninu n3MeHeHue pe3tome cucteMsl dpap- | YciaoBus TpeOyemast fOKyMeEHTaIHs Bun npouenypst
MAaKOHa/130pa JISKApCTBEHHOT'O IIperapara JUist MeJu-

IMHCKOTO puMeHenus (*)

a) Beenenue pestome cucteMsl (papMaKkoHa30pa, U3Me- 1.2 1A

HEHH KBATH()UIIPOBAHHOTO JIHIIA 10 (hapMaKOHaI30-
py (BKIIFOYAsi KOHTAKTHYIO HH(POPMAIXIO) U (UITH) U3Me-
HEHHE MECTOPACIIONIOKEHHUs MacTep-daiina cHCTeMbl
(hapmakoHazopa (nanee - MOCO)

s

JloxymeHTanus

1. Pesrome crcteMbl hapMaKoHaa30pa Ml OOHOBIIEHHE 3HAYMMBIX 3JIEMEHTOB (COOTBETCTBEHHO):

HOI[TBep)KL[CHI/IC TOT'0, YTO 3asIBUTCIIb UMECT B CBOCM PACIIOPSIKCHUN KBaJ'H/I(bI/II_II/IPOBaHHOG JINIO, OTBETCTBCHHO 3a (bapMaKOHamop, " yTBEp-

KICHHUE, IOAINMMCAHHOC 3aABUTCIICM, YTO 3aIBUTCIIb 06J1a}1aeT H606X0[[PIMI)IMI/I CI10c00aMH BBITIOJTHEHUS 3a71a4 u 00SI3aHHOCTEMN B COOTBET-

CTBUH C yCTAHOBJICHHBIMHU TPEOOBaHUSIMH ACHCTBYIOLIEr0 3aKOHOIATENILCTBA B chepe 0OpallieHus JIEKAPCTBEHHBIX CPEJICTB.

KonTakTHast undpopmManus KBaauduIUMpoBaHHOro Jimna o ¢gapmakonanzopy PK, B KoTopbix pacnonaraercsi KBaIU(pUIMPOBAHHOE JHIO 110

(hapMakoH/130py U BBHINOJHSIET CBOM 33/1a4u Mectopacmnoioxenne MOCD

2. Homep M®C® (ipu Hastmuum)

IIpumeuanne:

JlanHOE M3MeHeHHe oxBaThiBacT BBegeHne MAPCD He3aBUCHMO OT HATMYHUS B
TEXHIYECKOU YacTH PErUCTPAlOHHOr0 10che [101poOHOro OmUCcaHus CHCTEMBI
(bapmakoHaaznopa.

V3MeHeHHs: KOHTaKTHOTO JIMLA 1O (apMaKoOHAI30PY, BKIIIOUast KOHTAKTHYIO HH-
opmanuro (Homepa TenedoHOB U (aKCOB, MOYTOBBIN aJPEC U aAPeC IEKTPOH-
HOY 1OYTHI) U U3MeHeHus Mectopacnonoxennss MOCO (ynuua, ropos, HHIEKC,
CTpaHa) JOMyCKaeTcsi OOHOBIIATH HCKIIIOYHUTENBLHO IocpencTBoM Peectpa Pecry6-
nuku Kazaxcran (6e3 HEOOXOAMMOCTH BHECEHHSI N3MECHEHHUIA).

Ecnu neprkatens perucTpanioHHOTO yJOCTOBEPEHUS IPUOEraeT K BO3MOKHOCTH
00OHOBJICHHSI YITOMSHYTO#H BblIllie HH(popManuu mocpeactsom Peectpa Pecry6imu-
ku KazaxcraH, OH 10JDKEH yKa3aTh B PErHCTPAllMOHHOM JI0ChE, 4TO OOHOBIIEHHAS
nH(opManus 3TUX JaHHbIX BKIoyeHa B Peectp PK.

B.I. 9 l3meHeHue cyniecTBYIOIIEH CHCTEMBI (hapMaKo-
HaJ30pa COrJIacHo NOAPOOHOMY OIMMCAHHUIO CUCTEMBI
(bapmakoHanzopa (nanee - [IOCD)

VYcnosus Tpebyemast fokyMeHTaLUs Bun npouenypsl

a) M3amenenne KBanUIMPOBAHHOTO JIAIIa 10 hapMma-
KOHA/30pY, U (WIIH) KOHTAKTHON MH(pOPMAIHH, U (KIIN)
HPOLIEYPBI PE3CPBUPOBAHMUS

0) 3meHenue 6a3bl JaHHBIX 0€30MACHOCTH | (MJIH) OC-
HOBHBIX KOHTPAKTHBIX COIIAIICHUH B LIEJISIX BBIIOJIHE-
HHS (papMaKOHA30PHBIX 0053aTeNILCTB U (MIIH) U3MEHE-
HEE MecTa IIPOoBeJICHHs (hapMaKOHAI30PHOII AesITeNbHO-
cTH

1,2,3 1 1A

B) Unbie uzmenenus [I0CD, ve Biustomume Ha QyHKIHU-
OHHPOBaHHUE CHCTeMbI (hapMaKkoHa30pa (Hanpumep, 13-
MEHEHHE MECTOIOJIOKEHHUS TIAaBHOTO XPaHHITHIIA/apXU-
Ba, a[MUHUCTPATHBHbIC H3MCHCHHS)

s
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r) Buecenne n3amenennii B [IOC® no pe3ynabraTam sKc-
neptussl [IOCD npyroro nexkapcTBEHHOTO IpemnapaTa
TOTO Xe Jiepxarens PY

Ycnoust

1. Cama cuctema papmMakoHa30pa HE U3MEHSIETCS.

2. Cucrema 0a3bl JaHHBIX MPOIILTA TIEPBUYHYO IKCIIEPTH3Y (€CIU MPUMEHUMO).

3. IlepeHoc naHHBIX U3 APYTUX CHCTEM 0a3 IaHHBIX BaTUAUPOBAH (€CJIM MPUMEHHMO).

4. Te xe u3meHenus B [IOC® BBeJeHbI AJ1s1 BCEX JISKAPCTBEHHBIX MPENapaToB TOTo e Aepkarens PY (oanHakoBas OKOHYATENbHAs BEPCHS
MNOC®D).

JlokyMeHTanus

1. Hocnenusist Bepcust [IOCD u, ecin puMEHUMO, TOCIEIHSSI BepCus Ipenapar-cnenuduaHoro gonoiHeHuns. OHU JOJKHBI B OTHOLICHUH
M3MEHCHHS KBATH(HUIMPOBAHHOTO JIUIIA 110 (hapMaKOHaI30py BKIOYATH a) KPATKyH0 OHOrpaduio HOBOrO KBATH(PUIIMPOBAHHOTO JIHIIA 10
(hapmakoHa30py, 6) HOBOE MOJIOKEHHUE JepsKaTeNs U KBaTu()UIIMPOBAHHOTO JIHIIA 110 (hapMaKoHAI30py 00 UX CITIOCOOHOCTH U MYTSIX YBEIOM-
JICHUS O HEXKENATEIbHBIX PEAKLUsIX, TOANMCAHHOS HOBBIM KBATU(QUIHMPOBAHHBIM JIULIO IO (hapMaKOHAA30py H AePiKATENIeM, H OTPaKaroIee
OCTaJIbHBIE BBHITEKAOIINE H3MEHEHHUS, HAIPHMEp, B OPraHU3alHOHHON CXeMe.

Ecnu kBanuduiupoBaHHOE JIHUIIO 110 (hapMakoHaA30py U (WITH) KOHTaKTHas HH(OpMAaIus KBATH()UIIMPOBAHHOTO JIKIIA 110 (hapMaKkoHAA30py
n3HavanbHO He Obutn BKIIO4YeHB! B [IOCD mmu [IOC® we cymectByet, nogava nepecmorpernoro [IOCO He Tpebyercs, He0OX0AMMO mpe-
CTaBUTH TOJIBKO (OPMY 3asIBICHHS.

2. CcbulKa Ha 3asiBJICHUE/TIPOLIEAYPY U JIEKapCTBEHHBII Nperapar, B OTHOIIEHUH KOTOPOTO N3MEHEHHs ObUTH 0J0OpEHBI.

B.1. 10 U3menenue 4acToThl U (MIIM) AATHI TOAYHN TIe- VYcaoBus Tpebyemast TOKyMEHTAIHs Bun npouenypst
puoanveckoro otyera o 6e3onacHoctu (IIOOB) ne-
KapCTBEHHBIX MPENapaToB JIsi METUIIMHCKOTO MpUMe-
HEHUS

s

YcnoBust

1. I3MeHeHue 4acToThl U (I/IJ'II/I) JaThl mogavyu T1OB cornacoBaHo HallMOHAJIbHBIM YIIOJJTHOMOYCHHBIM OPTaHOM.

JloxyMeHTanus
1. IIpuioxeHHOE K COIPOBOAUTENLHOMY IIHCbMY 3asIBIICHUS O BHECCHHH M3MEHEHUIA: CChUIKA HA COTVIAIICHHE YIIOJTHOMOYEHHOI'O OpraHa.

2. [MepecmoTrpennas yacrora u (nn) gara nogauu [100B.

IIpumeuanmne JaHHOE U3MEHEHHUe NpuMeHseTcs, muib ecan muki [10b yka3an B peructparu-
OHHOM JI0Ch€ CIIOCO0aMHM, OTIIMYHBIMHU OT YKa3aHHs CCHUTKH Ha TIePeueHb OTYEeT-
HBIX JIaT, U Ip1 HeoOxoaumoctu noxauu [10B6.

B.1.11 Brenenue nin u3MeHeHHUs 0053aTEIbCTB U yCilo- | YciaoBust TpeOyemast JOKyMeHTaIHs Bun npouenypst
BUI pETHCTPAINH, BKIIFOUast IUIaH YIPABJICHUS] PUCKaMH

a) Peanmmsanus popMynmpoBkH, coriacoBaHHOM ¢ ymon- | 1 1,2 1A
HOMOUYCHHBIM OpraHOM

6) Peanuzanus n3ameHenui, TpeOyIoMMX IpecTaBie- II
HHSA JepxateneM PY HOBBIX TOIOIHUTETBHBIX JaHHBIX,
Hy’KJIAIOIHXCS B OKCIIEPTU3€E YIOTHOMOUYEHHBIM Opra-
HOM (*)

VYcnoBus

1. I3meHeHue peanusyeT aeicTBre, 3aTpeOOBaHHOE YIIOJTHOMOUYSHHBIM OPraHOM, M He TpeOyeT Moauu AOMOIHUTEIbHBIX CBEACHUH 1 (MIN)
JlaJIbHENIIEH SKCIIEPTU3HI.

JloxyMeHTanus

1. HpI/IHO)KeHHOC K CONPOBOAUTEIIPHOMY ITMUCHbMY 3asIBJICHUS O BHECCHUUN M3MEHEHUH: CChUIKA Ha COOTBETCTBYIOLICE PCIICHUE YIIOJTHOMOYCH-
HOI'0 oprasa.

2. IlepecmoTpenHast nHGOPMAIIKS O ICKAPCTBEHHOM TIperapare.

[pumeuanme 9TO M3MEHEHNE OXBATHIBACT JIMIIb CUTYAIHIO, B KOTOPOIl BBOJUMOE H3MECHEHHUE
3aTparuBaeT UCKIKYUTENBHO YCIOBUS U (M) 0053aTeIbCTBA PETHCTPAlNH,
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BKJIIOYas IJIaH YIIPaBJICHUS PUCKaMU U YCIIOBUS U (I/IJ'[I/I) 00s13aTeNbCTBA peru-
CTpaI_II/Iﬁ IIpU UCKITIIOYUTEIIbHBIX 00CTOATEIBCTBAX U yCHOBHOﬁ perucrpanuu.

*) BBEJICHUE IIJIaHA YIPaBJICHHs PUCKaMU, 3aTpeO0BaHHOE YIIOJTHOMOYEHHBIM Opra-
HOM, BCeraa TpeOyeT CyIIeCTBEHHOH SKCIIEPTU3bL.

B.I. 12 BruroueHne wiin NCKIIFOYEHHE YEPHOTO CHMBO- Ycnosus TpeOyemast JOKyMeHTaLUs Bun nmponenypst

JIa WM TIOSICHUTETBHBIX YKa3aHUH B OTHOILICHHH JIeKap-

CTBEHHBIX IIPENapaToB, BXOJAIINX B IEpeUeHb JieKap-

CTBEHHBIX IPENapaToB, MOUISKALINX JOTOIHUTEIBHO-

MY MOHHTOPUHTY
1 1,2 IA

YcnoBust

1. .HCKapCTBeHHHﬁ TIpenapaTt BKJIKOYCH UJIK UCKIIIOYCH U3 NEPLCUHS JICKAaPpCTBCHHBIX MIPEapaToB, MOMICKAIIUX JOITOJIHUTCIIBHOMY MOHUTO-

PHHTY (COOTBETCTBEHHO).

JlokymeHTamnus

1. IlpunoxeHHOe K CONPOBOAUTEILHOMY ITHUCHMY 3asIBIICHHS O BHECEHUHU N3MEHEHHH: CChIJIKA HAa MIEPEUCHb JIEKAPCTBEHHBIX MPENapaToB, MO-

JIC)KAUX JOMOJTHUTCIBHOMY MOHUTOPHUHTY.

2. IlepecmoTpenHas HHGpOpMaIKs O JISKapCTBEHHOM Hpenapate (0OHOBICHHAst 00IIasi XapaKTEPUCTHKA JICKAPCTBEHHOTO MpernapaTa, HHCTPYK-

s 10 MEAUIUHCKOMY IPUMEHCHUIO (J'II/ICTOK-BKJ'IaI[LIHI)).

ITpnmeuanne

JJAHHOE U3MEHEHUE OXBAThIBAECT CUTYAIMIO, IPH KOTOPOH BKIIOYEHHE WU UC-
KJII0YEHHE YEPHOr'0 CUMBOJIA MIIU MOSICHUTENbHBIX YKa3aHUI HE IPOU3BOAUTCS B
paMKax Jpyroi peryisaTopHOM Mpouexypsl (HanpuMep, MpoUeaypbl IPOUIEHUS
WM U3MEHEHN, 3aTparuparomeil nHGopMaIuio o IeKapcTBEHHOM IIpenapare).

B.1. 13 [Ipoune n3mMeHeHus1, He ONUCAHHBIE B APYTUX VYenosust Tpebyemast TOKyMeEHTAIHs Bun npouenypst

paznenax HacTosero JJonosHeH s, BKIIOYAIOLIUX 110-

Jlady UCCIIE0BaHUH YIIOJTHOMOYEHHOMY oprany (*)

I

[Tpumeuanue €CJIM SKCIEePTU3a YIIOJIHOMOYECHHBIM OPTaHOM IOJJAHHBIX JIaHHBIX PUBOJUT K H3-
MEHEHHIO 00IIeil XapaKTEepUCTHUKH JIEKAPCTBCHHOTO TIperapaTa, MapKUPOBKH,
JAHHBIM M3MECHEHHEM OXBATHIBAIOTCSI COOTBETCTBYIOIIHE TTOMPABKH K 00IIei Xa-
PaKTepHCTHKE JIEKapCTBEHHOTO MpenapaTa, MapKHpOBKe.

*) JlaHHOe M3MeHeHHe He IPUMEHSETCS K HU3MCHEHHSIM, KOTOPBIC MIPUHSATHI B Kaye-

cTBe u3MeHeHui B THma mo yMoa4aHHIO B COOTBETCTBUH C JIFOOBIM JIPYTUM pas3-
Jie7IoM HacTosero JlonosHeHus.




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019

; aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 14.05.2019

- e Lo | [ 1Z))Talnogx—n,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 19.04.2019
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 14.05.2019

[Ipunoxenue 2
K npukazy Munucrpa
3/IpaBOOXPaHEHUS
Pecny6nuku Kazaxcran
ot 19 anpens 2019 roga
Ne KP ICM-43

Y TBepKAECHBI
nmpuka3zoM MuHucTpa
3IPaBOOXPAHCHUS
Pecny6nuku Kazaxcran
ot 18 Hos16pst 2009 roga Ne 736

IIpaBuia npoBegeHUs IKCNEPTU3BI MEAUUNHCKUX U31eIN I
I'1aBa 1. O0mue moJI0KeHUSA

1. Hacrosimue IIpaBuiia npoBeaeHUs S3KCIEPTU3bI MEAULIMHCKUX U3AEINUN (Haiee
- [IpaBuna) pa3paboTaHsl B COOTBETCTBUU cO cTaTbei 63 Konekca PecniyOnuku
Kazaxcran ot 18 cents6pst 2009 roga «O 310poBbe HAPOJIa U CUCTEME
3paBooXpaHeHus» (nanee — Koaekce) u onpenesstoT nopsa10K MPOBEACHUS 3KCIEPTU3BI
MEIULIUHCKUAX U3EIIHMN.

2. DKcnepTu3a MEAUUMHCKUX U3JICJINI B COOTBETCTBUU C IMIYHKTOM 2 CTaThu 63
Konekca mpoBoAUTCS: TOCYJapCTBEHHOM SKCIIEPTHOM opraHu3aiueil B chepe
oOpalleHus! JICKAPCTBEHHBIX CPEACTB U MEIUIIMHCKHUX M3ACIIHM (J1amee —
rocyJIapCTBEHHAs PKCIIEPTHAST OpTraHU3aIs).

3. DkcnepTu3e noanexar npousseaeHHble B Pecniyonuke Kazaxcran, a Takxe
BBO3UMBIE HA €€ TEPPUTOPUIO METUIIUHCKUE U3CIIHSL.

4. 1o nogauu 3asiBJEHUS HA HKCIIEPTU3Y MEAULIMHCKOTO U3JIEIUS 3asIBUTEIb 110
COOCTBEHHOW MHUIMATHUBE MOJIy4aeT B FOCYIapCTBEHHON AKCIEPTHOM OpraHu3anun
HAYYHYIO U IPEAPErUCTPALUOHHYIO KOHCYJIBTALMIO Ha JIOTOBOPHOM OCHOBE T10
BOIIPOCAM, CBA3aHHBIM C IIPOBEACHUEM IKCIIEPTU3bI MEAULIMHCKOTO U31ETUS
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5. JIns npoBeAeHUs SKCIEPTU3BI MEAULIMHCKOTO U3EINS, IPUMEHAEMBIX
IPUMEHSEMOTO B CIIy»0€ KPOBH rOCyJapCTBEHHAs HKCIIEPTHAsI OpraHu3alus
IPUBJIEKAET CHCIUATUCTOB U3 MPOQPUIBHBIX OPraHU3AIHii, OCYIIIECTBIISIONINX
NEeSITEILHOCTD B cpepe CITyKObI KPOBH.

6.B HaCTOAIIINX HpaBI/IJIaX HCITIOJIB3YIOTCA CIICAYIOIHUEC TCPMUHBI K OIIPCACIICHUSA:

1) MeauuMHCKIE U3ACNUS ISl AMarHOCTHKY 1n Vitro — J100ble HHCTPYMEHTHI,
arnmnaparbl, IpuOOpkl, 000PYI0BAHUE, MATEPUAIIBI, PEAreHThI, KATMOPATOPHI,
KOHTPOJIbHBIE MaTepUasbl U MPOUYUE U3JIETIUs, IPUMEHIEMbIE B MEIUIIMHCKUX LIEISAX
OTJIEJIbHO WJIK B COYETAHUM MEXKy COOOM, a TaK:Ke BMECTE C MPUHAIIEHKHOCTIMH,
HEOOXOIUMBIMU ISl IPUMEHEHHUS YKAa3aHHBIX U3JI€JIUI 10 Ha3HAYECHHIO, BKIIIOYas
crenuaibHOE MPorpaMMHOE oOecriedeHue, U MpeaHa3HauYeHHbIE MPOU3BOUTEIEM
MEUIMHCKOTO U3ENUS JJIsl IPUMEHEHUSI IPU UCCIIEIOBAHUAX 1nVitro 00pas3ioB
OMOJIOrMYECKUX MAaTEepHaJIOB YeJIOBeKa JIJIsl MOIyUYeHHs] HH(POPMAIIMU OTHOCUTENIBHO
(U3HOJOTUYECKOTO MIIHM MATOJIOTHYECKOTO COCTOSIHUS, BPOXKIEHHON aTOJIOTUH,
IPEIPACIIONOKEHHOCTH K OMPEIEICHHOMY KIIMHUYECKOMY COCTOSIHHIO HJIM OOJIEe3HH,
COBMECTUMOCTH TKaHEH C MOTEHIUAIBHBIM PEIIUITUEHTOM, TPOTHO3UPOBAHUS PEeaKIUi
Ha TepaneBTUYECKUE BO3AEHCTBUSA, BEIOOpA TEPANEBTUUECKUX CPEACTB U (UJIN)
KOHTPOJIS JICUCHHUS,

2) HAaMMEHOBAaHKME MEIUIIMHCKOTO M3JIENHsI — CJIOBECHOE 0003HAUCHUE
MEJUIIMHCKOTO U3ENHS, OTPEICTISIONIee MO/IeIb, PA3HOBUIHOCTh, MOAU(DUKAIINIO, THII;

3) KOMILICKTYIOMICC K MCAUIIMHCKHUM U3ACIINAM — U3ACIINEC, HE ABJIAIOIICCCS
MCIHUIMHCKUM HU3ACIIMEM WU IIPUHAMJICKHOCTBbIO K HUM, B TOM YHUCJIC 6J'IOKI/I, qacTH,
QJICMCHTBI U3CIINA, MAaTCPHUAJIbI, 3alIaCHBIC YaCTH, ITPCAHASHAUYCHHBIC ITPOU3BOIUTCIICM
MCIHUIMHCKOI'0 U3ACIus ISl IPUMCHCHUA B COCTABC UJIM COBMCCTHO C HUMMU;,

4) Habop (KOMILIEKT) MEAUITUHCKUX U3JIEIUHN - COBOKYITHOCTh MEIUIIMHCKHUX
W3CIUN, UMEIOIMNX €IMHOE Ha3HAYCHUE U MAPKHUPOBKY, C YKa3aHUEM MEPEUHS
yKa3aHHBIX MEIUIIMHCKUX U3JICITUH.

5) MPUHAIJIC)KHOCTD K MCIUITNMHCKUM HU3ACIIUAM — U3ACIINUC, HC ABJIATOIICCCA
MCIHUIIMHCKUM HU3ACIIMEM, ITPCAHASHAYCHHOC ITPOU3BOANTCIICM JIJIs1 COBMCCTHOI'O
IMPUMCHCHUA C OAHUM HJIN HCCKOJIBKHMMHU MCOAUIMHCKUMU U3ACTTUAMUA IJIA
HCIIOJB30BAaHHUA B COOTBETCTBUH C UX HA3HAYCHUCM,
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6) 6€30MacCHOCTh METUIIMHCKOTO U3JIENHS — OTCYTCTBHE HEJIOMYCTUMOTO PUCKA
IIPU UCIIOJIL30BAHUHU METUIIMHCKOTO U3CNHS, CBA3aHHOIO ¢ MPUYNHEHUEM Bpea
YKU3HU, 3[IOPOBBIO YETIOBEKA, a TAKKE OKPY-KaIOIIel Cpefie;

7) 3axnrodeHue o 6e30nacHOCTH, YH(PEKTUBHOCTH M KAYECTBE MEAUITMTHCKOTO
U37ICTUS — JIOKYMEHT, COJICPIKAIUi Pe3yJIbTaThl SKCIIEPTHU3bI 3asBICHHBIX
MEIMIIMHCKHUX U3CITUH;

8) paCXOI[HBIﬁ MaTepuall K MCAUIMHCKUM HU3JCIUAM — U3CIIUA U MaTCPpHAJIbI,
PacxoayCMhbIC IIpHU UCII0JIb30BAHUHU MCAUIMHCKOI'O U3CIINAA, OGGCHC‘{HBaIOH_[I/Ie
ITPOBCACHUE MaHI/IHy.]'ISIIII/Iﬁ B COOTBETCTBHUMU C q)yHKIII/IOHaJ'IBHBIM Ha3HA4YCHHUCM
MCOAUITMHCKOI'O U3CINA,

9) mpousBOAMTENF MEAULIMHCKOIO U3/1€NUs — CYOBEKT B c(hepe oOparieHus
JIEKapCTBEHHBIX CPEACTB U METUIIMHCKUX M3/IEIHI, OTBETCTBEHHBIN 3a pa3paboTKy U
W3TOTOBJICHHE MEAUIIMHCKOTO U3IENHS, ACTMAONINI €T0 JOCTYTHBIM IS
UCIOJIb30BaHUS OT CBOETO UMEHU HE3aBUCHUMO OT TOTO, pa3paboTaHo U (HIIN)
W3TOTOBJICHO 3THUM JIMIIOM WJIA OT €r0 UMEHH JIPYTUM JIUIIOM (JIMIIaMHU), © HeCYIIUH
OTBETCTBEHHOCTH 3a €ro 0€30MacHOCTh, KaueCTBO U 3((HEKTUBHOCTH;

10) Ka4CCTBO MCANIIMHCKOT'O U3CIINA — CTCIICHL COOTBECTCTBHUA COBOKYITHOCTH
CBOMCTB U XAPAKTCPHUCTHUK MCOAUITUHCKOI'O U3ACIINS HCIIAM €T0 IIPCIHA3HAYCHHOT'O
HCIIOJIB30BaHMUA,

11) HOpMaTUBHBIN JOKYMEHT 10 Ka4Y€CTBY MEAUIIMHCKOTO U3EIUs (J1anee —
HOPMAaTUBHBINA JOKYMEHT) — JOKYMEHTHI (MEXAYHAPOIHbIE, PETUOHATIBHEIE),
HallMOHAJIbHBIE CTAHJIapThl, CTAHAAPTHI OPTaHU3ALUH, YCTAHABIMBAIOIINE KOMILJIEKC
TpeOOBaHUI K KAUECTBY, 0€30MTACHOCTH, TPAHCIIOPTUPOBKE U XPAHEHUIO MEAULIMHCKUX
U3JIENINI, a TAKXKE K METOJUKAM UCIIBITAaHUN;

12) 3¢pheKTHBHOCTh METUIIMHCKOTO U3JIENIHS — COBOKYITHOCTb CBOWCTB U
XapaKTePUCTUK METUIIMHCKOTO U3ENHS, 00ECTICUNBAIOIINX JOCTHKEHUE TIeTen
peAHa3HAUYCHUS, YCTAHOBJIEHHBIX MPOU3BOAUTEIEM MEAUIIMHCKOTO U3/IEIIUS U
MOJITBEPKIACHHBIX TPAKTUKON €ro UCIIOJIb30BAHUS;

13) DkcnepTHBII COBET rOCyJapCTBEHHOM dKCIIEPTHON OpraHu3aluy (Janee —
DKCHEPTHBIN COBET) — KOJUIETHAIbHBIA OpraH, CO3/1aBaEMbIi B TOCY1apCTBEHHOMN
JKCIIEPTHOW OpPraHU3aluy 110 PACCMOTPEHMIO CIIOPHBIX BOIIPOCOB B PE3yJIbTATaX
AKCIIEPTU3bl, OCHOBAHUM (ITPUYMH) BbIAAYM OTPULIATENbHBIX 3aKIOYEHUH 110
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3¢ pexTuBHOCTH, O€30MMACHOCTU U KaYECTBY JIEKAPCTBEHHBIX CPEJICTB, METULIUMHCKHUX
U3JICNIUN U IPUHSATUIO OKOHYATEJILHOTO PELICHMS;

14) monens - OykBeHHOE, ITU(POBOE UM OYKBEHHO-IIU(PPOBOE 0003HAUCHKE
OJTHOH €IMHMIIBI METUITUHCKOTO U3/ICITHS;

15) monudukanus — pa3sHOBUAHOCTb MEJUIIMHCKOTO U3/1€Hs, UMEIoIas 001ue ¢
OCHOBHBIM METUIIMHCKUM H37eMeM KOHCTPYKTHUBHBIC TPU3HAKH, pa3paboTaHHbIC Ha
0a3e OCHOBHOI'O U3/IEJINS C LEJIbIO €70 YCOBEPIIEHCTBOBAHUS, PACIIMPEHUS JINOO
crenuann3alyy MIPUMEHEHUSI B MEULIMHCKUX LETAX;

16) npon3BoicTBEHHAS IJIOIIA/IKA — TEPPUTOPHATIBEHO 000COOIEHHBIM KOMILIEKC
MPOU3BOJIUTENS MEIUIIMHCKUX U3AENH, MPeIHa3HAYEHHbIN JUIs1 BBIIOJIHEHUSI BCETO
mpoiiecca MPOU3BOJICTBA MEAUIIMHCKUX U3/ICTUN WU €ro OMpEACTICHHBIX CTa N,

17) ynoaHOMOYEHHBIH MPEACTaBUTENb MPOU3BOIUTENS — FOPUIUUECKOE WU
¢uznyecKoe JUIO, 3aPETUCTPUPOBAHHOE B KAUECTBE MHANBUAYAIBHOTO
npeanpuHuMaTes, sBistomeecs peauaeHtom Pecniyonuku Kazaxcran,
YIOJIHOMOYEHHBIE JJOBEPEHHOCTHIO POU3BOAUTENS MEIULIUHCKOTO U3IEIHS
IPEICTABIATh €r0 HHTEPECHI 10 BOIIpOcaM 00pallleHus: MEAULIMHCKOTO U3IeNINs Ha
teppuropun Peciybnuku Kazaxctan B COOTBETCTBUHU € ACHCTBYIOIIUM
3akoHoaaTenbcTBOM PecryOnmku Kazaxctan B 0651aCcTH 3ApaBOOXPAHEHNUS;

18) 3asBUTENb — IPOU3BOIUTEND (M3TOTOBUTEIIb) UM UX MIPEACTABUTEND,
YIOJHOMOYEHHOE M0JIaBaTh 3asiBJICHUE, TOKYMEHTHI U MaTepuasbl Ha MIPOBEICHHE
AKCHEPTU3bI MEUIIMHCKOTO U3CIHS AJIsl PETUCTPALlUU, TIEpEPErucTpalui, BHECCHUS
VU3MEHEHUN B PETUCTPALIUOHHOE J10ChE;

19) Tunopa3zMepHsbIil P — psia U3AEINN U3 OTHOPOIHOIO MaTepuaiia, ¢ €AMHON
KOHCTPYKIIMEH, OOIIMM TEXHOJIOTMYECKUM IIPOLECCOM, OOIIMM (PYyHKIMOHAIbHBIM
Ha3HAYCHHEM, OTIMYAOIINXCS pa3MepaMHu, JUaMeTpaMu, IITyOHHON, BECOM, 00BEMOM,
IIBETOM U (POPMO¥;

20) perucTpalmoHHOE JO0ChE — KOMIUIEKT JOKYMEHTOB U MaTepHaJIOB
YCTAHOBJIEHHOT'O COJIEp KaHUs, MIPEJCTABISIEMbIN K 3asIBJICHUIO HA IKCIIEPTU3Y
MEIULIUHCKOTO U3ENHS;

21) BHECEHUE U3MEHEHHI B PETUCTPALIMOHHOE JI0ChE€ — U3BMEHEHHU S, BHOCUMBIE
3asBUTEJIEM B PETUCTPAIIMOHHOE JIOChE B TCUCHHE JICUCTBUS PETUCTPAIMOHHOIO
yJIOCTOBEPEHMS, HE BIMSIONINE Ha 0€30MacCHOCTh, 3P(HEKTUBHOCTH H KAYECTBO
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MEIUIMHCKOTO U3ICIINS U TTOJIEKAIINE SKCIIEPTU3E B COOTBETCTBUU C HACTOSIIIUMU
[IpaBunamu;

I'nasa 2. Ilopsiok npeaocTaBjieHUsl PerucTPANMOHHOIO I0Che JIJIs POBeIeHus
IKCHEPTU3BI METUIMHCKOT0 U3/1eusl

7. ns mpoBeneHns dKCIepTU3bl MEIUIIMHCKOTO U3EIHUS 3asIBUTEIb 3aKIIFOYAET C
rOCyAApCTBEHHOM DKCIIEPTHOM OpraHu3alyeil J0roBop Ha IPOBEICHUE IKCIIEPTU3HI U
npenocTasiseT B LleHTp oOcimyxuBaHus 3asBUTENEH TOCYIAPCTBEHHON IKCIIEPTHOM
opranuzaiuu (nanee — [1O3) cneayroniyue 10KyMEHTHI:

1) 3asBIeHUE HA MPOBEJIEHUE IKCIEPTU3bI METUIIUHCKOTO U3AeNus o opme
COTJIACHO MpUiIoKeHUto | k HactodmuMm IIpaBunam;

2) perucTpaioHHOe J0Che, coJiepxKalee nepeyeHb JOKyMEHTOB
PETHUCTPAITMOHHOTO A0ChE JISl AKCIIEPTU3bI METUITUHCKOTO U3/IeIHS COTJIACHO
PUIOKEHHIO 2 K HacTosmuM [IpaBunam;

3) 00pa3iibl METUIIMHCKOTO U3CIHS, CTaHAAPTHBIE 00Pa3Ibl XUMHUYECKUX
BEILIECTB, TECT-IITAMMOB MUKPOOPTaHU3MOB, KYJIbTYP KJIETOK, CIEIU(PUIECKUX
peareHTOB, PaCXOIHBIX MaTEPHAIOB, HCOOXOUMBIX JIJIs1 BOCIIPOU3BOIMMOCTH METOJIUK
71a00paTOPHBIX UCTIHITAHUN MEIUITMHCKOTO U3/IENIUS B KOJTUYECTBAX, JOCTATOUHBIX JIJIs
TPEXKPATHBIX UCIIBITAHUHN C OCTATOYHBIM CPOKOM T'OJTHOCTH HE MEHEE IIECTH MECSIICB;

4) KOnuI0 IOKYMEHTA, MOITBEPKIAIOIIETO OIIaTy 3asBUTEIEM CyMMBI IS
MIPOBEJCHUS SKCIIEPTU3bI HA pACYETHBIN CUET IOCYAaPCTBEHHOM YKCIIEPTHOM
OpraHu3alyu.

8. @opMupoBaHUE 3a4BJICHUS HA MPOBEAECHUE SKCIEPTU3bI METULIMHCKOTO
U3JIEIUS C IPUIIOKEHUEM IEPEYHs JOKYMEHTOB PETHCTPALMOHHOIO 10ChE IS
AKCTIEPTU3bI MEAUIIUHCKOTO U3/IENUsl COTIIACHO MPUJIOKEHUIO 2 K HACTOSIIUM
[IpaBunam ocyuiecTBisieTcs: B MH(OOPMALMOHHON CUCTEME TOCYAapCTBEHHOM
AKCIIEPTHOM Oopranu3zanuu (nanee — uHPopMalMoHHasi CUCTEMA) 110 UHIUBUYATbBHOMY
apoJIko.

9. Cnennanuct 1{O3 nocie npueMa T0KyMEHTOB, IPELYCMOTPEHHBIX ITYHKTOM 7
HacTosux [IpaBun B TeueHrne oHOro padbovyero AHs:

1) ocyIecTBIsIET PETUCTPAITUIO 3asiBICHUS B MH(OPMAIIMIOHHON CUCTEME;
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2) OCYIIECTBIISIET 3arpy3Ky 3JIEKTPOHHOIO PETMCTPALMOHHOIO JOChE B
UH(OPMAIIMOHHYIO CUCTEMY;

3) IMPOBECPACT OCTaTOYHBIN CPOK rOAHOCTHU 06pa311013 MCAULIMHCKOI'O N3ACJIHA,
CTaHAAPTHBIX 06p33HOB XUMHUYCCKUX BCUICCTB, TCCT-INITAMMOB MUKPOOPIraHNU3MOB,
KYJIBTYP KIICTOK, CHGHI/Iq)I/I‘-IGCKI/IX pC€arcHTOB, paCXOJHbIX MATCPUAJIOB, HCO6XO,ZII/IMBIX
AJI1 BOCITPOU3BOANMOCTHU METOAUK na6opaToprlx HCIIbITAHUHN MCAUITMHCKOI'O U3ACIUA
N BHOCHUT JaHHBIC B HH(bOpMaHHOHHYIO CUCTCMY.

Jiist coOuroieHust yCIOoBUI XpaHeHUs (TeMIIEPaTypPHBIA PEKUM, BIaKHOCTD)
o0pa3iibl MEAUIIMHCKOTO U3JIETHUs IPEIOCTABISIOTCS HAPOUHO HEMOCPEICTBEHHO B
UCTIBITATEeILHYIO T1a00paTopuIo.

10. BkitoueHue B OIHO PErUCTPAIMOHHOE 10Che HECKOJIBKUX MOIU(PUKAIINI
MEIUITMHCKOTO U3/IeTHUs, BOZMOKHO IPH CIETYIOUTUX YCIOBHIX:

1) mpou3BOACTBO MOAUGDUKAIINI MEAUIIMHCKOTO U3/IEIHS OCYIIECTBIISIETCS
OJIHUM TIPOU3BOIUTENIEM U UMEIOT OOIINE KOHCTPYKTHUBHBIC MPU3HAKHY;

2) MouUKAIIIU METUIIMHCKOTO U3/CJINS OTHOCUTCS K OJHOMY KJlaccy
MNOTEHIIUAIBHOTO PUCKA TPUMEHEHUS;

3) MoauduKaMKH METUIIMHCKOTO U3/ENHs UMEIOT o01iee GyHKIIMOHATHHOE
Ha3HA4YCHUE;

4) MmouduUKaAIIU METUIIMHCKOTO U3CIHS UMEIOT OJIHY 00J1acTh MPUMEHEHHS,

5) MoaudUKaUK MEAUITMHCKOTO U3IeNNs UMEIOT €IMHbIe TTpaBuUiia
AKCIUTyaTalu ¥ IpaBujia CEPBUCHOTO OOCTY KUBaHHUSI.

11. B cny4asix mpeacTaBiaeHUs 3asiBUTEIEM HETIOJIHOTO MTAKETa TOKYMEHTOB, a
Tak)ke He COOJI0/IEHU YCIOBHMA, TPEAYCMOTPEHHBIX MYHKTOM 7 HacTosimux [IpaBun
creruanuct [{O3 oTka3piBaeT B mpueMe 3asBICHUS.

I'naBa 3. Ilopsiaok npoBegeHUs IKCIEPTU3BI MEAUIUHCKOT0 U3/1e/IUA
IHaparpa¢ 1. dTanbl npoBeeHUs IKCHEPTU3bI METUIIMHCKOT0 U3/1eTUsA

12. DkcnepTr3a MEAUIIMHCKOTO U3/ICJINS COCTOUT U3 CIACTYIOIINX ITAIOB:

1) HayanbHas SKCHepTH3a (BATUAALNS PETUCTPAIIMOHHOTO J0CHE);
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2) nabopaTopHbIE UCTIBITAHUS METUITMHCKOTO U3/ (32 UCKITIOUCHUEM
MEUIMHCKUX U3CIIUN SIBISIOMMXCS annapaTaMu, IPUOOpaMu Wik 000PY/I0BAaHUEM );

3) CIICIIUAJIN3NPOBAHHAA OKCIICPTHU3A.

13. DkcnepTr3a NpoOBOAUTCS C UCTIOIB30BaHUEM UH(POPMAIITMOHHON CHUCTEMBI
rocyJapCTBEHHOW 3KCIEPTHON OpraHu3aluy, UHTETPUPOBAHHOM € €JMHON 0a3oi
naHHbIX «CrcTema ynpaBiieHus JeKapCTBEHHOro obecnieueHus» Exnnon
UH(OPMAIIMOHHON CUCTEMOM 3JpaBOOXPAHEHHUS.

MMaparpa¢ 2. Ilopsaok npoBeaeHUs1 HAYAJIBHOM IKCIEPTU3bI (BATUAANUMA
PErucTPALMOHHOIO 10Che) MeIMIUHCKOI0 U3/1eTus

14. Ilocne nmpuemMa 3asBJICHHS SKCIIEPTOM ITPOBOAUTCS HayadbHas dKCIEPTU3A
(Banmaanus perucTpaluoHHOTO JOChEe) MEAUIIMHCKOTO U3/IeNIUs B CPOKH,
peAyCMOTpPEHHbIE I1aBoil 6 HacTosux [IpaBu.

15. IIpu HauanpHOM AKcHepTH3E (BAIMIALUK PETUCTPALIUOHHOIO JI0CHE)
MEUIMHCKOTO U3/IEIHS TPOBOJAUTCS OIIEHKA MOJHOTHI, KOMIUJIEKTHOCTH U
MPABUILHOCTH O(OPMIICHUS TOKYMEHTOB, MPECTABICHHBIX 3asIBUTEIIEM B
PErUCTPALlMOHHOM JI0ChE B OTHOLIEHUH J0Ka3aTeIbCTB 0€30macHOCTH, 3 (PEKTUBHOCTH
U KauecTBa MEIUIIMHCKOTO U3EIHS, a TaK:Ke MPOBEPKHU 00Pa31l0B MEAUIIUHCKOTO
U3JIETIUS M CTAaHAAPTHBIX 00pa3IloB IS MPOBEICHU Ja00PaTOPHBIX UCIIBITAHUIN Ha
COOTBETCTBHE YCIOBUSIM, IPEABSIBISIEMBIM K 00pa3iiaM METUIIMHCKOTO U3CIUS IJIsI
71a060paTOPHBIX UCTIBITAHUMN COTJIACHO MPIIIOKEHUIO 3 K HacTosmuM [IpaBusam.

16. B ciiyyae Hanuuusi 3aMe4aHui B pErUCTPALIMOHHOM JIOChE 3asIBUTEITIO
HaIPaBJISIETCS MUCHMO C YKa3aHUEM BBISIBJICHHBIX 3aMEUaHUN U HEOOXOIUMOCTHU UX
YCTPaHEHUS B CPOK, HE MPEBBIIAIONINN ECThACCAT KAJTICHAAPHBIX THEH.

17. Ilpu HE yCTpaHEHUHY 3aME€UYaHUM U HEMPEACTABICHUN OTBETA B
YCTaHOBJICHHBIE CPOKH, ITPEAYCMOTPEHHBIE IMYHKTOM 16 Hactosmux [IpaBui,
rocyJIapCTBEHHAas SKCIIEPTHAsI OpraHu3allys HalpaBiseT 3asBUTEII0 YBEJOMIICHHUE (B
IPOU3BOJIBHON (hOpPME) O IPEKPAIICHUN IKCTIEPTU3BI METUITUHCKOTO U3/ICITHA.

18. I1o pe3ynbpTaTaM HauyaabHOW SKCHEPTU3bI (BATUIAIMNA PETUCTPAIMOHHOTO
JI0ChE) COCTABJISIETCS OTUET HAYAJIbHOM 3KCIIEPTHU3bI (BAIUIAIMU PETUCTPAIMOHHOTO
J0Ch€) METULIMHCKOTO U3/EJINs, TPEACTABICHHBIX HAa SKCIEPTU3Y COTIIACHO
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MPUIIOKEHNIO 4 K HAacTOsAIKM [IpaBunaM Win OT4eT Ha4albHOM SKCIIEPTU3bI
(BamaaIuy perucTPariOHHOTO J0ChEe) M3MEHEHU, BHOCUMBIX B PETUCTPAIMOHHOE
JIOChE€ MEAULIMHCKOTO M3AENUS COTIaCHO NMPUIIOKEHUIO 5 K HacTtogmmM [IpaBunam.

Haparpad¢ 3. Ilopsiaok npoBeaeHUs JTa00PATOPHBIX HCIIBITAHNH MEeIMIMHCKOI 0
u3ae s

19. B ciyuae mosioxKUTENbHOTO 0TYeTa HaYalbHOU AKCIIEPTU3bI (BaTUAANH
PETHCTPALIMOHHOTO 10ChE) MPOBOAATCS 1a00PATOPHBIE UCIBITAHUS 00pa3LOB
MEIULIMHCKOTO U3AENHS B CPOKHU, IIPENYCMOTPEHHbBIE IrI1aBoi 6 HacTosmux [IpaBuo.

20. JIabopaTtopHbI€ UCTIBITAHUSI 00PA3IIOB METUIIMHCKOTO U3EINS, 32
HCKJIFOYECHUEM MEIUIIMHCKUX U3JIEIUI SBIISIONIUXCS anapaTaMu, MpudopamMu Uiu
000pyI0BaHUEM, OCYIIIECTBIISIOTCS B UCTIBITATEIHHBIX JIAOOPATOPHSIX TOCYIAPCTBEHHOM
JKCIIEPTHOW OPraHU3alluu B LIEJSAX NOATBEPKICHUS COOTBETCTBUS MTOKA3aTESAM
0€30MaCHOCTH U KaueCTBa MEIUIIMHCKOTO U3/IEUs 3asBICHHBIM B HOPMAaTUBHOM
JIOKYMEHTE IPOU3BOJIUTENS U BKIIFOYAIOT:

1) ucnipiTanms 00pa3IOB METUITMHCKOTO HU3ICIIHS;
2) onpeesieHrne BOCIIPOM3BOAMMOCTH METOIMK aHaJH3a.

HcneiTanus O6p33].[OB MCIAUIMHCKOI'O U3ACIINSA OCYHICCTBIIAIOTCA ITYTCM
IMPOBCACHUA (1)I/I3I/IKO-XI/IMI/I‘ICCKI/IX, OMOJIOTMYECKUX U TEXHUYECKUX UCITBITAHUN B OeaAax
IMOATBCPKACHHUA COOTBCTCTBHA TOKa3aTeliell 0e30MacHOCTH B KauecTBa MCAUIIUHCKOI'O
HU3ACIINA.

[Tpu ucnibITannu 00pa3LIOB MEJUIIMHCKOTO U3/IEJIHS OTIPEIEISIeTCs
Ounosornyeckas 6€30MacHOCTh WM OLIEHKA OMOJIOTMYECKOT0 IEUCTBUS, PU3NYECKUE U
MEXaHUYECKHUE MOKa3aTeNu, (yHKIMOHAIbHbIE, TEXHUUECKHE U (PU3UKO-XUMUYECKUE
MOKa3aTeu, HOATBEePKIAIoIe Oe30MaCHOCTh U Ka4eCTBO MEUIIMHCKOTO U3/IEIHS.

OHpeHeHCHI/IC BOCITPOU3BOAMMOCTHU MCTOJAUK aHAJIN3a I10 KOHTPOJIIO Ka4CCTBA
MCIHUIMHCKOI'O U3JACJINsS OCYHICCTBIICTCS B HCJIAX MOATBCPIKACHUS UX COOTBECTCTBUA,
MpcaAyCMOTPCHHBIX HOPMATUBHBIM JOKYMCHTOM IIPOHU3BOJUTCIIA.

21. JJabopaTopHbI€ UCTIBITAHUS HE IPOBOASTCS MPHU MPOIJICHUH CPOKa IEHCTBUS
PErUCTPAallMOHHOTO YIOCTOBEPEHHUS B ClTydae MPUCYTCTBUS Ha (papMalleBTUUECKOM
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peiake PecnyOnukn KazaxcTtan MeIUIIMHCKOTO U3/IEIHS, IIPOU3BEICHHOTO B YCIOBHX
ISO (MCO) 13485 nnu GMP ([Ixxudwmlln), He MeHee necsiTu JieT 6e3 pekiaMaluii Ha uxX
0€301acHOCTb, 3QPEKTUBHOCTH U KAa4ECTBO.

22. B cnyuae BBISIBIICHUS 3aMEYaHU 110 pe3yJibTaTaM JabopaTOPHBIX UCTIBITAHUIMA
3asIBUTEIIIO HAIIPABIIAETCS IIUCHMO C YKa3aHUEM BBISBICHHBIX 3aMEYaHUN U
HEOOXOAMMOCTH MX YCTPaHEHMsI B CPOK, HE IIPEBBIIAIOIINN JEBIHOCTA KaJIeHIaPHbBIX
JTHEH.

23. IIpu He NpenOCTABICHUH 3asIBUTEJIEM OTBETA HA BHICTABIICHHBIE B MUCHME
roCyapCTBEHHOM SKCIIEPTHOW OPraHU3alMU 3aMEYaHUs B YCTAHOBJIEHHBIN CPOK,
PEAYCMOTPEHHBIN MyHKTOM 22 HacTosmux [IpaBuit u oTpuiiaTeIbHbIX pe3yJibTaTax
71a00paTOPHBIX UCIIBITAHUH, MaTEPHAIBI HAIPABIISIIOTCS B DKCIIEPTHBIN COBET IS
MPUHATHS pellieHHs 00 0TKa3e U MPEKPAICHHS YKCIIEPTU3bI MEAUITUHCKOTO U3/ICIIHS.

24. 1o pe3ynpTaTaM J1a00paTOPHBIX UCHIBITAHUN MEIULIIMHCKOTO U3JEIHS
UCIIBITATEILHOM TabopaTOpueil CoCTaBIsI€TCS MPOTOKOI UCTIBITAaHUM 110 hopme
COTJIACHO MPUJIOKEHUIO 6 K HacTosmuM [IpaBunam.

25. Jlng 006pa31ioB MEAUIIMHCKOTO U3/IENHS, TPEOYIOIIMX OCOOBIX yCIOBUN
TPAHCHIOPTUPOBKHU U MPOBEJICHUS UCTIBITAHUHN C UCTIOJIB30BAHUEM CHEIU(PUIECKOTO
000py/10BaHUs U BCTIOMOTATEIbHBIX CPEACTB J1a00paTOPHBIE UCIIBITAHUS TPOBOASITCS B
1ab0opaToOpUu KOHTPOJISl KaueCcTBa MPOU3BOAUTENS MU B KOHTPAKTHOM J1abopaTopuu,
UCIIOJIb3YEMOU IPOU3BOAUTENIEM B IIPUCYTCTBUM MPEICTABUTEIEN TOCYJaPCTBEHHOM
AKCIIEPTHOM OpraHu3alllH.

ITo pe3ynbpTaTaM UCIBITAHUI COCTABISETCA OTUYET O pe3yJibTaTaxX MPOBEICHHUS
71a60paTOPHOTO UCIIBITAHUS B JIAOOPATOPUM KOHTPOJIS Ka4eCTBA MPOU3BOUTEIIS WU B
KOHTPAKTHOM J1a0OpaTOpHH, NCIIOIH3yEMOU MPOU3BOJUTENIEM COTIIACHO TIPHIIOKECHHIO 7
K HacTtosiimMm [IpaBuiam.

IMaparpa¢ 4. Ilopsaok npoBeaeHus CeNMAJIN3UPOBAHHON IKCIIEPTU3BI
MEJIUILMHCKOI0 M3/1e/Isl

26. B ciyyae MnojoKUTeIbHOTO 0TYeTa Ha4alIbHOM AKCIIEPTU3bI (BalluIallun
PETUCTPAIMOHHOTO JJOChE) U TOJIOKUTEIBLHOTO pe3yJibTaTa J1abopaTOPHbIX UCTIBITAHUHN
MIPOBOJIUTCS CIICIIMATU3UPOBAHHAS IKCIIEPTHU3a MEAUIIMHCKOTO U3/ICNINS B CPOKH,
peayCMOTPEHHBIE T1aBoi 6 HacTosmux [IpaBut.
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27. CnenManv3upoBaHHasl dKCIEPTHU3a MPOBOAMUTCS IIyTEM U3YUYEHUS JOKYMEHTOB
PErUCTPALIMOHHOTO 1I0ChE HAa IPeIMET UX 0e30MacHOCTH, 3P(HEKTUBHOCTH U Ka4eCTBa,
BKJIIOYAIOIIASL:

1) onienky 6e3omacHOCTH, I3(HEKTUBHOCTH M KAUECTBA MEAUIIMHCKOTO U3/ICIHS;

2) OLCHKY BJIMAHUS BHOCHUMBIX B PErUCTPAIMOHHOC 10CHEC U3MECHCHUH Ha
6630HaCHOCTL, 3(1)(1)GKTI/IBHOCTL N Ka4CCTBO MCAMIIMHCKOI'O U3ACJINA,

3) aHaM3 AaHHBIX O Pa3pabOTKEe U MPOU3BOJICTBE METUIIMHCKOTO U3CITHS
(cXeMbl MPOIECCOB MPOU3BOICTBA, OCHOBHBIX CTA/IUM MPOU3BOACTBA, YIIAKOBKH,
WCIIBITAHUN U MPOLIEAYPHI BBIITYCKAa KOHEYHOT'O MIPOIYKTa);

4) aHaJIM3 OTYETOB MO PE3yJIbTaTaM OLICHKH YCIOBUN MPOU3BOJICTBA U CUCTEMBI
oOecrieueHus: KauecTBa MPU TOCYAaPCTBEHHON PETUCTpaIlii MEAUIIMHCKOTO U3IEIHS;

5) aHanu3 OMOJOTHYECKON OE30MaCHOCTH MEIUIIMHCKOTO U3/ICJIHs Ha OCHOBE
aHaIM3a BCEX MaTEPHUATIOB )KHBOTHOTO MJIU YEIIOBEYCCKOTO TIPOUCXOKICHHUS, BXOIAIINX
B MEJUIIMHCKOE U3JIETNE, a TakKe HHPOpMAIUU 0 MOJ00PE UICTOYHUKOB (JOHOPOB),
oT0ope MaTepuana, IpoIECCHHTE, XPAHEHNH, TECTUPOBAHNH, a TAK)Ke 00paIieHus ¢
TKaHSIMU, KJI€TKaMH, CyOCTaHIIUSIMH )KUBOTHOTO WJIM YEJIOBEYECKOTO TPOUCXOKICHUS,
KyJBTYpaMHi MUKPOOPTaHU3MOB U BUPYCOB;

6) aHa/IU3 OTYETa KIMHUYECKUX UCTIBITAHHH, OTbITA TPUMECHEHUS B KIIMHUYECKON
MPaKTUKE MEIUIIMHCKOTO U3/IeIHs Kilacca 20 (C MOBBIIICHHOW CTENEHBIO PUCKA), Klacca
3 (C BBICOKOM CTENEHBIO PUCKA), MEAUIIMHCKOTO U3ACJIHS, TPEIHA3HAYCHHBIX IS
3ab0pa, XpaHEeHUs1, IepeTMBaHUs KPOBU U €€ KOMIIOHEHTOB, KIIMHUKO-J1A00PaTOPHBIX
UCIIBITAHUHA MEIUITMHCKOTO U3 IS invitro (MH BUTPO) JUArHOCTUKH HE3aBUCUMO
OT KJIacca pPHUCKa;

7) aHau3 3asiBJICHHON B PErUCTPAIMOHHOM JOChE CTAOMIBHOCTH METUITMHCKOTO
u3nenus u (Uin) JeKapCTBEHHOTO CPEACTBA, BXOASIIETO B COCTaB MEAUIIMHCKOTO
u3JIeNns, CTaOMIIBHOCTH PEareHTOB U PACXO0IHOT0 MaTepHaia BXOIAIINUX B
KOMIUICKTAIIUIO MEUIIMHCKUX U3JICNUN IS invitro (MH BUTPO) JUATHOCTUKU
3aKpBITOrO THUIIA;

8) sKCcHepTU3y COOTBETCTBUSI MOKa3aTesieil 0€30MaCHOCTH U KaueCTBa, YKa3aHHBIX
B HOPMATHBHOM JIOKYMEHTE ITPOU3BOIUTENISA, CTaHIapTaM (HallMOHAIbHBIM,
PErMOHAIBHBIM, MEXXTYHAPOIHBIM);
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9) aHanM3 MPOTOKOJIA UCTIHITATEIHLHON TAO0OPaTOPUH, OIIEHKY PE3yIbTaTOB
71a00paTOPHBIX UCTIHITAHUM;

10) nzyueHue BaIMAHOCTH MPOTrPAMMHOI0 00ECIIeUeHUsI Ha OCHOBE aHaIN3a
JAHHBIX O €ro Bepu(UKaluu, B TOM Yuciie HH(pOopMaIuu 0 ero pa3padoTke u
TECTUPOBAHUY HA MPEANPUITHH U NPU MYJIBTUIIEHTPOBBIX UCCIIEIOBAHUSX, JAHHBIX 00
UJEHTU(PUKAIIMY 1 MAPKUPOBKE OMEPAITMOHHON CUCTEMBI;

11) ananu3 npoueaypsl ¥ METOAOB CTEPUIN3ALNNA METULIMHCKOTO U3/1EIHs,
MaTepuanoB, 000CHOBBIBAIOUINX CIIOCOO CTEPUIIU3ALINH, TPEAJIaraéMbIX METOI0B
KOHTPOJISI KAY€CTBA U ONPEJEIEHN OCTaTKOB CTEPUIIM3YIOLIETO BEIIECTBA PH
NPUMEHEHUU XUMUYECKOTO CIIoco0a CTepHIIN3allNY;

12) ananu3 6e3onacHOCTH U 3(PPEKTUBHOCTHU JIEKAPCTBEHHOTO CPEJCTBA B
COCTaBe MEAMIIMHCKOTO U3/ICIHS, €r0 BIHSHIS Ha (DYHKIIMOHAILHOCTh MEIUIIHHCKOTO
U3/IENNS, COBMECTUMOCTH JIEKAPCTBEHHOTO CPEJICTBA C MEIUITMHCKUM H3ETUEM (32
UCKITFOUEHHUEM MEUITMHCKOTO U3ACNUS JIJIsl AMarHOCTUKY InVitro (MH BUTPO);

13) olleHKY TOCTOBEPHOCTH AAHHBIX, YKA3aHHBIX B 3asIBJIEHUU U IOKYMEHTaX
PETUCTPAIMOHHOTO JOChE, OTHOCUTENHHO KJIacCa B 3aBUCUMOCTH OT CTEIICHH
MOTEHIIMAIBHOTO PUCKA TPUMEHEHUS METUITUHCKOTO U3/ICITHS;

14) aHanM3 COOTBETCTBHSI TEKCTA MPOEKTA HHCTPYKLIUHU IO MEIULIMHCKOMY
IPUMEHEHUIO MEULIMHCKOIO U3/EJIMs OPUTHHAY HHCTPYKLIUN OT OPraHU3al1uu-
IPOU3BOAUTENS U OPOPMIIEHUS TPOEKTa MHCTPYKLIUU B COOTBETCTBUU C TIOPSAIKOM
cocTaBJIeHH U 0POPMIICHUS HHCTPYKLIUU IO METUIIMHCKOMY IPUMEHEHUIO U 001en
XapaKTEPUCTUKH JIEKAPCTBEHHBIX CPEACTB U MEAULIMHCKUX U3JENNMN, YTBEPKIAEMbIH
YIOJIJHOMOYEHHBIM OPTaHOM COTJIaCHO MYHKTY S crarbu 75 Konekca;

15) ouenky nHopmanuu, couepkaliencs B 3KCIUTyaTalMOHHOM JIOKYMEHTE
MEIULUHCKOIO U3/1EINs;

16) ananu3 nHboOpMaIIMK, CoAepIKaIICICsT Ha 00pa3Iiax MaKeTOB YITAKOBKH,
ATUKETOK, CTUKEPOB MEIUITMHCKOTO U3/ICTUS B COOTBETCTBUU C TPEOOBAHUSIMU
3akoHoJaTenbcTBa Pecyonuku Kazaxcran B chepe oOparieHus IeKapCTBEHHBIX
CPEIICTB U METULIMHCKUX U3/IETUM;

17) dHaJIN3 MPCACTABJICHHBIX ITPOU3BOIUTCIICM CBCI[CHI/Iﬁ 0 HAJIMYMU WK 00
OTCYTCTBUM COO6I.H€HHI>1 O HCCUACTHBIX ClIyHassX U OT3bIBaX C PbIHKa MCIAWIIMHCKOI'O
U3aCIusl, O HGGJ’IaFOHpI/IHTHOM COOBITHH (HHHI/II[eHTe), CBA3aHHOM C HCIIOJIB30BaHHCM
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MEIUIMHCKOIO U3/I€Nus, YBEIOMIIEHUH MO0 0€30MaCHOCTH MEIULIMHCKOTO U3/ENHS,
HOJX0/a K pACCMOTPEHUIO 3TUX MPOOJIEM U UX PELICHUS IPOU3BOIUTENISMU B KaXKIOM
U3 TAKUX CIIy4aeB, ONUCAHUSA KOPPEKTUPYIOIINX JEHCTBUM, IPEANPUHATHIX B OTBET HA
yKa3aHHBIE CIIy4aH, a TAK)KE COOTHOLIEHHUS YPOBHS MPOAAXK U KOJIMYECTBA HECUYACTHBIX
CJIy4aeB U OT3bIBOB MEJIMIIMHCKOTO U3/EHs U3 0OpaIlieHusl.

28. B nepuoa npoBeAeHUs ClIeMaTu3UPOBAHHON KCTIEPTU3BI PU HATUYUHU
3aMEUaHUM 3asBUTEIO HAIIPABIISIETCS MUCHMO C YKa3aHUEM BBISIBIICHHBIX 3aMEUYAHUN U
HEOOXOJMMOCTH UX YCTPAHEHUS B CPOK, HE MPEBBIMIAIOIINI IIECThIACCAT KAICHIAPHBIX
JTHEH.

29. B ciyyae BO3HUKHOBEHUS IOTIOJHUTEIBHBIX BOIPOCOB, KACAIOIINXCS
CBEJICHUM, MPEICTABIICHHBIX 3aBUTEJIEM B OTBETE Ha MPEALIECTBYIOIIUN 3aIpOC,
3asBUTEJIb B TEUCHUE TPUALIATH KAJICHIAPHBIX THEW C MOMEHTA MOJIyYEHUS 3a1poca
HAIPaBJIIET OTBET U HEOOXOAUMBIE MaTEpUAIbl HA IOMOJTHUTEIBHBIN 3a1pocC
roCy1apCTBEHHOM SKCIIEPTHOW OpraHU3aLMH.

30. [Ipu He npeaoCcTaBICHUN 3asBUTEIEM OTBETOB HA MUChbMO rOCYyAapCTBEHHOM
AKCIIEPTHOM OpraHu3aliy, a Tak:Ke MPeOCTaBICHUH HETIOJHOTO OTBETA U
HEOOXOIUMBIX MaTepUaJIOB B CPOKH, IPEAYCMOTPEHHBIC TyHKTaMu 28 1 29, MaTepuaibl
CHEUATN3UPOBAHHOM SKCIIEPTU3bI HAMIPABISAIOTCS Ha DKCIEPTHBIA COBET IS
NPUHATHS pellieHHs] 00 0TKa3€ U MPEKPAILCHUS YKCIIEPTU3bI MEAUIIUHCKOTO U3/IEIIHS.

DKCIIEPTHBIN COBET PACCMATPUBAET MOCTYIMBIINE MATEPUAIIBI €XKEMECIYHO U
pe3yJIbTaThl PEIICHUS FOCYIapCTBEHHAS JKCIIEPTHAS OpraHU3allysl HAIIPABIIAET
3asBUTEIIIO B TEYEHUE JECATH KaJEHIAPHBIX JHEN.

31. B ciyyae mosIo)KUTEIIbHOTO OTYETa CIIeUATU3UPOBAHHOMN SKCIIEPTH3BI
COCTaBJISICTCS KCIIEPTHBIN OTYET CICIIUATU3HPOBAHHOMN SKCIIEPTHU3BI MEIUITTHCKOTO
U3JICITUS COTJIACHO MPHIIOKEHUIO 8§ K HacTosmmM [IpaBriiaM WiIu SKCIIEPTHBIA OTYET
CHEIUATN3UPOBAHHON SKCTIEPTU3HI O BIMSIHUM BHOCUMBIX U3MECHECHH B
pEerucTparmoHHOe J0Che Ha 6€301acCHOCTh, Y(PEKTUBHOCTh U KAYECTBO MEAUITMHCKOTO
u3zIeus o opme, CormacHo MPUIIOKEHUIO 9 K HacTosmmM [IpaBuiam.

I'naBa 4. Ilopsinok popMUpPOBaAHUSA Pe3y/IbTATOB MPOBEACHHON IKCIEPTU3BI
MEIULMHCKOI0 M3/1e/Isl

32. Ilo okoHYaHUMN OKCIICPTHU3LI 3asBUTCIIb B TCUCHUC TPUATATH KAJICHAAPHBIX
I[H€I>'I, HC BXOAMIKUX B CPOK MPOBCACHUA SKCIICPTU3BI COTTIACOBBIBACT C
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rOCyapCTBEHHOM SKCIIEPTHOW OpraHU3alUeN CBEACHUS O MEAULIMHCKOM U3JECJINU U
UTOTOBBIE TOKYMEHTBI (MHCTPYKIIMIO [0 MEAULIUHCKOMY IPUMEHEHHUIO U MAaPKUPOBKHU
MAaKETOB YaKOBKHU, ’TUKETOK, CTUKEPOB).

CornacoBaHu€ OCYILIECTBISAETCS B JICKTPOHHOM BUJIE 110 UHAUBUIYAJIBHOMY
MapoJIo Yepe3 JIMYHBIN KAaOMHET WX MyTeM MPEOCTABICHHUS JINCTA COTIIaCOBAHUSI.

B CJIydac HECOIrJIaCOBaHUA 3ai4BUTCIICM B TCHCHUC TPUALATU KAJICHAAPHBIX I[Heﬁ
CBCI[GHI/Iﬁ O MCIUIIMHCKOM U3ACIINH, 3aKITIOYCHHUC O 0e301acHOCTH (1)0pMI/Ipy€TC$I 0e3
€ro corjiacoBaHusl.

33. Ilo pe3ynbpTaram NpoOBEICHHON SKCIIEPTU3BI MEIUIIMHCKOTO U3ETUS
rocyJapCTBeHHAs SKCIIEPTHAS OPTaHU3aIMsl COCTABIISIET 3aKIII0UeHre 0 0€30MaCHOCTH,
() PEKTUBHOCTH U KAa4€CTBE MEIUIIMHCKOTO U3ENNS, 3asIBJICHHBIX HAa SKCIIEPTU3Y T10
dbopme cornacuo npusioxkennro 10 k HactosuM [IpaBunam u 3akoueHue o
6e3omacHocTH A (HEKTUBHOCTH M KAUECTBE MEAUIIMHCKOTO U3IEIUS IPU U3MEHEHUH,
BHOCUMBIX B PETUCTPALIMOHHOE JJOChE COTJIACHO MPHIOKEHUIO 11 K HacTogmmm
[IpaBunam, NOANMCAaHHOE PYKOBOJAUTEIIEM TOCYIAPCTBEHHON IKCIIEPTHOM OpPraHU3alluu
WJIM YIIOJTHOMOYEHHBIM JIMIIOM.

34. 'ocynapcTBEHHas SKCIEpTHAs OpraHU3allysl HalpaBIIIeT B 3JIEKTPOHHOM
BU/JIE B TOCYAPCTBEHHBIN OpraH:

1) 3axmoueHue o 6e3omacHOCTH, 3P (HEKTUBHOCTH M Ka4ECTBE MEAUITMHCKOTO
U3JICITHS;

2) MHCTPYKUHIO MO0 MEAUIIMHCKOMY NMPUMEHEHUIO MEAUIIMHCKOTO U3/IENINS Ha
Ka3aXxCKOM U PYCCKOM SI3bIKaX, pa3padaThbIBa€My0 B COOTBETCTBUU C MOPSIKOM
COCTaBJICHUSI 1 O(DOPMIICHHSI HHCTPYKIIUU 110 MEAUIIMHCKOMY MPUMEHEHUIO U O0IIeiH
XapPaKTEPUCTHUKHU JICKAPCTBEHHBIX CPEJICTB U MEIUIIUHCKUX U3IETUN,
3apPErUCTPUPOBAHHYIO YIIOJJHOMOUYEHHBIM OPTaHOM COIJIACHO ITYHKTY S CTaTbu 75
Konekca u corniacoBaHHyr0 3KCIEPTHOM OpraHu3alue;

3) MakeThl yIaKOBOK, STUKETOK, CTUKEPOB MEIUILIMHCKOTO U3Aeus,
COTJIaCOBaHHBIX TOCYAAPCTBEHHOM HKCIIEPTHOM OpraHu3anueil Ha Ka3aXxCKOM U PyCCKOM
A3BIKAX.

35. 1o pe3ynbTaTaM 3KCHEPTU3bI TOCYJAPCTBEHHAS SKCIEPTHAS OpraHU3alus
dbopMupyeT CBOJHBIN OTYET M0 O0e30macHOCTH, 3G (PEKTUBHOCTH U KaueCTBY
MEUIMHCKOTO U3ENHS B COOTBETCTBUU C MpHIioxkeHueM 12 k Hactosiium [IpaBunam,
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9acTh KOTOPOTO pa3MeliacT Ha HHTEPHET-PECypce TOCYIapCTBEHHOM SKCIIEPTHOM
OpraHH3aIlIH.

36. 3akmodeHue o 6e30macHOCTH, 3PHEKTUBHOCTH M KaY€CTBE MEAUITMHCKOTO
U3JICTUS JICHCTBUTEIIBHO B TEUYCHUE CTA BOCBMUJICCATH KaJICHIapHBIX AHEH. B cirydae
UCTEUYCHHS CPOKA JECHCTBUSA 3aKITIOYEHUS 0 0€30MaCHOCTH, Y(PPEKTUBHOCTH U KaUECTBE
MEIUIIMHCKOTO U3/IENNS, 3aIBUTEh TIOBTOPHO MOJIAeT 3asiBICHUE, TOKYMEHTHI U
MaTepHAaIIbI IJIs1 TPOBEICHHUSI SKCIIEPTH3BI B COOTBETCTBUHU C HACTOSIIMMH [IpaBriamuy.

37. OTpuuaTenbHOE 3aKII0UEHHE 0 0€301acHOCTH, 3P(HEKTUBHOCTH U KAUECTBE
MEAMIMHCKOTO U3/IENNS BBIAACTCA B CIIydasX:

1) HenpeicTaBiIeHUE MOJIHOTO KOMILJIEKTa PETUCTPALIMOHHOTO JI0ChE MOCTE
BBIJITaYM 3aMEUaHHI 3asiBUTEIIO B MPOLIECCE MPOBEACHUS IKCIIEPTU3bI B CPOKH,
yCTaHOBJICHHBIE HacTosimuMH [IpaBunamu;

2) mpeACTaBJICHUS 3asIBUTEIIEM HEJIOCTOBEPHBIX CBEJICHMUIA;

3) noaydeHune OTPULIATENIbHBIX PE3YIHTATOB OJHOTO U3 3TANOB SKCIEPTU3BI U
(M11) OTpULIATENBHBIX 3aKIIFOUEHHUI SKCTIEPTOB MPO(UIBHBIX OPTaHU3aAIUH;

4) HeCOOTBETCTBUS (DAKTUUECCKUX YCIIOBHH MMPOU3BOJICTBA U CUCTEMBI
obOecrieueHus: KauecTBa yCIOBUSIM, 00ECIIEYMBAIOIIUM 3asiBIICHHYIO 0€3011aCHOCTb,
3¢ PEKTUBHOCTD U KA9€CTBO MEAUITMHCKOTO U3ICIIHS, 10 PE3yIbTaTaM OLICHKU
IIPOU3BOJICTBA M CHCTEMBI 00CCITCUCHUS KaueCcTBa;

5) oTka3a 3asABUTEINS OT OPTaHU3AIMHU TIOCEIICHUS MTPEATTPHUSITHS
(MpOU3BOICTBEHHOM IJIOMIAIKH) C IEJIbIO OLEHKU YCIOBHM MPOU3BOJICTBA U CHCTEMBI
o0ecrieyeHns Ka4yecTBa, B COOTBETCTBHH C TPEOOBAaHUSIMU 3aKOHOJATEIIHHBIX aKTOB
Pecny6nuku Ka3zaxcras.

38. B ciayuasx oTpuLATENbHOTO 3aKII0UEHUs 0 0€30MacHOCTH, IP(HEKTUBHOCTH U
KayeCcTBE MEIULIMHCKOIO U3/EJINs WU OT3bIBA 3asSBUTENIEM 3asIBJICHUS HA SKCIEPTU3Y
nocJie HayaJia MPOBEACHUS IKCIIEPTU3bI, CTOMMOCTb MPOBEJEHUS IKCIIEPTHBIX padOT
3asIBUTEIII0 HE BO3BPAILAIOTCA.

39. Ilocne 3aBepuieHUs! TPOLEAYPBI IKCIIEPTU3BI TOCYAAPCTBEHHAS SKCIIEPTHAS
opranuzanus GopMUPYET FNEKTPOHHBIN apXUBHBIN IK3EMIUISIP PETUCTPAITMOHHOTO
JIOChE, COJIePKALIUNA TOKYMEHTBI 1 MaTepUalIbl pe3yJibTaTa IKCIIEPTU3EI
(IOTIOTHUTENBHBIE MAaTEPUAIBL, IPECTABICHHBIE 3aBUTEJIEM T10 3aIIPOCY
rOCyJIapCTBEHHOM 3KCIIEPTHON OpraHu3alliy, 3aKJII0UCHHS Ha4alIbHOM IKCIIEPTU3HI,
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CHEIUATN3UPOBAHHOM SKCTIEPTU3BI, TPOTOKOJIBI UCTIBITATEIILHOM JIA00PATOPHH ),
3aKII0YeHUE 0 0e30nmacHOCTH, 3(H(PEKTUBHOCTH U KAYECTBE, 3aPETUCTPUPOBAHHYIO
WHCTPYKITHIO TT0 MEIUIIMHCKOMY NMTPUMEHEHUI0 MEIUIIMHCKOTO M3IEIHS,
3aperuCTPUPOBAHHBIE MAKETHI YIIAKOBOK, STUKETOK, CTUKEPOB U XPAHAIIUNCS B
AJIIEKTPOHHOM apXUBE.

Bo BpeMms neicTBUS pEruCTpalliOHHOTO YIOCTOBEPEHUS apXUBHOE
PETUCTPAIIMOHHOE 10ChE, TOMOJIHIETCS KOMUSIMU PErUCTPAIMOHHBIX YOCTOBEPEHUH O
BHECEHUU M3MEHEHUHN CO BCEMH MPUITIOKEHHBIMU JOKYMEHTAMH 3asBUTEIIS B
AJIEKTPOHHOM BHJIE.

PeructpannoHHOE 1OChE XPAHUTCS B AJIEKTPOHHOM apXHUBe C COOIIOICHUEM
TpeOOBaHNN KOH(GHUISHIIMAIIBHOCTH HE3aBUCUMO OT PE3yJIbTATOB KCIICPTU3BI.

PGFI/ICTpaHI/IOHHOC A0CHC MCANIMHCKOI'O U3CINA Ha 3JICKTPOHHOM HOCHUTCIIC
XPaHUTCA OCCATDH JICT.

I'maBa 5. Oco0eHHOCTH NMPOBEAEHUS IKCIIEPTU3BI METMIIUHCKOT0 U3/1eJIHsl

40. Pa3bsicCHEHUS WM YTOUHEHUS, BOZHUKAIOIIHUE B IEPUO/]T IPOBEACHUS
DKCIEPTU3BI MEXKY TOCYIAPCTBEHHON IKCIIEPTHOM OPraHU3ALUEN U 3asBUTEIEM,
ocyuecTBistores yepe3 L{O3 myrem popmMupoBaHus 3JI€KTPOHHOTO TOKYMEHTA I10
WHIVNBUYATbHOMY TTAPOJTIO 3asBUTEIS Yepe3 NHHOPMAIIMOHHYIO CUCTEMY C
ANEKTPOHHO-IIU(GPOBOI MOAMKUCHIO 3asIBUTENS U TOCYIAPCTBEHHOM KCIIEPTHON
OpraHU3alliU UK Ha OyMaXXHBIX HOCUTEIISX.

41. IIpn npoBeeHUHN HKCIIEPTU3BI MEAUIIMHCKOTO U3/IETUS TOCYAApPCTBEHHAS
JKCIIEPTHAsl OpraHU3alys YCTaHABIMBAET COOTBETCTBUE 3asBJICHHOTO KJlacca B
3aBUCUMOCTH OT CTENEHU MOTEHIIMATILHOTO PUCKA TPUMEHEHUS B COOTBETCTBHUH C
[TpaBmiaMu kaaccUPpUKAUN METUIIUHCKUX U3/IETUI B 3aBUCUMOCTHU OT CTETIICHH
HNOTEHILMAIBHOIO PUCKA IPUMEHEHMS], YTBEPKAAEMBIMHU YIIOJIHOMOUYEHHBIM OPIaHOM
COTJIaCHO MyHKTY 2 ctaThu 83 Kozxekca.

42. B OTHOILIIEHUH MEAUITMHCKOTO U3JIeIHs, UMEIOLIEro 0eCCpOUHOe
PETUCTPALMOHHOE YIOCTOBEPEHUE, TOCYAAPCTBEHHOM IKCIIEPTHOW OpraHU3aluen
OCYUIECTBJISIETCS IEPUOUYECKAsl OLIEHKAa COOTHOIIEHUS MOJIb3a/pUCK HA OCHOBAHUU
HEMPEPHIBHOTO MOHUTOPUHTA 0€301TaCHOCTH.

43. DkcnepTu3a MPUHAJICKHOCTH IPOIYKIIMU K METUIIMHCKUM U3JIETUAM U
HE0OXOIUMOCTH €€ TOCYNapCTBEHHOM peructpaiuu B Pecriyonuke Kazaxcran
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OCYIIECTBIISIETCA TOCYJAPCTBEHHOM IKCIIEPTHON OPraHU3aIuend B COOTBETCTBUH C
JIOTOBOPOM, 3aKJIFOUEHHBIM MEXAY 3asBUTEIIEM U TOCYIAPCTBEHHON YKCIIEPTHOU
OpraHu3auen.

44. DxcnepTrU3a U3MEHEHN, BHOCUMBIX B PETUCTPALIMOHHOE JOChE,
OCYILECTBIISIETCSA Ha MEAUIIMHCKOE U3EIHUE B IIEPUO IEUCTBUS PErUCTPALMOHHOTO
YIOCTOBEPEHMSI U HE CHMKAeT 0€30M1aCHOCTh U Ka4€CTBO MEAMIIMHCKUX U3/ENINN.

45. VIzameHeHus knaccu(puuupyroTcst B COOTBETCTBUU C MIEPEYHEM N3MEHEHUH,
BHOCHMBIX B PETUCTPALMOHHOE JOChE MEAULIMHCKOTO U3/IEIINS B IEPUOJ IEUCTBUS
PETMCTPALIMOHHOTO YIOCTOBEPEHHUS COIIACHO NMPHUJIOKEHHIO 13 K HacTosAIMM
[IpaBunam. MI3MeHeHus, He BKIIFOYEHHBIEC B YKa3aHHbBIN NIEpEYEHb, [IOIJIEKAT HOBOU
pEerucTpanuuy B COOTBETCTBUU ¢ HacTosAmuMHU [IpaBunamu.

46. 3asBUTENb B TEUEHUE JIBYX MECALIEB MOCJIE YTBEPKICHHUSI BHOCUMBIX
W3MEHEHUM MPOU3BOAUTENIEM TIO/IaCT 3asBJICHUE HA TPOBEACHUE AKCTIIEPTU3bI
MEUIMHCKOT0 U3eus 1o (opMe COrjacHO mpuiokenuto 1 k Hacrosamum [IpaBunam.

47. K 3asBIEHUIO O BHECEHNH U3MEHEHUHN B PETUCTPALMOHHOE 10CHE
MEAMLMHCKOTO U3JENUS IPUIIAratoTcsl TOKYyMEHTbI U MaTe€pHUalIbl, HEOOXOAUMBIE /IS
BHECEHMS U3MEHEHUH, coriacHo [IepeuHio n3aMeHeHn, BHOCUMBIX B PErMCTPALIMOHHOE
JIOChE MEMIMHCKOIO U3ENNS B IEPUOJ IEUCTBUS PETUCTPALIMOHHOIO YAOCTOBEPEHUS
corjacHo npuioxeHuro13 k Hacrosimmm [IpaBunam.

48. I'ocynapcTBeHHasi SKCIIEPTHAS. OpraHU3alMsl HA OCHOBAaHUU PE3YJIbTATOB
AKCHEPTU3BI COCTABIISAET SKCIEPTHBIN OTUET CIIENMAIIM3UPOBAHHON SKCIIEPTU3HI O
BJIMSIHUM BHOCUMBIX U3MEHEHHUH B pEruCcTpaliMOHHOE JOChE Ha O€30M1aCHOCTb,
3¢ (PEeKTUBHOCTH U KAYECTBO MEAULIMHCKOTO U3ENHs MO (POpME COrTacCHO MPUIIOKEHUIO
9 k HactrosmuM [IpaBunam, mOoANMCAHHBIN PYKOBOJUTEIEM CTPYKTYPHOIO
NOAPA3AEIECHUS U IKCIEPTOM, MPOBOAUBIINM 3KCIIEPTHU3Y.

49. IIpon3BOAUTEND WIH YIIOJTHOMOYEHHBIN MPEICTABUTEND TPOU3BOIUTENS
MEIULIUHCKOTO U3ENNS B TEUEHNE IBYX MECALIEB BHOCUT U3MEHEHUS B
PErUCTPaLIMOHHOE JOChE HA OCHOBAaHMM MOHUTOPHHTa 0€30M1aCHOCTH IPOBOAUMOTO B
COOTBETCTBHHU C MOPSAKOM NpOBeJeHus (hapMaKoHa30pa U MOHUTOPHUHTA
0e3omacHOCTH, KauecTBa U 3P(HEKTUBHOCTH METUIIMHCKUX U3/IETHH, yTBEPKAAEMbII
YIOJIHOMOYEHHBIM OPTaHOM COTJ1acHO MYHKTY 3 crathu 85 Konekca.

I'naBa 6. Cpoku npoBeaeHns IKCNEPTU3bI MeAUIUHCKOT0 U3/1eJINs
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50. Cpoku npoBeAEHUS FIKCHEPTU3BI MEAULIMHCKOTO U3AEIUS COCTABIISIOT:

1) mpu 3KcnepTH3e MEAUIIMHCKOTO U3/1eus Kiacca |1 u kiacca 2a B CpOKH, HE
IPEBBIIANOIINE JEBIHOCTA KaJECHAAPHBIX THEH, B TOM YUCJIE:

HayaJibHas dKCIepTHU3a (BaTUJalUs PETUCTPALIMOHHOTO JIOChE) - IECATh
KaJICHIAPHBIX JHEWU;

71a00paTOPHBIE UCTIBITAHUS - TPUALIATH KAJICHIAPHBIX JTHEH;

CHeUaI3upOBaHHas SKCIEPTU3a - COPOK KaJeHAAPHBIX THEH (B TOM 4YHUCIeE,
NOJTBEPKIACHUE AyTEHTUYHOCTH WUJIU NIEPEBOJT HA Ka3aXCKUU SI3bIK MAPKHUPOBKH
MaKeTOB YIIaKOBOK, 3TUKETOK, CTUKEPOB, HHCTPYKIMH 110 MEIULIUHCKOMY
IPUMEHEHUIO, B TEUEHUE IECATH KAJICHIapHBIX JHEH);

(dhopmupoBaHue 3aKIIOUeHUS 0 0€301macHOCTH, 3Q(PEKTUBHOCTH U Ka4ECTBE -
JIECATh KAICHIAPHBIX THEW;

2) mpu dKCMEPTU3E METUITMHCKOTO U3/IeNus Kiacca 20 (C TOBBIIEHHON CTETICHBIO
pHuCKa) U KJacca 3 (C BBICOKOM CTENEHbIO PUCKA) - B CPOKH, HE MPEBBIIIAIONIUE CTa
HIECTUIECATH KaJleHAAPHBIX JHEH, B TOM YHUCIIE:

HavajabHas SKCIEepTU3a (BaIMAAMS PETUCTPALIMOHHOTO JOChE) - IBA/ILATH
KaJICHJapHbBIX JTHEH;

J1a00paTOPHBIC UCTIBITAHUS - IIECTHASCAT KaJICHIAPHBIX THEH;

CIIEHUATIM3UPOBAHHAS SKCIIEPTU3A - CEMBJAECAT KAJICHIAPHBIX THEH (B TOM UYHCIIE,
MOATBEPKICHUE ayTCHTUYHOCTH WJIM MEPEBO/] HA KA3aXCKUH S3bIK MAPKUPOBKH
MAaKETOB YIIaKOBOK, 3TUKETOK, CTUKEPOB, MHCTPYKLIHUH IO MEIULIUHCKOMY
IPUMEHEHUIO, B TEUCHUE IECATH KaJICHIapHBIX JHEH);

dhopmupoBaHUe 3aKIIOUYEHHUS 0 6€301acHOCTH, 3 (PEKTUBHOCTH U KauyeCTBE -
JECATh KaJIEHAPHbBIX JHEW;

3) BHECEHHE U3MEHEHUH B PETHCTPALIMOHHOE JOChE MEAUIIMHCKOTO n3aenus (0e3
IPOBEICHUS TAOOPATOPHBIX UCTIBITAHUIN) B CPOKH, HE TIPEBBIMIAIONINE IECTUACCITH
KQJICHIAPHBIX THEH, B TOM YHCIIE:

HavajbHas SKCIepTU3a (BaIUAAIUS PETUCTPALIMOHHOTO A0ChE) - IECATh
KaJICHIAPHBIX JHEM;

CHENUAIM3UPOBAHHAS SKCIIEPTU3A - COPOK KAJICHIAPHBIX THEH (B TOM UYHUCIIE,
MOJITBEPKIACHUE AyTEHTUYHOCTH UJTU TIEPEBO/T HA Ka3aXCKUH SI3bIK MAPKUPOBKH
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MAaKCTOB YIIAKOBOK, 3TUKCTOK, CTUKCPOB, HHCTPYKIUHN 110 MCAUTTUHCKOMY
IMPUMCHCHHIO, B TCUCHHUC ACCATHU KAJICHAAPHBIX I[HGI\(JI;

dbopMHpoBaHKE 3aKITIOYEHUS 0 0€30MaCHOCTH, Y(PPEKTUBHOCTH U KaYECTBE -
JIECATh KaJICHIapHBIX JTHEH.

4) BHEeCceHHE U3MEHEHUH Tua [ B peructpaiimoHHOe 10Che MEAUITUHCKOTO
u3zienus (C mMpoBeACHUEM JIA00PATOPHBIX UCIIBITAHUI) B CPOKH, HE TPEBBITIAIONITHE
BOCBMU/JIECSTU KaJICHIAPHBIX JHEH, B TOM YUCJIE:

HavabHas SKCIEPTH3a (BaJIUIALMS PETUCTPALIMOHHOTO JIOChE) - ACCATh
KAICHIAPHBIX JTHEW;

71a00paTOpHBIE UCTIBITAHUS - ABAIATH KaJeHAAPHBIX THEH;

CHeUaIu3upoBaHHas SKCIEPTU3a - COPOK KaJECHAAPHBIX JHEN (B TOM YHUCIE,
NOJATBEPKIACHUE AyTEHTUYHOCTH WUJIM NIEPEBOJT HA Ka3aXCKUU SI3bIK MAPKHUPOBKH
MaKETOB YIAaKOBOK, ’TUKETOK, CTUKEPOB, HHCTPYKIIMH 110 MEAUIITHCKOMY
IPUMEHEHUIO, B TEUEHUE IECATH KaJICHIaPHBIX JHEH);

dbopMHpoOBaHUE 3aKITIOYCHUS O 0€30MaCHOCTH, Y(PPEKTUBHOCTH U KaYECTBE -
JIECSITh KaJleHIapHbBIX JTHEH;

5) aKcrepTH3a METUIIMHCKOTO U3/ienus (He TpeOyIouX NPOBEACHUS
71a00paTOPHBIX UCIIBITAHUI HE3aBUCUMO OT KJIACCA) OCYLIECTBISETCS B CPOKH, HE
MPEBBINIAIOININE JIEBIHOCTA KAJICHIAPHBIX IHEH, B TOM YHCIIE:

HavyaJibHas dKCIepTHU3a (BaTUJAUs PETUCTPALIMOHHOTO JIOChE) - IECITh
KaJICHJIapHBIX JTHEH;

CIICIIUAJIN3NPOBAHHAA IKCIICPTHU3a - CCMBACCAT KAJICHIAPHBIX IIHCI\/JI;

dbopMHpoBaHKE 3aKITIOYEHUS 0 0€30MaCHOCTH, 3(PPEKTUBHOCTH U KaYECTBE -
JECATh KaJeHIAPHBIX JTHEH.

51. B cpoku npoBeaeHUs IKCHEPTU3bI MEAULIMHCKOTO U3AEIUS HE BXOMAT:
1) Bpemsi BOCIIOTHEHUSI HEKOMITJIEKTHOCTH PETUCTPALIMOHHOTO JIOChE;

2) BpeMmsi TIpeJ0CTaBICHUE 3asIBUTENIEM IOKYMEHTOB U MaTE€pUasIoB IO 3apocy
IIPU IPOBEACHUU SKCIEPTHU3bI B YCTAHOBJIECHHBIE CPOKHU;

3) BpeMsi IOATOTOBKH U OLICHKH YCIIOBUI MPOU3BOJICTBA;

4) coryiacoBaHHE 3asIBUTEJIEM UTOTOBBIX JOKYMEHTOB;
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5) opranu3zanus ¥ IpoBeJAeHUE DKCIIEPTHOTO COBETA.
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[Ipunoxenue 1

K [IpaBriiam npoBeneHus

9KCIICPTU3BI MCAUITUHCKOI'O U3ACINUA

3asiBJIeHME

Ha MPOBEACHUE IKCIIEPTU3BI MECIUINUHCKOI'0 I/I3I[e.ﬂl/lﬂ*

dopma

1. ToproBoe HanMeHOBaHHE Ha Ka3aXCKOM SI3bI-

KE

Ha PYCCKOM $I3bIKE

2. HomenknatypHsblit kon ['1o6anbHO HOMEHKIATYPBI MEAUIIMHCKUX M3/ICITHI

(Tpu HATTUYUK)

3. Konx Homenknatypbl MemunnHCKHX n3nennid Pecnyonuku Kazaxcran

4. O06nacTh MEUIIMHCKOTO IPUMEHEHHSI

Ha Kasax-
CKOM s3bI-
Ke

Ha pyc-
CKOM SI3BI-
Ke

5. Ha3nauenue

Ha Kasax-
CKOM s13bI-
KE

Ha pyc-
CKOM $I3bI-
Ke

6. Tun MeqUIIMHCKOH M31euil (He00X0IMMOe yKa3aTb)

3akpsbITas
cHCTeMa:

Ja

|
Her
1

000CHOBaHHUE OT HPOU3BOIUTEIS
(Yka3aTb CTpaHUILy PETHCTPAILIMOHHO-

0 JI0ChE)

7. KpaTkas TexHnueckas XxapakTepucTHKa (IpH HaIM4UK IPOrpaMMHOro obdec-
HeYeHHUs BKIIOYAIOTCS JaHHBIEC IIPOrPaMMHOTO 00€CIICUCHH)

Ha Kas3ax-
CKOM A3BI-
K€

Ha pyc-
CKOM SI3bI-
Ke

8. Kitace B 3aBUCMMOCTH OT CTEINEHU MOTEHLIMAIBLHOTO PpHUCKa NPUMECHEHU (H606X0)1]/IM06 oT-

METHTB)

Kiacc 1 - ¢ HU3KO# cTeneHbo pucka

Knacc 2a - co cpenHeii cTeneHbto

pucka

Kitacc 26 - ¢ IOBBIIIEHHO CTENEHBIO

pucka

Kiacc 3 - ¢ BBICOKO# cTeneHblo pHc-

Ka
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9. MeaunuHckoe uszenue siBistercs (He0OX0AUMOe OTMETUTD)

CpenctBo nu3MepeHus
1

CrepunbHoe

—

Bank

1

MeaunuHcKoe u3eaue s in vitro

(IVD) nnarHocTuku

|
|

Habop (komnnexm)

Amnmnapar
(I
ITpubop
[
OGopynosanne
/M
10. | B cocraBe mmeetcs IeKapCTBEHHOE CPEACTBO Ja
(I
Her
(I
11. | Komrutekranusi MEAUIIMHCKOTO H3IEITHUS
Ne HaumeHnoBanue Monens IIpousBoaurens Crpana
1. OCHOBHOI 010K (TIpU HAJTMYMN)
2 [punaiexxHocTy (MpU HATUYNH)
3 JlonoHUTENbHbIE KOMIUIEKTYIOMUE (TIPU HAJTUIHH)
4. IMporpammHuoe obecrieueHne (IIpyU HATMYHUN)
5 PacxoaHble MaTepHalsl (X HATUYUK)
12. | YnmakoBka
Ne Buy (mepBudHast i BTOpHYHast) Ha- Pazmep 0O0b- | Kommuectso Kpar-
ume- eM €IUHUII B yIIa- Koe
HOBa- KOBKE omuca-
HHE HHE
1. [TepBuunas
2. Bropuunas
13. | Cpok xpaHeHust KOJIMYECTBO MECSILICB/IIET

["apanTHiiHbBI CPOK IKCILTyaTaLMK TPHOOPOB/ arnapaTtoB/000pya0BaHUI

KOJIMYECTBO MECALIEB/IIET

14. | YcnoBus TpaHCIIOPTHPOBAHUS
15. | YcnoBus xpaneHust
16. | Perucrpanus B cTpaHe-npoOU3BOIUTENE U APYTUX CTPAHAX

Hazpanue CTpaHbI

Ne perucrpanuon-
HOTO yIOCTOBEpE-
Hust (YKa3bIBaeTCs
MIPY HAJIMYHH )

Jara BbI1aun

Cpok neiicTBust
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17. | IIpousBozacTBo [onHOCTBIO HA TAHHOM IIPOU3BOJICTBE
[
YacTUYHO Ha IJAHHOM MPOU3BOJICTBE
[
[onHOCTBIO HA IPYTOM MPOU3BOJCTBE
([
18. | TIpomsBoamTens (M) MEIUIIUHCKOTO U3/ICNUS M Y4aCTOK (M) MPOU3BOJICTBA (BKIIOYAs YYACTKU IPOU3BO/ICTBA JIFOOOTO KOMIIOHEHTA, KO-
TOPBIH SBISETCS YaCTHIO MEJUIIMHCKOTO U3/IEINS
No Tun npoussoautens HaumenoBanue, Ne, nata u Opu- | dak- Tene- Damunus, Damunus,
ctpana 1,2 (Ha CpPOK Jeii- made- | tuue- | dom, HUMsI, OT4e- HUMsl, OT4E-
Ka3axcKoMm, pyc- | cTBuA pas- CKHI CKHU (axc, cTBO (TIpH cTBO (TIpH
CKOM, aHTJIHH- peLInTeNb- anpec | an- e- €ro HaJu- €ro HaJlu-
CKOM SI3BbIKaX) HOT'O JIOKY- pec mail 4HH), 41U, TOJIK-
MEHTa JIOJDKHOCTD HOCTb KOH-
PpYKOBOAHM- TaKTHOTO
Tens JUIa
1. [IpousBoxuTens
2. YTOITHOMOYEHHBIH MIPEACTaBUTENH
npousBoautessi B Pecniyonuke Ka-
3axcTaH
3. KonTaxkTHbIE TaHHBIE YIIOJIHOMOYEH-
HOTO JIMIIa TI0 MOHUTOPUHTY HeOJia-
TONPHUSTHBIX COOBITHH (MHIU/ICH-
TOB) Ha TeppuTopun PecrryOmukn
Kazaxcran
4. [IponsBoacTBEeHHAS IIOMIAKA
5 3asBUTEIH JlaHHbIC 11O
JIOBEPEHHO-
CTH
19. | Ne perucrpaliMOHHOTO yOCTOBEpEHHS BhIIaHHOTO B PecriyOmke KazaxcraH ( Ipy pOJUIEHHH CPOKa JICHCTBHS PErHCTPAlMOHHOTO
YZ0CTOBEPEHHS)
20. | M3meHeHUs, BHOCHMBIE B PETHCTPAIMOHHOE JOCKE (3aIOIHSIOTCS IIPU TUIIE 3asBKU — BHECEHHE U3MECHEHHMH ) (YKa3aTh BHOCHMBIC H3Me-
HCHHA)
Ne Penmakiyst 1o BHECEHUS H3MCHEHUH BHocuMble n3MeHEHHS
21. JlaHHBIE 110 IOTOBOPY HA MPOBEACHUE IKCIIEPTU3BI
1. Ne noroBopa
2. JlaTa 3aKJItOuCHHS
3. Cpok zeiicTBust
22. CyOBEeKT, OCYILECTBISIONUIMI OIUIaTy 3a IPOBEACHHE 3KCIIEPTH3bI
1. HaumeHnoBaHue 10puIn4ecKOro Juma
2. Crpana
3. IOpunuueckuii angpec
4. ®daxkTudeckuii anpec
5. ®damunusi, UMs, 0TYECTBO (TP HATTYHH)
6. Tenedon
7. ®daxkc
8. DIEeKTPOHHBIN agpec
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9. busnec-uneHTH(UKAMOHHBIA HOMEP

10. WHauBuyanbHbli nAeHTHOUKALMOHHBIH HOMEp
11. bank

12. PacueTHblii cuet

13. BamoTHbIi cueT

14. Kon

15. BankoBckuit naeHTH(HUKAINOHHBII KO
3asiBUTEIb:

TlapaHTHPYIO: TOCTOBEPHOCTH HH(POPMAIINH, aICKBATHOCTh NIEPEBOIOB METOMK KOHTPOJISI KAUeCTBa, YKCIUTYyaTAl[MOHHOTO IOKYMECHTA, HH-
CTPYKIHMH O METUIIHCKOMY NPHMEHEHUIO MEUIIMHCKOTO H3JEJINs , TPEACTABICHUE 10 Havaa JabopaTOpHBIX HCIIBITAHUN 00pa3oB MeH-
LIMHCKOT'O M3/eJIHs , CTaHAapTHBIE 00pa3lLbl B KOJMYECTBAX, AOCTATOUHBIX ISl TPEXKPATHOTO aHAIN3a, CIICIU(pUISCKHE PEareHThl, PacXo/l-
HbIE MaTepUabl, IPUMEHSIEMbIE IIPH NIPOBEJCHUU UCTIBITAHUHN (B HCKIIIOUMTEIIBHBIX CITy4yasX M Ha YCIOBHSAX BO3BPATa), a TAKXKE UX COOTBET-
CTBHE HOPMATUBHBIM JOKYMEHTaM, IPEJICTaBICHHBIM Ha SKCIIEPTHU3Y.

OO0s13y10Ch OCYLIECTBIIATH NOCTAaBKY MEIUIIMHCKOTO u3aeius B PecyOnuky KazaxcraH, COOTBETCTBYIOIIHE TPEOOBAHUSIM, YKa3aHHBIM B PErH-
CTPalIOHHOM JIOCh€, U COIIPOBOXKIATH MEIUIINHCKOE H3/ISIIHEe HHCTPYKIUEH 10 MEANIMHCKOMY IIPHMEHEHHIO/ PYKOBOICTBOM II0 SKCILTyaTa-
WY Ha TOCYJapCTBEHHOM U PYCCKOM $I3bIKaX, C COOIIOICHUEM JOCTOBEPHOCTH U ayTCHTUYHOCTU EPEBOJIOB.

T'apantupyto coxpaHeHue 6€30MaCHOCTH U Ka4eCTBA MEMIIMHCKOTO M3/IC/Us B TEUCHUE BCErO CPOKA UCTIONB30BaHMUS, TIPH COOITIOICHUH
YCJIOBHI TPaHCIIOPTUPOBAHUS U XPAHEHHS B COOTBETCTBHHU C TPEOOBAHHUAMHU 3aBOA-TIPOM3BOUTENS.

006s13y10Ch cO00IIaTh 000 BceX HU3MEHEHHUSX B PETUCTPALMIOHHOE JI0ChE, 4 TAKXKE MPEJCTABISATH 3asBICHHE U MaTePUaIIbl IPH 00HAPYKEHHH
MOOOYHBIX BO3AEHCTBUM MPU MPUMEHEHUH MEIULIMHCKOTO U3/IENHS , paHee He YKa3aHHBIX B HHCTPYKIUH [0 MEIUIIHHCKOMY NPHMEHEHUIO
MEHIIMHCKOTO M3/EJIHs /PyKOBOACTBE MO IKCILTyaTallui MEAUIIMHCKOTO U3/ICITHSL.

Jara
damMmus, UM, 0TYECTBO (TP HAJIMYIHHN)

3asBUTEISA

[Moanucek, neyats (pu HATUYNH)

IIpumeyanue:

* JlanHas popma 3asBJICHUS TIPEAOCTABISAETCS TaKKe MPHU MPOJJICHUN CPOKa
JNEUCTBUSI PETUCTPALIMOHHOTO YI0CTOBEPEHHUS, BBIIABAEMOI'0 YIIOJTHOMOYEHHBIM
opraHom B o0iactu 3apaBooxpanenus Pecry6nrku Kazaxcran B COOTBETCTBUU C
[IpaBuiamu rocyJapcTBEHHOU pErucTpaluu, NepeperucTpaluy 1 BHECCHUSI U3MEHEHUM
B PETUCTPALMOHHOE J0ChE JICKAPCTBEHHOTO CPEICTBA, U3JIETUNA MEIUIIMHCKOTO
Ha3HAYCHUS U MEIUIIMHCKON TEXHUKH, YTBEPKJACHHBIMHU TPUKa30oM MuHUCTpa
3npaBooxpaneHus Pecrryonmku Kazaxcran ot 18 HossOpst 2009 roma Ne 735
(3apeructpupoBaH B PeecTpe rocyapcTBeHHOM pErucTpalui HOPMAaTUBHBIX TTPABOBBIX
akToB noJ1 Ne 5935) u npu U3MEHEHUSIX, BHOCUMBIX B PETHUCTPAILIMOHHOE JIOCHE.

Crpana BBoauTcs 1o eauHomy kiaccudukaropy 'K PK MCO 3166

HanmenoBaHMe Ha aHTIIMUCKOM SI3bIKE 00s13aTENBHO IS 3apyOEKHBIX
MPEANPUATUI
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[Ipunoxenue 2
K [IpaBriiam npoBeneHus
AKCHEPTU3BI MEAULIUHCKOTO U3EIHS

Ilepeuensn
AOKYMEHTOB PEruCcTpalimOHHOr0 10CHE€ AJA IKCIEPTU3bI MEAUIIMHCKOI'0 U31E€/INHA *

Ne HanmenoBanue noxymeHTa Kmace | Kmace | Kiace | Kitacce Me- [Ipn-
it 1 2a 26 3 - Meya-
/n LIMH- HHE

cKoe
usje-
e
IS
nya-
THO-
CTUKH
in
vitro
(IVD)
(He3a-
BHUCH-
MO OT
Kiac-
ca 1mo-
TeH-
nu-
allb-
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 UCKIIOUEHHEM MEIUIIMHCKUX U3/CIUi , BIEpPBbIE IPOU3BE- 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. Kormus pa3penmmTenbHOro J0KyMeHTa Ha IpaBo MPOU3BOJCTBA B + + + + + B co-
CTpaHe-TIPOU3BOHUTENE (IIPU HATTMYUH) C IPUIOKEHHEM C ayTEHTHY- OTBET-
HBIM IIEPEBOJIOM Ha PYCCKHUI S3bIK CTBUH

MEX-
JlyHa-
pox-
HBIMHU
HOP-
MaMH
3aBe-
pe-
HHUS
WIH
HOp-
MaM#
3aBe-
pe-
HHUS
ycra-
HOB-
JIeH-
HBIMH
B Pec-
ny6-
JTUKE

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- - - + + + thop-
Tens meauuuHckux usaenuit [ISO 13485, GMP nubo cooTBeTCcTBYIO- MarT:

PDF

(xpo- (xpo-

UKW pEruoHaJIbHbIN WX HallMOHAJIbHBIN CTaHI[apT) C aQYyTCHTUYHBIM I1C- Me Me

PEBOJIOM Ha PYCCKHUI SI3BIK cTe- cTe-

pHIIB- pHIIB-
HBIX) HBIX)

5. Jlekiapanus o0 COOTBETCTBHU TPpeOOBaHUSIM 0€30IacCHOCTH U 3()(HEKTHB- + + + + + ¢dop-
HOCTH MEIHIIMHCKOIO M3J€JMs MM SKBUBAJIEHTHBIN OKYMEHT (IIpH Ha- Mar:
JIUYUH) C ay TEHTHYHBIM TIEPEBOJIOM Ha PYCCKHUI S3bIK PDF

6. JIOKyMeHT, MOATBEeP K IAIOIIMH KIacc B 3aBUCUMOCTH OT CTETIEHH 10~ + + + + + 3aBe-
TEHIHMAIBLHOTO PUCKa puMeHeHus (Jlexaparys cooTBETCTBHS; MUCh- psiet-
MO-000CHOBaHHUE OT IIPOU3BOJUTEIIS) C Ay TEHTUYHBIM IIEPEBOJIOM Ha cs
PYCCKHIA S3BIK po-
H3BO-
uTe-
J1eM
WA
ero
yImodi-
HOMO-
YeH-
HBEIM
npen-
CTaBH-

JIeM
dop-
Mart:
PDF

7. I[aHHLIe 0O JICKapCTBEHHBIX CPEACTBAX B COCTaB€ MECAUIIMHCKOI'O U3/1C- - + + + - 33.BC—
st (COCTaB JISKAPCTBEHHOTO CPE/ICTBA, KOJIUYECTBO, JaHHBIE O COBME- pser-
CTUMOCTH JIEKAaPpCTBEHHOT'O CPEACTBA C MEAULIMHCKAM HU3CITUEM, NTOKY- Ci
MEHT, [TOJITBEPKAAIOIINIT Ka4eCTBO JICKAPCTBEHHOTO BEILIIECTBA) C po-
AyTECHTUYHBIM IIEPEBOJIOM Ha pyCCKI/Iﬁ SA3BIK HU3BO-
UTEe-
JIEM
NN
ero
ynoi-
HOMO-
YCH-
HBbIM
npen-
CTaBHu-
TC-
JIEM
dop-
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Mar:
PDF

Otuet (IIPOTOKOJ) TOKCHKOJIOTHYECKUX U TUTUCHUYECKUX UCTIBITAHIH
C ayTEeHTHYHBIM IIEPEBOJIOM HA PYCCKHH SA3BIK PE3yJIbTaTOB U BBIBOJIOB
WCTIBITAaHUHN U MEJUIIUHCKOTO U3/ENNS U KOMIUIEKTYIOIIUX KOHTAKTH-
PYIOLIUX CO CIM3UCTON UM C KOKHBIM TOKPOBOM

3aBe-
psiet-
cs
npo-
U3BO-
uTe-
eM
WIn
ero
yroJ-
HOMO-
yeH-
HBIM
npej-
CTaBU-

JIEM

dop-
Mart:
PDF

Otuet (IPOTOKOJ) O TEXHUYECKHX UCTBITAHUAX C ayTCHTUYHBIM TIepe-
BOJIOM Ha PYCCKHUIl A3bIK PE3yJIbTATOB M BBIBOJOB UCIIBITAHUI

3aBe-
psiet-
cst
po-
H3BO-
Te-
JieM
WIn
ero
yImoi-
HOMO-
YeH-
HBEIM
npen-
CTaBH-
Te-
1eM
dop-
Mar:
PDF

10.

OTYeT UCTIBITAHUH Ha CTIEU(PUIHOCTD U YyBCTBUTEIBHOCTD MEIAUIIMH-
CKOTO M3/1eNus Ha3HadeHus i in vitro (IVD) auarnoctuku, B TOM
YKCIIe BXOAIMX B KOMIUIEKTAIMIO MEAUIUHCKOTO M3IENIUs IS in
vitro (IVD) nuarHocTuKy 3aKpbITOrO THIIA

3aBe-
psieT-
cs
npo-
U3BO-
uTe-
eM
WK
ero
yIoJ-
HOMO-
YeH-
HBIM
npen-
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CTaBU-
TC-
JIEM
dop-
Mart:
PDF

11.

Otuet 00 HucCcneI0BaHUAX CTaOMILHOCTH, 00OCHOBBIBAIOIIHI CPOK Xpa-
HEHUs (V11 MEJUIMHCKUX M3EIIHi, B TOM YHCIIE BXOJSAIINX B COCTaB
CTEPUIIBHBIX KOMILICKTYIOIIMX), C Ay TEHTUYHBIM IIEPEBOJIOM Ha pycC-
CKHi{ 3BIK PE3yJIBTATOB M BHIBOJIOB HCIIBITAHMUI

3aBe-
psiet-
cst
npo-
U3BO-
uTe-
JIeM
WK
ero
yIoJ-
HOMO-
yeH-
HBEIM
npen-
CTaBU-
Te-
JIeM
dop-
Mar:
PDF

12.

Otuer 00 UCCne0BaHNUSX CTAOMIBHOCTH HA PEareHThl U PACXOIHBIN
MaTepual BXOJAIIUX B KOMIUICKTAIIMIO MEMIIHHCKOTO U3/ICNHUs IS in
vitro (IVD) nnarHoCTHKH 3aKpBITOTO THIIA

3aBe-
psiet-
cs
po-
H3BO-
uTe-
eM
WA
ero
yros-
HOMO-
YeH-
HBIM
npea-
CTaBH-

JIeM
dop-
Mart:
PDF

JlaHHbIE O KIMHUYECKUX (KIIMHUKO-1a00paTOPHbIX) UCIBITAHUSX (HC-
CIIE/IOBAHUSX) C AyTEHTHYHBIM [IEPEBOJJOM Ha PYCCKUIL A3BIK pe3yIbTa-
TOB U BBIBOJIOB UCIBITAHHI WM UMEIOMIUECS KIMHIIECKUE JaHHBIC
(TIpUMEeHEeHHE, OT3bIBbI, HAYYHBIC TyOIMKAIIN)

(mpu
Hau-
quH
aeKap-
CTBEH-
HOTO
cpen-
CTBa)

3aBe-
psier-
cs
mpo-
U3BO-
uTe-
eM
WK
ero
yIoJ-
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HOMO-
YCH-
HBIM
npej-
CTaBU-
TC-
JIEM
dop-
Mart:
PDF

14. | Nudopmaius 0 MOHUTOPUHTE HEOIATONPHUITHBIX U HEXENIATEIBHBIX CO- + + + + + 3aBe-
ObITHH (MH(OpPMALUS HE IPEOCTABISETCS sl BHOBb pa3paboTaHHbBIX psiet-
1 CIIPOEKTUPOBAHHBIX MEIUIIMHCKOTO M3/IEJINs) C Ay TCHTUYHBIM Iepe- cst
BOJIOM Ha PYCCKHH S3BIK: po-
1) crMCcOK HeXeaTeIbHbIX COOBITUI/HECUACTHBIX CIIy4aeB, CBS3aHHBIX H3B0-

C UCTIOJIb30BaHUEM U3JIEIIHS, U yKa3aHUe Nepuoa COObITHIA; Aure-

2) KpaTKie 0030pbI MO KAXKIOMY M3 THIIOB COOBITHI U yKa3aTh ol1iee J:I?\Hd
KOJINYECTBO COOBITHI KaXI0r0 THIIA, O KOTOPBIX MOCTYIAIN OTYETHI ero
(Ipu HAJTMYKMU OOJIBIIIOTO KOJIMYECTBA); yron-
3) CIHCOK OTO3BaHHBIX MEIUIIMHCKHUX M3/ENINI /AN HOSCHUTCIBHBIX HOMO-
YBEIOMJICHHH C MPEIOCTABICHUEM aHAIN3a KOPPEKTUPYIOIIHX JeH- YeH-
CTBUI M IPHHSATBIX Mepax HBIM
npes-
CTaBH-
Te-
neM
dop-
MaT:
PDF

15. | HopmaTuBHBIil JOKYMEHT: CTaHAAPT MEXIYHAPOJHbIN, HAIIMOHAIBHBII + + + + + 3aBe-
WM OpTaHM3alUH (TEXHUYECKHE YCIOBHSA, CIeH(HKAII METO0B pseT-
KOHTPOJI TOTOBOT'O IPOYKTa) C ayTeHTHYHBIM IIEPEBOIOM Ha PyCCKUH cs
A3BIK CHIENU(DUKAIINE 1 METOUK UCIBITAHUH npo-
U3BO-
JiTe-
neM
WM
€ro
ynoi-
HOMO-
YEH-
HBIM
npej-
CTaBH-
Te-
eM
op-
Mar:
PDF

16. | Mudopmanus o crieruansHOM MPOrpaMMHOM oOectieueHnH (TP ero + + + + + 3aBe-
HAJIMYUH) C ayTEHTHYHBIM [IEPEBOJIOM Ha PYCCKHIA SI3BIK psiet-
cst
mpo-
H3BO-
ZmTe-




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI
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JlaTa ckauMBaHHS

19.04.2019
14.05.2019
19.04.2019
14.05.2019

1eM
W
ero
ynodi-
HOMO-
YeH-
HBIM
npen-
CTaBH-

JIEM
dop-
Mart:
PDF

17.

CrpaBka ¢ OmMcaHieM 00IacTy MPIMEHEHHS, Ha3HAYCHHUS, KPaTKOi Xa-
PaKTEPUCTUKH MEIULIMHCKOTO U3/ISIHS , BADHAHTAMHU UCIIOTHEHHUS H
KOMIUICKTYOUMME (110 popme)

3aBe-
psiet-
cs
po-
W3BO-
uTe-
eM
WIH
ero
yros-
HOMO-
yeH-
HBIM
npea-
CTaBH-

eM
dop-
Mar:
PDF,
DOC,
Excel

18.

OKCIUTyaTallMOHHBIHN JOKYMEHT MEJUIIMHCKOTO U3/IE/INs Ha Ka3aXCKOM
1 PYCCKOM SI3BIKax

3aBe-
psiet-
cs
npo-
U3BO-
uTe-
emM
WiIn
ero
yIoJ-
HOMO-
YeH-
HBIM
npen-
CTaBH-
Te-
emM
dop-
Mar:
PDF




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK
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19.04.2019
14.05.2019
19.04.2019
14.05.2019

19.

WHCTPYKIHMSA 110 IPUMEHEHHIO MEANIIMHCKOTO U3/ICITHS , YTBEPIKICHHAS + +
B CTpaHEe-IIPOU3BOAUTEIIE C Ay TCHTHYHBIM IIEPEBOJIOM Ha PYCCKHIA SI3BIK (ipu
HaJHU-
YHH)

3aBe-
pset-
cs
npo-
U3BO-
uTe-
eM
W
ero
yIoJ-
HOMO-
yeH-
HBIM
npen-
CTaBU-
Te-
JIeM
dop-
MarT:
PDF

20.

[IpoekT HHCTPYKUUH 110 MEAUIIMHCKOMY IPUMEHEHUIO MEIUIITHCKOTO + +
H3JIeNUs Ha Ka3aXCKOM U PYCCKOM SI3bIKax

3aBe-
psiet-
¢ 3a-
SIBH-
Te-
eM
dop-
Mar:
PDF,
DOC

21.

OO6pa3ubl METUIIMHCKOTO U3/ICTIHS + +

22.

CranpapTHble 00pa3Lbl (IpH yKa3aHUM 00 UX IPUMEHEHUH B HOpMa- + +
THBHOM JIOKYMEHTE)

23.

I'paduueckoe H300pakeHHE APIIBIKA HA MEAULITHCKOE U3/ETIHE + +

3aBe-
psiet-
cs
po-
W3BO-
uTe-
eM
WIH
ero
yroJs-
HOMO-
yeH-
HBIM
npea-
CTaBU-
Te-
eM
dop-
Mart:
PDF

24.

Onucanue ynakoBku MeauiuHckoro uinenus (Mudopmanus o6 yna- + +
KOBKe€, BKJII0Yasi, IEPBUYHYIO, BTOPUUHYIO, TPYIIIOBYIO, TPAHCIOPT-

HYIO, IPOMEXYTOUYHYIO YIaKOBKH; IIPEJOCTaBUTh HHPOPMAIHIO (Ha-

3aBe-
pset-

Cs
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19.04.2019
14.05.2019
19.04.2019
14.05.2019

IpUMep, MaTepuall, CocTaB, pa3mep) JOKyMEeHTbI, periaMeHTHPYIOoIe
KauecTBO YIIaKOBOYHBIX MAaTE€PUAIOB MEJUIIMHCKOIO H3eus (Crelu-
(uKanusg KayecTBa, CEpTU(UKAT aHANIH3a HA IEPBUYHYIO YIIAKOBKY) C
ayTEHTUYHBIM TIEPEBOIOM Ha PYCCKHH A3bIK

po-
HU3BO-
JIUTE-
JIeM
UIn
ero
yIoJ-
HOMO-
YCH-
HBIM
npej-
CTaBHU-
TC-
JIEM
dop-
Mart:
PDF

25.

Doto (oToOpaxkaeT BHEIIHUI BUJI U3AENNUS, KOMIUIEKTYIOIINX, PACXOA-
HBIX MaTepHaJIOB)

3aBe-
pset-
cs
npo-
U3BO-
uTe-
eM
WIn
ero
yIoJ-
HOMO-
yeH-
HBIM
npen-
CTaBU-
Te-
JIeM
dop-
Mart:
JPEG

26.

LIBeTHbIC MaKeThl YIAKOBOK M 3THKETOK (Ha MEPBHYHYI0, BTOPUUHYIO
YNaKOBKY) OT IIPOU3BOANTEINS HA MEJULIMHCKOTO M3/IeIHs MU €ro CO-
CTaBHbIE YaCTH NPU HEOOXOIMMOCTH (IIPEIOCTABIAETCS B Pa3BEPHYTOM
BUJIE pa3paboTKa MaKeTa yIaKOBKH).

[Mpu HaM4uK OOJBLIOTO KOJMYECTBA TUIIOPA3MEPOB, LIBETOBOI TaMMBbI
JIOITYCKAEeTCsI IPEIOCTABIICHIE THIIOBOTO MaKeTa Ha OMH U3 Pa3MepOB,
uBeT (B Cilydae eClii MaKeThl UICHTUYHBI)

3aBe-
psiet-
co
po-
W3BO-
IUTE
1eM
WA
ero
yroJs-
HOMO-
qeH-
HBIM
npea-
CTaBH-

JIEM
¢op-




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI
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19.04.2019
14.05.2019
19.04.2019
14.05.2019

Mart:
PDF,
JPEG

27.

IIpoekT TekcTa MaKeTa YIaKOBKHU, STHKETKH, CTUKEpa MEAUIIMHCKOTO + +
U3Je1sl Ha Ka3aXCKOM H PYCCKOM SI3bIKax (B CIydae OOJBIIOro KoIude-
CTBa TUTIOPA3MEPOB, IIBETOBOM TaMMBI JIOIYCKAeTCs YTBEPIKICHHE Of1-
HOT0 MakKeTa ¢ HCIO0JIb30BaHHeM a00peBHATYpBI)

3aBe-
psier-
e
po-
W3BO-
JIATe-
eM
TN
ero
yros-
HOMO-
yeH-
HBIM
npe-
CTaBH-
Te-
eM
dop-
Mar:
PDF,
DOC,
JPEG

28.

Komus perucrpanuonHoro ynocrosepenus B Pecryonuke Kasaxcran + +
(TIpH TIepeperuCTparim)

dop-
Mart:
PDF

29.

[TuceMo — 060CHOBaHHE O THIIE MEUIIMHCKOTO M3/eus (OTKpBITast + +
WY 3aKPBITasi CUCTEMA) C ayTEHTHYHBIM [IEPEBOJIOM Ha PYCCKHUH SA3BIK

3aBe-
psiet-
cs
po-
H3BO-
Te-
J1eM
WA
ero
yIod-
HOMO-
YeH-
HBEIM
npea-
CTaBH-

JIEM
dop-
Mart:
PDF

30.

JlarHbIe 0 OGHONIOrMYECKOil 6e30macHOCTH (IIPY HAIWYNH) C Ay TCHTHY- + +
HBIM IIEPEBOIOM Ha PYCCKHIA SI3BIK

3aBe-
psiet-
cs
npo-
U3BO-
uTe-
emM
WIn
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14.05.2019
19.04.2019
14.05.2019

ero
yIoJI-
HOMO-
YCH-
HBIM
npej-
CTaBHU-
TC-
JIeM
dop-
Mart:
PDF

31.

JlaHHbBIe 0 IpoLeNype CTEPUIIM3ALNHY, BKIIFOYasi HHPOPMALHIO O Hep-
BUYHO# 3KCIEPTH3bI IPOIIECcca, Pe3yJIbTaThl TECTHPOBAHMS Ha CO/IEpKa-
HIE MHKPOOPTaHU3MOB (CTEIIeHb OHOJIOTHYECKOM HAarpy3KH), IUPOTeH-
HOCTH, CTEPUIILHOCTH (IIPX HEOOXOJMMOCTH) C YKa3aHHEM METOI0B
MPOBEACHHUS UCTIBITAHUH U JAHHBIC O IEPBUYHOMN KCIICPTU3BI YIIAKOB-
KU C ayTeHTHYHBIM MIEPEBOJIOM Ha PYCCKHUI S3BIK.

(xpo-
Mme 1
KJ1ac-

3aBe-
pset-
cs
mpo-
U3BO-
uTe-
eM
WK
ero
yIoJ-
HOMO-
yeH-
HBEIM
npej-
CTaBU-
Te-
JIeM
dop-
Mar:
PDF

32.

CBezieHusI O IPOU3BOIUTENE: HANMEHOBAHKE, BUJI JICITSIBHOCTH, FOPU-
JUUecKHi ajpec, popMa coOOCTBEHHOCTH, EPEUCHB MTO/IPA3Ie/ICHUI 1
JIOYEPHUX KOMITAaHUH C YKa3aHHEM HX CTaTyca U IIOJTHOMOYHUH C ayTeH-
THUYHBIM [IEPEBOJIOM Ha PYCCKHI S3BIK

3aBe-
psiet-
cs
po-
H3BO-
UTe-
1eM
WA
ero
yros-
HOMO-
YeH-
HBIM
npea-
CTaBH-

JIeM
dop-
Mart:
PDF

33.

Wndopmanns o pa3paboTke 1 IPOU3BOJICTBE: CXEMBI IIPOLIECCOB MPOU3-
BOJICTBA, OCHOBHBIX CTa/IUi NPOM3BOJICTBA, YIIAKOBKH, HCIIBITAHUH 1
MPOLEAYPHI BBITYCKa KOHEYHOTO MIPOJYKTa C ayTECHTHYHBIM EPEBOZAOM
Ha PYCCKHH SI3bIK

3aBe-
psiet-
cs
npo-




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 14.05.2019
- ‘ d' ‘ DTaNOHHBIA KOHTPOJIBHBINA GAHK HOPMATUBHBIX [IPABOBbIX AKTOB Jlata pexaKuun 19.04.2019

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 14.05.2019

HU3BO-
uTe-
JIEM
NI
€ro
ynoi-
HOMO-
YCH-
HBIM
npej-
CTaBHU-
TC-
JIEM
op-
Mart:
PDF

34. | Onmch JOKYMEHTOB PErHCTPALOHHOTO J0ChE + + + + + dop-
MaT:
PDF

35. | Ilepedens cTaHmapTOB, KOTOPEIM COOTBETCTBYET MEJUIIMHCKOE U3/1e- + + + + + 3aBe-
nue (¢ yka3aHHEM CBEACHHI O HUX) C ayTeHTHYHBIM IIEPEBOIOM Ha pyc- pser-
CKHil A3BIK cst
po-
H3BO-
JUTE-
JIEM
(ero
yIoJ-
HOMO-
YEeH-
HBIM
npes-
CTaBH-
Te-
em)

36. | Ilnan cOopa u aHanu3a JaHHBIX MO 0€30MACHOCTH U 3P (HEKTUBHOCTH + + + + + 3aBe-
MEUIHCKOTO M3/EJIHs Ha MOCTPErUCTPALIHOHHOM IIEPHOJIE C Ay TEH- pset-
THYHBIM TIEPEBOJIOM Ha PYCCKHIA A3BIK cst
npo-
U3BO-
JIATe-
aem
(ero
yIon-
HOMO-
YeH-
HBIM
npen-
CTaBU-
Te-
em)

37. | Oruer 00 aHaU3e PUCKOB (TIPH HAJTMYKMK) C Ay TEHTHYHBIM I1EPEBOIOM - + + + + 3aBe-

HA PYCCKHH S3bIK psier-

(kpo-

Me CA

mpo-
U3BO-
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AKTLIepAiH STATOHIbI OaKblIay OaHKI
DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
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Cakray KyHi
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14.05.2019
19.04.2019

JlaTta ckaunBaHMs 14.05.2019

1 JIATe-
Kiac- | JIEM
ca) (ero
ynodi-
HOMO-
YeH-
HBIM
npen-
CTaBH-
Te-
nem)

LIMHCKOT'O M3/JeJIMs Ha phIHKe Oosee 2 j1eT) (IpH HAIUIUK)

38. | Mudopmarus o mapkeTHHre (MCTOPHS NIPU YCIOBUU OOpaleHHs MeIu-

+ 3aBe-

(kpo- | PfeT-

Me CAa

po-
1u P

2a
KJac-
COB)

H3BO-
JIATe-
eMm
(ero
yIon-
HOMO-
YeH-
HBIM
npej-
CTaBU-
Te-
nem)

CocrapyieHUE CIIpaBKU Ha MEIUIIMHCKOE u3jaenue **

HUMEHO-
BaHHC

IIpousBoauTens (U3roToBH-
TeJb), CTpaHa

[IponsBoacTBeHHAs MIOMIAIKA,
cTpaHa

YI10IHOMOUYEHHBIH NpeICTaBU-
TeIb IPOU3BOAUTEIIS, CTpaHa

KommiekTHOCTh

HaumenoBanwue co-
CTaBHBIX YacTeH

Mo-
IeNnb

Ipowns-
BOJIM-
Telb

Crpa-
Ha

OcHoBHOI1 6110k (TIpH
HAJIUYHH)

[IpunamiexuocTi
(TIpM HAJTMYMN)

KOMIUIEKTYIOIIIE
(TIpy HAJTMYHN)

Pacxonnbie MaTepua-
JIBI (TIpY HATM9IHN)

IporpammHOe 06ec-
neveHue (Mpu HaJTU-
YHH)

Oo6nacts npu-
MEHCHHSI, Ha-
3HaueHHE

KpaTKaH TECXHHUYC-
CKas XapaKTepu-
CTHKa

IIpumeyanue:

* JlaHHBIN NTEpeYeHb MPEJOCTABIIAETCS TAKXKE MPU MPOJIEHUH CPOKa JEHCTBUS

PETUCTPAIMOHHOI'O YAOCTOBCPCHUS, BbIJABACMOI'0 YIIOJITHOMOYCHHBIM OPraHOM B

obnactu 3apaBooxpanenus Pecriyonuku Kazaxcran B coorBercTBuu ¢ [IpaBunamu

roCyJIapCTBEHHOM perucTpaluu, nepeperucTpauy 1 BHECEHUS U3MEHEHU B




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 14.05.2019

& ‘ dl i DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata perakiun 19.04.2019
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTta ckaunBaHMs 14.05.2019

PETUCTPALIMOHHOE JI0ChE JIEKAPCTBEHHOTO CPENICTBA, U3ACIUN MEIULINHCKOTO
HA3HAYEHUS U MEUIIMHCKON TEXHHUKH, YTBEPKICHHBIMH NMPUKa30M MUHHUCTpa
3apaBooxpaHenus Pecnyonuku Kazaxcran ot 18 Hos6ps 2009 roga Ne 735
(3apeructpupoBaH B PeecTpe rocyapcTBEHHOM PErCTpallii HOPMATHBHBIX TTPABOBBIX
aktoB ot Ne 5935).



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019

; aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 14.05.2019

- e Lo | [ l?ganogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 19.04.2019
cry6inkn KasaxcraH B 9JI€KTPOHHOM BHE TlaTa ckaunBanus 14.05.2019

[Ipunoxenue 3
K [IpaBriiam npoBeneHus
AKCHEPTU3BI MEAULIUHCKOTO U3EIHS

dopma

YcaoBus, npeabsBiasgeMblie K 00pa3aM MeAMIMHCKOr0 U3AeJus s
JIa00PaTOPHBIX UCTIBITAHUM

1. 3asgBuTenb A0 MOJAYM 3aIBICHUS HA SKCIIEPTU3Y OCYIIECTBISET pacyeT
KOJIMYECTBa 00pa3oB, HEOOXOIUMBIX JUIsl MPOBECHUS TPEXKPATHOTO aHAIN3a MIPH
71a00paTOPHBIX UCTIHITAHUSIX.

2. KonnyecTBO 00pa3noB MEAUIIMHCKOTO U3JIEIUS , IPEJOCTABIEMbIX IS
IpOBECHUS TaOOPATOPHBIX UCIIBITAHUH, OIIPEIEsIeTCs COTJIacHO TPEOOBaHUSIM
HOPMATHUBHBIX JTOKYMEHTOB, HA COOTBETCTBHE KOTOPBIM IIJIAHUPYETCS MPOBEACHUE
VICTIBITAHUU.

3. Ilpu onpenenenny KOJIWYECTBA 3aMpalIMBaeMbIX 00pa3lioB yUUTHIBACTCA
OJIHOPOAHOCTB 3asBJICHHON IPOLYKLMH, [IPEICTABUTEIBLHOCTD 110 COCTaBY U
KOJIMYECTBY, COOTBETCTBHE 00Pa30B UACHTU(PUKALMOHHBIM MPU3HAKAM MTPOTYKILIHUH,
OTPAKAIOLIUM €r0 KaYEeCTBEHHBIE XapAKTEPUCTUKH.

4. KonruecTBo NMpeAoCcTaBIsieMbIX 00pa3lioB IO COCTaBYy OTPaXKaeT BCIO
COBOKYIIHOCTH OJTHOPOJHOM 3as1BJICHHOM IPOAYKIUH, C YYETOM Pa3In4us CBONCTB
OTJIEJBHBIX TUIIOB (MapoOK, MOJEJIEN) TAKOH COBOKYITHOCTH.

5. i omHOpOAHOM MPOAYKIMH, OTIIMYAIOLIEHCS TOJIBKO TUIIOPA3MEPHBIM
PAIIOM, MIPEAOCTABIIAIOTCS 00pa3Ibl CAaMOT0 KPYITHOTO, CPETHET0 U CAMOT'0 Majioro
MPECTABUTEIIS psiaa.

6. [Ipy oTIMYMK OTAEIBHBIX BUAOB 3asBICHHOTO MEAUIIMHCKOTO U3AEJHS TOIbKO
10 IIBETOBOM raMMe, JIOCTATOYHO MPEI0CTaBICHUE 00Pa3IloB OHOM I[BETOBOM raMMBI.

7. O6pasibl MENUIIMHCKOTO U3JIENHSI TIOCTIE TPOBEICHUS UCTILITAHUIN HE
BO3BpAIAIOTCA.
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19.04.2019
14.05.2019
19.04.2019
14.05.2019

9KCIICPTU3BI MCAUITUHCKOI'O U3ACINUA

OTtuyer

[Ipunoxenue 4

K [IpaBriiam npoBeneHus

dopma

HAYaJIbHOM IKCIEPTU3bI (BAJTUAANUN PErUCTPANUOHHOIO 10CHe) METUIIMHCKOT 0

[IpoBenena HavanbHas IKCIIEpTU3a (BaTUAALMS PETUCTPALIMOHHOTO JOCHE)

H3J1€JIUs , IPECACTABJICHHBIX HA JKCIICPTU3Y

MCIHUIIMHCKOI'O U3JCINs IMMPEAOCTABICHHBIX Ha 9KCIICPTU3Y

®dammns, UM, 0TYECTBO (TP HAJIMYHMN) SKCIIepTa

Ne 3agBKM 1 1aTa

I[aTa TIOCTYIUICHUS JOKYMCHTOB Ha HA4YaJIbHYIO SKCIICPTU3Y

TOpFOBOC HanMCHOBAHUEC MCIUIIUMHCKOI'O U3CINA

Hasnauenue MCIUIIUHCKOI'O U3OCIIUA

O0nacTs MpUMEHEHUS

Kitacc B 3aBUCHMOCTH OT CTEIIEHU IIOTECHIUAJIBHOTO PHCKA IPUMCHCHUS

Sl BN A D Bl el

3asBUTEIb

I[aHHI)IG O IMPOU3BOJUTCIIC:

Tun opranu3anyu Uil y4acTOK IPOU3BOJICTBA

HaumenoBanue Crpa-
OpraHu3alu Ha

TOpuu-
YeCKUi
ajpec

IIpousBogurens

HpOPISBOZ[CTBCHHaSI IUIoIIaaKa

Y1omHOMOYEHHBIN TIIpeAcTaBUTCIIb IIPOU3BOAUTEIIS

YmakoBIwK (Ipy HEOOXOAUMOCTH)

KonrakTHbIe JaHHBIC YIIOJJHOMOYCHHOI'O JIMIIa IT0 MOHUTOPUHTY H€6HaFOHpI/I$ITHI>IX COOBI-

THil (MHIUICHTOB) Ha TeppuTopun Pecybmmkn Kasaxcran

1. HauanpHas IKCIICPTHU3a KOMINICKTHOCTH PCTUCTPALTMOHHOI'O 10CHE U

MPaBUILHOCTU O(DOPMIIEHHUS MPEJICTABICHHBIX TOKYMEHTOB (YKa3bIBAIOTCS 3aMEUYaHUs

10 HCKOMIIJICKTHOCTH JOCHC N HCIIPABUJIBbHOCTH O(bOpMJ'IeHI/IFI I[OKYMGHTOB).

2. Peructpaius B cTpaHe-nmpou3BOANTENE (U3TOTOBUTEIIE) U IPYTUX CTpaHaX:

Crpana

Ne mokyMeHTa, yIOCTOBEPSIOIIETO PETHCTPALIHIO

Jlata BbI1auN

[Ipumeuanue skcmepTa
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3. CooTBETCTBHE KJIacCa MEIUITMHCKOTO U3/IeNIHsI B 3aBUCUMOCTH OT CTEIICHU
MOTEHIIUAJILHOTO PUCKA TPUMEHEHMS, YKa3aHHOTO B 3asBJICHUH U JJOKYMEHTax
PETUCTPAIMOHHOTO JOChE:

Ne Knacc B cooTBet- Kiacc B cOOTBETCTBHU ¢ JOKYMEHTaMU HawnmMeHnoBanne qoKyMeHTa B perHCTPaIlMOH- IIpumeua-
CTBUH C 3asIBJICHUEM PEruCTPalMOHHOTO 10ChEe HOM J0cke 00 yKa3aHWH Kiacca HHE JKCIIep-
Ta

4. CooTBETCTBHE MPEACTABICHHBIX 00PA3LOB ISl TJAOOPATOPHBIX UCTIBITAHUM:

HawnmeHnoBanne 06pasnos Ce- | KommuecTBo nmpeacTaBiIeHHBIX 00pa3IoB Cpok OcTtaTouHBII CPOK Ycnosus xpane- | Yma-

(c yka3aHueM 00beMOB, pus (B emMHULIAX U3MEPEHHsT: (DIIAaKOHBI, rofi- TOTHOCTH 00pa3- HUSA (TpaHCIIOp- KOB-
pazMepoB) IITYKH, YIIAKOBKH) HO- LIOB MPOIYKIUU THPOBAHUS) Ka

cTH (Tum)

5. OueHka TeKCTa MapKUPOBKHU MTPOEKTOB MAKETOB YITAKOBKH, 3TUKETOK,
CTHKEPOB Ha COOTBETCTBHE TPEOOBaHUIM 3aKOHOJATENIbCTBA!

6. CooTBeTCTBUE NIPECTABICHHBIX CTAHAAPTHBIX 00pa31l0B HOPMATHUBHBIM
JOKYMEHTaM MPOU3BOAUTENS (IIPU yYKa3aHUU 00 UX IPUMEHEHUH B HOPMAaTUBHOM

JOKYMEHTE):
Haumenosanue Kosnu4ecTBO NpeACTaBICHHBIX CTAHAAPTHBIX 00pa3- | Cpok OcTaTo4Hbli CPOK VYcnoBus xpane- Vna-
CTaHIAPTHBIX 00- 0B (B CAMHUIIAX U3MEPEHUS: (IIaKOHBI, ITYKH, ron- TOHOCTH 00pa3IoB Hus (TPAHCTIOPTH- | KOB-
pasioB YIaKOBKH) HO- MIPOIYKIIUHU poBaH¥s) Ka
CTH (Tum)

7. 3aKIIIOYeHUE:

OTka3ats B JajbHEHIeH sxcriepTuse (¢ 000CHOBaHUEM)

HpOIIOJ'I)KHTL OKCIIEPTU3Y MEANITUHCKOI'O U3ACIUST

PyxoBouTenb CTpyKTYpHOTO IOIpa3/ieICHUs

IIOAITUCH q)aMI/IIII/ISI, HUMsI, OTYECCTBO (HpI/I HaJ'II/I‘II/II/I)

OkcnepT

moanuch aMuust, UMs, OTY4ECTBO (MIPYU HATHYIHN)

Jlarta



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019
e aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 14.05.2019
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ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE Tlata cxaunpans 14.05.2019
[Ipunoxenue 5
K HpaBI/IHaM IMPOBCACHUA SKCIICPTU3BI
MEOUIIMHCKOI'O U34CI1UA
dopma

OTtuyer

HAYAJIbHOH IKCIEPTU3bI (BATHIALUN PErHCTPALMOHHOIO 10Che) M3MEHEHUH,

BHOCHMBbIX B PEruCTpaiuOHHOC JOCH€ MEIUIIMHCKOT0 U3/1CTUHA

[IpoBenena HavanbHas IKCIIEpTU3a (BaTUAALMS PETUCTPALIMOHHOTO JOCHE)

MCIHUIIMHCKOI'O U3JCIUs IMPCAOCTABJICHHBIX Ha OKCIICPTU3Y ITPU BHECCHUU W3MCHCHUH B

PETUCTPAlMOHHOE J0ChE

1. ®damunusi, UM, 0TUECTBO (MIPH HAJTMYKMK) IKCIIePTa

Ne 3asBku 1 nata

Jlata nmocTyruieHus JOKYMEHTOB Ha HAYaJIbHYIO SKCIIEPTU3Y

ToproBoe HaMEHOBaHHWE MEIUIITHCKOTO H3AETIH

Ha3znaueHune MEeIUIIMHCKOTO U3/IEHS

O6nacTth MpUMEHEHHS

Kiacc B 3aBUCMMOCTH OT CTEIECHH MOTCHIIMAIBLHOTO pHUCKa NIPUMCHCHUSA

Sl P AN IR Il I

3asBUTEIb

JlaHHBIE O IPOU3BOIUTEIIE:

Ne Tum opranu3aniy WK y4acTOK IPOU3BOACTBA HanmeHnoBanue Crpa- | HOpunn-

OpraHu3aLHu Ha YeCKHI
azapec

1. IIpousBoaurenn

2. IIpousBoacTBeHHAs MJIOMIAIKA

3 Y H0oMHOMOYCHHBIH MTPEACTABUTENh IPOM3BOAUTENS (TIPH HATUYUH)

4. | YnaxoBuuk (pu HEOOXOJMMOCTH)

5 KoHTakTHBIE JaHHbIE YIIOTHOMOYEHHOT'O JIMI[A 10 MOHUTOPHHT'Y HEOJIaronpusTHHIX COObI-

THil (MHOUIEHTOB) Ha TeppuTopun PecnyOnuku Kasaxcran

1. HauanpHas OKCIICPTU3a KOMINNICKTHOCTH PErUCTPAIMOHHOTO 10CHE U

MPaBWIHLHOCTUA 0OPMIICHHUS MTPEACTABICHHBIX JIOKYMEHTOB (YKa3bIBAIOTCS 3aMEYaHUs

IT0 HCKOMIIJICKTHOCTH JOCKHE, H€O6XOIII/IMOCTI/I MMpCa0CTaBICHUA 06pa3u013
MCIAWIMHCKOI'O U3ACIINA U IIPAaBUJIBHOCTH O(l)OpMJIeHI/IH I[OKYMCHTOB).

2. Peructpaiiusi B cTpaHe-npou3BoAUTENE (M3TOTOBUTEIIE) U IPYTUX CTpaHaX:

‘Ne

Crpana | Ne MOKyMEHTa, yI0CTOBEPSIOIIETO0 PErHCTPAIIHIO I Jata BpInaun | [Ipumeuanune skcmepra
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AKTLIepAiH STATOHIbI OaKblIay OaHKI
& .L a' l DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi 19.04.2019
Cakray KyHi 14.05.2019
Jlara penakuuu 19.04.2019
JlaTta ckaunBaHMs 14.05.2019

3. CooTBETCTBHUE Kjacca MCAUITMHCKOI'O U3CJIHUA B 3aBUCUMOCTH OT CTCIICHU

NOTEHIMAIIBHOI'O PUCKA TPUMEHEHUS, YKA3aHHOI'O B 3asBJICHUU U JIOKYMEHTax
PETUCTPALIMOHHOTO JIOChE:

No Kunacc B cootBeT-
CTBHUH C 3aBICHHEM

Kiacc B cOOTBETCTBHU C JAOKYMEHTaMU HaumenoBanue JOKYMCHTA B pETruCTpanioH- HpI/IMe‘Ia-
PErucTpalluOHHOIo JOCHEe HOM J0CBC 00 YKa3aHHUHU Kjlacca HHEC SKCIIEep-
Ta

4. COOTBETCTBUEC IMPpCaACTABJICHHBIX 06pa3u03 JIIsA Ha60paTOpHBIX HCIIbITAHUM

HaumeHoBaHue 00pa3noB
(c yka3aHueM 00bEMOB,
pa3MepoB)

Ce-
pust

KonuuectBo mpezcraBieHHBIX 00pa3IoB
(B eaMHMLIAX U3MEPEHUSL: (DIIaKOHBI,
LITYKH, YIaKOBKH)

Cpok
rosi-
HO-
cTH

OcTaTo4HBIi CPOK
TOJHOCTH 00pa3-
LIOB NPOYKIMU

VYcnoBus xpane- | Yma-
HUA (TpaHCIIOp- KOB-
TUPOBAHUS) Ka

(Trm)

5. O1eHKa TeKCTa MapKUPOBKHU MTPOEKTOB MAKETOB YIIAKOBKH, 3TUKETOK,
CTUKEPOB Ha COOTBETCTBUE TPEOOBAHUSIM 3aKOHOAATENHCTBRA:

6. Tunm BHOCUMBIX U3MEHEHUN

Penakuys 10 BHECEHUS U3MEHEHUS

Penakuust nocie BHECEHUSI U3SMEHEHUI

7. COOTBETCTBUE MPEACTABICHHBIX CTAHIAPTHBIX 00pPa31l0B HOPMATHUBHBIM

JOKYMCHTAaM IIPOU3BOAUTCIIA (HpI/I YKa3aHHuH 00 ux IMPUMCHCHHNHN B HOPMATUBHOM

JOKYMEHTE):
HaunmenoBanue Kosnu4ecTBO NpeACTaBIeHHBIX CTaHAAPTHBIX 00pa3- | Cpok OcTaTo4HBbIi CPOK VYcnoBus xpane- Vna-
CTaHIAPTHBIX 00- 0B (B CAMHUIIAX U3MEPEHUS: (IIAKOHBI, ITYKH, ron- TOTHOCTH 00pa3IoB HUs (TPaHCIIOPTH- | KOB-
pasioB YIaKOBKH) HO- MIPOLYKIIUHU poBaHus) Ka
CTH (Tum)

8. 3aKiroueHue:

OTka3ats B JajbHeHmeH sKkcriepTuse (¢ 000CHOBaHUEM)

HpOI[OJ'I)KHTL OKCIICPTU3Y

PyxoBouTenb CTpyKTYpHOTO IOIpa3/ieICHUs

OkcnepT

IOAITUCH q)aMI/IJII/ISI, HUMsI, OTYECCTBO (HpI/I HaJ'II/I‘{I/II/I)

moanuch aMuust, UMs, OT4ECTBO (MIPYU HATHYIHN)

Jlarta
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[Ipunoxenue 6
K [IpaBrunam npoBeeHNs S3KCIEPTU3BI
MEIUIMHCKOTO U3/IEeTuUs

dopma

MunuctepcTBo 31paBooxpanenust Pecnyoimku Ka3zaxcran

HauMeHOBaHMe rocyJapCTBEHHOM IKCIEPTHOM OPraHU3aluU

ATTECTAT aKKPEAUTAUMH UCIBITATEILHOM J1adopaTopuu (Ne, CpOK AeicTBHUA)

Anpec, TesiepOH IKCIIEPTHON OPraHu3annm (UCNbITATEILHOH J1a00paTOPHUN)

" "

IIporoko.u ucnbiTanuim Ne oT roaa

‘ | Crpanuna /Konu4ecTBo JUCTOB ‘

3asBUTEND (7151 OPUAMYECKOTO Jula (HauMeHoBanue)/ 1uist puzudeckoro nuia O.
N.O. (npu Hanuuuu) u aapec):

HaunmenoBanue nipoiyKuum:

Buj ncnpitanuii:

OcHoBanue:

CDI/IpMa I/I3FOTOBI/ITGJIB/HPOI/ISBOIH/ITGJIL, CTpaHa:

Cepust, maprusi: JlaTta mpousBoacTsa: Cpok

T'OOJHOCTH.




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 14.05.2019
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y p ae JlaTa ckauMBaHHS 14.05.2019

JlaTa Hayama ¥ 1aTa OKOHYaHUS UCIIBITAaHUM:

KonuuectBo 06pas3iios:

O06o03HaueHre HOPMATUBHOTO JJOKYMEHTA 10 Ka4eCTBY Ha MPOIYKIIUIO:

O003HaueHre HOPMATUBHOTO JOKYMEHTA 10 KAYECTBY HA METObI HCIIBITAHUM:

Pe3ynpTarsl ncnipITaHUit

HaumenoBanue moka3zarenei Tp€60BaHI/IH HOPMATUBHOI'O JOKYMCHTa dakTruecku TIOJTYUCHHBIC PE3YyJIbTAaThl TOC u BIaXXHOCTH

(%)

1 2 3 4

3axmrouenue: [pencraBnenHbie 00pas3ibl COOTBETCTBYIOT/HE COOTBETCTBYIOT
TpeOOBaHUSIM HOPMATUBHBIX JIOKYMEHTOB U METOJUKHU BOCIIPOU3BOISATCS/HE
BOCIIPOM3BOAATCS (YKa3bIBaTh Mpu Heobxoaumoctn). (HykHoe moguepkHyTh)

MGTOI[I/IKI/I HC BOCIIPOU3BOIATCA I10 CIACAYIOIIHNM I1OKAa3aTCIIsAIM

HO,Z[HI/ICI/I YIIOJIHOMOYCHHBIX JINIT

(momxHOCTB) (moAmuCh) (DaMuIHs, UM OTIECTBO (TIPH HATIMYIHHN)

(momxHOCTB) (moanuck) (PaMusust, UMsi 0TUECTBO (TIPH HATTHYHMH)

(momxHocTh) (moanuck) (Pamuiys, UMst OTYECTBO (TIPU HATTUYHH)

MecTto miis nmevatu



KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni

y AKTLIepAiH STATOHIbI OaKblIay OaHKI
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Cakray KyHi
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JlaTa ckauMBaHHS

19.04.2019
14.05.2019
19.04.2019
14.05.2019

[Ipunoxenue 7

K [IpaBriiam nipoBeieHUsE SKCIIEPTU3BI

MCOUITMHCKOI'O N30SI

OTtuyer

dopma

0 pe3yJbTaTax NpoBeJeHNs JA00PATOPHOIr0 UCIILITAHUS B JIA0OPATOPUHM KOHTPOJIS

KAa4ecTBa MPOU3BOAUTE/IA WJIN B KOHTPAKTHOM J1a00paTOPHHU, UCIIOJIb3yeMOM

NMPOU3BOANTEIEM ™

1. Pe3rome

HanmeHnoBanue MEIUIIMHCKOTO U3ETHUS

HaI/IMeHOBaHI/IC, aapecC PEKBU3UTBI HpOPI3BOIICTB€HHOI71 TIIoIMa KU

HaumeHoBaHwue, afpec, peKBU3UTHI Ia00OPATOPHH KOHTPOJIS KAYECTBA W/WIIN KOHTPAKTHOI J1a-
060paTOpUu KOHTPOJIS KauecTBa

OcHOBaHHUE NPOBECHHS J1JA0OPATOPHOTO UCTIBITAHHS

Howmepa nunien3un (pu HANAYUH), CEPTUPHUKATOB, 3aIBOK Ha SKCIEPTU3Y

Pestome nesTenpHOCTH 1a00pPaTOPHU KOHTPOJIS Ka4ecTBa

TIpoBenenne 1a0OPATOPHBIX UCTIBITAHMIA

CKOI'o u3acius

Beimyck B peanusanuio cepuu MeIUINH-

NHoe (He0OX0AUMO yKa3aTh)

Jara(p1) mpoBeieHHs TaO0OPATOPHOTO UCTIBITAHHS

@®.1.0. (pu HATUYKH) KCIIEPTOB (WICHOB KOMUCCHH ), TOJDKHOCTD

2. Broanas unpopmanus

KpaTKOC OIIMCAHUEC HaGOpaTOpI/II/I KOHTPOJISL KayeCTBa

Hanuuue noxyMeHTHPOBAHHBIX NPOLEAYP NIPOBEACHUS UCTIBITAHUI

BeinonHenue TpeOoBaHuil JOKyMEHTHPOBAHHBIX MPOLELYP IPOBEAEHUS UCTIBITAHUI

LLCIIL TIIpOBEACHUSA na6opaTopHor0 HUCIIBITAaHUA

OOBEKTHI HCIIBITAHUS

HepCOHa}I J'Ia60paT0pI/II/I KOHTPOJISI Ka4eCTBa, y‘IaCTByIOIJ_II/Iﬁ B IPOBCACHUN ﬂa60paTopH0r0 HUCHBITAaHUA

ﬂOKyMCHTLI, IIOJaHHBIC OpFaHI/I3aHHCﬁ-HpOI/ISBOI[I/ITGJICM W/WIu JIa6OpaTOpHCI71 KOHTPOJISL KayeCTBa 40 MPOBEACHUS OLICHKHU yCHOBI/Iﬁ Tpo-

HU3BOACTBA U CUCTEMBEI obecrieueHus KauecTBa

3. HaGmronenus u pe3ynbTaThl MPOBEACHUS J1a00PaTOPHOTO UCTIHITAHUS

Ccblika Ha HOpMaTHBHBIH JOKYMEHT

Homep Cepuu, aara npou3BoACTBa

ITokaza- Tpe60BaHI/I${ HOPMAaTUBHOI'O TOKYMCHTA I10 Ka4ye- dakTnueckne pe3yiib-
TCJIb CTBY TaTbl

T, BIax- COOTBETCTBYET/ HE COOTBET-

HOCTb CTBYET

4. ITpunoxeHus
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‘ JlokymeHTbI (TIepBUYHBIC TaHHBIE, TPOTOKOJIBI UCTIBITAHUI) U 00pa3iibl, OTOOPaHHbBIE B XO/IE TPOBEICHMUS 1a00PATOPHOTO UCIIBITAHUS | ‘

5. 3akiroueHne

ITonoxuTenbHOE

OtpunarensHoe ( ¢ 000CHOBaHHEM)

[Ipumeyanue

*K oTyeTy o pe3ynpTaTax NpoBeAeHUS JTa00OPaTOPHOTO UCTIHITAHUS MTPUIIATAeTCs
Komnusi cepTrudurkaTa aHaau3a v (W) TPOTOKOJIa UCTIBITAHUIN Ha TTPOTYKIIUIO
1abopaTopuu KOHTPOJIS Ka4eCTBA MTPOU3BOAUTENS MIIH KOHTPAKTHOU JabopaTopuH,
UCIIOJIb3yeMOM Mpou3BoAUTENIeM. Bee MpuiioxkeHus K OTYETY SBISIOTCS HEOThEMIIEMOM
€ro 4acTblo.

PyKOBOHI/ITeHL KOMHUCCHUH

(nmoamuck) (amunus, UMsi 0TYECTBO (TIPU HATTMYHHN)

YJICHbBI KOMHUCCHU

(nmoamuce) (amuiust, UMs 0TYECTBO (TIPH HAJIMYHMHN)

(moamuce) (Damitust, ©Mst 0TYECTBO (TP HATTHYIH)

"n n 20 T.

CorJiacoBaHo:

(momxHoCTb) (moanuck) Gamuirs, UM OTYECTBO (IIPU HATUYHH )

(momxHOCTB) (moanuch) GamMuiIHs, UM OTYECTBO (IIPY HATUYHN)
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Penakumsnay kyHi

19.04.2019

e ; aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 14.05.2019
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[Ipunoxenue 8
K HpaBHHaM IMPOBCACHUA SKCIICPTU3BI
MCOUITMHCKOI'O N30SI
dopma

IDKCNEPTHBII 0TYET CHeNUATNM3UPOBAHHOM IKCIEPTU3BI METUIIUHCKOT0 H3/1eJTUsA

—_

q)aMI/IJ'II/IH, HUMs, OTYECCTBO (HpI/I HaJIM49uHn )3KCHCpTa

Vuenas CTCIICHb, 3BaHUC

Ne 3asgBku 1 1ara

}laTa TIOCTYIITICHHUSA JOKYMEHTOB Ha CIICHUAIM3UPOBAHHYIO SKCIIEPTU3Y

TOpFOBOC HaAaMMCHOBaHHUEC MCAULITUHCKOI'O U3CIINUA

Kox GMDN (nipu Hanu4un)

Kox Homenkmnatypbl MemunuHCKHX n3aenuid Pecryomiku Kazaxcran

Texuuueckast XapaKTepUCTHUKa MEAULIMHCKOTO U3CIINS

Al Bl Pl Bl IR IR e

HasnaueHnue MEIUIIMHCKOTO M3ETUs

_
=

O0nacTh MpUMEHEHUs

HpOBe,Z[GHa 9KCIICPTHU3a JOKYMCHTOB PCTUCTPAITUOHHOI'O JOCHC,

XapaKTePU3YyIOIINX 0€30MacCHOCTh, 3(PPEKTUBHOCTD U KAU€CTBO MEAUIIMHCKOTO U3/IETUs

1. I[aHHI)Ie O IMPOU3BOAUTCIIC MCAUIIUHCKOI'O U3ACJINA , B TOM YHCJIC PAaCXOAHBIX

MAaTCpUAIIOB U KOMIUICKTYIOIIHNX, ABJIAIOIINUXCA MCIUINUHCKUMHU U3ACITUAMHA

Ne Tum opraHu3aliy K y4acTOK IPOU3BOACTBA HanmeHnoBanue Crpa- | IOpunn-

OpraHu3aLuu Ha YecKuit
azipec

1. | Ipoussozutens

2. | IIpowsBoxacTBeHHas IUIOMIATKA

3 YTIOTHOMOYEHHBIH PeCTaBUTETh TPOU3BOAUTENS (TIPH HATHIHNN)

4. VnakoBIHK (TIPU HEOOXOJUMOCTH)

5 KoHTakTHBIE JaHHbIE YIIOIHOMOYEHHOTO JIUI[A TI0 MOHUTOPHHTY HEOJIaronpusITHBIX COOBI-

Tl (MHOUIEHTOB) Ha TeppuTopun Pecnybmuku Kasaxcran
2. PCFI/ICTpaIII/IH B CTPAHC-TIPOU3BOJUTCIIC (I/I3FOTOBI/ITCH}I) " IpYrux CTpaHax
Ne Crpana Ne nokyMeHTa, Y10CTOBEPSIOILETO PErUCTPALIMIO [ara Bbl1aun ITpumeuanue sxcnepra

3. OueHKa 10CTOBEPHOCTH YKA3aHHOTO B 3asBJIEHUU U JOKYMEHTAX

PETUCTPAIUOHHOTO JOCHE KIIaCCa MCAUITMHCKOT'O I/IS,Z[GJ'II/I\ B 3aBUCHUMOCTHU OT CTCIICHHU

IMOTCHOMAJIbHOI'O PUCKA IPUMCHCHUA, B COOTBCTCTBHHU C Tpe6OBaHI/I$IMI/I
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Pecny6ninku Kazaxcran B 971€KTpOHH!
y POHHOM BIAC JlaTa ckauMBaHHS 14.05.2019

3akoHojaTenbcTBa Pecryonuku Kazaxcran B chepe oOpalieHus JieKapCTBEHHBIX
CpEIICTB, MEUIIUHCKUX U3AECIUN :

Kiacc B cootBet- Kiacc B COOTBETCTBHH € TOKyMEHTa- CoOTBETCTBHE 3asIBIIEMOTr0 Ki1acca TpeOOBaHMUAM 3aK0- Ipumeua-
CTBHUH C 3asBJICHHEM MH PErUCTPALHOHHOTO J0Che HopatesnbcTBa PecriyOnuku Kasaxcran HHE JKCIIep-
Ta

4. XapaKTepUCTHKH CUCTEMBI ITOKa3aTeleh, ONpeaeISIONNX 0e30I1aCHOCTb,
3(PEKTUBHOCTh U KQYECTBO MEIUIIMHCKOTO HU3/CNIHS , B TOM YHUCIIC PACXOIHBIX
MAaTepUaIoB U KOMIUICKTYIOIINX, SIBISIOIIAXCS MEAULIMHCKUMH U3JICITHSIMU :

1) cucrema ynpasnenus kauectBom [SO, GMP opranuzanuu-npou3BoauTens, B
TOM YHCJIE PACXOAHBIX MATEPUAIIOB U KOMIUIEKTYIOIIMX, SBJISIOIIUXCSA MEIULIMHCKUMHU
U3JIENNSAMU :

Ne HaumenoBanue JAOKYMCHTa Ne JAOKYMCHTA U JiaTa BblJIauu CpOK JIeUCTBUS HpI/IMC‘{aHHG JKCIIepTa

2) Ka4eCTBO MEJIUIIMHCKOTO U3JEIHS , B TOM YHCJIE PACXOAHBIX MaTepUAIIOB U
KOMIUIEKTYIOLIUX, SBJISIFOIINXCS MEIUIIMHCKUMU U3JIETUSIMU (TEXHUUYECKHUE YCIOBHS,
CTaHJapT OpraHU3aIun):

Ne HaumenoBanue JAOKyMCHTa Ne JAOKYMCHTA U JiaTa BblJIaun CpOK JeUCTBUS HpI/IMe‘{aHI/IG JKCIIepTa

3) NOATBEPKAECHUE COOTBETCTBHSI MEIUIIMHCKOTO U3JENHS TPEOOBaHUAM
HAIMOHAJIbHBIX WJIM MEXIYHApPOJIHBIX HOPMATUBHBIX JOKyMEHTOB (/lexnaparus
cootBeTcTBUS; CepTUUKAT COOTBETCTBUSA):

Ne HammenoBarne nokymeHTa Ne mokyMeHTa U fata BbIaud Cpok nercTBus [Ipumeuanue sxcepra

4) ananu3 IpeACTaBICHHbBIX JAHHBIX, TOTYYEHHBIX B XO/€ IIPOBEICHUS
UCTIBITAHUN (TOKCUKOJIOTUYECKUX, TEXHUUECKUX, KITMHUYECKUX) B CTPAHE
MPOU3BOAUTENE (OTUETHI, 3aKIIOYEHHUS) M B XOJI€ IIPOBEICHUS MPEIBITYIIIUX ITAIIOB
skcnepTusbl B Pecnybnuke Kazaxcran (HadanbHas SKCIEPTH3a, 1a00paTOpHBIE
WCIIBITAHUSA):

Ne HaumeHnoBanue JAOKYMCHTa AHaIu3 MOJHOTHI U KaUueCTBa I/IH(bOpMaI_H/II/I B JOKYMCHTC HpI/IMC‘-IaHI/IC OKCIIEpTa

5) 3aki0YeHre 0 CTaOMIBHOCTH METUIIUHCKOTO U3/ENUsl , 000CHOBAaHHOCTh
3asBJICHHOT'O CPOKA XPaHEHHUS:

Ne 3asBICHHBIH CPOK XpaHCHUs Amnanus IpeACTaBJICHHOI'O OTYECTA O CTaOUIBHOCTH HpI/IMe‘{aHI/Ie JKCIIepTa
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6) OlLIEHKA TPOEKTA MHCTPYKIMU MO MEAUIIUHCKOMY MPUMEHEHUIO MEAUIIUHCKOTO

HU3CJIUs , B TOM YUCJIC paCXOJHbIX MaTCPpHUAIOB U KOMIUVICKTYIOIIHX, SABJISAIOIIUXCS

MCIUIIMHCKUMHU U3ACITINAMHU U SKCIUTYATAlIMOHHOI'O JJOKYMCHTA

Ne Ananus Orenka
JKCIepTa
1. | IlonHoTa comeprkaHus TEKCTA MPOEKTa MHCTPYKIUH Ha MEULIUMHCKOTO U3/eTHs
2. | CootBeTcTBHE TEKCTA IPOEKTA OPUTUHAITY HHCTPYKIUH OT NPOU3BOAUTEIS
3. CooTBeTcTBHE OPOPMIICHHS TEKCTa MPOEKTa HHCTPYKIMK TpeOOBaHHsIM 3akoHOAaTenbcTBa Pecyonuku Kasaxcran B
cdepe oOpateHus JIEKAPCTBEHHBIX CPEACTB U MEMIIMHCKUX M3JETHi
4. | Undopmanus, copepraiascs B SKCIUTyaTallHOHHOM JOKYMEHTE MEUILIMHCKOTO U3eIUs
7) OtieHka o(popMIIeHUSI MAKETOB YITAKOBOK U 3TUKETOK
Ne Amnanu3 Ornenka
JKCIIepTa
1. CootBetcTBHE 0GOPMIICHHS TEKCTa MaKeTa MaAPKUPOBKU TpeOOBaHMAM 3aKoHOAaTenbcTBa Pecnyonuku Kazaxcran B cde-
pe oOpalleHus JTeKapCTBEHHbBIX CPEICTB, MEUIIMHCKUX M3
2. | WUneHTHYHOCTb yKa3aHMH yCIOBUI XpaHEHHs U TPAHCIOPTHPOBAHMS, YKa3aHHBIX B JOKYMEHTE MO CTaHIapTU3aLUH MEIHU-
LIHCKOTO M3EJIHs U MPOEKTE HHCTPYKIUH 110 MEAUIIMHCKOMY TIPHUMEHECHHIO
8) Ananus JaHHBIX O pa3pa60TKe " IIPOU3BOACTBC MCAUITMHCKOI'O U3CINA
(CXGMBI IMpOHCCCOB IIPOU3BOACTBA, OCHOBHBIX CTaIII/Iﬁ IMIPpONU3BOJACTBA, YIIAKOBKH,
WCHBITAaHUU U MpoucaAyphbl BbIITYCKAa KOHCYHOT'O HpOI[YKTa). 3aKIr0UYeHUE O
COOTBECTCTBHNU pa3pa6OTKI/I, TCXHOJJIOITHYCCKOTI'O IIPOoICCcCa U KOHTPOJIA Ka4CCTBA
IPOU3BOJICTBY O€30MaCHOM M Ka4eCTBEHHOM MPOAYKIIMH
Ne Amnanmms Orenka
JKCIIepTa
1. | OueHnka npencraBiIeHHBIX 3asBUTEIEM JaHHBIX O pa3pabdOTKe U MPOU3BOJICTBE, BKIIOYAs aHAIN3 OTYETa HHCIICKTUPOBA-
HUS TPOU3BOICTBA (TIPH HATTMYKN);
2. | 3axiaroyeHue o COOTBETCTBHHU pa3pabOTKHU, TEXHOIOTHYECKOTO POIlecca U KOHTPOJIS Ka4ecTBa MPOU3BOACTBY Oe3omac-

HOH 1 KaueCTBEHHOH MPOIYKIIUU

9) Ananu3 6monorudeckon 0€30MacHOCTH MEIUITMHCKOTO U3/IeTIHsI Ha OCHOBE

dHaJIn3a BCCX MATCPUAJIOB JKUBOTHOI'O MJIH YCJIOBCUCCKOI'O ITPOUCXOKIACHU S, BXOIAIIUX

B MEIUIIMHCKOE U3JCNIHE , a TaKke HHOOPMAIIUK O TTOA00PE HCTOYHUKOB (JIOHOPOB),

oTOOpe MaTepuana, MpoleCCUHTE, XPaHEHUH, TECTUPOBAHUH, IEPBUYHON HKCIEPTU3IbI

mpoucayp TCCTUPOBAHUA, a TAKIKC O6paI[I€HI/IH C TKaHsAMMH, KIICTKaMU, CY6CTaHHI/I}IMI/I

JKMBOTHOI'O MJIW YCJIOBCYCCKOT'O ITPOUCXOKACHHUA, KYJIbTYpaMi MUKPOOPTaHU3MOB 1

BUPYCOB (IIpU HATTUYMH)

Ne

Anamm3 Ornenka sKcrnepra

1.

OreHKa MPECTABICHHBIX 3assBUTEIIEM JAHHBIX [0 aHAIKU3y OMOJIOTHYECKO# O€30MacHOCTH
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10) U3y4enne mepBUUHOMN SKCMIEPTU3BI MPOTPAMMHOT0 00€CTIeUeHNs Ha OCHOBE
aHaJM3a JaHHBIX O €r0 Bepu(PUKAIIMU U IEPBUYHOMN IKCIIEPTU3BI, B TOM YHCIIC
uH(opManuu 0 ero pazpadoTKe U TECTUPOBAHUU HA MPEINPUATHH U TIPH
MYJIbTUIIEHTPOBBIX UCCIIEIOBAHUSIX, JAaHHBIX 00 UACHTU(HUKAIIMN U MAPKUPOBKE
ONEPALMOHHOMN CUCTEMBI

Ne Amnamms OreHka 3KcrepTa

1. OLICHKa MPEACTABIICHHBIX 3asABUTCIICM JaHHBIX

11) Ananu3 npoleaypsl ¥ METOJIOB CTEPUITU3AIIMN MEIUIIMHCKOTO M3/IETHS ,
MaTtepuaaoB, 000CHOBBIBAIOIIUX CIIOCO0 CTEpUITU3AIUH, TIPEJIaraeMbIX METOI0B
KOHTPOJIS KaueCTBa U OIPEJICNICHUSI OCTAaTKOB CTEPHIM3YIOIIETO BEIeCTBA MPU
MPUMEHEHUH XUMUYECKOT0 CIoco0a CTepUIn3aiuu

Ne Amnanuz OrieHKa 3KcrepTa

1. OLICHKa MPEACTAaBIICHHBIX 3aABUTEJIEM JaHHBIX

12) Ananu3 6e3onacHocTH U 3 (PEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA B
COCTaBE MEIMIIMHCKOTO U3/ICIHS , €T0 BIMSHUSA Ha PYHKIIMOHAIBHOCTh METUITMHCKOTO
U3JIETUS , COBMECTHMOCTH JICKAPCTBEHHOTO CPEJICTBA ¢ MEIUITMHCKIM U3JIEIHEM (3a
UCKITFOYCHUEM MEIUIIMHCKUX U3CIHH I uarHocTuky in vitro (IVD). Mudopmanms
0 PErUCTpAIiN JEKAPCTBEHHOTO CPEICTBAB TOCYAAPCTBE — MPOU3BOIUTEIC
JICKapCTBEHHOTO CPEJICTBA

Ne Ananus OreHka Kcmepra

1. OreHKa npecTaBIeHHBIX 3asBUTENIEM JaHHBIX

13) AHanu3 npeacTaBICHHbBIX MPOU3BOAUTENEM CBEICHUN O HATMYUU UK 00
OTCYTCTBHUH COOOIIEHUHN O HECUACTHBIX CIIy4YasX M OT3bIBAX C PHIHKA MEIUIIMHCKOTO
U3JIENS , O HEXKEJIaTeIbHbBIX COOBITUSAX U (UJTM) HECUACTHBIX CIydasX, CBA3aHHBIX C
UCII0JIb30BAaHUEM MEAUIIMHCKOTO U3JIETUS , YBEIOMJIEHHUI O O€301aCHOCTH
MEUITMHCKOTO U3JIeTHUs , IOJIX0/Ia K PACCMOTPEHHUIO 3TUX MPOOJIEM U UX PEIICHUs
MPOU3BOJUTEISAMU B KAXKJIOM M3 TAKUX CIy4YaeB, ONMMCAHUS KOPPEKTUPYIOIINX
JNEUCTBUM, NIPEANPUHATHIX B OTBET HA YKa3aHHBIC CIIy4Yau, a TAKKE COOTHOILLICHUS
YPOBHS ITPOJIAK U KOJIMYECTBA HECYACTHBIX CIIYYa€B U OT3bIBOB MEAULIMHCKOTO U3/IEIINS
u3 oOparieHus

Ne Amnanus OreHka 3KkcnepTa

1. OHCHKa MPEACTABIICHHBIX 3asABUTCIIEM JaHHbIX
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14) Ouenka I1mana cOopa u aHanM3a JaHHBIX 110 0€30TACHOCTH U
3 PEKTUBHOCTH MEIUIIMHCKOTO U3/IEIUs Ha MTOCTIIPOJIKHOM 3Tare U oT4eTa 00
aHaJIn3e PHUCKOB

Ne Ananus OrneHka 3KcmepTa

1. OreHKa MpeICTaBIeHHBIX 3asBUTEIEM JTaHHBIX

5. 3akitoueHue 3KcnepTa

1. TlonoxurensHOE

2. OtpuunarenbHoe (¢ 000CHOBaHUEM)

Bce JaHHBIC, IIPUBCACHHBIC B OKCIICPTHOM 3aKJIIOYCHHNH, JOCTOBCPHEBI U
COOTBCTCTBYIOT YCTAHOBJICHHBIM Tpe60BaHI/IHM, 4dTO IMOATBCPIKAAIO JIMYHOU IO CBIO

PyxoBoautenb CTpyKTypHOTO NOApa3aeaeH s

nozrnuck OaMuITHs, ML, OTIECTBO

(npu HaTHYKMK)
Dkcnept
noanucy OamMuius, UMs, 0T4ECTBO (TIPU HATHYHH)

Jara
MecTto neuatu
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[Ipunoxenue 9
K [IpaBrunam npoBeeHNs S3KCIEPTU3BI
MEIUIMHCKOTO U3/IEeTuUs

dopma
JKCHEPTHBIA 0TYET CHENHATUIUPOBAHHOMN IKCIEPTU3HI 0 BJIMAHUU BHOCHMBIX

U3MEHEeHHMii B PerucTpaiuoOHHOe 10Che HA 0e30I1aCHOCTh, 3(P(PEeKTUBHOCTH 1
KA4eCTBO MEAULUHCKOr0 U3/1e/ NS

1. ®damuusi, UM, 0TYECTBO (TIPH HAJIMYHMH) SKCIIepPTa

VYuenas CTCIICHb, 3BAHUC

Ne 3asBKM | J1aTa

IIaTa TNOCTYIUICHUA JOKYMEHTOB Ha CIICHUAJIU3UPOBAHHYIO OKCIIEPTU3Y

A IRl el

TOpl"OBOC HAaNMCHOBAHHUEC MCOIUIIMHCKOI'O U3ACINA

HpOBCI[eHa 9KCIICPTHU3a JOKYMCHTOB PCTUCTPAITMOHHOI'O JOCHEC,
XAPAKTCPHU3YIOIIUX BJIIMAHHUC HaA 6630HaCHOCTL, 3(1)(1)GKTI/IBHOCTB N Ka4CCTBO BHOCHUMBIX
W3MCHCHUM B PETUCTPAIMOHHOC JOChC, HA MCAUITMHCKOC U3JICIIUC .

B X04€ MPOBEACHUS SKCIICPTU3BI YCTAHOBIICHO!

Ne Penakuus no BHeCEHUs] H3MEHEHUN Buocumoe nsmenenne

BnusHre BHOCUMBIX M3MEHEHUH Ha 0€30MacHOCTh, 3 (PEKTUBHOCTH U KAYECTBO
MEIUIMHCKOTO U3JIEIHUs :

Ne V3meHeHue (yKa3aTh HY)KHOE) Awnanus (BIusieT/He BIMSCT)
[Ipn oTpunaTeIbHOM 3aKITIOYECHUH YKa3bIBAECTCS 00OOCHOBaHUE

3aKIIIOUeHHUE IKCIIepPTa:

1. TTonoxurenbHOE

2. OtpunarensHoe (¢ 000CHOBaHHEM)

Bce JaHHBIC, IIPUBCACHHLIC B OKCIICPTHOM 3aKIIOUYCHNHU, JOCTOBCPHELI U
COOTBCTCTBYIOT YCTaHOBJICHHBIM Tpe6OBaHI/I$IM, 4dTO IOATBCPIKAAIO JIMYHOM oA ChbIO

PyxoBoautens CTpyKTypHOTO NOpa3/ieaeHUs

noanuch GaMuIus, UMs, OTYECTBO
(pu HaTMYMH)

Okcnept
noanucs OaMuIust, UMsI, OTIECTBO (IIPH HATHYUHH)

Jlarta
Mecro neyatu
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[Ipunoxenue 10
K [IpaBriiam npoBeneHus
9KCIICPTU3BI MCAUITUHCKOI'O U3ACINUA
dopma

3akia0ueHue 0 0e30MacCHOCTH, YPPEeKTHBHOCTH U KaUyeCcTBEe MeTHIIHHCKOTO

U3J1€JIUsA , 3AsIBJICHHBIX HA IKCIICPTU3Y

1. PecnyOiinkaHCcKoe rocyAapCTBEHHOE MPEANPUSTHE HA MPABE XO35IHCTBEHHOTO

BeneHus "Harmonanbueiit LleHTp sKCHepTU3bI JIEKapCTBEHHBIX CPEACTB, U3EIHMA

MEIMIMHCKOTO HA3HAYEHUS U MEJIUIIMHCKON TEXHUKN' MHUHUCTEpCTBA

3npaBooxpaHeHus Pecriyonuku Kazaxcran cooOmiaet pe3yabTaThl SKCIIEPTU3bI Ha

0€301acHOCTb, 3OPEKTUBHOCTh U KAYECTBO MEIUIIMHCKOTO WU3/ICIIHS :

TOpI‘OBOG HanMCHOBAHUEC MCIUIIUMHCKOI'O U3ACIN

OpFaHI/ISaLII/ISI-HpOI/I3BOHI/ITCIIL, CTpaHa-IIpONU3BOANUTCIIb

HpOH?,BOL[CTBCHHaH TIomaaka, crpaHa

YNoITHOMOYEHHBIN NpeACTaBUTEIIb, CTPpaHa

Bun OKCIICPTU3BL

Kitacc B 3aBUCMMOCTH OT CTENEHU NOTEHLUAIBLHOTO pUCKa NPUMEHEHU

Kon HomeHknatypbl MeAMLIMHCKUX n3nenuii PecryGuiku Kazaxcran

Komrutekranust MeAUIMHCKOTO u31enust / (MIpyU HaJTMYMU — KOJIMYeCTBO KoMIuiekTyrounux) (Tabnuna)

3aKIIr04YeHNe Haua bHON SKCIEPTU3bI (BATHIALNH PETUCTPALIOHHOTO 10ChE) (IIOJI0KHUTENIBHOE, OTPULIATEIBHOE)

3aKIoueHe J'la60paT0pHBIX UCIIbITaHU: 1aTa 1 No IIPOTOKOJIa (HOJ'IO)KI/ITGJ'IBHOC, OTpI/IIlaTeJ'IBHOC)

3aK/I04eHue CrelHaaTu3upOBaHHON HKCIIEPTU3bI (PEKOMEH/I0BaTh/HE PEKOMEHI0BATh MEAULIMHCKOE U3/IENne )

Tabnuma

KOMHJ’IeKTaHI/Iﬂ MCANITMHCKOI'O U3ACINA

HaunmenoBanue Mogenb [IpousBoaurenn

Crpana

2. 3aKJII0YEHHUE:

(monoxxkurensHoe) Matepuanbl U JOKYMEHTBI PETUCTPAIIMOHHOTO JIOChE Ha

MEIMIIMHCKOE U3JIeNNe , MPEIOCTABICHHBIE Ha YKCIIEPTU3Y, COOTBETCTBYIOT
YCTaHOBJICHHBIM TPeOOBaHUAM 10 6€30macHOCTH, 3P (HEKTUBHOCTH U KAYECTBY

MCIHUIIMHCKOI'0 U3ACIUs , MIOATBEPKACHLI COOTBETCTBYIONIMMHU MaTCpPHaJIaMU U

MPOBEJCHHBIMU UCTIBITAHUSIMU. METMIIMHCKOE U3/IeNIUE MOKET ObITh
3apeructpupoBano B Pecniybnuke Kazaxctan cpokoM Ha 5 net/6eccpodHo.
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(oTpunatenbHOe) MaTepuainbl U TOKyMEHTHI PETHCTPAIIMOHHOTO T0ChE Ha
MEIUITUHCKOE U3JICTHE , TPEAOCTaBICHHBIC Ha SKCIIEPTHU3Y, HE COOTBETCTBYIOT
YCTaHOBJICHHBIM TPeOOBaHUAM 10 6e30macHOCTH, 3D (HEKTUBHOCTH M KAYECTBY
MEIUIIMHCKOTO U3JIeTHUs , TOJTBEPKIECHbI COOTBETCTBYIOIIMMH MaTepUaiaMu U
IIPOBEICHHBIMU UCTIBITAHUSIMU M HE MOXET OBITh 3aperucTpupoBaH B PecmybOmmke
Kazaxcran.

PyxoBonuTenb rocyjapcTBEHHON 9KCIIEPTHON OpraHu3alyu (MIH YIOJIHOMOYEHHOE JILO)

nognucs GaMunus, UM, 0TIECTBO (TP HAJIMYHHN)
Jlara

Mecro nevatu
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[Tpunoxenue 11
K [IpaBriiam nipoBeieHUsE SKCIIEPTU3BI
MEIUIUHCKOTO U3]ICIIHS

dopma

3akioueHue
0 0e3onacHoCcTH 3P PeKTUBHOCTH U KaYeCTBE MEAULIMHCKOT0 U3/1e/IUs NPHU
U3MEHEHUI, BHOCUMBIX B PErHCTPALIMOHHOE 10Che

1. Pecny0nukaHCKOe rocyAapCTBEHHOE MPEINIPUITHE HA MPABE XO35IICTBEHHOTO
BeneHns "HanumonanbHbIN L[eHTp SKCiepTH3bI JIEKAPCTBEHHBIX CPEACTB, U3IEIIAN
MEIULMHCKOIO Ha3HAYEHUS U MEIUIIMHCKON TeXHUKN'" MUHHUCTEpCTBA
3npaBooxpaHeHus PecyOnnku Kazaxcran cooOmaeT pe3ynbTaThl 3KCIIEPTU3HI O
BJIMSIHUM BHOCUMBIX U3MEHEHUI B PETUCTPAILMOHHOE JOChE Ha 0€3011aCHOCTb,
3¢ (HEKTUBHOCT U Ka4€CTBO MEIUIIUMHCKOTO U3AEu :

TOpl"OBOC HaNMCHOBAHNUEC MCIUIIMHCKOI'O U3ACINA

OpraHmaum{ NPpOU3BOAUTEIb, CTPAHA-ITPOU3BOAUTEIID

HpOHSBO}ICTBeHHaﬂ TIoHaika, crpaHa

V10JIHOMOYEHHBIH NnpeaACTaBUTEIIb, CTPpAaHA

BHocuMble U3MEHEHUS

3akiroueHre Ha4albHON SKCHEPTU3bI (BaJIMJaluK PErHCTPAIMOHHOTO O0Che) (MOJI0KUTEIBHOE HITH OTPULIATEILHOE)

3aKIoueHe na6opaTopm>Ix UCIIBITaHM: 1aTa 1 No IIPOTOKOJIa (HOJ'IO)KI/ITCJ'IBHOC WIH OTpI/ILIaTeJ'IBHoe)

3aKIIF0YeHNE CHCLMATN3HPOBAHHOM SKCIIEPTH3BI (DEKOMEHIOBAHO/HE PEKOMEH/IOBAHO BHECEHNE U3MEHEHNUH B PETHCTPALIOHHOE JOChE)

2. 3aKII0YEHUE:

(HOJIO)KI/ITCJ'IBHOC) MaTepI/IaJ'IBI " JOKYMCHTBI Ha MCIAUITNMHCKOC U3JICJINUC,
MpCao0CTaBJICHHBIC IJIs1 BHCCCHUA U3MECHECHUH B PETUCTPATNUOHHOC JOCHE,
COOTBCTCTBYIOT YCTaHOBJICHHBIM TpC6OBaHI/I$IM, BJIIUSAHHUC HA 6630HaCHOCTB,
3(1)(1)CKTI/IBHOCTI> N Ka4CCTBO MCAUIMUMHCKOI'O U3CIINSA ITOATBCPKICHBI
COOTBCTCTBYIOIIMMHA MaT€pralaMyi U IPOBCACHHBIMU HCIILITAHUSMMU.

Brocumbie u3mMeHeHus 3apEeruCTpupOBaHbI C BBI}Iaqeﬁ (663 BBI)Ia‘{I/I) HOBOI'O
PEruCTpanrnOHHOTO YAOCTOBCPCHM.

(oTpunatenpHOE) MaTepuaibl U TOKYMEHTHI Ha METUITMHCKOE HU3JIeIHhE,
NpeI0CTaBIICHHBIC JJIsS BHECEHUS M3MEHEHHUH B PETHCTPAIIMOHHOE JI0Che, HE
COOTBETCTBYIOT YCTaHOBJICHHBIM TPEOOBAHMIM, OKA3bIBAIOT OTPHUIIATEIILHOE BIUSHUE
Ha 6€30mMacHOCTh, 3P (HEKTUBHOCTh M KAYECTBO MEIUIIMHCKOTO H3JICIIHS.
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JlaTa ckauMBaHHS

19.04.2019
14.05.2019
19.04.2019
14.05.2019

Brocumbie u3MeHeHus HE 3apCruCTprupOBaHLI.

PyKOBOL[I/ITeJ'IL FOCyIIapCTBeHHOﬁ 3KCHepTHOfI OpraHnusanyu (I/I.III/I YIIOJTHOMOYCHHOC JII/II_IO)

nmoanucy Gamunus, UMst, 0TYECTBO (MPH HATTHYHH)
Jlarta

Mecto nevaTtu
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[Ipunoxenue 12
K [IpaBriiam npoBeneHus
AKCHEPTU3BI MEAULIUHCKOTO U3EIHS

dopma
Kazakcran Pecniyonukace! JleHcaymbIK caktay MUHHCTPIITIHIH Pecny0nukaHcKoe rocy1apcTBEHHOE TPEIPUSTHE HA MTPaBe X0-
"[Topitik 3aTTap/bl, MEIUIHHAIBIK MAKCATTAFbl OYIbIMAApIbI K- 3HCTBEHHOTO BeieH s "HallnOHANBHBIH HEHTp SKCIEPTH3bI Jie-
HE MEIMIMHA TEXHUKACHIH capanTay YITThIK OpTabIFbl" Mapya- KapCTBEHHBIX CPE/ICTB, U3/ICIUI MEAUIIMHCKOTO HA3HAUCHUS U Me-
HIBUIBIK KYPTi3y KYKbIFBIHIAFBI PECITy OJIMKAIBIK MEMIICKETTIK KaCi- JMLMHCKOM TexHUKN" MUHHCTEpCTBA 3ApaBoOXpaHeHus Pecmy6-
TIOPHBI nuku Kazaxcran

CBoaHbIil 0T4eT 110 0€30MACHOCTH, 3P PEKTHBHOCTH U KAYeCTBY MeAMIMHCKOI0
u3ae s

"HauMeHoBaHME MEIUIIMHCKOTO U3/EHs", MPOU3BOIUTEIb, CTPaHa
N3 otuera yaaneHa koHduaeHIMaIbHas HHGOpMAITUs
Conepxanue
1. O6nacTh MPUMEHEHUS MEIUITUHCKOTO U3/ICITHUS

. HazHauenne MeIMIIMHCKOTO U3JETHS

. KpaTkas TexHudeckas XxapaKTepUCTUKA MEIUIIMHCKOTO U3

. Kitacc 6e3onacnoctu

. Pemienue (3akntoueHue)

2

3

4

5. Mudopmarus o mpou3BouTesIe
6

7. Nadopmarus mo peructpamuu
8

. YcnoBus xpanenus aia [VD (AiBunan)
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[Ipunoxenue 13
K [IpaBriiam npoBeneHus

9KCIICPTU3BI MCAUITUHCKOI'O U3ACINUA

HepequL H3M€H€Hl’lﬁ, BHOCHMBIX B PEruCTPAlfHOHHOC JOCHE€ MECIUIIUHCKOI0

HU31€JIUsI B IICPUO/I HeﬁCTBHﬂ PErUCTPAINHOHHOIO YAOCTOBEPCHUSA

W3menenne VcnoBust/3amedanust IlepeyeHb JOKYMEHTOB M MaTepUaIoB, HEOOXOAUMBIX IS BHE-
CEHUS U3MCHCHMI
1 2 3

1. 3meHeHue cBeieHUI O IPOU3BOJUTE-
J1e/TIPOM3BOICTBEHHON IIJIOIIA/IKE MEIH-
LIMHCKOI'O M3/eJIus

OCHOBHOE yCIIOBHE - HO-
Bast JINIIEH3Hs HA ITPOU3-
BOJICTBO BBIJJaHHAS yIIOJI-
HOMOYECHHBIM OpraHOM
CTpaHbI IPOU3BOAUTEIS
(m3roroBUTEIS)

Mecto npou3BoAcTBa HE
HM3MEHHUIIOCH.

Her usmenenuii B mpous-
BOJICTBEHHOM ITPOIIECCE
WM Crielu(pUKaIHIX,
BKJTFOYasi METO/IbI UCIIBITA-
HUSL.

1. IokyMeHT, yIOCTOBEPSIIOIINI PETUCTPALIUIO METUIIMHCKOTO
W3NS B CTpaHe MPOU3BOIUTEINE (PErHCTPAIMOHHOE YIOCTOBE-
peHune, HoTapHalbHO 3aCBHCTENILCTBOBaHHBII CepTU(HKAT CBO-
6onuoit nponaxu (FreeSale), Cepruduxar Ha 5KCIOPT) C BHE-
CEHHBIMH M3MEHEHUSAMH

2. JIOKyMeHT, TOATBEP>KAAIOIINI BHECEHHE M3MEHEHNH (C yKa-
3aHHEM JaThl BHECCHHS U3MEHCHHS) OT YIOTHOMOYEHHOTO Opra-
Ha CTpaHbl— IPOU3BOIUTENS

3. HorapuanbHO 3aCBHIETEILCTBOBAHHBIN TOKYMEHT, TOITBEP-
XKIAIOINH COOTBETCTBUE YCIOBUH IPOM3BOJICTBA HAIIMOHAIb-
HBIM W/HJIM MEeXIyHapoIHbIM cTannaptam GMP; ISO

4. HorapuanbHO 3aCBHIETEILCTBOBAHHBIH JTOKYMEHT, IIOATBEP-
JKIQFOIINT COOTBETCTBHE MEIUIIMHCKOTO M3EIIHs HAllMOHAb-
HBIM WITH MEKIYHApOIAHBIM HOPMATHBHBIM JOKYMEHTaM, KJIacC
B 3aBHCHMOCTH OT CTEIEHH MOTCHINATIBFHOIO PUCKA IPUMEHE-
nust (exnaparus coorBerctust; CepTrdUKaT COOTBETCTBHS)

5. Konust peructpaiiioHHOr0 y0CTOBEpEHHUs BbIJaHHOTO B Pec-
nyommke Kazaxcran

6. [Tucemo TNIPOU3BOAUTEIISA, YAOCTOBEPSAOLICE, UTO IIPOU3BO/I-
CTBEHHBIN TIpoLecc U KOHTPOJIb 3a KaY€CTBOM U 0e30MacHOCTHIO
TOTOBOI'O ITPOAYKTA OCTAOTCS 0e3 I/ISMeHeHﬂﬁ, C YKa3aHHUEM J1a-
Thl BHECEHUS U3MCHCHUI

7.1IpOeKThl MHCTPYKIMK IO IPUMEHEHUIO MEAUIIUTHCKOTO U3Ie-
JHst / PyKOBOZICTBO TIO 9KCIUTyaTaluK (Ha 3JIeKTPOHHOM HOCHTE-
ne CD B popmare DOC

8.MakeT MapkupoBKH (Ha »iekTpoHHOM Hocutene CD B popma-
te JPEG)

9. Onuch JOKYMEHTOB

2. I3MeHeHne cBeieHuH 00 yIIOITHOMO-
YEHHOM IIPECTaBUTEIIE, BKIIIOUYAs CBEJIe-
HHS O PEOPTraHU3aLNH OPUANIECKOTO JIH-
11a, 00 M3MEHEHUH ero HAaUMEHOBAHUsL, U3-
MEHEHUH (aMHINH, UIMEHH, OTYECTBA
(TIpu HAJIMYMU) aJJpeca MECTa SKUTEIIb-
CTBa MHIMBUIYaJIbHOTO NPeANpHHIMATE-
st

BHecenue u3MeHeHuit B
PETUCTPAIIMOHHOE YIOCTO-
BEpeHHe He BIUsICT Ha 3(-
(exTrBHOCTH U Oe301mac-
HOCTh MEIHIIHHCKOTO M3-
Jienust

1. Korust JAOKYMCHTA, IOATBEPKAAIOIICIO IIOJTHOMOYUS YIIOJIHO-
MOYCHHOI'O IPEACTAaBUTECIISI IIPOU3BOTUTCIIS

2. Konus perucTpaioHHOro y10CTOBEPEHUS

3. HOKyMeHTLI, TIOATBEPIKAAIONINC U3MCHCHUSI

4. Onuce TOKyMEHTOB

3. U3MeHenne HauMEHOBAaHUS ME UL H-
CKOT'O M3ENHs

MoTHuBHpOBaHHOE 0O0CHO-
BaHUE HEOOXOAUMOCTH U3-
MEHEHHsI HAUMEHOBAHUS

1. 3asBiieHrEe HAa BHECCHUE U3MEHEHHI TI0 YTBEPKACHHOH (op-
Me (Ha anekTpoHHoM Hocutene CD B popmare DOC
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MEJULHCKOr0 U3JeNus ,
He BIMSIOIETO Ha QyHK-
LHOHAJIbHBIE U TEXHUYE-
CKHE XapaKTEPUCTUKH

2. HorapuasibHO 3aCBH/ICTEIILCTBOBAHHBIN JIOKYMEHT, YI0CTOBE-
PSIIOLINI PETUCTPALIUIO MEANIIMHCKON TEXHUKH/ MEIUIIMHCKOTO
W3IENUsl B CTPaHe MPOM3BOAUTENE (PETHCTPAOHHOE yYI0CTOBE-
penne, Ceprudukar cBoboanoit nmpogaxu (FreeSale), Ceprudu-
KaT Ha dKCIIOPT) ¢ BHECCHHBIMU H3MEHCHHUAMU

3. Konust perucTpaiiioHHOTr0 Y0CTOBEpPEHHUs BBIJaHHOTO B Pec-
nmy6iuke Kazaxcran.

4. IlncbMO MpoU3BOAMTENS (M3rOTOBUTEIS), COAEPIKAILEE MOTH-
BUPOBaHHOE 00OCHOBaHUE HEOOXOAUMOCTH U3MEHEHUS HauMe-
HOBaHHUS MEAUIIHCKOTO M3/ENHS , He BIUSIONIEro Ha (QYHKIHO-
HAaJIbHBIE U TEXHUUYECKUE XapAKTEPUCTUKH MEAUIIMHCKOTO U3/Ie-
s

5. I[IpoekThl HHCTPYKLUH 10 MPUMEHEHUIO METUIIMHCKOTO H3/1e-
JHst / 3KCIUTyaTallMOHHBIA JOKYMEHT (Ha SJIEKTPOHHOM HOCHUTE-
ne CD B popmare DOC

6. MakeT MapkupoBKH (Ha 31ekTpoHHOM Hocutene CD B popma-
te JPEG

7 . ®ororpaduyeckue n300pakeHHs 0OLIETO BH/Ia MEIUIIMHCKO-
TO M3/IeNNS BMECTE C TIPUHAIIEKHOCTAMH, HEOOXOJUMBIMHU JUIS
MIPUMEHEHHS 110 Ha3HaueHHUIO (pa3MepoM He MeHee 18 x 24 can-
TUMETpa)

8. Omuch T0KyMEHTOB

4. VI3mMeHeHue cocTaBa MpUHAIEKHO-
cTeil ¥ (MIM) KOMIUIEKTYIOMX U (MIIN)
PacXOoJHBIX MaTepuaIoB, OOHOBJICHUE
(ycTaHOBKA HOBOM BEPCHH) IPOrPaMMHO-
ro obecredeHus

OTcyTCcTBHE BIUSHUS HA

(hyHKIIMOHAJIbHBIE XapaK-
TEPUCTHKU MEIUIIHCKO-
T0o U3Jeus

1. 3asBIIeHUE HAa BHECCHUE U3MEHEHHUH 110 yTBEPXKICHHOW (op-
Mme (Ha snekrponHoM Hocurelnie CD B popmare DOC

2. Konust peructpallnoHHOTO yI0CTOBEPEHUsI BbIIAaHHOTO B Pec-
my6nuke Ka3axcran

3. TIuceMo mpou3BOAUTENs (M3TOTOBUTEIIS), COEPIKAIIee MOTH-
BHPOBaHHOE 0OOCHOBaHME HEOOXOIUMOCTH U3MEHEHHS B COCTa-
BE KOMIUTCKTYIOIINX U YKa3aHUEM HOBOTO MEPEYHsT KOMIUICKTY-
FOLLMX, HOATBEPKJAOLINX OTCYTCTBHE BIHSHUS Ha QYHKIIHO-
HaJIbHBIC XapPaKTEPUCTHKN MEIHUIIHHCKOTO U3/IeHsl (BKITIOYast
paciIpeHne CIeKTPa BhIBISIEMbIX aHATUTOB MEIHIIHHCKOTO
n3zenus i in vitro (IVD) quarHoctikm).

4. HpOCKTLI I/IHCprKI_II/Iﬁ T10 IPUMCEHECHUIO MEIUIITUHCKOTO U3/1e-
JIUs /BKCHHyaTaHHOHHLIﬁ JIOKYMEHT Ha Ka3aXCKOM U PyCCKOM
SA3BIKC

5. OGHOBIeHHas crielUKAINS C YKa3aHHEM TEePEeYHs KOM-
IVICKTYOIIUX ¥ PACXOAHBIX MaTEPHAIIOB [0 yTBEPKACHHOM (op-
Me

6. Onnch JOKyMEHTOB

7. B ciydae 100aBIeHUS KOMILUIEKTYIOLIETO, SIBIISIONIErOCs Me-
JUIAHCKHUM H3JIeJIMEM — 00pa3ibl MeTUIIMHCKOTO U3eHs (B
Cllydae CTePUIIBHOTO MPEIOCTABISIETCS BECh KOMILICKT) M HOP-
MaTHUBHbII JOKyMEHT

8. Pe3ynpTaThl Banmuaanuu 1 BepuHKauy NporpaMMHOro odec-
MEUCHUS

5. 3MeHeHue noka3aHui IO IpUMeHe-
HUIO; 00JIaCTH IPUMEHEHUSI; IPOTUBOIO-
Ka3aHu;

H060YHEIX 3B (EeKTOB

BbezonacHocTh npuMeHe-
HUSI METUIIMHCKOT'O U3/ie-
JIVST IOJDKHA COXPAHATHCS
U MIOATBEPIKAATHCS IAaHHbI-

1. 3asBIIeHUE HA BHECCHUE U3MEHEHHMH 110 yTBEPXKICHHON (op-
Me (Ha snektponHoM Hocutene CD B ¢popmare Word

2. Konust peructpalnoHHOTO yI0CTOBEPEHUsI BbIIAaHHOTO B Pec-
my6nuke Ka3axcran
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MH KJIMHAYECKHUX HCCIIEI0-
BaHUH 110 6E30IaCHOCTH U
s dexTuBHOCTH

3. Ilucemo npou3BoauTENs (MU3TOTOBUTEIS), COJIEPIKAIIIee MOTH-
BHPOBAaHHOE 000CHOBAaHHME HEOOXOJMMOCTH BHOCHMBIX H3MEHE-

HUH

4. TIpOeKTHI HHCTPYKIIUI TT0 TIPUMEHEHHIO MEUIIHHCKOTO U3/Ie-
JIMS COTJIACHO YCTaHOBICHHOMY 3aKOHOAATENBCTBY (Ha JIICK-
tpoHHoM Hocutene CD B popmare DOC

5. Panee yTBepk/IeHHAs HHCTPYKLIUS

6. L{BeTHBIE MaKeThl YIAKOBOK, ITHKETOK, CTUKEPOB (IIPU HE06-
XOIMMOCTH) (Ha snekTpoHHoM Hocutene CD B popmate JPEG

7. pe3yJ’[BTaTBI KIMHUYCCKUX MCHBITaHHﬁ, OTpaKarouye BHOCHU-
MBIC UBMCHCHUA

8. Onuch 10KyMEHTOB

6. CMeHa ITpOU3BOAUTEINEH KOMIIIEKTYIO-
X, IPUHAIEKHOCTEH, pacXOIHBIX Ma-
TEepHAIIOB

TexHUYECKHE XapaKTepH-
CTHKH U KOHTPOJIb Kaue-
CTBa KOMIUTCKTYIOIINX U
/MM PaCXOJHBIX MaTepHa-
JIOB HE JJOJDKHBI CHUKATh
Ka4eCTBO FOTOBOT'O IIPO-
IIyKTa

1. 3asiBieHHe Ha BHECEHHE H3MEHEHHH 110 YTBEPXKICHHOU (op-
Me (Ha anexktponHoM Hocutene CD B popmare DOC

2. HorapuanbsHO 3aCBHIETEIECTBOBAHHBIN JOKYMEHT, IIOITBEp-
JKIAIOIINIT COOTBETCTBHE YCIIOBHI MPOU3BO/ICTBA HAIIMOHAIb-
HBIM /WK MeXIyHapoaHbeiM ctangapTaM GMP; ISO komruiek-
TYIOLIUX W/WITH PACXOIHBIX MaTEepHaIOB

3. Komnus periucTpainoHHOro yI0CTOBEPEHHS BEIIAHHOTO B Pec-
nmy6smke Kazaxcran

4. TIncpMO NMPOU3BOUTEIIS, YIOCTOBEPSIOLICE, YTO IPOU3BOI-
CTBEHHBIII POIIECC U KOHTPOJIb 33 KAYECTBOM U OE30IaCHOCTHIO
TOTOBOTO TIPOJYKTa OCTAIOTCS Oe3 N3MEHEHHI

5. IIpoeKThI HHCTPYKIIHIA 110 TPUMEHEHHIO MEAUIIMHCKOTO H3/Ie-
nust (mpu HeoOxoaumocTH) (Ha 3naekTporHoM Hocutene CD B
dhopmare DOC

6. Onrch JOKyMEHTOB

7. OOpa3ibl ¥ aHATUTHYECKYIO SKCIIEPTU3Y

7. YBenudyeHnue/ yMeHbLICHHE CPOKA Xpa-
HEHHUS] MEAUIIMHCKOTO M3JISITHUs

MoTHBHPOBaHHOE 0OOCHO-
BaHHE U3MEHEHHs CPOKa

1. 3asBIIeHUE HA BHECCHUE U3MEHEHHH 110 YTBEPXKICHHON (op-
Mme (Ha snekrponHoM Hocurelnie CD B popmare DOC

2. Konust peructpalnoHHOTO yI0CTOBEPEHUsI BbIIAaHHOTO B Pec-
my6nuke Ka3axcran

3. IIrcbMO IPOU3BOAUTEIIS, YIOCTOBEPSIOIICE, YTO IPOU3BOJI-
CTBEHHBII IIPOIIECC M KOHTPOJIb 32 KAYECTBOM M O6€30MaCHOCTHIO
TOTOBOTO TIPOJYKTa OCTAIOTCS €3 H3MEHEHHI

4. JlanHble 0 CTAOMIIBHOCTH HE MEHEE YeM Ha Tpex cepusix) (0T-
4eT 00OCHOBBIBAIOLINI CPOK T'OJJTHOCTH)

5. IIpoekT HHCTPYKIMHU O MPUMEHEHHIO METUIIUHCKOTO U3/ie-
nust (pu HeoOXoaMMOCTH): (Ha 31ekTpoHHOM Hocutene CD B
dhopmare DOC

6. LIBeTHBIE MaKeThbl YIIAKOBOK, 3TUKETOK, CTUKEPOB (Ha 3JIeK-
tpoHHOM Hocutene CD B ¢popmate JPEG

7. Onuch JOKYMEHTOB

8.M3MeHeHue ycloBU XpaHEHUS

MoTHBHpOBaHHOE 0OOCHO-
BAaHHE U3MCHEHMsI YCIIO-
BUI XpaHEHUs

1. 3asiBieHHe Ha BHECCHHE M3MEHEHUIA 110 YTBEPIKICHHOH (hop-
Mme (Ha anekrporHoM Hocurtene CD B ¢popmare DOC

2. Komust perucTpamoHHOTO yI0CTOBEpEHHS BEIIaHHOTO B Pec-
ny6nuke Kazaxcran
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3. IlnceMo-000CHOBaHHE POU3BOUTENS (M3TOTOBHUTENS) 00 H3-
MEHEHHUH YCIIOBHI XpaHeHHUs Ha (PUPMEHHOM OJIaHKE MPOU3BO-
JIUTEIS COTJIACHO YCTAHOBICHHOMY 3aKOHO/IATENbCTBY

4. JlanHble 0 CTAOMIIBHOCTH (IUTs1 MEAUIIMHCKUX M3EIUI ) HE
MEHee YeM Ha TPeX Cepusix)

5. [IpoeKT HHCTPYKIMH TI0 TIPUMEHEHHIO MEIUIIHHCKOTO H3/Ie-
nust (pu HeoOX0AMMOCTH); (Ha 31ekTpoHHOM Hocutene CD B
tdhopmare DOC

6. LIBeTHBIC MaKeTHl YIAKOBOK, STUKETOK, CTUKEPOB (Ha JJIeK-
TpoHHoM Hocurene CD B popmare JPEG

7. Onuch 1OKYMEHTOB

9. 3MeHeHue B IpoLeype KOHTPOJIS Ka-
YeCTBa FOTOBOTO TIPOLYKTa MEAUIIMHCKO-
TO W3IEIHS

MoTtuBHpoBaHHOE 000CHO-
BaHHE U3MCHCHUS B IIPO-
Le/lype KOHTPOJISL Kade-
cTBa

1. 3asiBiieHHE HA BHECEHUE H3MEHEHHM 10 YTBEPXKICHHOM (op-
Me (Ha snektpoHHoM Hocutene CD B ¢popmare Word

2. Kommst perucTpainoHHOTO yI0CTOBEPEHUS BEIIaHHOTO B Pec-
nyonuke Kasaxcran

3. IlncpMO IPOU3BOAMTENS, yJOCTOBEPSIOIIEE, YTO MPOU3BOI-
CTBEHHBIII Ipoliecc ocTaercst 6e3 n3MeHeHHI

4. TTuceMO TPOU3BOUTENS, YAOCTOBEPSIOLIEE, UTO 3asiBICHHAS
npoLeaypa KOHTPOJIS He CHU)KAEeT KauecTBO U 0€30MacHOCTbh ro-
TOBOTO ITPOJTYKTa

5. HopmaTnBHast JOKyMEHTalMs C BHECEHHBIMU N3MEHEHHSIMH,
periIaMeHTHPYIOIIas Ka4eCTBO KOHEYHOT'O MIPOIYKTa, HOTapH-
QJIBHO 3aCBUJICTEIILCTBOBAHHBIN CepTH(HUKAT aHAIN3a K METO/IU-
KU KOHTPOJISI KOHEYHOTO TIPOAYKTa

6. OOpas3ipl, CTaHAAPTHBIE 00PA3LIbI ATl IPOBEACHUS 1abopa-
TOPHBIX MCIBITAHUH (TIPH HEOOXOIMMOCTH )

7. Onuch JOKyMEHTOB

10. 3MeHeHne ymakoBKH MEAULUHCKOTO
W3ICIUS:

MIEPBUYHOHN YIIAKOBKHM MEIUIIMHCKOT'O U3-
TIeTIus;

BTOPUYHOM HM/WITH TPYIIIOBOH yIaKOBKH,
TPAHCIIOPTHOH, MPOMEKYTOTHOMN

MoTHBHPOBaHHOE 0OOCHO-
BaHHUE O BIIUSHUN/ HE BIIU-
SIHUH U3MECHEHUSI YTIIaKOB-
KM Ha CTaOWIbHOCTD, Kadue-
CTBO MEMIIMHCKOTO U3/Ie-
JIMs1; B3aUMOJCHCTBHS yra-
KOBOK- MEJIMIIUHCKOTO U3~
Jienust

1. 3asBIIeHUE HAa BHECCHUE U3MEHEHHH 110 yTBEPXKICHHON (op-
Mme (Ha snektponHoM Hocurelnie CD B popmare DOC

2. Konust peructpalnoHHOTO yI0CTOBEPEHUsI BbIIaHHOTO B Pec-
myOnuke Ka3axcran

3. IlncpMO IPOM3BOAMTEIS, YIOCTOBEPSIONIEE O TOM, YTO BHOCH-
MBI€ U3MEHEHUsI, OTHOCUTEIILHO NIEPBUYHON YIIAKOBKH BIHUSAIOT
/He BIAMSIOT Ha CTAOMIBHOCTH, KAYECTBO MEIUIIMHCKOTO H3/Ie-
JIUs

4. HOpMaTI/IBHaH JOKYMECHTalMs, C BHCCCHHBIMU N3MCHECHUAMU

5. LIBeTHBIC MaKeThI YIIAKOBOK, STHKETOK, CTUKEPOB HOBOTO H
cTaporo obpasua (Ha snekTpoHHOM Hocutene CD B popmare
JPEG

6. ®OTO MEAUIIUHCKOTO U3JICITUS

7. O0pa3Lpl I CTEPUIIBHBIX MEIUIMHCKAX U3EINH , CTaH-
JapTHBIE 00pa3ibl ISl IPOBEICHHS JIAOOPATOPHBIX UCIIBITAHUI
NPY U3MEHEHHHU NEPBUYHOI yIAKOBKH (IIPH HEOOXOAUMOCTH)

8. Omuch JOKyMEHTOB

11. VI3mMeHeHNEe OTTUCKOB, TPYHTOBKH
UM JIPYTUX MapKHPOBOK, IMITAMIIOB U
HajanMcel, BKIoyas 100aBiIeHue Wil U3-
MEHEHUsI KPACKHU, UCTIONb3YEMBbIX IS
MapKHPOBKU MEIULUHCKOTO U3JIEIHs.

MoTHuBHpOBaHHOE 0O0CHO-
BaHHE BHECEHUs H3MEHe-
HUHI B MapKUPOBKY

1. 3asBiieHrEe HAa BHECCHUE U3MEHEHHI TI0 YTBEPKACHHOH (op-
Me (Ha anekTpoHHoM Hocutene CD B popmare Word

2. Konuist perucTpaiioHHOTO YIOCTOBEPEHHUS BRIJAaHHOTO B Pec-
ny6nuke Kazaxcran




e.zarn

Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 19.04.2019

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 14.05.2019
OTajlOHHBIH KOHTPOJILHBII 6aHK HOPMATUBHBIX IIPABOBHIX AKTOB Jlata perakiun 19.04.2019
Pecny6nuku KazaxcraH B 37€KTPOHHOM BHUJIC Tlata cKauMBAHHT 14.05.2019

3. [TucpbM0-000CHOBaHUE IPOU3BOAUTEIISI O BHOCUMBIX U3MCHE-
HHUAX

4. LiBeTHBIE MAKEeThI YIAKOBOK, 3TUKETOK, CTUKEPOB CTaporo u
HOBOTO 00pasia (Ha snekTporHoM Hocutene CD B popmare
JPEG

5. ®OTO MEIUITMHCKOTO U3AETHS

6. Onuch JOKYMEHTOB




