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R0Mnccnq no 6H03THKe
com011/01.1

Bepcnq 01.0
onepaunoHHaq npoueAypa

J(aTa H3Aa1•-1Hq:
PaccM0TpeHne n0BTOPHb1X 3aRBOK

CTP. 2 H3 8

HacT0H111an CTaHnaPTHa51 onepauH0HHannpouemypa (COII) onpemeJ151eT
nopflA0K paccM0TpeHHfl 110BTOPHb1X 3aHBOK KOMI,1ccmeM no 6H03THKe PITI Ha
IIXB Hayt1Hb1M Llei-11P mepr•aaTOJ10ruu H HHd)eKUHOHHb1X

3a60neBaHHü» M3 PK (manee-K0MvrccHH)

I-le,llb: ormcaTb, Karc 06pa6aTb1BaeTcn BHOBb npeÅCTaBneHHb1ü npoTOKOJ1
HCCneAOBaHVIH (11M), BHOBb IIPOBOAHTC% 3KcnepTH3a om06pqerrcn 1<0Muccneü.

06J1aCTb np1,nmeHeHnq.• COFI npv1MeHHM K 11M, KOTOPb1e 6b1JIH

paccMOTpeHb1 paHee, c peKOMeHma1-1HAMH OT KOMuccvm BHeCTH Koppeycuvno B

npouecce nepB0HaqaJ1bHoü 3KcnePTH3b1.

OTBeTCTBeHHOCTb.• ceKpeTapb HeceT OTBeTCTBeHHOCTb 3a HOJIHOTY BHOBb

npeÅCTaBneHHb1X ÅOKYMeHTOB H H3Be1-qaeT ElpemcemaTeJ1fl KOMMCCHH O TOM,

HPOTOKOJI, npeABapHTeJ1bH0 OA06peHHb1ü C YCJIOBHHMH nepecM0Tpa, BHOBb
rrpemcTaBJ1eH r10BTopHoro paccM0TpeHHH B K0Muccmo.

BHOBb npeÅCTameHHb1ü IIPOTOKOJI MO)ICT 6b1Tb paccM0TpeH H 0Å06peH JIH60

IIpemcemaTeneM, JIH60 HeCKOJ1bKVIMV1 11J1eHaMH KOMHCCHH, JIH60 BceM COCTaBOM

KOMHCCVIH. B KaKOM nopHAKe 11POTOKOJ1 6ymeT paccMaTpHBaTbcf1 AOJI>KHO, 6b1Tb

onpemeneH0 K0Mvrccueü BO BpeMH nepBHt1Hoü 3KcnePTH3b1. AaHHaflHH(bopMa11H51
MO)ICT 6b1Tb HaMmeHa B pa3Åene B cl)0PMe OLteHKH.

1. Elonyqer-me noBTOPH0 nal«eTa AOKYMeHTOB
nonyqeHHH narceTa AOKYMeHTOB He06XOÄHMO npoBepHTb Hanvrque:

3aflBJ1eHHA no BHeceHUIO KOPPeKTUPOBOK.
Ooprua 3a51BKU no nepBHt1HoM 3KcnepTH3e.
TIepecM0TpeHHoro Bapnar-rra npoT0K0J1a CBH3aHHb1e C HUM ÅOKYMeHTb1.
V13MeHeHH51, cmenam-lble B AOKYMeHTe, AOJ1)KHb1 6b1Tb nomqePKHYTb1 WIH

BblmeneHb1.
Ilocne npoBepKH naKeTa AOKYMeHTOB He06XOAMM0 TIOCTaBHTb 110Anmcb H

naTY, nonyqeHne nayceTa ÅOKYMeHTOB. 3aTeM BePHYTb cl)0PMY

nonyqeHHfl 06paTH0 AOCTaBHB111eMY qeJ10BeKY.

2. 3KCnePTH3anepecM0TpeHHoro npoT0K0J1a.
FIPOTOKona3acemaHHH MO)ICHO paccMaTPHBaTb B KaqecTBe PYKOBOACTBa npvr

npoBemeHHH 3KcnePTH3b1. He06x0AMM0 npoBepHTb, Bb1110JIHeHb1 JIH

peKOMeHAaUHH KOMHCCHH. 3aTeM CAenaTb maJ1bHeä111neKOMMeHTapnn TaM, rne
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ÅaTa 1,13AaHHW.
PaccM0TpeHne n0BTOPHb1X 3af1BOK

CTP. 3 H3 8

He06XOAHMO. Ilocne 3Toro 110JIYMHTb 110År1HCb 3Kcr1epTa H nocTaBHTb maTY.
OTIOBeCTUTb ceKpeTapqKOMUCCHH.

3. 3aceAaHne IC0Mnccnn

CeKpeTapb nonyqaeT 0TqeT 06 3KcnepTH3e H HH(bopMmpyeT ElpemcemaTeJIH.
ECJIH He Tpe6yeTcfl 3acemaHvre K0Muccvm, TO npoBecTH Meporrpvwrnfl cornacH0 n.
4.

ECJIH KOMHCCHfl paHee npvmma pemeHne paccMOTpeTb HOBYK) Bepcmo,
He06XOAHMO npemnpHH51Tb cnemyouxue marn:

• 3KcnepT, nepBOHaqaJ1bH0 AOKJ1aAb1BaB111Hä06 3KcnepTH3e, npemcTaBJ1fleT
YCTHO WIH 11UCbMer-1HO pe3K)Me 110 nnaHY UCCJ1eAOBaHVIA ero KOMMeHTapHH ,LIJIA

LIJIeHOB KOMHCCHH.

• TIpemcenaTeJ1bBeneT Ancycyccvno no nepecM0Tpy npoT0K0J1a.
• ÅaJ1bHeM11-mepeKOMeHÅauvm 1-10 H3MeHeHVffO npoT0K0J1a 110 TPe60BaHVIHM

KOMHCCMVI, 3a(bHKCHPOBaHHb1MH B TIPOTOKOJ1e 3aceÅaHHfl KaK
CAenaHHb1e KOMuccvreü», 6YAYTC006U1eHb1uccneAOBaTemo.

• TIpeÅcemaTeJ1bnpH3b1BaeT ROJIOCOBaTb no nepecM0Tpy JIU60:
- OA06PHTbHCCJ1eÅOBaHne 6e3 U3MeHeHV1ü = OÅ06pHTb.
- OA06PHTbuccneAOBm-me c V13MeHeHHflMH (bopMb1 cornacmq, ynepxcmem-lble

Korvmccvreü = OÅ06PUTbC He60J1bLLIVIMV1H3MeHeHHflMH.
Tpe60BaTb H3MeHeHHA no BonpocaM YKa3aHHb1M Ha npoBeÅeHHOM

3acemaHHH, H npeACTaBHTb Ilpemcemamejno nocne nonyqeHH51 H3MeHeHVTä

OA06PHTbCO 3HaHHTeJ1bHb1MU V13MeHeHHflMH.
- He OA06PHTb.

4. Å0RYMeHTH1)0BaHne pemeHnq 3K
He06x0AHM0 rlOMeCTHTb OPVffHHaJ1b1 AOKYMeHTOB BMecTe C 3aBepmeHHb1M

OTqeTOM no HOBTOPHOÜ 3KcrrepTH3e, (I)OPMY OUeHKH H (bopMY no nepBWIHoM

3KcnepTM3e 3a%BKU Tal< )l€e KaK H Apyrne AOKYMeHTb1.
FIOArOTOBHTb IIHCbMO C 0406peHvreM npoTOKOJ1a VICCJ1eAOBaHUA. 3aTeM

BblCJ1aTb maHHoe rmcbM0 OCHOBHOMY HCCneAOBaTeJ1}O.

5. H3Beuxerme o pemeHHH

5.1. YCTHoe H3Beme1-me o pemeHH1,1

• ÅJ1fl IIPOTOKOIIOB, erpe6YK)Lunx IIOJIHOÜ 3KcrmePTM3b1 K0MmccHH,
0110BeLueHue npoH3B0AHTcfl cpa3Y nocne npoBemeHH0ä 3KcnepTH3b1, HO He

1103AHee cnenyomero pa60qero AHA.
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• IIPOTOKOJIOB, paCCMOTpeHHb1X qacTbf0 KOMHCCHH, H3Be11.xeHue AOJI)KHO
6b1Tb cpa3Y nocne 3KcnePTH3b1, HO He r103AHee 5 pa60rmx AHeä nocne nonyqeHHf
qneHaMH/31<cnepTaMH110BTOPHO npemcTameHHoro nayceTa.

• ÅJ1fl HPOTOKOJTOB, paccMOTpeHHb1X IlpemcenameneM KOMHCCHH, H3Be1-ueHne
npoB0ÅHTcfl cpa3Y nocne 3KcnepTH3b1, HO He 1103ÅHee 5 pa60qux AHeM nocne
nonyqeHHH IIpencenaTeJ1eM HOBTOPHoro nayceTa.

5.2. 111,1CbMeHHOe H3Beuxe1-me o pemeHHH

CeKpeTapb 0110Be111aeT OCHOBHb1X uccneÅOBaTeneä o pemeHHH ICOMuccun no
3neKTPOHHOü 110t1Te HJIH Tened)0HY H 110Me11-xaeT B (baiJ1b1 3RKTPOHHb1X
c0061ueHHä naHHoro 11POTOKOJ1a H «

CeycpeTapb roTOBHT IIHCbMO 06 on06peHHH H nonyqaeT nomnucb
IIpencemaTeJIH Korvmccvm.

ECJIH uccneAOBm-me 0Å06peH0, KOMHCCVIH onpemenneT qacT0TY

11POMOKYTOHHb1X 3KcnepTH3 Ka)KAoro HCCJ1eAOBaTeJ1bCKOrouempa.
- CercpeTapb nocb1J1aeT IIHCbM0 HCC,neÅOBaTeJ1fO, H3Be11-1a% O pemeHHH

IC0MucM1d pacnucaHHH npoMe)KYTot1Hoü 3KcnepTM3b1.
- IIUCbMO comepKHT, I-caK MHHHMYM, CIIHCOK OA06peHHb1X AOKYMeHTOB,

YTBepxueHHb1e maTb1 npoMe)KYT011Hoü 3KcnepTH3b1, 3KcrrepTH3Y npyrux
06%3aTeJ1bCTB DICHAaHV1ü OT UCCJ1eAOBaTeJIH BO BpeMA Bb1110JIHeHUfl

HCCneÅOBaHHfl.
- K0M11bK)Tep BOC11POH3BOAHT r10MeTKY 06 0A06peHHH ld marreBCTY11J1eHUfl B

CHJIY Ha CTpaymue Ka)KÅOÜ (l)0PMb1 cornacvrn, om06peHHoro IC0MnccueM.
Ecnvr KOMHCCVII erpe6yeT V13MeHeHV1fl B Jlf060M M3 AOKYMeHTOB, ceKpeTapb

JIH60 npoB0AHT nepecM0Tp AOKYMeHTOB, JIH60 0TnpaBJ151eT rlHCbMeHHoe
Tpe60BaHne UCCJ1eAOBaTeJIYO O He06XOAHMb1XU3MeHeHUflX u ITOBTOPHOMnomaqe
ÅOKYMeHTOB B KOMHCCHK).

HopptmaTHBHb1eCCb1JIKH
l. KOHCTHTYUHflPecny6JIMKH Ka3axcTaH OT 30 aBrycTa 1995 roma;
2. HOPMaTHBHb1MH npaBOBb1MH aKrraMH B 06naCTU 3mpaBooxpaHeHHfl.• -

KoneKc «0 3ÅOPOBbe Hapoma H CHCTeMe Pecny6JIHKH

OT 7 2020 1 360-VI 3PK•,

3. Ilpmca3 MvmucTpa 3mpaBooxpaHeHH1 Pecny6JIHKM Ka3axcTaH OT 11

AeKa6pfl 2020 roma NQ KP ACM-248/2020 06 YTBep)KÅeHHH npaBMJ1 npoBeneHMH
KJIUHuqeCKHX HCCJ1eAOBaHHä neycaPCTBeHHb1X cpeACTB H MemnUHHCKUX VBAeJIVIÜ

AnarHOCTHKH BHe )1CHBOro opraHH3Ma (in vitro) H Tpe60BaHHA K KJIHHuqeCKMM

6a3aM 0Ka3af-1Hfl rocynapcTBeHHoü ycnyru "Bb1Aaqa pupe11_1eHHH Ha
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KOMHCCHH no 6H03THKe
com011/01.1

Bepcnq 01.0
CTaHAaPTHaq onepauH0H1-1aH npoqeAypa

AaTa H3AaHnq:PaccM0TpeHne nOBTOPHb1X 3aSIBOK

CTP. 5 H3 8

(HJIH)npoBemeHHe KJ1m-mqeCKOPO HCCJ1eAOBaHH51 VI VICTIb1TaHV151

(bapMaKonornqecycmx H ney«aPCTBeHHb1X cpeÅCTB, MeAHUHHCKHX VBAeJIHW',
4. XeJ1bCHHCKOä mewmapauvreüBceMupH0ü MeÅHUHHCKOü accounauvm (1964

5. KOHBeH1-1VIH0 3a1.UHTe npaB H AOCTOHHCTBa qeJ10Beyca B CBA3Vi C

npHMeHeHvreM AOCTH>ICHHM 6H0J10run MeÅHUHHb1: KOHBeHUHH O npaBax
qeJ10Berca VI 6HOMeAHUH1-1e(4 anpenq 1997 r.);

6. PYKOBOÅCTBaAJIfl pa60Tb1 KOMHTeTOB no 3THKe, npoB0AflLumx 3KcnepTH3Y
61dOMeAHUHHCKHXHCCneAOBaHHü (2000 r.);

7. EBponeMcKoä KOHBeHLtneü no 3a1-ume npaB r103BOHOHHb1X )KUBOTHb1X,

uc110J1b3yeMb1x B 3KcnePHMeHTaJ1bHb1Xu Apyrmx Hayt1Hb1X I-lennx (18 MapTa, 1986

8. ApyrMM1d HOPMaTUBHb1MU npaB0Bb1MH al<TaMH Pecny6JIHKHKa3axcTaH;
9. TIOJIO)1€eymeM O JlOKaJ1bHOü KOMHCCHHno 6H03THKe PITI Ha IIXB

Hayt1Hb1ü LleHTP mepMaT0J10FHH H HHd)eKUHOHHb1X 3a60neBaHHü» OT

25.09.2025r
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FIPOTOKOJINo.
•

HaurvßHOBaHHe 11POTOKOJ1a:

0611-leeMHCJIO yqaCTHHKOB:

(bViO HCCneAOBaTeJIX

AaTa nepBHtåH0M 3KcnePTH3b1.

KOMHCCHSI no 6H03THKe COII/011/01.1
Bepcnq 01.0

AaTa H3Aa1-mq:PaccM0TpeHHe n0BTOPHb1X 3aHBOK

CTP. 61-13 8

110/01-011/01.1

3KcnepTH3a noBTOPHoi

CCE/Cü-CE

3KcnepTH3a

Ten. :

Aarra:

Pel-ueHue 3K cornacH0 npoT0K0JIY C] OA06peH0 c He60J1bUIHMH H3MeHeHV1%MH ViJIH

3acenaHH%:

MI-ler-1He 3KcnepTa:
IlepecM0Tp HJIH H3MeHeHH%

corJ1acH0 peKOMeHmaLIHAM

- I-ITO He06XOAHMO
majlbHeümero nepecM0Tpa

nmnncb:

peKOMeHmaUH%MP1

3HaHHTeJ1bHb1e M3MeHeHHR VIJIH peKOMeHmaUHH C

nocneÅYOLUVIM paccMOTpeHHeM

C] HeT:

110%CHeHHX .

Åa•Ta:
OHO 3Kcne Ta

OA06peHo:

ÅaTa:
ElpemcemaTeJ1b .JIKb

3a110JIHeH0.•

,LlaTa:

CeKperapb JTKB
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KOMHCCHH no 6H03THKe com011/01.1
Bepcnq 01.0

CTaHAaPTHaq onepa11H01-1Haf1npoueaypa
AaTa VBASIHVIW.

PaccM0TpeHne nOBTOPHb1X 3af1BOK

CTP. 7 H3 8

110/02-011.01.1

JIHCT 03HAKOMJIEHHH

ÅOJIRHOCTb

—C-A6

Y--nc-z.4

AaTa Ilonnncb

1.3 3 M,VÅ
/4.Z-æ-J
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ICOMHCCHH no 6H03TUKe
N! com011/01.1
Bepcnq 01.0

CTaHAaPTHaq onepaAH0HHaH npoueaypa

Aarra H3AaHHW.PaccM0TpeHHe n0BTOPHb1X 3MIBOK

CTP. 8 H3 8

110/03-011/01.1

JIHCT VBMEHEHVIÜ

No pa3Aena, nyHKTa, B KOTOPOM
BI-IeceHO H3Me1--1e1-me

AaTa
BI-Iecel-lnq

H3Me1-1eHHH

0.1/1.0. BHecmero
1,13Me1-re1--1Hf1


