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l@lb: onncaTb npouemypbl 3KcnePTH3b1 nonpaB0K 11POTOKOJ1a
HCCneAOBaHHfl (11M)

05J1acmb nPU.IVteneHUH.• COII npeAHa3HaqeHa pa60Tb1 C

npeABapHTeJ1bH0 OA06peHHb1M FIVI, B KOTOPb1M1103AHee 6b1JIH BHeceHb1 nonpaBKH,
B CBH3H C qeM, 11M BHOBb npemcTaBJ1eH Ha om06peHue JIKb.

IlonpaBKH K 11M He MoryT 11PVIMeH%TbC1 6e3 paccM0Tpe1-mn H 0Å06peHH51

3K.
Onagemcmeennocmb.• ceKpeTapvraT HeceT OTBeTCTBeHHOCTb 3a pa60TY c

nonpaBKaMH K 11M. 14ccneÅOBaTeJIH MoryT BHOCHTb nonpaBKH K FIVI BpeMfl OT
BPeMeHH. nonpaBKH K 111/1 MoryT 6b1Tb npemcTaBneHb1 1-caK YCKopeHHoÜ
3KcnepTM3b1 (IIPOBOAHMOM ElpeÅcemarreneM JIKB HJIH YllOJIHOMoqeHHb1MM
qneHarvfH 3K), TaK IIOJIHOÜ 31<cnePTH3b1 nonpaB0K B JIKb.

Pa60Ta c nar«eTOM AOKYMeHTOB c nonpaBKaMH K IIH1.

3MBvrreJ1b rOTOBHT naKeT AOKYMeHTOB no nonpaBKaM K rm. Ilocne

nonyqeHHfl rraKeTa nonpaB0K ceycpeTapmaT JIKB cnemyeT npoueAype, ormcaHHoä B
COII/005 (Ilpouecc nonaqu 3MBKU npoTOKona HCCneAOBaHH1) COII/022
(Ilpouemypa AOCTH)KeHH51 KOH(bqneHqnaJ1bHOCTHAOKYMeHTOB JIKb).

FlaKeT AOKYMeHTOB no nonpaBKaM K FIVI BKJ1fOqaeT:
• 3anpoc 3af1BHTeJ1f1 (OCHOBHOPO HCCJ1eAOBaTeJ1fl) O He06XOAHMOCTH

BHeceHHfl nonpaB0K 111/1 B paHee npeACTaBneHHb1ii VI OA06peHHb1M
JlKb. B 3ar1poce cneAyeT:

YKa3aTb/ormcaTbnonpaBKY
Y Ka3aTb npH1-1HHY BBemeHHfl nonpaBKH
YKa3aTb BCe pacx0>1cneHHH C opurHHaJ10M 11POT0K0J1a
YKa3aTb oxumaeMb1e nocne BHeceHHfl nonpaBKH
• nepBOHaqaJ1bHaq npemcTaBJ1eHHH nonpaB0K

- He06XOÅHMO npoBep1dTb r10JIH0TY H Hanwme He06XOÅHMb1X nomnuceü
(OCHOBHOM HCCJ1eÅOBaTeJ1b WIH Hayt1Hb1M PYKOBOAHTeJ1b, ecJIH npvmeHHM0). CM.
FIPHJ10)Keyme 1.

• 11POTOKOJ1b1n COOTBeTCTBYIOUxne AOKYMeHTb1
ÅOJ1)1CHa 6b1Tb npencTaBJ1eHa Bepcmq npoT0K0J1a c nonpaBKaMH H

COOTBeTCTBYY01UHMH AOKYMeHTaMH
Bce H3Me1--1eHHH WIH A0110J1}-1eHHfl AOJ1)KHb1 6b1Tb nonqePKHYTb1 WIH
BblneneHb1.

2. V13Be1ueHne IIpeAceAaTeJIH JIKb
CeycpeTapnarr YBeÅOMJIRT flpemcemaTeJ1fl o nonyqeH1d1å nal€eTa AOKYMeHTOB

no nonpaBKaM YCTHO WIH IIHCbMeHHO. Koppec110HneH1-1H10 H
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06 V13Be111eHH1d ElpencemaTeJ1fl He06XOAUMO xpaHHTb B ceKUHH
Koppec110}-ueHuvrv1 nanKH npoTOKOJ1a. He06x0AHM0 OTHPaBHTb 3anpoc no
nonpaBKaM, npoTOKOJ1 u mpyrvre AOKYMeHTb1 Ilpemcenarremo JIKb B TeqeHvre

OAHoro pa60qero CO nonyqeHH1. Ilocne 3KcnePTH3b1 MaTepuaJIOB,
ElpeAcenaTeJ1b onpenenneT CTaTYC 3KcnePTH3b1 (ycKopeHHan HJIH noj1Han).

3. Onpenenel-me cTaTyca 3KcnePTH3b1 (noJIHaq HJUI ycKopeHHaq)
• YCKopeHHoÜ 3KcnePTH3b1 cnemywreCOII/008
• ÅJ1flIIOJIHOM 3KcnepTH3b1 cnemyüTe COWO 14

• IlonpaBKH K npoTOKOJIY, KOTOPb1e, no MHeHHIO Elpemcemarrejlfl JIKb,
YBeJIHLIHBaK)T PHCK AJ151 yqaCTHHKOB UCCJ1eAOBaHHH, rraKne 1<aK

H3MeHeHHH A1,13aüHa HCCJ1eAOBaHHfl, Kacmorrcn, HO He

orpaHH11HBaY0Tc% CJ1eÅYK)1UUMH V13MeHeHUflMn:
- A0110JIHqrreJ1bHOe neqeHvre HJIH ero coKpa111eHue
- Jh06b1e H3MeHeHHf KpHTepueB BKJnoqeHHfl/HCKJIK)qeHV1fl

- V13MeHeHV1fl B cnoc06ax BBeneHHfl npenapaTa, Hanpvmep, nepopaJ1bHoe Ha
BHYTPHBeHHOe

- 3HaHHTeJ1bHb1e U3MeHeHHH KOJIMqecTBa yqaCTHVIKOB (YBenvrqeHne: ecnm
06mee MHCJIO yqaCTHHKOB MeHee 20 cy6beKTOB, U3MeHeHHA B KOJIHqeCTBe 5

qeJIOBeK ABJIRTCH 3HaLIUTeJ1bHb1M, ecnu 60nee 20, H3MeHeHHf Ha 20% nnqeTC51

3H&1HTeJ1bHb1M. YMeHb11.1eHme: ecnvr YMeHb111eyme qucna yqaCTHHKOB H3MeHRT

xapaKTepncTHKH HCCneAOBaHHH, TO 3T0 HBJ1fleTCH 3HaqmeJ1bHb1M).
- 3Hat1HTeJ1bHOe yr•aeklbllleyme YBeJ1nqeHue A03HPOBKH npenapaTa.

ECJIH Ilpencenarrejlb pemaeT, I-ITO npoTOKOJ1 Tpe6yeT on06peHHH Ha

3acemaHHM JIKB, IlpemcemaTeJ1b (l)HKcvrpyeT 3T0 pemeHue Ha npoBepot1H0M JIUCTe,

nonnucb1BaeT H CTaBHT maTY Ha (bopMe. CeycpeTapmarrBHOCUT 3anpoc o nonpaBKax
B 110BeCTKY cnenymuero 3acemaHHflYIKE

Ka>KAb1ü LIJIeH JIKB nonyqaeT CJ1eAYK)1.UUe AOKYMeHTb1:
• AOKYMeHTb1 no H3yqeHHi0 nonpaB0K AJ151 110JIHoro npemcTaBneHHfl o

xapaKTepeKamuoro M3MeHeHHff,
• Tpe6yeMb1e H3MeHeHHH B (l)0PMe HHd)OPMUPOBaHHOro cornacnq, npu

He06XOAHMOCTU.
ECJIH nonpaBKH 6b1JIH nonyqeHb1 HenocpeACTBeHH0 nepem 3acenaHvrervm

JIKB, TIpencemæreJ1b MO)ICT pel-11HTb paccMOTpeTb nx Ha TIOJIHOM 3acemaHHH JIKB,
Åa)1€e ecnm OHH MoryT 6b1Tb paccMOTpeHb1 no YCKopeHHoü npouenype.

IIPH ycKopeHHOÜ 9Kcnepm113e He06XOAUMO cneÅOBaTb COIT008
npouenypbl YCKopeHHoÜ 3KcnePTH3b1.

Ilpu nonnoü9Kcnepmu3e nonpaB0K K 111/1 He06x0AHM0 CJ1eAOBaTb COII/

AJIfl 110JIHOü 3KcnePTH3b1.
4. npouecc 3KcnepT1,13b1 nonpaB0K K 11M
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3mecb He06XOÅHMO UC110J1b30BaTb npouecc, ormcaHHb1Ü B (l)0PMe OUeHKH
3MBKH, 3KcnePTH3b1 11POTOKOJ1a C nonpaBKaMH H CBH3aHHb1X C HUM

AOKYMeHTOB. He06x0ÅHM0 OTMeTHTb qneHOB JIKb no U3MeHeH1dHM
npoT0Kona H/HJIH (l)opMb1 HC B npoT0K0J1e 3aceÅaHHfl Kayc

caenaHHb1e JIKB» H 6YAYTC006meHb1 HCCneÅOBaTeJ1}O HJIU B gey-1Tp ynpaBneHH51

IlpemceÅaTeJ1b IIPOBOAHT roJ10COBaHvre no BonpocaM npeAJIO)1CHHb1X
nonpaB0K:

• OÅ06PHTbnonpaBKH K npoTOKOJIY 6e3 M3MeHeHnä (l)0PMb1 VIC;
• Tpe60BaTb U3MeHeHU51 AOKYMeHTOB no npeAJ10)KeHHoM IlonpaBKe HJTH VIC,

YKa3b1Ban npuqvmy meüCTBVIH HCCneAOBaHVIH C

nocneAYK)111HMpemeHvreM IIpemcenaTen;r,
• Tpe60BaTb V13MeHeHH% AOKYMeHTOB no npeÅJ10)1ceHHoü nonpaBKe UJIH VIC,

YKa3b1Baq npvrqvmy H meäCTBHfl npomonxeHHH MCCneÅOBaHH51 C

nocneAYi0L11HM paccM0TpeHvreM Ha 3acemaHHH JIKB;
• 11PHOCTaHOBHTbvrccneÅOBaHne, r10Ka He 6yaeT nonyqeHa majlbHeÜL11an

HHd)OPMaUHff,

• He 11PUOCTaHaBJIHBaTb uccneÅOBa1--me 1<aK Y)l€e 0A06peHHoe, HO 3anpocHTb
naJ1bHeä111YfO 0 nonpaBKe u ee BJIH51HHU Ha XOA om06peHHoro
qccneÅOBaHMff,

• He OA06PHTbnonpaBKY, YKa3b1Ban npWIHHY, HO 1103BOJIHTb 11POAOJD1<HTb
UCCJ1eAOBaHne 1<aK paHee 0A06peH0.

ECJIH JIKB om06pqeT nonpaBKY K IIPOTOKOJIY, cel<peTapuaT c0061-uaeT

pemeHne UCCJ1eAOBaTeJ11-O.
ECJIH JIKB He 0A06pqeT nonpaBKY, IIpemcenaTeJ1b Her.,ßAJ1eHHO H3BeLUaeT

HCCJ1eAOBaTeJ1fl rlHCbMeHHO O npHH51T0M pemeHHH vr 11PH11HHax Heom06peHH51

nonpaBKH.
ECJIH JIKB ronocyeT 3a He06XOAHMOCTb KaKVIX-JIH60

AOKYMeHTaUVfH WIH nonpaBKH K npoT0K0JIY, CeycpeTapvraTnocb1J1aeT 11UCbMeHHb1ü

3anpoc 3a51BHTeJ1f0 caenaTb He06XOAHMb1e M3MeHeHMH n BHOBb npeÅOCTaBMTb
ÅOKYMeHTaUHK) B JIKb.

IlpemcemaTeJ1b 3a110JIHRT d)0PMY pemeHHH nocne ero rrpHHflTHH Ha

3acemaHuu YIKE
He06x0ÅHM0 xpaHHTb BCe d)OPMb1, IIPOTOKOJI 3acemaHH51 JKB no

06cyxme1-1Hi0 H TIPHHHTHK) pemeHHfl 1<aK Od)HUuaJ1bHb1e AOKYMeHTb1 npouecca
3KcnePTH3b1 nonpaB0K.
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5. YBeAOMJ1erme o pemeHHH
IIpemcemaTeJ1b JIKB YBeAOMJIRT 3anmrreJ1fl o ITPHH%TOM pemeHHH YCTHO

nocne 3acemaHHH JIKb, 3aTeM IIHCbMeHHO He 1103AHee 7 pa60qux AHeü nocne
3nepmeHH% 3KcnePTH3b1.

IlpemcenaTeJ1b nonxeH BblCJ1aTb 3neKTPOHHYfO Bepcmo WIH (baKCOM 1<011HK)

OOPMb13MBKH co cBoeii 110A11HCbK) maToü om06peHHH B ceKpeTapuaTB rreqeHue

OAHoro AHfl, HO He 1103ÅHee, qeM TPH pa60rmx nocne paccM0TpeHHH.
3anonnenue ØOPMb1361%6K11 Ha 3Kcnepmu3Y nonpa60K.

IlpemcemaTeJ1b CTaBUT 110Å11HCb H maTY Ha OPHRHHUI (bOPMb1

B03Bpa111aeT ee B ceKpeTapuaT He 1103AHee 5 pa60tmx AHeü nocne
3KcnePTH3b1.
CeKpeTapuaT npHKper1JIRT 6YKBYK H0Mepy 1114, KOTOpafl COOTBeTCTByeT

H0Mepy nonpaBKH.
CeKpeTapnarr nonrmcb1BaeT H naTnpyeT opurvma.ll d)OPMb1.

6. YBemorvl.nemme 3aHBHTeJIH
He06x0AHM0 HanpaBHTb nonnucaHHYY0 H maTVIPOBaHHY}0 (I)OPMY 3aflBKU Ha

nonpaBKY 3aHBHTeJ11-O ,11J151 ero 0TqeTa He 1103ÅHee 7 pa60qnx AHeü.
3afBHTeJ1b AOJI)ICH B nocneAY}01.ueM npeAOCTaBHTb B ceKpeTapmarr JIKB

MHCTYf0, TO eCTb ncnpaBJ1eHHYK) Bepcmo 1M H mpyrnx AOKYMeHTOB (B

COOTBeTCTBHHc BHeceHHb1MH nonpaBKaMH, 6e3 nonqepKHBaHHä H ucnpaBJ1eHHä).

7. XpaHemre AOKYMeHTOB
He06x0AHM0 110MeCTHTb opurvmajlbl 3ar10JIHeHHb1X AOKYMeHTOB,

ucnpaBneHHYK) Bepcmo 111/1u mpyrme LOKYMeHTb1 B namcy npoTOKOJ1a.

HOPMaTHBHb1eCCb1JIKH
1. KOHCTHTYUHHPecny6JIMKH ICa3axcTaH OT 30 aBrycTa 1995 roma;
2. HOPMaTHBHb1MH npaB0Bb1MH aycraMH B 06J1aCTU 3mpaBooxpaHeHvrq:

Komeycc «0 340POBbe Hapoma H cvrcrreMe Pecny6JIHKH

Ka3axcTaH OT 7 U}OJ1fl 2020 r NQ 1 360-VI 3PK;
3. IIpmca3 Mvmucna 3mpaBooxpaHeHH% Pecny6JIHKH Ka3axcTaH OT 11

ÅeKa6pH 2020 roma NQ KP ÅCM-248/2020 06 YTBepxmeHHH npaBHJ1 npoBeneHH%
KJIHHmqeCKHX HCCneÄOBaHHä neKaPCTBeHHb1X cpeACTB H MemUUHHCKUX V13nenuÜ

AHarHOCTHKH BHe )KHBOro opraHM3Ma (in vitro) H Tpe60BaHHfl K KJIHHmqeCKHM

6a3aM 0Ka3aHHfl rocyuapcneHH0ü ycnyrvr "Bblmaqa pupe11.1eHHfl Ha
(HJIH) UC11b1TaHHAKJIHHmqeCKOro UCCJ1eAOBaHV1flnpoBeneHue

(bapMaKonoruqecKHX H ner«aPCTBeHHb1X cpemcTB, MeAHUHHCKHX ;
4. XenbCHHCKOü neycnapauueüBceMHPHoä MeAHUUHCKOii accounauvm (1964



prn Ha

Hayt1Hb1i1

IIXB

ueHTP
aePMaTO.nornn
HH(beKUHOHHb1X

3a60.neBa1-mä» M3

K0Mnccnq no 6H03THKe cori/012/01.1
Bepcnq 01.0

CrraHAa1)T1-1af1 onepauH0H1-1aqnpouemypa

AaTa H3AaHHW.PaccM0TpeHHe nonpaB0K R npoTOKOJIY
nccneAOBaHHf1 CTP. 6 H3 7

5. KOHBeHUV1% 0 3a111HTe npaB H ÅOCTOHHCTBa qeJ10Berca B CBfl3H C

npvn•reHeHneM AOCTH>1CHHä 6HOJ10rnn H MemHUHHb1: KOHBeHUHH O npaBax
qeJ10Beyca H 6HOMeAVIUHHe (4 anpeJIH 1997 r.);

6. PYKOBOACTBaÅJ151 pa60Tb1 KOMHTeTOB no 3THKe, npoBOAHLLIHX 3KcrrepTH3Y
6HOMeAHUHHCKHX HCCneÅOBaHV1ä (2000 r.);

7. EBponeücK0ii K0HBeHuneii no 3a11.1HTe npaB 1103BOHOHHb1X XHBOTHb1X,
ncr10J1b3yeMb1x B 3KcnePUMeHTaJ1bHb1Xu mpyrux Hayt1Hb1X UeJIAX (18 MapTa, 1986

8. ÅpyrHMH HOPMaTHBHb1MH npaBOBb1MH aycraMH Pecny6JIHKH Ka3axcmaH',
9. 110JIO)1€eHneM O JlOKaJ1bHOü KOMVICCHH 110 6H03THKe PETI Ha IIXB

Hay11Hb1M UeHTP ,aepMaT0J10EHH H HH(beKUUOHHb1X 3a60neBaHHü» OT

25.09.2025r
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(DOPMA 3AflBKH HA 11011PABRH R IIPOTOROJIY HCCJIEAOBAHHH

HOMep npoTOKOJ1a:

Ha3Bm-me:

OMO HCCJ1eÅOBaTeJ1%.

MHCTHTYT:

narraOA06 eHHX
060CHOBaHHe nonpaBKm:

THII Tpe6yeM0fi 3KcnePTH3b1110 nonpaBKe:

AaTa
nonaqn:

H0Me non aBKq:

YcKopeHHafl (He60J1bUIHe H3MeHeHHH)
C] IIOJIHM 3KcnepTH3a .JIKB (60nee CYLL1eCTBeHHb1e M3MeHeHHH HJIH

M3MeHeHHfl, 3Hat1HTeJ1bHO rlOBb1LL1af01-qme PHCK yqaCTHHKOB
UCCJ1eAOBaHV151)

110Å11VICVi:

KOMMeHTaPHH:

OA06peH0

(OHO HCCneÅOBaTeJ1fl)

YcKopeHHaq 3KcnepTH3a

AaTa.•

Ta:.

FIOJIHUI 3KcnepTH3a

IIpemcemaTeJ1b JIKb

3an0JIHeH0

naTa:
OTBeTCTBeHHb1ä CeKpeTapb JIKb

H0Me n OTOKO.na: / 0-0
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JIHCT 031-IAKOMJIEI--IHA

ono AOJIRHOCTb AaTa TIOA11HCb
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N! pa3Ae.na, nyHKTa, B KOTOPOM
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