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prn Ha IIXB

Hayt1Hb1ä ueHTP
AepMaT0J10rnn H
HH(beKUHOHHb1X
3a60J1eBa1-1Hä»

M3 PR

KOMHCCHSI no 6H03THKe

CTaHAaPTHaq onepaunor•ll-laq npouemypa

PaccM0TpeHHe cepbe3Hb1x Hemeaa-rejlbl-lblx

SIB.ne1-1H1i

COII/019/01.1

Bepcnq 01.0
ÅaTa BBeAeHHS1:

CTP. 2 H3 6

HacTomuafl CTaHmaPTHaq onepaLIHOHHan npouenypa (COD onpeneJ151eT
nopflÅ0K paccM0TpeHH51 KOMUccneM no 6H03THKe Ha IIXB
Hayt1Hb1ü LleHTP meprvmaT0J10PHH H HH(beKUHOHHb1X 3a60neBaHHM» M3 PK (Åa.nee-
KOMHCCHH) cepbe3Hb1X HexenaTeJ1bHb1X 51BJ1eHHü (CHA).

I-leJ1b: 06ecnet1HTb HHCTPYKUHflMH no 3KcnepTH3e nocnemyyol-unx 0TqeTax
O cepbe3Hb1X HexenaTeJ1bHb1X WIH HenpeÅBHAeHHb1x 51BJ1eHVffX (CHA HJIH I-IHA) B
xone m060ro -rercymero UCCJ1eÅOBaHH%, om06peHHoroKOMvrccueä. (t)aKT pa3BHTH51
CHA 1--11--151AOJI)ICH 6b1Tb 3aperucTpvrpoBaH HCCneÅOBaTeneM cr10HcopoM
B BHAe 0TqeTa ld npezxcTaBJ1eH B -reqeHue 10 pa60qvrx ÅHeä OT MOMeHTa pa3BHTHH
ABJ1eHHfl, a TaK)Ke AOJI>ICH 6b1Tb BKJ11-oqeH B 0TqeT no Tel<Y1ueM31<cnepTH3e,
npeÅCTaBneHHb1ü B 3TnqeCKYK) KOMHCCHIO.

I-lexcenaTeJ1bHb1e PHCKH HHoraa pacrcpb1Ba10TC% B rreqeHue Bb1110JIHeHV1fl

HCCneÅOBaHHfl. VIH(bopMa11H51 0 BJIHAHHH Ha COOTHOL11eHHe PHCK/r10J1b3a AOJ1)KHa
6b1Tb He3aMeÅJIHTeJ1bHO c006LueHa B 3TvrqecKYK) KOMHCCHIO ÅJ1fl OUeHKH
aneKBaTHOCTV1 3a1UHTb1 yqaCTHVIKOB vrccneAOBaHVff.

HenpeÅBHneHHb1e PHCKU MoryT BKJ1}OqaTb JIT06b1e ABJ1eHHfl, BJIUffOL1-U,re, no
MHeHHiO uccneAOBaTeJ1fl, Ha npaBa, 6narononyque HJIH 6e30nacHocTb yqaCTHHKOB
HCCneAOBaHHfl.

06.naCTb npnrael-lel-mq: COII npHMeHHM K 3KcnepTH3e OTqeTOB OT
HCCneAOBaTeneÜ O CHA HJIH HHI AaHHb1e0TqeTa MoryT 6b1Tb UC110J1b30BaHb1 B
pa60Te tlJ1eHOB KOMHCCHH, cnoHcopa, MeCTHOro HHC11eKTOPa, HJIH npyrux
3aHHTepeCOBaHHb1X CTOPOH.

OTBeTCTBeHHOCTb: OCHOBHUI 06fl3aHHOCTb KOMHCCHH — npoB0ÅHTb 3KcnepTH3Y
H TIPHHUMaTb Mepbl no CHA HHI, YBeJIHt1MBa1011.xuepucK yqaCTHHKOB HJIU
3aTparHBmomvre mpyrne 3TV1qeCKne np06neMb1. KPOMe Toro, KOMMCCHH MMeeT
npaB0 vmrpaTb POJ1b MeÅHaTopa (nocpeAHHKa) npu onpemeneHHb1x
06CTOflTeJ1bCTBax.

KOMHCCHH ÅOJDICHa rraK)Ke y6eAHTbCfl, LITO HCCJ1eAOBaTeJIH OCBeÅOMneHb1 0
HopMax WIH npouenypax OTHOCHTeJ1bHO OTqeTHOCTH H Tpe60BaHHü no -reKYLuevi
3KcnepTH3e.

CeKpeTapb HeceT OTBeTCTBeHHOCTb 3a nepBHt1HY10 ogeHKY orrqeTOB

onpemenem•re He06XOAHMOCTH HX paccM0TpeHH51 Ha 3aceAaHHH KOMHCCHH,
HenocpeÅCTBeHHO IlpeAcenaTenerv1, apyrHMH qneHaMH
KOMHCCVIH HJIH 31<cnepTaMH.



prn I-Ia nxB

HayLIHb1i ueHTP
AepMaT0.nornn H

HH(beKUHOHHb1X

3a60.neBaHHii»

KOMHCCHH no 6H03THKe

CTa1-1AaPTHaS1onepauH0HHaq npouenypa

PaccM0TpeHne cepbe3Hb1X HemenaTeJ1bHb1X
f1B.11eHnä

cow019/01.1

Bepcnq 01.0

Aarra BBeAe1-1Hq:

CTP. 3 H3 6

IIpeABap1,neJ1bHoe paccM0Tpe1-me n onpeAe.neHneBuna 3KcnepT1,13b1

CeKpeTapb WIH yneHb1 Korvmccnu H3yqayoT oueHKY 3KcnepTa

onpemeneHHf He06XOÅHMOCTH npoBemeHHH IIOJIHOÄ 3KcnePTH3b1 Ha 3acemaHHH
HenocpemcTBeHH0 IlpemcemaTeneMIC0MHCCVIH, ApyruxmWIH

KBUIH(bHUHPOBaHHb1MH qney-1aMH KOMHCCHH.

3KcnePTH3b1:
Onpezcenef-lvre HA B KaqecTBe HeH3BeCTHOro HJIH Henoxoxero;

• OTqeT nepema}0T 11peAcemaTeJ110 KOMHCCHH AJ151 03HaKOMJ1eHHH H

onpemeneHHH, MO)ICT JIH OTL1eT 6b1Tb paccM0TpeH Ha 6JIVDKaä1.11eM 3aceÅaHHH
Korvruccvm•,

• 01-1eHKa1--1% KaK BepoflTH0 HJIH B03MO)KHO HMeyoLuero CBH3b C HCCnemyeMb1M

npoAYKT0M•,
OrrqeT BKJ11-oqaeTCH B 110BecTKY 6JIVDKamero 3acemaHH% C yqacrrueM Bcex

LIJIeHOB KOMHCCHH•,

e OTqeT 0 6e30nacHocTu npoT0K0J1a VICCJ1eÅOBaHU% 6b1J1 yxe paccM0TpeH Ha
3acemaHHH KOMHCCHVI, OAHaKO TIOBTOPHO npeÅCTaBJ1eH mpyrHM UCCJ1eÅOBaTeneM,

yqacTBY101-ÅHM B MHOPOKPaTHOM HCCJ1eAOBaHHH (maHHoe M3BemeHue He Tpe6yeT
IIOJIHOM 3KcnePTH3b1 Ha 3acemaHHH KOMHCCHU paccMaTpHBaeTc1ElpemcemarreneM

qneHaMH KOMHCCUH H ceKpeTapervr).

npoueAY1)b1 BO Bpewrq 3acena1-mq 3K
Hocne 03Ha1<OMJ1eHV1fl npoBemeHHfl 3KcnepTH3b1 0TqeTa, IIpemceAaTeJ1bWIH

31<cnepT KOMHCCHH HHIduuvrpyeT 06cY)1cmeHue HCCneÅOBaHUf o noxoxux cnyqaeB
I-IA. I-IPH He06XOAVIMOCTHIlpemcemarrejlb HJIH Jl}060ä Apyroü qneH KOMUCCHH

MO)ICT npeAJ10)KHTb cnemyyomee:
3a11POCMTbnonpaBKH K npoT0K0JIY WIH (l)0PMe

cornacun
- 3anpocHTb maJ1bHeü1LIY10
TIPHOCTaHOBHTb npeKpaTHTb HCCJ1eÅOBa1-me.

KOMHCCHH WIH 3KcnepT H3BemaeT UCCJ1eÅOBaTeJT1 0 HHX.
ECJIH He 6b1J10 npemnpvmxro HHKaKHX meüCTBHü, TO YKa3b1BaeTCfl

COOTBeTCTBY01L1aq OTMeTKa B npoT0K0J1e '3acemaHHfl BblAaeTC% pa3pe111eHme Ha

npoA0J1)KeHue UCCJ1eAOBaHHfl.
CeKpeTapb rOTOBHT npoeKT IIHCbMa VICCJ1eÅOBaTeJ1kO B

HCCneÅOBaTeJ1bCKV1äLleHTP O TOM, Karcme mehCTBV1flAOJ1)KHb1 6b1Tb npemnpHHflTb1 B

COOTBeTCTBHH C pemeHvreM 3TmqeCKOü KOMHCCHH. IlpemcemaTeJ1b YTBepKÅaeT,
nonnucb1BaeT IIHCbMO u yrca3b1BaeT namy. IIHCbMO HanpaBJ151eTcn ampecaTY u

(l)HKcnpyeTcn maTa 0TnpaBKH



prn I-Ia IIXB

Hayt1Hb1i1 ueHTP
AepMaTo.morHP1 H

MH(beKUHOHHb1X

KOMHCCHH no 6H03THKe

CTaHmapTHaf1 onepauH0HHaq npoueaypa

PaccM0Tpe1-me cepbe3Hb1X I-lemeJ1aTeJ1bHb1X
f1BJ1e1-1ni

con/019/01.1

Bepcnq 01.0
AaTa BBeneHHW.

CTP. 4 H3 6

HOPMaT1,1BHb1e CCb1JIKH
1. K0HcTHTY1.1HflPecny6JIHKH Ka3axcTaH OT 30 aBrycTa 1995 roma;
2. HOPMaTUBHb1MH npaBOBb1MV1 aKrarvfH B 06naCTH 3ÅpaBooxpaHeHun:

KomeKc «0 3ÅOPOBbe Hapoma H CHCTeMe Pecny6JIHKH
ICa3axcTaH OT 7 HI-OJIH 2020 r N! 1 360-VI 3PK;

3. IlpHKa3 MvmncTpa 3mpaBooxpaHeHHA Pecny6JIHKH Ka3axcmaH OT 11
nel€aöpn 2020 roxxaN! KP ÅCM-248/2020 06 YTBePKAeHHH npaBHJ1 npoBemeHHH
KJIUHnqeCKVIX vrccneAOBaHHä neKaPCTBeHHb1X cpeACTB u MeÅHUUHCKUX H3meJIHä
,LIJ1fl nnarHOCTHKH BHe )KUBOPO opraHH3Ma (in vitro) VI erpe60BaHHH K KJIHH1,rqeCKVIM

6a3aM H OKUa1--1Hfl ycnyrH "Bb1Åaqa pupe11-reHHfl Ha
(HJIH) VIC11b1TaHHHvrccneÅOBaHH%KJIH1-mqeCKOronpoBemeHue

(bapMaKonorvrqecKnx H neKaPCTBeHHb1X cpencTB, MeÅHUHHCKMX H3AenuÜ";
4. XenbCUHCKOä mercnapauueäBceMupHoü MeÅHUHHCKOä accounauvrvr(1964

5. KOHBeH1-1HH 0 3a11-1MTe npaB VI ÅOCTOHHCTBa qeJ10Beyca B CBH3H C

npurvreHek-meM ÅOCTH>ICHHÜ 6HOJ10rUH MeAHUHHb1: KOHBeHUHH O npaBax
qeJ10BeKa H 6HOMeÅHUHHe (4 anpeJ151 1997 r.);

6. PYKOBOACTBa pa60Tb1 KOMHTeTOB no 3THKe, npoB0AH1uvrx 3KcnepTH3Y
6VIOMeAHLIHHCKHXHCCJ1eAOBaHHÜ(2000 r.);

7. EBponeücKoü KOHBeHuueü no 3a111HTe npaB 1103BOHOHHb1X 7KUBOTHb1X,

UC110J1b3yeMb1X B 3KcnePUMeHTU1bHb1X npyrnx Hayt1Hb1X uennx (18 MapTa, 1986

8. ApyrHMH HOPMaTVIBHb1MV1 npaB0Bb1MH aycraMM Pecny6JIHKH ICa3axcTaH•,
9. 110JIO)KeHmeM O JlOKU1bHOü KOMUCCHHno 6V103THKe PFEI Ha IIXB

Hayr1Hb1ü I-lei-ITP mepMaT0J10RHH H UH(beKUUOHHb1X 3a60J1eBaHHü» OT
25.09.2025r



prn I-Ia nxB

Hayt1Hb11i ueHTP
aePMaTOJIOrnn H

HH(beKUHOHHb1X

3a60J1eBaHHä»
M3 PR

OCHOBHOM

MCCneAOBaTeJ1b: .

I•--Ia3BaHue:..

Ha3BaHHe HI-I HJIH

Cli0Hcop:

ROMHCCHH no 6H03THKe

CTaHaa1)THaq onepa1.1H0HHaq npouenypa

PaccM0TpeHne cepbe3Hb1X Hexe.na-reJ1bHb1X
SIB,neHHä

com019/01.1

Bepcnq 01.0
AaTa BBeAeHHq•.

CTP. 5 H3 6

110/01-019/01.1

OTqeT O ce be3Hb1X HexenaTeJ1bHb1X SIB.meHHSIX

3aHBKa h:

IIPOTOKOJINe. •

B03pacT:

AaTa C0061-UeHHX

nepBHq. HOBTOP.

AaTa
B03HHKHOBeHHX .

ÅaTa nepBoro
HCTIOJ1b30BaHHX

Cl Ü)KeH.HOMep H VIHHUHaJ1b1 yqacTHHKa:

KpaTKafl HCTOPH% 60ne3HH:

CHA:

TMCCTb:

Ü CMePTb
Yrp03a )KH3HH

BnepBb1e
O npomneyme

VIHBaJIHÅHOCTb
C] BpoxmeHHb1e aHOMUIHH

rue

PeK0MeHmyeMb1e H3MeHeHHH 1M?

PeKOMeH eMb1e H3MeHeHH51 B VIC?

PaccM0TpeHo:.
KOMMeHTaPHH:.

JIa60paTopHb1eaaHHb1e:

JIeqeHHe:

Pe3YJ1beraT: Bb13AOPOBneHne
11 OAOJ1)KeHHe

CB*3b c O HI-III 0 11pH60p O
HccneAOBaHme
He CBH3aHO
B03MO)KHO

BepoATH0
OllPeneneHH0 CB%3aHO

He H3BeCTHO

HeT Aa, nPHJIO)KHTb
lipexxnoxeHH51

HeT n HJIO)KHTb n ennoxeHHfl

ÅaTa:

AeMCTBHH:



prn Ha IIXB

Hayt1Hb1M1 ueHTP
AepMaT0J10FHH H

HH(beRUHOHHb1X

(DH0

KOMHCCHH no 6H03THRe

CTf1HAaPTHaS1onepauH0H1-1aqnpouenypa

PaccM0TpeHne cepbe3Hb1X I-leme.naTeJ1bHb1X
SIB.ne1-1H1i

COW019/01.1

Bepcnq 01.0
Aarra BBeAeHV1q•.

CTP. 6 H3 6

110/02-019/01.1

JIHCT 03HAKOMJIEHHS1

AOJ1>KHOCTb

7zce--p, //

Aarra

z/z,e.mzr

Ilonrmcb

317



prn I-Ia IIXB

I-layqr-lblä ueHTP
AePMaTOJ10rHH H

HH(beKUHOHHb1X
3a60J1eBaHHi»

KOMHCCHSI no 6H03THKe

CTaHAaPTHaq onepaLIH0HHaq npoueAypa

PaccM0TpeHHe cepbe3Hb1x HemenaTeJ1bHb1X
f1BJ1eHH1i

COW019/01.1

Bepcnq 01.0

Aa-ra BBeAe1-1Hq:

CTP. 7 H3 6

JIVICT VBMEHEHHVI

N! pa3AeJ1a, nymcra, B KOTOPOM
BHeceHO H3Me1-1e1-me

narra
BHeceHHH
H'3MeHeHP1f1

110/03-019/01.1

0.1/1.0. BHecmero
H3MeHe1-mq


