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Haceromuafl CTaHmaPTHa% onepa11H0HHan npouemypa (COII) onpeÅeJIRT
nopflA0K npoBeÅeHH51 3KcnePTH3b1 UCCJ1eAOBaHV1ü MeAHLIHHCKHX npvr60poB,
0601)YÅ0BaHH51 JIOKaJ1bHOM KOMHCCV1eM no 6H03TVIKe Pl"II Ha YIXB
Hayt1Hb1ü UeHTP nepMaT0J10rHH H HH(beKUHOHHb1X 3a60neBaHHÜ» M3 PK (Aanee-
KOMHCCHH).

I(ejlb.• ormcaTb npoueAypy 3KcnepTH3b1 0 om06peHHH UCCJ1eÅOBaHHü C

MeAHUHHCKVIMH npH60paMH/060pYA0BaHqeM, npeACTaBneHHb1MH B J10KaJ1bHYK)

KOMHCCH}O no 6H03THKe npn PETI Ha IIXB Hayt1Hb1ä ueHTp
nepMaTonorv1H H HH(beKUHOHHb1X M3 PK (manee-K0Muccnq).

OÖnacmb npuuuenenun: may-IHb1ii COII npHMeH1dM K npeACTaBJ1eHHK)
3KcnepTH3e HPOTOKOJIOB C BOBJ1eqeHneM moneii H3yqeHHfl HOBb1X

MeAHUHHCKUX npu60poB.

Omgemcmgennocmb.• BO BpeMfl 3KcnePTH3b1 UCCJ1eÅOBaf-rnäMeÅHUHHCKHX
npu60poB JIKB MO)ICT rlPUHHMaTb Apyrue pemeHHA, qeM Te, KOTOPb1e
11PHHHMaK)TCH npvr KJIVIHvrqeCKUX VIC11b1TaHHflX JleKaPCTBeHHb1X cpeÅCTB. flICb
ÅOJ1)1CHa onpeneJIHTb, VIMeeT JIH npeÅnonaraeMoe HCCJ1eÅOBaHne 3HaqmeJ1bHb1ii

PHCK (3P) VIJIH He3HaqwreJ1bHb1ii PHCK (H3P), 3aTeM JIKb AOJI)ICH peL11HTb,

pa3pe1.11HTb HCCJ1eAOBaHvre HJIH HeT. I-IPHonpemenel-mn 3P HJIH H3P, JIKB AOJI)ICH

paccM0TpeTb BCIO HHd)0PMaumo, npemcrraBneHHY}0 cr10HcopoM.
JIKb AOJ1>1CHa paccMOTpeTb CYTb BpeÅa, KOTOPb1üMO)ICT npvmecTH

HCTIOJ1b30Ba}-me npn60pa. ECJIH H3yqaeMb1ü npH60p/060pyA0Bayme MO)ICT

Bb13BaTb 3Har-1HTeJ1bHb1ä Bpen XOT51 6b1 OAHoro yuacTHHKa, TO HCCneAOBaHne
LOJI)KHO paCCMaTPHBaTbCfl KaK co 3P. IIPH pemeHHH rrpemcTaBJIRT npn60p 3P VIJIH

H3P, JIKB AOJ1)KHa paccM0TpeTb 06LUVtePHCKH npn60pa, He Te, KOTOPb1e
cpaBHHMb1 C PHCKaMH aJ1bTePHaTHBHb1X npu60poB npouemyp. ECJIH npu60p

HCT10J1b3yeTCH COBMeCTHO c npouemypoü,HMeiouxeÜ onpeÅeneHHb1ü pucK, JIRE
AOJ1)1CHa paccMOTpeTb PHCKH npouemypbl COBeCTHO c PUCKOM npu60pa. JIKB rraK)1€e

MONCT 11POKOHCYJ1bTHPOBaTbCH C perynvrpYK)111HM areHTCTBOM Y3HaTb HX MHeHne.

Ilpeöcmagnenue D0KYuuenmog

JIKB AOJI)ICH AOKYMeHTb1cnemyrol-uuenonyt1HTb
3KcnepTH3b1/pa3pe111eHH% UCCJ1eAOBaHH51 MemHUUHCKOro npu60pa:

• IlpeABaPHTeJ1bHb1ü nnaH HCCJ1eÅOBaHHfl
• Oopraa cornacvmq
• OrmcaHvre npn60pa
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Onncam,re KPHTepvreB 0T60pa yqaCTHHKOB
Ilpouenypbl MOHHTOPHHra
(YrqeTb1 TIO npeÅb1AYL1-1HM HCCneÅOBaHHf1M npn60pa
Pe3i0Me HCCJ1eAOBaTeJ1fl
TIpocbeccH0HaJ1bHa51 JIHUeH3Hfl HCCneÅOBaTeJIH (ecnu npHMeHHM0)

110 oqeHKe PHCKa
CTaTHCTHKa HC110J1b30BaHHan AJ151 onpeÅeneHHfl PHCKa
3a%BKa Ha 3KcnepTH3Y
OopMa 110J1yqeHHfl AOKYMeHTOB
KOIIHH Bcex MaPKHPOBOK vrcr10J1b3YK)1uuxc51 TOJ1bKO AJ151 HCCneAOBaHUH

Jo npoeeDenun 3aceDaH11R He06XOÅUMO HUHat1HTb 3KcnepT0B
3KcnePTH3b1 HCCneAOBaHHH cornacH0 (l)0PMe oqeHKH (COIT007). 1101UOTOBHTb

ÅOKYMeHTb1 AJIfl pacnpocTpaHeHHH 11J1eHaM 3K, BKJII-OHHB paccM0TpeHue
UCCJ1eÅOBaHHA Mll B 110BecTKY 3aceÅaHH51.

Bo BpeM% 3acemaHHfl 3KcnepTb1 npeÅCTaBJ1flK)T YCTHO WIH IIHCbMeHHO
KpaTKoe pe3f0Me 1-10 nnaHY c HCCneAOBaHUH. IlpeAcemaTeJ1b OTKPb1BaeT AHCKYCCHYO
o KaTeropHH pmcKa UCCJ1eÅOBaHHfl — H3P 3P. 3aTeM BeneT AHCKYCCHiO o
Ka)KAOM paccMaTPHBaeMOM ÅOKYMewre (npoTOKOJ1, HHd)OPMHPOBaHHOe cornacue,

HCCneAOBaTeJ1eü H uempa, pewmaMHb1e MaTepuaJ1b1);
YCTaHaBJIHBaeT CTeneHb PHCKa

Aanee IIpeÅcenaTeJ1b npH3b1BaeT K OTAeJ1bHOMY roj10COBaHVffO no Ka)KÅOMY
3J1eMeHTY 3KcnePTH3b1. 3K ronocyeT JIH60:

•OA06PHTbHCCneAOBa1-me 6e3 Vi3MeHeHHü•,

•OL06PHTb HCCneAOBa1-me C He60J1b1.11PIMH

110BonpocaM OTMeqeHHb1M Ha np0111eÅ111eM 3acena1--1HH c nocneÅYi01.11HM

paccM0TpeHvreM ceKpeTapuaT0M VI npemcena-reneM, nocne nonyqeHHH
Tpe6yeMb1x H3MeHeHHÜ•,

•110TPe60BaTb3Ha11HTeJ1bHb1e H3MeHeHHfl u/HJIH ÅaJ1bHeü111YY0
AJ151 110BTopHoro paccM0TpeHHA H 3KcnePTH3b1 Ha

cnenyyou.1eM3acemaHHH 3K;
•He OÅ06PHTbHCCneÅOBaHHe H YKa3aTb npHt1HHb1.

He06x0AHM0 3ar1POTOKOJIHPOBaTb peKOMeHnauuu qneHOB 3K
H3MeHeHHü B npoT0Kone H/HJIH (l)0PMe HC 1<aK CÅenaHHb1e 3K
Am-IHOro HHCTHTYTa»u OTIOBeCTHTb UCCJ1eAOBaTeJ1fl. ÅaneeonpeAeJIHTb yacTOTY
npoMOKYT0t1H0M 3KcnePTH3b1 1-10 xomy UCCJ1eÅOBaHHH OA06peHHb1X
HCCneÅOBaHHä.

Ilocne 3aceDaH11Æ He06XOAHMO 110ArOTOBHTb npoTOKOJ1 3aceÅaHH51.

Onogeuwtue uccneDocameaeü o puynmamax
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AOKYMemaMH
UCCJ1eAOBaTeJ11-O. nnCbMO comep)KHT 1<aK MUHHMYM, nepequcnef-lne Ka)Kmoro

pa3pemeHHoro AOKYMeHTa, c marraMH, YCTaHOBneHHb1MH

3KcnePTH3b1 H apyrne 0613aTeJ1bCTBa H OT UCCJ1eAOBaTeJ151 no xony
Bcero nccneAOBaHHH.

Ecnvr Ha 3acemaHHH npor0J10COBaJIH 3a Heom06peHvre HCCneAOBaHVIH,

ceKpeTapmaT IlpemceÅarreJ1b JIKB HeraeÅJ1eHHO M3BemaeT UCCJ1eÅOBaTeJIH
ITVICbMeHHO o IIPHH%TOM pemeHHH c YKa3aHuewr npvrqvm. Ecnm HCCJ1eAOBaTeJ1b

pemaeT nomaTb anennquvno, OH OHa M0PYT 06paTHTbCA B JIKB AaHHb1ü
npouecc YKa3b1BaeTcq B rlHCbMe HCCneÅOBaTeJ1fl.

ECJIH JIKB ronocyeT 3a V13MeHeHHA B JU060M M3 AOKYMeHTOB, cel€peTapuaT
JIH60 npoH3BOÅHT U3MeHeHH51 B AOKYMeHTe, JIH60 nocb1J1aeT rlHCbMeHHoe
'rpe60BaHvre UCCJ1eAOBaTeJIK) BHeCTV1 H3MeHeHHfl H npemcrraBHTb AOKYMeHTb1 B

TIOBTOPHO.

HOPMaTHBHb1eCCb1JIKn
1. KOHCTHTYLIHflPecny6nmcu Ka3axcmaH OT 30 aBrycTa 1995 roma;
2. HOPMaTUBHb1MH npaB0Bb1MH aKTaMH B 06naCTP1 '3mpaBooxpaHe1-mq: -

K0ÅeKc «0 3ÅOPOBbe Hapma H cucrreMe Pecny6JIHKH
ICa3axcTaH OT 7 VffOJIH 2020 r NQ 1 360-VI 3PK;

3. TIpv1Ka3 MvmucTpa 3mpaBooxpaHeHP1% Pecny6JIHKu Ka3axcTaH OT 1 1

meyca6pn 2020 roma NQ KP ÅCM-248/2020 06 YTBepxmeHHH npaBuJ1 npoBeneHH%
KJIVIHnqeCKHX HCCJ1eÅOBaHV1äneKaPCTBeHHb1X cpemcTB H MeAUUHHCKUX H3ÅeJIHü

AVIarHOCTHKH BHe )KHBOFO opraHH3Ma (in vitro) H erpe60BaHHA K KJmymqeCKHM

6a3aM 01€a3aHHfl rocymapcTBeHHoü ycnyru "Bb1Åaqa pupe11.1eHP1fl Ha
(WTH) HCTIb1TaHVIAUCCJ1eÅOBaHH%KJIHHmqeCKOFOnpoBeneHue

(bapMaKOJ10rmqeCKHX u JleKaPCTBeHHb1X cpemcTB, MeAHUHHCKHX H3mennW'
4. XeJ1bCHHCKOM mercnapauueäBceMnpHoü MeÅUUHHCKOM accouuauvm (1964

5. KOHBeH1_1H510 3a111HTe npaB H AOCTOVIHCTBa qeJ10BeKa B CBfl3H C

npHMeHeHmeM LOCTU)ICHUM 6HOJ10FHH H MeÅUUHHb1: KOHBeHUHA O npaBax
qeJ10BeKa 6HOMeÅH11HHe (4 anpeJ1% 1997 r.);

6. PYKOBOACTBa pa60Tb1 KOMHTeTOB no 3THKe, npoB0ÅA1-uvrx 3KcnepTH3Y
6HOMeAHUHHCKHX HCCneAOBaHHÜ (2000 r.);

7. EBponeäcKoä KOHBeH1-tneü no 3a111HTe npaB 1103BOHOHHb1X )KHBOTHb1X,

HC110J1b3yeMb1X B 3KcnePHMeHTaJ1bHb1X Apyrnx Hayt1Hb1X I-lemx (18 MapTa, 1986

8. ApyrnMH HOPMaTHBHb1MH npaBOBb1MH ayaaMH Pecny6JIHKHKa3axcTaH',
9. TIOJIO>1€eHV1eM O JlOKaJ1bHOMå KOMHCCHH no 6H03TVIKe PITI Ha IIXB

Hayt1Hb1ü ueHTP mepMaT0J10run H HH(beKUUOHHb1X 3a60neBaHHü» OT
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IIPOTOKOJIKJIHHnqecr«oro ncc.meAOBHanq MeAHUHHCKOro I-la31-1aqe1-mq n
Memnuvmcr«oü Tex1-1HKH (KpoMe AnarHOCTHKH invitro)

I. 06mee ormcaHue H3meJIHfl MeÅHUHHCKOro HUHaqeHHfl MeAVIUHHCKOM

TeXHHKV1

1. IIPOTOKOJI KJIHHmqeCKOro UCCJ1eAOBaHHH comep)KMT cneAYK)Luyyo

HH(bopMaumo C ormcam,reru H3meJIHfl Memm-1HHCKOro Ha3HaqeHHfl H MeAHUUHCKOM

TeXHVIKn:

a) HavmeHOBaHV1e V13neJIHfl MeAHUHHCKOro Ha3HaqeHHH H MeÅHUUHCKOä rrexHMKn•,

6) 11POH3BOAHTeJ1b H yr10JIHOMoqeHHb1ä npemcTaBHTeJ1b MeAHUUHCKOro

HUHaqey-1v•1H H MeAHUUHCKOä rreXHVIKH C YKa3ak-meM ampeca, H0Mepa rrened)0Ha,

3J1eKIPOHHoÜnot1Tb1 KOHTaKTHOro JIHua•,

B) 06mee ormcaHvre H Ha3HaqeHne H3meJIHfl MeAHUUHCKOro Ha3HaqeHH%

MeAHUHHCKOÜ TeXHHKW,
r) ldH(boprvra11HH, 1103BOJ1ff011-1aq UAeHTUd)HUHPOBaTb H3menne MeÅHUHHCKOro

Ha3HaqeHVffl MeAHUHHCKYIO TexHHKY, B TOM qvrcne ero MOAMd)HKaumo•,

A) MeAHUUHCKOro B COOTBeTCTBHU C HOMeHKnaTYPOü
MeÅVIUHHCKOFO I-la3HaqeHHH H MeÅHUHHCKOü TeXHHKn•,

e) rpynna narmeHTOB H MeÅUUHHCKne 110Ka3aHHR, KOTOPb1X npeÅHa3HaqeHb1

H3meJIVIH MeAUUHHCKOPO Ha3HaqeHHH u MeAVIUHHCKOü TexHHKn•,

x) Ha3HaqeHue H3meJIH% MeÅHUHHCKOro Ha3HaqeHH51 MeAHLIHHCKOiiTeXHHKW,

3) KJ1acc PHCKa H npHMeHHMb1e KnaCCHd)HKaUHOHHb1e npaBHJ1a cornacH0

npaBHJ1arvr H3meJIHH MemHUHHCKOro HUI-1aqeHHA MeAHUHHCKOä

TeXHHKH B 3aBUCHMOCTH OT 110TeHUmaJ1bHOro pucrca npvmeHeHHff,
H) 06bHCHeHue He06XOÅHMOCTH HOBb1X CBOÄCTB xapaKTepncTHK H3meJIH%

MeÅHUHHCKOro HUHaqeHHA H MeÅHUHHCKOä TeXHHKH•,

K) ormcume Toro, KaK AOCTnraeTC51 npoCJ10KHBaeMOCTb BOBPeM% H nocne

npoBemeHH1 KJIHHW1eCKOro HC11b1TaHV11 (HCCJ1eÅOBaHHA)VBAeJIH% MeAH11HHCKOFO

HUHaqeHHA H MeÅHUHHCKOü TeXHHKH (HOMep cepvm, HOMep napum, 3aBOÅCKHX
cepHMHb1X HOMePOB);

n) CBemeHH51 0 MaTepvranax, KOHTaKTHPYK)1-unx C opraHH3MOM qeJ10BeKa•,
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M) CBemeHHfl O KOHTPOJ1bHb1X H3neJIHflX MeAHUUHCKOPO i-la3HaqeHHfl

MeAHUHHCKOÜ TeXHHKM.

II. ÅaHHb1e O KJIHHV1qeCKOM HCTIb1TaHHH (UCCJ1eAOBaHUH) H3AeJIHf

MeAHUHHCKOro Ha3HaqeHHA MeÅHUHHCKOü TeXHHKH

(HCCJ1eÅOBaHHfl)2. VIPOTOKOJI KJIVIHøqeCKOFO VICIlbiTaHun

MeAHUHHCKORO HUHaqeHHfl H IvreAHLIUHCKOüTeXHUKH comep1<MT cneAYK)1-LIYf0

HH(boprwauvno o npouemype KJIUHmqeCKOFO UC11b1TaHHA (vrccneÅOBaHMH):

a) HammeHOBayme n maHHb1e KJIHHnqeCKOro UCCJ1eAOBaHVW,

6) ampec H HaHMeHOBaHHe MeAVIUHHCKOM opraHH3auHH, npoBonmueü

HCTIb1TaHHfl (UCCJ1eAOBaHVIH)•,

B) maHHb1e 06 UCCJ1eAOBaHHHX, KoopmvmaTope—uccJ1eÅ0Bamene (TIPH HUIVIIIHH) H

HC11b1TaTeJ1bHOM1opraHH3aumvr,
r) onmcal--me cneUHU1bHb1X xnpyprvrqecl€ux H mpyrnx MeAHUHHCKHX npouexwp,
CBfl3aHHb1X C HC110J1b30BaHneM MeÅHUHHCKOro H3meJIHff,

A) Tpe60BaHHH K orlb1TY H 06yqeHH}0 MemHUHHCKHX cneuuumcT0B',
e) ormcaHne AV13aMHaKJIHHnqeCKOFO HCTIb1TaHHfl (HCCneÅOBaHHA)•,

onmcam,re PHCKOB H nonb3b1 npvnne1-reHHfl H3meJIVIA Memmi-IHHCKOFO HUI-1aqeHHA

H MemULIHHCKOii TeXHVIKH npvr npoBemeHHH KJIHHmqeCKOro vrcr1b1TaHM51

(HCCJ1eAOBaHHfl)•,

3) onncm-me YCJIOBHü npoBemeHHH KJIUHvrqeCKOro HC11b1TaHHH

(HCCJ1eAOBaHW1), onpemeneHHb1x 11POH3BomnrreJ1eM•,
H) I-lem H rur10Te3b1 KJIVIHV1qeCKOro mccneAOBaHHff,
K) Bb160p cy6beKTOB KJIHHøqeCKHX VIC11b1TaHUü, B TOM qncne uX KOJIW1eCTBO•,

n) KOJmqeCTBO HC110J1b3yeMb1X HCCnemyeMb1X H3meJIHÜMemHUHHCKOro Ha3HaqeHHH

VI MeÅHUHHCKOü TeXHHKH (C 060CHOBm-meM)•,

M) ormcaHue npouenyp KJIUHøqeCKHX PICCneAOBaHUM•,

H) 11J1aH MOHUTOPHHra B xone KJIHHmqeCKHX VIC11b1TaHV1ü C YKa3aymeM qaCTOTb1

noce11.xeHHü, KOJIU11eCTBa MOHHTOPOB H HX KOHTaKTOB•,

O) CTaTHCTøqeCKne MeTOAb1 aHaJIH3a naHHb1X•,

11) npouecc nonyqeHHfl HHd)OPMaUUOHHOro cornaCHfl cy6beKTOB KJIVff-mqeCKHX

HCCneÅOBaHnü•,

p) onnca}-me 3TuqecKH acneKTOB KJIHHnqeCKOEO HC11b1TaHH% (HCCneÅOBaHHH),

BKJ1fOqan HHrrepecb1 YH3BHMb1X cy6beKTOB KJIHHV1qeCKOro UCCJ1eAOBaHUH.
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JIHCT V13MEHEHVfVf
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BI-IeceHO M3Me1-re1-me
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0.1/1.0. BI-Iecmero
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