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II énb. OITUCaTh mpoucaypsl OKCIICPTHU3BI IIOIIPAaBOK IIPOTOKOJIa

uccnenosanus (I[1TN).

Obnacme  npumenenusn: COIl mnpenHasHaueHa i paboTel ¢
npeaBapuTeIbHO ono0peHHbIM [1H, B KOTOPHBIN Mo3aHee ObUTH BHECEHBI IIOTIPABKH,
B cBA3M ¢ ueM, [IM BHOBB npeacrasnen Ha ogodpenue JIKD.

[Tonpasku k [IM He MOryT mpuUMeHSATHCS 6€3 pacCMOTpPEHHS U OJOOPEHMS
K.

OmeemcmeeHHOCMp: CEKpeTapuaT HECET OTBETCTBEHHOCTh 3a paboTy ¢
nonpaskamu k IIM. HccrmemoBatenu moryT BHOCHTH mompaBku kK [IM Bpems ot
Bpemend. IlonpaBku k [IM moryr ObITh mpencTaBieHBl Kak Ui YCKOPEHHOM
skcniepTu3el  (mpoBoaumodt Ilpencemarenem JIKE wunum  ynmoiaHOMOYEHHBIMHU
yneHamu OK), Tak u 1 moaHOU skcnepTu3s! nonpasok B JIKD.

L PaboTa ¢ makeToM 10KyMeHTOB ¢ nonpaskamu K 1IN
3asBHTEb TOTOBUT MaKeT MOKyMeHTOB Mo mnompaBkam k [IM. Ilocne
noy4eHus nakera nompaBok cekperapuat JIKB cnexyer nponenype, onicaHHon B
COII/005 (ITpouecc momaum 3asBKA M TpOoTOKoja wmcciemosanus) u COIL/022
(ITpouenypa nocTwkeHus KoHpuaeHIHaIbHOCTH JOKyMeHTOB JIKB).
ITakeT nokyMeHTOB o nonpaBkaMm k [IM Bkmogaer:
e 3amnpoc 3asBuTEN s (OCHOBHOTO HCCIEAOBATENS) O HEOOXOAUMOCTH
BHeCeHus mompaBok [ B paHee NMpeACTaBIEHHBIM M OJ0OPEHHBIN
JIKB. B 3anpoce cnenyer:
- VYka3aTh/OmucaTh MOMPaBKY
- Yka3zaTh NpUYHHY BBEICHUS MTOTPABKU
- YKa3aTrh BCE PACXOXKIEHHS ¢ OPUTHHAJIOM IIPOTOKOJIA
- VYkazatp oxunaembie 3()(eKTh TOCIe BHECEHUS TONPABKH
o IlepBoHauaabHast ¢popma npeacTaBIeHHS ONIPABOK
HEOOXOMMMO TIPOBEPHUTh MOJTHOTY W HaJMuue HEOOXOMUMBIX IOJAIUCEH
(OCHOBHOM HCCIIENOBATEND WIIM HAYUYHBIA PYKOBOAMTEINb, €CIIU NMPUMEHHMO). CM.
[Tpunoxenwue 1.
e [IpoToK0JIBI 1 COOTBETCTBYIOLIHE JOKYMEHTBI
- JlomxkHa OBITh MpEACTaBICHA BEPCHsA MPOTOKOJA € IONpPaBKaMH M
COOTBETCTBYIOIIMMH JOKYMEHTAMHU
- Bce u3MeHeHMs WM AOMOJIHEHHS MOJDKHBI OBITh MOAYEPKHYTHI WIIH
BBI/ICTICHBI.
2. Nssewenue [peacenarens JIKb
Cexkperapuar yBenomiser [Ipencenatens o momydyeHUH MaKeTa JOKYMEHTOB
MO0 TONpaBKaM YCTHO WiId muchMeHHO. Koppecmonpenumo «OTHpaBieHO» H
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«[Tonyueno» o0 wusBemienun Ilpencenarens HEOOXOOUMO XPaHUTh B CEKLUU
KOPPECIOHACHIIMKA MAaNKH MPOTOKoia.  HeoOxXxomumMo OTIpaBUTh 3ampoc IO
MompaBKaM, TPOTOKON W aApyrue mokymeHtol IIpeacemaremo JIKB B Teuenue
OnHOro pabouero AHA €O AHA mMmomydeHus. [lociie 3KCHepTU3sl MaTepHajoB,
[Ipencemarens ONpeaessseT CTaTyC IKCIEPTU3bI (YCKOPEHHAS UITH TTOTHA).
3, Omnpenesienne craTyca 3KcnepTU3bl (MOJIHAS WM YCKOPEHHAas)
e Jlns yckopeHHO# axcnepTussl cnenyire COIT/008
o Jlna monHO# 3kcneptussl cneayiire COI/014
e IlompaBKH K MPOTOKOJY, KOTOphie, Mo MueHmO [Ipencenarens JIKD,
YBEJIMUHUBAIOT PHUCK M YYACTHHUKOB MCCIIENOBAHHSA, TaKHE Kak
U3MEHEHMsI  JWM3aiiHa  MCCIEIOBaHWA,  KacaloTcs, HO  He
OTPAaHHYHUBAIOTCS CIACAYIOLIUMH H3MEHEHUAMU:
- JIOTIONHUTETBHOE JIEYSHHUE WM €r0 COKPALLIEHUE
- JItoOble M3MEHEHHST KPUTEPHEB BKITIOUSHHU S/ HCKITIOUEHUS
- M3meHeHus B criocobax BBEASHUA MpenapaTa, HapuMep, IeEpopalbHoe Ha
BHYTPHUBEHHOE
- 3HAUUTENIbHbIE W3MEHEHUS KOJIMYECTBA YUYACTHUKOB (YBEIMUYEHHE: €CIHU
o0miee 4YuCIO y4acTHHKOB MeHee 20 CyOBEKTOB, MU3MEHEHHA B KOJIHYECTBE 3
4eJIOBEK SBJIAETCSA 3HAYMTENbHBIM, eciim Oonee 20, m3menenus Ha 20% sBnsercs
3HAUYHUTEIPHBIM. YMEHBIICHUE. €CJIM YMEHBIICHHE YUCIa YYaCTHUKOB H3MEHSET
XapaKTEPUCTHKK UCCIIEIOBAHMUSA, TO 3TO ABJIAETCA 3HAUUTEIbHBIM).
- 3HAYUTEIHPHOE YMEHBIICHHE WK YBEIUUSHIE JO3UPOBKH Mpenapara.

Ecim Ilpencenmarens peimmaer, 4TO MPOTOKON Tpebyer ona00peHHs Ha
sacemannu JIKB, [Ipencenarens GukCHpyeT 3TO peLIEHHE HAa IPOBEPOYHOM JIHCTE,
IOIKCHIBAET U CTABUT AaTy Ha popme. CexkpeTapuaT BHOCHUT 3alpoc O IOIMpaBKax
B TIOBECTKY AHA cienyromero 3aceaanus JIKD.

Kaxasrit unen JIKb nomyyaeT cnenyromue JOKYMEHTHI:

e JIOKyMEHTHl TI0 W3YYEHHIO TIIONPABOK I IOJIHOTO NPEACTABICHUA O

XapakTepe Ka)Ja0ro U3MEHEHHUST,

e TpeOyembie H3MeHeHHS B (opMe HHPOPMHPOBAHHOIO COIJIACHS, TIPU

HEOOXOAUMOCTH.

Ecinu momnpaBkyd OBLTM TIOJYYEHBl HENOCPEACTBEHHO IIEPE] 3aceqaHHeM
JIKB, IlpencenaTens MOXET PEIIMTh PACCMOTPETh UX Ha MOiHOM 3aceaanuu JIKD,
J@)ke eCJIM OHK MOTYT OBITh PACCMOTPEHBI 110 YCKOPEHHOH NPOLEAYPE.

[Ipu yckopennoii 3kcnepmusze neobxomumo crieposats COIT/008  ms
NPOLEAYPbl YCKOPEHHOU 3KCIIEPTHU3EL.

IIpu noanoii sxcnepmu3se nonpasok k 11 HeoOxomumo cnenosats COIL/
ISl HOJTHOU 3KCITEPTHU3EL.

4. IIpouecc 3xcnepTu3nl nonpasok k 11N
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3aeck HEOOXOMUMO HCIOJIB30BAaTh MPOLECC, OMUCAHHBIM B ()OPME OLIEHKH
3asdBKHM, IUIA OKCIIEPTH3bl IPOTOKOJIA C TIIONPAaBKaMH M CBS3aHHBIX C HUM
nokyMeHToB. Heobxoaumo otMeTuTh pekoMenaauu wieHoB JIKB no uaMeneHusm
nporokona wwum ¢Gopmsl MC B mporokore 3acemanus kak «V3MeHeHHs,
caenannble JIKb» u OymyT coOOIIEHB! HCCIENOBATENIO WIK B LEHTP YIPaBJICHHS
KH.

IIpencenarens NPOBOAUT TOJOCOBAHHE IO BOMPOCAM  MPEITOKEHHBIX
TIOTIPABOK:

e OpnoOpuTth MOMPaBKH K MPOTOKOJY 0e3 usmeHenuii popmer MC;

e TpeboBarh U3MEHEHUS NOKYMEHTOB IO MPeMIOXKEeHHOM nomnpaBke umu KC,
yKasblBasg IPUYMHY M JEHCTBUSA I NPONO/DKSHHS MCCISHOBAHUSA C
NoCIeayIomuM pemenueM [pencenarens;,

e TpeboBaTh U3MEHEHHUs NOKYMEHTOB IO MpeMIOXKeHHOH monpaske wim KC,
yKasplBasg IPHUYMHY M JCHCTBUA [ NPONO/DKEHHUS HCCISHOBAaHUA = C
IOCIIEYOIUM paccMOTpeHueM Ha 3acenanuu JIKD;

e [IpuocTaHOBUTH HCCIIENOBaHMWE, MOKa HE OyIOeT IoJlyueHa [ajbHeWInas
uHpopMaLus;

e He npuocTaHaBIMBaTh UCCIIENOBAHHE KaK YK€ OHOOPEHHOE, HO 3alpOCHUTH
JANpHENITYI0 MH(POPMALIMIO O TIONPABKE U €€ BJIUSHHK Ha X0 0J0OPEHHOTO
UCCIICIOBAHMS,

e He omobpute mompaBKy, yKa3blBas NMPUYHHY, HO TO3BOJHUTH MPOAOJIKHUTH
HCCIIEIOBAaHHE KaK paHee 0q00peHo.

Ecnu JIKB onobpsier mompaBKy K TIPOTOKOJNY, CEKpeTapuaTr cooOmaer
peLIeHUE UCCIENOBATEIIO.

Ecmu JIKb He omoOpser mompasky, [Ipeacenarens HEMEAJIEHHO H3BELIAET
UCCTIeIOBATENS MUCHMEHHO O NPUHSATOM PEIICHHH W NPUYMHAX HEOJOOPEHHs
TIONPABKH.

Ecnmu JIKB romocyer 3a HEOOXOOUMOCTh KaKUX-THOO Moauduxanui
JOKYMEHTALIMK HJIM TTONPABKHU K MPOTOKONY, Cekperapuar rmocskuiaeT MUCbMEHHBIH
3alpocC 3asiBUTENIIO CHeNaTh HEOOXOAMMbIE HU3MEHEHHUS U BHOBb IIPEAOCTaBUTH
nokymenrauuio B JIKB.

[Ipencemarens 3amonHseT (GOpPMY peIIeHUs @OCiAe €ro NPUHATHA Ha
3acenanuu JIKD.

Heob6xomumo xpanuth Bce ¢opmbl, mpotokos 3acemanus JIKB mo
00CYXIEHUIO M TNPHHATHIO PEIICHUS KaK OQUIMaNIbHBIE NOKYMEHTH Mpolecca
3KCIIEPTH3BI MOMIPABOK.
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2, YBenomiieHue 0 pelmeHn

Ipencenarens JIKB yBemoMIsET 3asSBUTENS O MPUHATOM DPELIEHHH YCTHO
nocne 3acenanus JIKB, 3ateM nmucbMEHHO HE mo3aHee 7 padouux OHEH Imocie
3aBEPIICHUA SKCIIEPTHU3HI.

ITpencenarenb HOJKEH BHICIATH 3JIEKTPOHHYIO BEPCHIO HITH (PaKCOM KOIHIO
®opMBbI 3asIBKM CO CBOEH MOAMHUCKHIO U aTOH 0J0OPEHHs B CEKpPEeTapHaT B TEUCHUE
OJTHOTO JHS, HO HE MMO3/IHEE, YeM TpU PabOoUuuX IHA MOCIE PACCMOTPEHUS.

3anonnenue @opmul 3a46KU HA IKCNEPMU3Y NONPABOK.

- TIlpencemarens CTaBUT TOANMKWCh M OAaTy HAa OpHUTHMHAI (OPMBI H
BO3BpAlllaeT €€ B CEKpPeTapuarT He Mo3mHee 5 paboumx AHEH Iocie
SKCIIEPTHU3BI.

- Cekperapuart npukpernisier OykBy k Homepy [1M, koTopas COOTBETCTBYET

HOMEpY TOIPaBKH.

- Cexperapuar IIOMMCHIBAET W JATHPYET OPUTHHAT (POPMEL.

6. YBenomiieHue 3asiBUTEJIS

Heo6x0auMo HanpaBUTh MOAMKUCAHHYIO W JaTHPOBAHHYIO (JopMy 3asdBKH Ha
HOIPAaBKY 3asBHTENIO UISI €r0 OTUETa He Mo3aHee 7 pabouux AHEH.

3asBUTENL JOJDKEH B IOCIEAyIOIIEM mpenoctaButh B cekperapuar JIKD
YHCTYIO, TO €CTh HCHpaBjieHHylo Bepcuro IIM u apyrux HOKyMEHTOB (B
COOTBETCTBHH C BHECEHHBIMH ITONPaBKaMu, 0€3 MOJUEePKUBAHUH U HCIIPABICHHH).

Ze XpaHeHHe J0KYMEHTOB
HeoOxomuMO  TMOMECTUTh  OpUTMHAJIBI  3allOJIHEHHBIX  JOKYMEHTOB,
ucrpasjaeHHy10 Bepeuto [I1 u agpyrue qOKyMEHTHI B IanKy IIPOTOKOJIA.

HopmaTtuBHBIe CCBIJIKH

1. Koncrurymus PecnyOmuku Kazaxcran ot 30 aBrycra 1995 rona;

2. HopMaTHBHBIMH TpPAaBOBBIMU aKTaMU B OOJIAaCTH 3APaBOOXPAHCHHA. -
Komekc «O 3m0pOBbE HapoJa H CHCTEME 3OpaBOOXpaHEHUs» PecmyOiauku
Kazaxcran ot 7 uromns 2020 r Ne I 360-VI 3PK;;

3. Tlpukas Munuctpa 3apaBooxpaHenus PecrmyOmuku Kasaxcran ot 11
nexadps 2020 roma Ne KP JICM-248/2020 O6 yTBEp>KAECHHH IIPABUII IIPOBEACHUS
KIIMHUYECKUX MCCIICHOBAHMM JIEKAPCTBEHHBIX CPEACTB U MEIULMHCKHMX U3IETHN
JUI JUATHOCTHKHM BHE YKMBOro opranmusma (in vitro) ¥ Tpe6OBaHMA K KIMHAYECKUM
f6azaM M OKasaHWs TOCyJapCTBEHHOM yciayrd "Beimaua paspelieHds Ha
NPOBEACHUE KJIMHUYECKOTO UCCIIEIOBAHMS 7§ (unn) HCTIBITAHUSA
(papMaKOJOrHYECKUX M JIEKAPCTBEHHBIX CPEICTB, MEIULHHCKUX U3IETHH";

4. XenbcUHCKOM AeKnapanueil BceMupHO#M MeaMIMHCKOH acconuanuu (1964

ok
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5. KonBeHuuss o0 3ammre npaB M JOCTOMHCTBA YEJIOBEKA B CBA3U C
NPUMEHEHUEM JOCTIKEHUH Oumonmoruum M MenuuuHbl:. KoHBEHIMSA O mpaBax
yenoBeka u ouomeauuune (4 ampensa 1997 r.);

6. PyxoBoncTBa it paboThl KOMHUTETOB IO 3THKE, MPOBOIAIIUX SKCIEPTH3Y
OuomenunuHckux uccienosanwmii (2000 r.);

7. EBponelickoit KonBeHIued mo 3amure npaB MO3BOHOYHBIX >KUBOTHBIX,
UCIIONIb3YEMBIX B OKCIIEPUMEHTAJIbHBIX U ApYruxX HaydHbix nesix (18 mapra, 1986

i s

8. JlpyruMu HOpMaTHUBHBIMH MPAaBOBBIMH akTaMu PecryOnuku Kazaxcras;
9. Ilonoxenuem o nokanpHON KomMuccuu 110 6uostrke PI'TI Ha [TXB
«Kazaxckuii Hay4HbIH LEHTP AEPMATOJOTHH U HH(PEKIUOHHBIX 3a00JI€BaHUI» OT

2509.2025r
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