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YCTaHOBUTb NOPALOK NPOBEAEHNA YCKOPEHHOM 3KCNepTM3bl NaKeTa AOKYMEHTOB nccaegoBaHuaA JlIokaibHOM
Komuccmein no sonpocam 61Moatukn TOO «LieHTp rematonornn» (JIKB3)

OTBEeTCTBEHHOCTb

CeKpeTapb JlIoKanbHOW KOMUCCUUM NO Bonpocam 6Moatnku TOO «LleHTp rematonornn» (JIKB3) HeceT oTBeTCTBEH-
HOCTb 32 MOArOTOBKY YCKOPEHHOM 3KCMepTM3bl NAaKeTa AOKYMEHTOB/ MPOTOKONA UCCNe0BaHNA

Npeacepartennp JIKB3 HeceT OTBETCTBEHHOCTb 32 OMpejesieHne, Kakne NpPOTOKO/bl UCCAE0BaHUN NoasexaT
npoueaype yCKOPEHHOM 3KCNepTM3bl U MHCTPYKLUMM MO OpraHM3aLmMmn YCKOPEHHOTO BbIHECEHMA pPeLLeHMA

CopaeprkaHue Crp.
TepmuHbl 1 onpegeneHua 1-4
CokpaleHuna 4-5
MNopAafokK BbINOAHEHUA 5-6
PernameHTupytowme 4OKYMEHTbI 6-7
CBA3aHHbIE JOKYMEHTbI 7
CnnCOK U3MEHEHU 8
CrnncoK 03HaKOMIEHWNA C JOKYMEHTOM 9
Ne TepmuHbI U onpeageneHusn
a. | Buonornyeckas sKBUBANEHTHOCTb (fasiee — BMOIKBMBANEHTHOCTb) — OTCYTCTBME 3HAYMMBIX Pa3INYUiA
MO CKOPOCTM U CTEMEHW, C KOTOPbIMU AENCTBYHOLLEE BELLECTBO UM aKTUBHAA YaCTb MOJIEKY/bI AEACTBY-
oLero BewecTsa papmaLeBTUHECKMX IKBUBANEHTOB AN GapMaLLeBTUYECKUX aibTEPHATUB CTAHOBATCA
[OCTYNHbIMW B MeCcTe CBOEero AencTBmA Npu BBEAEHUN B OANHAKOBOM MOMAPHON A03€e B CXOXMX YCNO-
BUAX B UCCIEA0BAHMN C HAANEKALLMM AN3ANHOM
a. | bpowtopa uccnegoBartens - CBOAHOE U3/I0XKEHME PE3Y/IbTaTOB KAMHUYECKOTO U LOKNMHUYECKOTO (He-
KNMHUYECKOTO) U3yYeHMA UCCaesyemMoro npenapara, 3Hau4MmbIX 15 ero MCCAefoBaHUA Ha YeIOBEKeE.
b. | FTocypapcTBeHHaA 3KcnepTHas opraHusauus B chepe obpalleHUs NeKapCTBEHHbIX CPeacTB U Meau-
LMHCKUX u3penui (panee — sakcnepTHaa opraHusauma) — cybbeKkT rocyaapCcTBEHHON MOHOMOMM, OCY-
LLLECTBAAOLWMNI NPOM3BOACTBEHHO-XO3ANCTBEHHYIO AeATENIbHOCTb B 06/1aCTN 34paBOOXpaHeHMs nNo obec-
neyeHunto 6e3onacHoCcTH, 3PPeKTUBHOCTM M KAYECTBA SIEKAPCTBEHHbIX CPEACTB M MELULIMHCKUX U34ENNIA.
c. | An3aiiH uccnepoBaHuA - obWKI NaH UccaefoBaHMsA, onMcaHmne cnocoba NpoBeaeHUa UCCef0BaHNSA B
33aBMCMMOCTM OT 0THopa U GopMMPOBAHMA FPYNN CyObEKTOB UCCNEA0BAHUA, MAaCKUPOBAHUA SAHHbIX.
d. | foroBop - AaTMPOBaHHOE N NOAMNUCAHHOE COrNalleHne MeXay ABYMA UauM 6onee CTOPOHamMM, KOTopoe

yCTaHaBAMBaET AOrOBOPEHHOCTH, Kacalolmeca pacnpegeneHna obbema paboT n ob6a3aHHOCTEN Npu Npo-
BEAEHMM UCCIe0BaHUSA, a TaKKe, MPU HeobxogMMocCTH, GUHAHCOBbLIX BonpocoB. OCHOBOM foroBopa 4o-
YKEH CNYXKUTb MPOTOKOJ UCCNeL0BaHNA.
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UHaMBMAyanbHaa perucTpaumMoHHaA KapTa - AOKYMEHT Ha ByMarKHOM, 3/IEKTPOHHOM W/IN ONTUYECKOM
HocuTene, NnpeAHasHa4YeHHbIN A1 BHECEHUA BCEN NPeayCMOTPEHHON NPOTOKO/IOM M NoaJsiexallen nepe-
Aade cnoHcopy MHGOPMALUM MO KaxKAOMY CyOBbEKTY nccnenoBaHum.

UHTepBeHUMOHHOE nccneaoBaHue — UcciefoBaHMe C yHacTUeM YesioBeKa B KavecTBe Cy6'beKTa nccne-
AOBaHUA, NPU KOTOPOM Bpay-nccaegosatesib Ha OCHOBaHUKM MPOTOKO/1a UHTEPBEHUMNOHHOIO KANHN4Ye-
CKOro nccnepnoBaHuA, COOTBETCTBYHOLWEro NopAaKy nposeaeHNA KANMHUYECKUX MCCﬂe,D,OBaHMVI, Ha3Ha-
YyaeT CY6beKTaM nccneanoBaHmA cneunanbHoe BMelwlaTe1bCTBO.

MHdopmupoBaHHOe cornacme - npoueaypa 406P0BOIbHOrO NOATBEPHKAEHNA CYyEbEKTOM NCCAeA0BaHMSA
WAN ero 3aKOHHbIM NpeacTaBUTeIeM COrlacuaA Ha y4acTUe B KOHKPETHOM UCCAeA0BaHMM nocae nony4ye-
HUA MHPOPMaLMM 060 BCeX 3HAUMMbIX A4 NPUHATUA UM PELIEHUA acnekTax nccnegosaHma. MHbopmm-
poBaHHOE NcbMeHHoe cornacue obopmasercsa no Gopme, yTBEPHKAEHHOW YNONHOMOUYEHHbIM OPraHOM.

UccnepoBaHne 6MO3KBMBANEHTHOCTU — CPaBHUTENIbHOE U3yYeHWe BUOAOCTYNHOCTM C LLeblO YCTaHOB-
neHna $apMaKOKMHETUYECKON 3KBUBANEHTHOCTU MEXAY TECTUPYEeMbIM NpenapaTtom M npenapaTom
CpaBHEHMUA.

Uccneposatens - dp1smMyeckoe 1L, OTBEYaloLLEe 33 NPOBEAEHNE KNIMHNYECKOTO UCCeA0BaHUA Ha Kan-
H1yecknx 6asax 8 TOO «LleHTp remaToNnormm», YNeH NCCNefoBaTeIbCKoro KONNEeKTUBaA.

B cnyyae nposedeHus ucciefoBaHWA Ha KAMHWYeCKoM 6ase rpynnoit uccieposartenei, onpeaenserca
rnaBHbIN UccnepoBaTeNb - PyKOBOAMTENb UCCIeA0BaTENbCKOIO KONNEKTUBA. [N1aBHbIN UccneaoBaTe b Bbl-
BupaeTtca yd4acTHUKamm MpoeKTHOro oduca No KAMHUYECKMM U YTBEPKAAETCA reHepasbHbIM AUPEKTOPOM
TOO «LleHTp rematonornn». Mpukas o HasHaYeHUM YYaCTHUKOB UCCNEA0BaTENbCKOro KOMNEKTNBA (Mccne-
[loBaTesiei) yTeeprKaaeTca gnpexktopamm duamanos u nogpasgeneqHuna TOO «LieHTp rematonorum»

MCCHEAYEMbIﬁ npenapar - 1eKapCcrtBeHHaA d)opN\a dKTUBHOIO BellecTBa Uaun nnau,e6o, n3yvyaemasa nam uc-
nosb3yemaa ANnAa KOHTpPOAA B KAMHUYECKOM MUCCneaoBaHUKU, B TOM Yucne 3apEI'MCTpVIpOBaHHbIVI NeKap-
CTBEHHbIN npenapart B Cay4yae, eCan cnocob ero NMPUMEHEHUNA OT/IMHAETCA OT YTBEPHKAEHHOIO, a TaKXXe Npu
€ro "cnosib3oBaHm N0 HOBOMY NMNOKa3aHUIO NN ONA NONy4HeHUA ,D,OI'IOI'IHMTeJ'IbHOﬁ MHd)OpMaLI,MM no yTeep-
KOEHHOMY NOKa3aHUIO

Komuccua no BOnpocam 3TUKM - KOHCY/IbTaTUBHO-COBELLLATE/IbHbIV OpraH, 06pa3yemblit Ha pecnybanKaH-
CKOM ypoBHe (LleHTpanbHana Komuccma no BMOITUKE), a TaKKe Ha YPOBHE MEOMULMHCKOM OpraHM3aumm, B
COCTaB KOTOPOTO BXOAAT CNeLManucTbl B 061acTU 34p0aBOOXPaHEHUS, HAYKK, NpeacTaBUTeNn 06LLeCTBEH-
HbIX OpraHM3aLMi, OCyLLECTBAAIOLWMIN 3aWwmnTy nNpas, 6e3onacHocTM 1 6arononyyma cybbeKToB Uccneno-
BaHWUA U UccnefoBaTeNen, a TaKkKe 3TUYECKYHO M HPaBCTBEHHO-MNPABOBYIO OLEHKY MaTepuanoB KaMHUYe-
CKOro UccneaoBaHuA.

JNlokanbHaA Komuccua no sonpocam 6Mo3TukKm (JIKB3) TOO «LieHTp remaTonorMm» - He3aBUCUMbIN OpraH,
OCYLLECTBAAOWMI 3aWmTy NpaB 6e3onacHoOCTU U 6aaronoayyuns NaumeHToB, UCMbITYEMBbIX, UCCNeaoBaTe-
nen, MeaANUMHCKUX PabOTHMKOB, a TaK¥Ke 3TUYECKYHO U HPaBCTBEHHO-MPABOBYIO OLLEHKY MaTepuanos, CBA-
3aHHbIX C MEAULMHCKOM W Hay4YHOW AeATe/IbHOCTbHO.

KnuHuyeckan 6a3a - OpraHnsaumna 34paBooXpaHeHNA, KOTOPaA NpPoBOAUT KTUHUYECKNUE UCCIeq0BaHUA.

KnuHunuyeckoe uccnepgoBaHue - nccnegoBaHue ¢ yd4acCtnem 4enoBekKa B KadecTtese CY6'beKTa, nposoammoe
ANA BblABIEHUA MW NOATBEPHKOEHUNA 6e30nacHoOCTU U 3¢¢GKTVIBHOCTM cpencrts, MeTogoB n TEXHOJIorni
I'IpOd)I/II'IaKTVIKI/I, ANarHoCTUKN 1 nevyeHuma 3aboneBaHuM.

KoHTpaKTHaA uccnepgosaTtenbckasa opraHusauma (CRO, Contract research organization) — ¢usmnyeckoe
nnuo/opraHMsaumn, BbINOMHAOLWEE B pamMKax LOroBopa Co CMOHCOPOM O4HY UK 6osiee 13 ero GyHKLMNM,
CBA3aHHbIX C MPOBEAEHNEM K/IMHNYECKOTO NCC/Ief0BaHuA.

KoHdumaeHUNanbHOCTb - COXpaHeHMe BTaliHe OT HeYNoJIHOMOYEHHbIX ML, MHPOpMaLUW, NpUHaaexKa-
Len cnoHcopy, UAn nHbopmaumm, NO3BOAAIOLWEN NAEHTUONLNPOBATL CybbeKTa nucciegoBaHusa. MaTtepu-
aNbl, coaeprKaLine ceegeHnA OrpaHUYEHHOro PacnpoCcTpaHeHus.

JNlekapcTBeHHOe cpeaCcTBO — CPEACTBO, NPeAcTaBastowee coOboi UM coaeprKallee BeLecTBo M60 Kom-
O6MHaUMIO BELW,ECTB, BCTYMaloLLEe B KOHTAKT C OpraHM3MOM Ye/I0BEKA, NpeAHa3HauYeHHoe A1A SieYeHus,
NPodUNAKTUKN 3a001€BaHUI YeOBEKA AN BOCCTAHOB/IEHUA, KOPPEKLUN UAN U3MEHEHUA ero dU3no-
nlormyecknx GyHKUMiM nocpeactsom $papmMaKoIOrMYeckoro, MMMyHoAOrMYeckoro nmbo metabonunye-
CKOro BO3AENCTBUA, UM ANA ANArHOCTUKM 3a601€BaHUI U COCTOSIHUA Yel0BEKa.

MaTepuanbl UCCe0BaHUA — KOMMNIEKT AOKYMEHTOB, NpeAcTaBAAeMbliA CMOHCOPOM KAMHUYECKMX UCCae-
[OBaHNI Ha KAMHUYECKYIo 633y, KOTOPbIM BKAOYAET paspelleHne ynoslHOMOYEHHOro opraHa B obaactu
34paBooXpaHeHuns Pecnybanku KasaxctaH Ha npoBedeHMe AaHHOTO KAMHWYECKOro WCCAeAoBaHWA M

CtpaHunua 2 u3 9




Tun

con | Koa HomeHKnaTypbl | 1-05 | Homep | Wccnen-3-7 | Pepakuua 001

LJ
Hassanne | YCKOPEHHASA SKCNEPTU3A NMAKETA JOKYMEHTOB UCCNELOBAHUA \r

onpeaeneHnn oTBETCTBEHHbIX 33 ero NpoBeAeHMe B COOTBETCTBUM C YTBEPKAEHHbIM B Pecnybaunke Kasax-
CTaH NOpPSAAKOM; MPOTOKOJ KIMHWUYECKOro UcCaefoBaHMA; BpoLtopy nccaefoBaTens; NOACHAOWME A0KyY-
MEHTbI OTHOCUTE/IbHO 0COBEHHOCTEN NPUMEHEHMA HOBbIX MEAULIMHCKUX TEXHOIOTUI (B CyYae UX npume-
HEHWA) U MHbIE LLOKYMEHTbI, @ TaK}Ke MPOEKT A0roBopa KANHNUYECKOTO UCC/Ief0BaHUS

MeAaUuUMHCKan KapTa — MeANLMHCKUIN OKYMEHT, B KOTOPOM JieyallMmm Bpadyammn BeAETca 3anmcb UCTo-
pumn 6one3Hn (cTaumMoHapHas nan ambynaTopHas) nauneHTa U Ha3Ha4Yaemoro emy /ie4YeHUs B 3N1eKTPOH-
HOM nnn byma>kHol dopme.

MHOroueHTpoBoe KAMHUYECcKoe UccneaoBaHue - KIMHUYECKOoe UCcieioBaHne, MpoBoANMOE Mo eauHOMY
npoTokony bosee yem B OAHOM UCCAEA0BaTENLCKOM LIEHTpe 1, 6osiee Yem O4HUM UCCaed0BaTeNem.

MOHUTOP KAMHMYECKOro nccneaoBaHua — prsnueckoe ML, HazHa4Yaemoe COHCOPOM UM KOHTPAKTHOM
nccien0BaTeNbCKOM opraHunsaumeit, Kotopoe paboTaeT COBMECTHO C UCCNeA0BaTeIeM-KOOPANHATOPOM
nan KOOpANHALMOHHBIM KOMUTETOM U KOHTPOJIMPYET npoBeageHne KAInHM4eCKoro nccneaosaHmna B COOT-
BETCTBMM C MPOTOKOJ/IOM, OLIEHMBAET CTEMEHb €ro BbINONHEHUA, OKa3blBaeT COAENCTBME UCC/IeA0BaTENIO B
aHanuse, MHTepnpeTaLmMmn U SKCTPANONALMUM AaHHDBIX.

MOHUTOPWUHS - NpoLieaypa KOHTPOAA BbINOAHEHUA BUOMEANLMHCKOrO MccneaoBaHua u obecneveHus ero
nposeaeHus, cbopa AaHHbIX U NPeacTaBAeHUA Pe3yNbTaToB UCCNeA0BaHUA COrIaCHO NPOTOKOAY, NAaHy,
nporpamme, CTaHAAPTHbIM ONEePaLMOHHbIM NpoLLeaypam, HagaexKallen KAMHUYECKOW NpaKTUKe.

Haanexkawas KAMHUYecKasn npakTuka (Good Clinical Practice — GCP) - cTaH4apT NAaHMPOBaAHUSA, OpraHu-
3aLMK, NPOBEAEHUA, MOHUTOPUHTIA, ayaMTa, AOKYMEHTUPOBAHMA KAMHUYECKMX UCCeO0BaHUMI, a TaKKe
aHa/M3a M NPeACTaBNEeHUA UX PE3YNbTATOB, CAYMKALMA rapaHTUe AOCTOBEPHOCTM M TOYHOCTM NOJTYyYEH-
HbIX A@HHbIX M NPEeACTaBNEeHHbIX Pe3yAbTaToB, a TaKKe obecneymBaloLWMi 3aLWNUTY NPaB, 340P0BbA U KOH-
dUAEHUMANBbHOCTU CYObEKTOB MCCNEA0BaAHMA.

He6naronpuatHoe cobbiTne — Nt06an HEMCNPABHOCTb U (MNN) yXyALUEeHUE XapaKTepPUCTUK UAK HapyLle-
HUe GYHKLMOHMPOBAHNA MEANLMHCKOTO U34e/1A, MW He40CTaTOYHOCTb IM60 HEKOPPEKTHOCTbL COMpPO-
BOAUTENbHOM MHOOPMALMKN (AOKYMEHTALMN) HA MeQULMHCKOEe U3genve, noboyHble AEUCTBUA UAKN He-
JKenatenbHan peakums, He YKasaHHble B MHCTPYKLUMM MO NPUMEHEHMIO MM PYKOBOACTBE NO 3KCMAyaTa-
LMK, KOTOPble NPAMO WM KOCBEHHO NPUBEAU, UM MOTAN NPUBECTU K CMEPTU MU CEPbE3HOMY YXyALle-
HWIO COCTOSAHMA 340POBbA NONb30BaTENEN AU TPETBUX ANL,

HekenatenbHoe siBNAeHue — Ntob6oe HebnaronpuATHOE M3MeHeHMe B COCTOSHWUM 340P0BbA NaLMeHTa Unn
CyObEKTA KIMHNYECKOTO UcC/ef0BaHNA (MCNbITaHWA), KOTOPOMY Ha3HavasICA IEKAaPCTBEHHbIN (Mccneny-
eMblii) npenapar, He3aBUCUMO OT MPUUNHHO-CIEACTBEHHOM CBA3U C €ro NPUMEHEHUEM.

He3auHTepecoBaHHbI cBUAETENDb - PU3NYECKOE UL, HE MPUYACTHOE K MPOBEAEHMIO KNMHUYECKOTO UC-
CNef0BaHuSA, - OKasblBalowee cogencTeme cybbekTy uccaesoBaHus, B TOM YMC/Ie B 3a4UTbiBaHUM Npeso-
CTaBAAEMbIX MY MUCbMEHHbIX MaTepP1asos.

HeuHTepBeHLUOHHOE KIMHUYECKOe UccneaoBaHue — UCC/ief0BaHNE, KOTOPOE NPOBOAUTCS NOCae Npo-
BEAEHWNA TOCYAAapCTBEHHON pPEerucTpaumny IeKapCTBEHHOTO CPeACTBa MAWM MeLMULMHCKOTO U3Aenus u
Ha3HayaeTca B paMKax MeaULMHCKON NPaKTUKM.

aa|

OerMHaﬂbele MmeguunHCKUe 3annucm — CM. TEPMUH «NepBUYHAA AOKYMEHTaUUA».

bb

OCHOBHbIe AOKYMEHTbI — lOKYMEHTbI, KOTOPblE BMECTE U/W N0 OTAE/IbHOCTU MO3BOJIAIOT OLEHUTb NpoBe-
AEeHWe NCCef0BaHUA U KaYeCcTBO NOYYEHHbIX 4AaHHbIX. ITU LOKYMEHTbI C/y}KaT LLOKa3aTe/IbCTBOM cobto-
AEeHUs uccnegoBaTesieM, CNMOHCOPOM M MOHUTOPOM CTaHAAPTOB HaA/IeXKalel KAMHUYECKOM MPaKTUKK
(GCP) 1 HopmaTUBHbIX TPebOBaHWIA.

CC.

OTyeT 0 KNIMHUUYECKOM UCCNeg0BaHUM (UCNbITAaHUMN) - LOKYMEHT, COAEPKaLLMA ONMCaHNE KNMHUYECKOTO
NUccNefoBaHUA TepaneBTUYECKOro, NPOGUNaKTUYECKOTO AN AMArHOCTUYECKOro CpeacTsa C yyacTuem
yenoBeKa B KayecTBe cybbeKkTa, ob6beanHsAOWEEe KAMHUYECKOE U CTaTUCTMYECKOe ONUcaHusa, npeacras-
NleHue AaHHbIX U UX aHaNn3; oTaaNneHHbIX 30 deKToB, BKAOUYaA HexenatenbHble peakumumn nccnegyemoro
JIeKapCTBEHHOrO CPeacTBa, MeAULMHCKOro nsgenus.

dd

nepBM‘lHOﬁ AOKYMEHTauunA — BCA VIHd)OpMaLI,VIH, cogepauwanaca B OPUrMHanbHbIX MegNUNHCKUX 3anUNCAX
N NX 3aBEPEHHDbIX KONKUAX, ONUCbIBAOLWaA PeE3YIbTaTbl KIMHNYECKNUX Ha6ﬂl0AeHVlﬁ, O6CﬂeLI,OBaHVIf;1 n opy-
rom LeATeNIbHOCTM, NO3BONAIOLLAA BOCCO34aTb X0, KIMHUYECKOro UccneoBaHuA 1 OLeHUTb ero. MNMepsuny-
Hble AaHHble CoAepXKaTcCA B I'IepBVILIHOﬁ AOKYMeHTaunn (I'IO,EI,}'IVIHHMKaX NN NUX 3aBEPEHHDbIX KOI'IVIHX).

ee

MpenapaT cpaBHEHUA — 3aPErMCTPMPOBAHHbINA IeKapCTBEHHbIM npenapaTt Anbo nnauebo, ncnonbsye-
MbI1 KaK KOHTPO/b B KAMHNUYECKOM MCCAEA0BaHMUM.
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ff.| MPOTOKON KNNMHMUYECKOrO UCCNef0BaHUA - IOKYMEHT, ONMCbIBAIOWNIA LLen, An3aiiH, MeToA0/10r1to, cTa-

TUCTUYECKMNE aCneKTbl N OpraHn3auunto nccaeanoBsaHumA.

gg| Cepbe3Hoe HexenaTes/ibHOe ABAeHUE U (MN) cepbe3Han HeXKenaTe/ibHAA peaKkUma - HexenaTteibHas pe-
aKLMA, KOTOpasa NPUBOANUT K CMEPTU, NPeaCTaBAAET Yrpo3y AN KM3HW, TpebyeT rocnmMTaamMsaumm naum-
€HTa UK ee NPOAJIEHNS, NPUBOANT K CTOMKOMN INOO BblpaXKeHHOW HEeTPYA0CNOCOOHOCTU NN MHBANINAHO-
CTW, K BPOXAEHHBIM aHOMANUAM UM NOPOKaM pas3BuTUA, TpebyeT MeanUMHCKOrO BMELIATeNbCTBA ANA
npeaoTBPaLLEHNA PA3BUTUA NEPEUYNCTEHHbIX COCTOAHUN
hh| CuHONCKC NPOTOKOAA - KPaTKOe U3N0XKEHWE NPOTOKONA KNMHUYECKOTO NCCIef0BaHUA.
ii. | CnNOHCOpP KNMHUYECKOro uccaeaoBaHua — pU3nYecKoe Uan LPUaNYECKOE ML, OTBEYatoLLee 33 MHULNA-
LMo, opraHusaumio n obecneveHne GUHaAHCMPOBAHUA KNAMHUYECKOTO UCCNe0BaHMUA.
ji. | CTaHaapTHble onepauMoHHbie nNpoueaypbl — NOAPO6HbIE MMCbMEHHbIE MHCTPYKUMMK, NpeaHa3HaYeH-
Hble o115 AOCTUKEHMA eaMHO06PasuA NpU OCYLLLECTBAEHUM ONpeaeeHHON AeATEeNbHOCTY.
kk| CybbeKT uccnegoBaHma - ¢pM3NYECKoe /IMLO, Yy4acCTBYIOLLEE B KAMHUYECKOM UCC/Ie0BaHUN B COCTaBe
rpynmnbl, NO/IyYaloLEN UcCaeayeMbIM Npenapat, MO0 B COCTaBe KOHTPOIbHOM rpynmbi.
Il. | YnonHomoueHHbIl opraH B 061acTu 34paBooxpaHeHns — MUHUCTEPCTBO 34paBOOXpaHeHus Pecnybankm
KasaxcraH.
mi ®asa KNIMHUYECKOro UccienoBaHuaA:
nepeas (ha3a KAUHUYECKO20 Uccaiedo8aHUA — NepBOe UCMbITaHME IEKAapCTBEHHOMO CpeacTBa, Npo-
BOAMMOE Ha 340pO0BblX 400pOBO/bLAX MAM MALMEHTaX, CTPALAIOLWMX COOTBETCTBYHOWMM 3abonesa-
HMEM, KOTZa BblICOKaAa TOKCUYHOCTb UCCNEAYyEeMOro npenapaTa AenaeT nposeseHne nccaenoBaHma y 340-
POBbIX AOOPOBONbLLEB HEITUYHDBIM, B LIENSAX YCTAHOBAEHWUS MePeHOCUMOCTH, 6€30NacCHOCTU, HAIMUUA Te-
paneBTUYECKOTro AeNcTBMA, PapMaKOKMHETUYECKUX U papMaKOgMHAaMUYECKMX XapaKTEPUCTUK;
8mopasA (ha3a KAUHUYECKO20 UCC1e008aHUA — UCCNef0BaHMeE C Le/blo OUEHKM 3GDEeKTUBHOCTU U
KPaTKOCPOYHON H6e30MacHOCTM MCCAeayeMoro IEKapCTBEHHOMO CPeaCTBa Y NALMEHTOB C KOHKPETHbIM
3abosieBaHMEM, @ TAK¥Ke A0KA3aTeNbCTBO KAMHUYECKOM 3PPEKTUBHOCTM IEKAPCTBEHHOMO CPeACcTBa U
onpeaeneHne TepaneBTUYECKOrO YPOBHA A03MPOBaHMA NPU UCMbITaHUKU HA Fpynne NauMeHTos;
Yemeepmas ¢a3a KAUHUYECKO20 UCCAe008aHUA — UCCNef0BaHMe NeKAapPCTBEHHOIO CPeACcTBa, KOTO-
poe OCyLLLeCTBAAETCA NOC/IE er0 PerucTpauum U NocTynaeHusa Ha PbliHOK, C LEe/blo NoATBEPXKAEHNA Tepa-
nesTuUYeckoin spPeKTUBHOCTH, CTpATErMM ero AanbHeNLWero NCNONb30BaHWA, a TakXKe ANA NOoNyvYeHUs
[OMNONHUTENbHOM MHGOPMALMK O CNEKTPE U YacToTe NOOOYHbIX AEACTBUIA U B3aMMOAENCTBUN Uccaeny-
€MOrO JIEKAPCTBEHHOrO CPeACTBA C APYrMMU NEKAPCTBEHHbIMU CPeACTBaAMY;
mpemobs ¢a3a KAUHUYECKO20 UCCNed08aHUS — UCCef0BaHNe, NPOBOAMMOE HA BONbLUMX FPYyRnax
NauneHToB Pa3/IMYHOro BO3PACTa, C PA3/IMYHOM CONYTCTBYHOLLEN MATONOTMEN, B LEeNAX U3y4YeHUs Bcex
ACNEKTOB NeYEeHUA, BKAKOUYAA OLLEHKY NOKAa3aTensa pUCK: Noab3a.
Ne CoKkpalueHus
a. | BU — bpowtopa nccnegosartens
b. | T —rnaBHbIN UcchegoBatenb
c. | UK —wnccnepoBaTenbCKuii KONNEKTUB
d. | UMH — nsgenne meauLUMHCKOrO Ha3HayeHus
e. | UN — nccnepgyemsbiii npenapat
f. | UPK — nuHamnBumayanbHaa perncTpaloHHas KapTta
g. | NC — nHpopmmpoBaHHoe cornacme
h. | KU — KnnHnyeckoe nccnengosaHue
i. | KKM — KoopanHaTop KAMHUYECKOrO UCC1ea0BaHmMA
j. | JIKB3a — noKanbHasa Komuccus no sonpocam 6MoaTnkM TOO «LleHTp remaTonornMmn»
k. | M3 PK — MUHUCTEpPCTBO 3apaBoOXpaHeHMA Pecnybankm KasaxcraH
|. | HA — HexXXenaTenbHoOE ABNEHNE
m.| O} — OCHOBHblE AOKYMEHTbI
n. | PK — Pecnybnunka KasaxctaH
0. | CHP - cepbe3Hasn HexenaTebHas peaKkuma
p. | CHAl — cepbe3Hoe HeXxXenatenbHoe ABNEHUE
g. | CON (SOP)- cTaHgapTHas onepauMoHHan npoleaypa
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r. | TOO — TOBapuULLLECTBO C OrPaHMYEHHOMN OTBETCTBEHHOCTbIO
s. | LleHtp — TOO «LeHTp rematonornm»
t. | LKB — ueHTpanbHbI KOMUTET MO BMO3TUKE MUHUCTEPCTBA 34Ppa0BOXpaHeHMa Pecnybamku KasaxctaH
u. | KP ACM — abbpeBnaTypa, ucnosbyemas npm NPUCBOEHUN HOMEPA HOPMATUBHO- NPABOBbIX akToB PK
(Ka3axcKkuit A3bIK)
v. | CRO — contract research organization (aHrAMIACKUI A3bIK), KOHTPaKTHaA UcCaea0BaTe/IbCKasi OpraHu3a-
ums
w.| GCP — good clinical practice (aHFIMNCKNIA A3bIK) — HaANeXallan KANHMYECKasa NPaKTMKa
X. | ICH-GCP — International Conference on Harmonisation (aHranicKuiA A3bIK), mexxayHapoaHas KoHde-
peHuunA no rapmoHmsaumm GCP
y. | CIOMS - Council for international organizations of medical sciences (aHrnuitckuii a3bik), CoBeT mekay-

HaPOAHbIX OPraHn3aumnii MeanUMHCKMX HayK

EMEA - European Medicines Agency (EMA) (aHFUIACKMIA A3bIK), areHTCTBO MO OLLEHKE JIeKapPCTBEHHbIX
npenapaToB Ha UX COOTBETCTBUE TPeboBaHUAM, U3/10KeHHbIM B EBponelickoit Papmakonee

aa| FDA - Food and Drug Administration (aHrnuiAckuii A3bIk), YnpasaeHue No CaHUTapHOMY HaZ30py 3a Ka-

YecTBOM MULLEBbIX MPOAYKTOB U MeanKameHToB CLUA (CoeauHeHHble WTaTbl AMepUKn)

bb| UNESCO — United Nations Educational, Scientific and Cultural Organization (aHraninckuin A3bIK), cneyma-

JIN3NpPOBaHHOE yyperkaeHne OpraHunsaumm O6beanHEHHbIX Haumin no Bonpocam o6pa3oBaHus, HayKu
M KY/IbTypbl.

CC.

WHO - World Health Organization (aHrauniickuii a3bik), BcemmMpHan opraHn3aums 34paBooXpaHeHns

MopAaAoK BbINONHEHUA

YcKopeHHas npoueaypa npeaHasHadeHa 41 SKCNepTU3bl UCCe0BaTeIbCKUX NMPOEKTOB C BoBAEYe-
HMEM MUHMMANbHOIO PUCKA ANA YY4AaCTHUKOB, MONPABOK K MPOTOKONY UAN U3MEHEHUI B dopme MHPOpP-
MWPOBAHHOTO cornacua oA406peHHbIX TEKYLLMX NPOTOKO/0B.

Perncrpauma naketa AOKYMEHTOB uccnepoBaHusa

CEKDETapb JIKB3 npuHumaet I'Ipe,EI,CTaB!'IEHHbIﬁ NakeT AOKYMEHTOB MUCCeaoBaHUA OT 3aABUTENA U
NPOBEPAET ero cogepxaHme cornacHo npoueanypam, onmcaHHble B CTaHAAPTE onepalMOHHbIX npoueayp
«lMpouecc nogayum 3aaBKMU Ha SKCNEPTU3Y NaKeTa AOKYMEHTOB Uccnen0BaHuA (I'IpOTOKOJ'I nccnegoBaHuMA

v Ap.)»

OnpepgeneHne COOTBETCTBMA NaKeTa AOKYMEHTOB UccaeoBaHMA/ NpPOTOKOA uccneaoBaHua npo-
ueaype YCKOpPeHHOMW 3KCnepTusbl

CekpeTapb J/IKBa NpeacTaBAseT 3aABKY Ha 3KCNEPTU3Y U NaKeT JOKYMEHTOB UCCAeA0BaHMA npeace-
AaTenNto C Le/blo onpeaeneHnn Ha COOTBETCTBME TaKOBOTO NPoLEeAypPe YCKOPEHHOM 3KCNepTU3bl Mo cne-
AYIOLMM KPUTEPUAM:

1) AAMUHUCTPATUBHbIE U3MEHEHMSA (K NpUMepy, UCNpaB/ieHne TUNna nccaeaosaHms);

2) [lobaBneHue n UCKAOYEHME B HempoLeLypHble BOMPOChI, TakKMe Kak AobaBneHne MMeH nepco-
Hana uccnefoBaHuA, nepeyHsa nabopaTtopuii U T.4.;

3) MWHUMaNbHBIN PUCK B HAYYHOM MCCNEA0BAHUM;

4) WccnepoBaTtenbcKas AeATe/IbHOCTb BK/KOYAET TOJIbKO He3HauyuTeslbHble M3MEHEHWUA B paHee
YTBEPXAEHHbIX MAaKeTOB AOKYMEHTOB/ NPOTOKOMaX UCCAeA0BaHUA

WccnepoBaHua BKAOYAOT cbop MHPOpMaLUN (MHTEPBLIO, aHKETUPOBaHME) He KOHPUAEHLMANBHOTO
XapaKTepa; He OXKMAAeTCA, YTo ByAeT NPUUYMHEH Bpes, UX NOJIOXKEHMIO B 06LLECTBE MU MHTE pecam yyacT-
HUKOB UCCNEA0BAHUSA; UCKNOYAETCA BO3MOMKHOCTb YA3BUTb YyBCTBA Y4aCTHUKOB U/N Bbi3BaTb CTPECCO-
Bble CUTyaL MM

WNccnepgosaHue, cBA3aHHOE ¢ 3a60pOM Masioro KOAMYecTBa KPOBM (M He CAMLLIKOM YacTbiM), Hanpu-
Mep, U3 Nanbla.

WNccnepoBaHue, cBasaHHoe co cbopom 6MoNOrMYecknx o6pasLoB MasOMHBA3UBHbIMKM MeToAamMu
(BrMonornyeckme KUAKOCTU, CEKPETbI, BOMOCHI, COCKOBbI KOXKM), HEe NpUYMHAIOLWME Bpea UaK 6ecrnokoin-
CTBO UCMbITYyemMomy.

C60p AaHHbIX NyTeM Ma/lOMHBA3MBHbIX Npoueayp (He Tpebylowmx oblielt aHecTesnn nan ceaatms-
HbIX CPeACTB), 06bIYHbIX B KAMHNYECKOW NPAKTUKE, U C UCMONb30BaHNEM YXKe 3aperncTpMpoBaHHbIX Me-
ANUMHCKNX npubopos/ obopyaosaHusa/ TexHonoruii (Hanpumep, IKI, gonnaeporpadun, nsmepeHune

CtpaHunua 513 9




Tun con | Koa HomeHKnaTypbl | 1-05 | Homep | Wccnen-3-7 | Pepakuua 001

LJ
Haseanne | YCKOPEHHASA SKCNEPTU3A NMAKETA JOKYMEHTOB UCCNELOBAHUA \r

KPOBAHOIo AaBAeHnA U T.n. O,D,HaKO nccnenoBaHMA € UCNONb30BaHUEM PEHTIEHOBCKUX nyqei/'l nnan MmK-
POBO/IHOBbIX METO40B HE PEKOMEHAYIOTCA K YCKOPEHHOMY PacCMOTPEHMUIO).

NccnepoBaHUA ¢ CNONb30BAaHUEM AAHHbIX, AOKYMEHTOB, BomaTepmnanoB yxe cobpaHHbIX MAN KO-
Topble byayT cobpaHbl AN NOCTOAHHOIO MeAULUHCKOro HabNaAeHUA U ANATHOCTUKMU.

MpomerKyTouyHan aKcnepTusa paHee o406peHHbIX nccneaoBaHnii 6e3 NoNpPaBoOK NCXOAHOro NMakeTa
,EI,OKyMeHTOB/ NPOTOKO/1a U yXXe NpoBeaeHHbIX MCCﬂe,D,OBaHMﬁ, B KOTOPbIX HE BbiAB/IE€HbI AONONHUTENb-
Hble pucku. Ecamn naket 4OKyMeHTOB/ NPOTOKO/I0B NUCC/IeA0BaHNA COOTBETCTBYET Kakomy-11bo 13 nepe-
YMCIEHHbIX KPUTEPUEB A1 YCKOPEHHOW 3KCMepTu3bl, cekpetapb JIKB3 nepepaet naket goKymeHTos/
NPOTOKON UccneaoBaHus npeacenatento JIKbs, KOTopbli NPUHUMaET OKOHYaTelbHOE peLleHune.

4, YCKOpEeHHbIA NpoLuecc sKcnepTusbl

MNpeacenatens JIKBs HasHayaeT 2(aByx) uan 6onee yneHos JIKba ans akcnepTUsbl NpeacTaBNeHHOro
nakeTa AOKYMeHTOB/ NPOTOKONa UCCNeA0BaHUA.

Ecan nakeT AOKymeHTOB/ NMPOTOKON MCCAeAoBaHUA NpeacTaBAseTcas He nepsblit pas, To, Kak npa-
BWNO, HAa3HA4aloTCA Te e uneHbl JIKb3, KoTopble NPOBOAUIN SKCNEPTUIY N PEKOMEHA0BAN NPeablay-
LM BapMaHT AaHHOro NakeTa AOKYMEHTOB/MPOTOKONAA UCCAeA0BaHUA.

Cekpetapb JIKb3 HanpasnseT paccmaTpuBaemblit NakeT AOKYMeHTOB/ MPOTOKON MUCCAeAoBaHUA
Ha3Ha4YeHHbIM YneHam JIKba.

MpoBOANTCA YCKOPEHHaA 3KCNepTM3a NakeTa AOKYMEHTOB/ NPOTOKONa UCCeloBaHNA CO BCEMM NPU-
JIOXKEHUSMU B COOTBETCTBUM C NpaBuUIamMM NOAauYM 3aABKM. IKCNEPTU3a MOXKET NPOBOAUTLCA NYTEM 06-
MeHa MHEHUAMMU, 06CYKAEHUIO Mo TenedOoHy UM Ha 3acedaHuu.

Ecnn cornacue He gOCTUIHYTO, TO Nnpeaceaatens JIKbBs Bo3BpallaeT 3asaBKy 415 MNOJSIHOM SKCMEePTU3bI.

YCcKopeHHas aKcnepTmMsa He JOKHA ganTbcA 6onee ABYX Heaenb.

Heobxoaumo nHpopmmposaTb JIKE3 06 0a06peHHbIX NakeTax 4OKYMEHTOB/ NPOTOKOMax Uccieno-
BaHWA, NpoLeaLWwmnxX Yepe3 YCKOPEHHYI0 3KCNePTU3Y Ha NJIaHOBbIX 3aceAaHuAx. PeweHune yTeepxaaeTca
Ha nocneaylolem 3aceaHnn.

Ecnv oguH 13 yneHos JIKBs BbipaxKaeT COMHeHWe No NOBOAY KaKoM-1nMb0 3aABKM, TO faHHAA 3aABKa
nepepaetca ana 6osiee NOSHON 3KCNepTU3bl. DKCMEPTbl HAMPABAAIOT CBOE 3aK/lOYEHME CeKpeTapto
JNIKB3. YneHol JIKB3 nHpopmupyeTca 060 BCex BOMPOCAX, YTBEPKAEHHbIX Yepes3 NpoLecc YCKOPEeHHOM
akcnepTusbl, npeacenatenem JIKbs nytem BKAOUEHWA 3TUX BOMPOCOB U LOKYMEHTOB B NOBECTKY 3ace-
aAaHuna J1IKba.

CekpeTapb JIKb3 n3BeLwaeT 3aaBUTENA O NPUHATOM PeELLEHUMN.

PernameHTupylowme AOKYMEHTbI

1. Kopaekc Pecnybnunkn KasaxctaH «O 340poBbe Hapoda U cucTeme 34paBooxpaHeHusa» oT 7 uona 2020
rona Ne 360-VI 3PK. CcbinKa

2. [Mpukas MuHucTpa 3apaBooxpaHeHma Pecnybamnkum KasaxctaH ot 11 gekabpa 2020 roga Ne KP ACM-
248/2020 «O6 yTBEPXKAEHUN NPaBUA NPOBEAEHUA KIMHUYECKUX UCCeA0BaHNI NeKapCTBEHHbIX CPeACTB U Mean-
LMHCKUX U34ENUIN, KINHUKO-Aab0PaTOPHbIX MUCMbITaHWUI MeAULMHCKUX U3LENNN ANA ANATHOCTUKU BHE KMBOTO
opraHusma (in vitro) n TpeboBaHMA K KNMHMYECKMM Ba3am M OKa3aHWA rocyaapcTBEHHOM ycayrm Boligada paspe-
LUEHWNA HAa NPOBEAEHMUE KIMHUYECKOTO UCCAEA0BaHMA U (MAKU) UCMbITaHUSA GapMaKONOTMHYECKUX U IEKAPCTBEHHbIX
CpeacTB, MeANUNHCKUX n3aenmiiy. Ceblika
3. Mpwukas MuHKUcTpa 3apaBooxpaHeHusa Pecnybankmn KasaxctaH oT 4 anpens 2022 roga Ne KP ACM- 35
BapernctpupoBaH B MuHucTepcTtee tocTuummn Pecnybamku KasaxcraHn 12 anpensa 2022 roaa Ne 27526 0 BHeceHUM
M3MEHEHUW N JONONHEHUI B NpuKas MuHUCTpa 34paBooxpaHeHna Pecnybankm KasaxctaH oT 11 aekabps 2020
roga Ne KP 1ICM-248/2020 «06 yTBepXAeHMM NPaBuUI NPOBEAEHUA KNMHNYECKMX NCCNEA0BaHNIN IeKapPCTBEHHbIX
CPeacT8 U MEANUMHCKUX U3AENNIA, KNTMHUKO-N1abopaTOPHbIX UCMbITAHWUIA MEAULMHCKUX U3AENUIA ANA ANATHOCTUKM
BHE }XMBOTro opraHM3ama (in vitro) v TpeboBaHMA K KAMHUYECKMM H6a3am M OKa3aHMA rocyapCTBEHHOW ycayru Boi-
laya paspeLlleHns Ha NpoBeaeHMe KAMHUYECKOTo UCCef0BaHuA U (Un) UCMbITaHUA GapMaKOOTMYECKUX U fe-
KapCTBEHHbIX CPEACTB, MEANLMHCKMX n3aennin». Ccblika

4. TMpuKas MuUHUCTpa 34paBooxpaHeHns Pecnybamku KasaxctaH ot 21 gekabpsa 2020 roga Ne KP ACM-
310/2020 «O6 yTBEpsKAEHUN NPaBUI NPOoBeaeHNA BUOMEANLMHCKMX UCCe0BaHUI 1 TpeboBaHMI K uccneaosa-
TeNbCKUM LeHTpam». CcbiiKa

5. Mpwukas MuHUcTpa 3ppaBooxpaHeHns Pecnyb6amkm KasaxctaH oT 4 Hosbpa 2020 roga Ne KP ACM-
181/2020 «O6 yTBEP)KAEHUM NPaBWA OCYLILECTB/IEHUA B pamMKax ¢apmaLeBTUYECKOW WHCNEKUUU OLEHKK
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MaTepuanoB M COOTBETCTBUS YC/I0BUI NPOBeAEHUA AOKANMHUYECKUX (HEKMHUYECKUX) nccneaoBaHuii Tpebosa-
HUAM Hagnerkawen nabopatopHoi npakTukK (GLP) Pecnybavkn KasaxctaH u (Mnaun) EBpasnitckoro skoHomuye-
CKoro coto3a». Ccblika

6. [Mpukas MuHuUcTpa 34paBooxpaHeHna Pecnybankm KasaxctaH ot 23 oktabpa 2020 roaa Ne KP ACM-
151/2020 «O6 yTBepaeHnn NonoxeHus no LleHTpanbHoM Kommnccumn no 61Moatnke». Ceblika

7. MNpwukas n.0. MuHUcTpa 3gpaBooxpaHeHns Pecnybamkmn KasaxctaH ot 20 gekabpa 2021 roga Ne KP ACM-
130 «O6 yTBEpPXKAEHUM CTaHAAPTA OpPraHM3aLUnmM OKa3aHUA remaTo/IorMYeCcKon NOMOLLM B3POC/IOMY HaceneHuto
Pecny6vku Kasaxctan». Ccbl/ika

8. MpwuKas n.o. MmMHUcTpa 3apaBooxpaHeHnsa Pecnybankmn KasaxcraH ot 4 ¢espana 2021 roga Ne KP ACM-
15. 3apeructpmupoBaH B MuHucTepcTBe tocTuumm Pecnybnmkmn KasaxctaH 9 pespansa 2021 roga Ne 2216 «O6 yteep-
MKOAEHUWN Hagnexawmx GpapmaueBTMYeckux NpakTnk». Cebliika

9. Mpwukas MuHUCTpa 3apaBooxpaHeHns Pecnybaunkm KasaxctaHn ot 21 gekabps 2020 roga Ne KP ACM-
304/2020. 3apernctpuposaH B MuHuctepctae octuumn Pecnybamkmn KasaxctaH 22 aekabpa 2020 roga Ne 21848
«O6 yTBEPKAEHUWN MOSIOKEHUA O KNMHMYECKON Hase, KAMHUKe opraHun3aummn obpasosaHMA B obiacTn 34paso-
OXpaHEHWS, YHUBEPCUTETCKOM BonbHULE, 6a3e pe3naeHTypbl, MUHTEFPUPOBAHHOM aKaAEMNYECKOM MEANLNHCKOM
LeHTpe n TpeboBaHWUM, NpeabaBAAEMbIX K HUM», CcbliKa

10. Mpukas MuHuUcTpa 3apaBooxpaHeHusa Pecnybnmku KasaxcrtaH ot 21 aekabpa 2020 roga Ne KP ACM-
299/2020 «O6 yTBEpKAeHMM NPaBUA aKKkpeamTaumm B 061acTu 3apaBooxpaHeHna». Ceblaika

11. Crangapt 1SO14155:2014Ne «KnuHun4veckme wuccnegoBaHua. Hagnexkaw,aa KAMHMYECKaa MpaKTUKa».
CcbliKa

12. PekomeHpgaums Konnernmn EBpasminckoit skoHommyeckon kommuccnm ot 17 utona 2018 roga Ne 11 «O Py-
KOBOACTBE MO 0OLMM BONPOCAM KANMHUYECKUX UCCAea0BaHMI». CCblKa

13. PeweHune CoBeTa EBpa3minckolh sSKOHOMMYECKOM Komnccum oT 3 Hosbpsa 2016 roga Ne 79 «06 yTeepxae-
HUKM MpaBun Hagaexalen KAMHMYECKON NPaKTUKK EBPAa3MMCKOro 3KOHOMUYECKOro coto3a». Cebliika

14. PekomeHpgaums Konnernn EBpasminckolt sSKOHOMUYECKON Komuccum oT 3 HoAabps 2020 roga Ne 19 «O
PykoBoACTBE MO NPUMEHEHMIO NPUHLMNOB BMOCTAaTUCTUKM B KNMHUYECKUX MCCAEA0BAHUAX IEKAPCTBEHHDIX Mpe-
napaTtoB». CcblaKa

15. PekomeHpgaums Konnermm EBpasmniicko skoHOMMYECKOM Kommuccum oT 27 oktabpa 2020 roga Ne 18 «O
PykoBOACTBE MO MCCeA0BaHUIO papMaKoIorMyeckolr 6e30nacHOCTU 1IeKAPCTBEHHbIX NPENAPATOB ANA MeAULMH-
CKOrO NPpUMEHEHNAY.

16. PeweHue CoBeTa EBpasmMincKoit 3IKOHOMUYECKOM KoMmUccum oT 3 Hosbpa 2016 roga Ne 85 «O6 yTeepkae-
Huu MpaBua NpoBeAeHUs UCCNef0BaHUI BMO3IKBUBANEHTHOCTM NEKAPCTBEHHbIX NpenapaToB B pamKax EBpasuii-
CKOrO 3KOHOMMYECKOTro coto3a». Ceblaka

17. XenbCWHCKaA Aeknapaumns BcemmpHon meanumMHCKOM accoumaLnmm, nioHb 1964 (nocneaHas pegakuma 9
nionsa 2018 ropa). Ceblaika

18. CraHAapTbl M onepaLMOHHbIe PYKOBOACTBA MO 3TUYECKOM 3KCNepTM3e UCCAe0BaHNI B 34paBOOXpaHe-
HWUW C y4acTMeM Ntogel, BcemupHana opraHnsaums 3gpaBooxpaHeHus (2011); u apyrve mexayHapoaHble AeKna-
paLnn 1 pykoBoacTea B 061acTu aTUKKM nccnegosanuii (WHO, ICH-GCP, UNESCO, CIOMS, CE).

19. MonoxeHne o0 NoKaNbHOM KOMMUCCUM MO BoNpocam 6Mo3THKK (aanee- JIKb3 nnu Komuceuna) TOO «LieHTp
rematonoruny», yteepxaeHHoe npukasom Nel-02-44 ot 31 uioHAa 2023 roaa

20. MNpaBuaa NpoBeAeHUA KAMHUYECKUX M HaydHbIX uccnegoBaHuit B TOO «LeHTp remaTtonorum», yteep-
PKOEHHble npukasom Nel-02-47 ot 31 uioHa 2023 roga roaa

21. [JONKHOCTHblE MHCTPYKLMMU JTOKasbHOM KOoMUCCcUMM MO Bonpocam 61MosTnku TOO «LleHTp remaTtonornmn»
o1 31 nioHa 2023 roga

22. [pyrve HOPMATUBHbIMM NPaBOBbIMM akTamMu Pecnyb6amku KasaxctaH B 061acTu peryiMpoBaHua KAMHU-
MEeCKMX NccnefoBaHUN.

CBA3aHHble AOKYMEHTbI
Ne ™n Ha3BaHue
Uccnep-3-2 con CoxpaHeHue KoHpuaeHumManbHocTK B pabote JIKBa
Uccnep-3-20 con CoxpaHeHue KOHPUAEHLMANbHOCTU AOKYMeHTaumu JIKB3
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Hassanve | YCKOPEHHAA SKCMNEPTU3A NAKETA LOKYMEHTOB UCCJIEAOBAHUA (\f)

CNUCOK U3MeHeHuM

Ne pep, Aara Ne npukasa MNepeyeHb U3MeHeHU

N3meHeHne popmbl COlM, BHECEHME KOPPEKTUPOBOK B TEPMMHOIOMNIO Ha
OCHOBaHWMU U3mMeHeHwuit/aononHeHnit 8 HMNA PK, BHeceHMe KoppeKkTupo-
BOK NO TEKCTY

CtpaHunua 8 U3 9




Tun

con | Koga, HoMeHKnaTypbl

| 1-05 | Homep | Wccnen-3-7

Ha3BaHwue

YCKOPEHHASA SKCNEPTU3A NMAKETA JOKYMEHTOB UCCNEOOBAHUA

| Pepakuus 001
@
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