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YcTaHOBUTbL NOPSAA0K obecrneyeHnss KOHPUAEHUNANBHOCTU PabOTbl C AOKYMEHTAMU YneHoB JIOKaibHOW KOMMC-
cum no brnostuke TOO «LleHTp remaTonornm»

OTBEeTCTBEHHOCTb

Mpeacepartenb, 3aMmecTuTeNb NpeaceaaTens, YneHbl M ceKpeTapb JIOKasbHOW KOMUCCUM NO BONpocam 6Mo3Tuke
TOO «LeHTp remaTtonornmn» (JIK63) HecyT OTBETCTBEHHOCTb 3a COB/1t0AeHNE KOHOUAEHUNANBHOCTM B OTHOLLEHWUN
NPOTOKO/I0B MUCC/IeA0BaHUA, AOKYMEHTOB JIKB3, KoppecnoHAEeHUMN C SKCNepTaMK U ayaAUTOPaMU.

CeKpeTapb 1 uneHbl JIKB3 HecyT 0TBETCTBEHHOCTb 32 0b6ecneyeHne KOHPUAEHUMANBHOCTU B C/ly4ae NUCNo/b30Ba-
HMA KOMUI AOKYMEHTOB NOCTOPOHHUM iMLam (He uneHamu JIKB3).

CopaeprkaHue Crp.
TepmuHbI 1 onpegeneHua 1-4
CokpaleHuna 4-5
MNopAafokK BbINOAHEHUA 5-6
PernameHTupytowme 4OKYMEHTbI 6-7
CBA3aHHbIE JOKYMEHTbI 7
CnnCOK U3MEHEHUI 7
CrnncoK 03HaKOMIEHWNA C JOKYMEHTOM 8
Ne TepmuHbI U onpeageneHusn
a. | Buonornyeckas sKBUBANEHTHOCTb (fasiee — BMOIKBMBANEHTHOCTb) — OTCYTCTBME 3HAYMMBIX Pas3INYUiA
MO CKOPOCTM U CTEMEHW, C KOTOPbIMU AENCTBYHOLLEE BELLECTBO UM aKTUBHAA YaCTb MOJIEKY /bl AEACTBY-
oLero BewecTsa GapmaLeBTUHECKMX IKBUBANEHTOB AN GapMaLLeBTUYECKUX aibTEPHATUB CTAHOBATCA
[OCTYNHbIMW B MeCTe CBOEero AencTBmA Npu BBEAEHUN B OANHAKOBOM MOMAPHON A03e B CXOXMX YCIO-
BUAX B UCCIEA0BAHMN C HAAEKALLMM AN3ANHOM
a. | bpowtopa uccnepgoBartens - CBO4HOE U3/I0XKEHME PE3Y/IbTaTOB KAMHUYECKOTO U LOKNMHUYECKOTO (He-
KNMHUYECKOTO) U3yYeHMA UCCaesyemMoro npenapara, 3HauMmbIx 18 ero MCCAefoBaHUA Ha YeIOBEKeE.
b. | FTocypapcTBeHHaA 3KcnepTHas opraHusauus B chepe obpalleHUs NeKapCTBEeHHbIX CPeacTB U Meau-
LMHCKUX u3penui (panee — sakcnepTHaa opraHnsauma) — cybbeKkT rocyaapcTBEHHON MOHOMOMM, OCY-
LLLECTBAAOLWMNI NPOM3BOACTBEHHO-XO3ANCTBEHHYIO AeATENIbHOCTb B 06/1aCTN 34paBOOXpaHeHMA no obec-
neyeHuto 6e30nacHoOCTH, 3GGEKTUBHOCTM M KAa4eCTBA IEKAPCTBEHHbIX CPEACTB U MEAULIUHCKUX U3AENNNA.
c. | AnsaiiH uccnepgoBaHuA - obWKI NaH UccaefoBaHMsA, onvMcaHue cnocoba NpoBeaeHUa UCCef0BaHNUSA B
33aBMCMMOCTM OT 0THopa U GopMUPOBAHMA FPYNN CyObEKTOB UCCNEA0BAHNA, MAaCKUPOBAHUA SAHHbIX.
d. | foroBop - AaTMPOBaHHOE M NOAMNUCAHHOE COrNalleHne MexXay ABYMA UauM 6onee CTOPOHamM, KOTopoe

YCTaHaB/IMBaeT OONOBOPEHHOCTU, KacCakouwuneca pacnpeneneHuA obbema pa60T n obssaHHoCTeMN npu
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nposeAeHNN NCCNeaoBaHNA, a TakKe, Npu HeobxoammocTn, GbMHaHCOBbIX Bonpocos. OCHOBOM Aorosopa
[OJIKEH CNYKUTb NPOTOKO UCC/IeA0BaHUA.

UHaMBMAyanbHaa perucTpaumMoHHaA KapTa - AOKYMEHT Ha ByMarKHOM, 3/IEKTPOHHOM WJIN OMNTUYECKOM
HocuTene, NnpeAHasHa4YeHHbIN A1 BHECEHUA BCEN NPeayCMOTPEHHON NPOTOKO/IOM M NoaJsiexallen nepe-
Aade cnoHcopy MHGOPMALUM MO KaxKAOMy CyOBbeKTY nccnenoBaHums.

UHTepBeHUMOHHOE nccneaoBaHue — UcciefoBaHMe C yHacTUeM YesioBeKa B KavecTBe Cy6'beKTa nccne-
AOBaHUA, NPU KOTOPOM Bpay-nccaengosatesib Ha OCHOBaHUKM MPOTOKO/1a UHTEPBEHUMNOHHOIO KANHN4Ye-
CKOro nccnepnoBsaHuA, COOTBETCTBYHOLWEro NopAaaKy nposeaeHNA KANMHUYECKUX MCCﬂe,D,OBaHMVI, Ha3Ha-
YyaeTt CY6beKTaM nccnenoBaHmA cneunanbHoe BMmellaTe/IbCTBO.

MHdopmupoBaHHOe cornacme - npoueaypa A406p0BOIbHOrO NOATBEPKAEHUA CyObEeKTOM NUCCAeA0BaHMSA
WAWN €ro 3aKOHHbIM NpeacTaBUTeIeM COrlacuaA Ha y4acTUe B KOHKPETHOM UCCAeA0BaHMM nocae nony4ye-
HUA MHPOoPMaLMM 060 BCeX 3HAUYMMbIX A4 NPUHATUA UM PELIEHUA acnekTax nccnegosaHma. MHdbopmum-
poBaHHOE NMcbMeHHoe coriacne odbopmasaetcs no Gopme, yTBEPHKAEHHON YNONHOMOYEHHbIM OPraHOM.

UccnepoBaHne 6MO3KBMBANEHTHOCTU — CPaBHUTENbHOE U3ydYeHne 6MOAO0CTYNHOCTU C LeNblo YCTaHOB-
neHvsa GapMaKOKMHETUYECKOW 3KBUBAJIEHTHOCTU MEMAYy TeCTMpyeMbIM MpernapaTom M npenapatom
CpaBHEHMUSA.

UccneposaTtenb - pnsMyeckoe ML, OTBEYaloLee 33 NPOBEAEHNE KNIMHNYECKOTO UCCeA0BaHUA Ha KAN-
H1yecknx 6asax 8 TOO «LleHTp remaToNnorMm», YNeH NCCNefoBaTeIbCKoro KOANEeKTUBaA.

B cnyyae npoBefeHUA UCCNeLOBaHWMA Ha KAMHMYECKoM 6ase rpynnoli ucciegosaTenei, onpegenserca
rnaBHbIA Ucce0BaTeNb - PYKOBOAMTEIb UCCEA0BATEIbCKOrO KONNEKTUBA. [NaBHbIN UcCneaoBaTe b Bbl-
6upaeTca y4acTHUKaMM MNpoeKTHOro oduca No KAMHUYECKUM M YTBEPKAAETCA reHepasibHbIM ANPEKTOPOM
TOO «LeHTp rematonornm». NMpuKas o HasHaYeHUMN YYaCTHUKOB UCCNEL0BATENbCKOrO KOINEKTUBA (Mcche-
[oBaTtefiei) yTBepKaaeTca AMpeKkTopamum puamanos n nogpasgeneHuns TOO «LleHTp rematonornm»

MCCHEAYEMbIﬁ npenapar - 1eKapCcTtBeHHaA d)opN\a dKTUBHOIO BellecTBa Naun nnau,e6o, n3yvyaemasa nam nc-
nonb3yemaa ANnAa KOHTPOAA B KAIMHUYECKOM MUcCCneaoBaHUU, B TOM 4Yucne 3apEI'MCTpVIpOBaHHbIVI NeKap-
CTBEHHbIN npenapart B Cny4yae, ecan cnocob ero NPUMEHEHUNA OT/INHAETCA OT YTBEPHKAEHHOIO, a TaKXXe Npu
€ro "ncnos1ib3oBaHMnM N0 HOBOMY NMNOKa3aHUIO NN ONA NONy4HeHUA ,CJ,OI'IOI'IHMTeJ'IbHOﬁ MHd)OpMaU,MM no yTeep-
KOEHHOMY NOKa3aHUIO

Komuccua no BONpocam 3TUKM - KOHCY/IbTaTUBHO-COBELLLATE/IbHbIV OpraH, 06pa3yemblit Ha pecnybanKaH-
CKOM ypoBHe (LleHTpanbHana Komuccua no BMOITUKE), a TaKKe Ha YPOBHE MeOMULMHCKOM OpraHM3aumm, B
COCTaB KOTOPOTO BXOAAT CNeLManncTbl B 061acTU 34p0aBOOXPaHEHUSA, HAYKK, NpeacTaBUTeNn 06LLeCcTBEH-
HbIX OpraHM3aLMii, OCyLLECTBAAIOLMI 3aWwmnTy nNpas, 6e3onacHocTM 1 6aarononyyma cybbeKToB Uccneno-
BaHWUA U UccneaoBaTeNen, a TaKkKe 3TUYECKYHO M HPaBCTBEHHO-MNPABOBYIO OLEHKY MaTepuanoB KaMHUYe-
CKOro UccnefoBaHuA.

JNlokanbHaAa Komuccua no sonpocam 6Mo3TuKm (JIKB3) TOO «LieHTp remaTonorMm» - He3aBUCUMbIN OpraH,
OCYLLECTBAAOWMI 3aWmTy NpaB 6e3onacHoOCTU M 6aaronoayyYns NaumeHToB, UCMbITYEMBbIX, UCCNeaoBaTe-
nen, MeaANUMHCKUX PabOTHMKOB, a TaK¥Ke 3TUYECKYIO U HPaBCTBEHHO-NPABOBYIO OLLEHKY MaTepuanos, CBA-
3aHHbIX C MEAULMHCKON N HAYYHOWN AeATeNbHOCTbIO.

KnuHuyeckan 6asa - OpraHn3saumAa 34paBoOXpaHEHNA, KOTOPaAA NPOBOAUT KAIMHUYECKMNE UCCNe0BaHUA.

KnuHunuyeckoe uccnepoBaHue - nccnegosaHue ¢ yd4acCtnem 4enoBekKa B KadecTtee 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/opraHMsaumsn, BbINOMHAKOLWEE B pamMKax LOroBopa co CNOHCOPOM OAHY UK 6osiee 13 ero GyHKLMNM,
CBA3AHHbIX C NPOBEAEHNEM KIMHUYECKOTO NUCCef0BaHNUA.

KoHduaeHUNanbHOCTb - COXpaHeHMe BTaliHe OT HeYNoJIHOMOYEHHbIX 1L, MHPOpMaLUW, NpUHaaexKa-
Len cnoHcopy, UAn nHbopmaumm, NO3BOAAIOLWEN NAEHTUONLNPOBATL CybbeKTa nucciegoBaHusa. MaTtepu-
anbl, coaeprKaline ceegeHna OrpaHUMYEHHOro PacnpoCcTpaHeHus.

JNlekapcTBeHHOe cpeaCcTBO — CPEACTBO, NPeAcTaBastowee coboi UM coaeprKallee BELecTBO M60 KoM-
6MHaUMIO BELW,EeCTB, BCTYMaloLlLee B KOHTAKT C OpraHM3MOM Ye/IoBeKa, NpeaHasHayeHHoe A1A ieYeHus,
NPodUNAKTUKKN 3a001eBaHUI Ye0BEKA AN BOCCTAHOB/IEHMA, KOPPEKLUN UAN U3MeHeHUa ero dusmno-
Nlormyecknx GyHKUMiM nocpeactsom $papmMaKoIOrMYeckoro, MMMyHoAOrM4Yeckoro nmbo metabonunye-
CKOro BO3AENCTBUA, UM ANA ANArHOCTUKM 3a601€BaHUI U COCTOSIHUA Yel0BEKa.
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MaTtepuanbl UcCneaoBaHUA — KOMIMNEKT AOKYMEHTOB, NPeACTaBASEMbl CHOHCOPOM K/IMHUYECKUX Ucce-
AO0BaHWNI Ha KANMHMYeECKYto 6a3y, KOTOPbIN BK/OYAET paspelleHme ynoJIHOMOYEHHOro opraHa B obaacTtm
3/paBooxpaHeHuns Pecnybamkun KasaxcrtaH Ha npoBeAeHne AaHHOTO KIMHUYECKOro UCCaeoBaHuA 1 onpe-
AeNeHnn OTBETCTBEHHbIX 32 ero NpoBefeHne B COOTBETCTBMU C yTBEPKAEHHbIM B Pecnybanke KasaxctaH
NopAAKOM; MPOTOKO KIMHUYECKOTO UCC/1IeA0BaHMA; OpOoLLIOPY UCC/ie0BaTeNA; MOACHAOWME JOKYMEHTbI
OTHOCUTENbHO 0COBEeHHOCTEN NPUMEHEHUS HOBbIX MEeAULIMHCKMX TEXHOOTUIA (B CayYae UX NPpUMEHEeHUs)
M MHble AOKYMEHTbI, a TaK¥Ke MNPOEKT A0roBopa KAMHUYECKOTO UCCed0BaHNsA

MeAauUMHCKan KapTa — MeANLMHCKUIN OKYMEHT, B KOTOPOM JieyallMmm Bpadyammn BeaETca 3anmcb UCTo-
puun 6one3Hn (cTaumMoHapHas nan ambynaTopHas) nauneHTa U Ha3Ha4Yaemoro emy Jie4YeHUs B 3N1eKTPOH-
HOM nnn byma>kHol dopme.

MHOroueHTpoBoe KAMHUYEcKoe UccneaoBaHue - KIMHUYECKOoe UCcieioBaHne, MpoBoANMOE Mo eauHOMY
npoTokony bosee yem B OAHOM UCCAEA0BaTENLCKOM LIEHTpe 1, 6osiee Yem OAHUM UCCaes0BaTeNeM.

MOHUTOP KAMHUYECKOro uccnesoBaHuA — ¢)VI3W~I€CKO€ Myo, HasHa4yaemoe CNoOHCOpPOM Unun KOHTpaKTHOD'I
MCCﬂe,Ll,OBaTEHbCKOVI opraHM3aumeH, KOTOpoe pa60TaeT COBMEeCTHO C nccneanoBateneMm-KoopamMHaTopom
nan KOOpANHALMOHHBIM KOMUTETOM U KOHTPOJIMPYET NpoBegeHNE KAIMHNUYECKOIo nccneanosaHnAa B COOT-
BETCTBUU C NPOTOKOJIOM, OLUEHUBAET CTENEHDb €ro BbiINOJIHEHNA, OKAa3blBaET COAEVICTBMG nccnenoBaTesto B
aHanni3e, UHTepnpeTaunm n sKCTpanonaunmn aaHHbIX.

MOHUTOPUHT - Npoueaypa KOHTPOA BbINO/HEHNA 6MOM€AMLI,MHCKOI'O nccnengoBaHUA U obecnevyeHus ero
nposeaeHnA, c6opa AaHHbIX N NpeacTtaBNeHNA Pe3yibTaToOB NUCCIeA0BAHNA COMNTAaCHO NMNPOTOKOAY, NJ1aHy,
nporpamme, CTaH4apTHbIM OonepauMoOHHbIM Npoueaypam, HaAHE)KaLLI,EIZ KIMHUYECKOM NPaKTuKe.

Haanexkawas KAMHUYecKasn npakTuka (Good Clinical Practice — GCP) - cTaH4apT NAaHMPOBaHUSA, OpraHu-
3aLMK, NPOBEAEHUA, MOHUTOPUHTIA, ayaMTa, AOKYMEHTUPOBAHMA KAMHUYECKMX UCCeO0BaHUMI, a TaKKe
aHa/M3a M NPeACTaBNeHUA UX PE3YNbTaTOB, CAYMKaLWMA rapaHTUe AOCTOBEPHOCTM M TOYHOCTM NOJTYyYEH-
HbIX A@HHbIX M NPEACTaBNEHHbIX Pe3yAbTaToB, a TaKKe 0becneymBaloLWMi 3aWNUTY NPaB, 340P0BbA U KOH-
dUAEHUMANBbHOCTU CYObEKTOB MCCNEA0BaAHMA.

He6naronpuatHoe cobbiTne — Nt06an HEMCNPABHOCTb U (MAK) yXyALLEHNE XapaKTePUCTUK UAK HapyLle-
HUe GYHKLMOHMPOBAHNA MEANLMHCKOTO U34e/1MA, MU HeA0CTaTOYHOCTb IMB0 HEKOPPEKTHOCTbL COMNpPO-
BOAUTENbHOM MHOOPMALUKN (AOKYMEHTALMN) HA MeQULMHCKOEe U3genre, noboyHble AEUCTBUA UAKN He-
}enatenbHan peakums, He YKasaHHble B MHCTPYKLMM MO NPUMEHEHUIO UM PYKOBOACTBE NO 3KCnayaTa-
LMK, KOTOPbIE MPAMO WU KOCBEHHO MPUBEAM, UM MOTIN NPUBECTU K CMEPTU UM CEPbe3HOMY yXyalle-
HUIO COCTOAHUA 340POBbA NOb30BaTENEN NN TPETLUX NIULL.

HekenatenbHoe siBNeHue — 1to6oe HebNaronpuATHOE U3MEHeHMeE B COCTOSIHWUM 340POBbSA NALMEHTa UAn
CyObEKTA KIMHNYECKOTO UCC/ef0BaHNA (MCNbITaHWA), KOTOPOMY Ha3HaAvasICA IEKAPCTBEHHbIN (Mccneny-
eMblii) npenapar, He3aBUCUMO OT MPUUNHHO-CIEACTBEHHOM CBA3U C €r0 NPUMEHEHUEM.

He3auHTepecoBaHHbI cBUAETENDb - PU3NYECKOE UL, HE MPUYACTHOE K MPOBEAEHMIO KNMHUYECKOTO UC-
CNef0BaHMsA, - OKasblBalowee cogeincTene cybbekTy uccaesoBaHus, B TOM YMC/Ie B 3a4UTbiBaHUM Npeso-
CTaBAAEMbIX MYy MUCbMEHHbIX MaTep1asos.

HeVIHTepBeHU,MOHHOE KIMHNn4YecKoe uccnegosaHune — nccnegoBaHue, KOTopoe nposoanTca nocae npo-
BegeHuA I'OCYAapCTBEHHOl‘/JI perncrtpayunn nekapCcrBeHHoOro cpeacresa UM mMmeguumnHCKOro msaenva wm
Ha3Ha4aeTCA B paMKax ME,D,MLLMHCKOVI NMPAKTUKNU.

aa|

OerMHaﬂbele MmeguuynHCKUe 3annucm — CM. TEPMUH «NepBUYHaAA AOKYMEHTaUUA».

bb

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

CC.

OTyeT 0 KNIMHUUYECKOM UCCNeg0BaHUM (UCNbITAaHUU) - LOKYMEHT, COAEePKaLLMiA ONMCaHNE KNMHUYECKOTO
UccNefoBaHUA TepaneBTUYECKOro, NPOGUNaKTUYECKOTO AN AMArHOCTUYECKOro CpeacTsa C yyacTuem
yenoBeKa B KayecTse cybbeKkTa, 06beAnHsAOLLEE KAMHUYECKOE U CTaTUCTMYECKOe OnucaHunsa, npeacras-
NeHne AaHHbIX U MX aHaNn3; oTAaaneHHbIX 3G eKToB, BKAOUYaA HexenatebHble peakumumn nccaegyemoro
NeKapCTBEHHOro CPeAcTBa, MeaULIMHCKOro nsaenus.

dd

MepBuuHOl AOKYMeHTauua — BcA MHPOpMaLMA, COAEPKALLAACA B OPUrMHANbHbBIX MeAMLMHCKMUX 3anmncax
N UX 3aBEPEHHbIX KOMUAX, ONUCbIBAIOLLLAA pe3ynbTaTbl KAMHUYECKUX HabaoaeHuin, o6cieaosaHuin u apy-
roi AeATeNbHOCTU, NO3BOAIOLLLAA BOCCO34aTb X0, KAMHUYECKOro NccneaoBaHna 1 oLeHUTb ero. Nepsuy-
Hble AaHHble COAepPXKaTca B NePBUYHON AOKYMEHTALMM (MOANMHHUKEX AN UX 3aBEPEHHbIX KOMUAX).
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ee| MpenapaTt cpaBHEeHUA — 3apernCcTPMPOBaHHLINA IEKAPCTBEHHbIN NpenapaT Anbo naauebo, ncnonoye-
MbI1 KaK KOHTPOJIb B KIMHWUYECKOM UCCIe40BaHUN.
ff.| MPOTOKON KNNMHMUYECKOrO UcCNef0BaHUA - IOKYMEHT, ONMCbIBAIOWNIA LLen, An3aiiH, MeToA0/10r1to, cTa-
TUCTUYECKME acneKTbl M OPraHU3aLMIo NCCNea0BaHNMA.
gg| Cepbe3Hoe HexenaTes/ibHOe AB/eHUE U (M) cepbe3Han HeXKenaTe/ibHAA peakuma - HexenaTteibHas pe-
aKLMA, KOTOpasa NPUBOANUT K CMEPTU, NPeaCcTaBAAET Yrpo3y A4 KM3HW, TpebyeT rocnuTaamMsaumm naum-
€HTa UM ee NPOAJIEHNS, NPUBOANT K CTOMKOMN INOO BblpaXKeHHOW HeTPYA0CNOCOOHOCTU NN NHBANNAHO-
CTW, K BPOXAEHHBIM aHOMANUAM UM NOPOKaM pas3BuTMA, TpebyeT MeanUMHCKOrO BMELIATeNbCTBA ANA
npesoTBPaLLEHNA PA3BUTUA NEPEUYNCTEHHbIX COCTOAHUN
hh| CuHONCKC NPOTOKOAA - KPaTKOe U3N0XKEHUE NPOTOKONA KNMHUYECKOTO NCCIef0BaHUA.
ii. | CnNOHCOpP KNMHUYECKOro uccaeaoBaHua — GU3nYeCcKoe UaM KPUANYECKOE IMLLO, OTBEYAtoLLEe 33 MHMULNA-
LMo, opraHusaumio n obecneveHne GUHaAHCMPOBAHUA KAMHUYECKOTO UCCNe0BaHMUA.
ji. | CTaHaapTHble onepauMoHHbie nNpoueaypbl — NOAPO6HbIE NMUCbMEHHbIE MHCTPYKUUMK, NpeaHa3HayYeH-
Hble N5 AOCTUKEHUA eaMHO06Pasusa NpU OCYLLLECTBAEHUM OnpeaeeHHON AeATebHOCTY.
kk| CybbeKT uccnepgoBaHma - ¢pM3NYECKOe /IMLO, Y4acCTBYIOLLEE B KAMHUYECKOM UCC/IeA0BaHUN B COCTaBe
rpynmbl, NO/IyYaloLEN UCCaeayeMbIM NpenapaT, MO0 B COCTaBe KOHTPOIbHOM rpynnbi.
Il. | YnonHomoueHHbIN opraH B 061acTu 34paBooxpaHeHns — MUHUCTEPCTBO 34paBOOXpaHeHus PecnybanKkm
KasaxcraH.
m1 d®a3a KAMHUYECKOro UccaepoBaHunA:
nepeas (ha3a KAUHUYECKO20 Uccaiedo8aHUA — NepBOe UCNbITaHWE IEKAapCTBEHHOMO CpeacTBa, Npo-
BOAMMOE Ha 340pO0BblXx 4006pOBO/bLAX MAM MAUMEHTaX, CTPALAIOLWMX COOTBETCTBYHOWMM 3abonesa-
HMUEeM, Korga BbICOKaA TOKCUYHOCTb MCCNefyeMOro npenapaTa AenaeT NpoBeAeHne UccnefoBaHua y 340-
POBbIX AOO6POBONBbLLEB HEITUYHDBIM, B LIeNSAX YCTAHOBAEHWUS NepPeHOCUMOCTH, 6€30NaCHOCTU, HAIMUUA Te-
paneBTUYECKOro AeNcTBMA, PapMaKOKMHETUYECKUX U papMaKOgMHAMUYECKMX XapaKTEPUCTUK;
8mopasA (ha3a KAUHUYECKO20 UCCAe008aHUA — UCCNef0BaHMe C Le/blo OUEHKM 3GdEeKTUBHOCTU U
KPaTKOCPOYHON H6€30MacHOCTM MCCAeayeMoro IEKapCTBEHHOMO CPeaCTBa Y NALMEHTOB C KOHKPETHbIM
3abosieBaHMEM, @ TAKKe A0KA3aTeNbCTBO KAMHUYECKOM 3PPEKTUBHOCTM IEKAPCTBEHHOMO CPeAcTBa U
onpeaeneHne TepaneBTUYECKOrO YPOBHA A03MPOBaHMA NPU UCMbITAaHUKU HA Fpynne NauMeHTos;
Yemeepmas ¢a3a KAUHUYECKO20 UCCAe008aHUA — UCCNef0BaHMe NeKapCTBEHHOIO CPeACcTBa, KOTo-
poe OCyLLeCcTBAAETCA NOC/IE ero PerucTpauum U NocTynaeHusa Ha pPbliHOK, C LEe/blo NoATBEPXKAEHNA Tepa-
nesTuYeckon spPeKTUBHOCTH, CTpATErMM ero AanbHeNLWero UCNONb30BaHUA, a TakXKe ANA NOoNyvYeHUs
[OMNONHUTENbHOM MHGOPMALMM O CNEKTPE U YacToTe NOOOYHbIX AEACTBUIA U B3aMMOAENCTBUN UcCaeny-
€MOT0 /IEKAPCTBEHHOIO CPeACTBaA C APYIMMU IEKAPCTBEHHbIMU CPeACTBaMMU;
mpembs ¢a3a KAUHUYECKO20 UCCNed08aHUS — UCCef0BaHNe, NPOBOAMMOE HA BONbLUMX FPynnax
NauneHToB Pas3/IMYHOro BO3PACTa, C PA3/IMYHOM CONYTCTBYHOLLEN MATONOTMEN, B LEeNAX U3y4YeHUs Bcex
ACMNeKTOB /IeYEeHMUA, BKAIOYAA OLLEHKY NOKa3aTensa puck: Noab3a.
Ne CoKpalueHus
a. | BU — bpowtopa nccnegosartens
b. | T —rnaBHbIN UcchegoBatenb
c. | UK —wnccnepoBaTenbCKuii KONNEKTUB
d. | UMH — nsgenne meauLUMHCKOrO Ha3HayeHus
e. | UN — nccnepgyemsbiii npenapat
f. | UPK — nHamBmayanbHasa perncTpaumMoHHas 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 — MuHuctepcTso 3apaBooxpaHeHmsa Pecnybankm KasaxcraH
|. | HA — HexXenaTenbHoOe ABNEHUE
m.| O} — OCHOBHblE AOKYMEHTbI
n. | PK — Pecnybnunka KasaxctaH
0. | CHP - cepbe3Hasn HexenaTebHas peaKkuma
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p. | CHA — cepbe3Hoe HexenaTesbHoe ABeHNE
g. | CONM (SOP)- ctaHaapTHas onepalMoOHHasa npoleaypa
r. | TOO — TOBapULLLECTBO C OrPaHMYEHHOMN OTBETCTBEHHOCTbIO
s. | LleHtp — TOO «UeHTp rematonornm»
t. | ULKB — LeHTpanbHbIM KOMUTET NOo 6UO3TUKE MUHUCTEPCTBA 34paoBoxpaHeHna Pecnybamkun KasaxctaH
u. | KP ACM — abbpeBuaTypa, ucnosbayemas npm NPUCBOEHUN HoMepa HOPMATUBHO- NPABOBbIX akToB PK
(ka3axcKuit A3bIK)
v. | CRO — contract research organization (aHrMMACKMIA A3bIK), KOHTPAKTHAA UCCeA0BaTe/IbCKaA OpraHM3a-
umA
w.| GCP — good clinical practice (aHrIMNCKNI A3bIK) — HaaNeXKalWan KANHMYECKas NPaKTMKa
X. | ICH-GCP — International Conference on Harmonisation (aHrnnMcKMiA A3bIK), mexayHapoaHas KoHde-
peHumAa no rapmoHmsaumnm GCP
y. | CIOMS — Council for international organizations of medical sciences (aHrnuinckunii a3bik), CoBET mexKay-

HaPOAHbIX OPraHM3aUN MeaANLMHCKUX HayK

EMEA - European Medicines Agency (EMA) (aHrNnIACKMUI A3bIK), areHTCTBO NO OLLEHKE /IeKAPCTBEHHbIX
NnpenapaToB Ha UX COOTBETCTBUE TPeboBaHUAM, U3/10KeHHbIM B EBponelickoit Papmakonee

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

YecTBOM MULLEBbIX MPOAYKTOB U MeanKameHToB CLUA (CoeauHeHHble WTaTbl AMepuKin)

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

JIN3NpPOBaHHOE yyperkaeHne OpraHunsaumm O6beanHEHHbIX Haumin no Bonpocam o6pa3oBaHusA, HayKu
M KY/IbTypbl.

CC.

WHO - World Health Organization (aHrauniickuii a3bik), BcemmpHan opraHu3aums 34paBooXpaHeHns

MopAaAaoOK BbINONAHEHUA

Aoctyn K gokymeHTauum JIKba

YneHbl JIKB3 nognucbiBaloT cornalieHme 0 KOHPUAEHUNaNbHOCTU/KOHGANKTE MHTEpPEecoB A0 Hayana
Kakon-nnbo peatenbHocTu (CTaHAapT onepaumoHHbIX npoueayp «CornalueHne o KoHpuaeHumanbHoctun/
KOH}/IMKTE MHTEPECOBY), N UMEIOT AOCTYN KO BceM AoKYMeHTamu JIKB3 1 moryT 3anpawmneaTb U UCNOb-
30BaTb OPUTMHANbI U KONWUM OPUTMHANOB A0KYyMeHTOB JIKba3.

Cekpetapb JIKB3 noanucbiBaeT cornalleHmne o KOHOUAEHUNANbHOCTM U UMEET AO0CTYN K N06bIM AOKY-
MeHTaMm, npeactasneHHbIM B JIKb3.

Knaccudpukauma koHouaeHumanbHbix goKymeHToB JIKB3

YneHbl JIKB3 paccmaTpmBaloT cregyrowme Buabl LOKYMEHTOB:

e MpoTokonbl uccneaosaHuii (MNU) 1 oTHocALWMECA K HAM AOKYMEHTbI (KapTbl Y4aCTHUKOB, AOKYMEHTbI
nHbopmmpoBaHHoro cornacua (UC), AHEBHUKK, HayUYHble OKYMEHTbI, 3aK/IIOYEHUS MO IKCNEepPTU3E 1 4p.);

e [lokymeHTbl JIKB3 (cTaHAapTbl onepaumoHHbIX npoueayp (COM), npoToKobl 3acefaHnii, PEKOMEH-
Oauun U pelleHuns);

¢ Mepenucka (aKcnepTbl, 3aABUTENN, aYAUTOPbI, YY4aCTHUKK U Ap.).

Konuun Bcex AOKYMEHTOB, BK/IIOYAA YEPHOBMKM U NOCaeayoL e OKOHYaTeibHble BEPCUUN AOKYMEHTOB,
OO0MKHbI XPAaHUTLCA KOHOUAEHUMANBHO, 38 UCKIOYEHMEM CNYYaeB, YKa3aHHbIX B NyHKTe 3 gaHHoro COM

KonupoBaHue KOHPUAEHUNaNbHbIX LOKYMEHTOB.

Konuu oKymeHTOB, BK/HO4aA YEPHOBMKM M OKOHYaTE/IbHble BEPCUM, ABNAIOTCA KOHOUAEHLUMANBbHBIMY,
MX Pa3MHOMEHWE U BbIHOC 3arpelLLeHbl, 33 UCK/IOYEHNEM TEX C/Iy4aeB, KOraa ecTb He0bXoaMMOCTb B UX
exeaHeBHOM MCNOoJib30BaHUN.

KonunposaHue paspelueHo:

e TonbKo no 3anpocy YneHos JIKb3

e TonbKo ceKkpeTapto JIKb3

¢ CeKkpeTapb JIKE3 MOXKeT 06paTUTbCA K KOMY-TMB0 32 OKa3aHMEM NOMOLLM, HO OTBEYAET 3a cobatoae-
HMEe KOHOMAEHUNANBHOCTM BCEX AOKYMEHTOB.

CnncoK Konuii AoxeH XpaHuTbea y cekpeTtaps JIKba n gonxkeH cogeprkatb: .1.0., nognuck nonyya-
Tena, ®.M1.0. cekpeTaps, KOTOPbIN caenan KONuto; YACN0 CAENAHHDBIX KOMUIM U perncTpaumio o Konuposa-
HUWN.
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Konuu AoKyMeHTOB AnLam, He asasolmmmca yneHamm JIKBa (Bkatovana Cekpertaps), MOryT 6biTb Bbl-
[aHbl TO/IbKO Ha OCHOBaHUM pa3pelueHuns Mpeaceaatena JIKba n nocne noanucaHna ®opmol o cobnoae-
HUW KOHPUAEHUManbHOCTU. Konun, caenaHHble ana anu, He asaatowmxca yaeHamm JIKB3, AonxKHbI ObiTb
3aperucTpupoBaHbl Kak B CMCKe 3anpalmsaemblx Konuin JIKb3, Tak U B CMUCKE KOMWIA OPUTMHANO0B AOKY-
MEHTOB.

CnnCOK KonuiA C OpUrMHANoOB AOKYMEHTOB AO/IKEH XPAaHUTbCA C OpPUTMHANaMU AOKYyMeHToB. CNNCOK
KOMWI OPUTMHAIOB AOKYMEHTOB He ABAAETCA KOHOUAEHUMNAIbHBIM AOKYMEHTOM WU MOKET ObITb BblAaH No
3anpoc

PernameHTupyowme AOKYMEHTbI

1. Kopgekc Pecnybamku KasaxctaH «O 300poBbe Hapoda M cucTeme 34paBooxpaHeHua» ot 7 uona 2020
roga Ne 360-VI 3PK. Ccbiaka

2. [Mpukas MuHuUcTpa 3apaBooxpaHeHma Pecnybamnkum KasaxctaH ot 11 gekabpa 2020 roga Ne KP ACM-
248/2020 «O6 yTBEpPXKAEHUN NPaBUA NPOBEAEHUA KANHNUYECKUX UCCNeA0BaHNIN NeKapCTBEHHbIX CPeacTB U Mmean-
LMHCKUX U34ENNI, KANHUKO-AB0PaTOPHbIX UCMbITaHWUIM MeAULMHCKUX U3AEeNNN ANA ANATHOCTUKU BHE XMBOTO
opraHusma (in vitro) n TpeboBaHMA K KAMHMYECKMM Ba3am M OKa3aHWA rocyaapcTBEHHOM ycayrm Boligada paspe-
LUEHWNA Ha NPOBEAEHMNE KIMHUYECKOTO UCCAeA0BaHMA U (MAK) UCMbITaHMA GAPMAKONOTMYECKUX U IEKAPCTBEHHbIX
CpeacTB, MeANUNHCKUX n3genmiiy. Ceblika
3. Mpwukas MuHUCTpa 34paBooxpaHeHusa Pecnybankmn KasaxctaH oT 4 anpens 2022 roga Ne KP ACM- 35
BapernctpupoBaH B MuHuctepcTtee toctuumnm Pecnybamnkm Kasaxcran 12 anpens 2022 roaa Ne 27526 o BHeCeHUU
M3MEHEHUWN N AONONHEHUI B NpuUKas MWHKUCTpa 34paBooxpaHeHna Pecnybamnkm KasaxctaH ot 11 aekabps 2020
roga Ne KP ICM-248/2020 «O6 yTBep»KAeHUM NpaBua NPOBeAeHUA KAMHNYECKUX NCCNe0BaHNA IeKapCTBEHHbIX
CpeacTs U MegULMHCKUX U3LENUN, KTMHUKO-NabopaTOPHbIX MCMbITAaHUI MeAULIMHCKUX U34ENNM ONA ANATHOCTUKK
BHE »KMBOT0 opraHmama (in vitro) u TpeboBaHMA K KIMHUYECKMM Ba3am M OKa3aHWA rocy4apCcTBEHHOM ycayru Boi-
laya paspeLlleHns Ha NpoBeaeHME KAMHUYECKOTO UccneaoBaHnsa U (Mam) ncnbitaHua GapMaKoNorMYeckux u ne-
KapCTBEHHbIX CPEACTB, MEANLMHCKUX n3aenmniiy. Ccbliika

4. [MpuKas MuHucTpa 3apaBooxpaHeHunsa Pecnybnvkm KasaxctaH ot 21 aekabpa 2020 roga Ne KP ACM-
310/2020 «O6 yTBEpKAEHUM NPaBua NpoBeaeHUA BUOMEANLIMHCKMX UCCNeA0BaHNI M TpeboBaHUI K nccieosa-
TeNbCKUM LeHTpam». Ccblika

5. MNpukas MuHucTpa 3apaBooxpaHeHna Pecnyb6amku Kasaxctan ot 4 Hoabpa 2020 roga Ne KP ACM-
181/2020 «06 yTBEpPXKAEHUM NPaBWUI OCYLLECTBIEHMSA B pamKax GapmMaLeBTUYECKON MHCNEKLMM OLLEHKN MaTepu-
QNIOB U COOTBETCTBMA YC/I0BUIA MPOBEAEHMSA AOKNMHUYECKMX (HEKAMHUYECKUX) UccnenoBaHuii TpeboBaHMAM
Haanexaller nabopatopHon npakTukK (GLP) Pecnybankm KasaxctaH n (unu) EBpasninckoro sKOHOMMYECKOro Co-
to3a». Ccblika

6. Mpukas MuHUCTpa 3apaBooxpaHeHusa Pecnybanku KasaxctaH ot 23 okTabpa 2020 roga Ne KP ACM-
151/2020 «O6 yTBepKaeHuu MonoxeHna no LieHTpanbHO Komuccumn no 6nostuker». Ccblika

7. Mpwukas n.0. MuHKUcTpa 3apaBooxpaHeHns Pecnybamkmn KasaxctaH ot 20 aekabpna 2021 roga Ne KP ACM-
130 «O6 yTBEPKAEHUN CTAaHAAPTA OPraHM3aLMKM OKa3aHUS remMaTo/IorMYeCcKon NOMOLLM B3POC/IOMY HaceNeHMto
Pecnyb6anku KasaxctaH». Ccblaika

8. TpwuKas n.0. MuHUcTpa 3apaBooxpaHeHma Pecnybamkm KasaxctaH oT 4 ¢pespana 2021 roga Ne KP ACM-
15. 3apeructpmpoBaH B MuHucTepcTBe tocTumm Pecnybamkmn KasaxctaH 9 pespana 2021 roga Ne 2216 «O6 yTeep-
MKAEHUWN Hagnexawmx GpapmaLeBTMyeckux NpakTnk». Cebliika

9. Mpwukas MuHUcTpa 3gpaBooxpaHeHns Pecnybamnkm KasaxctaH ot 21 gekabps 2020 roga Ne KP ACM-
304/2020. 3apeructpuposaH B MunHunctepcrtse toctuummn Pecnybankmn KasaxcraH 22 aekabpa 2020 roga Ne 21848
«O6 yTBEPKAEHUWN MOJIONKEHUN O KANHUYECKOM Base, KNMHUKe opraHM3aumm obpasoBaHus B 061acTu 34paBo-
OXpaHeHWs, YHUBEPCUTETCKOM BonbHULE, 6a3e pe3naeHTypbl, MUHTEFPUPOBAHHOM aKaAEMUYECKOM MEANLNHCKOM
LeHTpe u TpeboBaHWUit, NpeabABAAEMbIX K HUM», CcbliKa

10. Mpukas MuHucTpa 34paBooxpaHeHua Pecnybanku KasaxctaH oT 21 aekabpsa 2020 roga Ne KP OCM-
299/2020 «O6 yTBEP:KAEHUN NPABMA akKkpeauTauum B 061acTi 3apaBooxpaHeHmsa». CebliKka

11. Crangapt 1SO14155:2014Ne «KnnHunyeckme wuccnegoBaHua. Hagnexkawaa KAMHUMYECKaa MpaKTUKa».
Ccbinka

12. PekomeHgauus Konnernn EBpasunitckoit skoHommueckon kommccum ot 17 niona 2018 roga Ne 11 «O Py-
KOBOACTBE MO 06LWMM BONPOCAM KANHUYECKUX MCCAef0BaHMI». CCbliKa

13. PeweHune Coseta EBpasuiicKoli 3KOHOMUYECKON Komuccum OoT 3 Hoabpa 2016 roga Ne 79 «06
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yTBEPKAEHMM [TpaBua HagneKallen KIMHNYECKOM NPaKTUKKN EBPa3niiCKOro sKOHOMMYECKOTo coto3a». CeblaKa

14. PekomeHgaums Konnermn EBpasMMCKON IKOHOMUYECKOM Kommuccum oT 3 Hoabpa 2020 roga Ne 19 «O
PykoBoACTBE MO NPUMEHEHMIO NPUHLUNOB BUOCTATUCTUKM B KAMHUYECKUX UCCAEA0BAHUAX IEKAPCTBEHHDIX Mpe-
napatos». CcblJKa

15. PekomeHgaums Konnernm EBpasniickoit sakoHommn4eckom kommccum ot 27 oktabpa 2020 roga Ne 18 «O
PykoBoACTBE NO UCCAEL0BAHMIO PapMaKOIOrMYecko 6€30MacHOCTM NEKAPCTBEHHbIX NPEnapaToB AAAa MeAULLNH-
CKOro NPUMEHEHUAY.

16. PeweHune CoBeTa EBpa3mMinckoit sSKOHOMMYECKOM Komnccum oT 3 Hosbps 2016 roaga Ne 85 «06 yTeeprkae-
Huw MpaBua NpoBeAeHUs UccnefoBaHUI BMOIKBUBANEHTHOCTM NEKAPCTBEHHbIX NpenapaToB B pamKax EBpasuii-
CKOro 3KOHOMMYeCKoro coto3a». Cebiika

17. XenbCWHCKas geKknapauma BcemmpHoi meamnumMHCKon accoumaumm, nioHb 1964 (nocneaHss pegakuma 9
niona 2018 roaa). Cebinka

18. CraHAapTbl M onepaLMOHHbIe PYKOBOACTBA MO 3TUYECKOM 3KCNepTM3e UCCAea0BaHuI B 34paBoOXpaHe-
HUW C y4acTMeM ntoael, BcemupHana opraHnsaums 3gpaBooxpaHeHua (2011); u apyrve mexayHapoaHble AeKna-
paLun 1 pykoBoacTBa B 061acTu aTuKKM nccnegosanuii (WHO, ICH-GCP, UNESCO, CIOMS, CE).

19. NonoxeHue o NoKabHOM KOMUCCUM MO Bonpocam 61MoaTuku (ganee- JIKba unn Komuccna) TOO «LleHTp
rematonorMny», yteepxaeHHoe npmkasom Nel-02-44 ot 31 unioHa 2023 roaa

20. MpaBuia NpoBeAeHNA KAMHUYECKMUX W HAy4dHbIX uccnegoBaHuii B8 TOO «LleHTp remaTonorum», yteep-
MKAEeHHble npukasom Nel-02-47 ot 31 uioHa 2023 roga roaa

21. [JoMKHOCTHblE MHCTPYKUMM JTOKaNbHOM KomKccum no Bonpocam 61Moatnkm TOO «LeHTp rematonornm»
o1 31 nioHa 2023 roga

22. [pyrve HopMmaTMBHbIMW NPABOBbIMK akTamn Pecnybamkun KasaxctaH B 061acTi peryimpoBaHma KANHU-
MEeCKUX nccnenoBaHum.

CBAi3aHHble JOKYMEHTbI

Ne ™n Ha3BaHue

Uccnep-3-2 con CoxpaHeHue KoHpUuaeHuManbHocTK B pabote JIKB3

CnNUCOK U3MeHeHUM

Ne pep, Jarta Ne npukasa MepeyeHb M3MeHeHUH

N3meHeHne popmbl COM, BHECEHNE KOPPEKTUPOBOK B TEPMUHOIONMIO Ha
OCHOBaHMW M3MeHeHui/gononHeHnit B8 HIMA PK, BHeceHWe KoppeKTMpo-
BOK NO TEKCTY
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