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YcTaHOBUTb NpoLeaypy NpMBAeYEHNA CNeunanmcToB B paboTy JIoKanbHOW KOMUCCMM NO BoNpocam 6MO3TUKe
TOO «LLeHTp remaToNnorMm» B KayectTse He3aBMCUMbIX KOHCY/IbTAHTOB A1 NPOBEAEHUA SIKCNEePTU3bl KOHKPET-
HOro UcCNef0BaHMSA

OTBEeTCTBEHHOCTb

YneHbl JloKanbHOM Komuccuu no sonpocam 61Moatukn TOO «LieHTp rematonornmn» (IK63) MHULUMKNPYIOT BbIGOP
n oaobpeHne KaHAMAATYP HEe3aBUCUMbIX KOHCYIbTaHTOB AN eAMHOBPEMEHHOIO UAM NOCTOAHHOTO KOHCYAbTH-
poBaHUsA B cnewumManbHbIX BONpocax

MNpepcepatenb JIKB3 HeceT OTBETCTBEHHOCTb 3a YTBEPXKAEHME U NPUrialleHne He3aBUCMMOro KOHCYAbTaHTa
Cekpetapb JIKB3 HeceT 0TBETCTBEHHOCTb 33 BOMPOChI B3aMMOAENCTBUA C KOHCY/IbTAHTOM, NpeaocTaBAeHne emy
[OKYMEHTOB /19 3KCNepTU3bl, MOAYYEeHNA OTYeTa U NpUrnalleHne ansa yyactua B 3aceganum JIKbs (npun Heobxo-
AUMOCTM), NoANNCaHME KOHCYAbTaHTOM GOpMbl KOHOUAEHUMANbHOCTU/ KOHOANKTA UHTEpecos

CopaeprkaHue Crp.
TepMuHbI 1 onpegeneHna 1-4
CokpaleHuna 4-5
MNopAafokK BbINOAHEHUA 5-6
PernameHTupytowme 4OKYMeEHTbI 6-7
CBA3aHHbIE JOKYMEHTbI 7
CnnCOK U3MEHEHU 7
CnncoK 03HaKOMIEHUA C OKYMEHTOM 8
Ne TepmuHbI U onpeageneHusn

buonornyeckasa sKBUBaNEHTHOCTb (,u,anee - 6VIO3KBMBaﬂ8HTHOCTb) — OTCYyTCTBME 3HAYUMDIX paanmqmﬁ
MO CKOPOCTU U CTeneHn, C KoTopbiMmn AeﬁCTByPOU.Lee BeLWecCcTBO NN aKTUBHAA YaCTb MOJIEKY1bl ,D,EVICTBy-
rowero sewiecrtsa d)apMaLl,eBTM‘-leCKMX 9KBMUBAJNIEHTOB NN d)apMaLl,eBTVI‘-IECKMX a/IbTEPHATUB CTAHOBATCA
AOOCTYNHbIMMN B MeCTe CBOEro AEﬁCTBMH npu eseaeHnNn B O,CI,MHaKOBOﬁ MO}'IﬂpHOﬁ A03€e B CXOXUNX ycno-
BUAX B UCCnegoBaHnun C Hagnexawmm AMBaVIHOM

bpowtopa uccnepgosartena - CBOAHOE U3NOXKEHUE Pe3y/bTaTOB KJAMHUYECKOro U SOKJAMHNYECKOro (He-
KﬂMHVI‘-IeCKOFO) NU3y4yeHnAa nccneayemoro npenaparta, 3Ha4mMmblxX anAa ero nccnegoBaHnAa Ha YesoBekKe.

FfocypapcTBeHHAA 3KCcNepTHaA opraHusauua B chepe obpalieHUa NeKapCcTBEHHbIX CPeacTB U Meau-
LMHCKUX u3pennii (anee — sKCnepTHan opraHmn3auma) — cybbekT rocyaapcTBeHHOM MOHOMNOANK, OCy-
LLLEeCTBAAIOLWMIN NPOU3BOACTBEHHO-X03AMCTBEHHYIO AeATeNbHOCTb B 06/1aCTU 34paBooOXpaHeHus no obec-
neyeHunto 6e30nacHOCTH, 3GHEKTUBHOCTU M KAYeCTBa IEKaPCTBEHHbIX CPeACTB U MeAULUHCKUX U3AeNNIA.

[u3aiiH uccnegosaHma - obWwMii NnaH UccneaoBaHuUa, onncaHme cnocoba nNpoBeAeHMs NUcciefoBaHUsA B
3aBMCUMOCTM OT 0TBOopa 1 GOPMUPOBAHMA FPYNN CyObEKTOB UCC/eA0BaHNA, MaCKUPOBaHUA AaHHbIX.
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d. | Aorosop - 4aTMPOBAHHOE M NOAMNMUCAHHOE COrNalleHne mexay ABymMA uan bonee cTopoHamu, KOTopoe

yCTaHaB/IMBAET AOrOBOPEHHOCTH, Kacatolmeca pacnpegeneHma obbvema pabot n obasaHHOCTEN Npu Npo-
BeZleHUN UCCNe0BaHMA, a TaKXe, Npu HeobxoAMMOoCTH, PUHAHCOBLIX Bonpocos. OCHOBOW A0roBopa A0A-
YKEH CNYXKUTb NPOTOKOA UCCNea0BaHUA.

UHaMBMAyanbHaA perucTpaumMoHHaA KapTa - AOKYMEHT Ha ByMarKHOM, 3/IEKTPOHHOM WJIN ONTUYECKOM
HocuTene, NnpeAHasHa4YeHHbIN A1 BHECEHUA BCEN NPeayCMOTPEHHON NPOTOKO/IOM M NoaJsiexallei nepe-
Aade cnoHcopy MHGOPMALUM MO KaxKAOMy CyOBbEKTY nccnenoBaHuma.

UHTepBeHUMOHHOE UccneaoBaHue — UcciefoBaHWe C yHacTUeM YesioBeKa B KavecTBe Cy6'beKTa nccne-
AOBaHUA, NPU KOTOPOM Bpay-mnccaenosatesib Ha OCHOBaHUKM MPOTOKOJ/1a UHTEPBEHUMNOHHOIO KANHN4Ye-
CKOro nccnepnoBaHuA, COOTBETCTBYHOLWEro NopAaaKy nposeaeHNA KANMHUYECKUX MCCﬂe,D,OBaHMVI, Ha3Ha-
YyaeTt CY6beKTaM nccneanoBaHmA cneunanbHoe BMelwlaTe1bCTBO.

MHdopmupoBaHHOe cornacme - npoueaypa 406P0BOIbHOrO NOATBEPHKAEHUA CyObEKTOM NUCCAeA0BaHMSA
WAW €ro 3aKOHHbIM MpeAcTaBUTeIeM COracuaA Ha y4acTue B KOHKPETHOM UCCaeA0BaHMM nNocae nosy4ve-
HUA MHbOPMaLMM 060 BCEX 3HAUMMbIX A1A NPUHATUA UM PeLleHmMs acnekTax uccaegosaHmsa. MHpopmu-
poBaHHOE NMCbMeHHOe cornacke odopmanercsa no Gopme, yTBEpP>KAEHHON YNONHOMOYEHHbIM OPraHOM.

UccneposaHue 6M03KBUBANIEHTHOCTU — CpaBHUTE/NIbHOE U3y4YeHUE 6MOAOCTVI‘|HOCTM C Uenblo yCtaHoB-
neHnAa d)apMaKOKMHETMHECKOﬁ 9KBUBAJIEHTHOCTU MEXAY TECTUPYEeMbIM Npenapatom M npenapatom
CpaBHeHMUA.

UccneposaTtenn - pnsMyeckoe ML, OTBEYaloLee 33 NPOBEAEHNE KNIMHNYECKOTO UCCeA0BaHUA Ha KAN-
Hu1yecknx 6asax 8 TOO «LleHTp remaToNnorMm», YNeH NCCNefoBaTeIbCKoro KOANEeKTUBaA.

B cnyyae npoBeseHUA UCCNeLOBaHWA Ha KAMHMYECKoM 6ase rpynnoli ucciegosaTenei, onpegenserca
rnaBHbIA Uccie0BaTeNb - PYKOBOAMTEb UCCAEA0BATEIbCKOrO KONNEKTUBA. [NaBHbIM UcCneaoBaTe b Bbl-
6upaeTca y4acTHUKaMM MNpoeKTHOro oduca No KAMHUYECKUM M YTBEPKAAETCA reHepasibHbIM ANPEKTOPOM
TOO «LeHTp rematonornm». NMpuKas o HasHaYeHUMN YYaCTHUKOB UCCNEL0BATENbCKOrO KONEKTUBA (Mcche-
[oBaTteniei) yTBepKaaeTca AMpektopamm puamanos n nogpasgeneHuns TOO «LleHTp rematonornm»

Uccnepyembiit npenapar - 1eKapcTBeHHas ¢opmMa aKTMBHOIO BelecTBa MK naauebo, nsyyaemas uam uc-
nosib3yemas AN KOHTPOAA B KAMHMYECKOM UCCAeL0BaHWW, B TOM YMC/Ie 3aperncTpupoBaHHbIN fekap-
CTBEHHbII NpenapaT B C/ly4Yae, ecium cnocob ero NpUMeHeHUs OTIMYAETCA OT YTBEPKAEHHOTO, a TaK:Ke Npu
€ro UCNo/1b30BaHMM MO HOBOMY MOKa3aHWIO UK 418 NONYYEeHUA LONONHUTENbHON MHbOpPMaLMK No yTBep-
XOEHHOMY MOKa3aHuio

Komuccua no Bonpocam 3TUKM - KOHCY/1IbTaTUBHO-COBELLATE/IbHbIN OpraH, o6pasyemblit Ha pecnybamKaH-
CKOM ypoBHe (LleHTpanbHana Komuccua no BMOITUKE), a TaKKe Ha YPOBHE MeOMULMHCKOM OpraHM3aumm, B
COCTaB KOTOPOTO BXOAAT CNeLManucTbl B 061acTU 34paBOOXPaHEHUSA, HAYKK, NpeacTaBUTeNn 0bLLecTBeH-
HbIX OpraHM3aLMi, OCyLLECTBAAIOLMIN 3aWwmnTy Npas, 6e3onacHocTM 1 6arononyyma cybbeKToB uccneno-
BaHWUA U UccnefoBaTeNen, a TaKkKe 3TUYECKYHO M HPaBCTBEHHO-MNPABOBYIO OLEHKY MaTepuanoB KaMHUYe-
CKOro UccneaoBaHuA.

JNlokanbHaA Komuccua no sonpocam 6Mo3TukKm (JIKb63) TOO «LieHTp remaToNnorMm» - He3aBUCUMbIN OpraH,
OCYLLECTBAAOWMI 3aWwmTy npas 6e3onacHoOCTM M 6aaronosyyuns NaLMeHTOB, UCMbITYEMBbIX, UCCneaoBaTe-
nen, MeANUMHCKUX PaBOTHMKOB, a TaKKe 3TUYECKYHO M HPaBCTBEHHO-NPABOBYHO OLLEHKY MaTepunanos, CBA-
3aHHbIX C MEAULMHCKOM N HAYYHOWN AeATeNbHOCTbHO.

KnuHuyeckan 6a3a - OpraHnsauuAa 34paBooOXpaHEHNA, KOTOPaA NPOBOAUT KIMHUYECKMNE UCCNe0BaHUA.

KnuHunuyeckoe uccnepgoBaHue - nccnegosaHue ¢ yd4acCtnem 4enoBeKa B KavecTtese Cy6'beKTa, nposoammoe
ANA BblABIEHUA MW NOATBEPHKOEHUNA 6e30nacHoOCTU U 3¢¢GKTVIBHOCTM cpencrts, MeTogoB n TEXHOJIorni
I'IpO(I)MﬂaKTVIKM, ANArHOCTUKKN N neYvyeHnAa 3aboneBaHuUM.

KoHTpaKTHasa uccnepoBaTenbckana opraHusauma (CRO, Contract research organization) — ¢usmnyeckoe
Nnuo/opraHnsaumsa, BbINOJHAOLWEE B paMKax A0r0BOPa CO CMOHCOPOM 0AHY Maun 6onee 13 ero GyHKLMIA,
CBA3aHHbIX C NpOBeAeHMEM KAUHMYECKOro UCCef0BaHUA.

KoHdMAaEHUNaNbHOCTb - COXpaHeHMe BTallHe OT HeYNo/JIHOMOYEHHbIX 1L, MHPOpMaLUn, NpUHaaaeNKa-
Len cnoHcopy, UAn nHbopmaumm, NO3BOAAIOLWEN NAEHTUINUMPOBATL CybbeKTa nccnegoBaHusa. MaTtepu-
anbl, coaeprKaline ceegeHMsA OrpaHUIYEHHOro PacnpoCcTpaHeHus.

JlekapcTBeHHOeE CpeacTBO — CPEACTBO, NpeacTasastollee coboi am cogepskallee BelLecTso M60 Kom-
6MHaLUMIO BELECTB, BCTYNalolllee B KOHTAKT C OpraHM3MOM YefioBeKa, npeaHasHayeHHoe A1A AedyeHus,
npoduNakTMKn 3aboneBaHWn 4YenoBeKa WAW BOCCTAHOBAEHWMA, KOPPEKLUUM WAN U3MEHEHMA ero
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dun3monornyecknx pyHKLMM nocpeacTtsom papmaKoaormyeckoro, MMMyHosiormyeckoro ambo metabonu-
YyecKoro BO3eicTBuSA, AU ANA ANarHOCTUKK 3a601eBaHM U COCTOAHMA YeloBeKa.

MaTtepuanbl UccneaoBaHUA — KOMIMNEKT AOKYMEHTOB, NPeACTaBASEMbI CHOHCOPOM K/IMHUYECKUX Ucce-
AO0BaHWNI Ha KANMHMYeECKYto 6a3y, KOTOPbIN BK/IOYAET paspelleHme ynoJIHOMOYEHHOro opraHa B obaactm
3/ paBooxpaHeHuns Pecnybamkun KasaxcrtaH Ha npoBeaeHne AaHHOTO KIMHUYECKOro UccaeoBaHuA 1 onpe-
AeNeHnn OTBETCTBEHHbIX 32 ero NpoBefeHne B COOTBETCTBMU C yTBEPKAEHHbIM B Pecnybaunke KasaxctaH
NopAAKOM; MPOTOKO KIMHUYECKOTO UCC/IeA0BaHMA; OpOoLLIOPY UcCie0BaTeNA; MOACHAOWME JOKYMEHTbI
OTHOCUTENbHO 0COBEeHHOCTEN NPUMEHEHUS HOBbIX MEeAULIMHCKMX TEXHOOTUIA (B CayYae UX NPpUMEHEeHUs)
M MHble AOKYMEHTbI, a TaK¥Ke MNPOEKT A0roBopa KAMHUYECKOTO UCCed0BaHNsA

MeAaUuUMHCKan KapTa — MeANLMHCKUIN OKYMEHT, B KOTOPOM JieyallMmm Bpadyammn BeaEétca 3anmcb UCTo-
puun 6one3Hn (cTaumMoHapHas nan ambynaTopHas) nauneHTa U Ha3Ha4Yaemoro emy Jie4eHUs B 3/1eKTPOH-
HOM nnn bymaxkHoi dopme.

MHoroueHTPoBOE KIMHUYECKOe UccieaoBaHue - KIMHUYEeCKoe nccaenosaHne, NposoaAnMoe nNo eanHomy
NPOTOKONY 6onee yem B OAHOM UCCNenoBaTe/IbCKOM LLEHTPE W, b6onee uem O4AHUM UccnenoBaTesiem.

MOHUTOP KAMHUYECKOro uccnesoBaHuA — ¢)VI3W~I€CKO€ iMyo, HasHa4yaemoe CNoOHCoOpPOM Unun KOHTpaKTHOD'I
MCCﬂe,Ll,OBaTEHbCKOVI opraHM3aumeH, KOTOpoe pa60TaeT COBMECTHO C nccneanoBateneMm-KoopamMHaTopom
nan KOOpANHALMOHHBIM KOMUTETOM U KOHTPOJIMPYET NpoBegeHNE KAIMHNUYECKOIo nccneanosaHnAa B COOT-
BETCTBUU C NPOTOKOJIOM, OUEHUBAET CTENEHDb €ro BbiINO/IHEHNA, OKAa3blBaET COAEVICTBMG nccnenoBaTesto B
aHanunise, UHTepnpeTaunm n sKCTpanonaunmn aaHHbIX.

MOHUTOPUHT - Npoueaypa KOHTPOIA BbINOHEHNA 6MOM€AMLI,MHCKOI'O nccnengoBaHUA U obecnevyeHus ero
nposeaeHnA, c6opa AaHHbIX N NpeacTtaBNeHNA Pe3yIbTaTOB NUCCIeA0BAHNA COIMNNTaCHO NPOTOKOAY, NJ1aHy,
nporpamme, CTaH4apPTHbIM OonepauMoOHHbIM Npoueaypam, HaAHE)KaLLI,EIZ KIMHUYECKOM NPaKTUKe.

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

He6naronpuaTtHoe cobbiTe — tob6as HEUCNPABHOCTb U (MNK) yXyALWEHWE XapPaKTEPUCTUK UM HapyLue-
HUe QYHKLMOHNPOBAHUSA MeANLMHCKOrO U3aenns, Uan HeAoCTaTOMHOCTb IMB0 HEKOPPEKTHOCTbL COMpPO-
BOAUTENbHOW MHbOPMALMK (LOKYMEHTALMKN) HAa MeaNLMHCKoe usgenne, noboyHblie AeACTBMA UK He-
enatenbHasa peakums, He yKasaHHble B MHCTPYKLMKU NO MPUMEHEHUIO AN PYKOBOACTBE MO 3KCMyaTa-
LMN, KOTOPbIE NPSMO UM KOCBEHHO NPUBEN, UAN MOFIU NPUBECTU K CMEPTU MU CEPbE3HOMY yXyaLle-
HUIO COCTOAHWA 340POBbA NONb30BaTENEN AN TPETBUX NINLL.

HekenatenbHoe siBNeHue — to6oe HebNaronpuATHOE U3MEHeHMe B COCTOSIHWUM 340POBbSA NALMEHTa UAn
CyObEKTA KIMHNYECKOTO Ucc/ef0BaHNA (MCNbITaHWA), KOTOPOMY Ha3HavasIcA IEKAaPCTBEHHbIN (Mccnemy-
eMblii) npenapar, He3aBUCUMO OT MPUUNHHO-CIEACTBEHHOM CBA3U C €ro NPUMEHEHUEM.

He3aBMCUMbIN KOHCYNbTAHT - SKCNEPT, A0 COBET, KOMMEHTaPUMN M NPEAJIOKEHUA MO OLEHKe NPoTo-
KOJ1a UCCIef0BaHUs, He CBA3AHHbIN C OpraHu3aumein uam nccaefoBaTens My npeanoiaraeMoro Hay4yHoro
nccnesoBaHun

HEBBMHTGPECOBaHHbIﬁ csupeTtend - ¢M3M‘-IECKOE Myo, HEe NpUYacCTHOE K NpoBeaeHUIO KTIMHUYECKOTO UC-
cnepnoBaHuA, - OKasbiBaroulee CO,EI,EI‘;iCTBMe CY6'bEKTy nccnenoBaHnAa, B TOM 4Yncie B 3a4nTbiBaHUKU npeao-
CTaBnaembIX eMy MMCbMEHHbIX MaTeEPUanoB.

aa|

HeVIHTepBeHU,MOHHOE KIMHNn4YecKoe uccneposaHue — nccnegoBsaHme, KOTopoe npoBoanTCA nocae npo-
BegeHuA I'OCYAapCTBEHHOl‘/JI perncrtpayumnn nekapCcrBeHHoOro cpeacresa UM mMmeguumnHCKOro msaenva u
Ha3Ha4aeTCA B paMKax ME,D,MLLMHCKOVI NMPAKTUKNU.

bb

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

CC.

OCHOBHbIe AOKYMEHTbI — lOKYMEHTbI, KOTOPbIE BMECTE U/W MO OTAE/IbHOCTU MO3BOJIAIOT OLEHUTb NpoBe-
AEeHWe NCCef0BaHUA U KaYeCcTBO NOTYYEHHbIX AaHHbIX. ITU LOKYMEHTbI C/y}KaT LOKa3aTe/IbCTBOM cobto-
[EeHUs uccnegoBaTesieM, CNOHCOPOM M MOHWUTOPOM CTaHLAPTOB HaA/eXKalen KAMHUYECKOW MpPaKTUKK
(GCP) 1 HopmaTMBHbIX TpebOBaHMIA.

dd

OT4YeT 0 KIMHUYECKOM UCCNea0BaAHUN (MCI'IbITaHMVI) - AOKYMEHT, COAEp)KBLLI,MVI OonncaHune KAInMHNn4ecKoro
nccnengosaHmA TepanesTnyeckoro, I'IpOd)VIﬂaKTVILIECKOFO nnn AnMarHoCTn4yecCcKoro cpeacrtea C yd4actmem
yenoBeKa B Kayectse Cy6'bEKTa, O6'be,£I,VIHFIK)LLI,ee KAINHNn4yeckoe WU CTaTUCTU4YeCKoe OoNnuncaHuAa,
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npeacraBaeHUe AaHHbIX U UX aHanu3; oTaaneHHbIX 3GPEKTOB, BKIOYaA HeXKenaTebHble peakuum nc-
cneayemoro 1eKapCcTBEHHOro cpeacTBa, MeAULMHCKOro Usaenus.

ee

MepBUYHON AOKYMEHTaLUA — BCA MHPOPMALMA, COAEPKALLAACA B OPUTMHANbHBIX MEAMLMHCKUX 3aNnCsX
M X 3aBEPEHHbIX KOMKUAX, ONKUCbIBatOLWAn pe3y/ibTaTbl KAMHUYECKUX HabatogeHWiA, obcnenoBaHuii n apy-
ro AeaTesibHOCTU, NO3BO/IAIOLLLAA BOCCO34aTb X0, KIMHNYECKOTo NCCNen0BaHUA N OUeHUTb ero. MNepBuy-
Hble JlaHHble COAepXKaTca B NePBUUYHON AOKYMEHTaL MM (MOANNHHMKAX UK NX 3aBEPEHHbIX KONMAX).

ff.

MpenapaT cpaBHEHUA — 3aPErMCTPMpPOBaHHbIN SIeKapCTBEHHbIM npenapaTt Anbo nnauebo, ncnonbsye-
MbI1 KaK KOHTPO/b B KAMHNUYECKOM UCCAEA0BaHMUM.

88,

MpPOTOKON KANHUYECKOrO UCCNeA0BaHUA - JOKYMEHT, ONUCHIBAIOLLMIA LIeN, An3aitH, MeTOA0N0TUI0, CTa-
TUCTMYECKME acneKTbl U OpraHM3aLmio Uccieq0BaHus.

hh

Cepbe3Hoe HeKenaTeNbHOe ABJIeHUe U (M) cepbe3Han HeXKenaTtesibHaA peakuma - HexXenarteibHas pe-
aKUMA, KOTopasa NPUBOAMT K CMEPTH, NpeacTaBAfeT yrpo3y AAa XKU3HW, TpebyeT rocnutanusaumm naum-
€HTa UM ee NPOAJIEHUS, MPUBOANT K CTOMKOMN INOO BblpaXKeHHOW HETPYA0CNOCOOHOCTU UAN NHBANIMAHO-
CTWU, K BPOXAEHHbIM aHOMa/IMAM WX NMOPOKAM Pa3BUTUS, TpebyeT MeaANUMHCKOro BMeLLaTe 1bcTBa AJ1s
npeAoTBpaLLEHNS PA3BUTMA NEPEUYNCIEHHbIX COCTOSTHUIM

CMHOMNCUC NPOTOKONA - KPAaTKOE N3NOXKEHME NPOTOKONA KIMHUYECKOTO UCCIef0BaHMUA.

Ji-

CnOHCOpP KAMHUYECKOro Uccneao0BaHua — G13MUECKoe UK IPUANYECKOe UL, OTBEYaloLLEe 33 MHULME-
LMo, OpraHusaumio u obecnedyeHne GUHaAHCMPOBAHUA KIMHNUYECKOTO UCCeA0BaHNA.

kk|

CTaHpapTHble onepaLyuoHHbie npoueaypbl — NOAPOOHbIE MUCbMEHHbIE UHCTPYKLWUKU, NpeaHasHauYeH-
Hble AN AOCTUNXKEHUA eaNMHO06Pa3na NpU OCyLLECTBNEHUM onpeaeieHHON AeATe/IbHOCTMU.

Cy6beKT uccneposaHua - Gpu3MUecKkoe ANLO, YHacTBylOLLee B KAMHUYECKOM UCCNeA0BaHUW B COCTaBe
rpynnbl, NoayvatoLLein nccaegyemblii npenapat, MMH0 B COCTaBe KOHTPOAbHOM rpynbi.

YNoNHOMOUEHHbI OpraH B 061acTu 3a4paBooxpaHeHnss — MUHUCTEPCTBO 34paBOOXpaHeHus Pecnybankm
KaszaxcTtaH.

nn

®a3a KNIMHUYECKOro uccnepoBaHus:

nepeas ¢ha3a KAUHUYECKo20 UCCe008aHUA — NepBOe UCMbITaHUE eKapCTBEHHOMo CpeacTsa, Npo-
BOAMMOE Ha 340pO0BbIX A06POBONbLAX MAM MaUMeHTax, CTpaAaloWwmux COOTBETCTBYIOWMM 3abonesa-
HUEeM, Koraa BbICOKaAa TOKCUMUYHOCTb UCC/ieAyeMoro npenapara AenaeT nposeaeHune uccaeaoBaHus y 340-
POBbIX AO06POBONBLLIEB HESTUUYHbBIM, B LLeNSIX YCTaHOBAEHUA NepeHoCcuMocTun, 6e@30nNacHOCTU, Ha MUK Te-
paneBTUYECKOro AeicTeus, dapmMmaKkoKMHETUYECKUX U papMaKoaNHAMUUYECKUX XapaKTEPUCTUK;

8mopasA ha3a KAUHUYECK020 UCCAe008aHUA — UCCNeaoBaHMe C Le/blo OUeHKM 3bdeKTUBHOCTU U
KpaTKOCPOYHOM 6e30MacHOCTM UCCAeaAyeMoro IeKapCTBEHHOro CpeacTBa Y NaLUeHTOB C KOHKPETHbIM
3ab0/1eBaHMEM, a TaK¥Ke [0Ka3aTeNbCTBO KAUHUYECKON 3PPEeKTUBHOCTM fIeKapCTBEHHOrO CpeacTsa U
onpeaeneHve TepaneBTMYECKOro YPOBHA A03MPOBaHMA NPU UCNbITAHUKU Ha rpynne NaumneHTos;

Yemeepmas ¢ha3a KAUHUYECKO20 UcCAe008aHUA — UCCNe0BaHMe NeKapCTBEHHOIO CPpeacTBa, KOTo-
poe OCYLLECTBAAETCA NOC/IE er0 PErMcTpaLUmM 1 NOCTYNJIEHMA Ha PbIHOK, C LLe/ibio NOATBEPXKAEHMA Tepa-
nesTUYECKON 3dDEKTUBHOCTU, CTpaTerMm ero AanbHenwero UCNoib30BaHUsA, a TaKKe ANA NoayyYeHun
A0NOIHUTENbHON MHGOPMALIMM O CNEKTPe M YacToTe NOOBOYHbIX AENCTBMIA U B3aMMOAENCTBMN Uccieay-
€MOro 1eKapCTBEHHOro CpeAcTBa C APYrMMU NeKapCTBEHHbIMU CPeACTBaMU;

mpemos ¢a3a KAUHUYECKo20 Uccae008aHUA — UCCNeaoBaHNe, NPoBOANMMOE Ha 6onbWKX rpynnax
nauMeHToB Pas3/IMYHOro BO3pacTa, C Pa3/IMYHON COMYTCTBYIOLLEN NATONOIMEN, B LENAX U3y4eHUs Bcex
acreKToB /leYeHus, BKIOUYaA OLLEeHKY MoKa3aTeNa pUCK: Nosb3a.

CoKpalueHus

BU — 6powtopa nccnegosatens

U — rnaBHbI UccnemoBaTesb

UK — nccnenoBaTeNbCKuUit KONJIEKTUB

UMH — n3genve meanUMHCKOro HasHa4eHuA

UM — nccnegyemolin npenapat

UPK — nHaueunayanbHaa pernctpaymMoHHan KapTa

UC — nHdopmmnpoBaHHoe cornacue

Sl |+e oo o

KW — knnHunueckoe nccnegosaHue

KKM — koopanHaTop KAMHUYECKOro UccneaoBaHmA
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j. | JIKB3a — noKanbHaa Komuccus no sonpocam 6MoaTnkM TOO «LleHTp remaTonorMmn»

k. | M3 PK — MuHuctepctso 3apaBooxpaHeHuns Pecnybankm KasaxcraH

|. | HA — HeXXenaTenbHoOE ABNEHMUE

m.| O[, — OCHOBHblE AOKYMEHTbI

n.| PK—Pecnybnuka KasaxcraH

0. | CHP — cepbe3Han HexenatesbHaA peakuma

p. | CHA — cepbe3sHoe HexenatenbHoOe ABAEHME

g. | COM (SOP)- ctaHgapTHas onepaLlMoHHasa npoueaypa

r. | TOO — TOBapMLLECTBO C OFPAHNYEHHOM OTBETCTBEHHOCTBIO

s. | LleHTp — TOO «UeHTp rematonornm»

t. | KB — LeHTpanbHbIM KOMUTET NOo BUO3TUKE MUHUCTEPCTBA 34paoBoxpaHeHna Pecnybamkun KasaxcraH

u. | KP ACM — abbpeBuaTypa, Ucnosbayemas npm NPUCBOEHUN HoMepa HOPMATUBHO- NPABOBbIX akToB PK
(kasaxckuit A3bIK)

v. | CRO — contract research organization (aHrMMCKMIA A3bIK), KOHTPAKTHAA UCCeA0BaTe/IbCKaA OpraHM3a-
umA

w.| GCP — good clinical practice (aHrMNCKNI A3bIK) — HaaNeXKalWan KAMHMYECKas NPAKTMKa

X. | ICH-GCP — International Conference on Harmonisation (aHrnMMcKKIA A3bIK), MmexayHapoaHas KoHde-
peHumAa no rapmoHmsaumnm GCP

y. | CIOMS — Council for international organizations of medical sciences (aHrnuinckunii a3bik), CoBeT mexKay-
HapPOAHbIX OPraHM3aunin MeanLMHCKUX HayK

z. | EMEA - European Medicines Agency (EMA) (aHrMACKINIA A3bIK), areHTCTBO NO OLEHKE /IeKapPCTBEHHbIX
npenapaToB Ha UX COOTBETCTBUE TPeboBaHUAM, U3/10XKEHHbIM B EBponelickoit ®apmakonee

aal FDA - Food and Drug Administration (aHraniickui A3biK), YnpaBieHMe No CAaHUTapHOMY HaZ30pYy 3a Ka-
YecTBOM MULLEBbIX NPOAYKTOB U MeanKameHToB CLUA (CoegnHeHHble WTaTbl AMepuKun)

bb| UNESCO - United Nations Educational, Scientific and Cultural Organization (aHraunickuit A3biK), cneyma-
NM3MpoBaHHoOe yuperkaeHne OpraHusaumm ObbvegMHEHHbIX Haumii no Bonpocam 06pa3oBaHus, HayKu
W KYNbTypbl.

cc| WHO — World Health Organization (aHrauniickui asbik), BcemmpHas opraHusauma 34paBooXpaHeHuUn

Ne MopAaAoK BbINONAHEHUA
1. Mpoueaypa NPUHATUA peLueHUA O NPUBeYEHUN He3aBMCUMbIX KOHCY/IbTaHTOB B paboTy JIoKanbHoIM
3THUYECKOoi Komuccum no Bonpocam 61Moatnuku TOO «LieHTp remaTtonorum»

Mpepcepatens JIKBs nnun unenbl JIKBs moryT npmuenekatb B paboTty JIOKaNbHOM 3TUYECKOM KOMUCCUM
no Bonpocam 6noatnku TOO «LleHTp remaTonornmn» (JIK63) He3aBUCUMbIX KOHCY/IbTAHTOB — CNELMaINCTOB
B onpegeneHHon chepe, B Cayvasx, Koraa:

paccmaTpuBaeTca BOMPOC, NeXalmii 3a 061acTblo NpodeccroHabHOM KOMNETEHTHOCTU Y/IEHOB KO-
Mmuccuu;

BO3HMKAIOT pasHoraacua mexay yieHamm JIKba no sonpocam NAaHUMPYyeMoro Uam npoBOAMMOrO UC-
CnefoBaHMA ANA NONYYEHUA TPETHETO MHEHMUA.

2. Mpoueaypa Bbi6Opa HE3ABUCUMbIX KOHCY/IbTAHTOB

[na npuBneyeHMA HE3aBUCMMOFO KOHCYbTaHTa lMNpeacepatens v yneHbl JIKbs npoBoAAT € NOTEHLM-
a/IbHbIM KaHAMAATOM KBa/IMPUKALNOHHOE UHTEPBBLIO.

BblbOp HE33aBMCMMOrO KOHCY/IbTaHTa OCYLLECTBAAETCA NO KPUTEPUAM COOTBETCTBUA KBa/MUKaLMM
npegmMmeTy KOHCY/IbTUPOBAHWUA, KOMMNETEHTHOCTM, AOCTYMHOCTU U HE3AaBUCUMOCTU, OTCYTCTBUA KOHGAMKTA
WHTepecos.

MoTeHUMaNbHbIN KaHAMAAT NpeaocTasnneT B cekpetapuat JIKBs cnegyownin nakeT LOKYMEHTOB:

pesiome;

NoAnMcaHHOe corialeHne 06 okasaHMM NPodeccMoHaNnbHbIX YCAYr (LorosBop 06 oKkasaHum ycayr);

noAnucaHHoe cornaweHune o KoHouaeHuUManbHocTU/ KOHGANKTE MHTEPECoB..

Mocne npoueaypbl cornacosaHuaA MNpeacepatens JIKEs yTBeprkaaeT KaHAUAATa B KAYECTBE IKCMepTa,
1 BbIbop opopmMaAETCA NPOTOKOIbHBIM PELLEHUEM.

CekpeTapb JIKBs dopmunpyeT nakeT LOKYMEHTOB Ha KaXKA0ro He3aBUCMMOTrO KOHCY/IbTaHTa.

3. Mpouepypa npeAoOCTaBNAEHUA YCAYT CO CTOPOHbI HE3aBMCUMOTrO KOHCY/IbTaHTa
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CekpeTapb JIKb3, no cornacoBaHuto ¢ MNpeacenatenem, npeaocTaBaseT Heobxoanmble AOKYMEHTbI
COOTBETCTBYIOLLEMY HE3ABUCUMOMY KOHCYNbTAHTY A1 OLLEHKM.

He3aBUCMMbI KOHCY/IbTAHT 3aMNONHAET OTYET NO pe3ynbTaTam NPOBEeAEHHOM OLLEHKN Ha paccMmoTpe-
Hue JIKb3 K yKazaHHOMY BpeMeHMU.

He3aBUCUMbI KOHCY/IbTAHT MOXKET NPUHUMATbL Y4acTUe B 3acesaHnm, NPeACTaBAATb OTYET U YHACTBO-
BaTb B ANCKYyCCUM Be3 npaBa ronocoBaHuA.

OT4YeT HE3AaBUCUMOTO KOHCYbTaHTa XPaHUTCA B daiie COOTBETCTBYHOLWENO UCCNEA0BAHMA.

4, Mpoueaypa npekpaw,eHNA KOHCYNIbTUPOBaAHUA

MpeKpaleHMe KOHCYNbTAUMOHHbBIX YCAYr MOXET ObiTb MHULMMPOBAHO KaK CaMUM He3aBUCUMbIM
KOHCY/IbTaHTOM, TaK U JIKBa. Mpu npekpalleHnn oKaszaHUA KOHCYAbTaLNOHHbIX ycayr Cekpetapb J/IKB3 oT-
BEYaeT 3a To, YTOObI BCA AOKYMEHTAUMSA MO KOHCY/IbTUPYEMbIM Aenam bbla U3baTa y He3aBUCUMOTO KOH-
CY/NIbTAHTA, @ NONYYEHHbIE OT HEero OTYeTbl - HanpasaeHbl B apxus JIKba.

dopmupoBaHue 6a3bl He3aBUCUMbIX KOHCY/IbTaHTOB
CekpeTapb /IKB3 AonxeH co3aaTh 6a3y AaHHbIX KOHCY/IbTAHTOB M 061aCTM UX Cneunanmnsayuu.

PernameHTupylowme AOKYMEHTbI

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

2. [Mpwukas MuHuUcTpa 3apaBooxpaHeHua Pecnybamkm KasaxctaH ot 11 gekabpa 2020 roga Ne KP ACM-
248/2020 «O6 yTBEPXKAEHUN NPaBUA NPOBEAEHUA KAMHUYECKUX UCCIef0BaHNI NeKapCTBEHHbIX CPeACcTB U Mean-
LMHCKUX U3AENUIN, KANHUKO-NAb0PaTOPHbIX MUCMbITaHWUI MeAULMHCKUX U3LEeNNN ANA ANATHOCTUKKU BHE KMBOTO
opraHusma (in vitro) n TpeboBaHMA K KNMHMYECKMM Ba3am M OKa3aHWA rocyaapcTBEHHOM ycayrm Bolgada paspe-
LUEHWNA Ha NPOBEAEHMNE KIMHUYECKOTO UCCAEA0BaHMA U (MAKN) UCMbITaHUA GapMaKONOTMHYECKUX U IEKAPCTBEHHbIX
CpeacTB, MeANUNHCKUX n3genmiy. Ceblika

3. Mpwukas MuHUcTpa 34paBooxpaHeHusa Pecnybankmn KasaxctaH oT 4 anpens 2022 roga Ne KP ACM- 35
BapernctpupoBaH B MuHuctepctae toctuummn Pecnybamkm Kasaxcran 12 anpensa 2022 roga Ne 27526 o BHeceHUM
M3MEHEHUW N JONONHEHUI B NpuKas MuHUCTpa 34paBooxpaHeHna Pecnybankm KasaxctaH ot 11 gekabpsa 2020
roga Ne KP 1CM-248/2020 «06 yTBepXAeHMM NPaBua NPOBEAEHUA KNMHNYECKMX UCCNEA0BaHNIN IeKapPCTBEHHbIX
CpeacTs U MegULMHCKUX U3LENNIN, KIMHUKO-NabopaTOPHbIX MCMbITAaHUI MeAULIMHCKUX U34ENNI ANA ANATHOCTUKK
BHE »KMBOTO opraHmama (in vitro) u TpeboBaHMA K KIMHUYECKMM Ha3am M OKa3aHWA rocyAapCcTBEHHOM ycayru Boi-
laya paspelleHns Ha NpoBeAeHME KANHUYECKOTO NcCaefoBaHuA U (MAK) UcnbiTaHUA GapMaKoONOTMUYecKUxX u ne-
KapCTBEHHbIX CPEACTB, MEANLMHCKUX n3aenmniiy. Ccbliika

4. TMpuKas MuUHUCTpa 34paBooxpaHeHnsa Pecnybamku KasaxctaH ot 21 aekabpa 2020 roga Ne KP ACM-
310/2020 «O6 yTBEpKAEHUN NPaBUA NPoBeaeHNA BUOMEANLMHCKMX UCCe0BaHUI 1 TpeboBaHMI K uccnenosa-
TeNbCKMM LeHTpam». CcblsiKka

5. Mpwukas MuHUCTpa 3gpaBooxpaHeHns Pecnybamkm KasaxctaH oT 4 Hosbpa 2020 roga Ne KP ACM-
181/2020 «06 yTBEpKAEHUM NPABUA OCYLLECTBAEHMSA B pamKax GapmMaLeBTUUECKOM MHCNEKLMM OLLEHKN MaTepu-
QNOB M COOTBETCTBMA YC/I0BUI MPOBEAEHMA AOKNMHUYECKMX (HEKAMHUYECKUX) UCCNensoBaHUI TpeboBaHUAM
HaznexKawei nabopatopHoi npakTMkK (GLP) Pecnybamnku KasaxcraH u (unum) EBpasnitckoro sSKOoHOMUYECKOro co-
to3a». CcblaiKka

6. Mpukas MuHUCTpa 3apaBooxpaHeHus Pecnybanku KasaxctaH ot 23 okTabpa 2020 roga Ne KP ACM-
151/2020 «O6 yTBepKaeHum MonoxeHna no LleHTpanbHO KoMmuUccumn no 6nostuke». Ccblika

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

8. MMpwuKas n.0. MuHUcTpa 3apaBooxpaHeHns Pecnybankm KasaxctaH ot 4 ¢espana 2021 roga Ne KP ACM-
15. 3apeructpmpoBaH B MuHuctepcTee ocTuumnmn Pecnybamkmn Kasaxctan 9 despana 2021 roga Ne 2216 «O6 yTeep-
MKAEHUW Hagnerawmx GapmaueBTMYecKMX NPaKTUK». Ceblaka

9. Mpwukas MuHUcTpa 3gpaBooxpaHeHns Pecnybamnkm KasaxctaH ot 21 gekabps 2020 roga Ne KP ACM-
304/2020. 3apeructpuposaH B MunHuctepcTtse toctuummn Pecnybankn KasaxcraH 22 aekabpsa 2020 roga Ne 21848
«O6 yTBEPKAEHUWN MOJIONKEHUN O KNMHUYECKOW DBase, KAMHWUKe opraHM3auum obpasoBaHusa B 061acTu 34paBo-
OXpaHEeHWsA, YHUBEPCUTETCKOM BonbHULE, 6a3e pe3naeHTypbl, MUHTEFPUPOBAHHOM aKaAEMUYECKOM MEANLNHCKOM
LeHTpe u TpeboBaHWUI, NpeabaBAAeMbIX K HUM». CcblKa

10. Mpukas MuHucTpa 3apaBooxpaHeHua Pecnybanku KasaxctaH oT 21 aekabpsa 2020 roga Ne KP OCM-
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299/2020 «O6 yTBEpKAEHMM NPaBUA akkpeauTaumm B 061actu 3apaBooxpaHeHna». Ceblaika
11. Cranpgapt 1SO14155:2014Ne «KnuHuyeckme uccnepoBaHua. Hagnexkawaa KAMHUYECKana NpaKTUKa».
Ccblnika

12. PekomeHgauus Konnernn EBpasuniickoit skoHommnueckom kommccum ot 17 ntona 2018 roga Ne 11 «O Py-
KOBOACTBE MO 0OLWMM BONPOCAM KANHUYECKUX MCCAea0BaHMI». CCblKa

13. PeweHune CoBeTa EBpa3minckolt sSKoOoHOMMYECKOM Komnccum oT 3 Hosbpsa 2016 roga Ne 79 «O6 yTeepxae-
HUKM MpaBun Hagaexalwen KAMHMYECKON NPaKTUKKM EBPAa3MMCKOro 3KOHOMUYECKOro coto3a». CcbliiKa

14. PekomeHpgauus Konnermn EBpasmMMCcKOM IKOHOMUYECKON Kommuccum oT 3 Hoabpa 2020 roga Ne 19 «O
PyKOBOACTBE MO MPUMEHEHWUIO NPUHLMNOB BUOCTATUCTUKM B KIMHUYECKUX MCCNEA0BAHUAX NEKAPCTBEHHbIX Npe-
napatos». CcbliKa

15. PekomeHpgaums Konnermm EBpasmniicko sKoHOMMYECKOM Kommnccum oT 27 oktabpa 2020 roga Ne 18 «O
PykoBOACTBE MO MCCeA0BaHUIO papMaKoaorMyeckolr 6e30nacHOCTU 1eKAPCTBEHHbIX NPENAPATOB ANA MeAULMH-
CKOro NPUMEHEHUA».

16. PeweHune CoBeTa EBpasmMinckoin 3KOHOMUYECKOM KoMmUccuM OT 3 HosbpAa 2016 roga Ne 85 «O6 yTBepae-
Huwn MpaBua NpoBeAeHUs UCCNef0BaHUI BMO3IKBUBANEHTHOCTM NEKAPCTBEHHbIX NpenapaToB B pamKax EBpasuii-
CKOro 3KOHOMMYeCKoro coto3a». CebiiKa

17. XenbCWHCKas geknapauma BcemmpHoin meanumHCKoM accoumnaumm, nioHb 1964 (nocneagHas pegakumna 9
nionsa 2018 ropa). Ceblaika

18. CtaHAapTbl M onepaLMOHHbIe PYKOBOACTBA MO 3TUYECKOM 3KCNEPTM3E UCCAeA0BaHUIA B 34paBOOXpaHe-
HWUK C y4acTMeMm Noael, BcemupHasa opraHnsaums 3gpaBooxpaHeHus (2011); u apyrve mexayHapoaHble Aekna-
paLyMM 1 pyKoBOACTBa B 061acTu aTUKK nccnegosanmii (WHO, ICH-GCP, UNESCO, CIOMS, CE).

19. MonoxeHue 0 N0KaNbHOM KOMMUCCUM MO BoNpocam 6MoaTuKK (aanee- JIKbs nnu Komuceuna) TOO «LieHTp
rematonoruny», yreepxaeHHoe npukasom Nel-02-44 ot 31 uioHAa 2023 roaa

20. MpaBuaa NpoBeAeHUs KANMHUYECKMX U HAy4dHbIX uccnegosaHuin B8 TOO «LleHTp remaTosiorMm», yteep-
MAEeHHble npukasom Nel-02-47 ot 31 uioHa 2023 ropa r.
21. [JoMKHOCTHblE MHCTPYKUMM JTOKaNbHOM Kommccum no Bonpocam 61Moatnkm TOO «LleHTp rematonornm»
o1 31 nioHa 2023 roaa.
22. [pyrue HopmaTUBHbIMW NPABOBbIMK akTamn Pecnybamkmn KasaxctaH B 06/1acTu peryanpoBaHma KAUHU-
MeCKUX uccnenoBaHum.

CBA3aHHble AOKYMEHTbI

Ne ™n Ha3BaHue

Uccnep-3-2 con CoxpaHeHue KoHpuaeHumManbHocTH B pabote JIKB3

CnUCOK U3MeHeHUM

Ne pep Jata Ne npukasa MepeyeHb M3MeHeHUH

N3meHeHne popmbl COMM, BHECEHNE KOPPEKTUPOBOK B TEPMUHOIONMIO Ha
OCHOBaHMM n3meHeHuin/aononHeHnn 8 HMNA PK, BHeceHne KoppeKkTupo-
BOK MO TEKCTY
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