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YCTaHOBUTb NOPALOK MOBTOPHOW 3KCMEPTU3bI NaKeTa AOKYMEHTOB nccnenoBaHua JIoKanbHOM KOMUCCUM MO
Bonpocam 6noatmke TOO «LleHTp remaTonornm»

OTBEeTCTBEHHOCTb

UYneHbl JIokanbHOI Komuccumn no sonpocam 6moatnkmn TOO «LeHTp rematonornn» (JIK63), unm HesaBucMMble
KOHCY/IbTAHTbI, HECYT OTBETCTBEHHOCTb B TLLATE/IbHOM PAaCCMOTPEHUN AOKYMEHTOB (MPOTOKON UCCeA0BaHMA U
Ap.), 3anonHeHUn Gopmbl OLLEHKN U MHOOPMUPOBAHMKN O CBOEM PELLEHUN, HADNIOAEHUAX U KOMMEHTApPUAX B
YCTaHOBJ/IEHHbIE CPOKM.

MNpeaceaarenn JIKB3 HeceT OTBETCTBEHHOCTb 33 NPUHATME pPELUeHWA NO pe3y/bTaTaM MOBTOPHOM 3KCNepTm3bl
NKBa.

Cekpetapb JIKb3 HeceT OTBETCTBEHHOCTb 3a MNOAyYeHUe, MPOBEPKY U yNpaBAeHUE NAaKeTOM AOKYMEHTOB B d/1€K-
TPOHHOM M BymaxkHOU dopmax.

CoaeprkaHue Crp.
TepmuHbl N onpegeneHma 1-4
CokpaleHua 4-5
MNopAafokK BbINOAHEHUA 5-6
MpunoxeHue 1 7
PernameHTupytowme 4OKYMEHTbI 7-8
CBAA3aHHbIe AOKYMEHTbI 9
CnunCcoK n3meHeHui 9
CnnCOK 03HAKOMJIEHUA C LOKYMEHTOM 10
Ne TepmuHbI M onpeageneHusn

a. | buonornyeckaa sKBUBANEHTHOCTb (/J,anee - 6MO3KBMBaﬂeHTHOCTb) — OTCYyTCTBME 3HAYUMDbIX pa3nw4m‘/’|
MO CKOPOCTU U CTeneHn, C KoTopbiMn AeﬁCTByPOU.Lee BeLWecCcTBO NN aKTUBHAA YaCTb MOJIEKY1bl ,EI,EVICTBV-
rowero sewiecrtsa d)apMaLl,eBTM‘-IECKMX 9KBMUBAJNIEHTOB NN d)apMaLl,eBTVI‘-IECKMX a/IbTEPHATUB CTAHOBATCA
AOOCTYNHbIMMN B MeCTe CBOero ,CI,EVICTBMH npu eseaeHnn B OLI,VIHaKOBOVI MOﬂHpHOVI Ao03e B CXOXUX ycno-
BUAX B UCCnegoBaHnun C Hagnexawmm AMBal\;IHOM

a. | bpowtopa uccneposarens - CBOAHOE U3N0XKeHUE pPe3ysibTaTOB KJIMHMYECKOro U AOKINHUYECKOro (He-
KﬂVIHMLIeCKOFO) n3yyeHnAa nccnegyemoro npenapara, 3Ha4mmbixX anAa ero uccnegoBaHnAa Ha vyesioseke.

b. | FTocyaapcTBeHHaA 3KcnepTHaA opraHM3auua B chepe obpalieHMA NeKapcTBEHHbIX CPEACTB U meau-
LMHCKUX u3pennii (anee — sKCnepTHan opraHmn3auma) — cybbekT rocyaapcTBeHHOM MOHOMNOANK, OCy-
LLEeCTBAAIOLWNIN NPON3BOACTBEHHO-X03ANCTBEHHYIO AeATeNbHOCTb B 06/1aCTN 34paBOOXpaHeHUs no obec-
neyeHuto 6€30MacHOCTH, 3GHPEKTUBHOCTM M KAYECTBA JIEKAPCTBEHHbIX CPEACTB U MeAULIMHCKUX U3LeNNNA.
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Owu3saiiH uccnepgoBaHua - obWMiIN NaaH UccaenoBaHKUA, onMcaHMe cnocoba npoBeaeHUsA UCCNed0BaHUA B
3aBUCUMOCTU OT 0THOopa 1 GOPMUPOBAHMA FPYNN CyOEKTOB UCCNEA0BAHUA, MAaCKMPOBAHUA AAHHbIX.

JoroBop - 4aTUpOBaHHOE U NOANUCAHHOE COornalleHne mexay AByma uan 6osiee CTOpoHamm, KOTopoe
yCTaHaB/IMBAET AOrOBOPEHHOCTH, Kacatolmeca pacnpeaeneHma obvema paboT n oba3aHHOCTEN NpW Npo-
BeZleHUN UCCNe0BaHuMA, a TaKXe, Npu HeobxoAMMOoCTH, PUHAHCOBLIX Bonpocos. OCHOBOW A0roBopa A0N-
YKEH CNYXKUTb NPOTOKOA UCCNea0BaHUA.

UHAaMBMAyanbHaa perucTpaumMoHHan KapTa - AOKYMEHT Ha ByMarKHOM, 3/IEKTPOHHOM WJIN OMNTUYECKOM
HocuTene, NpeAHa3Ha4YeHHbIN A8 BHECEHUA BCEN NPeayCMOTPEHHON NPOTOKO/IOM M Noasexallei nepe-
Aade cnoHcopy MHGOPMALUM MO KaxKAOMY CyOBbEKTY nccnenoBaHua.

MHTepBeHUMOHHOE UcCcnea0BaHUe — UCCNed0BaHMe C yYacTMeM YeloBeKa B KayecTse cybbekTa uccne-
[0BaHUA, NPN KOTOPOM Bpay-uccaenoBaTe/ib Ha OCHOBaHUMU MPOTOKONA MHTEPBEHLMOHHOIO KANHKUYe-
CKOro MccneaoBaHuA, COOTBETCTBYIOLLErO NOPAAKY MPOBeAeHUA KANHUYECKUX MCCNea0BaHU, Ha3Ha-
yaeT cybbeKkTam nccneaoBaHmsa cneumanbHoe BMeLaTebCcTeo.

MHudopmuposaHHOe cornacme - npoueaypa 406P0OBO/IbHOrO NOATBEPKAEHUA CYyObEKTOM UCCAeA0BaHMA
MW €ro 3aKOHHbIM MpeAcTaBUTeIeM COrlacuaA Ha y4acTue B KOHKPETHOM UCCaeA0BaHMM Nocae nosy4ve-
HUA MHbOPMaLMM 060 BCEX 3HAUMMbIX A1A NPUHATUA UM PeLeHNa acnekTax nccnegosaHuns. MHbopmu-
poBaHHOE NMCbMeHHOe cornacue obopmaseTcsa No Gpopme, yTBEPKAEHHON YNONHOMOYEHHbIM OPraHoOM.

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

UccnepoBaTtenb - pnsMyeckoe ML, OTBEYaloLee 33 NPOBEAEHNE KNIMHUYECKOTO UCCeA0BaHUA Ha KAN-
HMyecknx 6asax 8 TOO «LleHTp remaToNnormm», YNeH NCCNefoBaTeIbCKoro KOANeKTUBaA.

B cnyyae npoBefeHUA UCCNeLOBaHWA Ha KAMHMYECKoM 6ase rpynnoii uccieposaTenei, onpenensercs
rnaBHbIA Uccef0BaTeNb - PYKOBOAMTEIb UCCAEA0BATEIbCKOrO KONNEKTUBA. [NaBHbIM UcCneaoBaTe b Bbl-
6upaeTca y4acTHMKaMu MNpoeKTHOro odurca No KAMHUYECKUM M YTBEPKAAETCA reHepasibHbIM ANPEKTOPOM
TOO «LUeHTp rematonornn». NMpuKas o HasHaYeHUMN YYaCTHUKOB UCCAEA0BATENbCKOrO KONNEKTUBA (Mccne-
[oBaTteniei) yTBepKaaeTca AMpeKktopamum puananos n nogpasgeneHuns TOO «LleHTp rematonornm»

Uccnepyembiit npenapar - 1eKapcTBeHHas ¢opmMa akTMBHOIO BelecTBa MK niauebo, nsyyaemas uam uc-
no/sib3yemas AN KOHTPOAA B KAMHWYECKOM UCCAeL0BaHWW, B TOM YMC/e 3aperncTpMpoBaHHbIN fekap-
CTBEHHbI Npenapar B C/lyyae, eciun cnocob ero NPUMeHeHUA OT/IMYAETCA OT YTBEPIKAEHHOTO, a TaKKe Npu
€ro UCNo/1b30BaHMM MO HOBOMY MOKa3aHUIO 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), @ TaKKe Ha YPOBHE MeOMULMHCKOM OpraHM3aumm, B
COCTaB KOTOPOro BXOAAT CMELMANNUCTLI B 061aCTV 34paBOOXPAHEHUS, HAYKK, NPeACTaBuTeNM 0bLecTBEH-
HbIX OpraHM3aLMii, OCyLLECTBAAIOLWMI 3aWmUTy Npas, 6e3onacHocTM 1 6arononyyma cybbekToB Mccneno-
BaHMA U UCCNe0BaTeNEN, @ TaKKe STUYECKYIO U HPAaBCTBEHHO-MPABOBYIO OLEHKY MaTepuasioB KAMHUYe-
CKOTrOo UccnefoBaHuUA.

JNlokanbHaA Komuccua no sonpocam 6MoaTuKM (JIKB3) TOO «LLeHTp remaTonorum» - He3aBUCUMbIN OpraH,
OCYLLECTBAAOWMI 3aWwmTy npas 6e3onacHocTM M 6aaronosyuns NaLMeHTOB, UCbITYEMBbIX, 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 uccnepgoBaHume - nccnegoBaHue ¢ yd4acCtnem 4enoBeKa B KadecTtese CY6'beKTa, nposoammoe
ANna BblABNEHUA NN NoATBepPXKAOEHUNA 6e3onacHOCTU U 3¢¢EKTMBHOCTM cpeacrts, MeToaoB n TeXHOM0rMM
I'IpO(I)MﬂaKTVIKM, ANArHOCTUKKN N neYvyeHnAa 3aboneBaHuUM.

KoHTpaKTHasa uccnepoBaTenbckana opraHusauma (CRO, Contract research organization) — ¢usmnyeckoe
nnuo/opraHnsaumsa, BbINOJHAOLWEE B paMKax AOr0OBOpPa CO CMOHCOPOM O4HY uaun 6onee U3 ero GyHKLMNMA,
CBA3aHHbIX C NpOBeAeHMEM KAUHMYECKOro UCCef0BaHUA.

KoHpMaeHUManbHOCTb - COXpaHeHWe BTallHE OT HEYNOJIHOMOYEHHbIX AL, MHOOPMALMK, NpUHAANENKaA-
Len crnoHcopy, A nHbopmaumm, No3BoaAoWEeN MAEHTUGULUMPOBATL CybbeKkTa uccnenoBaHua. Matepu-
anbl, cogeprkalme cBefeHUs orpaHNYeHHOro PacnpPoCcTpaHeHus.

JlekapcTBeHHOeE CpeacTBO — CPEACTBO, NpeacTasastollee coboi am cogepskallee BelLecTso M60 Kom-
6MHaLUMIO BELECTB, BCTYNalolllee B KOHTAKT C OpraHM3MOM YefioBeKa, npeaHasHayeHHoe A1A AedYeHus,
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npodunNakTnkM 3aboneBaHnin YenoBeKa NN BOCCTAHOBAEHUA, KOPPEKLMUN UAN U3MEHEHMUA ero PUsmo-
nornyecknx OGyHKUMIA nocpencTBOM GpapmMaKoaorMyeckoro, MMMyHOA0OMMYeckoro anb6o metabonunue-
CKOro BO34elCTBUSA, U AN AMarHOCTUKM 3ab0oneBaHnM N COCTOAHUA YeNoBeKa.

MaTtepuanbl UcCneaoBaHUA — KOMIMNEKT AOKYMEHTOB, NPeACTaBASEMbl CHOHCOPOM K/IMHUYECKUX Ucce-
AOBaHWNI Ha KANMHMYECKYto Ba3y, KOTOPbIN BK/IOYAET paspelleHme YynoJIHOMOYEHHOro opraHa B obaactm
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/IeA0BaHMA; OpOoLLIOPY UcC/ie0BaTeNA; MOACHAOWME JOKYMEHTbI
OTHOCUTENbHO 0COBEeHHOCTEN NPUMEHEHUA HOBbIX MEeAULIMHCKMX TEXHOOTUIA (B CayYae UX NPUMEHEeHUs)
M MHble AOKYMEHTbI, a TaK¥Ke MNPOEKT A0roBopa KAMHUYECKOTO UCCed0BaHNsA

MepauuMHCKanA KapTa — MeaULMHCKUI OKYMEHT, B KOTOPOM JIe4aLMMKN Bpavyamm BeAETCA 3aNnCb UCTO-
pun 6onesHu (cTaumMoHapHas nam ambynaTtopHas) naumMeHTa U Ha3HAYaeMoro eMmy JIieYeHUs B 3/1EKTPOH-
HOM Unu bymarkHoi dopme.

MHoroueHTpoBOE KIMHUYECKOe UccnefoBaHune - KIMHMYeCKoe nccnegosaHue, NposBoaumoe no e JuHoOMy
NPOTOKONY 6onee yem B OAHOM UCCenoBaTe/IbCKOM LLEHTPE W, b6onee uem O4AHUM UccnenoBaTesiem.

MOHUTOP KAMHUYECKOro uccneaoBaHua — ¢M3M‘-IECKOE 1Muo, HadHa4Yyaemoe CNoHCoOpoOm nnun KOHTpaKTHOVI
MCCﬂeﬂ,OBaTEHbCKOVI opraHmsaumeﬁ, KOTOpoe pa6OT36T COBMECTHO C nccnegosatenem-KkoopanMHaTopom
nan KOOpANHALMOHHBIM KOMUTETOM U KOHTPOJIMPYET NpoBegeHNeE KAIMHNUYECKOIo nccneanosaHnAa B COOT-
BETCTBUU C NPOTOKOJIOM, OLLEHNBAET CTENEHDb €ro BbiNO/IHEHNA, OKa3blBaeT CO,CI,EIZCTBME nccnenoBaTtento B
aHanuni3e, HTepnpeTaunm n sKCTpanonaunmn gaHHbIX.

MOHUTOPUHT - Npoueaypa KOHTPOA BbINOHEHNA 6MOM€AMLI,MHCKOI'O nccnengoBaHUA U obecnevyeHus ero
nposeaeHnA, c6opa AaHHbIX N NpeacTtaBNeHNA PE3YNbTATOB UCCNENOBAHNA COMNMAacHO NPOTOKOANY, N1aHy,
nporpamme, CTaH4apTHbIM onepauoHHbIM npoueagypam, Hap,nemau.l,eﬁ KIMHUYECKOM NpakKTuKe.

Haanexkawas KAMHUYecKasn npakTuka (Good Clinical Practice — GCP) - cTaH4apT NAaHMPOBAHUSA, OpraHu-
3aLMK, NPOBEAEHUA, MOHUTOPWHIA, ayauTa, AOKYMEHTUPOBAHMA KNMHUYECKUX UCCNef0BaHMI, a TaKKe
aHaNM3a M NpPeACTaBAeHUA UX PE3yNbTaToB, CAYXKaLMA rapaHTMe AOCTOBEPHOCTM U TOYHOCTM NOYYEH-
HbIX A@HHbIX M NPEeACTaBAEeHHbIX Pe3yAbTaToB, a TaKKe obecneymBaloLWMi 3aWNUTY NPaB, 340P0BbA U KOH-
dUAEHUMANBbHOCTU CYObEKTOB MCCNEA0BaHMA.

He6naronpuatHoe cobbiTe — nto6as HEMCNPABHOCTb U (MAK) yXyALWEHNE XapaKTEPUCTUK UM HapyLue-
HUe GYHKLMOHMPOBAHUA MeANLMHCKOro U34enna, AN HefoCTaTOYHOCTb IGO0 HEKOPPEKTHOCTb CONpPO-
BOAUTENbHOW MHbOPMALMK (LOKYMEHTALMKN) HA MeAULMHCKOE U3aenme, NnoboyHble AeNCTBUA AN He-
enatenbHas peaKkums, He yKasaHHble B MHCTPYKLMKU NO NPUMEHEHUIO UM PYKOBOACTBE MO 3KCMNayaTa-
LMN, KOTOPbIE NPSMO UM KOCBEHHO NPUBEN, UAN MOFIU NPUBECTU K CMEPTU MU CEPbE3HOMY yXyaLle-
HUIO COCTOAAHWUA 34,0POBbA NOIb30BaTENEN NN TPETbUX UL,

HekenatenbHoe siBNAeHUe — 1toboe HebAaronpuATHOE U3MeHeHMe B COCTOAHUN 340P0BbA NaLUEHTa UK
CyObEeKTA KIMHNYECKOTO Ucc/ef0BaHnsA (MCNbITaHWA), KOTOPOMY Ha3HaAvasIcA IEKAaPCTBEHHbIV (Mccneny-
eMblii) npenapar, He3aBUCUMO OT NPUUYNHHO-C/IEACTBEHHOM CBA3U C €r0 NPUMEHEHUEM.

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

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

aa|

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

bb

OCHOBHbIe AOKYMEHTbI — lOKYMEHTbI, KOTOPblE BMECTE U/W MO OTAE/IbHOCTU MO3BOJIAIOT OLEHUTb NpoBe-
[AEeHWe NCCef0BaHUA U KaYeCcTBO NOYYEHHbIX AaHHbIX. ITU LOKYMEHTbI C/y}KaT LOKa3aTe/IbCTBOM cob1to-
AEeHUs uccnegoBaTesieM, CNMOHCOPOM M MOHUTOPOM CTaHAAPTOB HaA/IeXKalel KAMHUYECKOM NPaKTUKK
(GCP) 1 HopmaTMBHbIX TPpe6OBaHMIA.

CC.

OTyeT 0 KNIMHUUYECKOM UCCNeg0BaHUM (UCNbITAaHUMN) - LOKYMEHT, COAEPKaLLMA ONMCaHNE KNMHUYECKOTO
nccneaoBaHUA TepaneBTUYecKoro, NPodUNaKTUYECKOro AN ANArHOCTUYECKOro CPeacTsa C yyactTnem
yenoBeKa B KayecTse cybbeKkTa, 06beanHsAOLLEE KAMHUYECKOE U CTaTUCTMUYECKOe OnucaHunsa, npeacras-
NeHne AaHHbIX U MX aHaNn3; oTaaneHHbIx 3G eKToB, BKAOUYaA HexKenarebHble peakuumn nccaegyemoro
NeKapCTBEHHOro CPeAcTBa, MeAULIMHCKOro nsaenus.
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dd| NepBuuHOI JOKYMeHTaLUA — BCA MHPOPMALMA, COAEPHKALLAACA B OPUTMHASIbHBIX MEAULIMHCKUX 3anmcax

M X 3aBEPEHHbIX KOMKUAX, ONUCbIBatOLWAs pe3yibTaTbl KAMHUYECKUX HabtoaeHu, obcnenoBaHuii n apy-
ro AeaTesibHOCTU, NO3BO/IAIOLLLAA BOCCO34aTb X0, KIMHNYECKOTo NCCNen0BaHUA N oUeHUTb ero. MNepsuy-
Hble JlaHHble COAepXKaTca B NePBUUYHON AOKYMEHTaLMM (MOAJMHHMKAX UK NX 3aBEPEHHbIX KONuUAX).

ee

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

ff.

MPOTOKON KANHUYECKOrO UCCNeA0BaHUA - JOKYMEHT, ONUCHIBAIOLLMIA LIeN, An3aitH, MeTOA0N0MUI0, CTa-
TUCTMYECKME acneKTbl MU OpraHM3aLmio ccieqoBaHuA.

88,

Cepbe3Hoe HeKenaTenbHOe ABJIeHUe U (Mn) cepbe3Han HeXKenaTtesibHaA peakuma - HexxenarteibHas pe-
aKUMA, KOTopasa NPUBOAMT K CMEPTH, NpeacTaBAfeT yrpo3y AAa XKU3HW, TpebyeT rocnutanusaumm naum-
€HTa UK ee NPOAJSIEHNS, NPUBOANT K CTOMKOMN INOO BblpaXKeHHOW HeTPYA0CNOCOOHOCTU NN NHBANNAHO-
CTW, K BPOXAEHHbIM aHOMaUAM UM NOPOKAM Pa3BUTUSA, TPpebyeT MeaULMHCKOro BMellaTenbCTBa Ans
npeAoTBpaLLEHNS PA3BUTMA NEPEUYNCIEHHbIX COCTOSTHUIM

hh

CMHONMNCUC NPOTOKONA - KPAaTKOE N3NOXKEHME NPOTOKONA KIMHNUYECKOTO UCCIef0BaHMUA.

CnOHCOP KAMHUYECKOro Ucceao0BaHua — G13MUECKOe UK IOPUANYECKOE INLLO, OTBEYaloLLEe 33 MHULME-
LMo, OpraHusaumio u obecnedeHne GUHaAHCMPOBAHUA KIMHNUYECKOTO UCCeA0BaHNA.

Ji-

CTaHaapTHble onepauuoHHbie npoueaypbl — NOAPO6HbIE MUCbMEHHbIE MHCTPYKLUMK, NpeaHa3HavyeH-
Hble AN AOCTUXKEHUA eanMHOo0bpasna Npu ocyLWecTBAEHUN ONpeaeneHHON AeaTeNbHOCTH.

kk|

Cy6beKT uccnegoBaHua - GMsMyeckoe NLO, yYacTByloWEee B KJAUMHUYECKOM MUCCNeL0BaHMM B COCTaBe
rpynmnbl, NO/yYaloLEN Uccaeayembli npenapat, MO0 B COCTaBe KOHTPOIbHOM rpynnbi.

YNoAHOMOUEHHbI OpraH B 061acTu 34paBooxpaHeHnss — MUHUCTEPCTBO 34paBOOXPaHeHus Pecnybankm
KasaxcTtaH.

da3a KNIMHUYECKOro uccnen0BaHUA:

nepeas ¢ha3a KAUHUYECKo20 UCCe008aHUA — NepBOe UCMbITaHUE eKapCTBEHHOMo CpeacTsa, Npo-
BOAMMOE Ha 340pO0BbIX A06POBONbLAX MAM MaUMeHTax, CTpaAaloWwmux COOTBETCTBYIOWMM 3abonesa-
HUEeM, Koraa BbICOKaAa TOKCUMYHOCTb UCC/ieAyeMoro npenapara AefaeT nposeaeHune uccaeaoBaHus y 340-
POBbIX AO06POBONbLLIEB HESTUUYHbBIM, B LLeNSIX YCTaHOBAEHUA NepeHocumMmocTu, 6e30nNacHOCTU, HainuusA Te-
paneBTUYECKOro AeicTeus, dpapmMmakoKMHETUYECKUX U papMaKoaNHAMUUYECKUX XapaKTEPUCTUK;

8mopasA ha3a KAUHUYECKO020 UCCAe008aHUA — UCCNeaoBaHMe C Le/blo OUeHKM 3bbeKTUBHOCTU U
KpaTKOCPOYHOM 6e30MacHOCTM UCCAeayeMOoro IeKapCcTBEHHOro CpeacTBa Y NaLUeHTOB C KOHKPETHbIM
3ab0/1eBaHMEM, @ TaK¥Ke A0Ka3aTeNbCTBO KAUHUYECKON 3PPEeKTUBHOCTM fIeKapCTBEHHOro cCpeacTsa U
onpeaeneHue TepaneBTMYECKOro YPOBHA A03MPOBaHMA NPU UCNbITAHUKU Ha rpynne NauneHTos;

Yemeepmas (ha3a KAUHUYECKO020 Uccaedo8aHuA — UccneaoBaHMe NeKapcTBEHHOro CpecTBa, KOTo-
poe OCYLLECTBAAETCA NOC/IE er0 PErMCTPaLUM U NOCTYNJIEHMA Ha PbIHOK, C LLe/ibio MOATBEPXKAEHMA Tepa-
nesTUYECKON 3dDEKTUBHOCTU, CTpaTerMm ero AanbHenwero UCNoib30BaHUsA, a TaKKe ANA NoayyYeHun
A0NOIHUTENbHON MHOOPMALIMM O CNEKTPE M YacToTe NOOOYHbIX A4ENCTBUIA U B3aMMOAENCTBMN Uccieay-
€MOro 1eKapCTBEHHOrO CPeACTBa C APYrMMU NEeKAPCTBEHHbIMU CPEACTBaAMU;

mpemos ¢a3a KAUHUYECKo20 Uccae008aHUA — UCCNeaoBaHNe, NPoBOANMMOE Ha 6onbWKX rpynnax
nauMeHToB Pas3/IMYHOro BO3pacTa, C Pa3/IMYHOMN 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 HasHa4vYeHuA

UM — nccnegyemolin npenapat

UPK — nHaueunayanbHaa pernctpaumMoHHan KapTa

UC — nHdopmmnpoBaHHoe cornacue

Slm|~e|alo o

KW — knnHunueckoe nccnegosaHue

KKM — koopanHaTop KAMHUYECKOro UccneaoBaHmA

—

JNIKB3 — nokanbHas Komuceua no Bonpocam 61Moatukn TOO «LleHTp rematonornm»

M3 PK — MuHKUcTepcTBO 34paBooxpaHeHmAa Pecnybankm KasaxcraH
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|. | HA — He)XenaTenbHoOE ABNEHMUE

m.| O, — OCHOBHblE AOKYMEHTbI

n.| PK—Pecnybnuka KasaxcraH

0.| CHP — cepbe3Han HexxenatesibHadA peakums

p. | CHA — cepbe3sHoe HexenatenbHOe ABNEHME

g. | COM (SOP)- ctaHgapTHas onepalMoHHasa npoueaypa

r. | TOO — TOBapMLLECTBO C OFPAHNYEHHOM OTBETCTBEHHOCTHHIO

s. | LleHTp — TOO «UeHTp rematonornum»

t. | KB — LeHTpanbHbIM KOMUTET No 6BUO3TUKE MUHUCTEPCTBA 34paoBoxpaHeHna Pecnybamkun KasaxcraH

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 (aHrMNCKNI A3bIK) — HaANeXKaLWan KAMHMYECKas NPAKTMKa

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

y. | CIOMS — Council for international organizations of medical sciences (aHrnuinckunii a3bik), CoBET mexKay-
HapPOAHbIX OPraHM3aunit MeaAnLMHCKUX HayK

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

aal FDA - Food and Drug Administration (aHraniickui A3biK), YnpaBieHMe No CaHUTapHOMY HaZ30py 3a Ka-
YecTBOM MULLEBbIX NPOAYKTOB U MeanKameHToB CLUA (CoeanHeHHble WTaTbl AMepuKu)

bb| UNESCO - United Nations Educational, Scientific and Cultural Organization (aHranickuit A3biK), cneyma-
NM3npoBaHHoe yuperkaeHne OpraHusaumm O6vegMHEHHbIX Haumii no Bonpocam 06pa3oBaHus, HayKu
W KYNbTypbl.

cc| WHO — World Health Organization (aHrauniickui a3bik), BcemmpHas opraHusauma 34paBooxXpaHeHuUn

MopAaAoK BbINONAHEHUA

MonyyeHne NOBTOPHOro NaKeTa 4OKYMEHTOB

Mpun Noay4yeHMM nakeTa 4OKYyMeHTOB cekpeTapb JIKbs Heob6xo4MMO NPOBEPUTL HaNUYne:

3aABJ/IEHME N0 BHECEHMIO KOPPEKTUPOBOK;

dopma 3aaBKM NO NEPBUYHOM SKCNEPTH3E;

NnepecMoOTPEHHbIN BapMaHT MPOTOKOJ1a U CBA3aHHbIE LOKYMEHTbI, TaKMe Kak MHPopMMpoBaHHOE corna-
cue, cbop AaHHbIX UM GOPMA OTYETOB O C/IyYasX, EXEAHEBHMK U T.4. BK/IOUYEHbI B NaKeT.

N3meHeHUn, caenaHHble B AOKYMEHTE, A0/IXKHbI ObITb NOAYEPKHYTbI AW BblAENEHbI.

Mocne npoBepKU NaketTa HeOH6XOAMMO NOCTaBUTb NOAMNUCHL U AaTy, NOATBEPKAAOLWME NOAYyYEHME Na-
KeTa.

dKcnepTM3a NepecMoTPEHHOro NakeTa AOKYMeHToB/ NpOoTOKoNa ucciaenoBaHua

[MpoTOKON 3acenaHmA paccMaTPMBAETCA B KaUeCcTBe PyKOBOACTBA NPU NPOBeAEHUM IKCNePTU3bI.

Mpeacenatens n cekpetapb JIKB3 npoBepAoT, BbINOAHEHbI in pekomeHgaummn JIKba, n nocne caenatb
OanbHenlWwme KOMMeHTapun Tam, rae HeobxogMmo.

MNocne nonyyeHUA NnoanNMCcKM aKCNepTa U NPOCTaBKM AaTbl, onoselaeTca cekpeTtapb JIKba.

3acepgaHue JIKb>

Cekpetapb JIKB3 nony4yaet otyeT 06 aKcnepTmse n nHpopmupyet npegcenatens JIKba.

Ecnun JIKBa paHee NpuHAA pelleHne paccCMOTPETb HOBYHO BEPCUIO, HEOBXOANMMO NPeaNnpPUHATL cneay-
olme waru:

yneH JIKb3s UAn He3aBUCUMbIN KOHCY/bTAHT, NePBOHaYaibHO AOKAaAbIBABLLMI 06 3KCnepTUse, npea-
CTaB/IAeT YCTHO MW MUCbMEHHO pe3toMe MO MJIaHy UCC/Ie0BaHNA U ero KOMMeHTapun ana yneHos JIKba.

npeacenatens JIKba Beget gMcKyccmio Mo nepecmoTpy NPOTOKOAa.

peKoMeHAaLMN N0 U3SMEHEHMIO NPOTOKOA, GOPMbI COrNacua U/ManM peKnamHbIX MaTepuanos no Tpe-
60BaHuAM JIKB3, 3aduKcMpoBaHHbIMM B NPOTOKOJIE 3aceaHmnA KaK «M3MeHeHuA, caenaHHble JIKBay, co-
06LLatoTCA UccnenoBaTento.

Mpepcepatens JIKBa npusbiBaeT ronocosBaTtb No NepecmoTpy Anbo:
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«0A06pUTb» - 0406pPUTHL UCCNenoBaHUE 6E3 USMEHEHNI
«0406pUTb C HEBONBLUMMKN U3MEHEHUAMMY - 0A006PUTL UCCNen0BaHME C USMEHEHMAMN GOPMbI corna-
cua, yteeprKaeHHble JIKba
«0406pUTb CO 3HAUUTENBbHBIMU U3MEHEHUAMMNY - TPEBOBATL M3MEHEHMA NO BOMNPOCAM YKa3aHHbIM Ha
nposeseHHOM 3acefaHnu, n NpeacTaBuTb Mpeaceaatento Nocae Noay4yeHUa M3MeHeHUNn
«He 006pPUTbY.
4. AokymeHTuposaHue peweHusa JIKba
CekpeTapb J/IKba opurnHanbl nakeTa AOKYMEHTOB MO NOBTOPHOM 3KCNEPTU3Ee BMECTE C 3aBEPLUEHHbIM
OTYETOM MO NOBTOPHOM 3KcnepTm3e, PopMoin oLeHKU N GOPMOI NO NEPBUYHON IKCNEPTU3E 3aABKKN pas-
MeLlLLaeTca B O4HOM nanke.
Cekpetapb JIKE3 roToBUT NMCbMO C 0406peHNEM NPOTOKO1a UCCNEA0BAHUA U BbICbIIAaeT AaHHOe
NMCbMO OCHOBHOMY Ucc/ieqoBaTento/ 3aaBuUTento.
5. UsBeweHue o peweHum JIKba

[na nakeTa LOKYMEHTOB/NPOTOKONOB MCCAeA0BaHMA, TPEBYIOWMX NoHOM aKkcnepTusbl JIKB3, onose-
LWeHne NpoM3BOAMTCA Cpasy Nocie NPOBEAEHHOWN 3KCNepTU3bl, HO He No3aHee cieaytowwero paboyero
AHA.

[na naketa AOKYMEHTOB/NPOTOKOMOB MCC/eA0BaHUA, PacCMOTPEHHbIX 4acTbio JIKB3, m3BeleHue
AONIKHO 6bITb Cpasy Moc/ie 3KCNepTU3bl, HO He no3aHee 5 (NATM) pabounx AHeln nocne NoaydyeHua uyne-
HaMW/HE3aBMCUMbIMU KOHCY/IbTAHTaMKW MOBTOPHO NPEACTaB/EHHOro NakeTa.

[na NpoOTOKONOB, pacCMOTPeHHbIX Npeaceaatenem J/IKb3, U3BeLLEHNE NPOBOAMUTCA Cpasy Nocae Kc-
nepTusbl, HO He no3gHee 5 (NATKU) pabounx gHel nocne nonydyeHusa npeacegatenem JIKb3 noBTopHOro
nakera.

MpunoxkeHue 1

dKcnepTU3a NOBTOPHOI 3aABKM
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MpoTtokon Ne 3amBka Ne: | L .« /T T
HavmeHoBaHMe npoToKona:
ObuLee YMCNO YHACTHUKOB: . NOBTOpHasn
. TpeTba
. yeTBepTan
®UO nccneposatens: TenedoH:
[aTta nepBMYHOM 3KCNEPTU3bI: [JaTa:
PeweHwue JIKba cornacHo npoTokoay 3acegaHuA . 0406peHo € HeBONMbILIMMMN U3MEHEHUAMMU AN pe-
KOMeHAaumamm
_, 3HauMTENbHbIE U3MEHEHMA WA PEKOMEHZALMN C
nocaeayroWwmMm paccCMoTpeHneMm
MHeHue sKcnepTa: _ . na
- NepecMoTp UM U3MEHEHUA COTNAcHO PeKomeHaa- | . . HeT
LMam MNoAacHeHwuA:
- YTO HEOOXOAMMO ANA Aa/ibHENLIEro nepecmoTpa

noAanuchb:
Hata: «__ » r.
®UO aKkcnepTa
OpobpeHo:
Jata: «__» r.
MNpeacenatens JIKba
3anonHeHo:
Jata: «__» r.
Cekpetapb JIKba

PernameHTupyiowime AOKYMEHTDI

1. Kopaekc Pecnybnaunkm KasaxctaH «O 340poBbe Hapoda U cucTeme 34paBooxpaHeHuns» oT 7 uona 2020
rona No 360-VI 3PK. Ccbinka

2. MMpwukas MuHucTpa 3apaBooxpaHeHma Pecnybamnkm KasaxctaH ot 11 gekabpa 2020 roga Ne KP ACM-
248/2020 «06 yTBEpXAEHMM NMPaBUI NPOBEAEHUA KIMHNYECKMX NCCNEA0BaHNIN IeKaPCTBEHHbIX CPeACTB U Mean-
LMHCKUX U34EeNUI, KANHUKO-NAb0opaTOPHbIX UCMbITaHUI MeAULMHCKUX U3AEeNNN ANA ANATHOCTUKMU BHE XKUBOTO
opraHusma (in vitro) n TpeboBaHMA K KAMHMYECKUM Ha3am M OKa3aHMsA rocyapcTBEHHON ycayru Bolgaya paspe-
LUEHMSA Ha NPOBEAEHME KAMHUYECKOTO UCCeA0BaHNA U (MAK) UCTIbITaHWA GapMaKOIOTUYECKMX U IEKapPCTBEHHbIX
cpeacTs, MegULMHCKUX n3aennii». Ccblika

3. Mpwukas MuHUcTpa 34paBooxpaHeHua Pecnybankmn KasaxctaH oT 4 anpens 2022 roga Ne KP ACM- 35
BapernctpupoBaH B MuHuctepctsee tocTnumnm Pecnyb6amkm Kasaxcran 12 anpens 2022 roga Ne 27526 o BHeCceHUU
M3MEHEHUWN N JONONHEHUI B NpuKas MuHUCTpa 34paBooxpaHeHna Pecnybankm KasaxctaH oT 11 aekabps 2020
roga Ne KP 1ICM-248/2020 «06 yTBepXAeHMM NPaBUI NPOBEAEHUA KNMHNYECKMUX CCNEA0BaHNIN NEeKapPCTBEHHbIX
CpeacTs U MegULMHCKUX U3LENNN, KTMHUKO-NAabOopaTOPHbIX UCMbITAaHU MeAULMHCKUX U34EeNNM ONA ANATHOCTUKM
BHE }KMBOTo opraHmama (in vitro) n TpeboBaHMA K KNIMHMYECKMM HBa3am M OKa3aHWA rocy4apCcTBEHHOM ycayru Bol-
la4a paspelleHns Ha NpoBefeHne KAMHUYECKOro UccneaoBaHus U (Mamn) ucnbiTaHus GapMaKoIOrMYeckux u
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NEeKaPCTBEHHbIX CPEACTB, MEANLMHCKUX U3aenminy. Ccbliika

4. TMpuKas MuHUCTpa 34paBooxpaHeHnsa Pecnybamkmn KasaxctaH ot 21 gekabpa 2020 roga Ne KP ACM-
310/2020 «O6 yTBEp*KAEHUM NPaBKa NpoBeaeHUs BUoMmeaMLMHCKMUX UCCaeaoBaHuii u TpeboBaHuit K uccienosa-
TeNbCKUM UeHTpam». Ccblika

5. Mpwukas MuHuUcTpa 3ppaBooxpaHeHns Pecnybamkm KasaxctaH ot 4 Hosbpa 2020 roga Ne KP ACM-
181/2020 «O6 yTBEPKAEHUM NPaBMA OCYLLLECTBNEHUA B pamKax GpapmaLLeBTUYECKON MHCNEKLMUMN OLIEHKM MaTepu-
QNI0OB U COOTBETCTBMA YC/I0BUI MPOBEAEHMA AOKNMHMYECKMX (HEKAMHWYECKMX) UCCnenoBaHUI TpeboBaHUAM
HaznexKalen nabopatopHoit npakTMku (GLP) Pecny6amnku KasaxctaH u (uaun) EBpa3ninckoro sSKOHOMUYECKOro Co-
to3a». Ccbl/Ka

6. Mpukas MuHUCTpa 3apaBooxpaHeHus Pecnybanku KasaxctaH oT 23 oKtabpa 2020 roga Ne KP ACM-
151/2020 «O6 yTBepKaeHuu MonoxeHna no LleHTpanbHO KomMuccumn No 61osTuke». Ccblika

7. MNpwukas n.0. MuHKUCTpa 3apaBooxpaHeHns Pecnybamkmn KasaxctaH ot 20 gekabpa 2021 roga Ne KP ACM-
130 «O6 yTBEPKAEHUN CTAaHAAPTA OPraHM3aLMKM OKa3aHUS remMaToIorMYEeCKOM NOMOLLM B3POC/IOMY HaceNeHumto
Pecny6anku KasaxcraH». Ccbliika

8. MMpwuKas n.o. MuHucTpa 3apaBooxpaHeHns Pecnybankm KasaxctaH ot 4 ¢pespana 2021 roga Ne KP ACM-
15. 3apeructpmpoBaH B MuHucTepcTBe tocTuumm Pecnybnmkmn KasaxctaH 9 pespansa 2021 roga Ne 2216 «O6 yteep-
MKAEHUWN Hagnexawmx GapmaueBTMYecknx NpakTnk». Cebliika

9. Mpwukas MuHUcTpa 3gpaBooxpaHeHns Pecnybamnkm KasaxctaH ot 21 gekabps 2020 roga Ne KP ACM-
304/2020. 3apeructpuposaH B MuHucrepcrse toctrummn Pecnybankmn KasaxcraHd 22 aekabpa 2020 roga Ne 21848
«O6 yTBEPKAEHMN MONIOXKEHUN O KIMHUYECKOM Base, KAMHUKE opraHM3aunm obpasoBaHusa B 0bsacTn 3apaso-
OXpaHeHus, yHUBepcuTeTCKo 6obHULE, 6a3e pe3naeHTypbl, UHTErPUPOBAHHOM aKaAEMNYECKOM MEANLMHCKOM
LeHTpe 1 TpeboBaHU, NpeabaBaseMblX K HUM». CCbl/iKa

10. Mpwuka3z MuHuUcTpa 3apaBooxpaHeHma Pecnybankm Kasaxctan ot 21 gekabpa 2020 roaa Ne KP ACM-
299/2020 «O6 yTBEp:KAEHMM NPaBUA akkpeauTaumm B ob1actu 3apasooxpaHeHna». CebiiKa

11. Crangapt 1S014155:2014Ne «KnunHunveckme wuccnegoBaHua. Hagnexkawaa KAMHUMYECKada MpaKTUKay.
CcbliKa

12. PekomeHgaums Konnernm EBpasminckoit skoHommyeckon kommuceum ot 17 utona 2018 roga Ne 11 «O Py-
KOBOACTBE MO 0OLWMM BONPOCAM KANHUYECKUX MCCAea0BaHMI». CCbliKa

13. PeweHue CoBeTa EBpasmMincKkoin 3KOHOMUYECKOM Kommuccum oT 3 Hosbpa 2016 roga Ne 79 «O6 yTBepae-
HWK MpaBun Hagnexalwen KAMHMYECKON NPaKTUKKM EBPa3MMCKOro SKOHOMUYECKOro coto3a». Ceblika

14. PekomeHpgaums Konnermm EBpasminckoli sSKOHOMUYECKON Komuccum oT 3 HoAabpa 2020 roga Ne 19 «O
PyKOBOACTBE MO NPUMEHEHWUIO NPUHLMNOB BUOCTATUCTUKM B KIMHUYECKUX MCCNEA0BAHUAX EKAPCTBEHHbIX Npe-
napatos». CcbliKa

15. PekomeHgaums Konnermm EBpasmniickon sKOHOMMYECKOWM Kommuccum oT 27 oktabpa 2020 roga Ne 18 «O
PykoBOACTBE MO MCCeA0BaHUIO papMaKoIorMyeckolr 6e30nacHOCTU 1IeKAPCTBEHHbIX NPENAPATOB ANA MeAULMH-
CKOro NPUMEHEHUAY.

16. PeweHue CoBeTa EBpasmMincKoin 3IKOHOMUYECKOM KomUccum oT 3 Hosbpa 2016 roga Ne 85 «O6 yTeepKae-
HuKn MpaBua NpoBeAeHUs UCCNeL0BaHUI BMO3IKBUBANEHTHOCTM NEKAPCTBEHHbIX NpenapaToB B pamKax EBpasuii-
CKOro 3KOHOMMYecKoro coto3a». CebiKa

17. XenbCWHCKas geKknapauma BcemmpHon meanumHCKoOM accoumnaumm, nioHb 1964 (nocnegHas pegakuma 9
niona 2018 ropa). Ceblaka

18. CraHAapTbl U ONepaLMOHHbIe PYKOBOACTBA MO 3TUYECKOW 3KCNepTU3e UCCef0BaHUI B 34paBOOXpaHe-
HWUW C yyacTMem Ntogei, BcemmpHas opraHnsaumsa 3gpasooxpaHenms (2011); u gpyrve mexKayHapogHble AeKna-
pauuMM 1 pyKoBoACTBa B 0bnacTu aTUKK uccnegosanuii (WHO, ICH-GCP, UNESCO, CIOMS, CE).

19. MonoxeHue o0 NoKaNbHOM KOMUCCUM MO BoNpocam 6Uo3THKK (aanee- JIKbs nnu Komuceua) TOO «LieHTp
rematonoruny», yteepxaeHHoe npmukasom Nel-02-44 ot 31 uioHAa 2023 roaa

20. MNpaBuaa NpoBeAeHUA KANMHUYECKUX U HaydHbIX uccnenosaHuin 8 TOO «LleHTp remaTonorumn», yteep-
PKOEHHble NpuKasom Nel-02-47 ot 31 unioHa 2023 roga roaa

21. [JoNKHOCTHble UHCTPYKLUMM JlOKaNbHOM KomuUccum no Bonpocam 61Moatnkm TOO «LleHTp rematonornm»
o1 31 nioHa 2023 roaa

22. [pyrve HopMmaTMBHbIMW NPABOBbIMKW akTamm Pecnybamkmn KasaxctaH B 061acTh peryanpoBaHuAa KANHK-
MEeCKUX nccnenoBaHum.

CBA3aHHble AOKYMEHTbI
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Ne ™n Ha3BaHue
Uccnep-3-2 con CoxpaHeHue KoHpUuaeHuManbHocTH B pabote JIKB3
Uccnep-3-4 con Mpouecc noaayum 3aABKM Ha IKCNEPTU3Y NaKeTa AOKYMEHTOB UCC/1e40BaHMA
(npoTokon uccnepgoBaHua u ap.)
Uccnep-3-5 con OueHKa 3aaBKK nccnegoBaHuA
CNUCOK M3MEHEHUMN
Ne pep, Aara Ne npukasa MNepeyeHb U3MeHeHMt

N3meHeHne dopmbl COIM, BHECEHME KOPPEKTUPOBOK B TEPMUHOIOTUIO HA
OCHOBaHWM U3MeHeHwuit/aononHeHnit 8 HMNA PK, BHeceHMe KoppeKTupo-
BOK MO TEKCTY
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