Kyat Typi COP (CTaHpapTTbl Onepauuanbik pacim)
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OsipnereH Bu3HecTi AambITy KeHiHAaeri BonaHckan H.B. 2023 xblnfbl 15 mamblp
OVpeKTop
oba meHeaKepi pad M.A. 2023 blafbl 15 mamblp

Kenicinren MeanumHanbiK AMpeKkTop KnopgauHckuit AA. 2023 xbinfbl 29 mambip
MaumeHTTEpAi KONAAY KIHE iLKi JOemkunHa O.B. 2023 »blafbl 29 mamblp
capanTama KbI3meTiHiH 6acLwbicbl

BekirtinreH «TemaTonorua opTansifbi» HLIC Bac agnpeKkTopbiHbIH 2023 KbiAfbl 2 Maycbimaarbl Ne 1-02-52 6yipblFbiMeH

EHrisinrex

Kaiita Kapay HKA e3repreH skaHe/Hemece eHAIPICTIK KaXeTTifiK TyblHAafaH Ke3ae

Makcartbl

«emaTtonorna optanbiFbl» HKLC BrosTMKa macenenepi eHiHAEeri NOKangblK, KOMMUCCUACBIHbIH, KyXaTTamacblH
YKYPri3y KoHe cakTay TopTibiH 6enriney

Mayankepuinik

B1Oo3TUKa XKOHIHAEri NOKaNAbIK KOMUCCUAHDIH, XaTLbICbl KY>KaTTapabl Kabblaaayfa, CakTayFa KaHe »KOotofa XayanTbl

6onaapbl

MasmyHbl

TepMnHaEp MeH aHbIKTamanap
KbickapTynap

OpbiHAay TapTibI
PernameHTTeywi KyKatTap
BainaHbICTbl KyXKaTTap
O©3repicTtep Tisimi

KyrKaTneH TaHbICy naparbl

TepmuHaep MeH aHbIKTamanap

a.

Buonoruanbik, 6anamanbinbiK (bygaH api — 6MO3KBMBANEHTTINIK) — TUICTi AU3aliHbl bap 3epTTeyae yKcac
Kargannapaa bipaelt MonAp/AbIK A03ada eHrisinreH kesge dapmauesTUKanblK H6anamanapablH Hemece
dapmaLeBTUKanbIK anbTepHaTUBanapdplH acep eTywi 3aThl Hemece acep eTylli 3aT MO/EeKYNacbliHbIH,
6enceHAj beniri e3iHiH acep eTy OpHbIHAA KO/IKETIMAI 60N1aTbIH XKblAAMAbIK NEH Aapexke bolbiHLWa eneyni
aliblpMmalublnbIKTapabiH, 60amaybl

3epTTeywi 6poLutopachl - 3epTTe/eTiH NpenapaTTbl agamsa 3epTTey YWiH MaHbI3bl 6ap, OHbl KIMHUKA/bIK,
YKOHEe KAMHWKaFa AeniHri (KAMHUKaNbIK eMec) 3epaeniey HaTUKeNepPiHiH, *KUbIHTbIK MasMyHAamMachl.

Dapinik 3atTap meH meguuMnHanbIK 6yiibimaapAablH, aiHaAbICbl CanacbiHAAFbl MeM/IeKeTTiK capanTtama
yiibimbl (byaaH api — capanTama yibiMbl) — A3piNiK 3aTTap MeH MeAuuMHanblK BbynbiMaapablH,
KayincisgiriH, Tvimginiri meH canacblH KamMTamacbi3 €Ty XOHiHAeri AeHCAy/blK CaKTay CanacblHAAfbI
OHAIPICTIK-LWapyaLUbl/bIK KbI3METTI ¥Ky3ere acblpaTblH MEM/IEKETTIK MOHOMNO/IMA CyObEKTICI.

3epTrey Au3aiHbl - 3epTTeyAiH, *Kannbl KOCNapbl, 3epTTey CyObeKTiNepiHiH TONTapbIH ipiKTeyre oaHe
KaNbINTacTblpyFfa, AepekTepai bypkemeneyre 6ainaHbICTbl 3epTTeYAi )KYPri3y TaCiNiHiH, cunaTramacsl.

LLapT - 3epTTey Kyprisy KesiHAe KyMbiC Kenemi MeH MiHaeTTepai benyre, coHpan-ak KaxkeT 6osfaH
KaFdaga KapKblNblk, Macesienepre KaTbiCTbl yafaanacTbikTapabl 6enrineiTiH, eki Hemece ogaH Aa Ken
Tapan apacbiHAaFbl KYHi KOMbI/IFaH *KaHe KON KOMbIFaH KeniciMm. 3epTTey XxaTTamachl WapTTblH, Herisi bonyra
Tuic.

Meke TipKey KapTacbl - Kafa3, 3/IEKTPOHAbIK Hemece ONTUKAJIbIK TacbIfbIlTafbl KyXKaT, O/ XaTramaga
Ke34e/reH XaHe bepinyre »KataTbiH byKin
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UHTepBEHUMANDBIK 3epTTey — agam 3epTrey cybbeKTici peTiHae KaTbicaTblH 3epTTey, byn petre 3epTreyuli
Aapirep KAMHUKa/bIK 3epTTeyaep XKyprisy TopTibiHe calikec KeneTiH MHTEPBEHUMANbIK KAMHUKA/bIK 3epTTey
XaTTaMacblHbIH Heri3iHae 3epTTey cybbeKTinepiHe apHaibl apanacybl TaFanbiHAANAbI.

AKnapaTTaHgbIpbIIFaH KeJicim - 3epTTey CyObeKTICiHIH Hemece OHbIH, 3aHAbl OKiNiHIH, Wewim Kabbingayb! yiliH
MaHbI3bl b6ap 3epTTeyaiH, 6ap/blK acnekTinepi Typanbl aknapaT affaHHaH KeWiH HaKTbl 3epTTeyre KaTtbiCyfa
KenicimiH epikTi Typae pactay pacimi. AKnapaTTaHAbIpblAfaH *Ka3balla Kenicim yakineTTi opraH 6ekKiTKeH HbicaH
boliblHWa pecimaeneai.

BMO3KBUBANEHTTINIKTI 3epTTey — cbiHanaTblH npenapaT MeH CcanbiCTbipy nNpenapaTbl  apacbiHAafbl
bapmaKoKMHeTUKaNbIK 6anamanbl/ibIKTbl aHbIKTay MaKcaTbiHAa BMOXKETIMAINIKTI canbicTbipManbl 3epaeney.

3eprreywi - «lematonorua optanbiFbl» HLUC KnMHMKanbIK 6asanapbiHAa KAMHWKAAbIK 3€pTTey Kyprisyre
»KayanTbl XeKe Ty/1fa, 3epTTey YXKbIMbIHbIH, MYLLECI.

KnnHuKanoblk 6a3aga 3eprreyni 3epTreyllinep Tobbl KyprisreH Kafaanaa, 6ac 3epTreywi - 3epTTey YKbIMbIHbIH,
KeTeKuwici avkbiHAanaabl. bac 3epTreywiHi KnnHWKanbiK ®obanbiK KeHCeHiH, KaTbiCylbliapbl TaHA4aNabl KaHe
OHbl «lematonorna opTtanbifbl» KUWC 6ac gupekTopbl OeKiTeai. 3epTrey VKbIMbIHbIH, KaTbICYLWbINAPbIH
(3epTTeywinepai) TafalbiHoay Typanbl OyMpbiKTbl «lTematonorns optanbifbl» MUWC dunnangapbl  meH
b6enimweciHiH, anpeKkTopaapbl bekiTeqi

3eptTenetiH npenapaTt - KAWMHUKaNbIK 3epTTeyae 3epaeneHeTiH Hemece 6aKplnay YWiH NainganaHblnaTbiH
benceHaj 3aTTbiH, A2piNiK Typi Hemece nNnauebo, OHbIH iWiHAE TiIPKEAreH Apinik npenapat, erep oHbl KoNgaHy
Tacini 6ekiTinreHHeH e3rewe 60/ca, COHAAN-AK ON *KaHa KepceTisim bolibiHWa Hemece BeKiTinreH KepceTinim
60liblHLWa KOCbIMLIA aKknapaT any yWiH nainganaHblafaH Kesge

dTUKa Mmacenenepi XeHiHgeri Komuccua - pecnybnaukanblk geHrenge (BMo3TMKA JKeHiHAeri opTanbik
KOMMCCUSA), COHAAN-aK MeanumMHanbiK YbIM AeHreriHae KypblnaTbiH, KypamblHa AEeHCay/blK CaKTay, FblibiM
cafacblHAafbl MamaHAap, KOFaMAblK YMbIMZAPAbIH,  ©Kingepi KipeTiH, 3epTrey CcybbekTinepi MeH
3epTTeywinepais, KYKbIKTapblH, Kayincisairi MmeH an-ayKaTtblH KOpfayAbl, COHAAM-aK KAWMHUKaNbIK 3epTrey
MaTepuangapblH 3TUKAbIK KOHE afamrepLliNik-KyKbIKTbIK Oafanayabl Ky3ere acblpaTblH KOHCY/bTAaTUBTIK-
KeHeCLi OpraH.

«lFematonorna opranbiFbi» MLUC Buo3TMKAa macenenepi KeHiHaeri nokangbik Komuccuacbl (/IKB3) -
NnauneHTTepPAiH, CbiHANYWbINAPAbIH, 3epTTeywinepaid, MmeamumHa KbiaMeTKep/iepiHiH, KYKbIKTapblH, Kayincisairi
MEH 2/1-ayKaTblH KOpPFayabl, COHAaN-aK MeANLMHAJbIK KIHE FblIbIMM KbI3METKe DalinaHbICTbl MaTepuangapabl
3TUKabIK KOHE afamMrepLUiNiK-KyKbIKTbIK Dafafayapl }Ky3ere acbipaTbliH TOYECi3 OpraH.

KnuHuKanbiK 6a3a - KNIMHUKANbIK 3epTTey/Iep KyPri3eTiH AeHCcay/blK CakTay YMbIMbI.

KnuHukanbik 3eptrey - aypyiapapiH NpodunakTMKacel, AMArHOCTUKACh! XaHe 0n1apabl eMaey KypanaapbliHbiH,
dAiCTepi MeH TexXHONOorMANapbiHbIH, Kayinci3giri MeH TWiMAiniriH aHbIKTay HemMece pacTay YLWiH KyprisineTiH,
afiam cybbeKT peTiHAe KaTbicaTbiH 3epTTey.

KenicimwapTrbiK, 3epTtrey yibimbl (CRO, Contract research organization) — gemeywimeH kacanfaH LwapT
weHbepiHAe OHbIH KAWMHWUKabIK 3epTTey yprisyre 6ainaHbicTol 6ip Hemece ofaH Aa Ken QYHKLUMACHIH
OPbIHAANTbIH KeKe TyaFa/yinbiM.

KynuanbinblK, - gemeyllire TMECiNi aknapaTTbl HeMece 3epTTey CyObeKTiCiH calikecTeHAipyre MyMKiHAIK bepeTiH
aKMapaTTbl YIKiNeTTi emec agampapaaH Kynusa cakTay. Tapanybl LUEKTeNreH MaNiMeTTepai KamTWUTbIH
maTtepuangap.

Dapinik 3aT — agam opraHM3MIMEH »KaHacaTblH 3aTTbl He 3aTTap KoMOWHauuAcblH bGingipeTiH Hemece
KaMTUTbIH, aAaMHbIH, aypy/aapblH emaeyre, OfapAblH, NPodUNaKTUKacbiHA Hemece GapMaKONOTUANbIK,
UMMYHO/IOTUANDBIK He MeTabonmamaik acep eTy apKblibl OHbIH GU3NONOTUANDBIK GYHKUMANAPLIH KaamnblHA
KenTipyre, Ty3eTyre Hemece ©3repTyre, Hemece afaMHblH, aypynapbl MeH Kal-KyWiH AMarHoCTMKanayfa
apHanfaH Kypan.

3epTTey maTepuangapbl — KAMHUKANbIK 3epTTeyaepaiH AemMeyLlici KAMHUKanblk 6a3afa yCbiHATbIH KyXKaTTap
MUbIHTbIFbI, 0N KasakctaH PecnybivKacbiHbIH, A€HCAy/blK CakTay canacbiHAafbl YIKIiNeTTi opraHbiHbIH,
KasaKkctaH PecnybaunkacbiHga GekKiTinreH TapTinke CaMKec OCbl KAMHUKANbIK 3epTTeyAi XKyprisyre }aHe OHbl
Xyprisyre )ayantblnapabl aiKblHAAYFa PYKCATbIH; KAMHUKA/bIK 3epTTeY XaTTaMacblH; 3epTTeyLli 6poLwopachiH;
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aa.
bb

CC.

dd

»aHa MeauLMHabIK TexHoAorManapasl KonJaHy epekulenikrepiHe KaTbICTbl TYCiHAipme KyxKaTttapapl (onap
KONOaHbINFAH YKafgaiga) KaHe e3re Ae KyMKaTTapAbl, COHAaN-aK KAMHUKAbIK 3epTTey LWapTbiHbIH, }K06acbiH
KamTunapl

MeguumHanblK, KaptTa — emJeywi Jaspirepaep nNauveHTTiH, aypy TapuxblH (CTauMoHapAblK Hemece
ambynaTopuANbIK) }KaHe OFaH TafalblHAANATbIH eMAi N1eKTPOHAbIK HEMeCe KaFa3 HbiCaHAa Xas3bln XKypri3eTi
MeAMLMHANbIK Ky¥KaT.

Ken opTanbiKTbl KNMHUKADbIK 3epTTey - bipbiHFali XxaTTama bolbiHWa bipeyaeH Ken 3epTrey opTa/ibifbiHAA
oHe bipeyaeH Ken 3epTTeyLi XKypri3eTiH KAMHUKaNbIK 3epTTey.

KnuHuKanbiK 3epTrey MOHUTOPbI — AeMeyli Hemece KenicCiMmWapTTblK 3epTTey YMbiMbl TafalbIHOAUTBIH,
yhnecTipywi 3epTreywimeH Hemece YWAeCTipy KOMUTETIMeH 6ipfiecin KyMbIC iCTEMTIH KoHe K/AMHWUKANbIK,
3epTTeyaiH, XxaTTaMara CoMKec XKyprisinyiH 6aKblnalTbiH, OHbIH, OPbIHAANY AdpeXKeciH bafanalTbiH, AepeKTepai
Tangayna, MHTepnpeTaunanayna XoHe aKCTpanonaumanayaa 3epTreyLlire *KapAemM KepceTeTiH KeKe Tyfa.

MOHUTOPUHT - 6MOMeaMLUMHANbIK 3epTTeydiH OpblHA4ANYbIH 6aKblNay »KoHe OHbIH, XaTTamarfa, YKochapfa,
bargapnamafa, CTaHZAPTTbl ONEpPaUMANbIK pacimaepre, TUICTI KAMHUKaNbIK MpPaKTUKaFa COMKeC XKYprisinyiH,
OEPEKTEPAIH *UHANYDIH XKIHE 3epTTey HITMXKENEPiHiH YCbIHbITYbIH KaMTaMacbI3 €Ty pacimi.

Tuicti KaMHuKanbiK npaktuka (Good Clinical Practice — GCP) - KauMHUKanblK 3epTreynepai Kocnapnay,
YMbIMAACTbIPY, *KYPri3sy, MOHUTOPUHITEY, ayamT XKYPri3y, Ky»KaTTay, COHAaN-aK ofapablH, HITUXKeNepiH Tangay
YKOHEe YCbIHY CTaHAAPTbl, ON aNblHfaH AEPEeKTepP MEH YCbIHbIJIFAH HITUMXKEeNepAiH, aHbIKTblFbl MEH AdNAITIHIH,
Kenini 6onaabl, CoOHOamM-aK 3epTTey CYObEKTINepiHiH, KYKbIKTapblH, AEHCay/blfblH 3HE KYNUAAbIIbIFbIH
KOpFfayabl KaMTamachI3 eTeai.

Konaicbia OKuUFa — MeauuMHanbIK OyMbIMHbIH, Ke3 KeareH akaybl XaHe (Hemece) cumaTTamanapbiHbiH
Hawapnaybl HEMece MYMbIC icTeyiHiH, Oy3blaybl, Hemece MeaMUMHaNbIK OyilbiMFa inecne aknapaTTbiH,
(KyKaTTaMaHbIH) KeTKiniKci3giri He AypbIC eMeCTir, KONgaHy KeHiHgeri HyCcKay/blKkTa Hemece nalganaHy
XOHiHAeri  6acWbINbIKTA  KOPCeTiIMEreH KaHama acepsiep Hemece KafbIMCbI3  peaKkuma, onap
nanganaHywblnapablH HeMece YLWIiHWI TynfanapablH, enimiHe Hemece [AeHcay/blK KafgoaWbiHbiH, eneyni
Hallap/iayblHa TiKeel HeMece KaHama TypAe SKeN COKKAH HEMeCe SKen COfFybl MYMKiH BoiFaH.

Mafbimcbi3 Kybblbic — [9piniK (3epTTeneTiH) npenapaT TafalblHOANFAH MALMEHTTIH, HEMECE KAUMHUKAbIK,
3epTTey (CblHaK) CybbeKTICiHIH AeHCcaybIK XKafaarbliHAafbl, OHbl KONAAHYMeH ceben-canaapbik 6ainaHbIcbiHa
KapamacTaH, Ke3 Ke/ireH KonalcbI3 esrepic.

Mypaaeni emec Kyarep - KAMHUKAAbIK 3epTTeyai XKyprisyre KaTbiCbl XKOK, - 3epTTey cybbeKTiCiHe, OHbIH, iWiHae
OfaH bepineTiH Xasbalua maTepmnangapabl OKbiN bepyae *KapAem KepCeTeTiH KeKe TyNFa.

UHTepBEHUMANDBIK emec KIMHUKAbIK, 3epTTey — A3pPiNiK 3aTTbl HEMECe MeANLMHANbIK BYNbIMAbI MEM/IEKETTIK
TipKeY KYprisiireHHeH KeliH Xypri3ineTiH )KoHe MeAMUMHANbIK MpakTMKa weHbepiHae TaFalblHAANATLIH
3epTTey.

TynHycKa meguuMHanbIK ¥asbanap — «6acTanKkpl KyKaTTama» TEPMUHIH KapaHbli3.

Herisri Ky)katrap — bipre Hemece JKeKe-KeKe 3epTTeyaiH, KYprisinyiH XKaHe anblHFAH AepeKTepAaiH, canacblH
bafanayfa MyMKiHAIK 6epeTiH KyxKaTTap. byn KyKaTTap 3epTTeyLiHiH, AemeyLiHiH, XoHe MOHUTOPAbIH, TUICTI
KAMHUKanbIK npakTuKa (GCP) cTaHaapTTapbl MEH HOPMATUBTIK TananTapapbl CakTaFaHbIHbIH, A31eni 6onagpl.

KnuHukanbik 3epTtrey (cblHaK) Typanbl ecen - agam CyObeKkT peTiHAEe KaTbiCaTblH TepanuasbiK,
NPodUNAKTUKANbIK HEMECE AMArHOCTMKANbIK Kypandbl KAWMHUKabIK 3epTTeyaiH CUnaTTamacbiH KaMTUTbIH,
KNMHUKANbIK KaHe CTAaTUCTUKANbIK CuMnaTTaManapabl, LepekTepai YCblHyAbl KoHe onapabl Tangayabl;
3epTTeNieTiH A9pPiNiK 3aTTbliH, MeAUUMHAMbIK OYMbIMHbBIH KafblMCbI3 PeakuMsnapblH Koca anfaHaa, Kewmiri
KeseHaeri acepnepai bipikTipeTiH KyKarT.

bacTankpbl KyKaTTama — KAWHWKaNbIK 6alikaynapablH, TEKCEPYepaiH, KaHe 6acKa Aa KbI3METTiH, HaTUXenepiH
CMNATTalTbIH, KAVHUKANbIK 3epTTeyAiH 6apbiCbiH KaAnblHA KeATipyre KaHe OHbl bafanayfa MyMKIHAIK bepeTiH,
TYMHYCKA MeAMUMHANbIK (Kas3banap MeH oslapAblH, KyanaHAbIpbINFaH KewipmenepiHgeri 6ykin aknapar.
Bactankpl [AOepekTep 6acTtankbpl KyXaTTamaga (TynHyckanapga Hemece onapAblH,  KyanaHAblpblafaH
KelwipmenepiHae) KamTblnaabl.
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ee. CanbicTbipy npenapaTtbl — K/AMHWKaAbIK 3epTreyae Gakblnay peTiHAe naiganaHblnaTblH TipKeareH Aapinik
npenapart He nnauebo.

ff.  KnuMHMKanbiK 3epTrey XaTramacbl - 3epTTey/iH, MaKcaTTapblH, AM3aiHbIH, 3A4iCHaMacblH, CTaTUCTUKAbIK,
acneKTinepiH *KaHe YibIMAACTbIPbINYbIH CUNATTaUTbIH KyKaT.

g8.

hh

i

kk.

Kypaeni Kafbimcbi3 KybblabiC }KaHe (Hemece) Kypaeni »KafblMCbi3 peaKkuus - esiimre aKen COfaTbiH,
emipre Kayin TeHAipeTiH, MaUMeHTTI aypyxaHaFa }aTKbI3yAbl HEMece OHbl y3apTyAbl Tanan eTeTiH, TYPaKTbl
He aliKblH eHOeKKe *Kapamcbi3ablKKa HemMece MyrefdekTikKe, Tya OiTKeH aHOManusnapfa Hemece Aamy
KeMiCTiKTepiHe aKen CofaTbIH, aTafaH KaW-KyiaepaiH gamyblH 60fFbi36ay yWiH MeaULMHANbIK apanacyapl
Tanan eTeTiH XafbIMCbI3 peakuma

Xatrama cuHoncumci - KIMHUKANbIK 3epTTey XaTTaMaCblHblH KbICKalla Ma3mMmyHA4amachbl.

KnuHukanbik 3epTreyaiH  Aemeywici — K/AMHMKANbIK 3epTTeyre 6HacTamalwbiiblK —Xacayfa, OHbl
YMbIMAACTbIPYFa KoHE KapKblAaHAbIPYAbl KAMTAMachI3 eTyre ayanTbl }KeKe Hemece 3aH4bl TYNfa.
CTaHpapTTbl onepauuanbiK pacimgep — 6enrini 6ip KbI3MeTTi Ky3ere acblpy KesiHge bipKenkinikke Kon
YKEeTKi3yre apHa/ifaH erken-terkenni xasbawa HyCKaynbIKTap.

3epTrey Cyb6beKTiCi - KAMHMKaNbIK 3epTTeyre 3epTTeneTiH NpenapatTbl anaTblH TOMTbIH, KypambliHAA He
6aKblnay TOObIHbIH, KYpaMbiHAA KaTbICATbIH XKeKe Ty/fa.

[eHcaynblk cakTay canacbiHAafbl yaKineTTi opraH — KasakctaH PecnybavkacbiHbIH [leHcay bk cakTay
MUWHWUCTPAIrI.

mmKAUHUKaNbIK, 3epTTey ¢asachi:

KNAMHUKaANbIK 3epTTeyaiH, bipiHwi ¢asacbl — A2pinik 3aTTbiH, TE3iMAiniriH, KayincisgiriH, emaik acepiHiH,
601ybiH, PapMaAKOKMHETUKANDBIK, KIHE papMaKOAMHAMMKAbIK CUMATTaMaNaPblH aHbIKTAy MaKcaTbiHAA AeHi
cay epiKTinepae Hemece 3epTTefieTiH NPenapaTTbiH, KOfapbl YbITTbUIbIFbI AEHI cay epikTinepae 3epTtrey
KYPri3yai agenke »KaT eTeTiH Ke3ae TUICTi aypyMeH ayblpaTbiH NauMeHTTepAe KYPri3ineTiH anfallKpl CbiHay;

KNAMHWKANbIK 3epTTeyaiH, eKiHwi ¢asacbl — HakTbl aypybl 6ap nauveHTTepae 3epTTeneTiH A2piniK 3aTTbiH
TMiIMAiNiri MeH KbiCKa Mep3imai Kayincisgirin 6afanay, coHAal-ak naumMeHTTep TOObiHAA CbiHay KesiHae
O9PIiNiK 3aTTblH, KAMHUKANbIK TUIMAININIH O2nengey KoHe [o3anayAblH eMAiK AeHreiriH anKbiHaay
MaKcaTblHAAFbl 3epTTey;

KNMHWKaNbIK 3epTTeyaiH TepTiHwi ¢pasackl — APiNiK 3aT TipKeaAreHHeH XaHe HapblKKa TYCKEHHEH KeWiH OHbIH,
TepanuAnbIK TUIMAINIMH, OHbl O4aH api NanganaHy CTpaTerusacbiH pacTay MakcaTbiHAa, COHAAN-aK aHama
acep/iepiHiH, CMEKTPi MEeH XWiNiri »KoHe 3epTTeneTiH AO2pinik 3aTTblH, 6acka A9pinik 3aTTapmeH e3apa
9peKeTTecyi Typanbl KOCbIMLIA aknapaT any YLWiH XKyprisineTiH A43pinik 3aTTbl 3epTTey;

KNAMHWKANbIK 3epTTeyain, YWwiHwi ¢asackl — emaeyaiH 6apablk acnekTinepiH 3epgeney, oHblH iWiHAe Kayin:
nanga KepceTKilwiH 6afanay MaKcaTbiHAA Kacbl 9PTYPJli, KOCA/IKbl MaTONOTUACHI IPTYPAi NaUUEHTTEPAIH
Y/IKeH TONTapbIHAA KYPri3ineTiH 3epTTey.

KbickapTynap

T o

o o

> @ ™ oo

3B — 3epTTeywi bpoLutopacsl

b3 — 6ac 3epTTeyLi

3¥ — 3epTTey YKbiMbl

MMB — MeanUMHaNbIK MaKcaTTarbl BylibiM

3N — 3epTTeneTiH npenapar

XTK — }KeKe TipKkey KapTacbl

AK — aKknapaTTaHAbIpblAFaH Kenicim

K3 — KniMHMKanbIK 3epTTey

K3Y — KAMHMKaNbIK 3epTTey yaecTipyLici

NKB3 — «'emaTtonormna optanbiFbi» KLLUC BMoaTMKa macenenepi *eHiHAeri NoOKanablK Kommccua

KP OCM — KasakcTaH PecnybamKacbiHbIH [eHcaynblK cakTay MUHUCTPAIrI
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l. XK — *KaFbIMcbI3 KyObl/bIC

m.  HK — Heri3ri KyXkaTtTap

n. KP — KasaKkcTaH PecnybamnKachl

0. KXP — Kypageni *kafbiMCbI3 peakuusa

p. KXK — Kypaeni }afbIMcbI3 KybblbIC

g. COP (SOP)- cTtaHAapTThbl onNepaumanbik pacim

r. HLC — )kayanKepLiniri LWEKTeYNi CePIKTECTIK

S. Opranbik — «[emaTtonorna optanbiFbi» KLC

t. BOK — KasakcTaH PecnybaunKacol [leHcaynbiK cakTay MUHUCTPAIriHIH, BUO3TUKA KeHiHgeri opTanbiK
KOMMCCUACDI

u. KP ACM — KP HOpMaTUBTIK KYKbIKTbIK aKTinepiHe Hemip 6epy KesiHae KonaaHblnatelH abbpesunaTypa
(kaszaK Tini)

V. CRO — contract research organization (afbl/ILWbIH TiNi), KENICIMLLAPTTLIK 3epTTey YbIMbI

w.  GCP - good clinical practice (afblnwWwbIH TiNi) — TUICTi KNMHUKANbIK NPaKTMKa

X. ICH-GCP — International Conference on Harmonisation (afbliwbiH Tini), GCP-Hbl yinectipy KeHiHaeri
XaNblKapanblK KOHbepeHUun

y. CIOMS - Council for international organizations of medical sciences (afblawbIH Tini), MeauumHa
FbIIbIMAPbIHbIH, XaNblKapasblK YAbIMAAPbI KEHECI

z. EMEA - European Medicines Agency (EMA) (afbiiwbiH Tini), Aspinik npenapatrapabid, Eyponasnbik,
dapmakonensa basHAaNFaH TananTapFa COMKeCTIriH 6afanay *KeHiHaeri areHTTiK

aa. FDA - Food and Drug Administration (afbinwbiH Tini), AKW-TbiH (AMepuka Kypama LUtatTapbl) Tamak,
eHIMAepi MeH A2pi-A3PMEKTIH, CanacbliH CAaHUTAPUANBIK Kadafanay KeHiHgeri 6ackapmacol

bb  UNESCO - United Nations Educational, Scientific and Cultural Organization (afblnawbiH Tini), bipikkeH ¥aTTap
YIibIMbIHbIH, 6if1iM, FbINbIM }KaHE MaAEHMET Macenenepi KeHiHaeri MamaHaaHAbIPbIIFAH MeKEMECI.

cc.  WHO — World Health Organization (afblawbiH Tini), LyHWeXyY3inik 4eHcaybiK cCakTay yYibIMbl

OpbiHgay TopTibi

1. B1O3TUKa Macenienepi }KeHiHAeri IOKanAblK KOMUCCUAHDIH KY>KaTTamacblH cakTay TopTibi (6yaaH api — JIKB3)
Tirinyre »XoHe myparaTTanyfa TUIC Ky»KaTTap MbiHanapabl KamTuabl, 6ipak onapmeH LeKTenmenai:

¢ JIKB3 »apfbIcbl, CTaHAAPTTbI ONepaLuAbIK pacimaep;
¢ JIKBba mywenepiHiH, }eke gepekTepi;

¢ JIKB3 OTbIPbICbIHbIH, KYH TIpTibi;

® KOMUCCKUA OTbIPLICBIHbIH, XaTTamanapsbl;

e Kapayra yCbiHbIIFaH maTepuangap;

e OTiHiW 6epyuwire xibepinreH, 6ap/bIK TafanTap MeH YCbIHbIMAAPAbI KAMTUTbIH LUELWiMHIH, Kewipmeci; ®
3epTTey HapbIcbiH KeRiHri 6akblnay npoueciHae anbiHFaH 6apbik Kasballa matepuanaap;

° )‘KbI}'I,CI,bIK ecenTiH, KbICKalla Ma3MyHbl HeEmMeCe KOpPbITbIHAbI €cen.

JNIKB3 XKymbicbl 6apbicbiHAa anblHFAaH 6Gap/blk, KyMKaTTap caKTayfa apHaibl 6eniHreH yi-ainga TuicTi
daingapaa, nankanapaa skaHe cepesnepae cakTanyfa Tuic.

2.  CaKrtay mep3imi Ky:KaTTapabl 3epTTey asKTaifaH KYHHeH 6acTan KemiHge 3 Xbli cakTay YCbIHblLAaAbl.

3.  MyparaTKa Kon XeTKi3y. JIKE3 Tepafacbl MeH XaTLbICbIHbIH, MypaFraTTapFa KON XeTKi3y KyKblfbl 6ap.

PernameHTTeyLli Ky»KaTTap

1.

«XanblK OeHCay/blfbl }XOHE AEHCayAbIK CakTay »Kyheci Typanbi» 2020 xbinfel 7 wingegeri Ne 360-VI KP3
KasaKkcTaH PecnybamnkacbiHbiH Kogekci. Cinteme

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet5/ 8
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2.

«[apinik 3aTTap MmeH MmeanUMHaNbIK BylibiMaapFa KANHUKANbIK 3epTTeynep, Tipi opraHMamMHeH Tbic (in vitro)
OMArHocTMKa  YWIiH  MeauuMHanblk,  OyibiIMAapFa  KAMHWKANbIK-3€PTXaHa/blK,  CblHAKTap  XKyprisy
KaFuaanapblH »KoHEe KAMHMUKanblK 6asanapfa KoWblnaTblH TanantapAbl KaHe @PapMaKONOrMANbIK KaHe
O9pPiNiK 3aTTapfa, mMeguuMHaNbIK bOyMbiMaapFa KAWHUKANbIK 3epTTey KaHe (Hemece) cbiHaK »Kyprisyre
pyKcaT bepy MeM/EeKeTTiK KbI3MeTiH KepceTy KafuaanapbiH 6ekiTy Typanbl» KasakcrtaH Pecnyb6aukacei
[leHcaynbIK cakTay MUHUCTPIHIH 2020 »binfbl 11 )entokcaHaassl Ne KP ICM- 248/2020 byitpbirbl. Cinteme

KasaKkctaH PecnybaunKacbl [leHcaynblK cakTay MUMHUCTPiHIH 2022 xbinfbl 4 cayipaeri Ne KP OCM- 35
6ylipbifbl, KasakcTaH PecnybanKacbiHbIH 94ineT muHuctpairinae 2022 xbiafbl 12 cayipae Ne 27526 6obin
TipkenreH, KasakctaH Pecnybaukacbl [eHcaynblK cakTay MUHUCTPiHIH 2020 Kbinfbl 11 KenTokcaHaarbl
3aTTap MeH MeAuuMHanblK OylbiIMaapfa KAMHUKANAbIK 3epTreynep, Tipi opraHuamHeH Tbic (in vitro)
AMArHocTMKa YWiH MeauuMHanblK OylibiMAapfa KAMHUKANbIK-3€PTXaHa/blK CbIHAaKTap KYprisy »KoHe
KAMHUKaNbIK 6asanapra KoMbINATbiH Tasnantap MeH apmMaKoiorvANbIK KoHe A2pinik 3aTTapra,
MeauuMHanblK bOyiMbiMaapra KAWHUKANbIK 3epTTey KoHe (Hemece) CblHaK XKyprisyre pyKkcaT 6epy
MEMNEKETTIK KbI3METiIH KepceTy» BYMpbIfbiHA ©3repicTep MeH TO/bIKTbIpyAap eHrisy Typanol. Cinteme

«BbuomegmuMHanbIK, 3epTTeyaep JKYPrisy KaFnganapblH KoHe 3epTTey OpTasiblKTapbiHA KOMbLIATbIH
TananTapabl 6ekiTy Typanbi» KasakcTaH Pecnyb6aunKackl JeHcaynblk cakTay MUHUCTPIHIH, 2020 Kbinfbl 21
»enTtokcaHaarbl Ne KP ICM- 310/2020 6yipbisbl. Cinteme

«dapmaueBTUKanblK WHCNEKUMS LWeHbepiHAe KAWHUKara AeHiHri (KNMHUKaANbIK emec) 3epTreynep
MaTepuangapbiH KoHe onapAbl *Kyprisy »KafaalnnapbiHbliH, KasakctaH PecnybamMKacbiHbIH, KaHe (Hemece)
EypasuAnblK 3KOHOMMKA/bIK OAAKTbIH, TUICTi 3epTxaHanblk npakTnka (GLP) TanantapblHa CoWKecTiriH
6aranayabl XKysere acblpy KafmganapbiH 6ekity Typanbi» KasakctaH Pecny6sivkacbl [eHcaynblk cakTay
MUHUCTPIHIH, 2020 KbinfFbl 4 Kapawagafbl Ne KP ACM- 181/2020 6yiipbibl. CinTeme

«BMO3TUKA KEHiHAEeri opTasblK KOMMCCUMA Typanbl epexeHi 6ekiTy Typanbi» KasakctaH Pecnyb6amkachbl
[eHcaynblK cakTay MUHUCTPIHIH 2020 Xbinfbl 23 KasaHaarbl Ne KP ICM- 151/2020 6yiipbifbl. Ciateme
«KasaKcTaH Pecnyb/MKacbiHbIH, €pecek XafikblHa FeMaToNIorMANDbIK, KOMEK KepCeTyai yMbiMAaacTbipy

CTaHAapTbiH 6ekiTy Typanbi» KaszakctaH Pecnybnukacbl [eHcaynblK CcaKTay MUHUCTPIHIH, MiHAETIH
aTKapywbiHbIH 2021 xblafbl 20 xenTokcaHgarbl Ne KP ICM- 130 6ynpsbifbl. Cinteme

KasaKkcTtaH Pecnybsivkacbl [leHcaynblK CakTay MUHUCTPIHIH MIHAETIH aTKapylwbiHbiH, 2021 Kblnfbl 4
aknaHgarbl 6ylpbifbl, N2 KP ACM-

15. KasaKkctaH PecnybauKacbiHbliH 94ineT muHuctpairinae 2021 *binfbl 9 aknaHga N2 2216 60:bin TipKenreH,
«TuicTi papmaLeBTMKaNbIK NpakTUKanapabl 6ekiTy Typanbi». Cinteme

9.

10.

11.
12.

13.

14.

KasaKcTaH PecnybaunKkacel [eHcaynblK cakTay MUHUCTPIHIH, 2020 xbiafbl 21 KenTokcaHaafbl Ne KP ACM-
304/2020 6yipbirbl. KasakctaH PecnybanKkacbiHbiH, 94ineT MuHMcTpAiringe 2020 Xblafbl 22 enTokcaHaa
Ne 21848 6osbin TipkenreH, «KnMHUKanbIK 6a3a, AeHcay/blK CakTay canacbiHAafbl 6iim 6epy YbIMbIHbIH,
KAMHMKacbl, YHWBEPCUTETTIK aypyxaHa, pe3uaeHTypa 6asacbl, WHTErpaumManaHfaH aKageMUAbIK,
MeZVUMHA/bIK OpTasiblK Typaibl epexenepai *KoHe osapfa KOMbINATblH TafantapAbl GekiTy Typanbi».
Cinteme

«JeHcaynblK CakTay canacbiHAaFbl aKKpeauTTey KafvAanapbiH 6ekiTy Typanbi» KasakcrtaH PecnybamKacel
[leHcaynbIK cakTay MUHUCTPIHIH 2020 xbinfbl 21 )entokcaHgasbl Ne KP ICM- 299/2020 6yitpblirbl. Cinteme

1ISO14155:2014Ne «KnuHukanolk 3eptreynep. TUICTi KIMHUKaNbIK NPaKTUKa» ctaHAapTol. Cinteme

Eypa3suanbiK 3KOHOMMKanbIK Kommccua AnkacbiHbiH, 2018 binfbl 17 wingegeri N 11 «KavHUKanbIK,
3epTTeyNIepAiH, *Kannbl Macenenepi KeHiH4eri HyCKayablK Typasbl» yCbiHbIMbI. CinTeme

EypasuanblK 3KOHOMMKanblk Komuccna KeHeciHib, 2016 KbinFbl 3 Kapawagafbl Ne 79 «EypasuanbiK,
3KOHOMMKA/IbIK OAaKTbIH, TUICTi KNIMHUKANbIK NPaKTUKa KaFuganapbiH 6ekiTy Typanbi» wewimi. Cinteme
EypasuanblK 3KOHOMMKanbIK Komuccna AnkacbiHbiH, 2020 kbinfbl 3 Kapawagafbl Ne 19 «[apinik

npenapaTrapablH,  KAMHUKaNbIK 3epTTeynepiHae 6MOCTaTUCTMKA KafvaaTTapblH  KOAAAHY XKeHiHgeri
HYCKaY/blK, Typaibl» YCbiHbIMbI. CinTeme
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15. EypasuAanbiK S3KOHOMMKaNbIK Komuceua AnkacbiHbiH, 2020 Kbinfbl 27 KasaHgafbl Ne 18 «MeauumnHanbiK,
KON4aHyfa apHanfaH pAapinik npenapatrapaplH, GapmMaKonorvAnbIK KayincidairiH 3eptrey KeHiHAeri
HYCKAYNblIK TYPasbl» YCbIHbIMbI.

16. EypasuanblK 3KOHOMMKanbIK Komuccua KeHeciHiH 2016 Xbiafbl 3 Kapawagafbl Ne 85 «Eypa3suanbik
3KOHOMMKANbIK, O4aK LWeHbepiHae Adpinik npenapatTapaplH, 6MobanamanbiibifbiHa 3epTTeyaep XKyprisy
KaFuaanapbiH 6ekiTy Typanbi» wewimi. Cinteme

17.  [yHueysinik megmuMHanblk KaybiMOACTbIKTbIH, XeNbCUHKU AeKnapaumsacel, 1964 blafbl MaycbiM (COHFbI
peaakuusacbl 2018 xbinfbl 9 winge). Cinteme

18. ApampapabiH, KaTbICybIMEH KYpPri3ifneTiH AeHCaynblK CaKTay CafacbliHAafbl 3epTTeyaepre 3TUKaNbIK,
capanTama ypri3y XeHiHaeri cTaH4apTTap MeH onepauuAnbIK HYCKayAbIKTap, JyHUeXy3inik geHcaynblk,
caKkTay yihbimbl (2011); KaHe 3epTTeynep 3TMKAChl canacbiHAaFbl Oacka Aa XanblKapanblk AeKknapauuanap
MeH HyckaybiKTap (WHO, ICH-GCP, UNESCO, CIOMS, CE).

19. 2023 binfFbl 31 maycbimaarbl Nol-02-44 bylipbikneH 6ekiTinreH «fematonoruna optanbiFbi» HKLC Broatuka
Macenenepi KeHiHaeri NoKanapik Komuceua (byaaH api- JIKba Hemece Komucena) Typanbl epexe

20. 2023 binfbl 31 maycbimparbl Nel-02-47 6yiipbikneH b6ekitinreH «lFemaTonorna optanbiFb» MKLUIC-aa
KAMHUKaNbIK }KaHE Fbl/IbIMU 3ePTTEY/Iep XKYPridy KaFmaanapol

21. «l'emaTtonorma optanbiFb» HKLUC BoaTnKa macenenepi KeHiHaeri NoKanablk, KOMUCCUAHBIH, 2023 »Kblafbl
31 maycbimaasbl 1ayasbiMAblK HYCKaY/IbIKTapbl.

22. KnuHuWKanblK 3epTTeynepai petrey canacbiHaarbl KasakcraH PecnybanKacbiHbiH 6acka Aa HOPMaTUBTIK

KYKbIKTbIK aKTinepi.

BaiAnaHbICTbI KYXKATTap

Ne TYpPI arTaybl

Uccnen-3-20 copP JIKB3 KyXaTTamacblHbIH, KYMUAbINbIFbIH
caKTay

©3repicrep Tisimi

Pep. Ne KyHi Byipbik Ne B3repictep Tizbeci COP HbicaHbIH e3repty, KP

HKA-parbl e3repictep/TonbIKTbipynap HerisiHge
TePMUHOJIOTUAFA TY3eTyNep eHri3y, MaTiH 60ibIHLWa
Ty3eTynep eHrisy
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