Kyat Typi COP (CTaHpapTTbl Onepauuanbik pacim)

ApHanybl «emaTonorus optanbiFbl» HKLUC BUoaTKa macenenepi *KeHiHAeri NoOKangbiK, \.r
KOMMCCUAHDIH TOPafachbl, XaTLLUbICbl, MyLLenepi
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KoAbl

Artaybl NIKB3 KE3EKTEH TbIC OTbIPbICbI

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

KeseKTeH TbiC (LYFbla) OTbIPbICTbI YbIMAACTbIPY TapTiOiH 6enriney aHe «FemaTosiorma opTanbiFbl» HKLC BMoaTUKa
macenenepi XKeHiHaeri NoKangblK, KOMUCCUACBIHbIH, LWYFbIT OTbIPbICbIH OTKI3y apKblabl 3epTTey KbI3METIH capanTay
YKOHE MaKynZay *KeHiHAeri HyCKaynapMeH KamTamacbi3 eTy

Mayankepuwinik

«Femartonorusa optanbiebi» XLIC BMo3TMKa macenenepi JKeHiHgeri N0KanablK KOMUCCUACIHBIH, TOPaFacbl Ke3eKTeH
TbIC OTbIPbICTbI LWAKbIPYFa KaHe OTKi3yre KayanTtbl 60nagbl

Ma3myHbl

TepmuHaep MeH aHbIKTamanap
KbickapTtynap

OpbiHAay TapTibI
PernameHTTeywi KyXattap
BalinaHbICTbl KyXKaTTap
O©3repicTtep Tisimi

KyrKaTneH TaHbICy naparbl

TepmuHAEP MeH aHbIKTamanap

a.

Buonoruanbik, 6anamanbinbiK (byaaH api — 6MO3KBMBANEHTTINIK) — TUICTi AU3aliHblI bap 3epTTeyae yKcac
Xafganapaa 6ipaeit Monapablk [03ada eHrisinreH Kesge dapmauesBTMKanblK H6anamanapplH, Hemece
dbapmaLeBTUKanbIK, anbTepHaTUBaNapablH, acep eTywi 3aTbl Hemece acep eTywi 3aT MOJIeKYNaCbIHbIH,
6enceHaj beniri e3iHiH acep eTy OpHbIHAA KO/IKETIMAI 60N1aTbIH XKblAAMAbIK NEH Aapeke bolbiHLWa eneyni
aliblpMallblabIKTapabiH, 60amaybl

3epTTeywi 6polutopachbl - 3epTTeaeTiH NnpenapaTTbl agamfa 3epTTey YLWiH MaHbi3bl 6ap, OHbl KAVHUKANbIK,
YKOHe KNMHUKaFa AeliHri (KAMHUKaNbIK eMec) 3epaeney HOTUXKeNepiHiH, XUbIHTbIK, Ma3MyH,aMachl.

Dapinik 3atTap meH meguuMnHanbIK 6yiibiMmaapAablH, aMHaAbICbl CanacbiHAAFbl MeM/IeKeTTiK capanTtama
yiibimbl (ByaaH opi — capanTama yibiMbl) — A9PiNiK 3aTTap MeH MeauuMHaablK OynbiMaapabiy,
KaYincisgiriH, TMimainiri meH canacblH KamTamacbi3 €Ty KeHiHAeri AeHCay/blK CaKTay CafacblHAafbI
OHAIpICTiK-LapyallbI/bIK KbI3METTI }Ky3ere acbipaTbiH MEMJ/IEKETTIK MOHOMNO/IUA CYObEKTICI.

3epTrey Au3aiHbl - 3epTTeyAiH, *Kannbl *KOCNapbl, 3epTTey CyObeKTiNepiHiH TONTapbIH ipiKTeyre oHe
Ka/bINTacTbIpyFa, AepeKTepai 6ypkemeneyre 6ainnaHbICTbl 3epTTeYAi XKYPFi3y TaciNiHiH cunaTTamacol.

LLapT - 3epTTey XKyprisy KesiHAe XyMbIC Kenemi MeH MiHaeTTepi benyre, coHpai-ak KaykeT 6osifaH
KaFrganaa KaprKblablk, Macenenepre KaTblCTbl yafaanacTblkTapabl 6enrineiTiH, eki Hemece ogaH Aa Ken
Tapan apacbiHAaFbl KYHi KOMbI/IFaH *KaHe KON KOMbIIFaH KeniciMm. 3epTTey XxaTTamachl WapTTblH, Herisi bonyra
THic.

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet1/8
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Heke TipKkey KapTacbl - 9pbip 3epTTey cybbeKTici 60MbIHILA XaTTamaaa KesfenreH aHe Aemeyulire bepinyre
XKaTaTblH 6ap/bIK aKNapPaTTbl €HTi3yre apHaAfaH Kafas, 31eKTPOHAbIK HEMECE ONTUKANbIK, XKeTKI3rilTeri Ky*KaT.
MHTepBeHUMANDbIK 3epTTey — aZam 3epTTey cybObekTici peTiHae KaTbicaTblH 3epTTey, byn peTtre 3epTreyuwi
Aapirep KAMHUKa/bIK 3epTTeyaep XKyprisy TopTibiHe coliKec KeneTiH MHTEPBEHUMANbIK KAMHUKA/bIK 3epTTey
XaTTaMacblHbIH, HEri3iHAe 3epTTey CyObeKTinepiHe apHanbl apanacyabl TaFalblHAANAbI.

AKnapaTTaHAbIPbIFaH KeJicim - 3epTTey CyObeKTICiHIH HEMeCce OHbIH, 3aHApbl OKiNiHIH Wewim Kabblngayb! yiiH
MaHbI3bl bap 3epTTeyaiH 6ap/blK acrnekTinepi Typanbl aknapaT affaHHaH KeliH HakTbl 3epTTeyre KaTtbiCyfa
KenicimiH epikTi Typae pactay pacimi. AKnapaTTaHAbIpbINFaH a3balla Kenicim yakKineTTi opraH 6eKiTKeH HbicaH
boliblHWa pecimaeneai.

BMO3KBUBANEHTTINIKTI 3epTTey — CblHaNaTblH npenapaT MeH CanbICTblpy nNpenapatbl  apacblHAafbl
bapmaKoKMHeTUKaNbIK 6anamanbl/ibIKTbl aHbIKTay MaKcaTbiHAa BMOXKETIMAINIKTI canbiCTbipManbl 3epaeney.

3eprreywi - «Fematonorua optanbiFbl» MKLUC KAMHUKANbIK 6a3anapblHAA KAMHUKANbIK 3epTTey Kyprisyre
ayanTbl }KeKe TyNfa, 3epTTey YXKbIMbIHbIH, MyLUECi.

KnvHukanoik 6asaga 3eptreysi 3epTreywinep Tobbl KyprisreH afaaaa, 6ac 3eprreywi - 3epTTey YKbIMbIHbIH,
eTeKuwici avkbiHAanaabl. bac 3epTreywiHi KnnHWKanbik ®obanbiK KeHCeHiH, KaTbiCylbliapbl TaHA4aNabl KaHe
OHbl «lematonorna opTtanbifbl» KUWC 6ac gupekTopbl OeKiteai. 3epTrey VKbIMbIHbIH, KaTbICYLWbINAPbIH
(3epTTeywinepai) TafalbiHaay Typanbl O6yipbIKTbl  «[ematosnorma opTanbifbi» HUWC dunmnangapbl meH
b6eniMmwweciHiH aMpeKkTopaapsl bekiTeai

3epTTeneTiH npenapaTt - KAMHUKaNAbIK 3epTreyde 3epdeneHeTiH Hemece 6aKpinay yWwiH nakAanaHbinaThiH
benceHaj 3aTTbiH, A2piNiK Typi Hemece nNnauebo, OHbIH iWiHAE TiIPKEreH Apinik npenapat, erep oHbl KoNgaHy
Tacini 6ekiTinreHHeH e3rewe 60/ca, COHAAM-AK ON KaHa KepceTinim 6olibiHWa Hemece BeKiTinreH KepceTinim
6oliblHLWA KOCbIMLUIA aKknapar any YWiH nainganaHblifaH Kesge

dTMKa macenenepi KeHiHAeri Komuccua - pecnybnukanblk, peHrenge (BMoaTMKA KeHiHAeri opTanbik
KOMMCCUSA), COHAAMN-aK MeanumMHanbiK YbIM AeHreriHae KypblnaTbiH, KypamblHa AEeHCay/blK CaKTay, FblibiM
canacblHAafbl MamaHAap, KOFaMAbIK YMbIMAApAblH, ©Kinaepi KipeTiH, 3epTrey CcybbekTinepi MeH
3epTTeywinepaiH, KyKbIKTapblH, Kayincisgiri meH an-aykaTtblH KOpfaydpl, COHAAN-aK K/AMHWUKANbLIK 3epTrey
MaTepuangapblH 3TUKA/bIK KOHE afaMrepLliNik-KyKbIKTbIK Oafanayabl Ky3ere acblpaTblH KOHCY/IbTAaTUBTIK-
KeHecLWi opraH.

«FemaTonorna opranbifbl» MLIC Buo3TMKA Macenenepi KeHiHAeri NoKanaplK Komuccuacbl (/IKB3) -
NnauneHTTepPAiH, CbiHANYWbINAPAbIH, 3epTTeywinepaid, MmeamumHa KbiaMeTKep/iepiHiH, KYKbIKTapblH, Kayincisairi
MEH 2/1-ayKaTblH KOpPFayabl, COHAaN-aK MeANLMHAJbIK KIHE FblIbIMM KbI3METKe DalinaHbICTbl MaTepuangapabl
3TUKA/bIK KOHE afaMrepLUiniK-KYKbIKTbIK Oafanayapl Ky3ere acblpaTblH Toyeci3 opraH.

KnuHuKanbiK, 6a3a - KAMHUKaAbIK 3epTTeynep XyprizeTiH geHcayblK cakTay YibiMbl.

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

KenicimwapTtrblK 3eptrey yibimbl (CRO, Contract research organization) — agemeywimeH KacanfaH wapT
WweHbepiHAEe OHbIH, KAMHUKAAbIK 3epTTey Kypridyre OainaHbicTbl 6ip Hemece ofaH Aa Ken QYHKUMACHIH
OPbIHAANTbIH KeKe TyaFa/yinbiM.

KynuanbinblK, - gemeyulire TMeCini aknapaTTbl HeMece 3epTTey CyOBbeKTiCiH CallKkecTeHAipyre MyMKiHAIK 6epeTiH
aKnapaTtTbl YaKiNeTTi emec afamAapfaH Kynua caktay. Tapanybl LWEKTeAreH MaNiMeTTepai KaMTUTbIH
maTepuangap.

[opinik 3atT — agam opraHM3MiMeH »KaHacaTblH 3aTTbl He 3aTTap KombuHauuAcblH 6ingipeTiH Hemece
KaMTUTbIH, aflaMHbIH, aypynapbiH emzeyre, onapablH, npodunakTMKacblHa Hemece GapPMaKONOTUANBIK,
UMMYHONOTUANBIK He MeTabonusmzik acep eTy apKblibl OHbIH, GU3MONOTUANBIK GYHKUMANAPLIH KannbliHA
KenTipyre, Ty3eTyre Hemece ©3repTyre, Hemece aJaMHblH, aypynapbl MeH »aW-KyWiH AuarHoCTUKanayfa
apHanfaH Kypan.

3epTTey MaTepuangapbl — KAMHWKaNbIK 3epTTeynepaiH Aemeyllici KAMHMKanbiK 6a3afa yCbIHATbIH KyMKaTTap
MUbIHTbIFbI, 0N KasakctaH PecnybauKacbiHbiH, AeHCayAblK CaKTay CanacblHAaFbl YaKINETTi OpraHbiHbIH,

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet2 /8
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aa.
bb

CC.

dd

KasakctaH PecnybaukacbiHAa GeKiTinreH TopTinKe CaMKec OCbl KAMHUKANbIK 3epTTeyai Xyprisyre »aHe OHbI
)yprisyre )ayantblnapabl aKkblHAAYFa PYKCaTbIH; KNMHUKA/bIK 3epTTey XaTTaMacblH; 3epTTeyLli 6poLwopachiH;
aHa MeauuMHaNbIK TexHo/orMAnapapl KonaaHy epekllenikrepiHe KaTtbiCTbl TyCiHAipme KyXaTtrapabl (onap
KON AAaHbINFAH YKaFLalifa) KoHe e3re Ae KyrKaTTapgbl, COHAAN-aK KAMHUKANbIK 3epTTey LWapPTbIHbIH, }K06acbiH
KamTuabl

MeguumHanblK, KaptTa — emJeywi Jaspirepiaep nNauveHTTiH, aypy TapuxblH (CTauMoHapAblK Hemece
ambyNaTopUANbIK) }KoHe OfaH TaFaliblHAANATBIH M4 SNEeKTPOHAbIK HEMECE KaFas HbICaHAA *asblin KypriseTiH
MeANLMHANbIK KyKaT.

Ken opTanblKTbl KAMHUKaNbIK 3epTTey - OipblHFall xaTTama bolbiHWa bGipeyaeH Ken 3epTTey OpTasibiFbiHAA
oHe bipeyaeH Ken 3epTTeyLi XKypri3eTiH KANHUKaNbIK 3epTTey.

KAuHUKaNbIK 3epTrey MOHUTOPbI — AeMeylli HemMece KeniciMmWapTTblK 3epTTey YMbiMbl TafalblHOAUTBIH,
yhnecTipywi 3epTTeywlimeH Hemece YWAecTipy KomuTeTimeH 6ipnecin »KYMbIC iCTEMTIH aHe KAMHUKaNbIK
3epTTeyaiH, XxaTTaMara CoMKec XKyprisinyiH 6aKblnalTbiH, OHbIH, OPbIHAANY AdpeXeciH bafanalTbiH, AepeKTepai
Tangayna, MHTepnpeTaumnanayna XaHe sKCTpanonaumanayaa sepTreyLlire *KapaemM KepceTeTiH KeKe Tyfa.

MOHUTOPUHT - GMOMeaMLMHANbIK 3epTTeydiH OpblHAANYbIH OaKplNay KoHE OHbIH, XaTTamaFfa, Kocnapfa,
b6afgapnamafa, CTaHAAPTTbl ONEPAUMANbIK pacimaepre, TUICTI KAMHMKaNbIK MPaKTUKaFa CIMKeC KYprisinyiH,
OEPEKTEPAIH *KUHANYDIH XKIHE 3epTTey HITMXKENEPiHiH YCbIHbITYbIH KaMTamMachi3 €Ty pacimi.

Tuicti KaMHuKanbiK npaktuka (Good Clinical Practice — GCP) - KAuMHUKanblK 3epTreynepai ocnapnaay,
YMbIMZACTbIPY, *KYPri3sy, MOHUTOPUHITEY, ayamT XKYPri3y, Ky»KaTray, COHAal-aK o/apAablH, HOTUXKeNepiH Tangay
YKOHEe YCblHY CTaHAAPTbl, ON ajblHFaH AEPEKTEeP MEH YCbIHbIIFaH HITUMKeNEepAiH, aHbIKTbIFbl MeH A34iriHiH
Kenini 6onaabl, CoOHOamM-aK 3epTTey CyObEKTINEpiHiH, KYKbIKTapblH, AEHCay/blfblH 3HE KYNUAAbIIbIFbIH
KOpfayabl KaMTamMachI3 eTeg;.

Konaiicbia okufa — meamumHanbiK OYMbIMHbIH, Ke3 KenreH aKkaybl XaHe (Hemece) cunaTTamasiapbiHbiH
Halwap/iaybl Hemece XXYMbIC icTeyiHiH, Oy3blnybl, Hemece MeauUuMHanblK OyibiMFa inecrne aknapaTTbiH,
(KyrKaTTaMaHbIH) KeTKiniKci3giri He AypbIC eMeCTir, KONAaHy KeHiHAeri HYCKay/blKkTa Hemece nalganaHy
JKOHiHAeri  bacWwblIblKTa  KOPCETIIMEreH KaHama oCep/iep Hemece KafbIMCbl3  peakuus, onap
nanfanaHywbinapablH, Hemece YWiHWi TynfanapgblH eniMiHe Hemece AeHCcaynblK XafaalblHblH, eneyni
Hallap/iayblHa TiKeel HeMece KaHama TypAe SKeN COKKAH HEMEeCe SKeNn COfFybl MYMKiIH BoiFaH.

Mafbimcbi3 Kybblbic — [9piniK (3epTTeneTiH) npenapaT TafalblHOANFAH MALMEHTTIH, HEMECE KAUHUKAbIK,
3epTTey (CbiHaK) CybbeKTICiHIH AeHCcayNbIK *KaFaalbliHAaFbl, OHbl KONAaHYMeH ceben-cangap/bik 6alinaHbicbiHa
KapamMacTaH, Ke3 KenreH Konamcbi3 esrepic.

Mypaaeni emec Kyarep - KAMHUKANAbIK 3epTTeyai XKyprisyre KaTbiCbl ¥KOK, - 3epTTey cyObeKTiCiHe, OHbIH, iWiHae
OfaH bepineTiH Xasbalua maTepmnangapabl OKbiN bepyae *KapAem KepCceTeTiH KeKe TyNFa.

WHTepBeHUUANDBIK eMeC KNIMHUKaNbIK 3epTTey — A3PiNiK 3aTThl HEMece MeAULMHaANbIK BYMbIMAbl MEMNEKETTIK
TIPKeY KYPri3iNreHHeH KeWiH JKYPri3ifeTiH »KoHe MeAuuMHa/bIK MPaKTUKA LWeHbepiHae TafalblHAANATLIH
3epTTey.

TynHYcKa MeauLMHaNbIK, }Ka3banap — «bacTankbl Ky»KaTrama» TEPMUHIH KapaHbi3.

Herisri Ky)xatrap — bipre Hemece KeKe-)KeKe 3epTTeyAiH, *KYPri3inyiH KaoHe aNblHFaH AepeKTepAiH, canacblH
baranayra MyMKIiHAIK 6epeTiH KyxKaTTap. byn KyKaTtap 3epTTeyLWiHiH, AeMeyLiHiH *KoHe MOHUTOPAbIH, THICTI
KAWMHUKAbIK NpakTuKa (GCP) cTaHgapTTapbl MEH HOPMATUBTIK Ta/lanTapabl CaKTaFaHbIHbIH, Aa1eni 6on1aabl.
KnuHukanbik 3eptrey (cblHaK) Typanbl ecen - afaM CybbeKkT peTiHAe KaTbicaTblH Tepanuanbik,
NPOGUNAKTUKANLIK, HEMECE AMArHOCTUKANbIK Kypanabl KAWMHUKA/bIK 3epTTeyaiH CUMNaTTamMacbiH KaMTUTbIH,
KNAMHUKANbIK KaHe CTAaTUCTUKANbIK CuMnaTTaManapabl, LepekTepai YCblHyAbl KoHe onapabl Tangayabl;
3epTTeNieTiH A9pPiNiK 3aTTbliH, MeAUUMHAMbIK OYMbIMHbBIH KafblMCbI3 PeakuMsnapblH Koca anfaHaa, Kewmiri
KeseHaeri acepnepai bipikTipeTiH KyxKarT.

BacTanKkbl Ky)KaTrama — KJMHWKA/bIK Dalikaynapablh, TeKCepynepaiH XoHe 6acka Aa KbI3MeTTiH, HOTUKeNepiH
CMNATTaNTbIH, KAVHUKANbIK 3epTTeyAiH 6apbiCbiH KaAnblHA KeATipyre KaHe OHbl Oafanayfa MyMKIHAIK bepeTiH,
TYNHYCKA MeAMUMHANbIK (Kas3banap MeH oflapAblH, KyanaHAbIpbINFAH KelwipmenepiHgeri 6ykin aknapar.

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet 3/ 8
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Bactankpl [AOepekTep 6acTtankbpl KyXaTtamaga (TynHyckanapga Hemece oOnapablH,  KyanaHAblpblafaH
KelwipmenepiHae) KamTblnaabl.

ee. CanbicTblpy npenapatbl — KAWHUKaNbIK 3epTreyae 6akbinay peTiHAe nNaiganaHbliathiH TipKeAreH Aspinik
npenapar He naauebo.

ff.

88.

hh

i

kk.

KnuHuKanbiK, 3epTrey XaTTamacbl - 3epTTeyAiH, MaKcaTTapblH, AM3alHblH, 94iCHaMacblH, CTaTUCTUKAbIK,
acnekTiNepiH }KaHe YNbIMAACTbIPbINYbIH CUNATTANTbIH Ky3KaT.

Kypaeni KafbiMcbi3 KybblnbiC KoHe (Hemece) Kypaeni »KafblMCbi3 peakuus - e/iimre aKen COfaTbiH,
emipre Kayin TeHAipeTiH, NaUMeHTTi aypyxaHaFa }KaTKbl3yAbl HeMece OHbl y3apTyAbl Tanan eTeTiH, TYPaKTbl
He aliKblH eHOeKKe *Kapamcbi3ablKKa HemMece MyrefdekTikKKe, Tya OiTKeH aHOManusnapfa Hemece Aamy
KeMICTiKTepiHe aKen cofaTblH, aTanfaH Kal-Kyinepain 4amyblH 601FbI36ay YWiH MeguLUMHaNbIK apanacyabl
Tanan eTeTiH XafbIMCbI3 peakuma

XaTrama CMHONCUCI - KNMHMKAbIK 3epTTey XaTTaMacbiHbIH, KbICKalla Ma3myHAamachl.
KnuHukanolk 3epTreyaiH, Aemeywici — KAMHWKANbIK 3epTreyre 6GacTamallbliblK —Xacayfa, OHbl
YbIMAACTbIPYFa ¥KaHe KapXblaaHablpyAbl KAMTaMachI3 eTyre ¥ayanTbl }KeKe Hemece 3aHabl TyA+a.

CTaHpapTTbl onepauuanbiK pacimgep — 6enrini 6ip KbI3MeTTi Ky3ere acblpy KesiHge bipKenkinikke Kon
YKETKi3yre apHaifaH erken-terkenni xasbala HyCKaynbIKTap.

3epTTey cybbeKTiCi - KAMHUMKANbIK 3epTTeyre 3epTTe/eTiH npenapaTTbl anaTblH TOMNTbIH KypamblHAA He
6aKbliay TO6bIHbIH KypaMblHAA KaTbICaTbIH XKeKe TyN+a.

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

mmKAMHUKaNbIK 3epTTey dasachbi:

KNMHUKaNbIK 3epTTeyaiH, bipiHwi dasacbl — A2pinik 3aTTbiH, TO3iMAiniriH, KayincisgiriH, emaik acepiHiH,
601ybiH, PapMaAKOKMHETUKANDBIK, KIHE papMaKOAMHAMMKAbIK CUMATTaMaNaPblH aHbIKTAy MaKcaTbiHAA AeHi
cay epikTinepae Hemece 3epTTeneTiH NpenapaTTbiH, XOfapbl YbITTbUIbIFbI AEHI Cay epikTinepae 3epTtrey
KYPri3yAi 94enke KaT eTeTiH Ke3ae TUICTi aypyMeH ayblpaTblH NaLMeHTTePAE XKYPri3ifIeTiH anfallKbl CbiHaY;

KNMHWKANbIK 3epTTeyaiH, eKiHwi ¢asacbl — HakTbl aypybl 6ap nauueHTTepae 3epTTeneTiH A2pinik 3aTTbiH
TMiIMAiNiri MeH KbiCKa Mep3imai Kayincisgirin 6afanay, coHAal-ak naumMeHTTep TOObiHAA CbiHay KesiHae
O9pPiNiK 3aTTblH, KAMHMKANbIK TUIMAINITIH O2nenpey KoHe [o03anayAblH eMAiK AeHreiiH  aMKbliHaay
MaKCaTbIHAAFbI 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
9cepsiepiHiH, CMEKTPi MEeH XWiniri »KoHe 3epTTeneTiH A2pinik 3aTTblH, 6acka A2pinik 3aTTapmeH e3apa
dpeKeTTecyi Typanbl KOCbIMLUA aKNAPAT aay YLWiH XKYpPrisifieTiH 43piNik 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 TONTApPbIHAA KYPTi3iNeTiH 3epTTey.

KbickapTtynap
a. 3b — 3epTTeywi bpoLwtopacsl
b. b3 — 6ac 3epTTeyLwi
C. 3¥ — 3epTTey YKbiMbl
d. MMB — MeanUMHaNbIK MaKcaTTarbl BylibiM
e. 3 — 3epTTeneTiH npenapar
f. XTK — }KeKe TipKkey KapTacbl
g. AK — aKknapaTTaHAbIpblAFaH Kenicim
h. K3 — KnnHuKanbIK 3eptrey

K3Y — KAMHUKaNbIK 3epTTey yinecTipyLwici

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet4 /8
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j. NKB> — «'ematonorma opTtanbibl» HKLLUC BMo3TMKa Macenenepi }KeHiHaeri NToKanablK Komuccua

k. KP ACM — KasakcTaH PecnybaunKacbiHbIH JeHcayablK cakTay MUHUCTPAIr
l. XK — *KaFbIMcbI3 KybblsbiC

m.  HK — Heri3ri KyXkaTTap

n. KP — KasakcTaH Pecnybamkacol

0. KXP — Kypageni *kafbiMCbI3 peakuusa

p. KXK — Kypaeni }afbImMcbI3 KybblabIC

g. COP (SOP)- cTaHAapTTbl OnepaLmanbiK Pacim

-

HLC — )xayanKepLiniri WWeKTeyni cepikTecTiK

S. Oprtanbik — «[emaTtonorna optanbiFbi» KLC

t. BOK — KasakcTaH PecnybaunKacbl leHcaynblK cakTay MUHUCTPAIriHIH, BMO3TUKA XKeHiHAeri opTanbiK,

KOMUCCUACHI

u. KP OCM — KP HOpMaTUBTIK KYKbIKTbIK aKTifiepiHe Hemip bepy KesiHge KonaaHbliaTbiH abbpeBuraTtypa
(kaszaK Tini)

V. CRO — contract research organization (afbl/iWbIH TiNi), KENiCIMLWAPTTbIK 3epTTEY YIbIMbI
w.  GCP —good clinical practice (afblawblIH Tifi) — TUICTi KNMHUKANAbIK NPAKTMKa

X. ICH-GCP — International Conference on Harmonisation (afbliwbiH Tini), GCP-Hbl yinecTtipy KeHiHAeri

XanblKapanblk KOHdepeHuun

y. CIOMS - Council for international organizations of medical sciences (afbiiwbiH Tini), MeanumnHa

FbIIbIMAAPbIHbIH, XaNblKapasblK YbIMAAPbl KEHECI

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

aa. FDA - Food and Drug Administration (afbinwbiH Tini), AKLU-TbiH, (AMepuKa Kypama LWTatTapsbl) Tamak
eHiMAepi MeH A3pi-A2PMEKTIH, canacbiH CAaHUTAPUASbIK KaZaFanay *KeHiHaeri 6ackapmachl

bb  UNESCO - United Nations Educational, Scientific and Cultural Organization (afblnawbiH Tini), BipikkeH ¥aTTap
¥YIbIMbIHbIH, 6i/1iM, FbINIbIM }KoHE M3AEHMET Macenesiepi KeHiHaeri MamaH4aHabIPbIIFaH MeKeMECi.

cc.  WHO - World Health Organization (afblawbiH Tini), LyHWeXy3inik AeHcay/blK CakTay yMbIMbl

OpbiHgay TopTibi

1.

JIKB3-HiH, WYFbiN OTbIPbICTAPbl 3epTTeyre KaTbiCylblapAblH, ©MipiHe KaTep TOeHreH afganga Kayincisgik
macenenepi, }aHa 3epTreynep, KoCbiMLia 3epTTeylwinep, afbiMgafbl capanTama, XxaTTamara Ty3eTy/nep KaHe
JTIKB3-HiH, 6apablk MmyLIenepiHiH KaTbICyblH Tanan eTeTiH 6acka Aa Kbi3meT 6oMblHLLAa capanTama Xyprisy/wetuim
WbIFapy YLWiH TaFalbIHAAMYbl MYMKIH.

oaeTTeri MeguuMHanbIK 3eptreynepai capantay KesiHge JIKba-HiH, Wyfbl OTbIPbICbIHA KATbICY YLWiH 3epTTeyre
KaTbICyLIblNapFa KepceTineTiH MeaANUMHANbIK KOMEK Typasibl erken-Ternkenni aknapat bepyi ywiH meanumnHa
KbI3METKepiH LWaKpblipyFa bonaabl.

JNIKB3 OTbIPbICbIHbIH, aNAblHAA TepPaFra WYFbIA OTbIPLICTbI WAKbIPY Typasbl Wewimai MbiHagan eawemiuapTrap
HerisiHge Kabblnaanabl: KoFamFa KeneTiH nalgafa, YNTTbIK SKOHOMMKaFa KaHe T.6. acep eTyi MyMKiH, aepey
KapayAabl Tanan eTeTiH macenenep; KyTnereH KaHe KypAeni ¥afblMcbl3 KybblibicTapapbiH, naga 60aybl; emip
MeH enim Macenenepi; }aHe 6acka aa cebentep

JIKBba Teparacbl JIKb3 mylwlenepi MeH LWaKbIpblIfaH agamzapabl, OHbIH iWiHAe KemiHae 6ip fblibiMK
KbI3MEeTKepai, KOMUCCUSIHbIH, FbIJIBIMW KbI3METKep 60/bin TabbliMalTbiH 6ip MyLlueciH, KapanaTtblH macene
6oMblHWA CapanwbliHbl KaHEe MeaMUMHA KbI3METKepiH OoTbipbiC Typanbl Xxabapgap eteai. CoHpali-ak
KY»KaTTapabl 3epaeney ywiH 6ip capaniwbiHbl WaKbIPy KaxKerT.

JIKB3 XaTLWbICbl WYFbIA OTbIPbICKA KATbICYLWbIAAP YLLiH KyXKaTTap NaKkeTiH AalblHAaNAbI.

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet5/ 8
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Artaybi NKB3 KE3EKTEH TbIC OTbIPbICbI
JIKBa  XaTWwbICbl KEHEeCKe KaTbiCylWblAapAblH, KaTbiCy MapafblH Kacalgbl, OHAA KYHi, YaKbITbl,
KaTbICylWblNapAablH Ti3imi, onapabiH TenedoH Hemipaepi, KEHEC XaTTaMacbiHbiH HOMIPi *KaHe KaTblCKaHbIH
pacTaiTbiH KaTbICyLblNapablH KON4apbl KepceTineai.
3. OTbipbiC  HapbicbiHA@ KBOPyMAbl aHbIKTan, MmbiHa COP-napabl  6acwbliblKKa any  KaxeT: «3epTrey

KY'KaTTapblHbIH, MakeTiH (3epTTey xaTramacbl KaHe T.6.) capanTayfa eTiHim bepy npoueci»; «3epTreyai
baranay», «3epTTey Ky)KaTTapblHblH, MaKeTiH KeJdenaeTireH capantay» »aHe «3epTrey JKeHiHAeri
KyrKaTTamaHbl (eTiHiMAepAi, 3epTTey XaTTramanapblH) anfallKkpl Kapay»

PernameHTTeyLi Ky»KaTrap

1.

15.

9.

«XanblK AeHcay/bifbl XaHe AeHcay/blK cakTay Kyneci Typanbi» 2020 kbinfbl 7 wingeperi Ne 360-VI KP3
KasaKkcTaH PecnybankacbiHbliH Kogekci. Cinteme

«Japinik 3aTTap meH meanuMHabIK bylbiMaapFa KAVMHWUKaNbIK 3epTTeyaep, Tipi opraHM3mHeH Tbic (in vitro)
OMArHocTMKa  YWIiH  MeauuMHanblk,  OyibiIMaapFa  KAMHWKANbIK-3€PTXaHa/blK,  CbIHAKTap  XKyprisy
KafuaanapblH KaHe KAWHUKanblK 6a3anapfa KoWbinaTblH TasnantapAbl *KaHe (PapMaKONOTUANBIK KaHe
O2pPiNiK 3aTTapfa, mMeguuMHaNbIK OyMbiMAapFa KAWHUKANbIK 3epTTey KoHe (Hemece) CbIHaK Kyprisyre
pyKcaT bepy MeM/EKeTTiK KbI3MeTiH KepceTy KafuaanapbiH 6ekiTy Typanbl» KasakcrtaH Pecnybaukacei
[eHcaynblk cakTay MUHUCTPIHIH 2020 xbinfbl 11 skentokcaHaasbl Ne KP ICM- 248/2020 6yiipbiFbl. Cinteme

«[apinik 3aTTap MmeH MmeanunHanbIK bylibimaapFa KAMHUKaNbIK 3epTTeynep, Tipi opraHM3MHeH Tbic (in vitro)
OMArHoCTMKa  YWIiH  MeauuMHanblk,  OyMbiIMaapFa  KAWMHWKANbIK-3€PTXaHA/bIK,  CbIHAKTap  XKyprisy
KaFuaanapblH oHe K/AMHUKabIK 6asanapfa KOWMbINATbIH Tanantapabl KoHe PapMaKoNOruanbiK KaHe
O9pPiNiK 3aTTapfa, mMeguuMHaNbIK OylibiMaapFa KAWHUKANbIK 3epTTey KaHe (Hemece) CbiHaK »Kyprisyre
pyKcaT bepy MemseKeTTiK KbI3MeTiH KepceTy KafuaanapblH 6ekiTy Typanbl» Kasakctan Pecnybaukacei
[eHcaynblk cakTay MUHUCTPiHIH, 2020 xbinfbl 11 skenTokcaHaafbl Ne KP [CM-248/2020 6yipbifbiHa
e3repicTep MeH TOJ/bIKTbIpynap eHrisy Typanbl KasakcrtaH Pecnybnuvkacel [JeHcaynblk cakTay MUHUCTPIHIH,
2022 xbinfbl 4 cayipgeri Ne KP [ICM- 35 6yipobifbl, KaszakcTaH PecnybamKacbiHblH D4ineT MUHUCTPAIriHAE
2022 xbinfbl 12 cayipae Ne 27526 6onbin TipkenreH. Cinteme

«brMomeguLUMHaNbIK, 3epTTeynep KYprisy KafuganapblH KaHe 3epTTey OpTa/blKTapblHA KOMbIAATbIH
Tanantapabl 6ekiTy Typanbi» KasakcTaH Pecnybaunkacbl [eHcaynblk cakTay MUHUCTPiHIH 2020 Kbinfbl 21
wenTtokcaHaarbl Ne KP ICM- 310/2020 6yipbifbl. Cinteme

«dapmaueBTUKaNbIK WHCNEKUMA LWeHbepiHAe KAWHWKara AeliHri (KAMHUKanbIK emec) 3epTTeynep
MaTepuangapbiH XaHe onapabl XKYpPrisy *KarganinapbiHbiH KasakcTaH PecnybamnKacbiHbIH KaHe (Hemece)
EypasuanblK, 3KOHOMMKA/IbIK OLAKTbIH, TUICTi 3epTXaHanblk npaktuka (GLP) TanantapblHa CoWKecTiriH
bafanayabl Kysere acblpy KafupganapblH OekiTy Typanbl» KasakctaH Pecnybivkachl [eHcaynbik cakTay
MUHUCTPIHIH, 2020 Kbinfbl 4 Kapawagafbl Ne KP JCM- 181/2020 6yiipbibl. CinTeme

«BMO3TUKA KEHIHAeri opTanblK KomuccuA Typanbl epexeHi 6ekiTy Typanbi» KasakctaH Pecnyb6amkachl
[eHcaynblk cakTay MUHUCTPIHIH 2020 binfbl 23 KasaHgasbl Ne KP ICM- 151/2020 6yiipbifbl. Cinteme

«Ka3aKcTaH Pecnyb/MKacbiHbIH, €pecek XafikblHa FeMaToNIorMANDbIK, KOMEK KepCeTyai yMbiMAacTbipy
CTaHAApPTbIH 6ekiTy Typanbl» KasakctaH PecnybauKacbl [leHcay/iblK CakTay MWHUCTPIHIH, MiHAETiH
aTKapywbiHbiH 2021 *Kbinfbl 20 KentokcaHaasbl Ne KP JCM- 130 byipsbifbl. Cinteme

KasaKkcTtaH Pecnybaukacbl [leHcaynblK CakTay MUHUCTPiHIH, MiHAETIH aTKapywblHbiH, 2021 Kbinfol 4
aknaHgarbl 6ylpbiFbl, Ne KP ACM-
KasaKkctaH PecnybnumKacbiHbiH 94ineT MUHUCTpAIriHae 2021 Kbinfbl 9 aknaHaa No 2216 60nbin TipKenreH,
«TwicTi papmaueBTMKanbIK NpakTUKanapabl 6ekiTy Typanbi». Cinteme

KasaKkcTaH PecnybnunKkacel [eHcaynblK cakTay MUHUCTPIHIH, 2020 xblafbl 21 KenTokcangafbl No KP ACM-
304/2020 6yipbirbl. KasakctaH PecnybanKkacbiHbiH, 94ineT MuHucTpAiringe 2020 Xblafbl 22 enTokcaHaa
Ne 21848 6onbin TipkenreH, «KnMHMKanbIK 6a3a, AeHCcayblK CaKTay canacblHAafbl 6inim 6epy ybIMbIHbIH,
K/IMHUKACbl, YHWBEPCUTETTIK aypyxaHa, pe3uAeHTypa 6asacbl, WHTErpaumMsanaHfaH aKageMUAbIK
MeZVUMHA/bIK OpTa/iblK Typaibl epexenepsi *KoHe osapfa KOMbINaTblH TanantapAbl GekiTy Typanbi».
Cinteme

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  Bet 6/ 8
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11.
12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

«JleHcaynblK CaKTay canacblHAafbl akKpeauTTey KafuganapbliH 6ekiTy Typanbl» KasakctaH PecnybamnKacel
[leHcaynbIk cakTay MUHUCTPIHIH 2020 kblnFbl 21 skentokcaHaasbl Ne KP ICM- 299/2020 6yiipbifsl. Cinteme

1ISO14155:2014Ne «KnnHukanbiK 3eptreynep. TUICTi KIMHMKANbIK NPaKTUKa» cTaHaapTbl. Cinteme

EypasuanbiK 3KOHOMMUKanNbIK Komucecna AnkacbiHbiH, 2018 xbinfbl 17 wingeperi Ne 11 «KanHUKanbIK,
3epTTeyNIepaiH *Kanbl Macenenepi XeHiHaeri HYCKaynblK Typasbl» YCbiHbIMbI. CinTeme

Eypa3uanbiK 3KOHOMMKaANbIK Komuccma KeHeciHiH 2016 Xbinfbl 3 Kapawagafbl Ne 79 «Eypasuansbik,
3KOHOMMKANbIK 0AaKTbIH TUICTi KNMHUKANbIK NPaKTUKa KafnaanapblH 6ekiTy Typanbi» wewwimi. Cinteme

Eypa3suanbiK 3KOHOMMUKaNbIK Komuccua AnkacbiHbiH, 2020 kbinfbl 3 Kapawagafbl Ne 19 «[apinik
npenapaTtrapgblH, KAWHUKaNbIK 3epTTeynepiHae OWMOCTaTUCTMKA KafuaaTtTapblH  KONZAHY KeHiHAeri
HYCKAY/bIK Typanbl» YCbiHbIMbI. CinTeme

Eypasuanbik aKOHOMUKaAbIK Komucena AnkacbiHbiH, 2020 Kbinfbl 27 KasaHgafbl Ne 18 «MeauuuHanbiK,
KON4aHyfa apHanfaH Aapinik npenapatrapabliH, GapMaKONOrMANbIK Kayinci3giriH 3epTrey >KeHiHAeri
HYCKAYNblIK TYPasibl» YCbIHbIMbI.

EypasuanbiK 3KOHOMMKaNbIK Komucema KeHeciHiH 2016 xbinfbl 3 Kapawagafbl Ne 85 «Eypasmanbik
SKOHOMMWKA/IbIK 04aK LeHbepiHAe A9pinik npenapaTrapablH, 6uobanamanbliibiFbiHa 3epTTEYIEP XKYpPrisy
KafuganapbiH 6ekiTy Typanbi» wewimi. Cinteme

LyHNeXy3iNiK meguunHanblK KaybiIMAACTbIKTbIH, XeNbCUHKN AeKnapaumackl, 1964 Kbiafbl MaycbiM (COHfFbI
peaakumsacbl 2018 xbinfbl 9 winge). Cinteme

AfampapaplH, KaTbiCybIMEeH JKYPFi3ineTiH AeHcaynblK caKTay canacbliHZafbl 3epTTeynepre 3TUKAAbIK,
capanTama Kypridy »KeHiHAeri cTaHZapTTap MeH onepauMAnbiK HYCKaynblkTap, JyHWeXKy3inik geHcaynbik
cakTay yibimbl (2011); xKaHe 3epTTeynep 3TMKachbl canacbiHAarbl 6acKa Aa XanblKapanblk AeKnapauusanap
MeH Hyckaynbiktap (WHO, ICH-GCP, UNESCO, CIOMS, CE).

2023 xbinfbl 31 mayceimaasbl Nol-02-44 6ynpbikneH bekitinreH «emaTtonorua optanbifbi» MKLIC buoatuka
Mmacenenepi KeHiHaeri NoKanaplk Komuccua (byaaH api- JIKba Hemece Komucena) Typanbl epexe

2023 binFbl 31 maycoimpafbl Nel-02-47 6ylipbikneH OekitinreH «Fematonorva opTanbiFbl» HKLUC-ga
KJIMHUKANBIK, KOHE Fbl/IbIMU 3ePTTEY/IepP XKYPri3y KaFuaanapsl

«'emaTtonormna optanbiFbl» KLIC BMosTMKa macenenepi KeHiHAeri N0Kanablk, KOMUccuAHbIH, 2023 KblnifFbl
31 maycbiMaafbl NayasbiMAbIK HYCKAY/IbIKTapbl.

KnnHuKanolK 3epTTeynepai petrey canacbiHaarbl KasakctaH PecnybamKacblHbiH 6acka Aa HOPMaTUBTIK
KYKbIKTbIK aKTinepi.

BaiinaHbICTbl KyXKaTTap

Ne TYpPI aTaybl

Uccnepn-3-4 cop 3epTTey KyKaTTapblHbIH NAKeTiH
(3epTTey xaTTamachbl XaHe T1.6.)
capanTayFa eTiHim 6epy npoueci

Uccnep-3-5 cop 3epTTey eTiHIMiH H6afanay

WUccnepn-3-7 cop 3epTTey KyKaTTapblHbIH NaKeTiH
KepenaeTinreH capantay

Uccnen-3-6 cop 3epTTey KeHiHAEeri KyrKaTTaMaHbl
(eTiHimAaepaj, 3epTTey xaTTamanapbiH)
aNfallKbl Kapay

Uccnep-3-2 Ccop JIKB3 }KyMbICbIHAA KYNUANBINbIKTbI
cakTay

O3repicTep Ti3imi

Pea. Ne KyHi Bylipbik Ne ©3repictep Ti36eci COP HbicaHbIH e3repTy, KP

HKA-aafbl e3repictep/ToNbIKTbipynap HerisiHge
TePMUHONOTUAFA TY3eTynep eHridy, MaTiH 60ibiHwWwa

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet7 /8
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