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 3EPTTEYAI TOKTATY

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

«Tematonornsa optanbiFbl» HLC BMO3TUKA Macenenepi KeHiHAeri NokanablK KOMUCCUACBIHbIH, (JTIKB3) fbiabimu
3epTTeyai TOKTaTy npoueciH 6ackapy TopTibiH 6enriney

Mayankepuinik

«ematonorma optanbifbl» MLUIC BMO3TMKa Macenenepi KeHiHAeri NOKanAblKk KOMWUCCUAHDBIH, Tepafacbl MeH
mywenepi (/IKB3) 3epTreyre KaTbiCywblnapablH, Kayincisgiri Hemece onap ywWwiH naiga KYMaH TyAblpfaH Hemece
KaTepre ylblparaH Kesge 3epTTeyai KocnapnaHfaH Mepsimi eTKeHre aeliH mepsimiHeH OypblH TOKTaTy Typasbl
Wwewim KabblngayFa Kayantbl 6onagbl

JIKB3 XaTwbICbl TOKTaTa Typy NpoueciH 6ackapyra KayanTbl 6onaapl

Ma3myHbl

TepmuHaep mMeH aHbIKTamanap
KbickapTynap

OpblHaay TapTibi

1-KocbiMmwa

PernameHTreywi KyXatrap
BainaHbICTbl KyXKaTTap
O©3repicTep Tisimi

KyKaTneH TaHbiCcy naparbl

TepmuHaep MeH aHbIKTamanap

a. Buonoruanbik 6anamanbinbiK (byaaH api — 6MO3IKBUBANEHTTINIK) — TUICTi AM3aliHbl 6ap 3epTTeyae yKcac
Kargannapaa bipaelt MonApsbIK A03ada eHrisinreH kesge dapmauesTUKanblK H6anamanapablH Hemece
dapmaLeBTUKa/bIK anbTepHAaTMBaNapablH, acep eTywi 3aTbl HEMece acep eTywWi 3aT MOJIeKYNACbIHbIH,
6enceHAj beniri e3iHiH acep eTy OpHbIHAA KO/KETIMAI 601aTbIH XKblAAMAbIK NeH Aapexe bolbiHLWa eneyni
aviblpMaLUbINbIKTapabiH 60maybl

a. 3eptTeywi 6poLtopackl - 3epTTeNeTiH NpenapaTtTbl agamsa 3epTTey YLiH MaHbi3bl 6ap, OHbl KANMHUKaNbIK,
OHe KAMHMKaFra AeMiHri (KNIMHUKaNbIK eMec) 3epaeniey HaTUMKeNePiHiH 3KMUbIHTbIK MasMyH4amachl.

b. Dapinik 3atTap meH meauuMHanbIK 6yiibimgapAablH, aiHaAbICbl CanacbiHAAFbl MeM/IeKeTTiK capanTtama
yiibimbl (byaaH api — capanTama yibiMbl) — A3piNiK 3aTTap MeH MeAuuMHanblK byinbiMaapabiH,
Kayincisgirid, Tvimginiri meH canacblH KamTamacbi3 €Ty XeHiHAeri AeHCay/ablK CaKTay CanacblHAafbl
OHAIPICTIK-LapyaLUbl/bIK KbI3METTI ¥Ky3ere acblpaTblH MEM/IEKETTIK MOHOMNO/IMA CyObEKTICI.

C. 3epTrey AuM3aiHbl - 3epTTeyAiH *Kannbl *KOCNapbl, 3epTTey CyObeKTiNepiHiH TONTapbIH ipiKTeyre oaHe
KanbINTacTblpyFfa, AepekTepai 6ypkemeneyre 6aiinaHbICTbl 3epTTeYAi )KYPri3y TaCiniHiH, cunaTramacsl.

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  Bet1/9



cop HomeHknatypa | I-05 Hemipi Wccnep-3-15 Pepakuusa 001
KoAbl
Ataybl 3EPTTEYAI TOKTATY
d. LLapT - eki Hemece ofaH Aa Ken Tapan apacblHAaFbl KYHi KOWbINFAH KaHE KO KOWbIAFaH Kenicim, on

3epTTeyai Xyprisyre, COHAan-aK KaxkeT 60/1faH Ke3ae Kap»Kbl/blK Macenesiepre KatbicTbl. LLIapTTbiH, Herisi
3epTTey xaTTamacbl bonyra THic.

¥eke TipKkey KapTacbl - 9pbip 3epTTey cybbeKTici bolblHWA XaTTamaga KesaenreH KaHe aemeyulire bepinyre
YKaTaTblH 6ap/bIK, aKNapaTTbl EHri3yre apHaafaH Kafas, 3/1eKTPOHAbIK HEMECe ONTUKAsbIK XETKI3riluTeri KyKart.
UHTepBEHUMANDIK 3epTTey — agam 3epTrey cybbeKTici peTiHae KaTbicaTblH 3epTTey, byn peTtre 3epTTeyui
Aapirep KAWMHUKabIK 3epTTeyaep XKyprisy TopTibiHe caliKec KeneTiH MHTEPBEHUMANbIK KAMHUKA/bIK 3epTTey
XaTTamMacblHbIH HerisiHae 3epTTey cybbeKkTiiepiHe apHaibl apanacyabl TaFanbiHAANAObI.

AKnapaTTaHgbIpbIFaH KeJicim - 3epTTey CyObeKTICiHiH Hemece OHbIH, 3aHAbl OKiNiHIH, WeLwim Kabbingayb! yiliH
MaHbI3bl b6ap 3epTTeyaiH, 6ap/blK acnekTinepi Typanbl aknapaT affaHHaH KeWiH HaKTbl 3epTTeyre KaTtbiCyfa
KenicimiH epiKTi TypAae pacTtay pacimi. AKnapaTTaHAblIpblifaH Ka3balla Kenicim yaKineTTi opraH 6ekiTKeH HbicaH
boliblHWa pecimaenea,.

BMO3KBUBANEHTTINIKTI 3epTTey — cbiHanaTblH npenapaT MeH CcanbiCTbipy nNpenapaTbl apacbiHAafbl
bapMaKoKMHETUKANbIK BanamanbiNbiKTbl aHbIKTay MaKcaTbiHAA BMOMKETIMAINIKTI canbiCTbipmansl 3epaeney.

3eptreywi - «lematonorna opTanbiFbi» MKLUC KAMHMKanbIK 6asanapbiHAa KAMHWKANbIK 3epTTey Kyprisyre
KayanTbl }KeKe TyAFa, 3epTTey YKbIMbIHbIH, MYLUIEC.

KnuHuKanoblk 6a3aga 3eptreyai 3epTreyLlinep Tobbl KyprisreH Kafaanaa, 6ac 3eprreywi - 3epTTey YKbIMbIHbIH,
eTeKuwici aKkbliHAanaabl. bac 3epTTeywiHi KAMHMKaNbIK XobanblK KeHCEeHiH, KaTbiCylubllapbl TaH4alabl KaHe
OoHbl «lematonorna opTanbifbl» MLWC 6ac gupekTopbl 6eKiTeqi. 3epTrey YXKbIMbIHbIH, KaTbICYLWbINAPbIH
(3epTTeywinepai) TafalbiHoay Typanbl OyMpbIKTbl «lematonorns optanbifbl» MUWC dunamnangapbl  meH
b6enimweciHiH, anpeKkTopaapbl bekiteqi

3epTTenetiH npenapaTt - KAUMHUKaNbIK 3epTreyae 3epAeneHeTiH Hemece 6aKplnay yWiH naiAanaHbiNaThiH
b6enceHaj 3aTTblH, A2piNiK Typi Hemece nnauebo, OHbIH, iWiHAE TiPKeAreH A3pinik Nnpenapat, erep OHbl KONZAHY
Tacini 6ekiTinreHHeH e3rewe 60/ca, COHAAN-aK ON *KaHa KepceTisim bolibiHWa Hemece BeKiTinreH KepceTinim
60MMbIHWa KOCbIMLUIA aKMapaT any yWiH nainganaHblifaH Kesae

3TUKa Mmacenenepi XKeHiHgeri Komuccua - pecnybaumkanbiK geHrenge (BnoaTMka »KeHiHAeri opTanbik
KOoMMCCKUSA), COHAaM-aK MeguLMHaNbIK YAbIM AeHreliHge KypbliaTbiH, KYpamblHa AeHCay/blK CaKTay, fblibiM
cafacblHAafbl MamaHAap, KOFaMAbIK YMbIMZApAblH, ©Kingepi KipeTiH, 3epTrey cybbekTinepi MeH
3epTTeywinepain, KYKbIKTapblH, Kayincisairi MmeH an-ayKaTblH KOpfaydbl, COHAAM-aK KAWMHUKaNbIK 3epTrey
MaTepuangapblH 3TUKAMbIK KOHE afaMrepLUinik-KyKbIKTbIK 6afanaygbl »Kysere acblipaTblH KOHCY/bTaTUBTIK-
KeHeCLi OpraH.

«Fematonorua opranbifbi» MLIC BuoaTMKA Macenenepi eHiHAeri Nokanaplk, Komuccuacol (/IKB3) -
NnauneHTTepAiH, CbiHANYWbINAPAbIH, 3epTTeyWwinepaid, MmeamumHa KbisMeTKep/iepiHiH, KYKbIKTapblH, Kayincisairi
MEH an-ayKaTblH KOpfayabl, COHAAN-aK, MeAULMHAbIK KIHE FblNbIMM KbI3METKe 6aNaHbICTbl MaTepuangapabl
3TUKabIK KOHE afamMrepLUiniK-KyKbIKTbIK Dafanayapl }Ky3ere acblpaTbiH TOYECi3 OpraH.

KnuHuKanbiK 6a3a - KNIMHUKANbIK 3epTTey/Iep Kypri3eTiH AeHCcayblK cakTay YMbIMbI.

KnuHukanbiK 3eptrey - aypynapablH, NpoUIAKTUKAChI, AMArHOCTUKAChI }KaHe onapabl emaey KypanaapbiHbiH,
d4icTepi MeH TEXHONOrMANAPbIHbIH, KaYinci3giri MeH TUIMAINITIH aHbIKTay HEMece pacTay YLWiH XKyprisineTiH,
afam cybObeKT peTiHAe KaTbICaTbIH 3epTTey.

KenicimwapTrbik, 3epTtrey yibimbl (CRO, Contract research organization) — aemeywimeH acanfaH wapT
WweHbepiHAe OHbIH, KAMHMKaAbIK 3epTTey XKyprisyre 6ainaHbicTbl 6ip Hemece ofaH Aa Ken (YHKUMACHIH
OPbIHAANTbIH XeKe TyaFa/yinbim.

KynuanbinblK, - gemeyulire 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 KoMOWHauuAcbiH bGingipeTiH Hemece
KaMTUTbIH, aAaMHbIH, aypynapblH emaeyre, OfapAblH, NpoduNaKkTUKacbiHa Hemece ¢GapMaKONOTUANbIK,
UMMYHO/IOTUANDBIK, He MeTabonmamaik acep eTy apKblibl OHbIH GU3NONOTUANDBIK GYHKUMANAPLIH KanmnblHA

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet2 /9
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aa.
bb

CC.

KenTipyre, Ty3eTyre Hemece o3repTyre, Hemece afaMHblH, aypynapbl MeH »al-KyWiH AuarHoctvkanayra
apHanfaH Kypan.

3epTrey matepuangapbl — KAMHWUKA/bIK 3epTTeyaAepaiH, Aemeyllici KAMHUKanbIK 6asafa yCbIHATbIH KyXKaTTap
XUbIHTbIFbI, 0N KasakcTaH PecnybauKacbiHbIH, AEHCAy/blK CaKTay CafacbliHAAafbl YaKiNeTTi opraHbiHbIH,
KasakcTaH PecnybnukacbliHaa GeKiTinreH TopTiNKe COMKEeC OCbl KAWHWKAbIK 3epTTeyi Kyprisyre »KoaHe OHbl
XKyprisyre xayanTtbinapbl aliKblHAAyFa PYKCaTbiH; KNMHUKANbIK 3epTTey XaTTamacbiH; 3epTTeyLli 6poLtopachkiH;
KaHa MeaMLUMHANbIK TeXHOMOrMANApAbl KONZAAHY epeKLluenikTepiHe KaTbiCTbl TyCiHAipMe KyKaTtrapZbl (onap
KONJaHbINFAH Kafaalhfa) aHe e3re e KyKaTTapAbl, COHAAN-aK, KNMHUKAAbIK 3epTTey LIAPTbIHbIH, *K0bacbIH
KamTuapl

MeguumHanbiK, KaptTa — emzeywi Japirepiaep nauveHTTiH, aypy TapuxblH (CTauMOHApAbIK Hemece
ambynaTopuUANbIK) }KoHe OfaH TaFaliblHAANATBIH EMAj SNEKTPOHAbIK HEMECE KaFa3 HbICaHAA ¥a3bln KypPri3eTiH
MeaNUMHANDBIK KyXKaT.

Ken opTanblKTbl KAMHUKaNbIK 3epTTey - OipblHFall xaTTama bolbiHWa bGipeyaeH Ken 3epTTey OpTasibiFbiHAA
oHe bipeyaeH Ken 3epTTeyLi XKypPri3eTiH KIMHUKaNbIK 3epTTey.

KAuHUKaNbIK 3epTrey MOHUTOPbI — JeMeylli HemMece KenicCiMmWapTTblK 3epTTey YMbiMbl TafalbIHOAUTBIH,
ynnecTipywi 3epTTeywimeH Hemece YWAecTipy KomuTeTiMeH 6Gipnecin »KYMbIC iCTEMTIH KoHe KAMHUKabIK,
3epTTeyaiH XxaTTaMara CaMKec XKyprisinyiH 6aKblnalTbiH, OHbIH, OPbIHAANY AdpeXKeciH bafanalTbiH, AepeKTepai
Tangayna, MHTepnpeTaumnanayna XKoHe sKCTpanonsumManayna sepTreyLuire Xapaem KepceTeTiH KeKe Tynfa.

MOHUTOPUHT - GMOMeaMLMHANbIK 3epTTeydiH OpblHAANYbIH OaKplNay KoHE OHbIH, XaTTamarfa, Kocnapfa,
b6afpapnamafa, CTaHAAPTTbl ONEPAUMANBIK pacimaepre, TUICTI KAMHMKaANbIK NPaKTUKara CIMKeC MKYprisinyiH,
OEPEKTEPAIH *KUHANYDIH XKIHE 3epTTey HITMXKENEePiHiH YCbIHbINYbIH KamMTamachi3 eTy pacimi.

Tuicti KaMHuKanbiK npaktuka (Good Clinical Practice — GCP) - KauMHUKanblK 3epTreynepai Kocnapnaay,
YMbIMZACTbIPY, *KYPrisy, MOHUTOPUHITEY, ayamT XKYPri3y, Ky»KaTtray, COHAal-aK o/lapAblH, HITUXKeNepiH Tangay
YKOHEe YCblHY CTaHAAPTbl, ON ajblHFaH AEPEKTEeP MEH YCbIHbIIFaH HITUMKENEepPAiH, aHbIKTbIFbl MeH A314iriHiH
Kenini 6onaabl, CoOHOam-aK 3epTTey CyObEKTINEepiHiH, KYKbIKTapblH, AEHCay/blfbiH 3HE KYNUAAbIIbIFbIH
KOpfayabl KAMTamachl3 eTeg,.

Konaiicbia okufa — meamumHanbiK OYMbIMHbIH, Ke3 KenreH aKkaybl XaHe (Hemece) cunaTTamasiapbiHbiH
Halap/iaybl Hemece XYMbIC icTeyiHiH, 6y3blnybl, Hemece MeAUUMHanbIK 6yibiMFa inecne aknapaTTbiH
(KyKaTTamaHbIH) KeTKiNiKci3giri He AypbIC eMEeCTir, KONAaHy KeHiHAeri HYCKay/blIKkTa Hemece nanganaHy
JKOHiHAeri  bacWwblIblKTa  KOPCETIIMEreH KaHama oCep/iep Hemece KafbIMCbl3  peakuus, onap
nanfanaHywbinapablH, Hemece YWiHWI TyAfanapgblH eniMiHe Hemece AeHCay/blK KafdalblHbIH, eneyni
Hallap/iayblHa TiKeel HeMece KaHama TypAe 9KemN COKKAH HEMeCe Ken COfFybl MYMKiH H6o/FaH.

Mafbimcbi3 Kybblibic — [9piniK (3epTTeneTiH) npenapaT TafalblHOANFAH MALMEHTTIH, HEMECE KAUHUKAbIK,
3epTTey (CbiHaK) CybbeKTICiHIH AeHCcaybIK *KaFaalbliHAaFbl, OHbl KOJAAaHYMeH ceben-cangap/ibiK 6alinaHbicbiHa
KapamacTaH, Ke3 KesireH Konalcbl3 esrepic.

Mypaaeni emec Kyarep - KAMHUKAAbIK 3epTTeyai XKyprisyre KaTbiCbl ¥KOK, - 3epTTey cybbeKTiCiHe, OHbIH, iWiHae
OfaH bepineTiH Xasbalia maTepmnangapabl OKbiN bepyae *KapAem KePCETETIH KeKe Ty IFa.

UHTepBEHUMANDIK emec KIMHUKANbIK, 3epTTey — A3pPiNiK 3aTTbl HEMece MeanUMHaNbIK bybiIMabl MEMIEKETTIK
TipKeY JKYPri3iireHHeH KeMiH Kypri3ineTiH »aHe MeAuUMHANbIK MpakTMKa weHbepiHae TaralbiHAANATbIH
3epTTey.

TynHYcKa MeAuLUHaNbIK, }Ka3banap — «bacTankbl Ky»KaTrama» TePMUHIH KapaHbi3.

Herisri Ky)xatrap — bipre Hemece JKeKe-)KeKe 3epTTeyAiH, *KYPrisinyiH KoHe anblHFaH AepeKTepaiH, canacblH
baranayra MyMKIHAIK 6epeTiH KyxKaTTap. byn KyKaTtap 3epTTeyLWiHiH, AeMeyLWiHiH *KaHe MOHUTOPAbIH, THICTI
KAWHUKA/bIK NpakTuKa (GCP) cTaHgapTTapbl MEH HOPMATUBTIK TananTapabl CaKTaFaHbIHbIH, Aa1eni 6onagbl.
KnuHukanbik 3epTtrey (cblHaK) Typanbl ecen - afaM CybbeKkT peTiHAe KaTbicaTblH Tepanuanbik,
NPOGUNAKTUKANbIK, HEMECE AMArHOCTUKANbIK Kypanabl KAWMHUKA/bIK 3epTTeyaiH CMNaTTamMacbiH KaMTUTbIH,
KNAMHUKANbIK KJHEe CTAaTUCTUKANbIK CuUnaTTamManapibl, AepekTepai YCbIHyAbl KoHe onapabl Tangayabl;
3epTTeNieTiH A9pPiNiK 3aTTblH, MeAULMHA/MbIK OYMbIMHbBIH KafFbIMCbI3 PeakuMsnapblH Koca anfaHaa, KeniHri
KeseHaeri acepnepai bipikTipeTiH KyxKarT.

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  Bet 3 /9
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dd  Bactankpl KyXaTTama — KJMHWUKaAbIK 6alikaynapablH, TeKcepynepain, KoHe 6acKa Aa KbI3METTiH, HaTUKenepiH

CUNATTaWTbIH, KNMHUKAAbIK 3epTTeyaiH, 6apbiCbiH KanmblHa KenTipyre kaHe OHbl bafanayfa MyMKiHAIK 6epeTiH,

TYNHYCKA MegMuMHanblK Kasbanap MeH onapablH, KyanaHAblpblifaH KewipmenepiHgeri 6ykin aknapar.

Bactankpl AepekTep 6acTtankpl KyKaTtamaga (TynHyckanapZa Hemece onapAblH,  KyanaHAblpblafaH
KelwipmenepiHae) KamTblnaabl.

ee. CanbICTbipy NpenapaTtbl — KAMHUKaNbIK 3epTTeyae 6aKblnay peTiHAe naiAanaHblnaThliH TipKeAreH Aapinik

ff.

npenapart He naauyebo.

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

gg. Kypaeni KafbiMcbi3 KybblnbiC KoHe (Hemece) KypAesni »KafblMCbi3 peakuus - e/limre aKen COfaTbiH,

emipre Kayin TOHAIPETiH, NALMEHTTi aypyXxaHara KaTKbI3yAbl HEMece OHbl Y3apTyAbl Tanan eTeTiH, TYPaKThbI
He aliKblH eHOEeKKe *KapaMcCbI3AblKKa HeMece MyrefdeKTikke, Tya OiTKeH aHomanusnapfa Hemece Aamy
KeMICTiKTepiHe aKen cofaTblH, aTanfaH Kal-Kyinepain 4amybiH 601FbI3bay YWiH MeguUMHaNbIK apanacyabl
Tanan eTeTiH XafbIMCbI3 peakumsa

hh  Xatrama cMHONCUCI - KNMHMKabIK 3ePTTeY XaTTaMacblHbIH, KbICKalla Ma3mMyHAamachl.

i

KnuHuKanbiK, 3epTTeyaiH, Aemeywici — KAMHMKANbIK 3epTreyre 6HacTamallbliblK, —Kacayfa, OHbl
YbIMAACTbIPYFa }aHe KapblaaHablpyAbl KAMTAaMachI3 eTyre ayanTbl }KeKe Hemece 3aHabl TyA+a.

CTaH[apTTbl onepauuanbiK pacimpep — 6enrini 6ip KbI3MeTTi Ky3ere acblpy KesiHge bipKenkinikke Kon
YKEeTKi3yre apHanfaH erxemn-Terkenni »kasballa HyckaynbIKTap.

kk. 3epTrey cybbekTici - KNMHMKaNbIK 3epTTeyre 3epTTeneTiH npenapaTtTbl anaTbiH TONTbIH, KypambiHAA He

6aKbliay TO6bIHbIH KypaMblHAA KaTbICaTbIH XKeKe TyN+a.

[eHcaynblk cakTay canacblHAafbl YaKineTTi opraH — KasakctaH PecnybimMKacbiHbIH [leHcaynbiK cakTay
MUWHWUCTPAIrI.

mmKAMHUKaNbIK 3epTTey dasachbi:

KNMHUKaNbIK 3epTTeyaiH, bipiHwi ¢asacbl — A2pinik 3aTTbiH, TO3iMAiNiriH, KayincisgiriH, emaik acepiHiH,
60/1ybiH, PapMaAKOKMHETUKANBIK, KIHE papMaKOAMHAMMUKAIbIK CUMATTaMaNaPbliH aHbIKTAy MaKcaTbiHAA AeHi
cay epikTinepae Hemece 3epTTeneTiH NpenapaTTbiH, XKOfapbl YbITTbUIbIFbI AEHI Cay epikTinepae 3epTtrey
YKYPri3y4i o4enke KaT eTeTiH Ke3ae TUICTi aypymeH ayblpaTblH NaLMeHTTEePAE XKYPri3ifIeTiH anfallKbl CbiHaY;

KNMHUKaNbIK 3epTTeyaiH, eKiHwi ¢asacbl — HakTbl aypybl 6ap nauueHTTepAe 3epTTeneTiH A2PiNiK 3aTTbiH
TMiIMAiNiri MeH KbiCKa Mep3imai Kayincisgirin 6afanay, coHAal-ak naumMeHTTep TOOblHAA CbiHay KesiHae
O9PiNiK 3aTTblH, KAMHMKaANbIK TUIMAINITIH A2nengey KoHe pAo03anayablH eMaik AeHreiiH  alKbliHaay
MaKCaTbIHAAFbI 3epTTey;

KNMHUKA/bIK 3epTTeyaiH TepTiHWwi ¢dasackl — A2PiNiK 3aT TipKeNreHHEH XaHe HapblKKa TYCKEHHEH KeMiH OHbIH,
TepanuAnbIK TUIMAINIMH, OHbl 04aH api NanganaHy CTpaTerusacbiH pacTay MakcaTbiHAA, COHAAM-aK aHama
9cepsiepiHiH, CMEeKTPi MeH XWiniri »KoHe 3epTTeneTiH A2pinik 3aTTblH, 6acka A2pinik 3aTTapmeH e3apa
dpeKeTTecyi Typanbl KOCbIMLUA aKNAPAT aay YLWiH XKYpPrisifieTiH 43piNik 3aTTbl 3epTTey;

KNMHUKANbIK 3epTTeyaiH, ywiHwi ¢asacbl — emaeyaiH 6apablk acneKkTifepiH 3epaeney, OHbIH iWwiHAe Kayin:
nanga KepceTKilWiH 6afanay MaKkcaTbiHAA Kacbl apTYPJli, KOCa/IKbl MaTONOTUACHI SPTYPAi NaUMEHTTEPAIH
Y/IKEH TONTAPbIHAA KYPTi3iNeTiH 3epTTey.

KbickapTtynap
a. 3b — 3epTTeywi bpoLwtopacsl
b. b3 — 6ac 3epTTeyLwi
C. 3¥Y — 3epTTey YKbiMbl
d. MMB — MeanUMHaNbIK MaKcaTTarbl BylibiM
3 — 3epTTeneTiH npenapart
f. XTK — »Keke Tipkey KapTaceol
g. AK — aKknapaTTaHAbIpblAFaH Kenicim

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet4 /9
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h. K3 — knnHuKanbIK 3epTrey

i K3Y — KAnHUKaNbIK 3epTTey yiaecTipyLici

j- NKB3 — «'ematonorma opTtanbiFb» KLC BMo3aTMKa macenenepi }eHiHAeri N1oKanablKk Komucena

k. KP OCM — KasakcTaH PecnybamnKacbiHbIH [eHcaynblK cakTay MUHUCTPAIrI

l. XK — »KaFbiMCbI3 KybblnbIC

m.  HK — Heri3ri KyXkaTTap

n. KP — KasakcTaH Pecnybamkacol

0. KXP — kKypaeni }kafbiMcbI3 peakuua

p. K¥K — Kypaeni »kafbIMcbl3 Kybblnbic

g. COP (SOP)-— cTaHAapTTbl OnepaLmanbiK Pacim

r. HLC — )kayanKepLiniri LWEKTeYNi CePIKTECTIK

S. OpTanbik — «[emaTonorua optanbifbi» HKLIC

t. BOK — KasakcTaH PecnybaunKacol [leHcaynbliK CakTay MUHUCTPAIMiHIH, BUO3TUKA XKeHiHgeri opTanbiK
KOMMCCUACDI

u. KP OCM — KP HOpMaTUBTIK KYKbIKTbIK aKTinepiHe Hemip 6epy KesiHge KonaaHbliaTbliH abbpesmraTypa
(kaszaK Tini)

V. CRO — contract research organization (afbl/iWbIH TiNi), KENiCIMLWAPTTbIK 3epTTEY YIbIMbI

w.  GCP —good clinical practice (afblawblIH Tifi) — TUICTi KNMHUKANAbIK NPAKTUKa

X. ICH-GCP — International Conference on Harmonisation (afbiliwbiH Tini), GCP-Hbl yinecTipy »KeHiHaeri
XanblKapanblk KoHbepeHuma

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

FbIIbIMAAPbIHbIH, XaNblKapasblK YbIMAAPbl KEHECI

EMEA - European Medicines Agency (EMA) (afbiiwblH Tini), Aapinik npenapatrapabiH, Eyponanbik,
dapmakoneasa 6asHaaNFaH TananTapFa COMKeCTiriH 6afanay KeHiHaeri areHTTiK

aa. FDA - Food and Drug Administration (afbinwbiH Tini), AKLU-TbiH, (AMepuKa Kypama LWTatTapsbl) Tamak

eHiIMAepi MeH A2pi-A2PMEKTIH, CanacbliH CAaHUTaPUANbIK Kadafanay *KeHiHgeri 6ackapmacol

bb  UNESCO - United Nations Educational, Scientific and Cultural Organization (afblnwbIH Tini), bipikkeH ¥aTTap

YIAbIMbIHbIH, 6i/1iM, FbINIbIM }KoHE M3AEHMET MacesIeNepi KeHiHaeri MamaHaaHAbIPbIIFAH MEKeMECI.

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

OpblHAay TIpTi6i

1.

2.

JNIKB> mywenepi, gemeyuwi XaHe 6acka ga yakinetti opraHzap JIKBs xaTwbicbiHA 3epTreyai TOKTata Typy
XaTTamacbl 6oMbIHLIA YCbIHBIM MEH TYCiHIKTeMenepai xonganabl.

JIKB3 xaTwbICbl TOKTaTa TYPY XaTTamacbiHblH NaKeTiH AalblHAAY *KaHe bepy YyLWiH 6ac 3epTTeylwiHi Hemece
3epTTey opTanbifbiH Xabapaap eteai

Xa'rTaN\anap nakeTiH anfaH Ke3ge mMmblHanap4biH 6ap-)'KO-FbIH TEKCepy Ka*KeT:

3epTTeyai TOKTaTa Typy Typanbl MemopaHAymFa cypay cany (xaTTamaHblH, OHblH H3TUMKENEepiHiH KaHe
MUHaNFaH AepeKTepaiH, KbicKalla Kasbaua TyriHgemeci) (1-kocbiMmiua);

afblMZafbl 3epTTeyre apHaAfaH eTiHIM HblCaHbIHbIH, TYNHYCKacbl («3epTTey 6apbiCbiH HaKblnay» CTaHAAPTTbI
onepaumanbik PaciMiH KapaHbi3);

Tanan eTineTiH KonaapabiH 6oaybl (6ac 3epTTeyLi);

WHULMANAAP KIHEe NAKeTTiH, a/iblHFaH KyHi.

3epTTeyai TOKTaTa TYpy Typanbl NakeTTi 6aranay oaHe Tankpbinay JIKba xatwbicbl /IKE3 TeparacbiH 3epTTeyai
TOKTaTa Typy Typanbl XxaTTamafa apHanfaH yCbiHbIM }KeHiHAe xabapaap eTyre Tuic.

JIKB3 xaTwbIcbl NAKeTTi anfaHHaH KeliH 1 (6ip) sKymblIC KyHi ilWliHAe TOKTaTa Typy Typa/bl NAaKeTTiH KelipmeciH
JIKBa TeparacbiHa Xibepyre Tuic.

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  Bet5/9
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Artaybi 3EPTTEYAI TOKTATY
NIKBa Teparacbl HaTUXenep MeH cebenTtepai 6aranangbl; YCbIHbIMABI TaNKblnay YLWiH LWWYFbIT KeHec
Wwakplipagpl. JIKBa Teparacbl TOKTaTa TypyAbl PacTay »KoHe OfaH pyKcaT bepy peTiHge arbimaarbl bafanayra
apHanfaH eTiHIM HblCaHbIHA KON KOAAbl ¥KoHe KYHIH Koaabl Aa, NAaKeTTi aAfaHHaH KeliH 5 (6ec) *KymbiC KyHi
iwiHae HbicaHabl JIKB3 xaTwWwbICbiHA KaUTapaabl.
JIKB3 xaTwblIcbl HblcaHAbl 6aFanaiiabl, OFaH KO KOALbl *KaHe TOKTaTa TYPY NPOLECIHIH, asKTaNfaHbIH KepceTe
OTbIpbIN, KyHiH Kosabl. CoaaH KeliH afbimpaafbl b6afanayfa apHasfaH TOATbIPbINFAH OTiHIM HbICAHbIHbIH,
KOLLIPMECiH *Kacanapl *KaHe KeLipmeHi 7 (KeTi) *Kymbic KyHi iwiHae 6ac 3epTTeyLuire xibepesi.

1-kocbimLua

3epTTeyai TOKTaTa TYpy Typasbl MEMOPAHAYM
Xatrama Ne bepinreH Hemip

XaTTamaHblIH, aTaybl:

bac 3epTTeywi

TenedoH:

DNEKTPOHABIK MOLWTAa MEKEHKaWbI:

3epTTey opTanbifbl:

Aemeyui;

bekiTinreH KyHi COH#bl ecenTiH, KYHi
NIKB>

bactanfaH KyHi ToKTaTbl/la TYPFaH KyHi
KaTbicywblnap caHbl TapTbinFaHpap CaHbl:

HaTuxenepaiH TyniHgemeci

KuHanfaH gepektep

bac 3eptTey- KyHi:

WiHiH, KONbI

PernameHtTeywi Ky:katrap

1.

«XanblK OeHCay/bifbl }KaHE AeHCay/blK CaKTay *Kyueci Typanbi» 2020 *Kbinfbl 7 wingeaeri Ne 360-VI KP3
KasakctaH PecnybankacbiHbiH Kogekci. Cinteme

«Japinik 3aTTap MmeH meanuMHasbIK bylibiMaapFa KAVMHUKabIK 3epTTeyep, Tipi opraHM3aMHeH Toic (in vitro)
OWArHOCTMKa  YWiH  MeguuMHanblkK, — OyiMbiMaapFa  KAMHUKANbIK-3€PTXaHANbIK  CbIHAKTap  Kyprisy
KaFUZaNapblH KaHEe KAMHMKablK 6a3anapfa KOWbINATblH TafanTapAbl *KoHe DapMaKONOTUANBIK KoHe
ODpPiNiK 3aTTapfa, mMeguUMHaNbIK OyMbiMAapFa KAWHUKANbIK 3epTTey XaHe (Hemece) CbiHaK Kyprisyre
pyKcaT 6epy mMeMAeKeTTiK KbI3MeTiH KepceTy KafuAanapblH OekiTy Typanbl» KasaKkcTtaH Pecnybamkacol
[leHcaynblk cakTay MUHUCTPIHIH 2020 kbinfbl 11 skentokcaHaasbl Ne KP ICM- 248/2020 6yiipbirbl. Cinteme

«[apinik 3aTTap MmeH MmeanuMHanbIK BylibiMaapFa KAMHUKaNbIK 3epTTeynep, Tipi opraHMaMHeH Tbic (in vitro)
OMArHoCcTMKa  YWIH  MeguuMHanblk,  OyMbiIMaapFa  KJAMHWKAbIK-3€PTXaHa/blK,  CbIHAKTap  XKyprisy
KaFuaanapblH oHe K/AWHUKa/bIK 6asanapfa KOWMbINATbIH Tanantapabl KoHe PapMaKONOruANbIK KaHe
O9pPiNiK 3aTTapfa, mMeauuMHabiK OyMbiIMAapFa KAMHMKA/bIK 3epTTey KoHe (Hemece) CblHaK, »Kyprisyre
pyKcaT bepy MeM/IeKeTTiK KbI3MeTiH KepceTy KafuzanapbiH OekiTy Typanbl» Kasakcrtan Pecnybiukacei
[eHcaynblk cakTay MUHUCTPiHIH, 2020 xbinFbl 11 skentokcaHaafbl Ne KP [CM-248/2020 6yipbifbiHa
e3repicTep MeH TOJIbIKTbIPYAAp eHridy Typasnbl KasakctaH Pecnybavkack! [,eHcay/biK CakTay MUHUCTPIHIH
2022 xbinsbl 4 cayipgeri Ne KP ICM- 35 byipsbifbl, KaszakcTaH PecnybamKacbiHbIH D4ineT MUHUCTPAIriHAE
2022 xbinfbl 12 cayipae Ne 27526 6onbin TipkenreH. Cinteme

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  Bet6 /9
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4.

«brMomeguLUMHaNbIK, 3epTTeynep Kyprisy KaFuaanapblH KoHe 3epTTey OpTa/ibIKTapblHA KOMbIIATbIH
TanantapAabl 6ekiTy Typanbi» KasakcTaH Pecnybaukacbl [eHcaynbik cakTay MUHUCTPiHIH 2020 Kbinfbl 21
wentokcaHaarbl Ne KP ICM- 310/2020 6yitpbifbl. Cinteme

KasakcTtaH PecnybauKacbl [leHcaynblK cakTay MUHUCTPiHIH 2020 Kbinfbl 4 Kapawagafbl Ne KP ACM-
181/2020 «dapmaLeBTUKaNbIK MWHCMEKUMA LWeHbepiHAe KAUMHWKafa AeniHri  (KAWMHUKanblK, — emec)
3epTTeynepaiH, MatepuanaapblH KaHe onapAbl KYPrisy »afgannapbiHbliH, KasakcTaH PecnybiuMKacbiHbIH,
KoHe (Hemece) Eypasuanbik 3KOHOMUKabIK OOAKTbIH, TUICTi 3epTxXaHasblK NpakTMKa (GLP) TananTapblHa
CoMKecTiriH 6afanayapl *Ky3ere acblpy KafnaanapblH 6ekiTy Typanbl» bylpbifbl. CinTeme

«BMO3TUKA KEHiHAeri opTanblK KomMKccUA Typanbl epexeHi 6ekiTy Typanbi» KasakctaH Pecnyb6amkachl
[leHcaynblk cakTay MUHUCTPIHIH, 2020 kblnFbl 23 KasaHaasbl Ne KP 1ICM- 151/2020 6yiipblifbl. Cinteme
«KasakcTaH PecnybivKacbiHbIH, €pecek XaslKblHa remaTo/IoMUANbIK KeMeK KepceTyai yWbIMAacTbipy
CTaHZapTblH bekiTy Typanbl» KasakctaH Pecnybavkacbl [eHcaynblK CaKTay MMUHUCTPIHIH MiHAEeTiH
aTKapywbiHbiH 2021 *Kbinfbl 20 KentokcaHaarbl Ne KP JCM- 130 byiipsbifbl. Cinteme

KasaKkcTtaH Pecnybsivkacbl [leHcaynblK CakTay MUHUCTPiHIH, MiHAETIH aTKapywbiHbiH, 2021 KbinFbl 4
aknaHzarbl 6ynpbifbl, Ne KP ICM-

15. KasaKctaH PecnybauKacbiHbliH 94ineT MmuHuctpairinae 2021 Kbinfbl 9 aknaHaa N2 2216 60nbin TipKenreH,
«TuicTi papmaLeBTMKaNbIK NpakTUKanapabl 6ekiTy Typanbi». Cinteme

9.

10.

11.
12.

13.

14.

15.

16.

17.

18.

19.

KasaKcTaH PecnybaunKkacel [eHcaynblK cakTay MUHUCTPIHIH, 2020 Xbiafbl 21 KenTokcaHgafsl Ne KP ACM-
304/2020 6yiipbifbl. KasakcTaH PecnybankacbiHbiH, 94ineT MUHUCTpAiriHge 2020 binfbl 22 ¥KeAToKcaHAa
Ne 21848 6osbin TipkenreH, «KnMHUKanbIK 6a3a, AeHcay/blK CakTay canacbiHAafbl 6iim 6epy YbIMbIHbIH,
KAMHMKaCbl, YHWBEPCUTETTIK aypyxaHa, pe3uaeHTypa 6asacbl, WHTErpaupManaHfaH aKageMUANbIK,
MeVUMHAbIK OpTasblK Typaibl epexenepai *KoHe onapfa KOMbINATblH TanantapAbl GekiTy Typanbi».
Cinteme

«JeHcaynblK CakTay canacblHAafbl aKKpeauTTey KafuaanapolH 6ekity Typanbi» Kasakcrtan PecnybnumKacel
[eHcaynblk cakTay MUHUCTPIHIH 2020 xbinfbl 21 )entokcaHgasbl Ne KP ICM- 299/2020 6yipblirbl. Cinteme

1ISO14155:2014Ne «KnuHuKanbik 3eptreynep. TUiCTi KIMHUKANbIK NPAKTUKa» cTaHaapTbl. Cinteme

Eypa3suanbiK 3KOHOMMKanbIK Komuccna AnkacbiHbiH, 2018 binfbl 17 wingegeri Ne 11 «KanHUKanbIK,
3epTTeyNIepAiH, *Kannbl Macenenepi KeHiHAeri HyCKayablK Typasbl» yCbiHbIMbI. CinTeme

Eypasuanbik 3KOHOMMKanblk Komuccua KeHeciHiH, 2016 »kbinFbl 3 Kapawagafbl Ne 79 «EypasuaAnbik,
3KOHOMMKA/bIK 04aKTbIH, TUICTi KAMHWKANbIK NPAKTUKA KaFuganapbiH 6ekiTy Typanbi» wewimi. Cinteme

EypasuanblK 3SKOHOMMKanbIK Komuccna AnkacbiHbiH, 2020 Xbinfbl 3 Kapawagafbl Ne 19 «[apinik
npenapaTtrapablH, KAWHUKaNbIK 3epTTeynepiHae OMOCTaTUCTMKA KafnaaTtTapblH  KONZaHy KeHiHAeri
HYCKaY/bIK, Typasbl» yCbiHbIMbI. Cinteme

EypasnanbiK 3KOHOMUKaAbIK Komucenma AnkacbiHbiH, 2020 Kbinfbl 27 KasaHgafbl N2 18 «MeguumHanbik,
KON4aHyfa apHanfaH A2pinik npenapaTrapaplH, GapMaKONOTUANBIK KayincisgiriH 3epTTey KeHiHAeri
HYCKaY/bIK, TYPasbl» YCbIHbIMbI.

Eypasuanbik 3KOHOMMKaNbIK Komucema KeHeciHiH 2016 Xbinfbl 3 Kapawagasbl Ne 85 «EypasuaAnbik
SKOHOMMKANbIK OAaK WeHbepiHAe Adpinik npenapatrapablH, 6MobanamansinbiFbiHa 3epTTeyaep Kyprisy
KafuganapbiH 6ekiTy Typansbl» wewimi. Cinteme

AyHNeXy3inik megnunHanbik KaybiIMAACTbIKTbIH, XeNbCUHKN AeKnapaumackl, 1964 blafbl MaycbiM (COHFbI
peaakumsacbl 2018 xbinsbl 9 winge). Cinteme

AfampaapablH, KATbICybIMEH KYPTi3ifeTiH AeHCay/blK, CaKTay canacblHOafbl 3epTTeysaepre 3TUKasbIK,
capanTama XKyprisy eHiHgeri cTaHAapTTap MeH onepaumaAbiK HYCKayabikTap, [JyHUeXysifik geHcaynbiK,
caKkTay yibimbl (2011); skeHe 3epTTeynep 3TUKacbl canacbiHAafbl 6acka Aa Xanblkapanblk AeKknapauusanap
MeH Hyckayabiktap (WHO, ICH-GCP, UNESCO, CIOMS, CE).

2023 xbinfbl 31 maycbimaarbl Nel-02-44 6ynpbikneH 6ekiTinreH «femaTtonorus opTanbifbl» KLIC BuoaTtuka
Mmacenenepi XeHiHaeri noKanaplk komuccna (byaaH api- JIKbs Hemece Komuccua) Typanbl epexe

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet7 /9
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20. 2023 binFbl 31 maycbimpzarbl Nel-02-47 6yiipbikneH 6ekitinreH «lemaTonorna optanbiFbl» HKLIC-aa
KAVHUKANbIK ¥aHE FblbIMU 3epTTEYep XKyYpPrisy KaFuaanapbl

21. «l'emaTtonorma optanbiFbl» MKLUC BMo3TMKa macenenepi *KeHiHaeri NoKanablk, KOMUCCUAHBIH, 2023 *Kbl/fbl
31 maycbiMaafbl NayasbiMAbIK HYCKAY/IbIKTapPbI.

22.  KnuHUKanbIK 3epTTeynepAi pettey canacbiHgarbl Kasakcran PecnybamkacbiHbiH, 6acka 4a HOPMaTUBTIK
KYKbIKTbIK aKTinepi.

BailinaHbICTbl KyXKaTTap

Ne TYpPI aTaybl

Uccnep-3-2 Ccop JIKB3 KyMbICbIHAA KYNUANBINBIKTbI
caKTay

Uccnen-3-20 cop JIKB3 Ky»XaTTamacblHbIH, KYNUANIbINbIFbIH
caKTay

O3repicTep Ti3imi

Pep. Ne KyHi Byipbik Ne B3repictep Tisbeci COP HbicaHbIH e3repty, KP
HKA-aafbl e3repicrep/ToNbIKTbipynap HerisiHge
TePMUHOJIOTUAFA TY3eTyNep eHridy, MaTiH 60ibIHWa
Ty3eTynep eHrisy

Ky)XaTneH TaHbicy napafbl
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26.

27.

28.

29.

30.

31.

32.

33.

Aydapma. Opbic miniHOe2i mynHYCcKaHblH, Kywi 6aceim.
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