Kyat Typi COP (CTaHpapTTbl Onepauuanbik pacim)
ApHanybl «emaTonorus optanbiFbl» HKLUC BUoaTKa macenenepi *KeHiHAeri NoOKangbiK, \.r
KOMMCCUAHDIH TOPafachbl, XaTLLUbICbl, MyLLenepi
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Ataybl TOVE/CI3 KEHECLWWINEPAI IPIKTEY
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 6acLubicbl
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
HaKTbl 3epTTeyre capantama yprizy ywiH mamaHgapabl «fematonorma optanbifbi» MKLC Brnostnka macenenepi

YKOHIHAEr NoKanablK KOMUCCUACBIHbIH, }KYMbICbIHA TOYECi3 KeHecLinep peTiHae TapTy pacimiH benriney

Xayanke

«lFemaTton

pwinik

orua optanbifbl» HKLC BMO3TMKA macenenepi KeHiHAeri N0OKanablK KOMUCCUACbIHbIH, Mmywenepi (/1IKB3)

apHaibl mMacenenep 6oibiHWA 6ipKOAFbI HEMece TypaKTbl KOHCynbTaumua 6epy YWiH Tayencis KeHecwinepain,
KaHAMAATypanapbiH TaH4ayFa KoHe Maky/agayFa 6acTamallbliblK Kacangpl

JIKB> Teparacbl ToyesCi3 KeHecCLiHi BeKiTy KaHe WaKbIpy YWiH KayanTtbl 60n1aabl JIKB3 XaTwbICbl KEHECLWIMEH 63apa

icC-KMmblIn
wakbipy (

macenenepi, ofaH capanTama YLWiH KyXKaTTapgbl YCbiHy, ecenti any kaHe JIKB3 OTbipbIiCbiHA KATbICyFfa
KakeT boNfaH Kafaaiga), KeHecWwiHiH, Kynuanblabik/ myagenep KaKTbifbiCbl HbiCaHbIHA KON KOMbl YLUiH

»KayanTbl 6onaapl

Ma3myHbl

TepmuHaep MeH aHbIKTamasnap
KbickapTynap

OpbIH
Perna

Oay TopTibi
MEHTTeyLWi Ky»KaTTap

BainaHbICTbI KyXKaTTap

B©s3rep

ictep Tisimi

KyrKaTneH TaHbICy naparbl

TepmuHAEp MeH aHbIKTamanap

a.

Buonoruanbik, 6anamanbinbiK (bygaH api — 6MO3KBMBANEHTTINIK) — TUICTi AU3aliHbl bap 3epTTeyae yKcac
afgannapaa bipaelt MonApablK A03a4a eHrisinreH kesge dapmauesTMKanblK GanamanapablH, Hemece
dapmaLeBTUKa/bIK anbTepHATMBaNapAblH, aCep eTywi 3aTbl HEMeCe 3cep eTywi 3aT MOJIeKYNaCblHbIH,
6enceHAj beniri e3iHiH acep eTy OpHbIHAA KO/IKETIMAI 601aTbiH XKblNAAMAbIK NeH Aapexke bolbiHLWa eneyni
anblipMaLLbINbIKTapAbIH 601Maybl

3epTTeywi 6polutopachkl - 3epTTe/eTiH NpenapaTTbl agamfa 3epTTey YLWiH MaHbi3bl 6ap, OHbl KAVHUKAbIK,
YKOHe KNMHUKaFa AeliHTi (KAMHUKaNbIK eMec) 3epaeney HITUXKeNepiHiH, XUbIHTbIK, Ma3MyH,aMachl.

Dapinik 3atTap meH meauuMHanbIK 6yiibimaapAablH, aiHaAbICbl CanacbiHAAFbl MeM/IeKeTTiK capanTtama
yiibimbl (ByaaH opi — capanTama yibiMbl) — A9PiNiK 3aTTap MeH MeauuMHaablK OynbiMaapablH,
KaYincisgiriH, TMimainiri meH canacblH KamTamacbi3 €Ty JKeHiHAeri AeHCay/blK CaKTay CafacblHAafbI
OHAIPICTiK-LIapyallbl/bIK KbI3METTI }Ky3ere acbipaTbiH MEMJ/IEKETTIK MOHOMNO/IUA CYObEKTICI.

3epTrey AuM3aiHbl - 3epTTeyAiH, *Kannbl *KOCNapbl, 3epTTey CyObeKTiNepiHiH TONTapbIH ipiKTeyre KoHe
KaNbINTacTblpyFa, AepeKTepai bypkemeneyre 6ainaHbICTbl 3epTTeYAi XKYPri3y TaciNiHiH cunaTTamacol.

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet1/8
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d.

LLapT - 3epTTey *Kyprisy KesiHae *KyMbIC Kenemi MeH MiHaeTTepai 6enyre, coHAal-aK KaxKeT bonfaH Xafganaa
KapXKbIIbIK Macenenepre KaTbICTbl YyafAanacTblKTapabl 6enrineiiTiH, eki Hemece ogaH Aa Ken Tapan
apacblHAafFbl KYHi KOMbLIFaH *KaHe KON KOMbINFaH Kenicim. 3epTTey xaTTaMach! WapTTblH, Herisi 6onyfa Tuic.

¥eke TipKkey KapTacbl - 9pbip 3epTTey cybbeKTici bolblHWA XaTTamaga KesaenreH KaHe aemeyulire bepinyre
YKaTaTblH 6ap/bIK aKkNapaTTbl eHri3yre apHaafaH Kafas, 3/IeKTPOHAbIK HEMECe ONTUKANbIK KEeTKI3riluTeri KyKaT.
UHTepBEHUMANDIK 3epTTey — agam 3epTrey cybbeKTici peTiHae KaTbicaTblH 3epTTey, byn peTtre 3epTTeyui
Aapirep KAWMHUKabIK 3epTTeyaep XKyprisy TopTibiHe caliKec KeneTiH MHTEPBEHUMANbIK KAMHUKA/bIK 3epTTey
XaTTaMacCblHbIH, HEri3iHAe 3epTTey cyObeKTinepiHe apHanbl apanacyabl TaFakblHAANAbI.

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 Typae pacTtay pacimi. AKnapaTTaHablpblifaH Kasballa Kenicim yakineTTi opraH 6eKiTKeH HblcaH
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 TyFa, 3epTTey YKbIMbIHbIH, MYLUEC.

KnuHuKanoblk 6a3aga 3eptreyai 3epTreyLlinep Tobbl KyprisreH Kafaanaa, 6ac 3eprreywi - 3epTTey YKbIMbIHbIH,
eTeKuwici alkbliHAanaabl. bac 3epTtreywiHi KAMHMKaNbIK }ob6anblK KeHCEeHiH, KaTbICylbliapbl TaH4anabl KaHe
OoHbl «lematonorna opTanbifbl» MLWC 6ac aupekTopbl bekiTedi. 3epTTey YKbIMbIHbIH, KaTbICyLblIAPbIH
(3epTTeywinepai) TafalbiHoay Typanbl OyMpbIKTbl «lematonorns optanbifbl» MUWC dunamnangapbl  meH
b6enimweciHiH, anpeKkTopnapbl bekiteq

3epTrenetiH npenapaT - KAWHUKaNbIK 3epTreyae 3epAeneHeTiH Hemece 6aKblnay YWiH naiganaHbinaTbiH
b6enceHaj 3aTTblH, A2piNiK Typi Hemece nnauebo, OHbIH, iWiHAE TiPKeAreH A3pinik Nnpenapat, erep OHbl KONZAHY
Tacini 6ekiTinreHHeH e3rewe 60/ca, COHAAN-aK ON *KaHa KepceTiim bolibiHWa Hemece BeKiTinreH KepceTinim
60MMbIHWa KOCbIMLUIA aKMapaT any YWiH nainganaHblifaH Kesae

3TUKa Mmacenenepi XKeHiHgeri Komuccua - pecnybaumkanbiK geHrenge (BnoaTMka »KeHiHAeri opTanbik
KOMWCCHSA), COHAAM-aK MeaULMHaNbIK YAbIM AeHreliHge KypbliaTbiH, KypambliHa AeHcay/blK CaKTay, fblibiM
cafacblHAafbl MamaHAap, KOFamablK YMbIMAAPAbIH,  ©Kingepi KipeTiH, 3epTrey cybbeKTinepi meH
3epTTeywinepain, KYKbIKTapblH, Kayincisairi MmeH an-ayKaTblH KOpfaydbl, COHAAM-aK KAWMHUKaNbIK 3epTrey
MaTepuangapblH 3TUKAMbIK KOHE afaMrepLUiNiK-KyKbIKTbIK 6afanayabl »Ky3ere acblpaTblH KOHCY/bTaTUBTIK-
KeHeCLi OpraH.

«Fematonorua opranbifbi» MLIC BuosTMKA Macenenepi eHiHaeri Nokanaplk, Komuccusacol (JIKB3) -
NnauneHTTepAiH, CbiHANYWbINAPAbIH, 3epTTeyWwinepaid, MmeamumHa KbisMeTKep/iepiHiH, KYKbIKTapblH, Kayincisairi
MEeH an-ayKaTblH KOpfayAbl, COHAAN-aK MeaULMHAIbIK KIHE FblNbIMM KbI3METKe 6aNaHbICTbl MaTepuangapabl
3TUKabIK KOHE afamMrepLiniK-KyKbIKTbIK DafFanayapl }Ky3ere acbipaTbiH 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 HEMEeCce pacTay YLWiH XKyprisineTiH,
afam cybObeKT peTiHAe KaTbICaTbIH 3epTTey.

KenicimwapTTbik, 3epTtrey yiibimbl (CRO, Contract research organization) — aemeywimeH »acanfaH wapT
WweHbepiHAe OHbIH, KAMHUKaAbIK 3epTTey Xyprisyre 6ainaHbicTbl 6ip Hemece oAaH gda Ken ¢YHKUMACbIH
OPbIHAANTbIH XeKe TyaFa/yinbim.

KynuanbinblK, - gemeyllire TMECiNi aknapaTTbl HEMece 3epTTey CyObeKTICiH CallkecTeHaipyre MyMKiHAIK 6epeTiH
aKMapaTTbl YaKiNeTTi emec agampaphaH Kynua cakTay. Tapanybl LIeKTenreH MmanimetTepai KamTuTbiH
maTtepuangap.

Dapinik 3aT — agam opraHM3MIMEH »KaHacaTblH 3aTTbl He 3aTTap KoMOWHauuAcbiH bGingipeTiH Hemece
KaMTUTbIH, aAaMHbIH, aypynapblH emaeyre, onapablH, NpodunakTUKacbiHa Hemece GapPMaKONOTUANbBIK,
UMMYHO/IOTUANDBIK He MeTabonusmaik acep eTy apKblabl OHbIH, PU3NMONOTUANDBIK YHKUMANAPLIH KaanbiHa

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet2 /8
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CC.

dd

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

3epTrey matepuangapbl — KANMHWKANbIK 3epTTeyaepaiH AemMeyLlici KAMHUKaNbIK H6asafa yCblHATbIH KyXKaTTap
XUbIHTbIFbI, 0N KasakcTaH PecnybauKacbiHbIH, AEHCAy/blK CaKTay CafacbliHAAafbl YaKiNeTTi opraHbiHbIH,
KasakctaH PecnybnukacbiHaa GeKiTinreH TopTinke CIMKeC OCbl KAWHWKaAbIK 3epTTeyai XKyprisyre aHe OHbl
XKyprisyre xayanTtbinapabl aliKblHAAyFa PYKCaTbIH; KAMHUKANbIK 3epTTey XaTTaMacblH; 3epTTeywi HpolwtopachiH;
KaHa MeaMLUMHANbIK TeXHOMOrMANApAbl KONZAAHY epeKLluenikTepiHe KaTbiCTbl TyCiHAipMe KyKaTtrapZbl (onap
KONJaHbINFAH Kafaalfa) aHe e3re e Ky)KaTTapabl, COHAAN-aK, KNAMHUKAAbIK 3epTTey LAPTbIHbIH, *K0bacbIH
KamTuapl

MeguumHanbiK, Kapta — emzeywi Japirepaep nNauMeHTTiH aypy TapuxblH (CTaUMOHApAbIK Hemece
ambynaTopuUANbIK) }KoHe OfaH TaFaliblHAANATBIH EMAj SNEKTPOHAbIK HEMECE KaFa3 HbICaHAA ¥a3bln KypPri3eTiH
MeaNUMHANDbIK KyXKaT.

Ken opTanblKTbl KAMHUKANbIK 3epTTey - OipblHfall xaTTama boWbiHWa bipeyaeH Ken 3epTrey opTanblfbiHAA
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
KapamacTtaH, Ke3 Ke/ireH Konaichi3 e3repic.

Toayenci3s KeHecwi - 3epTTey xaTramacbiH bafanay 60MbIHWA KeHec, TyCiHiIKTemMenep MeH YCbiHbICTap DepeTiH,
60/1KaMabl FblNbIMU 3ePTTEYAiH YbIMbIMEH HEMeCe 3epTTeyLliiepimeH 6aiaHbIChl }KOK capaniubl

Mypaaeni emec Kyarep - KAMHUKAAbIK 3epTTeyai XKyprisyre KaTbiCbl ¥KOK, - 3epTTey cybbeKTiCiHe, OHbIH, iWiHae
ofaH bepineTiH a3balla maTepuangapabl OKbiN Hepyae KapaeM KepCeTeTiH KeKe Tynfa.

MHTepBeHUUANDBIK emMeC KNIMHUKaNbIK 3epTTey — A3pifiK 3aTTbl HeMece MeanUMHANbIK ByAbIMabl MeMNEKeTTiK
TipKeY JKYPri3inreHHeH KeMiH »Kypri3ineTiH XaHe MeAMUWMHANbIK MpakTMKa lieHbepiHae TaFalbliHAANATbIH
3epTTey.

TynHycKa meguuMHanbIK ¥asbanap — «6acTanKkpl KyKaTTama» TEPMUHIH KapaHbl3.

Heri3ri Ky)katrap — bipre Hemece JKeKe-KeKe 3epTTeyaiH, *KyprisinyiH KoHe anblHFAH AepeKTepAaiH, canacblH
baranayra MyMKIHAIK 6epeTiH Ky*KaTTap. byn KyKaTTtap 3epTTeyLliHiH, AeMeyLWiHiH *KoHe MOHUTOPAbIH, THICTI
KAMHUKanbIK npakTuKa (GCP) ctaHaapTTapbl MEH HOPMATMBTIK TasanTapapl CakTaFaHbIHbIH, Aa1eni 6onagpl.
KnuHukanbik 3eptrey (cblHaK) Typanbl ecen - agam CcybbekT peTiHAe KaTbiCaTblH Tepanuasbik,
NpoduNaKTUKaNbIK HeMece AMArHOCTUKabIK KypanZbl KAWHWUKANbIK 3epTTeyAiH cunaTramacbiH KaMTUTbIH,
KAWMHWKANDbIK K9HEe CTaTUCTMKaNbIK CunaTTamanapAbl, OepeKkTepAi YCblHyAbl KaHe ofapapl Tanzayapl;

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet 3/ 8
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3epTTeneTiH O2piNiK 3aTTblH, MeAUUMHANbIK OYMbIMHbIH, ¥afbIMCbI3 peakuMsanapblH Koca anfaHaa, KeniHri
KeseHaeri acepnepai bipikTipeTiH Ky»KarT.

ee.

ff.

88.

hh

i

kk.

bacTankbl KyaTTama — KAUHWKanblK 6aliKaynapAblH, TeKkcepynepaiH XaHe 6acka Aa KbISMeTTiH,
HaTUXeNepiH cMnaTTalTbiH, KAMHMKaNbIK 3epTTeyaiH 6apbiCbiH KannbliHa KenTipyre KaHe oHbl 6afanayra
MYMKIHAIK ~ 6epeTiH, TynHYCKa MeauuuHanblK  asbanap MeH OnapablH,  Kya/iaHAablpblifaH
KewipmenepiHgeri 6ykin aknapat. bactankbl gepekTep 6acTankpl KyskaTramaga (TynHycKanapia Hemece
oNapAblH, KyanaHAbIpblAFaH KelipmenepiHae) KamTblaagbl.

CanbicTbipy Npenapatbl — KAMHUKAMbIK 3epTTeyae H6aKkbliay peTiHae naiganaHbinaTbiH TipKeareH Aapinik
npenapar He naauyebo.

KnuHuKanbIK 3epTrey xaTramacbl - 3epTTeyAiH MaKcaTTapblH, AM3ailHblH, 94iCHaMacbiH, CTaTUCTMKabIK,
acnekTiNepiH }KaHe YNbIMAACTbIPbINYbIH CUNATTANTbIH Ky3KaT.

Kypaeni xafbiMcbi3 KyOblibIC aHe (Hemece) Kypaeni »afbiMCbi3 peakuua - e/1iMre aKen COfaTblH,
emipre Kayin TeHAipeTiH, NauMeHTTi aypyxaHara }aTKbI3yAbl HEMeCe OHbl Y3apTyAbl Tanan eTeTiH, TYPaKTbl
He aliKblH eHOEeKKe *Kapamcbi3ablKKa HeMece MyrefdeKTiKKe, Tya GIiTKeH aHOManusanapfa Hemece Aamy
KeMICTiKTepiHe aKen COFaTbliH, aTa/faH Kal-KyiaepaiH gamyblH 60fFbi36ay yWiH MeauLMHaNbIK apanacyapl
Tanan eTeTiH XafbIMCbI3 peaKkums

Xatrama cuHoncwmci - K/IMHUKANbIK 3€epPTTeY XaTTaMaCblHbIH KbICKalla Ma3mMmyHOamachbl.

KnuHukanbik 3epTreyaiH  Aemeywici — KAWMHWUKANbIK 3epTreyre 6HacTamalwbinblK —XKacayfa, OHbl
YMbIMAACTbIPYFa }KaHE KapKblNaHAbIPYAbl KAMTaMaChI3 eTyre }ayanTbl KeKe Hemece 3aHAbl TyNfa.
CTaH[apTTbl onepauuanbiK pacimpep — 6enrini 6ip KbI3MeTTi Ky3ere acblpy KesiHge bipKenkinikke Kon
YKETKi3yre apHa/ifaH erken-terkenni xasbalua HycKaybIKTap.

3epTrey cyb6beKTici - KAMHMKaAbIK 3epTTeyre 3epTTeneTiH NpPenapatTbl anaTblH TOMTbIH, KypamblHAA He
6aKpblNay TOObIHbIH, KYpamblHAA KATbICATbIH KeKe Tyfa.

[eHcaynblk cakTay canacblHAafbl YaKineTTi opraH — KasakctaH PecnybimKacbiHbIH [leHcaynbiK cakTay
MUWUHWUCTPAITI.

nn

KnuHukanbik 3epTtrey ¢asacbl: KAMHUKANbIK 3epTTeyaiH 6ipiHwi dasacbl — A2piNiK 3aTTbiH, TO3IMAINITiH,
KayincisgiriH, emaik oacepiHiH, 60nyblH, GAPMAKOKMHETUKANbIK  oHe  dapMaKOAMHAMMUKANbIK,
CMNATTaMasiapbliH aHbIKTAY MaKCaTblHAA AEHi cay epikTiziepae Hemece 3epTTeNeTiH NpenapaTTbiH, XKOFapbl
YbITTbI/IbIFbI AEHI cay epiKTinepae 3epTrey XKYpridyai afenke »KaT eTeTiH Kesge TUICTI aypyMeH ayblpaTbiH
nauneHTTepae XKyprisineTiH anfalKbl CbiHay;

KNMHUKANbIK 3epTTeyaiH, eKiHwi ¢asacbl — HakTbl aypybl 6ap nauueHTTepae 3epTTeneTiH A2pinik 3aTTbiH
TMiIMAiNiri MeH KbiCKa Mep3imai Kayincisgirin 6afanay, coHAal-ak naumMeHTTep TOObiHAA CbiHay KesiHae
O9pPiNiK 3aTTblH, KAMHMKaANbIK TUIMAINITIH A2nengey KoHe pA03anayablH eMaik AeHreiiH  alKbiHgay
MaKcaTblHAaFbI 3epTTey;

KNAMHWKaNbIK 3epTTeyaiH TepTiHwi ¢pasackl — APiNiK 3aT TipKeaAreHHeH XaHe HapblKKa TYCKEHHEH KeWiH OHbIH,
TepanuAnbIK TUIMAINIMH, OHbl 04aH api NanganaHy CTpaTerusacbiH pacTay MakKcaTbiHAaA, COHAAN-aK aHama
cepsiepiHiH, CMEKTPi MEeH XWiniri »KoHe 3epTTeneTiH A2pinik 3aTTblH, 6acka A2pinik 3aTTapmeH e3apa
9peKeTTecyi Typanbl KOCbIMLIA aKnapaT any YLWiH XKyprisineTiH A4apinik 3aTTbl 3epTTey;

KNMHUKANbIK 3epTTeyain, ywiHwi ¢asacbl — emgeyaiH 6apablk acneKkTinepiH 3epaeney, oHblH iWwiHAe Kayin:
naga KepceTKiwiH Gafanay MaKcaTblHAA acbl 9PTYP/i, KOCA/JIKbl MATONOTMUACHI dPTYPAI MaUMEHTTEPAIH,
Y/IKEH TONTapbIHAA XKYPri3ifeTiH 3epTTey.

KbickapTtynap
a. 3b — 3epTTeywi 6poLutopachl
b. b3 — 6ac 3epTTeyLi
3¥ — 3epTTey YKbiMbl
d. MMB — MeanUMHaNbIK MaKcaTTarbl BylibiM
e. 3N — 3epTTeneTiH npenapar
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f. XTK — )KeKe TipKkey KapTacbl

g. AK — aknapaTTaHAbIpblAFaH Kenicim

h. K3 — KnnHUKanblK 3epTrey

i. K3Y — KAMHMKaNbIK 3epTTey yihaecTipyLici

j. NKB3 — «'emaTtonormna optanbiFbl» MKLLUC BMo3aTMKa Mmacenenepi *eHiHAeri NoKanaplK Kommccua
k. KP OCM — KasakcTaH PecnybamKacbiHbIH [eHcaynblK cakTay MUHUCTPAIrI
l. XK — »KaFbiMCbI3 KybbiabIC

m.  HK — Heri3ri KyXkaTtTap

n. KP — KasaKkctaH PecnybaunKachl

o] KXP — kKypaeni *kafbiMcbI3 peakuua

p. KXK — Kypaeni }afbImMcbI3 KybblabIC

q COP (SOP)- cTaHAapTTbl OnepauusabIK pacim

-

XLC — kayankepLwiniri WWeKTeyni CepikTecTiK

S. OpTanbik — «[emaTonorua optanbifbi» HKLIC

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

u. KP OCM — KP HOpMaTUBTIK KYKbIKTbIK aKTinepiHe Hemip 6epy KesiHge KonaaHbl1aTbliH abbpeBmraTtypa
(kasaK Tini)

V. CRO — contract research organization (afbl/ILWbIH TiNi), KENICIMLLAPTTLIK 3epTTey YibIMbI
w.  GCP - good clinical practice (afblnwbIH TiNi) — TUICTi KNMHUKANbIK NPaKTUKa

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

y. CIOMS - Council for international organizations of medical sciences (afblawbIH Tini), MeauumHa
FbINbIMAAPbIHBIH, XaIbIKapasiblK, YVbIMAAPbI KEHECI

z. EMEA — European Medicines Agency (EMA) (afbinwbiH Tini), Aspinik npenapatrapabiH Eyponanbik
dapmakonenga basHOaNFaH TananTapFa COMKECTIriH 6aranay »KeHiH4eri areHTTiK

aa. FDA - Food and Drug Administration (afbinwbiH Tini), AKW-TbiH (AMepuka Kypama LUtatTapbl) Tamak,
eHiIMAaepi MeH A2pi-A2PMEKTIH, CanacbliH CAaHUTaPUANbIK Kadafanay *KeHiHgeri 6ackapmacol

bb  UNESCO - United Nations Educational, Scientific and Cultural Organization (afblnwbIH Tini), BipikkeH ¥aTTap
YIibIMbIHbIH, 6if1iM, FbINbIM }KaHE M3AEHMET Macenenepi KeHiHaeri MamaHaaHAbIPbIIFAH MeKeMeCi.

cc.  WHO — World Health Organization (afblawbiH Tini), LyHWeXyY3inik 4eHcayblK cakTay yYibIMbl

OpbliHAay T9pTi6i
1. «lFemaronorusa optanbifbi» KLUC Bnoatuka macenenepi XeHiHaeri N0KanabliK,

3TUKa/IbIK KOMUCCUACDIHBIH, }XYMbICbIHA TOYe/ICi3 KeHeclinepai TapTy Typanbl Wwewim Kabbingay pacimi

JIKBa Tepafacbl Hemece JIKba mywenepi «F'ematonorna optanbifbl» MKLIC Bnostuka macenenepi XeHiHAeri
JNIOKaNAbIK 3TUKa/bIK KOMUCCUACBIHbIH, (JTKB3) KymMbicbiHa Tayesncis KeHecwinepai — 6enrini 6ip canagarbl
MamaHZapAbl — MblHaal Kafaainapaa TapTa anaabl:

KOMMUCCUA MyLLENepPiHiH, Kacibn Ky3blpeTTiniri canacblHaH TbIC XaTKaH Macene KapanfaHaa;
»KOCMapiaHbIn OTbIpFaH HEMECE XKYPFi3inin }aTKkaH 3epTTey macenenepi bonbiHwa JIKBs myLwenepi apacbiHaa
Kenicneywiniktep TyblHAAMN, YWIHWI NiKip any KaxkeT 6onfaHaa.
2. Tayenci3s KeHecwinepai Tanpay pacimi Tayencis KeHecwiHi TapTy ywiH Tepafa meH JIKbs mywenepi aneyetri
KaHaMAaTneH BinikTinik cyxbaTbiH XKypriseai.

Toyencia KeHecCwiHi Tanaay O6inikTiniriHiH, KoHcynbTauma Oepy HbiCaHAcblHA COMKeCTIr, Ky3blpeTTiiri,
KOJIKETIMAINIr MeH Tayencisgiri, myagenep KakTbiFbICbIHbIH 60aMaybl e/lueMILapTTapbl 6OMbIHILA XKy3ere
acbipblaaabl.

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet5/ 8
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oneyeTTi KaHaMaaT JIKBs xaTwbibiFbiHA MblHaAalM Ky*KaTTap NakeTiH yCbiHaabl: TyMiHAeMe;
KaCibu KbI3MeTTep KepceTy Typasbl KO/ KOMbLIFaH KeniciM (KbI3MeTTep KepceTy Typasbl WapT); KYNuanbiablk/
MyAaenep KaKTbIFbICbl TypPasbl KON KOMbIAFAH Kenicim.
Kenicy pacimiHeH KeliiH JIKB3 Tepafacbl KaHAMAATTbI capaniubl peTiHae OekiTeni *KoHe TaH4ay XaTTaMasblK,
WwewiMmMmeH pecimaenei.
JTIKB3 xaTwbicbl 3pbip Tayenci3s KeHecwi 6oMbIHLLIA KyXKaTTap NaKeTiH KabiNTacTbipaabl.

3. Tayenci3 KeHecLWiHiH, KbI3MeT KepceTy pacimi
JNTIKB3 xaTwbicbl TepaFfaMeH Kenice OTbIpbIn, TUICTi TOyesCi3 KeHecwire 6afanay yLWiH KaXKeTTi KyKaTTapabl
yCblHaApbl.
Toyencis KeHecwi *KyprisinreH 6aranay HaTuxKenepi 6oMbIHIIA ecenTi TONTbIPbIMN, OHbl KOPCETINTEH YaKbITKA
Kapait JIKba KapayblHa ycbiHaabl.
Toyencis KeHecwi OTbIpbICKA KaTbica anafbl, ecenTi yCbiHA anagbl *KoHe Jaybic 6epy KyYKbIFbIHCbHI3
nikipTanacka KaTbica anagbl.
Toayenci3 KeHecwWwiHiH, ecebi THicTi 3epTTeyaiH ¢ainnbiHAa cakTanaabl.

4. KoHcynbTauua 6epyai ToKTaTy pacimi KoHCynbTauuanbiK KbI3METTEPAi TOKTaTyFa TayesiCi3 KeHeCLWiHiH, e3i ae,

JIKb3 ge 6actamalbl 60na anagbl. KOHCYNbTAUMANDIK KbI3METTEP KepceTy TOKTaTblaFaH Ke3ae JIKbs xaTwbIchl
KOHCY/IbTaums b6epinreH ictep 6oMbiHWA BaP/IbIK KyXKaTTaMaHblH, TOYE/ICi3 KeHecwWigeH KanTapbin afblHyblHa, an
ofaH anblHfaH ecenTtepaiH, JIKBs myparaTbiHa KibepinyiHe xayan 6epegi.

Tayencis KeHecwinep 6asacbiH KanbiNTacTbipy

JIKB3 xaTwWbICbl KeHecwWwinepaiH, oHe 01apablH, MaMmaHAaHY CafanapbiHblH, 4ePeKKOPbIH KypyFa THiC.

PernameHTTeywi Ky»aTtrap

1.

«XanblK OeHCay/bIfbl }KOHE AeHCay/bIK CaKTay *Kyueci Typanbl» 2020 *Kbinfbl 7 wingeaeri Ne 360-VI KP3
KasaKkcTaH PecnybaunkacbiHbiH Kogekci. Cinteme

«Japinik 3aTTap MeH meanumHasbiK bylibimaapFa KAVMHWUKabIK 3epTTeyep, Tipi opraHM3MHeH Toic (in vitro)
OMArHocTMKa  YWIH  MeauuMHanblk  6yibiMaapra  KAMHWKANbIK-3€pTXaHa/blK  CblHAKTap  XKyprisy
KaFUZaNapblH KaHEe KAMHMKablK 6a3anapfa KOWbINATblH TasanTapAbl *KoHe DapMaKONOTUANBIK KoHe
O2pPiNiK 3aTTapfa, mMeguuMHaNbIK OyMbiMAapFa KAWHUKANbIK 3epTTey XaHe (Hemece) CbiHaK Kyprisyre
pyKkcaT bepy MeMeKeTTiK KbI3MeTiH KepceTy KafuaanapbiH 6ekiTy Typanbl» KasakctaH Pecnybaukacei
[eHcaynblk cakTay MUHUCTPIHIH 2020 binfbl 11 skentokcaHaasbl Ne KP ICM- 248/2020 6yiipbirbl. Cinteme

«Jopinik 3aTTap MeH MmeanunHanbiK bylibiMaapFa KAMHUKAbIK 3epTTeysep, Tipi opraHM3MHeH Tbic (in vitro)
OMArHoCTMKa  YWIH  MeauuMHanblk,  OyMbiIMaapfFa  KJAWMHWKAbIK-3€PTXaHA/bIK,  CbIHAKTap  XKyprisy
KaFuOanapblH oHe K/AMHUKa/bIK 6asanapfa KOWblIATbiH TananTapAbl KaHe PapMaKONOruANbIK KoHe
O2pPiNiK 3aTTapfa, mMeguuMHaNbIK OyMbiMaapFa KAWHUKANbIK 3epTTey KaHe (Hemece) cbiHaK »Kyprisyre
pyKcaT 6epy mMeMAeKeTTiK KbI3MeTiH KepceTy KafuAanapblH OekiTy Typanbi» KasaKkcTaH Pecnybamkacobl
[eHcaynblk cakTay MUHUCTPiHIH 2020 xbiafbl 11 KentokcaHaasbl Ne KP [ACM-248/2020 6yipbifbiHa
e3repicTep MeH TOJIbIKTbIpYAap eHridy Typasnbl KasakctaH Pecnybavkack! [,eHcay/biK CakTay MUHUCTPIHIH
2022 binsbl 4 cayipgeri Ne KP ICM- 35 byipbifbl, KaszakcTaH PecnybamKacbiHbIH D4ineT MUHUCTPAIriHAE
2022 xbinfbl 12 cayipae Ne 27526 6onbin TipkenreH. Cinteme

«brMomeguLUMHanNbIK 3epTTeynep KYprisy KafuaanapblH KoHe 3epTTey OpTa/bIKTapblHA KOMbINATbIH
TananTapgpl 6ekiTy Typanbi» KasakctaH Pecnybamkacel JeHcaynblk cakTay MUHUCTPiHIH, 2020 Xbinfbl 21
wentokcaHaarbl Ne KP ICM- 310/2020 6yitpblifbl. Cinteme

«®apmMaueBTUKaAbIK MHCNEKUMA LWeHbepiHae KAWHWKaFa AOeWiHri  (KAMHWKANbIK, emec) 3epTTeynep
MaTepuangapbiH XaHe onapAbl KYPri3y sKafaannapbiHbliH, KasakctaH PecnybanKacbiHbiH KaHe (Hemece)
Eypa3susaniblK 3KOHOMMKabIK OAaKTbIH, TUICTi 3epTxaHanblk npakTMka (GLP) TanantapbiHa CaMKecTiriH
6aranayabl Kysere acblpy KafmpganapblH 6ekity Typanbi» KasakctaH Pecny6svkacbl [leHcaynblK cakTay
MUHUCTPIHIH, 2020 KbinfFbl 4 Kapawaaafbl Ne KP CM- 181/2020 6yiipbibl. Cinteme
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6. «BMO3TUKA KeHiHAeri opTanblK KomuccuA Typanbl epexeHi 6ekiTy Typanbi» KasakctaH Pecnybamkachl
[leHcaynbIk cakTay MUHUCTPIHIH 2020 kblnFbl 23 KasaHaasbl Ne KP ICM- 151/2020 6yiipblifbl. Cinteme
7. «KasaKkcTtaH Pecnyb/MKacbiHbIH, €pecek XafikblHa FeMaToNIorMANDbIK, KOMEK KepCeTyai yMbiMAaacTbipy
CTaHZapTblH 6ekiTy Typanbl» KasakctaH Pecnybavkacbl [eHcaynblK CaKTay MUHUCTPIHIH MiHAEeTiH
aTKapywbliHbiH 2021 Kbinfbl 20 KentokcaHaarbl Ne KP CM- 130 6ylipbifbl. CinTeme
8. KasaKkcTtaH Pecnybsaukacbl [leHcaynblK CakTay MUHUCTPiHIH, MiHAETIH aTKapywblHbiH, 2021 Kbinfol 4

aknaHaarbl 6ylpbifbl, N KP ICM-

15. KasaKctaH PecnybnuKacbiHblH 94ineT MUHUCTpAIriHae 2021 KbinFbl 9 aknaHaa N2 2216 6onbin TipKenreH,
«TuicTi papmaLieBTMKaNbIK NpaKTUKanapabl 6ekiTy Typanbi». Cinteme

9.

KasakctaH Pecnybnmkacbl [eHcaynbiK cakTtay MUHUCTPIHIH, 2020 xbiafbl 21 entokcaHaarbl Ne KP ACM-
304/2020 6yipbirbl. KasakctaH PecnybamnKacbiHbiH, 94ineT MuHUCTpAiriHae 2020 »KblifFbl 22 »enTokcaHaa
Ne 21848 6onbin TipkenreH, «KnMHUKanbIK 6a3a, AeHCcayblK CakTay canacblHAafbl 6inim 6epy YbIMbIHbIH,
KAMHMKaCbl, YHWBEPCUTETTIK aypyxaHa, pe3naeHTypa 6asacbl, WHTerpaumMsanaHfaH aKagemMUANbIK
MeVUMHA/bIK OpTasiblK Typasbl eperkenepni *KoHe onapfa KOMbINATbiH TanantapAbl OekiTy Typanbi».
Cinteme

299/2020 «[leHcaynbiK CakTay canacblHAafbl akKpeauTTey KafmaanapbiH 6ekity Typanbi». Cinteme

11.
12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

1ISO14155:2014Ne «KnnHukanolk 3eptreynep. TUICTi KIMHUKaNbIK NPaKTUKa» ctaHaapTol. Cinteme

EypasmanbiK 3KOHOMMUKanbIK Komuccma AnkacbiHbiH, 2018 binfbl 17 wingeperi Ne 11 «KnvHuKanoik
3epTTeynepaiH Kannbl Macenenepi XeHiHaeri HYCKaynblK Typanbl» YCbiHbiMbl. CinTeme

EypasuanbiK 3KOHOMMKaNbIK Komucema KeneciHiH 2016 Xbiafbl 3 Kapawagasbl Ne 79 «Eypasuanbik,
3KOHOMMKA/bIK 04aKTbIH, TUICTi KAMHUKANBIK NPAKTMKA KaFuganapbiH 6ekiTy Typanbi» wewimi. Cinteme

EypasunanbiK 3SKOHOMMKanbIK Komuccna AnkacbiHbiH, 2020 kbinfbl 3 Kapawagafbl Ne 19 «[apinik
npenapaTrapablH, KAWHUKaNbIK 3epTreynepiHae OMOCTaTUCTMKA KaFMaaTTapblH  KOAZAHY KeHiHAeri
HYCKay/bIK Typasnbl» yCbiHbIMbI. CinTeme

Eypasnanbik 3KOHOMUKaAbIK Komuceua AnkacbiHblH, 2020 Kbinfbl 27 KasaHgafbl N2 18 «MeguumnHanbiK,
KON4aHyfa apHanfaH pgapinik npenapatrapabliH, GapMaKONOrMANbIK Kayinci3giriH 3epTrey »KeHiHAeri
HYCKAYbIK Typasibl» YCbIHbIMbI.

Eypasuanbik 3KOHOMMKanblk Komuccna KeHeciHib, 2016 Kbinfbl 3 Kapawagafbl No 85 «Eypasuanbik,
SKOHOMMWKA/IbIK 04aK LWeHbepiHAe A9pinik npenapaTrapablH, 6uobanamanblibiFbiHa 3epTTEYNEP XKYPri3y
KaFnaanapbiH 6ekiTy Typanbi» wewimi. Cinteme

OyHUEeXY3iNiK MeanumMHanbiK KaybiMAACTbIKTbIH, XeNbCUHKU AeKknapaumsacbl, 1964 Kblifbl MayCbiM (COHFbI
peaakumsacbl 2018 xbinsbl 9 winge). Cinteme

AfampaapablH, KATbICybIMEH KYPri3ifieTiH AeHcay/blK, CaKTay canacblHOafbl 3epTTeysnepre 3TUKaSbIK,
capanTama ypri3y XeHiHaeri CTaH4apTTap MeH OonepauMAnbIK HYCKAyAbIKTap, JyHUEXY3iniK geHcaynblK,
cakTay yibimbl (2011); *KaHe 3epTTeyaep 3TUKAcCbl canacbiHAaFbl 6acka Aa Xa/blKapablk AeKfapaumsanap
MeH HyckaynbikTap (WHO, ICH-GCP, UNESCO, CIOMS, CE).

2023 xbinfbl 31 maycbimaarbl Nel-02-44 6ynpbikneH bekitinreH «femaTtonorus optanbifbl» KLIC Buoatuka
mMmacenienepi KeHiHaeri Nokanaplk Komuccua (byaaH api- IKba Hemece Komucecna) Typanbl epexe

2023 xbinFbl 31 maycbimpafbl Nel-02-47 6ylipbikneH bekitinreH «Fematonorva opTanbifbl» HKLUC-ga
KIMHUKANbIK XHE Fbl/IbIMU 3epTTeY/Iep XKYpPridy Kafnaanapsl.

«ematonorma optanbiFbl» MLIC BMO3TMKA Macenenepi KeHiHaeri NoKanablk, KomMUccuaAHblH, 2023 Kbl/ifbl
31 maycbimaasbl 1ayasbiMAbIK HYCKAY/IbIKTapbl.

KAnHWKanbIK 3epTreynepai petrey canacbiHgafbl KasakctaH PecnybivKacbiHbIH 6acka Aa HOPMATUBTIK
KYKbIKTbIK, aKTinepi.

BalinaHbICTbl KyXKaTTap

Ne

Typi aTaybl

Uccnep-3-2 CcopP JIKB3 }KyMbICbIHAA KYNUANBINBIKTbI
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