Ky»Kart Typi COP (CTaHgapTTbl onepauunanbiK, pacim)

ApHanybl «emaTonorus optanbiFbl» HKLUC BUoaTKa macenenepi *KeHiHAeri NoOKangbiK, \.r
KOMMWCCUAHBIH, TOPaFacbl, XaTLUbICbl, MyLLENepi
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Artaybl KATbICYLWDbINNAPAbIH CYPAY/IAPbIHA }KAYAI BEPY
OsipnereH Bu3HecTi AambITy KeHiHAaeri BonaHckan H.B. 2023 xblnfbl 15 mamblp
ANpeKTop
oba meHeaKepi pad M.A. 2023 blafbl 15 mamblp
Kenicinren MeanumHanbiK AMpeKkTop KnoasunHckmin AA. 2023 xbinfbl 29 mambip
MaumeHTTEpAi KONAAY KIHE iLKi JOemkunHa O.B. 2023 »blafbl 29 mamblp
capanTama KbI3MeTiHiH 6acLubicbl
BekitinreH «TemaTonorua opTansifbi» HLIC Bac agnpeKkTopbiHbIH 2023 KbiAfbl 2 Maycbimaarbl Ne 1-02-52 6yipblFbiMeH
EHrisinrex
Kaiita Kapay HKA e3repreH skaHe/Hemece eHAIPICTIK KaXKeTTiNIK TyblHAaFaH Ke3ge
Makcartbl
«lFemaTonoruna optanbifbi» HKLIC Broatnuka macenenepi *KeHiHaeri nokangplk komuccusicol (JIKB3) makyngaraH Kes
Ke/ireH 3epTTeyaiH, KaTbiCyLblnapbl peTiHAeri KYKbIKTapblHa KaTbICTbl KaTbiCylUblAapAabliH/NaumeHTTepaiH, Tanantapsbl
60MbIHLLIA iC-KMMbIN Kacay XKaHe onapabl KaMTamachi3 eTy TapTibiH benriney
Mayankepuwinik
«FemaTonorna optanbiFbl» MKLIC BMO3TUKA macenenepi KeHiHAeri NIOKanAblK KOMUCCUAHBIH, Tepafacbl (/1KB3)
KaTbICyLlbliapMeH/naumMeHTTepMeH ONapAblH, 3epTTeyre KaTtbiCylbliap peTiHAeri KYKbIKTapbl maceneci 60oMbliHLLIA

6ainaHbIC OpHaTyFa KayanTol 60naapl.

Ma3myHbl

TepmunHaep meH aHbIKTamanap
KbickapTtynap

OpblHaay TapTibi

1-KocbiMmwa

PernameHTTeywi KyXattap

BainaHbICTbl KyXKaTTap

B©s3rep

ictep Tisimi

KyrKaTneH TaHbICy naparbl

TepmuHaep MeH aHbIKTamanap

a.

Buonoruanbik, 6anamanbinbiK, (bygaH api — 6MO3KBMBANEHTTINIK) — TUICTi AU3aliHblI bap 3epTTeyae yKcac
Kargannapaa bipaelt MonApsbIK A03ada eHrisinreH kesge dapmauesTUKanblK H6anamanapablH Hemece
dapmaLeBTUKanbIK anbTepHaTMBanapdplH acep eTywi 3aTbl Hemece acep eTyli 3aT MOJIeKyNacbiHbIH,
6enceHAj beniri e3iHiH acep eTy OpHbIHAA KO/IKETIMAI 60N1aTbIH XKblAAMAbIK NEH Aapee bolbiHLWa eneyni
aliblpMalLblNbIKTapabiH, 60amaybl

3epTTeywi 6polwtopackl - 3epTTeneTiH NPenapaTTbl agamsa 3epTTey YWiH MaHpbi3bl 6ap, OHbl KAWHUKAIbIK,
YK3He KAMHWKaFa AeNiHri (KIMHUKaANbIK eMec) 3epaeney HaTUKeNepiHiH, }KUbIHTbIK Ma3MyHAamMachl.

Dapinik 3atTap meH meauuMHanbIK 6yiibimaapAablH, aiHaAbICbl CanacbiHAAFbl MeM/IeKeTTiK capanTtama
yiibimbl (ByaaH opi — capanTama yibiMbl) — [A9PiNiK 3aTTap MeH MeAuuMHablK OyibiMaapabliH
KayincisgiriH, Tvimginiri meH canacblH KamMTamacbi3 €Ty XeHiHAeri AeHCay/blK CaKTay canacbiHAafbl
OHAIPICTIK-LWapyaLUbl/bIK KbI3METTI ¥Ky3ere acblpaTblH MEMIEKETTIK MOHOMNO/IMA CyObEKTICI.

3epTrey AuM3aiHbl - 3epTTeyAiH *Kannbl *KOCNapbl, 3epTrey CyObeKTinepiHiH TONTapblH ipikTeyre »KoHe
Ka/bINTacTbIpyFa, AepeKTepai 6ypkemeneyre 6ainnaHbICTbl 3epTTEYAi XKYPri3y TACiNiHIH cMnaTTamacsl.

LWapT - 3epTrey Kyprisy KesiHAe XYMbIC Kenemi meH miHaeTTepai 6enyre, coHaai-ak KaxkeT 6osfaH
afaalaa KapblablK macesnenepre KaTbiCTbl yafAanacTbikTapabl 6enrineiTiH, eki Hemece ogaH Aa Ken
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Tapan apacbiHAaFbl KYHi KOMbI/IFaH *KaHe KON KOMbIIFaH KeniciMm. 3epTTey XxaTTamachl WapTTblH, Herisi bonyra
THic.

Meke Tipkey KapTacbl - 9pbip 3epTTey cybbekTici 60MbIHILA XaTTamaza Ke3aesreH KaHe gemeyuire bepinyre
’KaTaTblH 6ap/bIK aKnapaTTbl eHri3yre apHasifaH Kafas, 3/IeKTPOHAbIK HEMeCe ONTUKAbIK XKeTKi3riwTeri Ky»aT.
MHTepBeHUMANDBIK 3epTTey — afam 3epTTey cybbekTici peTiHae KaTtbicaTblH 3epTTey, Oyn peTtre 3epTreyui
Aspirep KAWHWKaNbIK 3epTTeysep Kyprisy TopTibiHe calKec KeneTiH MHTEPBEHLMANbIK KAMHUKA/bIK 3epTTey
XaTTaMacblHbIH, HerisiHae 3epTTey cybbekTinepiHe apHaibl apanacyabl TafanbiHAAWAbI.

AKnapaTTaHAbIPbIFaH KeJicim - 3epTTey CyObeKTICiHiH HEMEece OHbIH, 3aHApbl OKiNiHIH Wewim Kabblngayb! yiiH
MaHpI3bl 6ap 3epTTeyaiH, 6ap/blk, acnekTiziepi Typanbl aknapaT anfaHHaH KeWiH HaKTbl 3epTTeyre KaTbiCyfa
KenicimiH epiKTi Typae pacTtay pacimi. AKnapaTTaHAblpblifaH Ka3balua Kenicim yakineTTi opraH 6eKiTKeH HbicaH
boliblHWa pecimaeneai.

BMO3KBUBANEHTTINIKTI 3epTTey — cCblHaNaTblH npenapaT MeH CanbICTblpy nNpenapatbl  apacblHAafbl
bapmaKoKMHETUKaNbIK BanamanbiNbiKTbl aHbIKTay MaKcaTbiHAA BMOMKETIMAINIKTI canbiCTbipmansl 3epaeney.

3eptreywi - «lematonorna opTanbiFbl» MKLUC KAMHMKanbIK 6asanapbiHAa KAMHWKANbIK 3epTTey Kyprisyre
yKayanTbl }KeKe TyNFa, 3epTTey YKbIMbIHbIH, MYLLECi.

KnnHukanobik 6a3aga 3eptreyai 3epTreywinep Tobbl KyprisreH »Kafganaa, 6ac 3epTreywi - 3epTTey YKbIMbIHbIH,
KeTeKuwici alKkblHAanaapl. bac 3epTreywiHi KAMHMKANbIK K00anblK KEHCEHiH, KaTbiCyLlbliapbl TaH4alabl *KaHe
OHbl «lemaTonorma optanbifbl» HLWC 6ac pgupekTopbl bekitTeai. 3epTTey YKbIMbIHbIH, KaTbICyLblAAPbIH
(3epTTeywinepai) TafalbiHaay Typanbl 6yipbIKTbl  «[ematosnormsa opTanbifbl» HLWC dunmnangapbl meH
b6eniMmweciHiH aMpeKkTopaapb! bekiTesi

3epTrenetiH npenapaT - KAWMHUKANbIK 3epTTeyae 3epAeneHeTiH Hemece 6aKbliay YLWiH NakganaHbiNaTbiH
b6enceHaj 3aTTblH, A2piNiK Typi Hemece nNnauebo, OHbIH, iWiHAE TiPKeAreH A3pinik Nnpenapat, erep OHbl KONAAHY
Tacini 6ekiTinreHHeH e3rewe 60/ca, COHAAM-AK ON KaHa KepceTinim BolibiHWwa Hemece BeKiTinreH KepceTinim
6oliblHLWA KOCbIMLLIA aKknapar any YWiH nainganaHblaFaH Kesge

3TMKa Macenenepi KeHiHgeri Komuccua - pecnybnmkanbiK geHrenge (BnoaTvka »KeHiHAeri opTanbik
KOMUCCUSA), COHAAMN-aK MeauuMHanbiK YbIM AeHreriHae KypblnaTtbiH, KYpaMbiHa AEeHCay/blK CaKTay, Fbl/biM
cafnacblHAafbl MamaHAap, KOFaMAblK YMbIMAApAblH,  eKingepi KipeTiH, 3epTTey cybbeKkTinepi meH
3epTTeywinepais, KYKbIKTapblH, Kayincisgiri MmeH an-aykaTblH KOpfaydbl, COHAAM-aK K/AWMHUKabIK 3epTrey
MaTepuangapblH 3TUKAMbIK KOHE afaMrepLUiNiK-KyKbIKTbIK 6afanayabl »Kysere acblipaTblH KOHCY/bTaTMBTIK-
KeHecLWi opraH.

«FemaTonorna opranbifbl» MLIC Buo3TMKA mMacenenepi KeHiHperi NoKanaplK, Komuccuacol (/IKB3) -
NauMeHTTepPAiH, CbIHAaNYLWbINAPAbIH, 3epTTeywinepaid, MmeauunHa Kbi3MeTKepaepiHiH, KYKbIKTapblH, Kayincisgiri
MEeH an-ayKaTblH KOpfayAbl, COHAAM-aK, MeaULMHAIbIK KIHE FblbIMM KbI3METKe 6aNaHbICTbl MaTepuangapabl
3TUKA/bIK KOHE afaMrepLUiniK-KYKbIKTbIK 6afanayapl y3ere acblpaTbliH ToyeCi3 opraH.

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

KnuHuKanbiK 3eptTey - aypynapabiH, NpodraaKTUKACh], AMAarHOCTUKACh! }KaHe onapabl eMaey KypangapblHbiH,
d4icTepi MeH TEXHONOrMANAPbIHbIH, KaYInci3agiri MeH TUIMAINITIH aHbIKTay Hemece pacTay YLWiH XKyprisineriH,
afam cybbeKT peTiHae KaTbiCaTbiH 3epTTey.

KenicimwapTtrbiK 3eptrey yiibimbl (CRO, Contract research organization) — agemeylwimeH KacanfaH wapT
WweHbepiHAe OHbIH, KAWMHWKANbLIK 3epTTey Kyprisyre 6annaHbiCTbl Gip Hemece ogaH Aa Ken (YyHKUMACLIH
OPbIHAANTbIH KeKe TyaFa/yinbiM.

KynuanbinblK - gemeyulire TMecini aknapaTTbl HeMece 3epTTey CyObeKTiCiH CallKecTeHAipyre MyMKiHAIK 6epeTiH
aKnapaTTbl YOKiNeTTi emec agampapgaH Kynua cakTay. Tapanybl LWEKTeAreH MINiMeTTepai KamMTUTbIH
maTtepuangap.

Dopinik 3aT — agam opraHM3MiMeH »KaHacaTblH 3aTTbl He 3aTTap KOMOWHauuAcbiH bingipeTiH Hemece
KaMTUTbIH, afaMHbIH, aypynapblH emaeyre, onapgblH, NpodunakTUKacbiHa Hemece ¢GapMaKONOTUANMbIK,
UMMYHO/IOTUANBIK, HE MeTabonM3MAiK acep eTy apKbibl OHbIH, GU3NONOTUANBIK GYHKUMANAPbIH KaanbiHa
KenTipyre, Ty3eTyre Hemece o3repTyre, Hemece afaMHblH, aypynapbl MeH Kal-KyWiH AuarHocTUKanayfa
apHanfaH Kypan.
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bb

CC.

dd

3epTrey matepuangapbl — KAMHWUKAbIK 3epTTeyNepaiH, AeMeyllici KNMHUKanbIK 6asafa yCblHATbIH KyXKaTTap
XUbIHTbIFbI, 0N KasakcTaH PecnybauMKacbiHbIH, AEHCay/blK CaKTay CanacblHAafbl YIKIiNETTi OpraHbliHbIH,
KasakctaH PecnybnukacbiHaa GeKiTinreH TopTinKe CaMKec OCbl KAWHWKaAbIK 3epTTeyai XKypridyre aHe OHbl
JKYpPrisyre »kayantbliapapbl aliKplHAAYFa PYKCATbIH; KAMHUKAAbIK 3epTTey XaTTaMacblH; 3epTTeyLli bpoLutopacslH;
KaHa MegMUMHAMbIK TEXHO/IOTMANAPAbl KONAAHY epeKwenikTepiHe KaTbiCTbl TyCiHAipMe KyKaTtapabl (onap
KONJaHbINFAH Kafaaha) aHe e3re e Ky)KaTTapAabl, COHAAN-aK, KNAMHUKAAbIK 3epTTey LAPTbIHbIH, *K0bacbIH
KamTuabl

MeguuMHanbiK Kapta — emgeywi Jaoapirepaep nNauMeHTTiH, aypy TapuxblH (CTaUMOHAp/bIK Hemece
ambynaTopuANbIK) }KoHe OFaH TaFalbliHAANATbIH eMAi 3/IeKTPOHAbIK HEMeCe KaFa3 HbICaHAa Xa3blM XKypPri3eTiH
MeaNUMHANDBIK KyXKaT.

Ken opTanbiKTbl KAMHUKaNbIK 3epTrey - bipbiHfali xaTtama boiblHWa bipeyaeH Ken 3epTrey opTa/blfblHAA
YKoHe bipeyaeH Ken 3epTTeyLUi XKypriseTiH KAMHUKANbIK 3epTTey.

KnuvHuKanbiK 3epTrey MOHUTOPbI — JAeMeylli HeMece KeniciMWapTTblk, 3epTTey YMbiMbl TafalblHAANTbIH,
ynnecTipywi 3epTTeywimeH Hemece YWAecCTipy KomuTeTiMeH 6Gipnecin »KYMbIC iCTEMTIH KoHe KAMHUKabIK,
3epTTeyaiH XxaTTamasa CalMKec XKypri3inyiH 6aKbinakTbiH, OHbIH, OpbiHAANY A2pexkeciH 6aFanaiTbiH, AepeKTepai
Tangayna, MHTepnpeTaumanayna KaHe sKCTpanonaumanayna seprreyLlire x)Xapaem KopceTeTiH Keke Tyfa.

MoOHUTOPUHT - BMOMeaMUMHANbIK 3epTTeyAiH, OpblHAANYbIH GaKbliay KaHe OHblH XaTTamara, Xocnapfa,
barpapnamara, CTaHAAPTTbI ONepauMANbIK, paciMaepre, TUICTI KAMHUKANbIK NPaKTUKafa CaMKec KyprisinyiH,
LepeKTepAiH, *KUHANYbIH }KaHe 3epTTey HaTUMKeNepiHiH YCbIHbINYbIH KaMTaMachI3 eTy pacimi.

Tuicti KAMHMKanbIK npaktMka (Good Clinical Practice — GCP) - KAMHMKanbIK 3epTTeynepai Xocnapaay,
YMbIMAACTbIPY, KYPri3y, MOHUTOPUHITEY, ayauT XKYPridy, Ky»KaTTay, COHAAN-aK ONapAblH, HOTUKeNepiH Tanaay
YKOHE YCblHY CTaHAapPTbl, ON ajiblHFaH AEPEKTEpP MEH YCbIHbIIFaH HITUMXKeNepAiH, aHbIKTbIFbl MeH AZAIMHIH,
Kenini 6onagpl, COHAal-ak 3epTrey CyObEKTINEepiHiH, KYyKbIKTApblH, AEHCAY/bIFbIH OHE KYMUANbIIbIFbIH
KOpFayAbl KAMTamacbl3 eTesi.

Konaiicbla okufa — meamumHanbiK OYMbIMHbIH, Ke3 KenreH aKkaybl XaHe (Hemece) cunaTTamasiapbiHbiH
Hawapnaybl Hemece MKYMbIC icTeyiHiH, Oy3bliybl, Hemece MeaMUMHANbIK OyiMbiMFa inecne aknapaTtTbiH
(ky»kaTTaMaHbIH) KeTKiNiKci3giri He AypbiC eMecTiri, KongaHy eHiHAeri HycKay/blkTa Hemece naiganaHy
JKOHiHAeri  bacWwblIblKTa  KOPCETIIMEreH KaHama oCep/iep Hemece KafbIMCbl3  peakuus, onap
nangananywbliapablH Hemece YLWIiHWI TynfanapablH, eniMmiHe Hemece [AeHcay/blK KafaalblHbIH, eneyni
HalwapnayblHa Tikenel Hemece XaHama TypAe 9Ken COKKAH HeEMecCe 9Ken COFybl MYMKiH 6ofaH.

MarbiMmcbi3 Kybblibic — A9pinik (3epTreneTiH) npenapaT TafalblHA4ANFaH NALMEHTTIH, HEMECe KAMHUKanbIK,
3epTTey (CbiHaK) CybbeKTICiHIH AeHCcaybIK *KaFaalbliHAaFbl, OHbl KOJAAaHYMeH ceben-cangap/ibiK 6alinaHbicbiHa
KapamacTaH, Ke3 KesireH Konalcbl3 esrepic.

Myaaeni emec Kyarep - KAMHUKAbIK 3epTTeyai Kyprisyre KaTbiCbl }KOK, - 3epTTey CybbeKTiCiHe, OHbIH, ilWiHae
ofaH bepineTiH Xasbala maTepmnangapabl OKbin bepyae *Kapaem KepceTeTiH KeKe TyNfa.

UHTepBEeHUMANDBIK emec KIMHUKANbIK 3epTTey — A9pPiNiK 3aTTbl HEMece MeanUMHaANbIK ByMbiMabl MEMIEKETTIK
TiIPKeY KYPrisiNreHHeH KeWiH JKYPri3ifieTiH »KoHe MeAWUMHabIK MPaKTUKA LWeHbepiHge TafalblHAANATbIH
3epTTey.

TynHycKa meguuuHanblK asbanap — «bacTankpl Ky»KaTtama» TEPMUHIH KapaHbl3.

Herisri Ky)xatrap — bipre Hemece JKeKe-)KeKe 3epTTeyAiH, *KYPri3inyiH KaHe aNblHFaH AepeKTepAiH, canacbiH
baranayra MyMKIiHAIK 6epeTiH KyXKaTTap. byn KyxKaTtap 3epTTeyliHiH, AeMeyLWiHiH }KaHe MOHUTOPAbIH, TUICTI
KAMHUKaNbIK NpakTuKa (GCP) cTaHgapTTapbl MEH HOPMATUBTIK TananTapabl CaKTafaHblHbIH, Aaneni 6onagpl.

KnuHukanbik 3epTtrey (cblHaK) Typanbl ecen - afaM CybbeKkT peTiHAe KaTbicaTblH Tepanuanbik,
NPOGUNAKTUKANbIK, HEMECE AMArHOCTUKANbIK Kypangbl KAWHUKaNbIK 3epTTeyaiH CcMnaTTamacblH KaMTUTbIH,
KNAMHUKANbIK KJHe CTAaTUCTMKANbIK CunaTTaManapibl, LepekTepai YCbIHYAbl KaHe ofapAbl Tanzayabl;
3epTTeneTiH A2piNiK 3aTTblH, MeAWUMHANAbIK OYMbIMHbIH, afbIMCbI3 pPeakuMAnapblH Koca anfaHaa, KewiHri
KeseHaeri acepnepai bipikTipeTiH KyxKarT.

BacTanKkbl Ky)KaTrama — KJAMHWKa/bIK Dalikaynapablh, TEKCEPYEPAiH, KaHe 6acKa 4a KbISMETTiH, HaTUKeNepiH
CUNATTalTbIH, KIMHUKA/IbIK 3epTTeyaiH 6apbicblH KanmnbiHA KenTipyre »KaHe OHbl HafasayFa MyMKIHAIK bepeTiH,
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TYNHYCKA MeAMLMHANbIK *Kasbanap MeH onapAblH Kya/iaHAbIpblifaH KelipmenepiHaeri O6yKin aknapart.
Bactankbl AepekTep 6acTankpl KyKaTTamaga (TynHyckanaphaa Hemece onapAblH,  KyaaaHAablpblafaH
KelipmenepiHae) KaMTblnaabl.

ee.

ff.

88.

hh

i

kk.

CanbicTblpy Npenapatbl — KAMHUKANbIK 3epTTeyae baKkbliay peTiHae naiganaHbinaTbiH TipKkeareH Aapinik
npenapar He naauyebo.

KnuHuKanbiK 3epTrey XaTtramacbl - 3epTTeyAiH MaKcaTTapblH, AM3ailHblH, 94iCHaMacbiH, CTaTUCTMKaNbIK,
acnekKTiNepiH KaHe YNbIMAACTbIPbIAYbIH CUNATTaWTbIH KyKaT.

Kypaeni xafbiMcbi3 KybblibIiC aHe (Hemece) Kypaeni »afbiMCbi3 peakuua - e/iMre aKen COfaTblH,
emipre Kayin TeHAipeTiH, MAaLMEeHTTI aypyxaHara *KaTKbI3yAbl HEMece OHbl Yy3apTyAbl Tanan eTeTiH, TYPaKTbl
He aMKblH eHDOEeKKe *KapamcbI3ablKKa Hemece MyrefekTiKKe, Tya OiTKeH aHOManuanapfa Hemece Aamy
KeMICTiKTepiHe aKen cofaTblH, aTanfaH Kal-Kyinepain 4amyblH 601FbI3bay YWiH MeguLUMHaNbIK apanacyabl
Tanan eTeTiH XafbIMCbI3 peakuma

XaTrama CMHONCUCI - KAMHWKaNbIK 3epTTey XaTTaMacbliHblIH, KbliCKalla Ma3MyHAaMachl.

KAMHUKanbIK 3epTTeyAiH  Aemeywici — KAMHUKaNbIK 3epTTeyre 6acTamalubliblK, —¥Kacayfa, OHbI
YAbIMAACTbIPYFa KOHE KapKblNaHAbIPYAbl KAMTamMacbI3 eTyre »ayanTbl KeKe Hemece 3aHabl Ty/fa.

CTaH[apTTbl onepauuanbiK pacimpep — 6enrini 6ip KbI3MeTTi Ky3ere acblpy KesiHge bipKenkinikke Kon
YKETKi3yre apHa/ifaH erken-terkenni xxasbawa HycKayibiKTap.

3epTTey Cyb6beKTiCi - KAMHMKaNbIK 3epTTeyre 3epTTeneTiH NpenapatTbl anaTblH TOMTbIH, KypambiHAA He
6aKplNay TOObIHbIH, KYpamblHAA KATbICATbIH KeKe Tyfa.

[eHcaynblk cakTay canacblHAafbl YaKineTTi opraH — KasakctaH PecnybimKacbiHbIH, [leHcaybiK cakTay
MUWUHWUCTPAITI.

mmKAUHUKaNbIK, 3epTTey ¢asachbi:

KNMHUKaNbIK 3epTTeyaiH, bipiHwi dasacbl — A2pinik 3aTTbiH, TO3iMAiniriH, KayincisgiriH, emaik acepiHiH,
60nybIH, PapMaKOKMHETUKANDIK, KaHe papMaKOAMHAMMKAbIK CMNATTaManapbliH aHbIKTAy MAKCaTblHAA AEHi
cay epiKTinepae Hemece 3epTTesieTiH MpenapaTTbliH, *KOFapbl YbITTbIIbIFbI AEHI Cay epiKTinepae 3eptrey
YKYPri3yAi o4enke »KaT eTeTiH Ke3ae TUICTi aypyMeH ayblpaTbliH NauMeHTTepAe *KYPrisineTiH anfalKpl CbliHay;

KNMHUKaNbIK 3epTTeyaiH, eKiHwi ¢asacbl — HaKTbl aypybl 6ap nauueHTTepAe 3epTTeneTiH A3PiNiK 3aTTbiH,
TMiMAiniri meH KbiCKa Mep3imai Kayincisgirin 6afanay, coHAali-ak naumeHTTep TOObIHAA CblHAy KesiHae
O9PINiK 3aTTblH, KAMHMKANbIK TUIMAINITIH A2nengey »KoHe Ao03anaydblH eMAik AeHreiliH anKkbiHgay
MaKcaTblHAaFbl 3epTTey;

KNMHUKANbIK 3epTTeyaiH TepTiHWwi ¢dasackl — A2PiNiK 3aT TipKereHHEH XaHe HapblKKa TYCKEHHEH KeWiH OHbIH,
TepanuAnbIK TUIMAINIFH, OHbl O4aH 9pi NakganaHy CTPATEernAcbiH pPacTay MakcaTblHAA, COHAAM-aK KaHama
aCep/iepiHiH, CMEKTPi MEeH XWiNiri »KoHe 3epTTeneTiH AO2pinik 3aTTblH, 6acka A9pinik 3aTTapmeH e3apa
dpeKeTTecyi Typanbl KOCbIMLUA aKNAPAT any YLWiH XKYpPrisifieTiH A43piNiK 3aTTbl 3epTTey;

KNMHUKANbIK 3epTTeyaiH, ywiHwi ¢asacbl — emaeyaiH, 6apblk acnekTifepiH 3epaeney, OHbIH iWwiHAe Kayin:
nanpa KepceTKiwiH Gafanay MaKcaTblHAA Kacbl 9PTYP/i, KOCA/NKbl MATONOIMUACHI SPTYPAI NAUMEHTTEPAIH,
Y/IKeH TONTapbIHAA KYPri3ineTiH 3epTTey.

KbickapTtynap
a. 3b — 3epTTeywi 6poLutopachl
b. b3 — 6ac 3epTTeyLwi
C. 3¥ — 3epTTey YKbiMbl
d. MMB — MeanUMHaNbIK MaKcaTTarbl BylbiM
e. 3 — 3epTTeneTiH npenapar
f. XTK — »Keke Tipkey KapTaceol
g. AK — aKnapaTtTaHabIpblaAFaH Kesicim
h. K3 — KniMHMKanbIK 3epTTey

K3Y — KAMHUKaNbIK 3epTTey yihnecTtipyLwici
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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

r. HLC — )xayanKepLiniri WWeKTeyni cepikTecTiK

S. Oprtanbik — «[emaTtonorna optanbiFbi» KLC

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

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 KOHbepeHUun

y. CIOMS - Council for international organizations of medical sciences (afbiiwbiH Tini), MeanumnHa
FbINbIMAAPbIHbIH, XaNblKapablK 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. JIKB> Mmyllenepi Hemece XaTlblIbIK 3epTTeyre KaTbiCyllblnapAaH/naumMeHTrepaeH cypay canyabl Hemece
TananTbl anagbl, ONap Tanan nNeH aknapaTTbl Cypay canyabl TipKey HblCaHblHAA pecimaensi. CoHaaln-aK HycKay
ANy YLWiH 3epTTeyre KaTbiCyLWbIHbIH, KYKbIKTapbl XeHiHae JIKb3-geH HaKTblnay KaxerT.

2. JIKB3 Teparacbl 3epTTeynep KyrKaTTamachbl YLWiH OCbl Cypay canyabl Tipkenaj
JNIKBa

Kaet 6osfaH Kesge JIKBs Teparacbl KOCbIMLUA aknapaT cypaTabl }aHe ycbiHbiMaap 6epeai.

JIKB> mywenepi dakTinepai MykuaTt 3epaeneii, cogaH KeiiH JIKB3 xaTwblblifbl HbicaHAbl (1-KocbiMmuia)
ToNTblpagpl. JIKE3 xaTwbickl ofaH JIKB3 TepafacbiHbIH, KOMbIH KOMFbI3aapl, KYHIH KoAabl.

JIKB3 XaTwWbICbl OpbIHAANFAH iC-2peKeTTep MeH HaTuxenep Typansl JIKb3 ywiH ecen Xacanabl

TipKey HbicaHblH «Cypay cany» ¢ainbiHAa CaKTay, COHAAN-aK KeLipMeciH 3epTTey Ky)aTTamacbiHA4a cakTay
KaXker.

1-kocbimwia

Cypay canyabl TipKey HbiCaHbl

AnbIHFaH KyHi:

Kim anabi:

Cypay cany KimHeH: ‘ U TenedoH HOMIPI....ccvceeeeveereeereerre et e U dakc
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HOMIDI.cuvrcvecvieeeeieree et et ev e erten e U NowrTansik xat/
KYHiucrieerieerens creesveeeenennee. < E-mail /

KYHi ettt e 1 *eke e3i / KyHi/
YaKbITbl...ucvvevereresernrneseeresnennenense. = BACKQ,

HAKTBIIAY covcveveeeeeresesesessses s sssssssesnnenes

KatbicywbiHbIH, T.A.9.:

BalinaHbIC MeKeH»Kalbl:

KaTbicbin }kaTKaH
3epTTeyaiH aTaybl
KaTblcyablH, 6acTanfaH KyHi:
Cypay cany He Typanbl:
KabblngaHfaH wapanap:

Hatuke:

PernameHTTeyLi Ky»KaTtTap

1.

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

«Japinik 3aTTap MeH meanunHanbiK bylibimaapFa KAMHUKANbIK 3epTTeysep, Tipi opraHM3MHeH Tbic (in vitro)
OMarHocTMKa  yWiH  MeauuMHanblk, — OybiMaapFa  KAWMHWKaNbIK-3epTXaHaNblK, — CblHAKTap  XKyprisy
KaFUZanapblH KaHEe KAMHMKablK 6a3anapfa KOWblNaTblH TananTapAbl *KaHe DapMaKONOTUANBIK KaHe
A9piNiK 3aTTapfa, mMeauUMHanbIK byiMbiMAapFa KAMHUKAAbIK 3epTTey KaHe (Hemece) CbliHaK Kyprisyre
pykcat 6epy memneKeTTiK KbI3METiH KepceTy KafufanapblH bekiTy Typanbi» KasakcrtaH Pecnybawukacol
[eHcaynblk cakTay MUHUCTPIHIH 2020 xbinfbl 11 skentokcaHaasbl Ne KP ICM- 248/2020 6yiipbiFbl. Cinteme

«Japinik 3aTTap MeH meanumHabiK bylbimaapFa KAVMHWUKabIK 3epTTeyaep, Tipi opraHM3mMHeH Tbic (in vitro)
OWArHOCTMKa  YWiH  MeguuMHanblkK, — OyiMbiMaapFa  KAMHWKANbIK-3€PTXaHANbIK  CbIHAKTap  Kyprisy
KaFuaanapblH oHe K/AMHUKa/bIK 0asanapfa KOMbINATbIH Tanantapabl KoHe PapMaKONOTUANbIK KoHe
O2pPiNiK 3aTTapfa, mMeguuMHaNbIK OyMbiMAapFa KAWHUKANbIK 3epTTey KoHe (Hemece) CbliHaK Kyprisyre
pyKcaT 6epy mMeMAeKeTTiK KbI3MeTiH KepceTy KafuAanapblH OekiTy Typanbi» KasaKkcTaH Pecnybamkacobl
[eHcaynblk cakTay MUHUCTPiHIH, 2020 xbinfbl 11 kentokcaHaarbl Ne KP [ACM-248/2020 6yipbifbiHa
e3repicTep MeH TOJ/IbIKTbIpynap eHrisy Typanbl KasakctaH Pecnybnivkacbl [JeHcayblK cakTay MUHUCTPIHIH
2022 Kbinfbl 4 cayipgeri Ne KP ICM- 35 6yipbifbl, KaszakcTaH PecnybamKacbiHbiH D4ineT MUHUCTPAIriHAE
2022 xbinfbl 12 cayipge Ne 27526 6onbin TipkenreH. Cinteme

«brMomeguLUMHanNbIK, 3epTTeynep Kyprisy KafnpanapblH KoHe 3epTrey OpTafblKTapbiHA KOMbINATbIH
Tanantapabl 6ekiTy Typanbi» KasakcTaH Pecnybaunkacbl [eHcaynblk cakTay MUHUCTPiHIH 2020 KbiaFbl 21
wentokcaHaafbl Ne KP ICM- 310/2020 6yipblifbl. Cinteme

«®apmMaueBTUKaNbIK MHCNEKUMA LeHbepiHae KAWHWKafFa AOeWiHri  (KAMHUKaANbIK emec) 3epTreynep
mMaTepuangapbiH XaHe onapAbl KYprisy »KaraainapbiHbliH KasakcTaH PecnybamnKacbiHbIH, KaHe (Hemece)
Eypa3susaniblK 3KOHOMMKaAbIK OAaKTbIH, TUICTi 3epTxaHaiblK npakTMka (GLP) TananTapbiHa CaMKecTiriH
6aranayabl Kysere acblpy KafupganapblH 6ekity Typanbi» KasakctaH Pecnybnavkacbl [leHcaynblK cakTay
MUHNCTPIHIH, 2020 »blafFbl 4 Kapawagaarsbl Ne KP ICM- 181/2020 6yipsbifbl. Cinteme

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

«KasakcTaH Pecnyb/iMKacbiHbIH, €pecek XaslkblHa remaTo/IOTUA/bIK, KOMEK KepceTyai yYWbiMAacTbipy
CTaHAapTblH 6ekiTy Typanbi» KasakctaH PecnybauKacbl [leHcay/iblK CakTay MWHUCTPIHIH, MiHAETIH
aTKapywbiHbiH 2021 *Kbinfbl 20 KentokcaHaasbl Ne KP JCM- 130 byipsbifbl. Cinteme

KasaKkcTtaH Pecnybsavkacbl [leHcaynblK CakTay MUHUCTPiHIH, MiHAETIH aTKapywblHbiH, 2021 Kbinfol 4
aknaHgarbl 6ylipbifbl, Ne KP ACM-
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15. KasaKkctaH PecnybauKacbiHbliH, 94ineT MUHUCTpAiriHae 2021 Kbinfbl 9 aknaHaa Ne 2216 60nbin TipKenreH,

«TuicTi bapmaueBTUKanbIK NPaKTMKanapabl 6ekity Typanbi». Cinteme

9.

10.

11.
12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

KasakctaH Pecnybnumkacbl [leHcaynbiK cakTtay MUHUCTpPIHIH 2020 xbinfFbl 21 kentokcaHgarbl N KP ACM-
304/2020 6yipbirbl. KasakctaH PecnybanKacbiHbiH, 94ineT MuHMCTpAiringe 2020 biafbl 22 enTokcaHaa
Ne 21848 6obin TipkenreH, «KnMHUKanbIK 6a3a, AeHCcayblK CaKTay canacbiHAafbl 6ifim 6epy YbIMbIHbIH,
K/MHUKACbl, YHUBEPCUTETTIK aypyxaHa, pe3uAaeHTypa 6asacbl, WHTerpaumsanaHfaH akageMUAbIK,
MeaMLUMHaNbIK OpTaiblK Typaibl epexkenepdi KoHe onapfa KolMblnaTblH Tanantapabl OekiTy Typanbi».
Cinteme

«JleHcaynblK CaKTay canacblHAafbl akKpeauTTey KafuaanapbiH 6ekiTy Typanbi» KasakctaH Pecnybamnkachl
[leHcaynblk cakTay MUHUCTPIHIH 2020 kblnFbl 21 skentokcaHaasbl Ne KP ICM- 299/2020 6yiipbiFbl. Cinteme

1ISO14155:2014Ne «KnnHukanolk 3eptreynep. TUICTI KAMHUKaNbIK NPakTMKa» ctaHaapTol. Cinteme

EypasnanbiK 3KOHOMMUKanNbIK Komucena AnkacbiHbiH, 2018 xbinfbl 17 wingeperi Ne 11 «KanHUKanbIK,
3epTTey/IepAiH *Kanmnbl Macenenepi XeHiHaeri HYCKaynblK Typanbl» YCbiHbIMbl. CinTeme

Eypa3sunanblK 3KOHOMMKANbIK Komuccua KeHeciHiH 2016 Xbinfbl 3 Kapawagafbl Ne 79 «Eypasnanbik
3KOHOMMKA/bIK 04aKTbIH, TUICTi KAMHWKANBIK NPAKTUKA KaFuganapbiH 6ekiTy Typanbi» wewimi. Cinteme

EypasuanblK 3SKOHOMMKanbIK Komuccna AnkacbiHbiH, 2020 kbinfbl 3 Kapawagafbl Ne 19 «[apinik
npenapaTrapablH, KAWHUKaNbIK 3epTTeynepiHae OWMOCTaTUCTMKA KafnpaaTtTapblH  KONZAHY KeHiHAeri
HYCKAY/bIK Typasbl» YCbiHbIMbI. CinTeme

Eypa3snanbiK aKOHOMUKaAbIK Komucena AnkacbiHblH, 2020 Kbinfbl 27 KasaHgafbl N2 18 «MeguuuHanbiK,
KONAaHYfa apHanfaH A2pinik npenapaTrapaplH, GapMaKONOTUANBIK KayincisgiriH 3epTTey KeHiHAeri
HYCKaY/bIK TYPasbl» YCbIHbIMbI.

Eypasuanbik 3KOHOMMKaNbIK Komucema KeHeciHiH, 2016 Xbinfbl 3 Kapawagafbl Ne 85 «Eypasmansbik
SKOHOMMWKA/bIK 0f4aK LWeHbepiHAe A9pinik npenapaTrapablH, 6uobanamanbliibiFbiHa 3epTTEYIep XKYprisy
KafuganapbiH 6ekiTy Typanbi» wewimi. Cinteme

AyHNeXy3inik megnumnHanbik KaybiIMAACTbIKTbIH, XeNbCUHKKU AeKnapaumacbl, 1964 »Kblafbl MayCbiM (COHFbI
peaakumsacbl 2018 xbinsbl 9 winge). Cinteme

AgampaapaplH  KaTbiCybIMeH »KyprisineTiH AeHcaynblK cakTay cafnacbiHAafbl 3epTTeynepre 3TUKanbIK,
capanTtama Xyprisy XeHiHaeri cTaHaapTTap MeH onepauuanblk HYCKayabiKTap, AyHMesKysinik aeHcaynblk,
cakTay yibimbl (2011); »KaHe 3epTTeynep 3TUKachl canacbiHAarbl 6acka Aa XasnblkapanblK AeKnapauuanap
MeH HyckaynbikTap (WHO, ICH-GCP, UNESCO, CIOMS, CE).

2023 xbinfbl 31 maycbimaarbl Nel-02-44 6ynpbikneH bekitinreH «femaTtonorus optanbifbl» KLIC buoatuka
Macesieniepi KeHiHaeri 1oKanaplk Komuccua (byaaH api- JIKba Hemece Komucena) Typanbl epexe

2023 binFbl 31 maycoimpafbl Nel-02-47 6ylipbikneH OekitinreH «Fematonorma opTanbiFbl» HKLUC-ga
KAMHUKaNbIK }KOHE Fbl/IbIMWU 3ePTTEYIEP KYPri3y KaFuaanapol

«'emaTtonormna optanbiFbl» KLIC BMosTMKa macenenepi KeHiHAeri N0Kanablk, KOMUccuaHbIH, 2023 KblnifFbl
31 maycbiMmaarbl NayasbiMAbIK HYCKaY/bIKTapbl.

KnunHukanoik 3epTreynepai petrey canacbiHaafbl KasakcraH PecnybankacbiHbiH 6acka @ HOPMATUBTIK
KYKbIKTbIK, aKTinepi.

BaiinaHbICTbl KyXKaTTap

Ne TYpPI aTaybl

Uccnep-3-2 Ccop JIKB3 }KyMbICbIHAA KYNUANBINBIKTbI
cakTay

Uccnen-3-20 cop JIKB3 Ky»KaTTamacbIHbIH, KYMUAbINIbIFbIH
caKTay

B©3repicTep Ti3imi

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