Kyat Typi COP (CTaHpapTTbl Onepauuanbik pacim)

ApHanybl «emaTonorus optanbiFbl» HKLUC BUoaTKa macenenepi *KeHiHAeri NoOKangbiK, \.r
KOMMUCCUAHDbIH, TOpafachl, XaTLWbICbl, MyLwlenepi
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KoAbl

Artaybl XATTAMAFA COMNKEC KENIMEY HEMECE BY3blNY XAFOAMbI

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
MaumeHTTEpPAi KONAAY KIHE iLUKi JOemkunHa O.B. 2023 »blafbl 29 mamblp
capanTama Kbi3MeTiHiH, 6acwbicbl

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

EHrisinrex

Kaiita Kapay HKA e3repreH skaHe/Hemece eHAIPICTIK KaXXeTTi/iK TybiHAaFaH Ke3ge

Makcartbl

3epTTeyaiH MaKyngaHFaH Ky)KaTTap MakeTiHiH/XaTramacbiHblH, PaciMiHEH aybITKy/lap Hemece KAMHWUKaNbIK,
3epTTeynepai Kyprisy >KeHiHaeri yATTbIK/XanblKapablK 3aHHamaHbl OY3YyLbINbIKTap aHblIKTaffaH Ke3feri, OHbIH,
iwinae 3eptreywinep «Fematonorma optanbifbl» HKLLUC BMoaTMKka macenenepi KeHiHAeri 10KanabIK KOMUCCUACBIHbIH,
(/TKB3) HycKaynapbiH OpblHAAMaFaH Kafganiapaarbl ic-KMMbIN TIPTIBIH benriney

Mayankepuinik

«lFemaTtonorna optanbiFbl» KLIC BMO3TUKA Macenenepi KeHiHAeri NOKaNAblK KOMUCCUAHBIH, XaTwbicbl (/1KB3)
6ap bk, COMKeCcCi3AiKTepai *KUHayFa }KaHe HbicaH bolibIHWa TipKeyre ayanTbl 6onagbl

NIKB> Tepafacbl meH myLuenepi 3epTTeyai Makyn4ayablH KONAaHbICbIH TOKTAaTa Typy Hemece TOKTaTy Typasbl, He
Oy3yWwbINbIKTapfa Xon OepreH 3epTTeywigeH KeniHri eTiHimaepAai KabbingayaaH 6ac TapTy Typanbl LiewWim
KabblngayFa ayanTtbl 6o1agbl

Ma3myHbl

TepmuHaep mMeH aHbIKTamanap
KbickapTynap

OpbiHAay TapTibI

1-kocbiMmwa

PernameHTreywi KyXatrap
BalinaHbICTbl KyKaTTap
O©3repicTtep Tisimi

KyKaTneH TaHbiCcy naparbl

TepmuHaep MeH aHbIKTamanap

a. Buonoruanbik 6anamanbinbiK (byaaH api — 6MO3IKBUBANEHTTINIK) — TUICTI AM3aliHbl 6ap 3epTTeyae yKcac
Xafgarnapga 6ipaelt MonApablK 403343 EHrisiireH Kesge dapmaueBTMKaAblK OanamanapgplH Hemece
dapmaLeBTUKa/bIK anbTepHATMBaNapablH, acep eTywi 3aTbl HEMeCe acep eTywi 3aT MOJIeKYNaCbIHbIH,
6enceHaj 6eniri e3iHiH acep eTy OpHbIHAA KOMKETIMAI 60NaTbIH XKbl1AaMAbIK NeH Aspexe 6olMbIHLWa eneyni
aviblpMaLUbINbIKTapabiH 601maybl

a. 3eptTeywi 6poltopackl - 3epTTeNeTiH NpenapaTtTbl agamsa 3epTTey YLWiH MaHbI3bl 6ap, OHbl KAMHUKaNbIK,
KaHe KAMHWKaFra AeMiHri (KNIMHUKaNbIK eMec) 3epaeniey HaTUKeNepiHiH }KMUbIHTbIK MasMyHAamachl.

b.  [Oapinik 3aTTap MeH MeauUUHaNbIK, BylibiMaapAablH, aiiHanbICbl canacbiHAaFbl MEeMIEKETTIK capantama
yiibimbl (byaaH api — capanTama VYibiMbl) — A3piNiK 3aTTap MeH MeAuuMHanblK 6ynbiMaapablH,
Kayincisgirid, TMimginiri meH canacblH KamTamacbi3 eTy XeHiHAeri AeHCAy/ablK CaKTay CanacblHAafbl
OHAIPICTiK-LIapyallbI/bIK KbI3METTI }Ky3ere acbipaTbiH MEMJ/IEKETTIK MOHOMNO/IUA CYObEKTICI.

C. 3epTTey Au3aiiHbl - 3epTTEYAiH annbl }KOCMnapbl, 3epTTeyAi *Kypridy TaciNiHiH cMnaTTamacsl
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d.

LLapT - 3epTTey *Kyprisy KesiHae »KyMbiC Kenemi meH miHaeTTepai 6enyre, coHaamn-aK KaxKeT 6onfaH Xafganaa
KapXKbIIbIK Macenenepre KaTbICTbl YyafAanacTblKTapabl 6enrineiiTiH, eki Hemece ogaH Aa Ken Tapan
apacblHAaFbl KYHI KOMbLIFaH *aHe KON KOMbINFaH Kenicim. 3epTTey XxaTTaMach! WapTTblH, Herisi 6onyfa Tuic.

¥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 petre 3epTreyLli
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 Typae pacTtay pacimi. AKnapaTTaHAblpblifaH Kasballa Kenicim yakineTTi opraH 6ekiTKeH HbicaH
boliblHWa pecimaenea,.

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

3eptreywi - «lematonorna opTanbiFbl» LUC KAMHMKaNbIK 6a3anapblHAA KAMHUKANbIK 3epTTey Kyprisyre
KayanTbl }KeKe TyAFa, 3epTTey YKbIMbIHbIH, MYLUIEC.

KnuHuKanoblk 6a3aga 3eptreyai 3epTreyLlinep Tobbl KyprisreH Kafaanaa, 6ac 3eprreywi - 3epTTey YKbIMbIHbIH,
eTeKwici akbiHAanaabl. bac 3epTreywiHi KAMHMKaNbIK XobanblK KeHCEHiH KaTbiCylblAapbl TaHAAWAbl XKaHe
OoHbl «lematonorna opTanbifbl» MLWC 6ac gupekTopbl 6eKiTeqi. 3epTrey YXKbIMbIHbIH, KaTbICYLWbINAPbIH
(3epTTeywinepai) TafalbiHoay Typanbl OyMpbIKTbl «lematonorns optanbifbl» MUWC dunamnangapbl  meH
b6enimweciHiH, anpeKkTopnapbl bekiteq

3epTTenetiH npenapaTt - KAWMHUKaNbIK 3epTreyae 3epAeneHeTiH Hemece bGaKplnay yWiH nakAanaHbiNaThiH
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
KOMWCCKUSA), COHAAM-aK MeauUMHaNbIK YAbIM AeHreriHae KypbliaTblH, KypambiHa AeHCayblK CakTay, fblbiM
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 6afanayabl »Ky3ere acblpaTblH KOHCYNAbTaTUBTIK-
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 FblbIMM KbI3METKe 6aNaHbICTbl MaTepuangapabl
3TUKabIK KOHE afamMrepLUiniK-KyKbIKTbIK Dafanayapl }Ky3ere acblpaTbiH TOYECi3 OpraH.

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

KnuHukanbiK 3eprtrey - aypynapablH, NpoGUAAKTUKACKI, AMArHOCTMKAChI }KaHe onapabl emaey KypangapbiHbiH,
d4icTepi MeH TEXHONOrMANAPbIHbIH, KaYinci3giri MeH TUIMAINITIH aHbIKTay HEMece pacTay YLWiH XKyprisineTiH,
afam cybObeKT peTiHAe KaTbICaTbIH 3epTTey.

KenicimwapTrbik, 3epTtrey yiibimbl (CRO, Contract research organization) — aemeylwimeH »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 CalikecTeHipyre MyMKiHAIK 6epeTiH
aKMapaTTbl YIKiNeTTi emec agampapaaH Kynusa cakTay. Tapanybl LUEKTeNreH MaNiMeTTepai KamTWUTbIH
maTtepuangap.

Dapinik 3aT — agam opraHM3MIMEH »KaHacaTblH 3aTTbl He 3aTTap KoMOWHauuAcbiH bGingipeTiH Hemece
KaMTUTbIH, aAaMHbIH, aypynapbliH emaeyre, ofapablH, NpoduNakTUKacbiHa Hemece apMaKoOrMANbIK,
UMMYHO/IOTUANDBIK, He MeTabonmamaik acep eTy apKblibl OHbIH GU3NONOTUANDBIK GYHKUMANAPLIH KanmnblHA
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aa.
bb

CC.

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

3epTrey matepuangapbl — KAMHWUKA/bIK 3epTTeyaepaiH, AemeyLlici KAMHMKanbIK 6asafa yCbIHATbIH 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; KNMHUKANbIK 3epTTeY XaTTamacbiH; 3epTTeyLli 6poLtopachbiH;
KaHa MeaMLUMHANbIK TeXHOMOrMANApAbl KONZAAHY epeKLluenikTepiHe KaTbiCTbl TyCiHAipMe KyKaTtrapZbl (onap
KONJaHbINFAH Kafaalha) aHe e3re e Ky)KaTTapabl, COHAAN-aK, KNAMHUKAAbIK 3epTTey LAPTbIHbIH, *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 boMbiHWa bGipeyaeH Ken 3epTTey OpTasiblFbiHAA
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, *KYPri3inyiH KaHe aNblHFaH AepeKTepAiH, canacbiH
baranayra MyMKIHAIK 6epeTiH KyxKaTTap. byn KyKaTtap 3epTTeyLWiHiH, AeMeyLWiHiH *KaHe MOHUTOPAbIH, THICTI
KAWMHWKAbIK NpakTuMKa (GCP) cTaHaapTTapbl MEH HOPMATUBTIK TananTapapl CakTaFaHbIHbIH, Aa1eni 6onagpl.
KnuHukanbik 3epTtrey (cblHaK) Typanbl ecen - afamM CybbeKkT peTiHAe KaTbicaTblH Tepanuanbik,
NPOGUNAKTUKANbIK, HEMECE AMArHOCTUKANbIK Kypanabl KAWMHUKA/bIK 3epTTeyaiH CMNaTTamMacbiH KaMTUTbIH,
KNAMHWUKANbIK KOHe CTAaTUCTUKANbIK CuMnaTTamManapabl, AepekTepai YCbiHyAbl KaHe onapapl Tangaynpl;
3epTTeNieTiH A9pPiNiK 3aTTblH, MeAUUMHAMbIK OYMbIMHbBIH KafFbIMCbI3 PeakuMsnapblH Koca anfaHaa, Kewiri
KeseHaeri acepnepai bipikTipeTiH KyxKarT.
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dd  Bacrankpbl KyXaTTama — KJAMHWUKaANbIK 6alikaynapablH, TeKCepynepain, XaHe 6acKa Aa KbI3METTiH, HaTUXKenepiH

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

TYNHYCKa MeauuMHanblK »Kasbanap MeH onapAblH KyanaHAblpbinFaH KellipmenepiHgeri 6ykin aknapar.

Bactankpl AepekTep 6acTtankpl KyXKaTtamaga (TynHyckanapfa Hemece o0napAablH  KyanaHAbIpblafFaH
KelwipmenepiHae) KamTblnaabl.

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

ff.

npenapart He naauyebo.

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

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

emipre Kayin TeHAipeTiH, MaUMeHTTi aypyxaHaFa }aTKbI3yAbl HEMeCe OHbl Yy3apTyAbl Tanan eTeTiH, TYPaKTbl
He aliKblH eHOeKKe *KapamcbIi3ablKKa Hemece MyrefdekTikKKe, Tya OIiTKEH aHOManusnapfa Hemece Aamy
KeMICTiKTepiHe aKen cofaTblH, aTanfaH Kal-Kyinepain 4amybiH 601FbI3bay YWiH MeguUMHaNbIK apanacyabl
Tanan eTeTiH XafbIMCbI3 peakLuma

hh  Xatrama cMHONCUCI - KNMHMKabIK 3ePTTeY XaTTaMacblHbIH, KbICKalla Ma3myHaamachl.

i

KnuHuKanbiK, 3epTTeyaiH, Aemeywici — KAMHMKANbIK 3epTreyre 6HacTamallbliblK, —Kacayfa, OHbl
YbIMAACTbIPYFa ¥KaHe KapXblaaHablpyAbl KAMTaMachl3 eTyre ¥ayanTbl }KeKke 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 - KAMHMKanbIK 3epTTeyre 3epTTeseTiH npenapaTTbl anaTblH TONTbIH, KYpamblHAA He

6aKbliay TO6bIHbIH KypaMblHAA KaTbICaTbIH XKeKe TyN+a.

[eHcaynblk cakTay canacblHAafbl YaKineTTi opraH — KasakctaH PecnybimKacbiHbIH [leHcaybiK cakTay
MUWHWUCTPAIrI.

mmKAMHUKaNbIK 3epTTey dasachbi:

KNMHUKaNbIK 3epTTeydiH, bipiHwi ¢asacbl — A2pinik 3aTTbiH, TO3iMAiniriH, KayincisgiriH, emaik acepiHiH,
60/1ybiH, PapMaAKOKMHETUKANBIK, KIHE papMaKOAMHAMMKAIbIK CMNATTaManapbiH aHbIKTay MaKcaTblHAA AEHi
cay epikTinepae Hemece 3epTTeneTiH NpenapaTTbiH, XKOfapbl YbITTbUIbIFbI AEHI Cay epikTinepae 3epTtrey
YKYPri3yAi 94enke »KaT eTeTiH Ke3ae TUICTi aypyMeH ayblpaTbliH NauMeHTTepAe XKYPrisineTiH anfalKpl CbiHay;

KNMHUKaNbIK 3epTTeyaiH, eKiHwi ¢asacbl — HakTbl aypybl 6ap nauueHTTepAe 3epTTeneTiH A2PiNiK 3aTTbiH
TMiIMAiNiri MeH KbiCKa Mep3imai Kayincisgirin 6afanay, coHAal-ak naumMeHTTep TOOblHAA CbiHay KesiHae
O9pPiNiK 3aTTblH, KAMHMKANbIK TUIMAINITIH A2nenpey KoHe [Ao03anayAblH eMAiK AeHreiiH alKbiHAay
MaKCaTbIHAAFbI 3epTTey;

KNMHUKA/bIK 3epTTeyaiH TepTiHWwi ¢dasackl — A2PiNiK 3aT TipKeNreHHEH XaHe HapblKKa TYCKEHHEH KeMiH OHbIH,
TepanuAnbIK TUIMAINIMH, OHbl 04aH api NanganaHy CTPaTerusacbliH pacTay MakcaTbiHAA, COHAAM-aK aHama
9CcepniepiHiH, CMEKTPi MEeH XWiniri »KoHe 3epTTeneTiH A2pinik 3aTTblH, 6acka A2pinik 3aTTapmeH e3apa
dpeKeTTecyi Typanbl KOCbIMLLUA AaKNAPAT any YLWiH XKYpPrisifieTiH 49piNik 3aTTbl 3epTTey;

KNMHUKANbIK 3epTTeyaiH, ywiHwi ¢asacbl — emaeyaiH, 6apblk acnekTifepiH 3epaesney, OHbIH iWwiHAe Kayin:
nanfa KepceTkiwiH Gafasay MaKcaTbiHAA *Kacbl 9PTYPJi, KOCANKbl MATONOMMACHI dPTYPAi MaLUeHTTepAiH,
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
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h. K3 — knnHuKanbIK 3epTrey

i K3Y — KAnHUKaNbIK 3epTTey yiaecTipyLici

j- NKB3 — «'ematonorma opTtanbiFb» KLC BMo3aTMKa macenenepi }eHiHAeri NoKanablk Komuccua

k. KP OCM — KasakcTaH PecnybamnKacbiHbIH [eHcaynblK cakTay MUHUCTPAIrI

l. XK — »KaFbiMCbI3 KybblnbIC

m.  HK — Heri3ri KyXkaTTap

n. KP — KasakcTaH Pecnybamkacol

0. KXP — kKypaeni *kafbiMCbI3 peakLuua

p. K¥K — Kypaeni »kafbIMcbl3 Kybblnbic

g. COP (SOP)-— cTaHZapTTbl ONepaLmabIK pacim

r. HLC — )kayanKepLiniri LWEKTeYNi CePIKTECTIK

S. OpTanbik — «[emaTonorua optanbifbi» HKLIC

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

u. KP ACM — KP HOpMaTUBTIK KYKbIKTbIK aKTinepiHe Hemip 6epy KesiHae Kon4aHbliaTbiH abbpesuraTypa
(kaszaK Tini)

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

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

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

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

FbINIbIMAAPbIHbIH, XaNblKapanblK YAbIMAAPbl KEHECI

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

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

eHiIMAaepi MeH A2pi-A2PMEKTIH, CanacbliH CAaHUTaPUANbIK Kafdafanay KeHiHgeri 6ackapmacol

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

CC.

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

WHO - World Health Organization (afbinwbiH Tifi), LyHWeXKy3iaik AeHCAybIK CaKTay YbiMbl

OpblHAay TIpTi6i

1.

3epTTeyai Kyprizy 6apbicbiHAa CalKecci3aik/by3ylblbIKTap aHbikTanfaH (1-KocbiMLlafa CallKec ecen Kenin
TYCKeH) Kargainapaa JIKbs xatwbickl JIKB3 TeparacbiMeH anabiH ana Kejice oTbipbIn, 3epTreynepaeri ocbl
6Yy3yLblIbIKTap/aybITKyNap/calikeccisaiktep macenenepid JIKE3 oTbipbICbiHbIH, KYH TOpTiBiHe eHri3yi KaxeT.
NIKB> xaTwbicbl  6y3ylibinblKTapFa/aybiTKynapra/calikeccisgiktepre xon bepreH, coHgai-ak JIKBa
HYCKay/lapblH OpbIHAAMaNTbIH 3epTTeyLlinepait, GanabiH/Ti3iMiH sKacainabl.
JIKB3 ocbl Ti3iMre eHreH 3epTTeyLwinepain, afbiMAasbl 3epTTeyepiH Hemece oflapaaH eTiHimaep Kabbingayapl
TOKTaTa Typybl HEMece TOKTaTybl MYMKIH.
Wewimpep JIKB3 OTbIpbICbIHbIH, XaTTaMa1apblHa eHrisines,.
JTIKB> Teparacbl 3epTTeyai MaKy/14ayAblH, KO4aHbICbIH TOKTaTa TYpPFaH Hemece TOKTaTKaH, He Oy3yLblibIKTapFa
KON bepreH 3epTTeywigeH KeuiHri eTiHimaepai KabbingayaaH 6ac TapTkaH Kesge JIKBa-HiH, ic-apeKkeTTepi
Typasnbl 3epTTeyLwire xasbawwa Typae xabapnangbl.
Xatwsb!l JIKB3 wewimaepiH Tipkenai. JIKBs Tepafacbl TOPT gaHa eTin *KacanaTtblH xabapnama-xaTka Kon Koagpl
(xabapnamaHbiH, TYNHYCKacbl 3epTTey opTaiblfblHAAFbl 3epTTeyllire )ibepineai, xabapnama-xaTTbiH KeLlipmeci
YOKineTTi opraHfa Xibepinenj, ywiHwi AaHacbl Aemeyllire Hemece AemeyliHiH, OKiniHe KosngaHadbl).
Xabapnama-xaTTblH, COHFbl KelLipmeciH « By3yLublibIKTap» BymacbiHa cany KaxerT.

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



Typi cop HomeHknatypa | 1-05 Hemipi Uccnep-3-14 Pepakuma 001
KoAbl
Artaybi XATTAMAFA COMKEC KEIMEY HEMECE BY3bI/TY XKAFAAWMDI
1-kocbimiua
XaTramaHbl 6y3y/xaTTamagaH aybITKy/XaTTamara caiiKecci3gik Typanbl ecen
OTiHIM Hemipi: . /- ‘ KyHi:
Ataybl
3epTTeywi: Ten:
3epTTey opTanbifbl: Ten
Jemeyuwii: Ten:
| XxaTTaMagaH aybITKY .. COMKecCi3aiK
0 eneyni emec | 6y3yWbIbIK,
o eneyni
CvnaTtTamacs!:
LWewim:
‘ KabbingaHfaH Wwapanap: ‘ HaTtuxe: ‘
AHbIKTafaH: XabapnafaH:
| (TA3) | (TA3) \
KyHi: KyHi:

PernameHTTeyLi Ky»KaTTap

1.

«XanblK AeHCcayNblfbl }KOHE AeHCAY/bIK CaKTay *KyWeci Typanbl» 2020 Kbinfbl 7 wingeaeri Ne 360-VI KP3
KasaKkcTaH PecnybamnkacbiHbiH Kogekci. Cinteme

«[apinik 3aTTap MmeH MmeanuMHanbiK bylibiMaapra KAMHUKAAbIK 3epTTeyep, Tipi opraHM3MHeH Tbic (in vitro)
OMArHoCTMKa  YWIH  MeauuMHanblk,  OyMbiIMaapfFa  KAWMHWKANbIK-3€PTXaHA/bIK,  CbIHAKTap  XKyprisy
KafuJanapblH KaHe KAMHUKanblK 6asanapfa KoWblnaTblH TanantapAbl *aHe PapMaKONOTUANBIK KaHe
A9piNiK 3aTTapfa, mMeauUMHanbIK byiMbiMaapFa KAMHUKANLIK 3epTTey KaHe (Hemece) CbiHaK »Kyprisyre
pyKcaT bepy MeM/IeKeTTiK KbI3METIH KepceTy KafuzanapblH bekiTy Typanbl» Kasakctan Pecnybaukacel
[eHcaynblk cakTay MUHUCTPIHIH 2020 *binfbl 11 )entokcaHgasbl Ne KP CM- 248/2020 6yitpblibl. Cinteme

«[Jopinik 3aTTap MeH MmeanunHanbiK bylibiMaapFa KAMHUKAbIK 3epTTeysep, Tipi opraHM3MHeH Tbic (in vitro)
OWArHOCTMKa  YWiH  MeguuMHanblK, — OyiMbiMaapFa  KAMHUKANbIK-3€PTXaHANbIK  CbIHAKTap  Kyprisy
KaFUZaNapblH »KoHE KAMHMKablK 6a3anapfa KOWbiNaTblH TasanTapAbl *KaHe DapMaKONOTUANBIK KoHe
O9pPiNiK 3aTTapfa, meaMuMHanbiK ByibiMaapra KAMHUKANbIK 3epTTey KaHe (Hemece) CblHaK Kyprisyre
pyKcaT 6epy mMeMAeKeTTiK KbI3MeTiH KepceTy KafuAanapblH OekiTy Typanbl» KasaKkcTaH Pecnybamkacobl
[eHcaynblk cakTay MUHUCTPiHIH, 2020 xbinFbl 11 kenTokcaHgafbl Ne KP [CM-248/2020 6yipbifbiHa
e3repicTep MeH TO/bIKTbIpynap eHrisy Typanbl KasakctaH Pecnybnuvkacol [JeHcaynblk cakTay MUHUCTPIHIH,
2022 xbinsbl 4 cayipaeri Ne KP ICM- 35 byipbifbl, KazakcTaH PecnybivKacbiHbiH DA4ineT MUHUCTPAIriHAE
2022 kbinfbl 12 cayipae Ne 27526 6onbin TipkenreH. Cinteme

«bnomegunumMHanbik 3epTTeynep Kyprisy KafFuganapbliH XaHe 3epTrey OpTasibiKTapbiHa KOMbIIATbIH
Tanantapabl 6ekiTy Typanbi» KasakcTaH PecnybauKkackl JeHcaynblk, cakTay MUHUCTPIHIH, 2020 Kbinfbl 21
wenTtokcaHaarbl Ne KP ICM- 310/2020 6yipbifbl. Cinteme

«®apmMaueBTUKaNbIK MHCNEKUMA LeHbepiHAe KAWHWKafFa AOeWiHri  (KAMHKWKaANbIK emec) 3epTTeynep
MaTepuangapbiH XKaHe ONapAbl XKYpPrisy »KarganaapbiHbiH, KasakcTaH PecnybamnKacbiHbIH, KoHe (Hemece)
EypasuAnblK 3KOHOMMKANbIK OAAKTbIH, TUICTi 3epTxaHanblk npakTnka (GLP) TanantapblHa CaWKecTiriH
6aranayabl Kysere acblpy KafmpganapblH 6ekity Typanbl» KasakctaH Pecny6smkacbl [leHcaynblK cakTay
MUHNCTPIHIH, 2020 »blafFbl 4 Kapawagarsbl Ne KP ICM- 181/2020 6yipsbifbl. Cinteme

«Bno3TUKa KeHiHAeri opTanblK KoMMCcUA Typasbl epexkeHi bekiTy Typanbl» KasakctaH Pecnybaunkacel
[leHcaynblK cakTay MUHUCTPIHIH, 2020 xbinfbl 23 KasaHaarbl Ne KP ICM- 151/2020 6yiipbifbl. Cinteme
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7. «KasaKcTaH Pecnyb/MKacbiHbIH, €pecek XaJiKkblHa TreMaToNIoMMANbIK, KOMEK KepceTyai yMbimaacTbipy
CTaHZapTblH 6ekiTy Typanbl» KasakctaH Pecnybivkacbl [eHcaynblK CaKTay MMUHUCTPIHIH MiHAEeTiH
aTKapyuwbiHbiH 2021 *Kbinfbl 20 KentokcaHaasbl Ne KP JCM- 130 byiipsbifbl. Cinteme
8. KasakctaH Pecnybaukacbl [leHcaynblK CaKTay MWUHUCTPIHIH, MiHAETIH aTKapywblHblH, 2021 Kblafbl 4

aknaHgarbl 6ylpbifbl, Ne KP ACM-

15. KasakctaH PecnybnauKacbiHbliH, 94ineT MUHUCTpAiriHae 2021 Kbinfbl 9 aknaHaa N2 2216 60nbin TipKenreH,
«TwnicTti papmaueBTMKaNbIK NpaKkTUKanapapl bekity Typanbi». Cinteme

9.

10.

11.
12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

KasaKkcTaH PecnybnunKkackl [eHcaynblK cakTay MUHUCTPIHIH, 2020 xblafbl 21 KkenTokcaHaafbl No KP ACM-
304/2020 6yipbirbl. KasakctaH PecnybanKkacbiHbiH, 94ineT MuHucTpAairinae 2020 »KbiafFbl 22 enTokcaHaa
Ne 21848 6obin TipkenreH, «KnMHUKanbIK 6a3a, AeHCcayblK CakKTay canacblHAafbl 6ifim 6epy YbIMbIHbIH,
KNMHMKaCbl, YHUBEPCUTETTIK aypyXxaHa, pe3uaeHTypa 6asacbl, WHTerpaumsanaHfaH akagemuanbliKk
MeAMUMHANbIK OpTanblK Typanbl epexenepi KoHe oflapfa KOWbINATbIH Tanantapgbl GekiTy Typanbi».
Cinteme

«JeHcaynblK CakTay canacblHAaFbl aKKpeauTTey KafuaanapbiH bekitTy Typanbl» KasakctaH Pecnybaunkacel
[eHcaynblk cakTay MUHUCTPIHIH 2020 binfbl 21 skentokcaHaasbl Ne KP CM- 299/2020 6yiipbifbl. Cinteme

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

Eypa3snanbiK 3KOHOMMKanbIK Komucena AnkacbiHbiH, 2018 binfbl 17 wingeperi Ne 11 «KanHUKanbIK,
3epTTeyNepAaiH, }Kannbl Macenenepi KeHiHAeri HyCKayablK Typasbl» yCbiHbIMbI. CinTeme

Eypasuanbik 3KOHOMMKaNbIK Komucema KeHeciHiH, 2016 Xbinfbl 3 Kapawagafbl Ne 79 «Eypasumansbik,
3KOHOMMKA/bIK O4aKTbIH, TUICTi KAMHWKANBIK NPAKTUKA KaFuganapbiH 6ekiTy Typanbi» wewimi. Cinteme

EypasunanblK 3SKOHOMMKanbIK Komuccna AnkacbiHblH, 2020 kbinfbl 3 Kapawagafbl Ne 19 «[apinik
npenapaTrapablH, KAWHUKaNbIK 3epTTeynepiHae OWMOCTaTUCTMKA KafupaaTtTapblH  KONZAHY KeHiHAeri
HYCKay/blK Typasbl» yCbiHbIMbI. CinTeme

EypasnanbiK aKOHOMMKaAbIK Komuncenma AnkacbiHbiH, 2020 Kbinfbl 27 KasaHgafbl N2 18 «MeguumHanbik,
KONAaHyfa apHanfaH A2pinik npenapaTrapaplH, GapMaKONOTUANBIK KayincisgiriH 3epTTey KeHiHAeri
HYCKAYbIK Typasibl» YCbIHbIMbI.

Eypasuanbik 3KOHOMMKanblk, Kommuccna KeHeciHib, 2016 »KbinFbl 3 Kapawagafbl Ne 85 «EypasuaAnbik,
SKOHOMMWKA/IbIK 04aK LWeHbepiHAe A9pinik npenapaTrapabliH, 6uobanamanbliibiFbiHa 3epTTEYIep XKYpPrisy
KafuganapblH 6ekiTy Typanbi» wewimi. Cinteme

OyHUeXy3iNiK MeauumHanbiK KaybiMAACTbIKTbIH, XeNbCUHKKN AeKknapaumachl, 1964 blifbl MaycbiM (COHFbI
peaakumsacbl 2018 xbinsbl 9 winge). Cinteme

AfampapaplH, KaTbiCybIMeH JKYprisineTiH AeHcaynblK CakTay canacblHAafbl 3epTTeynepre 3TUKaAbIK,
capanTama Kyprisy eHiHAeri CTaHZapTTap MeH onepaumanblk HYCcKayablKTap, JyHUEeKy3iniK aeHcaynbiK
cakTay yMbimbl (2011); KoHe 3epTTeynep 3TMKacbl canacbiHAarbl 6acKa 4a Xa/blKapasblk AeKnapauuanap
MeH HyckaynbikTap (WHO, ICH-GCP, UNESCO, CIOMS, CE).

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

2023 xbinFbl 31 maycbimpafbl Nel-02-47 6ylipbikneH bekitinreH «Fematonorva opTanbifbl» HKLUC-ga
KAMHUKaNbIK }aHEe FblIbIMWU 3epTTeyep XKyprisy Kafmganapbl

«ematonorma optanbiFbi» HKLC BMoaTMka macenenepi KeHiHAeri NoKanablK KOMUCCUAHBIH, 2023 »Kblnfbl
31 maycbiMaaFbl NayasbiMAbIK HYCKAY/IbIKTapPbI.

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

BaiinaHbICTbl KyXKaTTap

Ne TYpPI aTaybl

Uccnep-3-2 CcopP JIKB3 KyMbICbIHAA KYNMUANBINBIKTbI
caKTay

Uccnen-3-20 cop JIKB3 Ky»KaTTamacbIHbIH, KYMUAJbINIbIFbIH
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