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

Homenknatypa I-05 Hemipi Mccnen-3-13 Pepakums 001

KoAbl

Ataybl AFbIMAAFbI 3EPTTEY K¥YXKATTAPbIMEH ¥MbIC

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

«Tematonorusa optanbiFbl» HKLUC BroaTMKa Macenenepi KeHiHgeri NoKanablk KomuccuacbiHaassl (JIKB3) ganbiHaay,

TapaTy XKoaHe ic XKypri3y XKeHiHgeri anroputmai benriney

Mayankepuinik

«lematonorusa optanbifbl» KLUIC BUO3TUKA mMacenenepi KeHiHAeri N0KanablK KOMUCCUACBIHbIH, XaTwbicbl (/1IKB3)

KYNUANBINBIKTbI aHE Ke3 Ke/lreH yakplTTa KaiTa naiganaHy MYMKIHAIMH KamTamacbl3 eTy makcaTbiHaa 6apibik
datngapabl benrineHreH TopTinneH benrini Gip yakbIT iWiHAe AalbliHAAy, TapaTy, iC XKYPri3y »KoHe caKkTay yuWiH
ayanTtbl 601aapl

Ma3myHbl

TepmuHAep MeH aHbIKTamanap
KbickapTtynap

OpblHaay TapTibi
PernameHTTeywi KyxKaTrap
BainaHbICTbl KyXKaTTap

O©3repicTtep Tisimi
KyKaTneH TaHbIcy napafbl

TepmuHaep MeH aHbIKTamanap

a.

Buonoruanbik 6anamanbinbiK (byaaH api — 6MOIKBUBANEHTTINIK) — TUICTi AM3aliHbl 6ap 3epTTeyae yKcac
Kargannapaa bipaelt MonApsbIK A03ada eHrisinreH kesge dapmauesTUKanblK H6anamanapablH Hemece
dapmaLeBTUKa/bIK anbTepHAaTMBaNapablH, acep eTywi 3aTbl HEMece acep eTywi 3aT MOJIeKYNaCbiHbIH,
6enceHaj 6eniri @3iHiH acep eTy OpHbIHAA KOMKETIMAI 60N1aTbIH XKbl1AaMAbIK NeH Aspexe 6olMbIHLWa eneyni
aviblpMaLUbINbIKTapAbiH 601maybl

3epTTeywi 6poLwtopackl - 3epTTeneTiH NpenapaTTbl agamFa 3epTTey YWiH MaHbI3bl 6ap, OHbl KAMHUKANbIK
KaHe KAMHWKaFra AeNiHri (KNIMHUKaNbIK eMec) 3epaeniey HaTUKeNepiHiH XKMUbIHTbIK MasMyHAamachl.

[opinik 3atTap MmeH meguuMHanbIK GylibimAaapAablH, alHANbICbI CaslacbiHAAFbI MEMJIEKETTIK capantama
yiibimbl (byaaH api — capanTama yibiMbl) — A3piNiK 3aTTap MeH MeAuuMHanblK BbyinbiMaapablH,
Kayincisgirid, Tvimginiri meH canacblH KamMTamacbi3 €Ty XOHiHAeri AeHCAy/blK CaKTay CanacblHAAfbI
OHAIPICTiK-Lapyallbl/bIK KbI3METTI }Ky3ere acblpaTbiH MEMJ/IEKETTIK MOHOMO/IUA CYObEKTICI.

3epTrey Au3alHbl - 3epTTeyAiH, *Ka/nbl »KOCMNapbl, 3epTTey CybObeKTiNepiHiH TOMNTapbiH ipikTeyre »aHe
KanbINTacTblpyfa, AepeKTepai bypkemeneyre 6alinaHbICTbl 3epTTEYAi KYPri3y TaCiNiHIH cMnaTTamacsl.

LLapT - eKki Hemece ofaH Aa Ken Tapan apacblHAAfbl, 3epTTey KYPrisy KesiHAe *KYMbIC Kenemi meH
MiHOeTTepAi 6benyre, coHAal-aK KaxeT OONFaH Kesae KaprKbl MacenenepiHe KaTbICTbl yafaanacTblKTapabl
6enrinemnTiH, KyHi KOMbIFaH }KaHe KOJ KoWbinFaH Kenicim. LLapTTbiH, Herisi
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Heke TipKkey KapTacbl - 9pbip 3epTTey cybbeKTici 60MbIHILA XaTTamaaa KesfenreH aHe Aemeyulire bepinyre
XaTaTblH 6ap/bIK aKNapaTTbl EHri3yre apHaafaH Kafas, SNEKTPOHAbIK HEMECe ONTUKaNbIK, XKeTKI3rilTeri KyKar.
MHTepBeHUMANDbIK 3epTTey — aZam 3epTTey cybObekTici peTiHae KaTbicaTblH 3epTTey, byn peTtre 3epTreyuwi
Aapirep KAMHUKa/bIK 3epTTeyaep XKyprisy TopTibiHe coliKec KeneTiH MHTEPBEHUMANbIK KAMHUKA/bIK 3epTTey
XaTTaMacblHbIH, HEri3iHAe 3epTTey cybbeKTinepiHe apHanbl apanacyabl TaFalbiHAANAbI.

AKnapaTTaHAbIPbIFaH KeJicim - 3epTTey CyObeKTICiHIH HEMeCce OHbIH, 3aHApbl OKiNiHIH Wewim Kabblngayb! yiiH
MaHbI3bl bap 3epTTeyaiH 6ap/blK acrnekTinepi Typanbl aknapaT affaHHaH KeliH HakTbl 3epTTeyre KaTtbiCyfa
KenicimiH epikTi Typae pactay pacimi. AKnapaTTaHAbIpbl/ifaH Xa3balla Kenicim yaKineTTi opraH 6eKiTKeH HbicaH
boliblHWa pecimaeneai.

BMO3KBUBANEHTTINIKTI 3epTTey — CblHaNaTblH npenapaT MeH CanbICTblpy nNpenapatbl  apacblHAafbl
dbapmaKoKMHETUKaNbIK BanamablibIKTbl aHbIKTay MaKcaTbiHAa BMOXKETIMAINIKTI canbiCTbipMmanbl 3epaeney.

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

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

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

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

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

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

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

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

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

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

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

CC.

dd

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

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

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

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

MOHUTOPUHT - GMOMeaMLMHANbIK 3epTTeydiH OpblHAANYbIH OaKplNay KoHE OHbIH, XaTTamaFfa, Kocnapfa,
b6afgapnamafa, CTaHAAPTTbl ONEPAUMANbIK pacimaepre, TUICTI KAMHMKaNbIK MPaKTUKaFa CIMKeC KYprisinyiH,
OEPEKTEPAIH *KUHANYDIH XKIHE 3epTTey HITMXKENEPiHiH YCbIHbIYbIH KaMTamMachbI3 €Ty pacimi.

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

Konaiicbia okufa — meamumHanbiK OYMbIMHbIH, Ke3 KenreH aKkaybl XaHe (Hemece) cunaTTamasiapbiHbiH
Halwap/iaybl HemMece XYMbIC icTeyiHiH, 6y3blnybl, HemMece MeAUUMHanbIK 6yibiMFa inecne aknapaTTbiH
(KyrKaTTaMaHbIH) KeTKiniKci3giri He AypbIC eMeCTir, KONAaHy KeHiHAeri HYCKay/blKkTa Hemece nalganaHy
JKOHiHAeri  bacWwblIblKTa  KOPCETIIMEreH KaHama oCep/iep Hemece KafbIMCbl3  peakuus, onap
nanfanaHywbinapablH, Hemece YWiHWi TyAfanapgblH eniMiHe Hemece AeHCcaynblK KafdalbiHbIH, eneyni
Hallap/iayblHa TiKeel HeMece KaHama TypAe SKeN COKKAH HEMEeCe SKeNn COfFybl MYMKiIH BoiFaH.

Mafbimcbi3 Kybblbic — [9piniK (3epTTeneTiH) npenapaT TafalblHOANFAH MALMEHTTIH, HEMECe KAMHUKaMbIK,
3epTTey (CbiHaK) CyObeKTICiHIH, AeHCcayNbIK *KaFaalblHAaFbl, OHbl KOAAaHYMeH ceben-cangap/ibiK 6alinaHbicbiHa
KapamMacTaH, Ke3 KenreH Konalcbi3 esrepic.

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

WHTepBeHUUANDBIK eMeC KNIMHUKaNbIK 3epTTey — A3PiNiK 3aTThl HEMece MeAULMHaANbIK BYMbIMAbl MEMNEKETTIK
TIPKeY KYPrisiNreHHeH KeWiH KYPri3ifeTiH »KoHe MeAMUMHa/bIK MPaKTUKA LWeHbepiHge TafalblHAANATbIH
3epTTey.

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

Herisri Ky)xatrap — bipre Hemece KeKe-)KeKe 3epTTeyAiH, *KYPri3inyiH KaoHe aNblHFaH AepeKTepAiH, canacblH
baranayra MyMKIHAIK 6epeTiH KyxKaTTap. byn KyKaTtap 3epTTeyLiHiH, AeMeyLWiHiH }KoHe MOHUTOPAbIH, TUICTI
KAMHUKanbIK npakTuKa (GCP) ctaHaapTTapbl MEH HOPMATUBTIK TasanTapapl CakTaFaHbIHbIH, Aa1eni 6onagpl.

KnuHukanbik 3eptrey (cblHaK) Typanbl ecen - afaM CybbeKkT peTiHAe KaTbicaTblH Tepanuanbik,
NPOGUNAKTUKANLIK, HEMECE AMArHOCTUKANbIK Kypangbl KAWHUKaNbIK 3epTTeyaiH, CcMnaTTamacblH KaMTUTbIH,
KNAMHUKANbIK KOHEe CTAaTUCTUKANbIK CunaTTamManapdbl, LepekTepai YCbIHyAbl KoHe onapAbl Tangayabl;
3epTTeNieTiH A9pPiNiK 3aTTbliH, MeAUUMHAMbIK OYMbIMHbBIH KafblMCbI3 PeakuMsnapblH Koca anfaHaa, Kewmiri
KeseHaeri acepnepai bipikTipeTiH KyxKarT.

BacTanKkbl Ky}KaTrama — KJAMHWKA/bIK Dalikaynapablh, TEKCEPYEPAiH, KaHe 6acKa 4a KbISMETTiH, HaTUKeNepiH
CMNATTaNTbIH, KAVHUKANbIK 3epTTeyAiH 6apbiCbiH KaAnblHA KeATipyre KaHe OHbl Oafanayfa MyMKIHAIK bepeTiH,
TYNHYCKA MeAMUMHaNbIK (Kasbanap MeH oflapAblH, Kya/1aHApIpblifaH KewipmenepiHaeri OyKin aknapart.
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Bactankpl [AOepekTep 6acTtankpl KyXaTtamaga (TynHyckanapga Hemece onapAblH,  KyanaHAblpblafaH
KelwipmenepiHae) KamTblnaabl.

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

ff.

88.

hh

i

kk.

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

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

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

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

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

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

mmKAMHUKaNbIK 3epTTey dasachbi:

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

KNMHWKANbIK 3epTTeyaiH, eKiHwi ¢asacbl — HakTbl aypybl 6ap nauueHTTepae 3epTTeneTiH A2pinik 3aTTbiH
TMiIMAiNiri MeH KbiCKa Mep3imai Kayincisgirin 6afanay, coHAal-ak naumMeHTTep TOObiHAA CbiHay KesiHae
O9pPiNiK 3aTTblH, KAMHMKANbIK TUIMAINITIH O2nenpey KoHe [o03anayAblH eMAiK AeHreiiH  aMKbliHaay
MaKCaTbIHAAFbI 3epTTey;

KNMHWKaNbIK 3epTTeyaiH TepTiHwi ¢pasackl — APiNiK 3aT TipKeaAreHHeH XaHe HapblKKa TYCKEHHEH KeWiH OHbIH,
TepanuAnbIK TUIMAINIMH, OHbl O4aH api NanganaHy CTpaTerusacbiH pacTay MakcaTbiHAa, COHAAN-aK aHama
9cepsiepiHiH, CMEKTPi MEeH XWiniri »KoHe 3epTTeneTiH A2pinik 3aTTblH, 6acka A2pinik 3aTTapmeH e3apa
dpeKeTTecyi Typanbl KOCbIMLUA aKNAPAT aay YLWiH XKYpPrisifieTiH 43piNik 3aTTbl 3epTTey;

KNAMHWKANbIK 3epTTeyain, YWwiHwi ¢asackl — emaeyaiH 6apablk acnekTinepiH 3epgeney, oHblH iWiHAe Kayin:
nanga KepceTKilwiH 6afanay MaKcaTbiHAA Kacbl 9PTYPJli, KOCA/IKbl MaTONOTUACHI IPTYPAi NaUUEHTTEPAIH
Y/IKEH TONTApPbIHAA KYPTi3iNeTiH 3epTTey.

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

K3Y — KAMHUKaNbIK 3epTTey yinecTipyLwici
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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.  JIKBa xaTuwbicbl 3epTTey ¢anbiHbIH, KOLWiPMECiH *Kacaiabl. 3epTTey ¢panibiHAa MbiHAAAM KyXKaTTap
UHaKTanyfa Tuic:

1.  OTiHimaepAiH TyNHYcKanapbl XaHe 3epTTey bapbicbiHAa abliHFAH HacKka Aa Ky»KaTTap
2 3epTTeywi 6poLutopackl HEMece CoFaH YKCac KyrKaTtap

3. MaKyngay xaTbl XaHe 3epTTeyulire ibepinreH 6acka aa xaT-xabap.

4

MakyngaHfaH KyKaTtap (3epTTey xaTTamacbl, OfaH Ty3eTynep, aKnapaTTaH4blpblLifaH Kenicim
KY)KaTTapbl, }KapHamasblk maTepuangap aHe 1.6.)

5. arbiMcbI3 KybbinbiCTap Typasibl xabapiamanap Hemece 3epTTe/ieTiH NpenapaTTbiH Kayincisiri Typanbl
a/iblHFaH ecenTep

6. 3epTTey b6apbicbiHAafbl afbiMAarbl capanTama HaTUKenepi Typanbl ecentep (MykabacbiHAa MblHagan
AepekTtep bap nanKaHbl NakZanaHy: AemeyuwiHiH, aTtaybl, xaTTama Hemipi, JIKba xaTwblibiFbl 6epreH
3epTTey XaTTaMacblHbIH HOMIpI).

2. JIKB3 xaTwblicbl TaHHanayra cakec apbip nankara mbiHadal aknapaTTbl canagpl:

e [lemeyLliHiH, aTaybl }kaHe 6ainaHbIC aKnapaTbl (MeKeH:Kaiibl, TenedoHbl/daKcbl, 3NEKTPOHAbIK MEKeHKalibl)
KepceTinreH 6ac 3epTTeyLiHiH, aTbl, XaTTama HOMIPI KaHe 3epTTey XaTTaMacbIHbIH, aTaybl.

* 3epTTey xaTTamacblH capanTamara 6epy eTiHIMiHiH HbiCaHbl, 3epTTeyre KaTbicywblnapabl 6aKkbinay KapTacsl,
3epTTeylwli 6polutopachl, aknapaTTaHAbIPblIFaH Kenicim eHiHAeri Ky)aTtap, »KapHamasblK maTtepuangap
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JKoHe KaTbiCywblnapabl KUHAKTay KeHiHaeri matepuangap, 3epTreywinepaiH TyWiHaemenepi *KoHe
3epTTeyLi ycbiHFaH 6acka ga matepuangap.
3. JNTIKB3 xaTwbICbl afbiIMAafbl 3epTTey XaTTamacbiHbIH, GainngapbiMeH XyMbICTbl MbIHAaZAM anropuTMmre calikec

)y3ere acbipagpl

1.

2
3.
4

6.
7.

MakyngaHfaH 3epTtTey daingapbiHa JIKB3 XaTwWwblbiFbl benrinereH calikecteHAipy HeMipiH bepy.
Bap/biK Ky»KaTTapgbl MaKy4aHFaH 3epTTey daiingapbiHa 6enrini 6ip TopTinneH XuHay.
ByKin KyXaTTap nakeTiHe comKecTeHaipy 3aTbenriciH xancbipy.

AFbIMAaFbl XKOHE Kapasibin KaTKaH 3epTTey XxaTTamacbl 60MbIHLA OYKiN KyXKaTTap NakeTiH Kayincis
Kepae cakray.

KopbITbIHAbI ecenTi capanTay »aHe oHbl JIKb3 maKynpafaH caTke AeniH 3epTTey danngapbimeH OHal
KO/IKETIMAI XKaHe Kayinci3 Kepae *KymMblic icTey.

abblIK 3epTTey xaTTamacbl 6oibIHIWA BapbIK banngapabl MypafaTKka Xibepy.

KabblIK 3epTTey xaTTamacbl 6onblHWA dakngapabl 3epTTey asKTasAfaHHaH KeiiH 5 Kbl 6oibl cakTay.

Ken opTanbikTbl 3epTTeynep yuwiH JIKba XaTwbicbl daingapmeH KaiTanaycbis aMkac cintemenep acay
MYMKIiHAiri 6onaTtblHAAM eTin }KYMbIC icTeyi Kepek.

PernameHTTeywi Ky»KaTtrap

1.

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

«Japinik 3aTTap MeH meanunHabliK bylbimaapFa KAVMHUKabIK 3epTTeyep, Tipi opraHM3aMHeH Toic (in vitro)
OMArHocTMKa  YWIiH  MeauuMHanblk,  ByibiMaapra  KAMHWKANbIK-3€PTXaHa/blK  CbIHAKTap  XKyprisy
KafuaanapblH KaHe KAWHMKanblK 6a3anapfa KoWbinaTblH TanantapAbl *KaHe (PapMaKONOTUANBIK KaHe
O2pPiNiK 3aTTapfa, mMeguuMHaNbIK OyMbiMAapFa KAWHUKANbIK 3epTTey XoaHe (Hemece) CbiHaK Kyprisyre
pyKcaT bepy MeM/EKeTTiK KbI3MeTiH KepceTy KafuaanapbiH 6ekiTy Typanbl» KasakcrtaH Pecnybaukacei
[eHcaynblk cakTay MUHUCTPIHIH 2020 binfbl 11 skentokcaHaarbl Ne KP ICM- 248/2020 6yiipbifbl. Cinteme

«[apinik 3aTTap meH MmeanuMHanbIK bylibiMaapFa KAMHUKaNbIK 3epTTeynep, Tipi opraHMaMHeH Tbic (in vitro)
OMArHoCTMKa  YWIH  MeauuMHanblk,  OyMbiIMaapfFa  KAWMHWKAbIK-3€PTXaHA/bIK,  CbIHAKTap  XKyprisy
KaFuOanapblH oHe K/AMHUKa/bIK 6asanapfa KOWblIATbiH TananTapAbl KaHe (PapMaKONOruANbIK KoHe
O9pPiNiK 3aTTapfa, meaMuMHanbiK ByibiMaapra KAMHUKAAbIK 3epTTey KaHe (Hemece) CbliHaK, Kyprisyre
pyKcaT bepy MeM/IeKeTTiK KbI3MEeTIH KepceTy KafuzanapblH bekiTy Typanbl» Kasakcrtan Pecnybivkacei
[eHcaynblk cakTay MUHUCTPiHIH, 2020 xbiafbl 11 KentokcaHaasbl Ne KP [ACM-248/2020 6yipbifbiHa
e3repicTep MeH TOJ/bIKTbIpynap eHrisy Typanbl KasakcrtaH Pecnybnuvkacel [JeHcaynblk cakTay MUHUCTPIHIH,
2022 xbinsbl 4 cayipgeri Ne KP ICM- 35 byipsbifbl, KaszakcTaH PecnybimKacbiHbiH D4ineT MUHUCTPAIriHAE
2022 xbinfbl 12 cayipae Ne 27526 6onbin TipkenreH. Cinteme

«brMomeguLUMHaNbIK, 3epTTeynep Kyprisy KafuganapblH KoHe 3epTTey OpTa/bIKTapblHA KOMbINATbIH
Tanantapabl 6ekiTy Typanbi» KasakcTaH Pecnybaunkacbkl [eHcaynblk cakTay MUHUCTRIHIH, 2020 Kbinfbl 21
wenTtokcaHaarbl Ne KP ICM- 310/2020 6yipbifbl. Cinteme

«®apMaueBTUKaAbIK MHCNEKUMA LWeHbepiHae KAWHWKaFa AOeWiHr  (KAMHWKANbIK, emec) 3epTTeynep
MaTepuangapbiH XaHe onapAbl KYPrisy sKafaannapbiHbliH, KasakctaH PecnybanKacbiHbiH KaHe (Hemece)
Eypa3susaniblK 3KOHOMMKa/bIK OAaKTblH, TUICTi 3epTxaHanblk npakTMka (GLP) TanantapbliHa CaMKecCTiriH
6aranayabl XKysere acblpy KafmganapbiH 6ekiTy Typanbi» KasaKkctaH Pecnybsvkacbl [eHcaynbik cakTay
MUHUCTPIHIH, 2020 KbinfFbl 4 Kapawaaafbl Ne KP CM- 181/2020 6yiipbibl. CinTeme

«BMO3TUKA KEHiHAeri opTanblK KomuccUA Typanbl epexeHi 6ekiTy Typanbi» KasakctaH Pecnybamkachl
[leHcaynblK cakTay MUHUCTPIHIH 2020 Xbinfbl 23 KazaHaarbl Ne KP ICM- 151/2020 6yiipbifbl. Cinteme

«KasaKcTaH Pecnyb/MKacbiHbIH, €pecek XafikblHa remMaTo/IorMANbIK, KOMEK KepcCeTyai yYMbiMAacTbipy
CTaHAapTblH 6ekiTy Typanbl» KasakctaH PecnybauKacbl [leHcaynblK CaKTay MWHUCTPiHIH, MiHAETIH
aTKapywbiHbiH 2021 *Kbinfbl 20 KentokcaHaasbl Ne KP JCM- 130 byiipsbifbl. Cinteme

KasakcTtaH Pecnybsivkacbl [leHcaynblK CakTay MUHMUCTPiHIH, MiHAETiH aTKapywbiHbiH, 2021 Kbinfbl 4
aknaHgarbl 6ylpbifbl, Ne KP ACM-
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15. KasaKkctaH PecnybauKacbiHbliH, 94ineT MuHUcTpAairinae 2021 Kbinfbl 9 aknaHaa N2 2216 60nbin TipKenreH,
«TuicTi papmaLeBTMKaNbIK NpaKTUKanapabl bekity Typanbi». Cinteme

9.

10.

11.
12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

KasakctaH Pecnybnumkacbl [leHcaynbiK cakTtay MUHUCTPIHIH, 2020 xbiafFbl 21 kentokcaHaarel N KP ACM-
304/2020 6yipbirbl. KasakctaH PecnybanKacbiHbiH, 94ineT MuHMCTpAiringe 2020 biafbl 22 enTokcaHaa
Ne 21848 6onbin TipkenreH, «KnMHMKanbIK 6a3a, AeHcayblK CakTay canacbiHAafbl 6inim 6epy ybIMbIHbIH,
KAMHMKaCbl, YHWBEPCUTETTIK aypyxaHa, pe3naeHTypa 6asacbl, WHTErpaumMsanaHfaH aKagemUANbIK
MeaMLUMHaNbIK OpTaiblK Typaibl epexkenepdi KoHe onapfa KolMblnaTblH Tanantapabl OekiTy Typanbi».
Cinteme

«[leHcaynblK CaKTay canacblHAafbl aKKpeauTTey KafuaanapbiH 6ekiTy Typanbi» KasakcTaH Pecnybamkachl
[leHcaynblk cakTay MUHUCTPIHIH 2020 kblnFbl 21 skentokcaHaasbl Ne KP ICM- 299/2020 6yiipbiFbl. Cinteme

1ISO14155:2014Ne «KnnHukanolk 3eptreynep. TUICTI KIMHUKaNbIK NPaKkTUKa» ctaHaapTol. Cinteme

EypasnanbiK 3KOHOMMUKanNbIK Komucena AnkacbiHbiH, 2018 xbinfbl 17 wingeperi Ne 11 «KanHUKanbIK,
3epTTeyNIepaiH *Kannbl Macenenepi XeHiHaeri HYCKaynblK Typaabl» YCbiHbIMbI. CinTeme

Eypa3sunanblK 3KOHOMMKANbIK Komuccua KeHeciHiH 2016 Xbinfbl 3 Kapawagafbl Ne 79 «Eypasnanbik
3KOHOMMKA/bIK O4aKTbIH, TUICTi KAMHWKANBIK NPAKTUKA KaFnganapbiH 6ekiTy Typanbi» wewimi. Cinteme

EypasuanblK 3SKOHOMMKanbIK Komuccna AnkacbiHbiH, 2020 kbinfbl 3 Kapawagafbl Ne 19 «[apinik
npenapaTrapabl KIMHUKANbIK 3epTTeyaepae BUOCTaTUCTUKA KaFuaaTTapbliH KOALAHY KOHIHAEr HYCKaybIK
Typanbl» YCbIHbIMbI

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

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

AyHNeXy3iNiK megnunHanbiK KaybiIMAACTbIKTbIH, XeNbCUHKU AeKnapaumacbl, 1964 »Kblifbl MaycbiM (COHFbI
peaakumsacbl 2018 xbinsbl 9 winge). Cinteme

AgampaapaplH, KaTbiCybIMEH »KyprisineTiH AeHcaynblK caKkTay cafnacblHAafbl 3epTTeyiepre 3TUKanblK
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 6ekitinreH «lFematonorna 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 PecnybavkacbiHbiH 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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HKA-aafbl e3repictep/ToNbIKTbIpynap HerisiHae
TEPMUHOJIOTUAFA Ty3eTyep eHridy, MaTiH 60ibiHLWAa
Ty3eTynep eHrisy
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