Kyat Typi COP (CTaHpapTTbl Onepauuanbik pacim)

ApHanybl «emaTonorus optanbiFbl» HKLUC BUoaTKa macenenepi *KeHiHAeri NoOKangbiK, \.r
KOMMCCUAHDIH TOPafachbl, XaTLLUbICbl, MyLLenepi
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OsipnereH Bu3HecTi AambITy KeHiHAaeri BonaHckan H.B. 2023 xblnfbl 15 mamblp
OVpeKTop
oba meHeaKepi pad M.A. 2023 blafbl 15 mamblp

Kenicinren MeanumHanbiK AMpeKkTop KnopgauHckuit AA. 2023 xbinfbl 29 mambip
MaumeHTTEpAi KONAAY KIHE iLKi JOemkunHa O.B. 2023 »blafbl 29 mamblp
capanTama KbI3meTiHiH 6acLwbicbl

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

EHrisinrex

Kaiita Kapay HKA e3repreH skaHe/Hemece eHAIPICTIK KaXeTTifiK TyblHAafaH Ke3ae

Makcartbl

«ematonorma optanbiFbl» MKLWC BrosTKa mMacenenepi KeHiHgeri (NKB3) 6ypbiH

MaKyngaraH 3eptreynep 6olbiHLWA apasblK ecenTi YCbIHY TapTibiH benriney

NNOKanAapblK  KOMUCCUACHI

Mayankepuinik

«TemaTtonorusa optanbifbl» MKLC BMO3TMKA macenenepi KeHiHAeri 10KanablK, KOMUCCUACBIHbIH, mywenepi (/1IKB3)
3epTTeynepaiH, apanbliK ecentepiH yaKTbinbl Kapay YLWiH *KayanTbl 6onaabl

MasmyHbl

TepmunHaep meH aHbIKTamanap
KbickapTynap

OpbiHAay TapTibI

1-KocbiMmwa

PernameHTTeywi KyXattap
BalinaHbICTbl KyXKaTTap
O©3repicTtep Tisimi

KyrKaTneH TaHbICy naparbl

TepmuHAEP MeH aHbIKTamanap

a. Buonoruanbik, 6anamanbinbiK (byaaH api — 6MO3KBMBANEHTTINIK) — TUICTi AU3aliHblI bap 3epTTeyae yKcac
Xafganapaa 6ipaeit Monapablk [03ada eHrisinreH Kesge dapmauesBTMKanblK H6anamanapplH, Hemece
dapmaLeBTUKanbIK, anbTepHaTUBaNapablH, acep eTywi 3aTbl Hemece acep eTywi 3aT MOJIEKYNaCbIHbIH,
6enceHAj beniri e3iHiH acep eTy OpHbIHAA KO/IKETIMAI 60N1aTbIH XKblAAMAbIK NEH Aapexke bolbIHLWa eneyni
aliblpMallblabIKTapabiH, 60amaybl

a.  3epTtTeywi 6polutopachl - 3epTTe/eTiH NpPenapaTTbl agamsa 3epTTey YWiH MaHbI3bl 6ap, OHbl KAMHWUKaNbIK,
YKOHe KNMHUKaFa AeliHri (KIMHUKaNbIK eMec) 3epaeney HOTUXKeNePiHiH, XUbIHTbIK, Ma3MyHAaMachl.

b. Dapinik 3atTap meH meguuMnHanbIK 6yiibiMmaapAablH, aMHaAbICbl CanacbiHAAFbl MeM/IeKeTTiK capanTtama
yiibimbl (ByaaH opi — capanTama yihbiMbl) — [A9PiNiK 3aTTap MeH MeAuuMHablK OyibiMaapabliH
KaYincisgiriH, TWimainiri meH canacblH KamTamacbi3 €Ty MeHiHAeri AeHCayAblK CaKTay canacblHAafbl
OHAIpICTiK-LapyallbI/bIK KbI3METTI }Ky3ere acbipaTbiH MEMJ/IEKETTIK MOHOMNO/IUA CYObEKTICI.

C. 3epTrey AuM3aiHbl - 3epTTeyAiH *Kannbl *KOCNapbl, 3epTrey CyObeKTiNepiHiH TONTapblH ipikTeyre KoHe
Ka/bINTacTblpyFa, AepeKTepai 6ypkemeneyre 6ainnaHbICTbl 3epTTEYAi MKYPri3y TACiNiHIH cMnaTTamacsl.

d. LLapT - 3epTTey XKyprisy KesiHAe XyMbIC Kenemi MeH MiHaeTTepi benyre, coHpai-ak KaykeT 6osifaH
KaFganga KaprKblablk, Macesnienepre KaTbiCTbl yafaanacTblKTapabl 6enrinenTiH, eki Hemece ofaH ga Ken
Tapan apacbiHAaFbl KYHi KOMbI/IFaH }KaHe KON KOMbIaIFaH KeniciMm. 3epTTey XxaTTamachl WapTTblH, Herisi 6bonyfa
THic.

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  betr 1/ 10
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Heke TipKkey KapTacbl - 9pbip 3epTTey cybbeKTici 60MbIHILA XaTTamaaa KesfenreH aHe Aemeyulire bepinyre
XKaTaTblH 6ap/bIK aKNapaTTbl EHri3yre apHaafaH Kafas, 3N1EeKTPOHAbIK HEMECE OMNTUKAbIK, MKETKI3rilTeri Ky»KarT.
MHTepBeHUMANDbIK 3epTTey — aZam 3epTTey cybObekTici peTiHae KaTbicaTblH 3epTTey, byn peTtre 3epTreyuwi
Oapirep KAMHUKa/bIK 3epTTeyaep XKyprisy TopTibiHe colikec KeneTiH MHTEePBEHLUMADbIK KAMHUKANbIK 3epTTey
XaTTaMacblHbIH, HEri3iHAe 3epTTey cybbeKTinepiHe apHanbl apanacyabl TafalibiHAANAbI.

AKnapaTTaHAbIPbIFaH KeJicim - 3epTTey CyObeKTICiHIH HEMeCce OHbIH, 3aHApbl OKiNiHIH Wewim Kabblngayb! yiiH
MaHbI3bl bap 3epTTeyaiH, 6ap/blK acrnekTinepi Typanbl aknapaT ajfaHHaH KeliH HaKTbl 3epTTeyre KaTbiCyfa
KenicimiH epikTi Typae pactay pacimi. AKnapaTTaHAbIpbINFaH Ka3balla Kenicim yakKineTTi opraH 6eKiTKeH HbicaH
boliblHWa pecimaeneai.

BMO3KBUBANEHTTINIKTI 3epTTey — CblHaNaTblH npenapaT MeH CanbICTblpy nNpenapatbl  apacblHAafbl
dbapmaKoKMHeETUKaNbIK 6anamanbl/iblKTbl aHbIKTay MaKcaTbliHAa BMOXKETIMAINIKTI canbiCTbipManbl 3epaeney.

3eprreywi - «Fematonorua optanbiFbl» MKLUC KAMHUKANbIK 6a3anapblHAA KAMHUKANbIK 3epTTey Kyprisyre
XayanTbl }KeKe TyNfFa, 3epTTey YXKbIMbIHbIH, MyLLeCi.

KnnHukanobik 6a3aga 3eptreyai 3epTreywinep Tobbl KyprisreH »Kafganaa, 6ac 3epTreywi - 3epTTey YKbIMbIHbIH,
KeTeKuwici alKkblHAanaapl. bac 3epTreywiHi KAMHMKANbIK X00anblK KeHCeHiH, KaTbiCyLlbliapbl TaH4aNabl KaHe
OHbl «lemaToniorMa opTanbifbly HLWC 6ac gupekTopbl bekitTeni. 3epTTey YKbIMbIHbIH, KaTbICyLUblAAPbIH
(3epTTeywinepai) TafalbiHaay Typanbl O6yipbIKTbl  «[ematosnorma opTanbifbi» HUWC dunmnangapbl meH
b6eniMmweciHiH aMpeKkTopaapb! bekiTesi

3epTTeneTiH npenapaTt - KAWMHUKANbIK 3epTTeyae 3epAeneHeTiH Hemece 6aKbliay YiWiH naiganaHbinaTbiH
benceHaj 3aTTbiH, A2piNiK Typi Hemece nNnauebo, OHbIH iWiHAE TiIPKEreH Apinik npenapat, erep oHbl KoNgaHy
Tacini 6ekiTinreHHeH e3rewe 60/ca, COHAAM-AK ON KaHa KepceTinim BolibiHWwa Hemece BeKiTinreH KepceTinim
6oliblHLWA KOCbIMLLIA aKknapar any YWiH nainganaHblaFaH Kesge

dTMKa macenenepi KeHiHAeri Komuccua - pecnybnukanblk, peHrenge (BMoaTMKA KeHiHAeri opTanbik
KOMUCCUSA), COHAAMN-aK MeanuMHanbiK YbIM AeHreriHae KypblnaTtbiH, KYpaMbiHa AEeHCay/blK CaKTay, fbl/biM
cafnacblHAafbl MamMaHAap, KOFaMAblK YMbIMAApAblH,  eKingepi KipeTiH, 3epTTey cybbeKkTinepi 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 mMacenenepi KeHiHperi NoKanaplK, Komuccuacol (/IKB3) -
NnauneHTTepPAiH, CbiHANYWbINAPAbIH, 3epTTeywinepaid, MmeamumHa KbiaMeTKep/iepiHiH, KYKbIKTapblH, Kayincisairi
MEH 2/1-ayKaTblH KOpPFayabl, COHAAN-aK MeANLMHAJbIK KOHE FblIbIMM KbI3METKe DalinaHbICTbl MaTepuangapabl
3TUKA/bIK KOHE afaMrepLUiniK-KYKbIKTbIK 6afanayapl y3ere acblpaTbliH ToyeCi3 opraH.

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

KnuHukanbik 3eprrey - aypyiapapiH NpodunaKTMKackl, AMArHOCTUKACh! XaHe 0n1apabl eMagey KypanaapbliHbiH,
dAiCTepi MeH TexXHONOorMANapbiHbIH, Kayinci3giri MeH TUiMAiNniriH aHbIKTay Hemece pacTtay YLWiH KYprisineTiH,
afiam cybbeKT peTiHae KaTblcaTbliH 3epTTey.

KenicimwapTtrblK 3eptrey yiibimbl (CRO, Contract research organization) — agemeywimeH »KacanfaH wapT
WweHbepiHAe OHbIH, KAMHUKAAbIK 3epTTey yprisyre 6aknaHbicTbl 6ip Hemece ogaH fa Ken ¢YHKLMACbIH
OPbIHAANTbIH KeKe TyaFa/yinbiM.

KynuanbinblK - gemeyulire TMecini aknapaTTbl HeMece 3epTTey CyObeKTiCiH CallKecTeHAipyre MyMKiHAIK 6epeTiH
aKnapatTbl YaKiNeTTi emec ajamAapfaH Kynua caktay. Tapanybl LIEeKTenreH ManimerTepsi KamTUTbIH
maTepuangap.

[opinik 3atT — agam opraHM3MiMeH »KaHacaTblH 3aTTbl He 3aTTap KombuHauuAcblH 6ingipeTiH Hemece
KaMTUTbIH, aflaMHblH, aypynapblH emzeyre, onapablH, nNpodunakTUKacbiHa Hemece GapMaKONOTUANBIK,
UMMYHONOTUANBIK He meTabonusmzik acep eTy apKblibl OHbIH, GU3MONOTUANBIK QYHKLUMANAPbIH KannbiHa
KenTipyre, Ty3eTyre Hemece ©3repTyre, Hemece aJaMHblH, aypynapbl MeH »aW-KyWiH AuarHoCTUKanayfa
apHanfaH Kypan.

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

CC.

dd

KasakctaH PecnybaukacbiHAa 6eKiTinreH TopTinKe CaMKeC OCbl KAMHUKaNbIK 3epTTeyAi KYPrisyre KaHe OHbl
)yprisyre }ayantblnapabl aiKblHAAYFa PYKCaTbIH; KAMHUKA/bIK 3epTTey XaTTamacbiH; 3epTTeyLi 6polutopackiH;
aHa MeauuMHaNbIK TexHo/orMAnapapl KonaaHy epekllenikrepiHe KaTtbiCTbl TyCiHAipme KyXaTtrapabl (onap
KON AaHbINFAH YKaFLalifa) KaHe e3re Ae KyrKaTrapabl, COHAAM-aK KAMHUKANbIK 3epTTey LWapTbIHbIH, }K06acbiH
KamTuabl

MeguumHanblK, Kapta — emJeywi JAspirepaep nauueHTTiH aypy TapuxbiH (CTauMOHapAbiK Hemece
ambyNaTopUANbIK) }KoHe OfaH TaFaliblHAANATBIH M4 SNEeKTPOHAbIK HEMECE KaFas HbICaHAA *asblin KypriseTiH
MeAMLMHANbIK Ky¥KaT.

Ken opTanblKTbl KAMHUKANbIK 3epTTey - OipblHfall xaTTama boibiHWa bipeyaeH Ken 3epTrey opTanblfbiHAA
oHe bipeyaeH Ken 3epTTeyLi XKypri3eTiH KANHUKaNbIK 3epTTey.

KAuHUKaNbIK 3epTrey MOHUTOPbI — AeMeylli HemMece KenicimWapTTblK 3epTTey YMbiMbl TafalblHOAUTBIH,
yhnecTipywi 3epTTeywlimeH Hemece YWAecTipy KomuTeTimeH 6ipnecin »KYMbIC iCTEMTIH aHe KAMHUKaNbIK
3epTTeyaiH, XxaTTaMara CoMKec XKyprisinyiH 6aKblnalTbiH, OHbIH, OPbIHAANY AdpeXeciH bafanalTbiH, AepeKTepai
Tangayna, MHTepnpeTaunanayna XKoHe sKCTpanonsaumanayaa sepTreyLuire Xapaem KepceTeTiH KeKe Tynfa.

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) Kypaesni »KafblMCbl3 peaKkuus - e/iimre aKen COfaTbiH,
emipre Kayin TeHAipeTiH, NauMeHTTi aypyxaHaFa }aTKbI3yAbl HEMeCe OHbl Yy3apTyAbl Tanan eTeTiH, TYPaKTbl
He aliKblH eHOeKKe *Kapamcbi3ablKKa Hemece MyredekTiKKe, Tya OiTKEH aHOManuanapfa Hemece gamy
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 3epTTeyre 6GacTamallbliblK —acayfa, OHbl
YbIMAACTbIPYFa ¥KaHe KapXblaaHablpyAbl KAMTaMachI3 eTyre ¥ayanTbl }KeKe Hemece 3aHabl TyA+a.

CTaHpapTTbl onepauuanbiK pacimgep — 6enrini 6ip KbI3MeTTi Ky3ere acblpy KesiHge bipKenkinikke Kon
YKEeTKi3yre apHaifaH erken-terkeini xasbawwa HyCKaynbIKTap.

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

[eHcaynblk cakTay casnacbliHAafbl yaKineTTi opraH — KasakctaH PecnybavkacbiHbiH [leHcaynbiK cakTay
MUWHWUCTPAIrI.

mmKAMHUKaNbIK 3epTTey dasachbi:

KNMHUKaNbIK 3epTTeyaiH, bipiHwi dasacbl — A9pinik 3aTTbiH, TE3iMAjiniriH, KayincisgiriH, emaik acepiHiH,
601ybiH, PapMaAKOKMHETUKANDBIK, KIHE papMaKOAMHAMMKAbIK CUMATTaMaNaPblH aHbIKTAy MaKcaTbiHAA AeHi
cay epikTinepae Hemece 3epTTeneTiH NpenapatTbiH, YKOfapbl YbITTbIAbIFLI AEHi cay epikTinepae 3epTrey
YKYPri3yAi 94enke »KaT eTeTiH Ke3ae TUICTi aypyMeH ayblpaTbliH NauMeHTTepAe XKYPrisineTiH anfalKpl CbliHay;

KNAMHWKANbIK 3epTTeyaiH, eKiHwi ¢asacbl — HaKTbl aypybl 6ap nauueHTTepae 3epTTeneTiH A3PiNiK 3aTTbiH,
TMiIMAiNiri MeH KbiCKa Mep3imai Kayincisgirin 6afanay, coHAal-ak naumMeHTTep TOObiHAA CbiHay KesiHae
O9pPiNiK 3aTTblH, KAMHMKaNbIK TUIMAINITIH A2nengey KoHe pAo03anaydblH eMaik AeHreiiH  alKbliHaay
MaKCaTbIHAAFbI 3epTTey;

KNMHWKaNbIK 3epTTeyaiH TepTiHwi ¢pasackl — APiNiK 3aT TipKeareHHeH XaHe HapblKKa TYCKEHHEH KeMiH OHbIH,
TepanuAnbIK TUIMAINIMH, OHbl 04aH api NanganaHy CTPaTerusacbliH pacTay MakcaTbiHAA, COHAAM-aK aHama
9cepsiepiHiH, CNEKTPi MEeH XWiniri »KoHe 3epTTeneTiH A2pinik 3aTTblH, 6acka A2pinik 3aTTapmeH e3apa
dpeKeTTecyi Typanbl KOCbIMLUA aKNAPAT any YLWiH XKYpPrisifieTiH 43piNik 3aTTbl 3epTTey;

KNAMHWKANbIK 3epTTeyain, YWwiHwi ¢asacbl — emgeyaiH, 6apblk acneKkTinepiH 3epaeney, OHbIH iWwiHAe Kayin:
nanga KepceTKilwiH 6afanay MaKcaTbiHAA Kacbl 9pTYpJli, KOCa/Kbl MaTONOTUACHI SPTYPAiI NAUMEHTTEPAIH,
Y/IKEH TONTAPbIHAA KYPri3ifeTiH 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

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet 4 / 10
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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 peakuua

p. KXK — Kypaeni }afbImMcbI3 KybblabIC

g. COP (SOP)- cTaHAapTTbl OnepaLmanbiK Pacim

-

HLC — )xayanKepLiniri WWeKTeyni cepikTecTiK
S. Oprtanbik — «[emaTtonorna optanbifbi» KLC

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

u. KP OCM — KP HOpMaTUBTIK KYKbIKTbIK aKTifiepiHe Hemip bepy KesiHge KonaaHbliaTbiH abbpeBuraTtypa
(kaszaK Tini)

V. CRO — contract research organization (afblaWbIH TiNi), KENICIMIWAPTTLIK 3epTTEY YAbIMbI

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

X. ICH-GCP — International Conference on Harmonisation (afbliwbiH Tini), GCP-Hbl yinecTtipy KeHiHAeri
Xa/iblKapasblK KOHbepeHums

y. CIOMS — Council for international organizations of medical sciences (afbiawbiH Tini), MeanumnHa
FbINbIMAAPbIHbIH XaNblKapablK YUbIMAAPbl KEHECI

z. EMEA - European Medicines Agency (EMA) (afbiiwbiH Tini), Aspinik npenapatrapabid, Eyponanbik,
dapmakonensa basHAaNFaH TananTapFa COMKeCTIriH 6afanay »KeHiHgeri areHTTiK

aa. FDA - Food and Drug Administration (afbinwbiH Tini), AKLU-TbiH, (AMepuKka Kypama LWTatTapsbl) Tamak
eHiMAepi MeH A3pi-A2PMEKTIH, canacbiH CAaHUTAPUASbIK KaZaFanay *KeHiHaeri 6ackapmachl

bb  UNESCO - United Nations Educational, Scientific and Cultural Organization (afblawbiH Tini), BipikkeH ¥aTTap
YIAbIMbIHbIH, 6i/1iM, FbINIbIM }KoHE M3AEHMET MacesieNepi KeHiHaeri MamaHaaHAbIPbIIFAH MEKeMECI.

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

OpbiHgay TopTibi
1. Mbin caiblH oTiHiWw 6epywinep /IKBs mywenepiHiH, KapayblHa 6ypbiH JIKB3-Oe KenicygeH oTKeH 3epTTeynep
60lblHWa apanblk ecenTi )onaanabl (1-Kocbimiua).

JNIKBa myuwenepi 3epTreynepAin, 6apbicbl, 3epTTey XaTTaMacbliHa KaHe epiKTi aknapaTTaHAbIpblafaH Kesicim
HblCaHblHA e3repicTep MeH TOMbIKTbIPYNap eHrisy Typanabl ecenTepai Kapaiabl, COHAal-ak afbiMaafbl
3epTTeynepre 6akblnayapl XKy3ere acbipabl.

ApasnblK ecenTe oTiHiW 6epywi TapanbiHaH KaHA4an Aa bip Oy3ywbiNbIKTap aHbIKTanfaH Kafganga, JIKba
Teparacbl MeH myLlenepi eTiHiWw 6epylligeH KOocbiMLLa aKknapaT cypaTyFa KyKbl/bl.

1-Kocbimwia

ApanbiK ecen HbiCaHbl

Tipkey Ne BepinreH KyHi « » *K.
Tipkey Koabl:
1-6enim. 3epTTey Typaabl MasliMeTTep
3epTTeyAiH aTaybl
Xattama Hemipi: . . /-
3epTTeyai XKyprizy mep3imaepi bacTany KyHi — afaKTany KyHi «__» I
« » XK.

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet 5/ 10
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ManimeTTep Kali KeseH, yLWiH YCbIHbINaabI?

3epTTey Aemeyuici MeKeH:Kalibl Ten/ e-mail

3epTTey opTanbIKTapbl MekeHKallbl Ten/ e-mail

NHCTUTYT/ KNMHKUKA/ ¥iibIM AnueH3uacbiHbIH Ten/ e-mail

OopTanbiK, ‘ Hemipi

bac 3epTTeywi

T.A.9., FblIbIMK napexeci,

Naya3biMbl

backa 3epTTeywinep

TA.9, FblNbIMM gapexeci,

Nayasbimbl

Bacrany XaHe asKTany KyHi

3epTTeyai *Kyprisy 6bactangbl ma?

Mo 6osica, 3epTTeyaiH HaKTbl BacTanfaH KyHiH XaHe
KNMHUKaNbIK 6a3aHbl a3blHpbI3

ok 60sca, 3epTTeyaiH 6actanmay cebenTtepiH aTaHbI3

3epTTeyai 6acTay KallaHFa KocnapaaHfaH

Myprisy aakrana ma? LMD L HOK

ok 60Aca, 3epTreyai asKTay KallaHfa ocrnapiaHfaH?
Erep Ci3 3epTTey anaKTanadbl Aen KyTNeceHis,
ceben(tep)iH *Ka3blHpI3

MauyueHTTEpAi }KUHAKTAY

CaHbl bacTankbl eTiHiMAe YCbIHbIIFAHbI:

ByriHri KyHre HaKTbl XXMHaKTaAFaHAap CaHbl:

3epTTeyai aaKTalTbIH KaTbiCywwblaap ByriHri KyHre 3epTTeyre KaTbiCbin XaTKaH4APAbIH,

CaHbl: ‘ HAKTbl CaHbl:

KaTbicylubliapabl }KMHaKTayda KaHaai aa 6ip eneyni L, na

—

KuUbIHAbIKTap 6ap ma? L KOK

Ma b6osca, ceben(Tep)iH *KasbiHbI3

3epTTeyre KaTbICylUbINaPApl }KOCNapAaHFaH KMHaKTayabl L 19

YNFalTyabl ocnapaan oTblpcbI3 6a? L, KOK

CybbeKTinepai 3epTreyeH Wbifapy Typaabl manimeTtep 6ap ma?
Kayinci3gik keHiHaeri ecen

Ocbl 3epTTeyae KaHaai aa 6ip Kypaeni )aHe KyTnereH . 19
}KaFbIMCbI3 PeaKkLMANap MeH KybblbicTap ., *KOK

6onabl ma?

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet 6 / 10
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Here 6aiinaHbICTbI?

KXK typanbl aepektep JIKba-re ycbiHbIAAbI Ma? N E)
ok 6onca, Kew xabapnay cebenTepiH | | ¥OK,
TYCIHAIPIH,3
Kayincisaik Typasnbl XblagblK ecen ., U
‘ YCbIHbINALI Ma? . YKOK,

XaTramaHblH, Hemece TUICTi KNIMHUKanbIK NpaKTUKaHbIH eneyni 6y3binybl

bl iWwiHge 3epTTey xaTramacbiH KaHAal ga 6ip eneyni L na

6y3yLWblbIKTap OpbIH anabl Ma? ., XOK,

Bbacka macenenep

JNIKB3-re 3epTTeyre HalinaHbICTbl KaHAaM Aa 6ip 6acka .. na

OKMFanap Typanbl xabapiafbiHbI3 Kese me? L OK

KocbiMLa KeHec any Tanan eTineTiH KaHaal ga 6ip

3TUKaNbIK macenenep bap ma?

Mo 6onca, erken-Terkeni KOPCETINTEH KeKe BTiHILWTI Koca 6epiHi3

Konbl: -T.A.9. KyHi

Ky)aTTapabl KabblngaraH:

JNKB3 XaTwWbICbl KOAbI

«

» 2 K.

KP ACM 27.06.2014 6ekiTkeH «JIOKanapblK 3TUKa/IblK KOMUCCUMAIAP: YMbIMAACTbIPY TOPTIDi KaHe XKyMbIC pacimaepi»

aAicTemMenik YCbIHbIMAAPbIHA COMKEC XKacanfaH, - 2-6acbiNibiM, TONbIKTbIPbIIFAH XaHe KalTa eHaenreH, 2018

PernameHTTeyLi Ky»KaTTap

1.

«XasnblK OeHCay/bifbl KaHE AeHCay/bIK CaKTay *Kyueci Typanbi» 2020 xbinfbl 7 wingegeri Ne 360-VI KP3
KasaKkcTaH PecnybamnkacbiHbiH Kogekci. Cinteme

«[apinik 3aTTap MmeH MmeanuMHanbiK bylibimaapFa KAMHUKaNbIK 3epTTeynep, Tipi opraHMaMHeH Tbic (in vitro)
OMArHoCTMKa  YWIH  MeauuMHanblk,  OyMbiIMaapfFa  KJAWMHWKAbIK-3€PTXaHA/bIK,  CbIHAKTap  XKyprisy
KaFUZaNapblH »KOHE KAMHMKa/bIK 6asanapfa KoWblaaTblH TananTapgbl KoHe PapmaKonoruasbliK KaHe
A9piNiK 3aTTapfa, mMeauUMHanbIK byibiMAapFa KAMHUKAAbIK 3epTTey KaHe (Hemece) CbiHaK Kyprisyre
pyKcaT bepy MeM/IeKeTTiK KbI3METIH KepceTy KafuzanapblH 6ekiTy Typanbl» Kasakctan Pecnybivkacei
[leHcaynbIK cakTay MUHUCTPIHIH 2020 xbinfbl 11 )entokcaHaasbl Ne KP CM- 248/2020 6yitpbirbl. Cinteme

«[apiniK 3aTTap MeH MmeauUMHaNbIK bylibiIMmaapFa KAMHUKabIK 3epTTeynep, Tipi opraHnamHeH Tbic (in vitro)
OWArHOCTMKa  YWiH  MeguuMHanblK, — OyiMbiMaapFa  KAMHWKaNbIK-3€PTXaHaNbIK  CbIHAKTap  Kyprisy
KaFUZanapblH »KoHEe K/AMHMKablK Oasanapfa KoWblAaTblH TananTapgbl KoHe PapMaKonoruasbiK KoHe
O9pPiNiK 3aTTapfa, mMeauuMHanbIK OyMbiIMAapFa KAMHUKA/bIK 3epTTey KoHe (Hemece) CblHaK, »Kyprisyre
pyKcaT 6epy mMeMNeKeTTiK KbI3MeTiH KepceTy KafuAanapblH OekiTy Typanbi» KasaKkcTtaH Pecnybamkacol
[eHcaynblk, caktay MUHMCTPIHIH, 2020 xbiafbl 11 skentokcaHaasbl No KP [ICM-248/2020 6yipbifbiHa
e3repictep MeH TO/bIKTbIpynap eHrisy Typanbl KasakcrtaH Pecnybnukacol [JeHcaynblk CakTay MUHUCTPIHIH,
2022 binsbl 4 cayipgeri Ne KP ICM- 35 6yipsbifbl, KaszakcTaH PecnybamKacbiHbIH D4ineT MUHUCTPAIriHAE
2022 kbinfbl 12 cayipae Ne 27526 6onbin TipkenreH. Cinteme

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet 7 / 10
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4.

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

«®apmMaueBTUKaNbIK MHCNEKUMA LeHbepiHae KAWHWKaFa AOeWiHri  (KAMHWKANbIK, emec) 3epTTeynep
MaTepuangapbiH KaHe onapabl Kyprisy »KafaahnapbiHbliH, KasakctaH PecnybamKacbiHbIH KaHe (Hemece)
EypasuaAnblK 3KOHOMMKA/bIK OOAKTbIH, TUICTi 3epTxaHanblk npakTnka (GLP) TanantapblHa CoWKecTiriH
6aranayabl XKysere acblpy KafupganapblH 6ekity Typanbi» KasaKkctaH Pecnybsvkacbl [leHcaynblK cakTay
MUHUCTPIHIH, 2020 sKbinfbl 4 Kapawagafbl Ne KP CM- 181/2020 6yiipbirsl. CinTeme

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

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

15. KasaKkctaH PecnybauKacbiHblH 94ineT muHuctpairinae 2021 *Kbinfbl 9 aknaHaa Ne 2216 60nbin TipKenreH,
«TuicTi papmaLeBTMKaNbIK NpakTUKanapabl 6ekiTy Typanbi». Cinteme

9.

10.

11.
12.

13.

14.

15.

16.

17.

18.

19.

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

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

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

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

Eypasuanbik 3KOHOMMKanblk Komuccua KeHeciHib, 2016 Kbinfbl 3 Kapawagafbl No 79 «EypasuanbiK,
3KOHOMMKA/bIK 04aKTbIH, TUICTi KAMHWKANbIK NPAKTUKA KaFuganapbiH 6ekiTy Typanbi» wewimi. Cinteme

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

Eypa3snanbik 3KOHOMMKaAbIK Komucena AnkacbiHblH, 2020 Kbinfbl 27 KasaHgafbl N2 18 «MeguumnHanbiK,
KON4aHyfa apHanfaH A2pinik npenapaTrapaplH, GapMaKONOrUANBIK KayincisgiriH 3epTTey KeHiHAeri
HYCKaY/bIK, TYPasbl» YCbIHbIMbI.

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

AyHNeXy3inik meanumnHanbik KaybiIMAACTbIKTbIH, XeNbCUHKKN AeKnapaumacbl, 1964 blifbl MaycbiM (COHFbI
peaakumsacbl 2018 xbinsbl 9 winge). Cinteme

AfampaapablH, KATbICybIMEH KYPTi3ifeTiH AeHCay/blK, CaKTay canacblHOafbl 3epTTeysaepre 3TUKasbIK,
capanTama XKyprisy eHiHgeri cTaHAapTTap MeH onepaumnAnblk HYCKayablKTap, JyHUeXKysinik aeHcaynbiK,
caKkTay yibimbl (2011); kaHe 3epTTeynep 3TUKacbl canacbiHAafrbl 6acKa Aa Xanblkapanblk, AeKnapaumanap
MeH Hyckayabiktap (WHO, ICH-GCP, UNESCO, CIOMS, CE).

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

Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet 8 / 10
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20. 2023 binFbl 31 maycbimgzarbl Nel-02-47 6yiipbikneH 6ekitinreH «lemaTonorna optanbiFbl» MKLIC-aa
KAVHUKANbIK ¥aHE FblbIMU 3epTTEYEP XKYPridy KaFnganapsl

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

22.  KnuHUKanbIK 3epTTeynepAi pettey canacbiHgarbl Kasakcran PecnybamnkacbiHbiH, 6acka 4@ HOPMaTUBTIK
KYKbIKTbIK aKTinepi.

BailinaHbICTbl KyXKaTTap

Ne TYpPI aTaybl

Uccnep-3-2 Ccop JIKB3 KyMbICbIHAA KYNUANBINBIKTbI
caKTay

Uccnen-3-20 cop JIKB3 KyXaTTaMacblHbIH, KYNUANbINbIFbIH
caKTay

O3repicTep Ti3imi

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

Ky)XaTneH TaHbicy napafbl

=
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T.A.0. Naya3sbimbl KyHi Konbl
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Aydapma. Opsic miniHdeai mynHycKaHbiH Kywi 6aceim.  bet 9/ 10
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26.

27.

28.

29.

30.

31.

32.

33.

Aydapma. Opbic miniHOeai mynHycKaHbiH Kywi 6aceim.  Bet 10 / 10




