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COII-12 - DKOHOMHYECKas OIICHKA I1eJIECO00Pa3HOCTH MPOBEICHUS KIMHUIESCKOTO HCCIICTOBAHUS

1. OBIIME ITOJIOXKEHU A

I[J'IH obecreyeHus Haﬂnemameﬁ IMOATOTOBKH K IMPOBCACHUIO KIIMHUYCCKOI'O

eJb
1 uccaenoBanus (KN).
Oo0JgacThb COII ucnonp3yeTcst Uisl ONMHMCAHHUS TPOIEIYpP, CIOCOOCTBYIOIIMX OIEHKE
NPUMEeHEeHUs HCCJICIOBATEIILCKOM TPYNIONW TMPOTOKOJIA HMCCIEAOBaHUsA, Pa3pabOTaHHOTO

CIIOHCOPOM  HWJIM  HCCIICOOBATCIIEM Ha  IPEAMET HeHeCOO6paSHOCTI/I
MMPpOBCACHUA HCCICAOBaHHA, T.C. JIA TPHUHATHA PCIICHHUA OTHOCHUTCIIBHO
Y4aCTHs B TAKOBOM.

3aM. AMpEKTOpa MO CTPATETMYECKOMY IUIAHHUPOBAHUIO W PAa3BUTHIO - 32
cornmacoBanue COIl u wHHUIMALKIO WU3MEHEHHH; TJ. UCClIeqoBaTelb - 3a
coriacoBaHue M KoHTpoib ucnonHeHus COII; cnenuanuct Hay4dHOro
npoekrta - 3a pacrpocrpanerue 3x3emiuisipoB COII; paspaboruuk(-u) - 3a
OTBeTCTBEHHOCTh | JOCTOBEPHOCTb M TIOCIEAOBAaTENBHOCTh  OMHMCAaHHOTO  IpoIlecca,
COOTBETCTBUE MPUBEACHHBIX TaHHBIX, COOJIOACHHE CpPOKa MOJITOTOBKU
COIl, cBOEBpeMEHHYIO aKTyaJlu3allUl0 HM3MEHEHUM, HCCIIeI0BATEIN
KIIMHUYECKOTO HCCIENOBaHMs - 3a MPaBHJIBHOE BBIMIOJIHEHUE paboyero
npolecca.

IlepeueHb HEOOGX0AUMOT0 000PYI0BAHNS U PACXOIHBIX MATEPHAJIOB

OcHoBHOE -
obopynoBaHue:

BcnomorareiabHoe -
o0opynoBaHme:

Pacxoanbie -
MaTepHuaJibl:

2. HOPMATUBHO-CITPABOYHASI UHO®OOPMALIUA

2.1. Pecny0JIMKaHCKHE HOPMATHBHbIE JOKYMEHThI

2.1.2. Ilpuxa3 Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 11 nexadpst 2020 roga Ne KP
JICM-248/2020. 3apeructpupoBan B MunuctepctBe toctuiu Pecryonuku Kazaxcran 14 nexaOpst
2020 roma Ne 21772. «OO0 yTBepKIACHHHM TPaBUI NPOBEACHHS KIMHUUYECKUX HCCIEIOBAHMMA
JIEKapCTBEHHBIX CPEACTB M  MEIUUUHCKUX M3JCNIUN, KIUHUKO-IA0OPAaTOPHBIX  HCHBITAaHUI
MEIUIUHCKUX W3/AEIMi A7 TUarHOCTUKM BHE >KMBOTO opraHu3ma (in vitro) m TpeOoBaHMS K
KIMHUYECKUM 0a3aM M OKa3aHHs TOCYJapCTBEHHOM ycinyru Bbimaua paspeiieHusi Ha IpOBEJCHHE
KJIMHUYECKOT'O MCCIeIOBaHUs U (WJIM) UCIIBITaHUs (PapMaKOIOrMYeCKHX M JIEKapCTBEHHBIX CPE/ICTB,
MEIUIIMHCKUX U3IETIUN

2.1.3. Ilpuxa3z MuHHCTpa 31paBOOXpaHeHHs U collaibHoro pa3Butusa Pecny6nuku Kasaxcran ot 10
mapta 2015 roga Ne 127 «O06 yrBepxkaenun [IpaBuin akkpeauTanuy B 006JaCTH 3JpaBOOXpaHEHUsD (C
n3MeHeHussMu oT 29.06.2015 1.)

2.1.4. Ilpuka3z MuHucTpa 34paBoOXpaHEeHUs U colManbHOro pa3Butus Pecnyonuku Kazaxcrtan ot 29
mast 2015 roga Ne 421 «O6 ytBepxkaenuun [lpaBun npoBeneHus papmMakoHaI30pa JeKapCTBEHHBIX
CPEICTB U MOHUTOPUHIA MOOOYHBIX AEHCTBHUI JIEKAPCTBEHHBIX CPENICTB, M3JAEIHN MEIUIIMHCKOIO
HA3HAYCHUS U MEUITMHCKOM TeXHUKI» (¢ n3MeHeHusiMu oT 29.07.2015 r.)

2.1.5. Ilpuka3z Munuctpa 3npaBooxpanenust Pecnyonuku Kazaxcran ot 15 urons 2018 roga Ne 374
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O BHeceHMM M3MEHEHMH B Ipuka3 MuHuctpa 3apaBooxpaHeHusi PecnyOnuku Kazaxcran ot 18
HOs10pst 2009 roma Ne 736 "OO yrBepkaeHun [IpaBui mpoBefeHUS SKCHEPTH3bI JIGKAPCTBEHHBIX
CPEICTB, U3ACIUM MEIUIIMHCKOTO HA3HAYCHUS U METUIIUHCKON TEXHUKH".

2.1.6. Ilpukaz Mwunuctpa 3apaBooxpanenus PecryOnukn Kazaxcran ot 8 mas 2019 roma Ne KP
JACM-71 O BHeceHUU U3MEHEHMH B IpuKa3 MUHHUCTpa 34paBOOXPAHEHUS U COLUAIBHOIO Pa3BUTHS
Peciyonmukn  Kazaxcran ot 27 wmas 2015 roma Ne 392 «OO0 yTBEepXKACHUM HAJJICKAIIUX
(hapManeBTUUECKUX MPAKTUK

2.1.7. T'ocynapctBennbsiM ctanmaptom PK «Hamexamas knmuanyeckas npaktuka» CT PK 1616-2006
(masree CT PK 1616-2006)

2.2.JIokaJibHbIe OPTraHU3ANMOHHO-PACTOPSAIUTEIbHBIE TOKYMEHTHI
2.3. CopaBouHasi uH(popmauus

3. OMPEJEJEHMS (IJIOCCAPHIA)

Kondunennuaabno Marepuaiibl, coiepKalliie CBEICHUS OTPaHUYEHHOTO
pacnpocTpaHeHUs

con CranjapTHas onepaoHHas mporeaypa

KA Knunnueckoe ncciaeqoBanue

I'J1. mccaenoBareanb I'naBHBIN HcciienOBaTEND

JIK JlokanpHas dTHYecKass KOMHUCCHS

29 OKkoHOMUYecKui 3¢dexr

4. 3AIIMCH 1O KAYECTBY

Cpox Bun
Ne Ha3Banue noxymenra Kon OTBeTCTBEHHBIN XpaHEHHUs | TOKYMEHTa
(6y™m./37€eKT.)
1. | IIporokou uccienoBanus I'n. uccnegoBarens 15 ner bymaxubIit

5. COAEPKAHUE COII

KOHerTHBIG I[I/IpeKTI/IBI)I/ PYKOBOOAIINEC MMPUHIUIIBI KacaTCJIIbHO SKOHOMUYECKOU OLCHKU
[[EIeCO00Pa3HOCTH TMPOBEACHUS KIMHHUYECKOTO WCCIIEIOBaHMUS OTCYTCTBYIOT. TeM He MeHee,
WCCIICIOBATENh JIOJKEH MOHMMATh, YTO Ka)IBIH MPOTOKOJI MCCIICIOBAHUS OTIMYACTCS OT JPYTHUX
MIPOTOKOJIOB B pamKax oTpeaeNeHHOM TeparneBTHYECKON o0mnacru; KpUTEPHUH
BKJIIOUEHUSA/MCKIIIOUEHN BIMAIOT Ha IIOKa3aTein Ha6opa, cpe€acrtBa CpaBHCHHA JICUCHUA MOTYT
BapbUPOBATHCS 1O TMPHUTOJAHOCTH, MECTHBIE STHYECKHE MPOOJIEeMBl MOTYT HMMETh KPUTHYECKOE
S3HAYCHUEC, a MPOBEACHHUEC HCKOTOPBIX KIMHHUYCCKUX I/ICCHe}IOBaHI/Iﬁ HOpOI)'I HC NOpCACTaBIIACTCA
BO3MOXKHBIM.

Hanmnexamass  SKOHOMHYECKas  OIEHKa  IeJIecOOOpa3HOCTH  TMPOBEACHUS  KIIMHUYECKOTO
HCCIICIOBAHMSI MMEET pelIarolee 3HadeHHe, IMO3BOJsAS W30exaTh y4yacTHsl B HCCIIEIOBaHUSX,
MMPOBEACHNEC KOTOPBIX MOXKET OBITH 3aTPYAHCHHBIM, OTHUMATh B 3HAYUTCIbHOM KOJUYCCTBE BpEM,
yCUIIMA U pecypchl 0e3 JocTtaToyHoro skoHomuuecoro 3ddexra (33). B cpemnem, tpu u3 10
HCCIICOOBATCIIbCKUX HCHTPOB, YYAaCTBYIOLIUX B (1)I/IHaHCI/IpyeMI)IX IMPOMBIINIJICHHBIMH KOMITAHUSIMHA
HUCIIBITAHUAX, HC CHOCO6HBI IMpCACTABUTL CO cBOECH CTOPOHBI HU OJHOI'0 YY4CTHHKA, YTO HCMAJIO
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CHIDKAeT HACTPOHl y BCeX CTOPOH mporecca. Takum o0pa3oM, NpU OLEHKE SKOHOMHYECKOM
1eJIeCO00Pa3HOCTH MPOBEICHHUS KIMHHUYECKOTO HCCIICAOBAHUS HEOOXOIUMO 3aaTh CIICIYIOIINE
MSTh OCHOBHBIX BOIIPOCOB:

1. ToctaTo4HO 11 0OOCHOBaH COCTABIICHHBIH MPOTOKOJ UCCIICIOBAHUS?

2. imeeTcst Ty y HAC IOCTATOYHOE KOJIMYECTBO MOTCHIIMATBHBIX YYaCTHUKOB/CYObEKTOB?

3. EcTb 1 y Hac moctaTouHOE BpeMsl ISl TPOBEICHUS UCCIICIOBAHMUS?

4. ImeroTcst MM y HaC JOCTATOYHBIC PECYPCHIUIS POBEICHUS UCCIICIOBAHMS?

5. Pacmiosiaraem Jin Mbl HEOOXOIUMBIMH 000PYIOBAaHHEM U CPEJICTBAMH?

HUcnonnurenn IIpouenypa BbINOJIHEeHHSA

['n. uccnenoBarens, | [Ipu BBIMOJIHEHWH OLEHKU I€1€COO00Pa3HOCTH TMPOBEACHUS HUCCIICIOBAHUS
UCCJIEIOBATENbCKAs | HEOOXOAMMO TINATEIbHO PACCMOTPETh IMPUBEICHHBIM BbIIIE IMEPEUCHb
rpymnma KPUTUYECKH BaXKHBIX BOIPOCOB.

CoruiameHnue o NpoBeJeHNH KJIMHUYECKOT0 HCCJIeI0BAHUS

1. SlBnfercs 1M COCTAaBIEHHBIM MPOTOKOJ OCYIIECTBUMBIM C HAYy4YHOM,
TEXHUYECKON U ITHUECKOU TOUKU 3PEHUS?

* OOocHOBaH JHM TPOTOKON (MM CHHOIICHUC, €CJIM TPOTOKOJ emie He
COCTaBJIEH) C HAYYHOU TOYKM 3peHusi? bbul I IPOTOKON YTBEPKJIEH TPETher
CTOpOHOM? BbUT 11 MPOTOKOIN OBUT 0100pEH APYTUMU KOMHUTETaMU IO STHUKE
(JIDK)?

* Bo3mokHa nu peanuzanusi MPOTOKOJA B COOTBETCTBUM C TPeOOBaHUSAMU
MECTHBIX OPTaHOB BJIACTU U HOPMATUBHBIMU TpeOOBaHUSAMHU?

* IlpuBeneH au MPOTOKON B COOTBETCTBUE C MECTHBIMU/MEXIYHAPOJAHBIMU
ATUYECKMMH HOpPMaMU MPOBEICHUS UCCIIEOBAHNM, HAIIPUMED, B OTHOILIECHNUN
TpyHIbl KOHTPOJIS 1O 1ianedo?

* Hmerorcs 1nu  Hccienyemble TNPOAYKTHl CPaBHEHHS B MPOJAXe U
UCIIOJIb3YIOTCS JIM TAKOBBIE B CTAHAAPTHOM MEIUIIMHCKOM NMpakTuke?

* BolnosiHEHa 1M OLIEHKA MCCIIE0BaHMs Ha NMPEAMET KOJINYECTBA OCEIEHUI
LEHTpa HCCIEeN0BaHUS, KOJIMYECTBA BPEMEHH, BBIJIEISIEMOrO JUIsl OJHOTO
MOCEILEHUS, TOTIOJTHUTEIbHBIX KIMHUYECKUX UCCIEA0BaHNN, U T. 1.

* Hackomnbpko npeacTosime npa3IHuYHbIE TIEPHUO/Ibl TIOBJIUAIOT HA MTOCEIIEHNE
LIEHTPOB UCCIIEZIOBAHUS €r0 yYaCTHUKAMU?

* IlomBeprancs nu OMOKET HUCCIEIOBaHUS OLEHKE C TMOCIEAYIOLUIIM
HOPUHATHEM PELIeHUs O €r0 000CHOBAHHOCTH U MPUEMIIEMOCTH?

2. Nmeercs nu y Hac JAOCTYN K NOMYJSIIMM MNAlUEHTOB, Ha KOTOPBIX
paccuuTaH MPOTOKOJ UCCIIEN0BAHUA?

*  XapakTtepusyloTcs M KPUTEPUU  TPUEMIIEMOCTH  CyOBEKTOB
PEATMCTUYHOCTBIO M YETKUM ONpeesIeHueM ?

* [IpoBoasATCS M KIIMHUYECKUE UCCIET0BAaHUS, COCTABIISIONINE KOHKYPEHIIHIO
HaIleMy MCCIIEA0BAHUIO?

* BpIMOAHMIM M MBI NPOBEPKY MEIUIMUHCKUX KapT MOTEHIHAIbHBIX
YYaCTHHMKOB, YTOOBI TOATBEPAUTh HAJIMUYUE JOCTATOYHOTO KOJIMYECTBA
CcyOBEKTOB /17151 IPOBEACHUSI UCCIIeI0BAaHUS ?

* MoxeM 11 Mbl NPOU3BOJIUTH NOUCK YYaCTHHUKOB 3a IpEAEIaMH Hallero
neHTpa uccienoBanus? Ecinu ga, To kakum obpazom?

3. Pacnionaraer i1 nccienoBaTellb JOCTaTOUHBIM BPEMEHEM IS

* Betpeun ¢ yuactHukamu?
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* KypupoBaHus AesTeIbHOCTH UCCIIE0BATENbCKON TPYIIIIbI?

» O0ecnieueHus TouHoro 3anonxHenus MIPK?

* BzaumopelicTBuUS CO CIIOHCOPOM/MEUIIMHCKUM Halmro1aTenem?

4. Pacnonaraer JIu McCCIEIOBaTENbCKas TPyIa JOCTaTOYHBIMM JIIOJCKUMU
pecypcamu?

* MoeT 1M ucciefoBaTellb JeJIerupoBaTh MOJHOMOYHS 110 HEKOTOPBIM U3
MEIUIUHCKUX acTeKTOB pabOThl CBOMM MOYMHEHHBIM?

* Moxer 1 uccienoBaTeib AeJerupoBaTh MOJHOMOYMS IO CYIIECTBEHHBIM
acreKTaM HCCle0BaHNs KOOpAUHATOPY(aM) ucciaeoBaHus?

* CMOXeT JIM HUCCleloBaTelb PacCUUTHIBATh Ha JOCTATOYHOE KOJIUYECTBO
KBAJTM(HIUPOBAHHBIX COTPYIHUKOB B TEYCHHE OXUAAEMOrO IEepHOJa
npoBeieHus: uccienoBaHusA?  MIMeeTcss M CHOMCOK  TEXHHUYECKOTOo U
npoeCcCCHOHATBPHOTO  MEPCOHaNa,  HEOOXOAWMOTO  JUIsl  IPOBEICHUS
HUCCIIEN0BaHU?

5. Umeetcst 1 y HAcC OCTYIl K HEOOXOJIMMBIM CpeCTBaM U 000pY10BaHUIO,
WIX HEOOXOIMMO JIM HaM CHelHaabHOoe 00opyaoBaHue?

* Pacnojaraem M Mbl JOCTaTOYHBIM pabOYMM MPOCTPAHCTBOM  JUIS
UCCIIEI0BAaTEIbCKOI0 IIepcoHana’?

* Pacnionaraem sim Mbl JOCTaTOYHBIM IIPOCTPAHCTBOM J1jIsi HAbopa cyOBEKTOB
U IPOBEJICHUS MIOCTIETYIOIEro HaOI01eH s ?

* Pacnosaraem 1M Mbl JOCTaTOYHBIM MPOCTPAHCTBOM il ©O€30I11aCHOTO
XpaHEHMsT COOTBETCTBYIOUIMX >XYPHAJOB M Marepuana JUlsl KIMHUYECKOTO
UCCIJIEIOBaHUS?

* lmerorcs M MaTepHaiibl/o00pyioBaHUE, HEOOXOAUMBIE Ul MPOBEACHUS
HCCJIEIOBaHMsI, HEMTOCPEACTBEHHO Ha yyacTKe?

* PacmomaraeM 1M Mbl JIOCTaTOYHBIM MPOCTPAHCTBOM Ui XPaHEHUS
UCCIIeyeMOTro MPoayKTa?

* boula num mpoBeneHa NpOBEpKa MECTHBIX J1abopaTOpuil W JIPyrux
KIIMHUYECKHUX CITyKO0?

* Bria u mpoBesieHa MpoBepKa CBSI3U U (MJIM) MUCBMEHHBIX COIJIAIIEHUH C
JPYTUMH TTOCTABITUKAMH YCITyT?

* bbula 1M mpoBeAeHa MpoBEpKa IPOCTPAHCTBA, HEOOXOTUMOIO s
MOHMTOpPHHIa U ayaurta?

6. MPUJIOKEHUS

ITpunoxxenue 1. JIuct
[Tpunoxenne 2. JIuct

perucTpanuy U3MEHEHUN
O3HaKoMJIeHHs coTpyaHUKOB ¢ COII
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IIpunoxenne 1

JIMCT perucTpauvy u3MeHeHH i

Ne Hara No paznena, Hara OcHoBaHue Jara Crartyc, IToamnuce
n\nn | mpoBep | moxpasaena, | BBEICH (nata BHECEHUS ®.1.0. auna
KU MyHKTa Hs MpuKasa W3MEHEHUH | MPOBEPSIO BHECILIETO
JIOKYMEHTA, K | U3MEHE HIIH ILIETO HUIIN H3MCHCHHE
KOTOPOMY HHA pacropsike BHOCHBIIIET
OTHOCHTCS HUs) 0
H3MEHEHHE M3MEHEHUS
1 2 3 4 5 6 7 8
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«CEME} SITPOJIBIK ME/IVLIMHA JKOHE OHKOJIOTMsI & ' KI'TI HA TIXB «(IEHTP $IEPHOi1 ME/JULIUHbI U
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[punoxenue 2

JIucr o3nakomiieHusi corpyaaukos ¢ COII
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