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KA3AKCTAH PECIIYBJIMKACBI JTEHCAYJIBIK CAKTAY

MMHUCTEPCTBO 3IPABOOXPAHEHMUS U
/KOHE 9JIEYMETTIK JAMY MUHUCTPJITI'T

COLMAJIBHOI'O PA3BUTHUSA PECITIYBJIMKHN KAZAXCTAH

KT'TI HA TIXB «[IEHTP SIAEPHOU MEJIUIIMHBI 1

«CEMEMH SAJIPOJIBIK MEJIAIIAHA JKOHE OHKOJIOT U 1
OHKOJIOI'MU I'OPOJJA CEMEH» Y3 BKO

OPTAJIBIFbI» HIZKK KMK

COI-02 O030p MHIUBUIYATBLHOW PETUCTPAIMOHHON KapThl CyOBEKTa UCCICTOBAHNS

1. OBIIME ITOJIOKEHUA

st obecrieueHust HaJIekKAaIeld MOATOTOBKH K MPOBEICHUIO KIMHUYECKOTO

eJlb

1 uccienoBanus (KN).

ObaacTb COIl  wucnonep3yercs  Juid  ONMCAaHUA  NPOLEAYpP  PacCMOTpPEHUs
NpUMEHEHUSs UHIMBUIYaIbHBIX  PETHCTPALMOHHBIX KapT (UPK) CyOBEKTOB

CIIOHCHUPYCMOI'O MCCIICA0OBAHMA A0 €ro HavaJia.

3aM. AMpEeKTOpa MO CTPATETMYECKOMY IIAHUPOBAHUIO W PAa3BUTHIO - 3a
cornacoBanue COIl m WHHUIMANMIO W3MEHEHWI; TJ. HCCIEIOoBaTeNlb - 3a
corimacoBaHue © KoHTpoib ucnonHeHus COII; coenuanuct Hay4YHOTO
npoekTa - 3a pacrnpocrpanenue sx3emiisipoB COIl; paspaborumk(-u) - 3a
OTBeTCTBEHHOCTb | JIOCTOBEPHOCTb W IOCJIENOBATENBHOCTh  OMHCAHHOTO  Mpoliecca,
COOTBCTCTBUC TIPHUBCACHHBIX JaHHBIX, CO6JIIOI[€HI/I€ CpOKa IOATrOTOBKH
COII, cBoeBpeMEHHYIO aKTyalu3alUil0 HM3MEHEHHH; HcclenoBaTeNln
KJIMHUYECKOTO MCCIENOBaHMUA - 3a NPAaBUJIBHOE BBINOJIHEHHE pabodero
npoiiecca.

Ilepeyenb He00X0AUMOr0 000PY10BAHNS U PACXOIHBIX MATEPHAJIOB

OcHoBHOE -
o0opynoBaHue:

BcenomorarenbHoe -
o0opynoBaHue:

Pacxoanbie -
MaTepHaJIbI:

2. HOPMATUBHO-CITPABOYHASA UHOOPMALUSA

2.1. Pecny0iMKaHCKHE HOPMATHBHbIE JOKYMEHTbI

2.1.1. Kogekc Pecny6muku Kazaxcran ot 7 wmroms 2020 roma O 3/IOPOBBE HAPOJA U
CUCTEME 3/IPABOOXPAHEHUNS. Ne360-VI 3PK.

2.1.2. IIpuxa3 Munuctpa 3apaBooxpanenus Pecryonuku Kazaxcran ot 11 gexaOpst 2020 roga Ne KP
JACM-248/2020. 3apeructpupoBad B Munucrepctse roctuimu Peciyonukn Kazaxcran 14 nexaOps
2020 roma Ne 21772. «OO0 yTBepXIEHUM MPaBUI MPOBEIACHHUS KIMHUYECKUX HCCIIEIOBAHUM
JEKapCTBEHHbIX CPEACTB W MEIUIMHCKMX M3JAeIMH, KIMHUKO-IAaOOPAaTOPHBIX HCHBITAaHUH
MEIUIIMHCKUX W3ACNUNA JUIsi TUarHOCTHKKA BHE JKMBOTO opraHm3Mma (in vitro) u TpeOoBaHUS K
KJIMHUYECKMM 0a3aM M OKaszaHWs TOCYJapCTBEHHOH yciyru Beinaua pasperieHust Ha NpoBeJeHHE
KJIIMHUYECKOTO MCCIEe0OBaHMs U (W) UCTIBITaHUS (PapMaKOoIOrHUYeCKUX M JIEKAPCTBEHHBIX CPEJICTB,
MEAMIMHCKUX U3ETUN»

2.1.3. Ilpuka3z MuHHCTpa 3IpaBOOXpaHEHUS U COIMabHOTO pa3BuTHs PecrryOmmkn Kazaxcran ot 10
mapta 2015 roga Ne 127 «OG6 ytBepxkaenuu lpaBun akkpeauTanuy B 00J1acTu 3JpaBOOXpaHEHUs» (C
n3mMeHeHusiMu oT 29.06.2015 1.)

2.1.4. Tlpuxa3z MuHHCTpa 3/IpaBOOXpaHEHHs M collManbHOro pa3BuTtus Pecybnuku Kazaxcran ot 29
mast 2015 roga Ne 421 «O6 yrBepxkaenun I[lpaBun npoBenenust papmakoHaa30pa JE€KapCTBEHHBIX
CPEACTB U MOHHMTOPUHIA MOOOYHBIX AECUCTBUI JIEKAPCTBEHHBIX CPEJACTB, U3JCNIUIl MEIUIIMTHCKOTO
Ha3HAYCHUS U MEUIIMHCKON TEXHUKU» (C m3MeHeHussmu ot 29.07.2015 1.)

2.1.5. Ilpuka3 Munuctpa 3apaBooxpanenust Pecriyonuku Kazaxcran ot 15 uronst 2018 rona Ne 374
O BHeceHMM HM3MEHEHMH B MpuKa3 MuHuctpa 3apaBooxpaHeHus PecnyOmuku Kazaxcran ot 18
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HOsA0ps 2009 roma Ne 736 "OO yrBepxnaeHun IlpaBuin mpoBeneHHs] dKCIEPTHU3BI JIEKAPCTBEHHBIX
CPEICTB, U3JEIUN MEIUIIMHCKOTO Ha3HAYEHHUSI U MEAULIMHCKOW TEXHUKHU'".

2.1.6. Ilpuka3z Munuctpa 3apaBooxpanenusi Pecnyonuku Kaszaxcran ot 8 mas 2019 roma Ne KP
JACM-71 O BHeceHMH M3MEHECHHMH B NMpHKa3 MUHUCTpA 3paBOOXPAHCHUSI U COIUATBLHOTO Pa3BUTHUS
Pecny6mmkn Kazaxcran ot 27 wmas 2015 roma Ne 392 «OO0 yTBepKIACHHMM HaJUIekKalluX
(bapMaleBTUYECKUX MPAKTUK

2.1.7. TocynapcrBenusiM ctangaptoM PK «Hamnexamas kimauueckas mpaktuka» CT PK 1616-
2006 (manee CT PK 1616-2006)

2.2.JIokajbHbIE OPTAaHU3AMUOHHO-PACTIOPSIANTEIbHbIE JOKYMEHTDI
2.3. CnpaBouynasi uH(popmanus

3. ONPEJEJIEHMS (IJIOCCAPUIA)

KondunenuuaabHo Marepuaiibl, COAEpKAIINE CBEICHUS OTPAHUYEHHOTO
pacrnpocTpaHEHUs

CcoIl CranjapTHas onepalroHHas Ipoleaypa

KN Knuandeckoe ncciaemoBaHmue

HPK WuauBuayanpHas perucTpalliOHHas KapTa

I'J1. mccaenoBarenan I'naBHBIN HccllenOBaTEND

KK KoopanHatop KIMHUYECKOr0 UCCIEA0BAHUS

4. 3AIIMCH 1O KAYECTBY

Cpox Bun
Ne Ha3zBanue noxymenrta Konx OTBETCTBEHHBIN XpaHEeHHUs | JOKYMCHTaA
(Oym./3mmeKT.)
1. | PK I'n. mccnenoarens 15 ner bymakHb1i

5. COAEPKAHHME COIl

Wcnonnntens | IIpouenypa BbIOJIHEHHSA
NPK mnpexacraBiser coOOH JOKYMEHT B IE€YaTHOM, ONTHYECKOM WM 3JEKTPOHHOM (opmare,
NpelHa3HaYeHHBIA JUIsl 3alUCH MPEAYCMOTPEHHBIX IPOTOKOJIOM JaHHBIX KaXIOro CyObeKTa
uccienoBaHus. 3amonHeHHas W npoBepeHHas MPK  otmpasnsercs crnoHcopy/HazHau€HHOMY
CIIOHCOPOM MepCOHAITY 10 YIPABJICHUIO TAHHBIMHU IS MTOCTeAytonield o0paboTKu.

I'm. HCCICO0BAaTCIIb, 1. Bo BpEMs nep130171 BCTpCUU € MCIAUIHWHCKUM Ha6J'IIO)IaTeJICM nin
HCCICO0BATCIIbCKast APyrumM MmnpeaACTaBUTCICM CIIOHCOpA, 3aHUMAIOOIMMCI BOIIpOCaMU
Ipynia OopraHu3anunu HUCCIICA0BaHUs, IIPpOBEPHTC BKJIIOYCHUC [ICHTpa

MPOBE/ICHUSI HCCIIEJIOBAaHUS B IEPEYCHb YYacTKOB, Ha KOTOPBIX
JIOJDKEH MPOU3BOJUTHCS 0030p U MpoBepka padounx OmankoB MPK.

2. BrpmonauTe 0030p pabounx OnmankoB MPK w mpencraBpTe cBOM
KOMMEHTapuu TpEACTaBUTEN0 CIIOHCOpa B  COOTBETCTBHHM C
YCTaHOBJICHHBIM IPa(UKOM.

3. 0030p pabouux OmankoB MPK nomkeH npu nepBod BO3MOXKHOCTH
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IPOU3BOIUTBECS  KOOPAMHATOPOM  KJIIMHUYECKOTO  HCCIIEIOBaHUS
(KKH), oTBeTcTBEHHBIM 3a O0OeCHEUeHHE HaJIekKAIIEro 3aroIHEHUS
HNPK. Ocoboe BHHMaHHE CleAyeT OOpaTHTh Ha MPEACTABICHUE
3aMpocoB B OTHOIIEHUH cOOpa JTaHHBIX, HE OTHOCSILIUXCS K OOBIYHOMN
IIPaKTUKE pabOThl B JaHHOM LIEHTpPE IIPOBEAEHUS UCCIIEOBAHUS, TaK
KaK OHM MOTYT ObITh HENPAaBWJILHO UCTOJKOBAHBI WM J1aXe 3a0BIThI
BO BpEMs IIPOBEICHUS UCIIBITAaHUS.
4, KKU nomkeH mpoBepuTh cojepkanue padodero Omanka MPK nHa
peIMeT:
* UeTKOCTH U MCUYEPIIBIBAIOLIETO XapaKTepa MHCTPYKIUH MO 3allOHEHUIO
NPK;
* Jlerxoii /U1 MOHUMAHUS U IPABHIILHOM CTPYKTYPbI U3JI0KEHUS;
* [IpaBUIBLHOTO TIOPSIIKA BOTIPOCOB/3aIIPOCOB Ha MPECTABIICHUE JaHHBIX;
* AKTyaJbHOCTH M YETKOCTH U3JIOKEHUS BOIPOCOB/3alPOCOB  Ha
IIpEJICTaBICHHUE JaHHBIX; a TAKKE
* JlocTaTOuHOTO MPOCTPAHCTBA JIJISl Pa3BEPHYTOrO OTBETA HA BOMPOC.
5. KKH nomxeH MpOBEpUTHh COIIACOBAHHOCTH CIIEAYIOIIUX OCHOBHBIX
JIaHHbIX pabouero 61anka MPK ¢ mpoTokonom uccienoBaHus:
* UnenTnukalioHHble JaHHbIE UCCIIEJOBaHMS, HAlpUMeEp, HOMEP
MIPOTOKOJIA M Ha3BAaHUE HCCIICI0OBAHUS;
* Kputepun BKIIOUEHHUS U UCKITIOUCHHS;
* VI3MepeHne KOHeYHbIX TOUYeK 3(h(HEeKTUBHOCTH;
* I3mMepeHne KOHEUHbIX TOUEK OE30MMaCHOCTH; a TaK¥Ke
» I[pyrue wu3MepeHHs, HalpuUMep, IpPH TOJIYYEHUH COIYTCTBYIOILETO
JIeYEHUSI.
6. BrimomHUTE NpPOBEPKY KOPPEKTHOCTU odopmiieHHss pabouero OiaHka
NPK nyreM 3amoiHeHHs] JAaHHBIX M3 PEATbHBIX HMCXOJHBIX JTOKYMEHTOB,
HarpuMmep, NPOTOKOJa JTabOpaTOpHOro aHalIM3a, KypHajla OTYETHOCTHU IO
pacxoay mpemnapara u T.J.
7. Jnsa obneryenus o63opa KKM MoxxeT Ucmonb30BaTh KOHTPOJIbHBIHM JTUCT
NPK (IIpunoxxenue 1).
8. IlpenctaBpTe  Ha3HAUE€HHOMY  MPEJCTABUTENIO  CIIOHCOpa  CBOE
3aKJIIOUEHHE WIM 3aMEeYaHMsl MO pe3yJibTaraM o030pa pabodero OiaHka
NPK.
9. Ecnu cnoncop mnanupyert ucnonb3oBaTh MPK B anekrponnom dhopmarte,
ybeaurecs, uro ans nepenaun MPK B takom ¢opmare HEeHTp MpoBeIeHHS
UCCIIEIOBAHMsI  pacroyiaraeT BCEMHU  HEOOXOJWMBIMH  anmnapaTHbIMU
CpeACTBaMH, MPOrPaMMHBIM O0ECIIEYEeHHEM W HWHTEPHET-COCTUHEHUEM.
UccnenoBarens nomwkeH yOeauThCss B O0OECIEUEHWH MEIUIIMHCKUM
HaOJroaTeNieM WIKM MPEACTaBUTENIEM CIIOHCOPa HaJIeXalleld MOAroTOBKH
KKU nnm npyrux cOTpyAHMKOB MEPCOHANIA, 3aHUMAOIINXCSI OPraHU3alnen
uccieioBanus, o Bonpocam 3anonnenusi MPK B anekrponHoM dopmare.

6. MPUJIOKEHUS

[Tpunoxenue 1. Kourponsusiii muet MPK
ITpunoxenue 2. JIuct perucrpanuy n3MeHEHUN
[Tpunoxenue 3. JIuct o3nakomieHus corpyauukos ¢ COIT
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IIpunoxenne 1

KonTtpoabusiii muct UPK

Jda Her

YeTko 11 U3J105KeHBI HHCTPYKIKHU 110 3anoiaHeHuo MPK?

Hackonbko xopomio nipogymano coaepskanue MPK? Ecnu Her, To ecTb 11 y
BaC KaKue-ITu00 MpeIOKEeHHS 110 YITyUIICHHIO?

Bo3Hukim a1 y Bac TpyIHOCTH C TIOHUMaHHEM JIF000r0 U3 BOIPOCOB
(Hanmpumep, BBl HE 3HAETEe, KAKOM U3 BapuaHTOB OTBeTa - «Jla» unu «Her» - B
JAHHOM CJ1y4ae OTpa)kaeT Balll OTBET)?

Nwmerotes mu B UPK kakue-1mmb0 cokpaiieHus Wiu TEPMUHBI, KOTOPBIE BBl HE
cpa3y HOHsuIH?

Bo Bcex i cimydasix OHSATHO, YTO U KOT/Ia CIIEAYET 3all0JIHUTh B Oanke?

HeoOxoaumo 11 Bam 0OpamiaThesi K MPOTOKOIY WM PYKOBOJICTBY IO
MpoIieypam KIMHUYECKOTO ucciaeaoBanus A 3anoanenus PK?

JlocTaTOYHO JIM MecTa BbIIETICHO B MOJIE /71l OTBETA HA MMCbMEHHbIE
BOIIPOCHI?

CoOTBEeTCTBYIOT JTU UJICHTU(UKALMOHHBIE JaHHbIE HccaenoBanus B IPK
JAaHHBIM, YKa3aHHBIM B IPOTOKOJIE UCCIIEAOBAHUSA?

Bb1zienieHo 11 B COOTBETCTBYIOIIEM T0OJI€ MECTO JUIS YKa3aHUS
UICHTUPUKAMOHHOTO Ko/a cyOobekTa/manuenta? (Ilpumeuanue: noiaHoe
MM MTalMeHTa He JIOJDKHO YKasbiBaThes B O6aanke MPK)

COOTBETCTBYET JIN TOPSAIAOK H3JIOKEHUS BOIPOCOB/3aIIPOCOB HA
MIPEJCTaBICHUE JAHHBIX JIOTHUYECKOH CXeMe M BPEMEHHBIM TOYKaM
M3MEPEHUs B paMKaxX MPOBEICHUS MCCICIOBAHMUS?

AKTyasbHBI JIM BOIIPOCH! WM 3aIpOCHI Ha IpezicTaBieHue naiHbix B MPK B
OTHOIIICHUU I/I3MepeHI/H71 KOHEYHBIX TOUYCK I/ICCHeJIOBaHI/IH?

[IpenycmoTpena i popma AJis 3aTI0JTHEHHS TAHHBIX O CEPhE3HBIX
HEOIaroNpUATHBIX SBICHUSIX?
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Hpunaoxenne 2

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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KA3AKCTAH PECITYBJIMKACHI IEHCA VJIBIK CAKTAY //\ R —
WKOHE SJIEYMETTIK IAMY MUHHCTPJITT ( ( - ) COILMAJIbHOTO PA3BUTHS PECITYBJIMKY KASAXCTAH

«CEMEH SIIPOJIBIK MEJULIMHA )KOHE OHKOJIOT S KI'TI HA [1XB «IEHTP SIIEPHOI MEJUIIAHBI U
OPTAJIBIFbb» IIKK KMK N\ / OHKOJIOTMH I'OPOJIA CEMEi1» Y3 BKO

IMpunoxenue 3

JIuct o3nakomiienusi coTpyanukos ¢ COII

Ne DPHUO NOANHCH [aTa
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