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KA3AKCTAH PECIIYBJIMKACHI JEHCAYJIBIK CAKTAY

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

COLUAJIBHOI'O PA3BUTHUS PECITYBJIMKHA KAZAXCTAH

«CEMEM SIIPOJIBIK MEJIUIIAHA )KOHE OHKOJIOT U Y, KT HA TIXB «I{EHTP SITEPHOW MEJIULIMHBI K

COII-10 3aKJIIOYUTEIBHBIA OTYET

1. OBIIME IMOJIO)KEHUA

s obecniedeHus Haanexameii paboThl MO TPOBEACHHUIO KIMHUYECKOTO

Heanb ucciaenoBanuss (KUM). PernmamentupoBanue mopsaka JEHCTBUA — TIPH
COCTAaBJICHUH 3aKJIIOYUTEIBHOIO OTYETA UCCIICJOBAHMSL.
ObaacTb COIIl wucnons3yercss g ONUCAHUS IPOLENYpPhl MOATOTOBKM M IOJA4u
NpUMeHeHHUs 3aKJIFOUUTENBHOTO OTYETA PETYIHUPYIOIIEMY OPraHy ¥ KOMUTETY IO 3THKE.

3aM. AMpEeKTOpa MO CTPATETHYECKOMY IIAHUPOBAHUIO W PAa3BUTHIO - 3a
cornmacoBanue COIl u wHHIMALKIO WU3MEHEHHH; TJ. UCCIeqoBaTenbh - 3a
coriacoBaHue M KoHTpoib ucnosnHeHus COII; cnenuanuct Hay4dHOro
npoekTa - 3a pacrpocrpanerue 3x3emiuisipoB COII; paspaboruuk(-u) - 3a
OTBeTCTBEHHOCTh | JOCTOBEPHOCTb M IIOCIEAOBAaTENFHOCTh  OMHMCAaHHOTO  IpoIecca,
COOTBETCTBUE MPHUBEACHHBIX TaHHBIX, COOIIOJICHHE CpPOKa TOJArOTOBKU
COIl, cBOEBpeMEHHYIO aKTyaJlu3allUl0 HM3MEHEHUM, HCCIIeI0BATEIN
KIIMHUYECKOTO HCCIEIOBaHMs - 3a MPaBHJIBHOE BBIMIOJIHEHUE paboyero
npolecca.

IlepeueHb HEOGX0AUMOI0 000PYI0BAHNS U PACXOIHBIX MATEPHAJIOB

OcHoOBHOE€ -
00opyoBaHue:

BcnomorareiabHoe -
o0opynoBaHue:

Pacxoanbie -
MaTepHaJIbI:

2. HOPMATUBHO-CITPABOYHAS UHOOPMALUA

2.1. Pecny0iMKaHCKHE HOPMATHBHBIE JOKYMEHTbI

2.1.1. Kogexc Pecmy6muku Kazaxcran ot 7 wutons 2020 roma O 3JIOPOBBE HAPOJA U
CUCTEME 3/IPABOOXPAHEHUS. Ne360-VI 3PK.

2.1.2. Ilpuxa3 Munuctpa 3apaBooxpanenus Peciyonuku Kazaxcran ot 11 nexadpst 2020 roga Ne KP
JAICM-248/2020. 3apeructpupoBan B MunuctepctBe toctuiu Pecryonuku Kazaxcran 14 nexaOpst
2020 roma Ne 21772. «OO0 yTBEepKICHHH TPaBUI MPOBEACHUS KIMHUYECKUX HCCIEAOBaHUN
JIEKapCTBEHHBIX CPEACTB M  MEIUUUHCKUX M3JCNIUN, KIUHUKO-IA0OPAaTOPHBIX  HCHBITAaHUI
MEIUIUHCKUX H3/AEIHA A7 TUarHOCTUKM BHE J>KMBOTO opraHum3ma (in vitro) m TpeOoBaHMS K
KJIMHUYECKUM 0a3aM M OKa3aHHs TOCYJIapCTBEHHOM ycinyru Beigaua pasperieHus Ha NpoBeACHUE
KJIMHUYECKOTO MCCIeIOBaHUs U (WJIM) UCTIBITaHUs (DapMaKOJIOTMYECKHX M JIEKapCTBEHHBIX CPE/ICTB,
MEIUIIMHCKUX U3IETIUN

2.1.3. Ilpukaz MuHHCTpa 3paBOOXpaHEHUs U collMalibHOro pa3ButHs PecryOnuku Kazaxcran ot 10
mapta 2015 roga Ne 127 «O0 ytBepxkaenuu [IpaBui akkpeautanuu B 00JacTy 31paBOOXpaHEeHUs» (C
n3MeHeHussMu oT 29.06.2015 1.)

2.1.4. Ilpuka3z MuHucTpa 34paBoOXpaHEeHUs U colManbHOro pa3Butus Pecyonuku Kazaxcran ot 29
mast 2015 roga Ne 421 «O6 yrtBepxkaenun [IpaBui npoBeneHus dapMakoHaI30pa JEKApCTBEHHBIX
CPEICTB MU MOHUTOPUHIA MOOOYHBIX AEHCTBUI JIEKAPCTBEHHBIX CPEJCTB, M3JEIHA MEIULUHCKOTO
Ha3HAYEHMS U MEIULIMHCKON TEXHUKU» (¢ u3MeHeHusiMu ot 29.07.2015 r.)

2.1.5. IIpuka3z Munuctpa 3apaBooxpanenusi Pecnyonuku Kazaxcran ot 15 utons 2018 roga Ne 374
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O BHeceHMHM W3MEHEHHMH B mpuka3 MunucTpa 3apaBooxpaHenus Pecrmyonmuku Kaszaxcran ot 18
HOs10pst 2009 roma Ne 736 "OO yrBepknenuu [IpaBui mpoBeAeHUS SKCHEPTH3bI JIEKAPCTBEHHBIX
CPENCTB, U3ACIIUM MEIUIIMHCKOTO HA3HAYCHUS U METUIIUHCKON TEXHUKH".

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

2.1.7. TocynapctBennsiM cranaaptom PK «Haanexamas xkinuandeckas mpaktuka» CT PK 1616-2006
(masree CT PK 1616-2006)

2.2.JlokaJibHbIe OPraHU3ALMOHHO-PACTIOPSAIUTEIbHBIE TOKYMEHThI

2.3. CnpaBouynasi uH(popmanus

3. ONPEJEJEHMS (IJIOCCAPUIA)

Konpunenunaabuo Marepuainsl, coepkalliue CBeIeHUs] OrPaHUYEHHOTO
pacnpocTpaHeHUs

con CranjapTHas onepaioHHas mporeaypa

KA Knunnueckoe ucciaeqoBanue

HPK WuauBuayanpHas perucTpalliOHHas KapTa

I'an. nceaenoBarens (') | ['maBHbBIN HccaenoBaTeNb

JIDK JlokasibHas dTHYECKass KOMUCCHS

4. 3AIIMCH 1O KAYECTBY

Cpox Bun
Ne Haszeanue noxymenra Kon OTBETCTBEHHEBIN XpaHCHUA | JOKYMCHTa
(6yMm./31meKT.)
1. | IIpoTOKOJI KIIMHUYECKOTO I'n. uccnenosarens 15 ner byMakHbII
HCCIEA0BaHUs
2. | 3aKJIFOUUTENBHBIN OTYET I'n. uccnenosarens 15 ner byMmakHbII

5. COAEPKAHHUE COIl

Hcnonurelib \ IIpoueaypa BbINOJIHEHHUS

OTBETCTBEHHOCTh 3a Pa3padOTKy 3aKIIOYUTENLHOTO OTYeTa MO pe3yjbTaTaM HHUIMHUPOBAHHOTO
UCCJIEIOBATENIEM KIMHMYECKOIO MWCIBITAHUS HECeT IVIaBHBIM HccienoBarens. B PykoBoacTtse
MextyHaponHON KOH(pEpEeHUIUH MO TapMOHU3ALWU TEXHUYECKUX TPEOOBaHUN K perucrpanuu
JIEKapCTBEHHBIX MpEenapaToB JUIsl UCIOJIb30BAaHUS y YeNOBEKa, YKa3aHo, YTO MOArOTOBKA OTYETa 00
UCCIIEIOBaHUM TpeOyeTcsl B OTHOLIEHHMHU JIFOOOr0 MCCIEoBaHUs Ha uenoBeke. CIOHCOp JOJIKEH
rapaHTUPOBATh IIOArOTOBKY OTYETOB O KIMHUYECKUX HCIBITAHUAX, CTPYKTypa U COJAEpKaHUE
KOTOPBIX JIOJKHBI OTBE€YATh TpeOOBaHUSIM CTaHIAPTA.

['n. uccnenoBatens, | 1. Cogep:xanue u ¢popmart oTuera

HCCIIEe0BATENbCKas 1.1 Kak mpaBwio, OT4ET AOHKEH OBITh MOJHBIM, YETKHM, XOPOIIO
rpymnmna CTPYKTYpPUPOBAaHHBIM M HE  COACPKATb  JBYCMBICIEHHBIX
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COLUAJIBHOI'O PA3BUTHUS PECITYBJIMKHA KAZAXCTAH

KT'TI HA TIXB «[IEHTP SAAEPHOW MEJIUIIUHBI 1
OHKOJIOT' MM I'OPOJIA CEMEi» V3 BKO
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dbopmynupoBok. B ordyere mOKHO OBITH yKa3aHO, JAOCTUTHYTHI JIU

UCCJICIOBATEIISIMU TIPBUYHBIC U BTOPUYHBIC YCTAHOBJICHHBIC 1IETTH.
1.2 PannomusupoBaHHbie UCCIIEJIOBAHUS JTOJKHBI OBIThH
MPEJICTABICHB B COOTBETCTBUU cO CBOJHBIMHU CTaHJIAPTaMU COOOIICHUS O
KIIMHUYECKOM HCCIICJIOBAHHH.
1.3 Crnenyet coOnronarh yka3zaHusi, U3J10KEHHbIE B [ '0Cy1apCTBEHHOM
crangapre PK «Hannexamas knmuanueckas npaktuka» CT PK 1616-2006 B
OTHOIICHHH CTPYKTYPhl H  COJEp)KaHUS OTYETOB O KIMHUYCCKUX
uccienoBanusx. KitodueBbie pa3aensl coiep kaHus MepeurciIeHbl HIDKE:
— OOmiee onMcaHue UCCIEIOBAHUS;
— llenu uccnenoBanus;
— OO nu3aiid U IiaH UCCIeq0BaHus;
— OOcyxaeHue au3aifHa UCCIEOBaHUS, B TOM YHUCIIE BBIOOP KOHTPOJIBHBIX
IpynL;
— Br10op uccnenyemMoit nomyssiuu;
— Jleuenwue;
— Ilepemennsie 3ppekTUBHOCTH U 0€301TACHOCTH;
— OOecneueHre Ka4yecTBa IaHHBIX;
CraTtucTuyeckue METONbI, 3alllAHUPOBAHHBIE B COOTBETCTBUHU C
MIPOTOKOJIOM H OTIpEJIeJICHNE pa3Mepa BEIOOPKH;
— VI3MeHeHWS B TPOBEICHUW WCCICAOBAHHUS WM 3aINIAaHUPOBAHHBIX
aHaJIN3ax;
— TlanueHTsI Hccaen0BaHUS;
Onenka 3¢ heKTUBHOCTH U O€30MaCHOCTH;
OO6cyxieHre 1 001I1e BHIBOIBI,
— Tabnuibl, pUCYHKH U TpadUKH, PEIFOMHUPYIOIIAE BaXKHBIC PE3YIIbTATHI;
— HMudopmanus 06 vccae0BaHUU U IaHHBIE O MAllUEHTaX.

I'n. uccnenosarens,
UCCIIEI0BATEIbCKAs
rpymmna

2. O030p u yTBep:K1eHHe 0TYeTA
2.1 OT4er moaNeXuT 0030py NPUBICUCHHBIMI CTOPOHAMH, BEIOPAHHBIMU
U COTJIaCOBAaHHBIMU 3apaHee. CTOPOHBI MOTYT BKJIIOUaTh B €0 JIUIIO,
COBMECTHO CIIOHCHpYIOIIIEe UCCIIEJOBaHUE, u IpyTrux
UccIie0BaTeNel, y9acTBYIOIUX B UCCIIEI0BAaHUU.
2.2 Tlocne 0030pa, JOKIJIA] TOUICKUT OPUIHATEHOMY yTBep)acHHo ['1
U (1) WieHoM(aMu) SKCIIEPTHOTO COBETA.

I'n. nccnenoBarenn

3. lpencraBaenue JIDK u peryaupywomiemMy oprany
3.1. HccnemoBarenr  monmaeT  3akimouuTenbHbli  otyer JIDK  wm
PETYJIHPYIOIIEMY OpraHy, €ciiM 3TO ABJIETCs 0053aTeIbHOM MEPOH.

I'n. uccnenoBarens,
UCCIIEI0BATEIbCKAs
rpymma

4. ApxuBMpOBaHuUe
4.1 3axTroYUTEIBHBIA OTYET MOJICKUT APXUBUPOBAHUIO B BUEC €IMHOTO
KOMIIJIEKTa OCHOBHBIX JIOKYMEHTOB.

6. MPUJIOKEHUS

[Tpunoxenue 1. Jluct
[Tpunoxenue 2. Jluct

perucTpaluuy U3MEeHEHU!
o3HaKoMJIeHUs cOTpyTHUKOB ¢ COII
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IIpunoxenne 1

JIMCT perucrpauuu u3MeHeHHu i

No Hara No paznena, Hara OcHoBaHue Jara Craryc, [loanuce
n\nn | mpoBep | moxpasaena, | BBEICH (nata BHECEHUS ®.1.0. auna
KM MyHKTa us npuKasa W3MEHEHUH | MPOBEPSIO BHECIIIETO
JIOKYMEHTA, K | U3MEHE W LIET0 WM | U3MEHEHUE
KOTOpOMY HUS pacropsike BHOCHBIIIET
OTHOCHTCS HUs) 0
M3MEHEHHUE U3MCHEHUS
1 2 3 4 5 6 7 8
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KA3AKCTAH PECITYBJIMKACBI IEHCAVYJIBIK CAKTAY
JKOHE SJIEYMETTIK JAMY MHUHHCTPJITT

«CEMEM SIIPOJIBIK MEJUIIMHA )K9HE OHKOJIOT'UsI

OPTAJIBIFbD» IIDKK KMK

MHHUCTEPCTBO 3/IPABOOXPAHEHUS 1
COILIMAJIBHOT'O PA3BUTHSI PECITYBJIMKHA KA3AXCTAH

KI'TI HA TIXB «{EHTP SIZIEPHOM MEULIMHbI U
OHKOJIOT'MH I'OPOJIA CEMEiD» ¥3 BKO
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