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KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 20 nexabps 2020 roga
Ne KP ICM-282/2020.
3aperucTpupoBan B MUHHCTEPCTBE
roctuiun Pecnyonuku Kazaxcran 22
nexabps 2020 rozma Ne 21836

00 yTBepskIeHNH IPABUJ MIPOBEIeHH S OLIEHKH Ka4eCTBA JIEKAPCTBEHHBIX CPECTB
U MeJUIMHCKUX U3/1eJINil, 3aperucTpupoBaHHbIX B PecnyOinke Kazaxcran

B coorBercTBuu ¢ noanyHkrom 44) crateu 7 Konekca Pecriyonuku Kazaxcran ot
7 nrons 2020 roga «O 310pOBBE HAPOA U CUCTEME 3IPABOOXPAHEHUS
ITPUKA3BIBAIO:

1. YTBepauTh npaBuiia MpOBEACHMS OLIEHKH Ka4eCTBA JIEKAPCTBEHHBIX CPEJICTB U
MEIUIMHCKUX U3, 3aperucTpupoBannbix B PecnyOnuke Ka3zaxcran cormnacHo
IPWIOKEHMIO | K HACTOAIEMY ITPUKA3y.

2. IIpu3HaTh yTpaTUBIIMMU CHITYy HEKOTOPBIE MPUKa3bl MUHUCTEPCTBA
3npaBooxpaHeHust Pecriyonuku Kazaxcran cormacHO NMPUIIOKEHHUIO 2 K HACTOSIIIEMY
MpUKa3y.

3. KomuTeTy MEIUIIMHCKOTO U (papManieBTUUeCKOTro KOHTpoIsi MuHHUCTEpCTBA
3npaBooxpaHeHust Pecryonuku Kazaxcran B yCTaHOBIIEHHOM 3aKOHOJATEIbCTBOM
Pecnybnuku Kazaxcran nopsijke 00ecreunTh:

1) rocygapcTBEHHYIO pErUCTPALIMIO HACTOSILIETO MpUKa3a B MUHUCTEpCTBE
roctunn Pecnyonuku Kaszaxcran;

2) pa3MelleHrEe HACTOSIIEro NpruKa3a Ha HUHTEpPHET-pecypce MuHucTepcTBa
3npaBooxpaHeHust Pecriy6nuku Kazaxcran nmocie ero opuuuaibHOTO Oy OIMKOBAHUS;

3) B TeueHUe AecITH paboUYnX JIHEH MOCie roCyJapCTBEHHOM perucTpaiuu
HACTOSIIEro npukaza B Munucrepcerse roctuiiuu PecyOnuku Kazaxcran
npeacTtasieHue B FOpuanueckuii genapraMeHT MUHUCTEPCTBA 31paBOOXPAHEHUS
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PecnyOnuku Ka3zaxcran cBenieHnid 00 UCTIOMTHEHUN MEPONIPUATHH, IPEyCMOTPEHHBIX
NOAMYHKTaMH 1) ¥ 2) HACTOSIIIETO MyHKTA.

4. KoHTpOJIb 3a MCIIOJTHEHUEM HACTOSIIIIETO MPUKa3a BO3JI0KHUTH HA
KypHUPYIOLIEro BUIle-MUHHUCTpA 3/ipaBooxpaHeHus Pecnyonuku Kazaxcran.

5. Hacrosimuit rmprka3 BBOJUTCA B J€WCTBUE 10 UCTEUEHUH AECATH KaJICHIAPHBIX
JTHEH TocTie THS €T0 TMePBOro 0(QUIIMATEHOTO Oy OTMKOBAHUS.

MuHucTp 31paBOOXpPaAHEHUA A. ot
Pecny6oimkn Kazaxcran
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[Ipunoxenue 1 k npukasy
MunucTp 3apaBOOXpaHEHUs
PecnyOnuku Kazaxcran
ot 20 nexabps 2020 roga
Ne KP 1ICM-282/2020

IIpaBuia npoBeeHNs OLEHKU KA4eCTBA JIEKAPCTBEHHBIX CPEACTB U MeTUIITMHCKUX
U3/1eJIUii, 3aperucTpupoBanHbixX B PecnyOunke Kazaxcran

I'1asa 1. O0mue moJjIoKeHus

1. Hacrosimue npaBuiia MpoOBEIECHUS OLIEHKH KaueCcTBa JIEKAPCTBEHHBIX CPEJICTB U
MEIUIMHCKUX U3JIEINH, 3aperucTpupoBanubix B Pecniyonuke Kazaxcran (nanee —
[IpaBuna) pa3paboTaHbl B COOTBETCTBUM C MOANYHKTOM 44) cratbu 7 Kogekca
Pecniy6nuku Kazaxcran ot 7 utonst 2020 rona «O 310poBbe Hapoia U CUCTEME
3paBooxpaHeHus» (nanee — Koaekce) u onpenenstorT NopsI0K MPOBEACHUS OLEHKH
Ka4yeCTBa JIEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3EIINNA, 3apErUCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran.

2.B HaCTOAIIINX HpaBI/IJIaX HNCITIOJIB3YIOTCA CIICAYIOIHUEC TCPMUHBI U OIIPCACIICHUSA:

1) orieHKa KauecTBa JEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3ENINi (fanee —
OIIEHKA KayeCTBa MPOYKIIUH ) — ONPEICICHHE COOTBETCTBUS KAUECTBA JIEKAPCTBEHHBIX
CPEACTB U MEIULIMHCKUX W3JEJINI TaHHBIM PETUCTPALIMOHHOIO JI0ChE, HOPMATUBHBIX
JIOKYMEHTOB 110 Ka4€CTBY, HA OCHOBAaHWUU KOTOPBIX OHU OBUIH 3apPETUCTPUPOBAHBI B
PecnyOnuke Kaszaxcran (manee — orieHka KauecTBa MPOAYKITHH);

2) NpoayKIHUs — JEKAPCTBEHHBIE CPEACTBA U MEIULIMHCKUE U3JENHS,
3apEeruCTPUPOBAHHBIE B MOPSJIKE, YCTAHOBICHHOM MYHKTOM 3 ctaThu 23 Koxekca u
pa3pelieHHbIe K MEAUIIMHCKOMY NpuMeHeHunto B PecyOnuke Kazaxcran;

3) 3asBUTENb — (PU3UUECKOE WU IOPUIUUECKOE JIULO, OCYIIECTBIIAIOIICE
dapmareBTHYECKYIO AesTenbHOCTh B PeciyOnuke Kazaxcran, koTopoe mpeaocTapiser
MPOYKITUIO JIJIsl OIIEHKHU KauecTBa;

4) rocyapcTBEeHHBII opraH B chepe oOparieHus JIeKapCTBEHHBIX CPEJICTB U
MEIMIIMHCKUX U3JeNUi (J1ajee — roCy1apCTBEHHBIN OpraH) — roCyAapCTBEHHBIN OpraH,



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 20.12.2020

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 24.12.2020

o ik G N [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 20.12.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 24.12.2020

OCYULIECTBJISIOIIUN PYKOBOJCTBO B chepe 0OpallleHrs JEKAPCTBEHHbBIX CPEACTB U
MEIUITMHCKUX U3JIEINI, KOHTPOJIb 32 OOpallleHUEeM JIEKAPCTBEHHBIX CPEJICTB U
MEUIMHCKUX U3JICIINA;

5) rocynapcTBeHHas SKCIEpTHAs opraHu3aius B cdepe oOpaiieHus
JICKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3JCINN (Jjaiee — SKCIIepTHAs OpraHu3aIlvs)
— CyOBEKT rocyAapCTBEHHOW MOHOITOJINH, OCYIIIECTBIISIOIINA TPOU3BOICTBEHHO-
XO3STUCTBEHHYIO JIEATEIHLHOCTD B 00JIACTH 3IpaBOOXPAHEHUS TTO 00ECTICYCHHTIO
6e3omacHOCTH, 3P (HEKTUBHOCTH M Ka4eCTBA JIGKAPCTBEHHBIX CPEJICTB U METUITUHCKHUX
1569 (1507

6) perucTpalMoOHHOE JOChe — KOMILJIEKT JOKYMEHTOB U MaT€pUasoB,
IPEICTaBIIEMbIX HAa SKCIEPTU3Y JIEKAPCTBEHHOIO CPEICTBA, MEIULIMHCKOTO U3EIINS;

3. OueHka KayecTBa NPOAYKIUHU B COOTBETCTBUM C ITYHKTOM 2 cTaThh 241
Kozgekca oTHOCHTCS K TOCY1apCTBEHHOM MOHOIIOJIUH U OCYLIECTBIIAETCS HKCIIEPTHOM
OpraHM3aLMEN C LEIBIO:

1) onpeneneHus kKayecTBa 3apEruCTPUPOBAHHON NPOAYKIUH;

2) omnpeneneHus KauecTBa NPOAYKIMU, OTOOPAHHOM C PhIHKA C YYETOM PUCK-
OPUEHTUPOBAHHOT'O NTOAX0/1A;

3) mpenoTBparieHus oopamieHus GanbCUPUIIMPOBAHHON MPOAYKIIMH HA PHIHKE
Pecny6mnku Ka3zaxcran.

4. Onnara yciyr no NpoBEICHUIO OIIEHKU KayeCcTBa NPOLYKIUH MPOU3BOAUTCS
3asBUTEJIEM Ha CUET DKCIIEPTHOM OPTraHU3allHA B COOTBETCTBUH C LICHAMM,
YCTaHOBJIEHHBIMH YIIOJIHOMOYEHHBIM OPIaHOM B O0JIACTH 3paBOOXPAHEHHUS 10
COTJIACOBAHMIO C aHTUMOHOIIOJIBHBIM OPTaHOM B COOTBETCTBHH C IIYHKTOM 2 cTaThu 241
Konexkca.

5. OneHka kadecTBa NPOAYKIMHU BKIFOUAET IIPOBEICHNUE IKCIIEPTU3BI JOKYMEHTOB
pU JIEKJIAPUPOBAHUH MPOAYKIIMH U MPOBEIACHUE JIa0OPATOPHBIX UCTIBITAHUN 00pa31ioB
IPOIYKIMHU, OTOOPAHHOM C PBIHKA C YYETOM PUCK-OPUEHTUPOBAHHOTO MOAX0/A B
nepuoa JeHCTBUS cepTU(PUKATAa COOTBETCTBUS MPOTYKIIUH.

6. OneHka KayecTBa MPOBOJUTCS Ha KAXKIYIO CEPUIO (TMTapTHIO) MPOTyKIUH,
pOoU3BEACHHON U 3aBe3eHHOM B PecyOnuky Kazaxcran B mepuos AeiicTBus
PErMCTPAlMOHHOrO YIOCTOBEPEHNUS, B TOM YHCJIE 3apErUCTPUPOBAHHON B COOTBETCTBUN
¢ [IpaBunamMu perucTpaiuu U SKCIEePTU3bI JIEKAPCTBEHHBIX CPEICTB JIJISI MEAUIIMHCKOTO
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IIPUMEHEHMS, YTBEPKICHHBIMU pemeHrneM CoBeta EBpa3niickoi JKOHOMHYECKON
komuccuu oT 3 HosiOps 2016 roga No78 u [IpaBunamu peructpanuu 1 SKCIEPTU3BI
0e30macHOCTH, KauecTBa U 3(P(HEKTUBHOCTH MEAULIMHCKUX U3, YTBEPKIEHHBIX

pemennem CoBera EBpaszuiickoii s5koHOMUYecKoi komuccuu ot 12 ¢espans 2016 roga
No46.

I'nasa 2. Ilopsaaok npoBeAeHNsI OLEHKU Ka4eCTBA NPOAYKIUHU

7. ns mpoBeieHUs OLIEHKU KaueCcTBa MPOAYKIIUHU 3asIBUTENIb B COOTBETCTBUU C
I'paxxnanckum konekcoM PecryOnuku Kazaxcran ot 27 nexabps 1994 rona 3akimtodaer
C DKCIIEPTHOW OpraHu3allieil 10roBop Ha MPOBEAEHUE padOT MO OLIEHKE KauyecTBa
IPOAYKIIMU U IPEAOCTABIISET:

1) 3asiBKy Ha pOBEAEHUE OIIEHKU KaueCTBa JICKAPCTBEHHOT'O CPEICTBA WU
MEIUIMHCKOTO U3/IeTus o popMe corjacHo npuioxkeHuto 1 k Hacrosumm [Ipasunam;

2) KOIHIO JINIIEH3UU Ha 3aHsATHE (DapMalleBTUUECKON e TEIHHOCTBIO C
COOTBETCTBYIOIIHUM MPUIOKEHUEM (IIPOU3BOICTBO, ONTOBAS pealn3alus) K JUUEH3UH
WIN YBEJIOMIJICHHS O Havyale JesiTeIbHOCTH (ONTOBas peain3alisi) B COOTBETCTBUU C
3akonoM Pecny6nuku Kazaxcran ot 16 mast 2014 rona «O pa3penieHusax u
yBEJIOMJIEHUAX» (ajiee - 3aKOH), AJIsI MEAUIIMHCKUX U3JIETUN JOIMYCKAeTCs
peI0CTaBICHHUE JINIIEH3UU Ha MEAUIIMHCKYIO JAESTEIBHOCTh C COOTBETCTBYIOIIUM
NPUIOKEHUEM K JIMIEH3UN B COOTBETCTBUU C 3aKOHOM;

3) 1St BBO3UMBIX JIEKAPCTBEHHBIX CPEJCTB — HOTAPHUAIBHO
3aCBMJIETEJILCTBOBAHHAS WM allOCTWIMPOBaHHAsI B COOTBETCTBUHU C TPEOOBAHUSAMU
["aarckoii koHBeHIMH OT 5 OKTsI0ps 1961 rona «Ilepedyenb rocyjapcTs, NpU3HAIOLIUX
anoctwiiby (nanee — ['aarckas kouBeHnus ) korus ceptudukatra GMP, neiicTByromiero
Ha MOMEHT IPOU3BOJICTBA U BBO3a MPOAYKIMU C IEPEBOJOM Ha Ka3aXCKHUI WIH PyCCKUI
A3BIKY (B Clly4ae, €Clii JOKYMEHT MPEACTABIECH Ha NHOCTPAHHOM S3BIKE), [T
JIEKapCTBEHHBIX CPEJICTB, MPOU3BEICHHBIX Ha TeppuTopun Pecnyonuku Kasaxcran —
KOMUs JOKYMEHTA, MOATBEPKIAI0IIEr0 COOTBETCTBUE MPOU3BOACTBEHHOM IMIIOIIAIKH
tpeboBanusim GMP Pecriy6nuku Kazaxcran (mpu Haau4um);

4) nnst BBO3UMBIX MEUIIMHCKUX U3AEJIUA — HOTapUaAIbHO
3aCBUCTENILCTBOBAHHAS WJIM allOCTHUIIMPOBAHHASI B COOTBETCTBUU C TPEOOBAHUSMU
lNaarckoit kouBenuu konus ceptudukara [ISO 13485, ISO 9001 unu GMP,
JNENCTBYIOIIErO0 HA MOMEHT MPOU3BOJCTBA U BBO3a NMPOAYKIUU C HOTAPUAIBLHO
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3aCBU/ACTCIIbCTBOBAHHBIM IICPCBOAOM HaA Ka3axXxCKHU WiIn pYCCKI/Iﬁ SA3BIK (B ciIy4dac, cCiin
AJOKYMCHT IIPCACTABJICH HA HHOCTPAHHOM ﬂBBIKe), I OTCUCCTBCHHBIX HpOHSBOI{HTGJ’IGﬁ
— [IPpHU HAJIUYHU;

5) KOnuIO0 TOKYMEHTA, MOATBEPKIAIOIIETO KAYECTBO CEPUU MPOIYKIIUU OT
IPOU3BOJIUTENS C IEPEBOJIOM Ha Ka3aXCKHUI WM PYCCKUH S3bIK (B CiIy4ae, ecliv
JOKYMEHT MPEJCTABIIEH HAa MHOCTPAHHOM fA3bIKe). J{711 *MMYHOOMOIOTMUECKUX
JIEKapCTBEHHBIX MIPENapaToB (BaKIMH, CBIBOPOTOK, OaKTepruodaroB, aHaTOKCUHOB,
aJIJIEPreHOB U MpenapaToB KPOBH), BBO3UMbIX B Pecriybnuky Kazaxcran,
JOTIOJTHUTENBHO MPEAOCTABISAETCS KoMK cepTU(UKaTa KauecTBa CEpUH, BEIIAHHOTO
nabopaTopueit CTpaHbl TPOU3BOAUTENS UM HHOU ODUITNATIBFHON TabopaTopuei,
YIOJHOMOYEHHBIMU PETYJISATOPHBIMU OpraHaMU MPOBOJIUTH KOHTPOJIb KauecTBa C
LEJbIO BBIITYCKA CEPUH HA PHIHOK;

6) KOIKIO IOKYMEHTa O MPOUCXOXKACHUH TOBApa, YOCTOBEPSIOIIETO CTPAHy
IIPOUCXOKCHUS TOBapa U BBIJAHHOTO YIIOJTHOMOYEHHOW OpraHu3anueil B
COOTBETCTBHHM C 3aKOHOJATEIBCTBOM JIAHHOTO TOCYAAapCTBA UM TOCYJapCTBA BHIBO34,
€CJIM B TOCYIapCTBE BbIBO3a CEPTU(DUKAT BBAAECTCSA HA OCHOBE CBEICHUH, MOTYYEHHbIX
U3 CTPaHbl IPOUCXOKICHHUS TOBAPA;

7) KOIus HaKJIaIHOM, cueT-(haKTypbl WM UHBOICA, JIJIS JIEKAPCTBEHHBIX CPEJICTB
Y MEAUIIMHCKUX U3JENHM, MIPOU3BEIEHHbBIX Ha Tepputopun Pecnybnuku Kazaxcran
MPEIOCTaBISETCS CIIpaBKa (IMPOU3BOJIbHAS (pOpMa) O HATMYMH T'OTOBBIX K peasiu3alluu
JIEKAPCTBEHHBIX CPEJICTB, MEAUIMHCKUX U3EIUMN, YKa3aHHBIX B 3aBKCE;

8) Konusi TAMOXKEHHOU JEKJIapalii Ha MPOAYKIHIO (3JIEKTpOHHAs), 32
UCKJIFOUEHUEM MTPOIYKLIMH NTpeaycMOoTpeHHo! [lepednem ToBapoB, B OTHOLIEHUHU
KOTOPBIX YCJIOBHBIN BBIMYCK HE JOMYCKAETCs, YTBEPKIACHHOM ITOCTaHOBICHHEM
[IpaBurenscTBa PecniyOnnku Kazaxcran ot 21 urons 2018 rona Ned41. I1pu BBO3E
POIYKIIMHU, TPOU3BEACHHON U (MJIM) BBO3UMOI M3 TOCyAapcTB-wieHOB EBpasuiickoro
SKOHOMMYECKOTO CO03a IIPEAOCTABIAETCA KOMUSA JOKYMEHTA, ITOATBEPKIAIOIIETO
nepeceyeHue rpaHuipl rocyaapcers-wieHoB EADC.

ITonaya 3asBKM ¥ TOKYMEHTOB 3asIBUTEIIEM OCYIIECTBISIETCS B DJIEKTPOHHOM
BU/JI€ B MH(OPMAIIMOHHON CUCTEME TOCYAAPCTBEHHON HKCIIEPTHON OpraHu3aIuu.

8. IIpy BO3HMKHOBEHNH YPE3BBIUANHBIX CUTYyallUld IPUPOJHOTO WIIH
TEXHOT€HHOT'O XapaKTepa, OpraHru3aluy U MPOBEICHUN CAaHUTAPHO-
MPOTHUBOAMUAEMUYECKUX U CAHUTAPHO-TIPOPUIAKTUIECKUX MEPOTIPUSTUIN U CBA3AHHBIX
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C HUMU OTPaHUYHUTEIbHBIX MEPONPUATHIA, B TOM YHCJI€ KAPAHTUH, IIPH MOJa4ue
3as1BJICHUS Ha OLIEHKY KadyecTBa MPOAYKIUH 3asBUTEIIb JOMOIHUTEIBHO MTPEAOCTABIISET
rapaHTUHOE MUCHMO (B MPOU3BOJBHON (POPME) O MPEJOCTABICHUH TOKYMEHTOB,
TpeOyIOMMX HOTAPUAIBLHOTO 3aBEPEHNUS WM allOCTUIIMPOBAHUS, a TAK)KE KOTHI
JIOKYMEHTOB, MOANMCAaHHBIX U 3aBEPEHHBIX MeYaTIMU MPEANPUATHS, B TEUCHUE
HIECTUIECATH KAJICHIAPHBIX JHEH MOCIE CHATUS OTPaHUYHUTEIbHBIX MEp.

9. DkcnepTHas opraHu3alys B CpoK He OoJee maTu pabounx JHEN co JHS pueMa
3asiBKM TPOBOJIUT MPOBEPKY MPE/ICTABICHHBIX JOKYMEHTOB M CBEPKY YKa3aHHBIX B HUX
JAHHBIX CO CBEACHUSIMH, MMPETyCMOTPEHHBIMU B ['0Cy1apCTBEHHOM peecTpe
JIEKAPCTBEHHBIX CPEJICTB U MEAUIIUHCKUX U3ETUN.

IIpu opranu3zanuu 1 MpoOBEJACHUN CAHUTAPHO-TIPOTUBOIMUIEMHUYCCKUX U
CaHUTAPHO-TTPOPUIAKTUUECCKUX MEPOTIPUSITUI U CBSI3aHHBIX C HUMU OTPaHUYHUTEIIHHBIX
MEPOMNPUSITUIA, B TOM YUCJIE KAPAHTHUH, OLIEHKA KaueCTBAa MPOYKIIUU TPOBOJAUTCS 11O
YCKOPEHHOM TpoIIeAype B CPOK HE Ooiee TpeX pabouux JHEH co JTHS IpueMa 3asBKH.

B cnyuae npenocTtaBiieHUsI HEIOJIHOTO MAKETA JOKYMEHTOB, ITPEAYCMOTPEHHBIX
nyHKTOM 7, 8 [IpaBui1, mpenocTaBiaeHNs] HEJOCTOBEPHBIX CBEJICHUM, IKCTIEPTHAS
OpraHu3allys HAMPABIISET 3asIBUTEIIO TTOCPECTBOM HH(POPMAIIMOHHON CUCTEMBI
yBeJOMJIEHHE 00 YCTPAaHEHUH COOTBETCTBYIOIIUX 3aMeYaHui. 3asBUTENb B CPOK HE
OoJee mATH pabovuX JTHEH CO JHS MOTYUYCHHS YBEJOMIICHUS, HE BXOASIIUX B OOIIUIA
CPOK IPOBEJECHHUSI OLICHKU Ka4eCTBAa JIEKAPCTBEHHBIX CPEJICTB U MEAULIMHCKUX U3/IEIINM,
YCTPaHsIET COOTBETCTBYIOLIUE 3aMEUaHUS.

10. ITo pe3ynpTaTaM 3KCOEPTU3BI JOKYMEHTOB B CIIy4ae OTCYTCTBUS 3aMEUYaHUM,
IKCHEPTHAs OpraHu3ays 0oGoOpMIISIeT U PETUCTPUPYET B MH(GOPMALIMOHHON CHCTEME
AKCIIEPTHOM OpraHu3aluu cepTu(UKaAT COOTBETCTBUS NPOAYKIIUU IO (popMe COTIaCHO
IIPUIOKEHMIO 2 K HacToAmuM [IpaBunam.

IIpn yka3zaHnM KOHKPETHOM MTPOAYKLMH, HA KOTOPYIO PACIIPOCTPAHSIETCS
neiicTBue cepTudUKaTa COOTBETCTBUS MPOAYKIIMH JOTIOIHUTEIBHO OPOopMIIIeTCs
IPUIOKEHUE K CEPTUPHUKATY COOTBETCTBUS MPOAYKIHMH 1O (POPME COTIIACHO
npwIoKEeHHo 3 K HacToAmuM [IpaBunam.

11. Beigaua ceptudukara COOTBETCTBUS IPOTYKIIUN OCYIIECTBIISETCS B
AJIEKTPOHHOM (hopMaTte MocpecTBOM HH(POPMAITMOHHONW CUCTEMBI DKCIIEPTHOU
OpraHu3alMH.
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12. Cpoxk aeiicTBusi cepTuduKaTta COOTBETCTBHS MPOIYKIIUU YCTAHABIUBACTCS J10
OKOHYaHUS CPOKA TOAHOCTH (DKCIUTyaTalluu) IPOIYKIIUH, IIPU 3TOM CPOK FOJTHOCTH
(3KCILTyaTanuu) onpeaeseTcs A0 MOCIEAHEro Yucia yKa3aHHOTro Mecsiia (aJis
MEUIIMHCKON TEXHUKH B COOTBETCTBUH C TEXHHUUYECKUM IMACTIOPTOM ) BKIIFOUUTEIHHO.

13. IIpu npegocTaBiIE€HNUN HEMOIHOTO MMAKETa JOKYMEHTOB, MPEyCMOTPEHHBIX
MyHKTOM 7 HacTosmux [IpaBusi, HaaTu4yusi B HUX HECOOTBETCTBUM JAHHBIM
['ocynapcTBEHHOr0 peecTpa JIEKapCTBEHHBIX CPEACTB U MEIULIUHCKUX U3/IEIIUN,
0oOHapy>KeHHH HEJIOCTOBEPHON MH(GOPMAIINH, a TAKXKE MIPU HE YCTPAHEHUU B
YCTaHOBJICHHBIE CPOKH 3asBUTEJIEM 3aMEUYaHUM, SKCIIEPTHAS OpraHU3alysl BbIIAET
penieHure 00 oTkase B BblJjaue cepTudukaTa COOTBETCTBUS MPOAYKIIMHU 110 (hopme
COrJIaCHO MPUJIOkKEHUIO 4 K HacTosmMM [IpaBuiam.

14. B ciayyae BbIHECEHUS pellleHrs 00 OTKa3€ B BblAaue cepTHU(UKaTa
COOTBETCTBHS IPOAYKIHH 3asIBUTENb IPUHUMAET MEPHI M0 BO3BPATy NPOAYKLIHUH
MPOU3BOAUTEIIIO UM MPUHUMAET MEPHI IO YHUUYTOKEHUIO MTPOAYKIIMU B TIOPSJIKE,
IpeTyCMOTPEHHOM ITyHKTOM 4 ctathu 250 Koaekca u B CpoK 10 MATHAAIATH pabodnx
JTHEH CcO JTHS €€ BO3BpaTa HAIMPaBIsIET COOTBETCTBYIOILYIO HH(OPMAIIUIO B
rOCyJIapCTBEHHBIN OpraH.

15. B mepuon aeiicTBus cepTudrKaTa COOTBETCTBUS MPOTYKIIUH IKCIIEPTHAS
OopraHu3aiys MPOBOJUT JaOOPATOPHBIE UCTIHITAHUS 00PA3IIOB MPOAYKIIHH, OTOOPaHHOM
C PBIHKA C YYE€TOM PHCK-OPUEHTHPOBAHHOTO TOIXO0/IA.

Jiist mpoBeieHus 1a00paTOPHBIX UCIIBITAHUNM 00pa3IoB MPOAYKIIUH,
HaxosIeics B oOpaieHu Ha Tepputopuu Pecyonuku Kazaxcran, skcnepTHas
OpraHu3alysl eXKeroaHo pa3padarsiBaeT rpaduk oT00pa 00Opa3oB NPOLYKIUHU U
COTJIACOBBIBAET €TO C MIPOU3BOJINUTEIIEM HUIIN JEPKATEIEM PETHCTPALIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O CPEACTBA (YIIOJTHOMOYEHHBIM MPEACTABUTEIEM
IPOU3BOAUTENSI METUIIMHCKOTO U3/1€IUs1) WM UX JOBEPEHHBIMU JIMIIAMHU (Jlajee —
MPOU3BOIUTEND).

16. Ot6op 00pa3OB NPOIYKIIUHU, HAXOAIICHCS B 0OpAIlIEeHUH HA TEPPUTOPUU
PecniyOnmku KazaxcTan ocyecTBisieTcs SKCIIEPTHON OpraHu3anueil B COOTBETCTBUM C
NOPAJIKOM, YCTaHOBJIEHHBIM noanyHKToM 20) ctatbu 10 Koaekca.
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17. VcnpiTanust NpOBOASTCS 3a CUET CPEACTB IPOU3BOIUTENS B COOTBETCTBUH C
YCTaHOBJICHHBIMU LIEHAMU Ha YCIIyTH, peaiu3yeMble CyObEKTOM roCcyJapCTBEHHOM
MOHOIIOJINH, YTBEPKICHHBIMU COTJIACHO a03ally BTOPOMY IyHKTa 2 craTbu 241
Konekca.

Bo3menienre ctTouMoCcTi 0OTOOpaHHBIX JIsl MPOBECHUS UCTIBITAHUI 00pa3IoB
MPOIYKIIUU CYyOBEKTY, Y KOTOPOTO OBbLI OCYIIECTBIEH OTOOP, OCYIECTBIISIETCS
IPOU3BOJUTENIEM B KPATHOCTH NMPOU3BEACHHOIO 0TOOpa 00pa3IoB B 3aBUCMOCTH OT
KOJIMYECTBa CYObEKTOB (00BEKTOB) MECT 0TOOpa (MO pErMoHaM, 0 KOJIUYECTBY
JTUCTPUOBIOTOPOB, ANITEK U MEUIIUHCKUX OpTraHU3aIui).

18. UcnpiTanust 00pa3noB NpOIYyKIUU IPOBOJSATCS B UCIIBITATEIbHBIX
1a00paToOpuUsX IKCIEPTHONW OpraHU3alK, aKKPEIUTOBAHHBIX B MOPSJIKE,
IPEAYCMOTPEHHOM ITYHKTOM 6 cratbu 25 Konekca.

JIjis mpoBeieHUs! UCIIBITAHUM OTOOpPAaHHBIX 00Pa3LOB MPOAYKIMH C PhIHKA U
(WIn) B MEAUIIMHCKHUX OpraHU3alysaX IPOU3BOJAUTEIND IPENOCTABISAET CTAaHAAPTHHIE
00pa3iibl XMMHYECKHUX BEIECTB, CTaHAapTHBIE 00pa3libl OMOJIOTHYECKUX MPENnapaToB,
crenu(puuecKre peareHThl, TeCT-IITAMMbl MUKPOOPTaHU3MOB, KYJIbTYPHI KJIETOK B
cityyae HeOOXOJIMMOCTH M Ha YCJIOBHSIX BO3BpaTa, €CiIu MPUMEHUMO, PACXOAHbIE
MaTepuabl, MIPUMEHAEMbIE ITPU ITPOBEACHNN UCTIBITAHUM JIEKAPCTBEHHBIX CPEACTB U
CTEPUJIbHBIX MEIUIUMHCKUX U3IEIUH, 32 HCKIIOYEHUEM MEAULMHCKON TEXHUKHU B
KOJIMYECTBAX, JOCTATOYHBIX U1 OJHOKPATHOI'O UCIBITAHUS C OCTATOYHBIM CPOKOM
TOJTHOCTH HE MEHEE IIECTU MECSLIEB.

B CJIy4da€ HCBO3MOKXHOCTHU BOCIIPOU3BCACHUA HCKOTOPBIX MoKa3aTeJiell KauecTBa
COIJIaCHO HOPpMATHUBHOMY OOKYMCHTY, IIPOU3BOIUTCIICM IIPCAOCTABIIACTCA CepTI/I(i)I/IKaT
KauyeCcTBa WJIM MHON aHAJIOTrMYHbBIN JOKYMCHT C pC3yJibTaTaMU WCHOBITAaHUH 110 JaHHBIM
ITOKa3aTCJIAM.

19. Ilepeuenp nokazaresnen sl IPOBEAEHUS UCIBITAHUI IPOIYKIIMU U CPOKHU
UCTIBITAHUH OTPEIENIETCA B COOTBETCTBUM C HOPMATUBHBIM JJOKYMEHTOM 10 KaY€CTBY

IPOIYKIIUH.

B ciryyae ecnu CpOKu UCIIBITAHUN HE NPEyCMOTPEHBI B HOPMATUBHBIX
JOKYMEHTAaX, TO UCIIBITAHUS IIPOBOAATCS B TEUCHUE NABAJIATH IIATH KaJCHIAPHBIX JHEU
CO JTHS MOCTYIIEHUsI 00pa3LOB JIJIsl OLIEHKU KayeCTBa MPOIYKIUU B aKKPEIUTOBAHHYIO
71a00paTOPHIO FKCIIEPTHON OPraHU3ALIHH.
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20. Pe3ynpTaThl HCTIBITAHUN OPOPMIISIOTCS MPOTOKOJIOM MCHBITAHUN IO popMe
COIUIACHO NPUJIOKEHUIO 5 K HacTosAuM lIpaBunam.

IIpu NMOJIOKUTENBHBIX pEe3yabTaTax UCIIBITAHUM SKCIIEPTHAsI OpTaHU3alus B
TE€YeHHUE JIBYX pabouux JHEH MOCIe IHS MOJy4YeHUs MPOTOKOJIA UCTIBITAHUHN U3BEIIAET
(B mpou3BOJIBHOM (hOpMe) TPOU3BOJAUTENSI O COOTBETCTBUU MPOTYKIIUA HOPMATHBHBIM
JIOKYMEHTAaM 110 Ka4€CTBY.

21. IIpu oTpuUATENBHBIX pe3yJIbTaTaX UCIBITAHUI IKCIIEPTHASI OpraHu3alus
oopMIISIET B TEUEHHE JIBYX paOOUMX JAHEH MOCie IHS MOIYyYEHUs TPOTOKOIa
UCIIBITAHUM OTPHIIATEIILHOE 3aKIIOYEHHE O KaueCTBE MPOyKIIUU 1O (JOpME COTIIACHO
npuiIoKeHHuto 6 kK HacToamuM [IpaBunam.

22. B cnyyae BbIHECEHUSI OTPULIATEILHOTO 3aKIIIOUEHHUSI, SKCIIepTHAs
OpraHu3alys B CPOK J0 ISITH padOUYMX THEW HAIPaBJIsSE€T COOTBETCTBYIOLIYIO
MH(POPMAIUIO B TOCYIapCTBEHHBIN OpPTaH JJis NPUHATHS PEILICHUH, IPEAYCMOTPEHHBIX
IyHKTOM 2 ctatbu 259 Kogaekca.

B cnyuasix Hecornacusi ¢ pe3yJibTaTaMu MIPOBEJCHHON OIIEHKH KauecTBa,
3asBUTEIIb OOpaIIacTcs B CyJl B yCTAaHOBJIEHHOM 3aKOHOAATEILCTBOM PecyOmrku
Kazaxcran nopsuke.
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[Ipunoxenue 1
K MpaBUJIaM IIPOBEICHUS
OLICHKM KayeCTBa JIEKAaPCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX W3JIEIHH,
3apEeTUCTPUPOBAHHBIX B
Pecnyonuke Kazaxcran

dopma

« » 20 roj

(Oama nodauu 3a516Ku)

(HaI/IMeHOBaHI/Ie n ajapec 3KCl'[epTHOI71 opraHnsaunn)

3asBKa Ha MPOBCACHUE OLICHKHN KAYE€CTBA JICKAPCTBCHHOI'0 CPEACTBA WIN
MEAUIMHCKOI0O u3J1e/Jins

1 HanmvenoBanue 3asBuTemns

2 MecToHax0XeHHE IOPHIUIESCKOTO U

3 AJZpec 0OCyIIECTBICHUS ACATENbHOCTH IOPHIMIECKOTO JIULA

4 BankoBck#e peKBU3UTHI 3asIBUTEIISI

5 MNudopmanus o 3asBIsieMOi TPOLYKIHN*

Topro- Howmep cepun JlaTa mpousBoa- Cpoxk rogaoctu (Cpok 3KCILTy- Pazmep [IpouzBoau- CrtpaHa-nipou3BOIH-

BOC Ha- (Cepwiinblit HO- | cTBa aTalnm) MapTHH TeNb Telnb

3BaHHE Mep)

6 3asBUTEIb, B JIHLIE (®.1.0. (pu HamUuuK) py-
KOBOJIMTEISI WM YHOJIHOMOYEHHOTO JIMLIA, IOJDKHOCTb) HACTOSIIEH 3asBKOM rapaHTHPYyeT JO0CTOBEPHOCTD NPEI0CTaBISHHON HH-
dhopmanuu

7 Jlara 3aroyiHeHus

8 Hoamuce, ©.1.0.(ipy Hanu4mm)

[Ipumeyanue

* OneHka Ka4ecTBa MPOAYKITMU HE POBOAUTCS HA OTACIHHO BBOSUMBIC
(TpOU3BOAUMBIE) KOMILJIEKTYIOITUE, BXO/ISIINE B COCTAB MEIUIIMHCKUX U3JEITUN U He
UCIIOJIb3YEMbIE€ B KAYECTBE CAMOCTOSITEILHOTO U3/IeNIUS UIIM YCTPOMCTBA, a TAK)Ke Ha
pacxoJHbIe MaTepUabl K MEAUIIMHCKUM H3EIUAM, CIICHIHMATbHO MTPEIHa3HAYCHHBIE
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Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
JlaTa ckauMBaHHS

20.12.2020
24.12.2020
20.12.2020
24.12.2020

MIPOU3BOAUTENIEM MEIULIMHCKOTO U3ETUS ISl UCITOJIb30BaHUS ¢ MEAUIUHCKUMU
U3JIETUSIMU, CIOCOOHBIE (DYHKITMOHUPOBATH TOJILKO C JAHHBIMH PACXOIHBIMU
MaTeprajaMH.
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[Ipunoxenue 2
K MpaBUJIaM IIPOBEICHUS
OLICHKM KayeCTBa JIEKAaPCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX W3JIEIHH,
3apEeTUCTPUPOBAHHBIX B
Pecnyonuke Kazaxcran

dopma

HaumeHnoBaHnue n ajipec 3KCl'[epTHOI7[ OopraHmsanuu

CepTudukar cOOTBETCTBHA NPOAYKIMHU

« » 20 T Ne
JIeCTBUTEIBHO JI0 « » 20 rojia IpH COOJIOACHIH YCIOBUN XpaHECHUSI

1. Hacrosiuuii cepTudukaT COOTBETCTBUSI MPOIYKLIUH yIOCTOBEPSIET, YTO MPOTYKIUS

(Haumenosanue u mun npodykyuu co2racro Iocydapcmeennomy peecmpy 1eKapCmeeHHblx
cpeocme U MeOUYUHCKUX U30eiull, cepusi, CPOK 200HOCMU, KOIUYECmME0 Napmuii)
POH3BEICHHAS

(cmpana, HauMeHO8aHUe NPOU3EOOUMEls)
HpEICTaBICHHAS

(HaumeHoBaHUe, MECIOHAXO0XHCOEHUE IOPUOUYECKO20 TUYd, aopec
ocywecmesinenus OesimeabHOCmu I0PUOULEcKo20 Tuya)

MIPOIIUIA OLICHKY KAa4eCTBa IMyTeM JeKJIapUPOBaHHS

2. CeprudukaT COOTBETCTBUS MPOIYKINH BbIJaH HA OCHOBAaHUHU CEPTH(PUKATOB

(GMP, Ne, oama evioauu, cpok oevicmeus uau 1ISO 13485, N, dama svioauu, cpok Oeticmeust)

(ceprudukar kadecTBa nponsoauTens Ne, 1ara Bb11auN)
3. JlononHuTensHas nHGopManus

(3anonnsiemcs npu Heo6xXo0UMocmu)
IMoarmucH yrmoTHOMOYSHHBIX JIHI]

MO/IIHCH ®.1.0. (npu HANMUIKM)

MOJIHCH @®.1.0. (nmpu Hanu4uK)
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[Ipunoxenue 3
K IIpaBHJIaM IIPOBCACHUA
OIICHKHN Ka4€CTBa JICKAPCTBCHHBIX
CpCACTB U MCANIINHCKHX I/I3I[GJIPII>'I,
3apCruCTpupoOBaHHLIX B
Pecnyonuke Kazaxcran
dopma

HaumeHoBaHue u ajapec 3KCl'[epTHOI7[ OopraHmsanuu

[Ipunoxenune

cepTu(UKaTy COOTBETCTBUS

MPOAYKIIUU

IlepeyeHb KOHKPETHOI NPOAYKINH, HA KOTOPYIO pacpocTpaHsieTcs JeiicTBue

ceme]mKaTa COOTBETCTBUA NPOAYKIIUHA

HanmeHnoBanue npoaykiuu B coorBercTBur ¢ I'ocynapcrsennsm peectpom JIC u MU,
HaMMEHOBAHUE MPOU3BOANTENS, CTPaHA-IIPOU3BOIUTEND

Cepusi, CpOK TOfIHO- Cpok IefcTBHS cepTH-
CTH, pazMep HapTHU (uKaTa COOTBETCTBUS

HOHHI/ICI/I YIIOJTHOMOYCHHBIX JIUII :

noonucy @.1.0. (npu nanuuuu)

noonuchL @.U.0. (npu nanuuuu)
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[Ipunoxenue 4
K MpaBUJIaM IIPOBEICHUS
OLICHKM KayeCTBa JIEKAaPCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX W3JIEIHH,
3apEeTUCTPUPOBAHHBIX B
Pecnyonuke Kazaxcran

dopma

HaumeHoBaHue u ajapec 3KCl'[epTHOI7[ OopraHmsanuu

Haumenosanue 3aseumens

ooaxcrocms, @.U.O. (npu Hanuyuu)
pyKogooumens

MecmonaxooicOerue opuouyecko2o auya,
aopec ocyujecmenenusi 0esimerbHoOCmu
IOPUOULECKO20 TUYA

No OT « » rojaa

Pemenue 00 oTkase B BbIa4e ceanq)mcaTa COOTBETCTBUA NMPOAYKIUN

1. OOmue cBeneHus

HanmMenoBaHue mpoyKuum:

JlekapcTBEeHHOE CPECTBO (C yKa3aHUEM JIEKapCTBEHHOH (OPMBbI, J03UPOBKHU, KOH-
LEHTpalX 1 00beMa 3all0IHEHHUs1, KOJINYECTBA JI03 B YIIAaKOBKe, Ne perucrpannoH-
HOTO YI0CTOBEPEHHSA)

MenunuHckoe u3zenue (KOMIUIEKTHOCT, Kiace 6e30macHoCTH, No perucTpaluoH-
HOTO yIOCTOBEPEHUS)

Howmep cepun (cepuitHblil HOMEp) (17151 MEIUIIMHCKUX U3ENNH, SBISIOMIMXCS ara-
patamu, mpuOOpaMu U 000PYJOBAaHUEM ), CPOK TOJJHOCTH (IKCILTyaTalllH), pa3mep
HapTHH

HanMeHnoBaHue opraHu3aluy-Iponu3BOIUTENs, CTpaHa

2. OcHoBaHus 1J1g 0TKa3a (OTMETUTh HY>KHOE)
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Kazakcran PecriyOnuKachIHbIH SJICKTPOHIbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penakumsnay kyHi
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaakiuu
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

JlaTa ckauMBaHHS

20.12.2020
24.12.2020
20.12.2020
24.12.2020

my6nuxke Kasaxcran

IPEIOCTABICHHUE HEIIOJIHOTO MTAKeTa JOKYMEHTOB COIVIACHO MEPEYHIO, IPEIyCMOTPEHHOMY IyHKTOM 7 IIpaBun
IIPOBEICHNUS OLICHKH KauecTBa JICKAPCTBEHHBIX CPEICTB M MEUIIMHCKHX H3/IEIHIA, 3aperHCTPUPOBAHHBIX B Pec-

Hpe[[CTaB.IIeHI/Ie JAOKYMCEHTOB € UCTCKIIMM CPOKOM HCﬁCTBHH

HBIX CPE/ICTB U MEMIMHCKUX u3enuit Pecyonuku Kazaxcran

HECOOTBETCTBHE CBEJICHUN B TNIPEACTABJIICHHBIX NOKYMEHTAX JaHHBIM FOCy,HapCTBeHHOI‘O peecTpa JIEKapCTBEH-

HEYCTpaHEHHE B YCTAHOBJICHHBIE CPOKHU BBICTABJICHHBIX SKCIIEPTHOM OpraHU3anuei 3aMeqanuil

[Toanucy ynmosHOMOYEHHBIX JIUIL:

NnOONUCD

@.U.0. (npu nHanuuuu), 00IHCHOCMb

NnOOnUCH

@.U.0. (npu naruuuu), 0oaxcHOCMb
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[Ipunoxenue 5
K MpaBUJIaM IIPOBEICHUS
OLIEHKH KaueCTBa JIEKAPCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX W3JIEIHH,
3apEeTUCTPUPOBAHHBIX B
Pecnyonuke Kazaxcran

dopma

MecTo HaHECEHUA

3Haka u (Win) HoMepa arTectaTta AKKpeIuTaluu

HaumMmeHoBaHue u ajapec 3KCl'[epTHOI7[ OopraHmsanuu

ATTECTAT aKKPEAUTALMH UCIBITATEILHOM J1adopaTopuu (Ne, CpOK AeicTBHUSA)

Axapec, Tejie(pOH IKCNEPTHON Oprann3annu (MCNbITATEILHOH J1a00paTOPHUN)
IIporokos ucnbITAHUNT

No OT « » rona CtpaHuna KommuecTBo

JUCTOB

CyOBeKkT (HauMeHOBaHHE, aJIpec):

HanmmeHoBaHue IMPOAYKIIHNH:

Bun ucnoeirannin:

OcHoBaHUE:

IIponsBoaurens, cTpaHa:




e.zarli

KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi 20.12.2020

Cakray KyHi 24.12.2020
Jlata penakuuu 20.12.2020
JlaTa ckauMBaHHS 24.12.2020

Cepus, napTus:

JlaTa IIPpOU3BOJACTBA:

KonmaectBo 00pasios:

CpoK roHoCTH:

Jlata Hayayia u jaTa OKOHYaHUS UCTIIBITAHUM:

O603HaueHNe HOPMATUBHOTO JJOKYMEHTA Ha MPOIYKIIHIO:

O603HaueHre HOPMATUBHOTO JOKYMEHTA Ha METObI UCIIBITAHUI:

Pe3ynbpTarhl HCTIBITAHUM

HaumenoBanue
rokasareeu

TpeboBaHus HOPMATUBHOTO JIOKY-
MEHTa Ha MPOJLYKIUIO

t°C u
BIIAK-
HOCTb (%)

dakTuuecku TI0JTY4Y€H-
HBIC PE3YyJIbTAaThl

Kpatkoe onucanue cooTBer-
CTBUS (HECOOTBETCTBHS)

3

3axnroyenue: [Ipencrapnennbie 00pa3iibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)

TpeOOBAHUSIM HOPMATUBHBIX IOKYMEHTOB (HY>KHOE MOJYEPKHYTh).

HOL[HI/ICI/I YIIOJTHOMOYCHHBIX JIMIL:

(OondxucHocms) (noonucw) @.U1.0.(npu Haruuuu)
(Oonarcnocmy) (noonucw) @.U.0.(npu naruquu)
(OondxncHocms) (noonucw) @.U.0.(npu naruuuu)

*[IpOoTOKOJ UCIBITAHUN PACTIPOCTPAHSIETCS TOJIBKO HAa 00pa3Lbl, MOBEPIHYThIE

ucnbiTanusaM. [lonHas uny yacTuuHas IIEePCIICUaTKa IIpoOTOKOJIA VCHIBITAHUH 03

MHMCbMEHHOTO Pa3pellIeHUs] SKCIIEPTHON OpraHu3aluy 3arpenieHa.




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 20.12.2020

; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 24.12.2020

* ey [ DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 20.12.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 24.12.2020

[Ipunoxenue 6
K MpaBUJIaM IIPOBEICHUS
OLIEHKH KaueCTBa JIEKAPCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX W3JIEIHH,
3apEeTUCTPUPOBAHHBIX B
Pecnyonuke Kazaxcran

dopma

HaumeHoBaHue u ajapec 3KCl'[epTHOI7[ OopraHmsanuu

« » 20 T

HaumenoBanue, @.1.0 (npu Haau4um) cyobekTa

HOJKHOCTh, D.U.O (Mpy HAJINYNM) PYKOBOIUTEJIA

MecToHaxoKAeHHE IOPHIHYECKOrO JUIIA, aTpec OCYIeCTBICHUSI AeATeIHLHOCTH
IOPHIHYECKOT0 JIUIA

OTpunarte/ibHOE 3aKJII0YEHUE
0 KayecTBe NMPOAYKIMH

IIpoBeneHs! 1abOpaTOPHbIE HCTIBITAHUS:

HaumeHoesaHue npodym;uu,

HoMep cepuu, CPOK 200HOCMU, pa3zmep Napmuu, HaUMeHOBAHUe
NpeonpuUsMuUsL-nPou3800UmMes, Cmpand

2. CorylacHO MPOTOKOITY UCTIBITAaHUI Ne

OT « » 20__ ropga, orobpaHHas

TIPOAYKIHS HE COOTBETCTBYCT Tpe6OBaHI/I}IM

HaMMEHOBaHHe M 0003HaUeHHEe HOPMATUBHOTO JIOKYMEHTA Ha 3asBJICHHYIO IIPOIYKIUIO




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
e = AKTLIepAiH STATOHIbI OaKblIay OaHKI
‘,‘ d' " DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

20.12.2020
24.12.2020
20.12.2020
24.12.2020

Tloarucu YIOJIHOMOYECHHBIX JIUIL:

noonucey @.1.0 (npu nanuyuu)

noonucs @.H.0 (npu Hanuyuu)



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 20.12.2020

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 24.12.2020

o ik G N [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 20.12.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 24.12.2020

[Ipunoxxenue 2 kK npukasy

IlepedyeHb yTpaTUBIIMX CHJIY HEKOTOPBHIX NPUKA30B MUHHKCTEPCTBA
3apaBooxpanenusi Pecnyoauku Kazaxcran

1. [Ipuka3z MuHHUCTpa 31paBOOXpPAHEHUS U COMMAILHOTO pa3BuTHs PecnyOmuku
Kazaxcran ot 26 Hos0pst 2014 rona Ne 269 «O6 yrBepxkaenuu [IpaBuin npoBeaeHus
OLICHKM 0€30IaCHOCTH U KauyeCTBa JIEKAPCTBEHHBIX CPEJCTB U MEAUIIMHCKUX U3EIH,
3apeructpupoBanHbiX B PecyOnuke Kazaxcrany» (3apeructpuponat B Peectpe
roCyJIapCTBEHHOM pPETNCTPAallM HOPMATUBHBIX MPaBOBBIX akToB oA Ne 10003,
omyOnukoBaH 8 ssHBaps 2015 roga B mHGOPMAIIMOHHO-TIPABOBOM CUCTEME «OIIETY);

2. IIpuka3z MunucTpa 3ApaBOOXpPaHEHUS U COITUATBHOTO pa3BUTHs PecmyOmuku
Kazaxcran ot 28 utonst 2016 roga Ne 569 «O BHeceHMH U3MEHEHHUS B PHUKA3
MuHucTpa 34paBOOXpaHEeHHs U cOLMaIbHOro pa3Butus Pecryonnku Kasaxcran ot 26
HOs10pst 2014 roma Ne 269 «O0 ytBepxkaenuu [IpaBun npoBeneHus orieHKA
0€30MaCHOCTH 1 Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB U U3ETUN METUIIMHCKOTO
Ha3HAauYEHUs, 3aperucTpupoBaHHbIX B PecmyOmmke Kazaxcran» (3aperucTpupoBaH B
Peectpe rocyaapcTBEHHON perucTpaivii HOPMaTUBHBIX MTPaBOBbIX akTOB oA Ne 13881,
onyOnukoBaH 9 aBrycra 2016 roga B uH(QOpPMaIIMIOHHO-PABOBOM CUCTEME «OILIET);

3. IIpuka3 Munuctpa 3npaBooxpanenust Pecriyonuku Kazaxcran ot 17 mast 2019
rona Ne KP ICM-82 «O BHeceHUH U3MEHEHUI B PUKa3 MUHUCTpA 31paBOOXPAHEHUS
U counanbHoro pazsutus Pecniyonuku Kazaxcran ot 26 Hosi0psa 2014 roga Ne 269 «O06
yrBepxaeHuu [IpaBut npoBeeHNs OLEHKH O€30MacCHOCTH U KayecTBa JIEKapCTBEHHBIX
CPEIICTB U U3JAENTUN MEIUIIMHCKOTO Ha3HAUYEHHUSI, 3apETUCTPUPOBAHHBIX B PecnyOmunke
Kazaxcran» (3apeructpupoBan B PeecTpe rocy1apcTBEHHON perucTparuu
HOPMAaTHUBHBIX MPaBOBBIX akTOB 1o Ne 18699, omybnukosan 27 mast 2019 rona B
DTaJOHHOM KOHTPOJIbHOM OaHKe HOPMATHBHBIX IPABOBBIX aKTOB PecryOnnku
Kazaxcran);

4. Ipuka3z Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 6 utons 2020
roga Ne KP ICM-79/202 «O BHeceHUHU JOTOJHEHUH B Ipruka3 MUHHUCTpa
31paBOOXPaHEHUs U colUaIbHOTO pa3Buths PecryOnuku Kazaxcran ot 26 HOsIOps
2014 roga Ne 269 «O06 ytBepxaennn [IpaBui nmpoBeaeHUs OIEHKH 0€30MaCHOCTU U
KaueCTBa JICKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3JIEIHNH, 3apErUCTPUPOBAHHBIX B
PecnyOnuke Kazaxcran» (3apeructpupoBat B PeecTpe rocy1apcTBEHHOM perucTpaiuu



KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
e . AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
- ‘ a iy DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
JlaTa ckauMBaHHS

20.12.2020
24.12.2020
20.12.2020
24.12.2020

HOPMAaTHUBHBIX MPaBOBBIX akTOB 1o Ne 20937, onyosukoBan 06 utons 2020 rona B

DTaJIOHHOM KOHTPOJIHLHOM OaHKE HOPMAaTHBHBIX IMPABOBBIX aKTOB PecmyOauku
Kazaxcran).



