Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 27.01.2021

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 27.07.2025
s iGN I DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB JlaTa pesaKiyu 27.01.2021
Pecny6nnku Kazaxcran B 3J€KTPOHHOM BH, o
ecmryG, a3aXCTaH B SIICKTPOHHO e JlaTta ckaunBaHMs 27.07.2025
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 16 anpenst 2019 rona
Ne KP JICM-40. 3apeructpupoBaH B
MuHHCTEpCTBE IOCTULIUH
Pecniy6nuku Kazaxcran 18 anpens
2019 roma Ne 18547. Yrparun cuiy
npukasoM MuHucTpa
3]ipaBoOXpaHeHus PecryOuuku
Kazaxcran ot 27 suBaps 2021 rozna
Ne KP JICM-9 (BBOAMTCS B IEHCTBHE
10 HCTEUCHHH JECATH KaJeHIapHBIX
JHEH co AHS IepBOro OpUIMAILHOTO
OInyOIMKOBaHHMS )

O BHeceHMH M3MEHEHUH B IpUKa3 MuHucTpa 3A1paBooxpaHeHus PecnyOimkn
Ka3zaxcran ot 19 Hos0pst 2009 roga Ne743 «O0 yrBep:knenun IIpaBui oneHku
YCJI0BHMI IIPOU3BOACTBA M CUCTEMbI 00eCIeYeHHsl Ka4ecTBA IIPH roCy1apCTBEHHOM
PerucTpauyu JeKapCcTBEHHbIX CPEACTB, H31eIUs MeIJMIMHCKOI0 HAa3HAYEHHUS H
MEIHIMHCKOM TeXHUKID)

Cuocka. Ympamun cuny npukazom Munucmpa 30pasooxparerus PK om
27.01.2021 Ne KP JICM-9 (86o0umcs 6 Oeticmsue no ucmedeHuu 0ecsimu KaieHOapHblx
OHell cO OHs Nep8o2o 0PUYUATLHO20 ONYOIUKOBAHUSL).

B cootBercTBuu ¢ mynkTom 11 crarbu 71 Konekca Pecniyonuku Kazaxcran ot 18

cenTs0pst 2009 roga «O 310pOBbE HAPOAA U CUCTEME 3IPABOOXPAHEHUS
IMPUKA3BIBAIO:

1. BHectu B npuka3 Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 19
HOs10ps 2009 roma Ne 743 «OO0 yrBepxkaeHuu [IpaBui oueHKH yCI0BUIl NPOU3BOJICTBA U
CUCTEMBbI OOEeCTieueHus KauecTBa MPHU rocyJapCTBEHHOM PErucTpaluy JeKapCTBEHHbIX
CPEICTB, U3IETUI MEIUIMHCKOTO Ha3HAYCHHS U METULIMHCKON TEXHUKI)

(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiii HOPMAaTHUBHBIX MPABOBBIX

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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aktoB 1o Ne 5933, ony0nukoBan B CoOpaHUM aKTOB UEHTPAIBHBIX UCIIOTHUTEIbHBIX U
WHBIX [IEHTPAIBHBIX TOCYIapCTBEHHBIX opraHoB Pecryonuku Kazaxcran Ne 5, 2010
rojia) CIeayrome nN3MEHEHUS:

3aroJIOBOK M3JIOKUTh B CIEAYIOLIEN peAaKIIN:

«O06 yTBepxkeHnn [IpaBui olleHKH YCIOBUI MPOU3BOICTBA U CUCTEMBI
obOecrieueHus: KauecTBa MPHU TOCYJapPCTBEHHOM pErucTpaluu JeKapCTBEHHOTIO CPEICTBA
WM METULMHCKOTO U3JICIIHS»;

NYHKT | U3JI0KUTH B CIICIYIONICH pelaKIuu:

«1. YTBepauth npunaraeMblie [IpaBuiia olleHKH yCIOBUI TPOU3BOJICTBA U
CUCTEMBI 00ECTIEUeHHsI KaueCTBa MPU roCyJapCTBEHHOM PErucTpaluy JeKapCTBEHHOTO
CPEZICTBA UM MEAUIIMHCKOTO U3JIETIHUS.»;

[IpaBuna OlleHKHM YCTOBUHM IPOM3BOJICTBA U CUCTEMBI O0ECIIEUEHUS KaueCTBa MPH
rOCyapCTBEHHOM PErUCTPALINU JIEKAPCTBEHHBIX CPEACTB, U3AETUNA MEAUIIUHCKOTO
Ha3HAYCHUS U MEAULIUHCKOW TEXHUKH, YTBEPKICHHBIE YKa3aHHBIM ITPUKA30M,
V3JIOKUTH B HOBOM PENAKIIMU COTJIACHO MPUIIOKEHUIO, K HACTOSIIEMY ITPUKA3y.

2. Komurery dapmaniun MunucrepcTBa 3apaBooxpanenus PecriyOmuku
KazaxcTan B yCcTaHOBJIEHHOM 3aKOHOAATEILHOM MOPSAJIKE 00ECIIEUHTD:

1) rocy1apcTBEHHYIO PErUCTpAIMI0 HACTOSIIIETO TpruKa3a B MUHUCTEPCTBE
toctuniuu Pecry6onmku Kazaxcray;

2) B T€YEHUE AECITH KAJIEHIAPHBIX JHEN CO JHS TOCYAAPCTBEHHON PETHCTpalun
HACTOSLIEr0 MPUKa3a HAIlPABJIEHUE €r0 KOMMUU B OyMa)KHOM U 3JIEKTPOHHOM BHUJIE Ha
Ka3aXCKOM M PYyCCKOM $3bIKax B Pecny0iMKaHCKOe TOCy1apCTBEHHOE PEANPUsATUE Ha
IpaBe XO035HCTBEHHOI0 BeJeHUsS! « THCTUTYT 3aKOHOIaTENbCTBA U IPABOBOM
uH(popmaru Pecnyonuku Kazaxctan» Munucrepctsa roctunnu Pecy0nmku
Kazaxcran nns odunnaibHOro omyOJIMKOBaHUS U BKIIOYEHHS B DTaTIOHHBIN
KOHTPOJIbHBIN 0aHK HOPMATUBHBIX MPABOBbIX akTOB PecnyOnuku Kazaxcran;

3) pa3melleHne HACTOSIIET0 COBMECTHOIO IIPUKa3a Ha HHTEPHET-peCypce
MunucrepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran nocie ero opuuuaibHOro
OIyOJIMKOBaHUS;

4) B TeueHue AeCATH pabOUUX JHEH MOocie rocy1apCTBEHHON perucTparuu
HACTOSIIEro nMpukaza B Munucrepcerse roctuiiuu PecyOnuku Kazaxcran
npenacraBieHre B JlenapTraMeHT IpuaIndecKoi ciryk0pl MUHHCTEpPCTBA
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3apaBooxpaHenus Pecnyonuku Kazaxcran cBeieHu 00 HCIOJHEHUN MEPOTIPUSITUH,
PEeyCMOTPEHHBIX MOAMYHKTaMu 1), 2), 1 3) HACTOSIIIETO IMyHKTA.

3. KOHTpoJIb 32 HCIIOTHEHUEM HACTOSIIErO MIPUKa3a BO3JIOKUTh Ha
KypHUPYIOLIEro BUIle-MUHHUCTpA 3/ipaBooxpaHeHus Pecnyonuku Kazaxcran.

4. Hacrosiiuii npyuka3 BBOJAUTCS B ACHCTBUE M0 UCTEUEHUHN JIECATU KAJICHIAPHBIX
JTHEH TocTie THS €T0 TMePBOro 0(QUIIMATEHOTO Oy OTMKOBAHUS.
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[Ipunoxenue k npukasy
MunucTpa 3apaBOOXpaHEHHUS
PecnyOnuku Kazaxcran
oT 16 anpens 2019 roxa
Ne KP ICM-40

YTBepKAEHBI IIPUKA30M
MunucTpa 3apaBOOXpaHEHHUS
PecnyOnuku Kazaxcran
ot 19 Hos6pst 2009 roga Ne 743

IIpaBuaa
OLICHKH YCJIOBHH NMPOU3BOACTBA U CUCTEMbI 00eClIeYeHUsI Ka4ecTBa MPH
rocyIapCTBEHHOMN PerucTpauum JIEKapCTBEHHOr0 CPeACTBA MJIM MEAULMHCKOI0
U3aeus

I'rasa 1. O0mue moJjIoKeHus

1. Hactosimue [IpaBuia orieHKH yCIOBHM MMPOU3BOJICTBA U CHCTEMBI
o0ecrieueHns1 KauyecTBa MPHU TOCYJaPCTBEHHOMN PErucTpaiyy JeKapCTBEHHOTO CPeCTBa
WIM MEIUIMHCKOTO u3enws (nanee - [IpaBumna) onpeaenstoT mopsaoK MpoBeIeHUS
OIICHKH yCJIOBUI MTPOMU3BOCTBA M CHCTEMBI 00€CIICUeHHUS KaueCTBa JIEKAPCTBEHHOTO
CpeACTBa WU MEIUIIMHCKOIO U3ENHUs (J1aiee - OlleHKa MPOU3BOJICTBA).

2. OueHka IpOU3BOICTBA OCYIIECTBIIAETCS IOCYIaPCTBEHHOM 3KCIEPTHOM
opraHuzanuei B cepe oOpalieHus JeKapCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3/IETUN
(anee - sKcHepTHAs OpraHU3alysl) MMyTeM MOCEIIEHNUs 00bEKTa MO MPOU3BOICTBY
JIEKapCTBEHHOT'O CPEICTBA WM MEAULMHCKOIO U3/1enus (1ajee - Opranu3anusi-
POU3BOIUTEND) B LENSIX MOATBEPKICHUS:

1) Uit TeKapCTBEHHBIX CPEJCTB - COOTBETCTBUS MPOU3BOICTBA,
IPOU3BOJICTBEHHOTO y4acTKa (TUIOIIaIK1) TpeOOBaHUSAM CTaHAApTa HaJuIeKalen
npoun3BoicTBeHHON npakTuku (GMP), yTBepKneHHbIM ITpuka3zoM MUHHUCTpa
31paBOOXPaHEHUs U colranbHOoro pa3sutus Pecnyonuku Kazaxcran ot 27 mas 2015
rosia Ne 392 «O06 yTBepx)AeHUHN HaATEKAIMKUX (HapMaIleBTUUECKUX TTPAKTUK
(3apeructpupoBaH B PeecTpe rocy1apcTBeHHOM perucTpaiii HOpPMAaTHUBHBIX MPABOBBIX
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aktoB noJ1 Ne 11506) (manee — mpuxas Ne 392), 3a HCKITIOUEHHEM OTEUECTBEHHBIX
IPOU3BOUTENEH JIEKAPCTBEHHBIX CPEACTB, UMeroux cepTudukar GMP u ns
MEUIIMHCKUX U3JICNIUN - TpEOOBAHUSIM CUCTEMBI MEHEPKMEHTA KauecTBa MpU
npousBojcTBe MeaunuHckux u3aenuit [ISO (MCO) 13485;

2) cooTBETCTBUS (DaKTUUECKUX JTAHHBIX, TTOJIYYCHHBIX B XOJI€ TPOBEICHUS
OLICHKU IPOU3BOJICTBA, JAHHBIM, 3asBJICHHBIM B PErUCTPALIMOHHOM JIOCHE IIPU
JKCIEPTU3E JEKAPCTBEHHOIO CPECTBA WIIA MEIUIIMHCKOTO U3IETIH.

3. O1ieHKe MPOU3BOACTBA MOIEKAT OOBEKTHI, OCYIIECTBISIONINE KAK MOJHBIH,
TaK U HETOJHbBIN (pacdacoBka, ymakoBKa U MapKUPOBKA) IIUKIIbI POU3BO/ICTBA
JICKapCTBEHHOTO CPEJICTBA WM MEAUITMHCKOTO U3/ICITUS, @ TAKKE TIPOU3BOJICTBO
JICKapCTBEHHBIX MPENapaToB [l KIMHUISCKUX HUCTIBITAHUN.

4. OueHka nIpou3BOJICTBA OCYIIECTBIISIETCA B CIydasX:

1) skcnepTU3bl J€KAPCTBEHHBIX CPEJCTB OPraHU3ALNI-TIPOU3BOUTENEH, paHee
HE PETUCTPUPOBABIIUX NMPOoayKIuio B PecniyOnuke Ka3zaxcran uiu paHee He
MOCTABJISBIINX MPOAYKIIMIO C TPOU3BOJCTBEHHBIX YYACTKOB (ILJIOIIAI0K) B PecryOnuky
KazaxcraH, 3a UCKIIIOUEHUEM POU3BOAUTENEN CTPAH pernoHa MexIyHapoaHOoU
KOH(EpEeHIMH 10 TAPMOHMU3AIIUA TEXHUUECKUX TPeOOBaHUMN K perucTpaiuu
JIEKapCTBEHHBIX MpenaparoB s MeauuuHckoro npuMmeHenus (ICH) (AiCuldiiu);

2) BKCTIepTU3bI METUITMHCKHUX U3MIeTui 2a (CTepuibHbIe), 20 1 3 Kacca
0€30MacHOCTH B 3aBUCUMOCTH OT CTENEHU MOTEHIIMATILHOTO PUCKA TPUMEHEHUS
OpraHu3alUi-IPOU3BOAUTEINICH, PaHEE HE PETMCTPUPOBABLINX MPOJYKIIHIO B
PecnyOnuke KazaxcTan uiam panee He MOCTABISBIIUX MPOIYKIUIO C
IPOU3BOJICTBEHHBIX Y4acTKOB (Tuiomagok) B PecnyOnuky Kazaxcran;

3) nmpeaycMOTpEeHHbIX IMyHKTOM 36 [IpaBuit mpoBeneHus SKCIEePTU3bI
JIEKapCTBEHHBIX CPEACTB U MEIULIMHCKUX U3ACIINNA, yTBEPKIAECHHBIMHU PUKa30M
MunucTtpa 3apaBooxpanenusi Pecriyonuku Kazaxcran ot 18 HossOps 2009 royma Ne 736
(3apeructpupoBaH B PeecTpe rocyjapcTBEHHOM perucTpalii HOPMATUBHBIX TPABOBBIX
akToB 1o Ne 5926).

5. OueHka Mpou3BOJCTBA OCYILECTBISAETCS 32 CUET CPEJICTB 3asIBUTENS HA
OCHOBAaHUU JIOI'OBOpPA C DKCIIEPTHON OpraHU3aLuei.
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6. PenieHue o nocemeHny opranu3anuu-1ponu3BOIUTEIIS MPUHUMAETCA Ha dTare
MPOBEJICHUS SKCIIEPTHBIX Pa0dOT B CIIyUasx, IPeAYCMOTPEHHBIX TyHKTOM 4 HACTOSIITUX
[IpaBui.

7. CpoKH OpraHu3aiuy U MPOBEAECHUS OLIEHKU ITPOU3BOACTBA, HE BXOJAT B CPOK
IIPOBEICHUS DKCIIEPTU3HL.

I'naa 2. Ilopsiaok opraHu3anuy 4 NpPoBeJACHUNA OLEHKH YCJIOBHA MPOU3BOACTBA U
CUCTEMBI 00eCIeYeHUs Ka4eCTBA JIEKAPCTBEHHOI'0 CPEeACTBA MJIM MEAULIMHCKOT0
U3/1e/IUA

8. I[JI)I IMPOBCACHUA OLICHKH ITPOU3BOACTBA 9KCIICPTHAA OpraHu3aluid HaIlpaBJIsACT
3a4ABUTCIIIO YBCAOMIICHHUC B HpOHSBOJ’IBHOfI (bopMe 0 H€O6XOIII/IMOCTI/I IMPOBCACHUA
OLCHKHU ITPOHU3BOACTBA.

9. 3aaButens B TeueHne 30 KaJeHIAPHBIX JHEU CO JHS MTOIYYEHHUS YBEAOMIICHUS
0 He0OXOIMMOCTH MPOBEJCHUS OLIEHKH ITPOU3BOJICTBA HAMIPABIISIET B KCIIEPTHYIO
OpraHu3alMI0 MUCHMO O COTJIACUU MPOBEJIEHUS OLIEHKH MMPOU3BOCTBA (C YKa3aHUEM
IUTAHUPYEMBIX CPOKOB). [Ipo10IKUTENBHOCTS OPraHU3aliy U IPOBEACHUS OLIEHKH
IIPOM3BOJICTBA HE NpeBblmacT 90 KaleHIapHbIX JHEN CO JHS NOJIyYCHUS YBEIOMIICHUS
0 HEOOXOAMMOCTH €€ MTPOBEICHHUS.

10. IIpoBeneHne OLIEHKU MPOU3BOACTBA OTKJIAIBIBAETCA WIIM OTMEHSETCS MPH

HETPEBUICHHBIX COOBITUSX YPE3BBIUAHOTO XapaKTepa B CIIydasx:
1) BoenHOro ACCTBUS;
2) 9KOJIOTMYECKON CUTYaLINH;
3) upe3BBIYAMHON CUTYAIMH MPUPOTHOTO U TEXHOTCHHOT'O XapaKTepa;
4) anuIeMUH 1 STIM300THH B CTpaHax BhE3/a.

11. Bpems 1 CpOKM MPOBEAEHUS OLIEHKU TPOU3BOJICTBA OTOABUTAOTCS
COpa3MEPHO BPEMEHH, B TEUEHHE KOTOPOTO IMPOUCXOAAT CUTYaLlUH, IIPELYCMOTPEHHBIE
nyHkToM 10 HacTosmux IIpasui. [IponomkuTenbHOCTh HENPEABUIEHHBIX COOBITUI
YpE3BBIYANHOIO XapakTepa MpeaycMOTpeHHOro myHKToM 10 Hactosmux [IpaBuit He
BXOJUT B CPOK IIPOBEAECHUS OLIEHKU ITPOU3BO/ICTBA.
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3asBurenb He no3aHee 10 kaneHaapHbIX AHEH B MUCbMEHHOW MMPOU3BOJIBHOM
dbopMe yBeTOMIISIET SKCIEPTHYIO OpraHU3alHio O (PaKTe HACTYIUICHUS WU
MIPEKPALIEHUs AEUCTBUS, IPETYyCMOTPEHHOTr0 MyHKTOM 10 HacTosimux [IpaBun ¢
peIoCTaBICHUEM NOATBEpKAAIONICH HHpopMaluu (MMCbMO TTOCOIBCTBA,
MPOU3BOJIUTENSA, PETYIATOPHBIX OPTAHOB CTPAHBI-MIPOU3BOAUTEIS).

12. Komuccus 1o orieHKe yCIoBUM MPOU3BOACTBA (Jajiee - KOMUCCHSA),
dbopmupyemas U3 yucia pabOTHUKOB SKCIIEPTHON OpraHU3AINH, pa3padaThiBacT
[IporpamMmmy OlLIEHKH yCIOBUH TPOU3BOJICTBA U CUCTEMBI 00ECIICUCHHS KaueCcTBa 10
dbopme coriacHo puiIoKeHuIo 1 k HactosmuM [IpaBuinamM 1 He MeHee JeM 3a 5
pabouux JIHEW 0 Havaia OLEHKH MPOU3BO/ICTBA HAIIPABJISET €€ 3asBUTEIIO HA
OYMa)KHOM M 3JICKTPOHHOM HOCHUTEJISIX.

13. IIpu opranu3zanuu u NpoOBEJECHUN OLIECHKU TPOU3BOICTBA 3asBUTEIb
oTpesieNisieT OTBETCTBEHHOE JIUIIO, 171l 00ecieueHus IepeBoga He0OX0IMMOi
uH(pOpMAaIMU Ha Ka3aXCKUM U (MJIM) PYCCKUM S3BIKH, a TAKIKE COMIPOBOXKACHUS
KOMHUCCHHU BO BPEMS IPOBEICHUSI OLIEHKH POU3BO/ICTBA.

14. IIpn mpoBeEHNN OLIEHKHU ITPOU3BOICTBA YWICHBI KOMUCCUU PYKOBOACTBYIOTCS
Hactosummu [IpaBunamMu 1 HOpMaTUBHBIMU [TPaBOBBIMU aKkTaMu PecryOnnku
Kazaxcran B cepe oOpallieHus: JeKapCTBEHHBIX CPEACTB U MEIULIMHCKUX U3EIIUN.

15. B xozie mpoBeeHHsI OLIEHKH MPOU3BO/ICTBA WIEHBI KOMUCCUU B COOTBETCTBUU
C IPOrPaMMOM BBIIIOJIHAIOT OLIEHKY 0OBEKTOB, OCYIIECTBIISIFOT O3HAKOMIIEHHUE C
JOKYMEHTAIIMel 1 3alIUCsAMHU, BEYT OMPOC OTBETCTBEHHBIX JIUI] U HAOJI0IEHHE 3a
NesATENbHOCThIO Ha pabounx mecTax. [lonmyyennas unpopmarus orpaxaercs B pabodnx
3anucsax wieHoB Komuccum.

16. Ilpu orieHke MPOM3BOJICTBA B CiIyyae 0OHAPYKEHUSI HECOOTBETCTBUN
opopmitsiercst [IpoTOKOI KPUTHYECKUX HECOOTBETCTBUM 10O (hOpME COTIIACHO
NPUIOKEHHIO 2 K HacToamuM [IpaBunam.

17. B npouecce OLEHKH MPOU3BOICTBA WICHBI KOMUCCUU OCYIIECTBISIOT ayIUO
(Buze0) 3anuch U GOTO ChbEMKY, a TAK)KE CHUMAIOT KOMMH C JOKYMEHTOB, HE
SABJISIFOIIMXCSI KOMMEPUYECKOW TalHOM WM KOH(PHUICHIMATbHON HH(POpMALIHE.

18. UneHsl KOMHCCHH COOJIIOAAIOT KOHPUIECHIUATBHOCTD CBEICHUI,
N0JIy4aeMBbIX B IIPOLIECCE TOATOTOBKHY M IIPOBEICHUS OLEHKH ITPOU3BOJICTBA, a TAKXKE
COXPaHsSI0T KOHPHUACHIIMAIBHOCTh PE3YJIbTATOB OLIEHKU MTPOU3BOCTBA.
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19. Tlo pe3ynbpTaTam OLEHKHU NMPOU3BOJICTBA B TeueHUE 30 KaJIeHAAPHBIX JHEN
dbopMHpyETCsl OTUYET O PE3yJIbTaTax OIEHKU yCJIOBUI MPOU3BOCTBA U CUCTEMbI
oOecrieyeHus: KauecTBa MPHU TOCYIapCTBEHHON pEruCTpaliy JIEKApCTBEHHOTO CPECTBA
1o popMe coriaacHo MPUIOKEHUI0 3 kK HacTosmuM [IpaBuiaM, oT4eT 0 pe3yabTaTax
OILICHKH YCJIOBUI MPOU3BOJCTBA U CUCTEMbI 00€CIIeYeHUsI KauecTBa MpU
rocyJapCTBEHHOW PErucTpalyi MEJUIMHCKOIO U3/ IO (pOpME COTIIACHO
NpUIOKeHHIo 4 K HactosAmuM [IpaBuiam u OTYET O pe3yabTaTax IPOBEACHUS
71a00paTOPHBIX UCIIBITAHUI B JIaA0OPATOPUK KOHTPOJISI KaUeCTBa Ha MPOU3BOJICTBE U
(M) KOHTPAKTHOM JTabopaTopuu 1o (opMe COTIACHO MPUIIOKEHUIO 5 K HACTOSTITIM
[IpaBunam.

OTtuyeT o pe3yJsibTaTax OIEHKH yCJIOBHUI MTPOU3BOJICTBA U CUCTEMBI 00ECTICUCHUS
KayecTBa MPHU rOCyIapCTBEHHOM PErUCTPaLK JIEKAPCTBEHHOIO CPeACTBa o popme
COTJIACHO MPUJIOKEHUIO 3 K HacToAmuM [IpaBunam, oT4eT o pe3yiapTaTtax OLEHKH
YCJIOBUH MPOU3BOJICTBA U CUCTEMBI 00ECTICUCHUS KaueCTBa IIPHU TOCyAapCTBEHHON
pPETHCTpaliU METUITMHCKOTO U3/IENUs 10 (hOpMe COTIIACHO MPUIIOKEHUIO 4 K
HacrosuM [IpaBunam u oTdeT 0 pe3yibTaTax MpPOBeACHUS Ja00PaTOPHBIX UCTIHITAHUIMI
B 1a0OpaTOpPUU KOHTPOJISI KaueCcTBa Ha MPOU3BOJICTBE U (MJIM) KOHTPAKTHOM
nabopaTtopuu 1o GpopMe coraacHoO NMPUIOKEHHUIO 5 K HacTosuM [IpaBunam
COCTaBJISIETCS B ABYX IK3EMIUISIpaxX, U3 KOTOPHIX MEPBHIN HANIPABIISICTCS 3asIBUTEIIO,
BTOPOM OCTAETCS B 3KCIIEPTHOM OPraHU3aIUN.

20. Opranuzaus - IpOU3BOIUTEb MOXKET 00’KaJIOBaTh OTPUIIATEIIBHOE
3aKJIFOUYCHHE OTUETa M0 OIIEHKE MPOU3BOJICTBA B MOPSJIKE, YCTAHOBICHHOM
3akoHoaaTenbcTBOM Pecrybnuku KazaxcraH.
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[Ipunoxenue 1
K [IpaBuiam oLieHKH yCII0BHI
MIPOU3BOJICTBA U CHCTEMbI 00€CTIeUeHUs
Ka4ecTBa IIPU TOCYAapCTBEHHOU
pPErUCTpalMU JEKAPCTBEHHOTO CPEACTBA
VI MEIULIIMHCKOTO U3EIUs

ITporpamma
OLICHKHU YCJIOBHM MPOU3BOACTBA U CUCTEMbI 00eCIeYeHUsI KayecTBa

(HanMeHOBaHUE OPTraHU3ANUN-TIPOU3BOIUTEIIS)

(HaHMeHOBaHHe JEKAPCTBECHHOI'0 CPEACTBA WIN MEIUITUHCKOT0 U3€JIUSA — HYKHOC€

OCTABHTH)

IIEPUOJ IPOBEACHUSA C «__ » o «__ » 201 rona

1. lens

2. CocraB KOMHCCHU

3. IlpeaMerT u MOpsIIOK MPOBEACHMS OLICHKH POU3BOCTBA

4. HeoOxonuMsle ycioBust

Ne Jara / ITpou3BoACTBEHHBIE YUACTKU/TIOApa3ieIeH s/ IPOLECChl/ CUCTEMBI, TOIe- UieHsl Ko- CorpoBoxatomue
BpEMs Kalue OreHKe MHCCHH Mna
1 2 3 4 5

PyKOBO[[I/ITBHL KOMHCCHUH

momnuck  Damunus, uMs1, 0TIECTBO (IIPU HATUYNH)

« » 20 T.

UsieHbl KOMUCCUU

noanuck  Damuims, UMsi, 0TYECTBO (IIPU HATUYUH)
« » 20 T.
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[Ipunoxenue 2
K [IpaBuiam oLieHKH yCII0BHI

IMPOU3BOACTBA N CUCTCMBbI oOecrieueHus

KauecTBa IIPU TOCyJapCTBEHHOU

perucTpanvm JEKapCTBECHHOI'0 CpCaACTBA

WM MCOUITMHCKOI'O U3 ACIINA

IIpoToK0J KPpUTHYECKHX HECOOTBETCTBUH

1. Pe3rome

HaumenoBaHue, azpec, peKBU3UTHI TPOM3BOACTBEHHOTO YYacTKa, TeJleOH, AeKTPOHHbIH axpec u aaHHbie GPS ([Ixulludc)

Cocras komuccuu (P.1.0. (mpu HaNU4um), TOIHKHOCTB)

Jara(b1) mpoBeicHNS OLIEHKH YCIIOBHI MPOM3BOCTBA U CUCTEMBbI 00ECIICUCHUsI Ka4eCTBa

Howmep(a) 3asaBkn(0K) JI€KapCTBEHHOTO CPeICTBA (MEIUIIMHCKOTO U3ICIHS)

HanmeHoBaHue(s1) 1€KapCTBEHHOT0 CPeAcTBa (MEIMIIMHCKOTO M3/IENNs), 3asBJICHHBIX Ha DKCIEPTH3Y MIPU rOCy1apCTBEHHON PErHCTpaIiuu

2. HecooTBeTcTBUSA

HCpC‘-ICHL KPUTHICCKUX HECOOTBETCTBHIt HecootBeTcTBHE

| € Kputnueckoe

JlokazaTenbcTBO(a) HECOOTBETCTBHSA

HecootBeTrcTBHE

| € Kpurnueckoe

JlokazarenbcTBO(a) HECOOTBETCTBHUS

HecootBercTBHE

| € Kpurnueckoe

JlokazaTenbcTBO(a) HECOOTBETCTBHS

HecootBeTcTBue

| € Kpuruueckoe

JlokazaTenbcTBO(a) HECOOTBETCTBHS

3. KomMmeHTapuu npeacTaBUTeNsl OpraHu3alui— MPOU3BOAUTES (MU
1abopaTopuu KOHTPOJIS KadecTBa)™**

*[Ipumeuanue

I[aHHLIP'I HpOTOKOJ'I HECOOTBETCTBHUH 3aII0JIHSIETCS BO BpeMs IIPOBCIACHUA BTTX

TITYTAacB OlIEHKH YCJIOBUM MPOU3BOJCTBA U CUCTEMBbI O0ECIIEUEeHHs KaueCTBa, B ABYX




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 27.01.2021
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 27.07.2025
& ‘ d' ,' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 27.01.2021

P K
ecryOinky KazaxcraH B 3JIGKTPOHHOM BHUJIE Tlara ckaunpams 27.07.2025

3K3EMIUISIpax, OAUH U3 KOTOPBIX NEPENAETCS MPEACTABUTEIII0 OPraHU3allin-
MIPOU3BOAUTEIIS U YIIOJTHOMOYEHHOT'O UM JIMIIA, BTOPOX — MPUJIATaeTCs K OTYETY U
SABJIAETCA HEOTHEMJIEMOM €T0 YaCThIO.

HpOTOKOJ'I HECOOTBETCTBUM SBISCTCS O(I)I/II_[I/IaJIBHBIM YBCOAOMJICHHEM
OpraHu3aluru-IIpoOU3BOAUTCIIA 00 O6H3py>I(eHHBIX KPUTHYCCKHNX HCCOOTBCTCTBHAX.

** He 00s13aTEIbHO K 3aI0JTHEHUIO.

PykoBoauTens KOMUCCHH:

IOAIIHUCH q)aMI/IJII/IH, HUMs, OTYECCTBO (HpI/I HaJ'II/I‘{I/II/I)

UJIeHBI KOMHCCHH:

MO/IIHCH damunusi, UMsi, 0TYECTBO (TP HATTHYHH)
MOJITUCH Damusins, UMs1, 0TYECTBO (IIPH HATHYHHN)
« » 20

Hpe[{CTaBI/ITeHH OpraHu3alunu-IIpoOU3BOANUTEIIS WU YIIOJTHOMOYCHHOI'O UM JIMIA:

MOJIITHACH damuiusi, UM, 0TY4ECTBO (TP HATTMYHHN)

MO IITUCH Damuius, UMs, 0TYECTBO (TIPH HATHYHH )
« » 20
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[Ipunoxenue 3
K [IpaBuiam oLieHKH yCII0BHI
MIPOU3BOJICTBA U CHCTEMbI 00€CTIeUeHUs
Ka4ecTBa IIPU TOCYAapCTBEHHOU
pPErUCTpalMU JEKAPCTBEHHOTO CPEACTBA
VI MEIULIIMHCKOTO U3EIUs

OTtuer
0 pe3yJIbTaTaxX OLEHKH YCJI0BHUIA MPOU3BOACTBA U CHCTEMBI 0O0ecreyeHnsl KauecTBa
MPH FOCyIaPCTBEHHOI PerucTpamum JeKapCcTBEHHOI 0 CPeACTBA

(HaMMeHOBaHMEe OPraHN3ALMH-TIPOU3BOAUTEJIS)

(HauMeHOBaHHe JIEKAPCTBEHHOT0 CPE/ICTBA)

1. Pe3rome

HaI/IMeHOBaHI/Ie, aapec, pCKBU3UTHI TPOU3BOACTBEHHOI'O y4acCcTKa

JInmensusi(m)

Pesrome nesrenbHOCTH OpraHu3aluu-IIpoON3BOANUTECIIA HpOHSBO[{CTBO q)apMaHCBTI/I‘ICCKI/IX Cy6CTaHHHﬁ

IIpou3BoACTBO JIeKapCTBEHHBIX MpenapaToB

IIpon3BOACTBO NPOMEKYTOUYHBIX HJIH Hepac(hacOBaHHBIX
(«6aK») JeKapCTBEHHBIX CPE/ICTB

®dacoBka U ynakoBka

BBo3 (ummopT)

IIpou3BOACTBO 1O KOHTPAKTY

IIpoBenenue n1aboOpaTOPHBIX UCTIBITAHHI

BEIIyCcK B pealiM3aliio0 CePHH JICKapCTBEHHOTO CPEACTBA

Huoe

LDy o) o

ﬂaTa(LI) NIPpOBE€ACHUS OLICHKH yCJ'IOBHﬁ IIpOU3BOACTBA U CUCTE-
MBI 00ECIICUCHHS KaueCcTBa

Cocras xomuccnn (.1.O. (pn Hanu4um), JOHKHOCTB)

HOMepa JIMIICH3UU Ha ITPOU3BOACTBO,

Howmepa ceprudukaros coorBerctBuss GMP (JxudmlIn),

Homepa 3asBOK Ha 9KCIIEpTU3Y MPU TOCYAAPCTBEHHOI perucrpa-

LUK
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2. BBogHas undopmanus

KpaTKoe OIIMCAHUEC OpraHu3aly- IIPOU3BOAUTEIIA U IIPOU3BOACTBA

JlaTa(pr) IpeabIAYIINX HHCIIEKITIH

HaumeHnoBaHue OpraHu3anvy U CTpaHbl, HpOBOHHBIHCﬁ NpeaAbIAYIINe NHCIICKIINN

OCHOBHBIC HU3MCHCHUS, IPONU3O0LICAIINE CO BpEMCHU npe;{mnyu{eﬁ HMHCIICKOUH

OcHoBaHue JUISL TIPOBEACHUS OLICHKU yCHOBI/Iﬁ TIpOU3BOACTBA U CHUCTEMbI o0OecrieueHus KauecTBa

HpOI/IBBOZ[CTBeHHI)IB 30HBI, IOAJIC)KAIIUEC OLICHKE yCHOBI/Iﬁ TIPOU3BOACTBA U CHUCTEMBbI o0OecrieueHus KauecTBa

HepCOHaJ'I OpraHu3anunu-nponu3BOANUTEIIA, y'-IaCTByIOIIII/Iﬁ B IPOBCACHUHN OLICHKHU yCJ'IOBI/Iﬁ IIPOU3BOACTBA U CUCTEMBbI obecreucHus Kade-
CTBa

JIOKyMeHTBI, TIO/IaHHbIC OPTraHU3aIMEH-TPOU3BOIUTENIEM 10 TIPOBEACHHS OLIEHKH YCIOBHI MPOU3BOJICTBA U CHCTEMBI 00ECIICUCHUS Kade-
CcTBa

3. HaGnrogeHus u pe3yabTaThl OUEHKH YCIOBUI MPOU3BOJICTBA U CUCTEMBI
o0ecrniedyeHus: KayecTBa

YmpaBneHue Ka4ecTBOM

[lepconan

[omemienus u 060pyIOBaHHe

JloxymeHTanus

[IpousBoacTBo

KonTtposns xauectBa

AyTcopcHHroBas JesITelIbHOCTh

Pexnamanuu 1 OT3bIB IPOAYKIIUH

CaMOUHCIIEKIIHS

Peanusanus 1 TpaHCIOPTHPOBAHKUE MPOAYKIUN

OrieHKa 10Che MPOM3BOICTBEHHOT0 yuacTKa (IIpU He0OXOJMMOCTH)

Pa3znoe

4. TlepedyeHb HECOOTBETCTBHIT*

Kputnueckue

CymiecTBeHHBIE

IIpoune

5. IIpunoxenus

‘ JlokyMeHTBI 1/niti 00pasiibl, 0TOOpaHHBIE B XO/I€ OLIEHKH YCJIOBHH MPOU3BOJICTBA U CUCTEMbI 00ECIICUeHUsI KauecTBa | ‘

6. 3akiroueHne

‘ 3aKIYcHIE | ‘

*[Ipumeuanue

«Kputnueckoe HECOOTBETCTBUEY» — ITO HECOOTBETCTBUE, KOTOPOE BBI3BIBACT WJIN
IPUBOJUT K CYIIECTBEHHOMY PUCKY BO3ZMOXHOCTH IMPOU3BOJICTBA JIEKAPCTBEHHOTO
CpEZICTBA ONACHOT'O AJISA 310POBbS U )KM3HU YEJIOBEKA.
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«CyI1ecTBEHHOE HECOOTBETCTBHE)» — 3TO HE KPUTUUECKOE HECOOTBETCTBHE,
KOTOpOE:

IIPUBEJIO K MPOU3BOJICTBY WJIM MOKET IPUBECTHU K IIPOU3BOACTBY
JIEKAPCTBEHHOI'O CPEACTBA HE COOTBETCTBYIOLIEIO TOKYMEHTAM PETUCTPALUOHHOTO
JOCBE TAHHOTO JIEKAPCTBEHHOI'O CPEJCTBA;

YKa3bIBa€T HA CYILIECTBEHHOE OTKJIOHEHUE OT OT IIpaBun GMP;

YKa3bIBaeT HA CYIIECTBEHHOE OTKJIOHEHHUE OT TPeOOBaHUM MHBIX aKTOB
3aKOHOJIATEIHCTBA B c(hepe oOpalieHus IEKapCTBEHHBIX CPEJICTB;

YKa3bIBACT Ha HECITOCOOHOCTD OpraHun3anuu-IIpoOUu3BOAUTEILA JICKAPCTBCHHBIX
CPCACTB OCYHICCTBIIATDH CCpHﬁHLIﬁ BBIITYCK JICKAPCTBCHHBIX CPCACTB OJHOPOJHOTO
KayecTBa MJIM HECIIOCOOHOCTHh Y TOJTHOMOYEHHOT'O JiMga Opra’Hru3aluu-1pornu3BOAUTCIIA
BBIITIOJIHATE CBOH JOJIZKHOCTHBIC 065[3aHHOCTI/I;

KOM6I/IHaI_[I/I$I HeCOOTBeTCTBI/If/JI, HH OAHO M3 KOTOPBIX CaMO IIO ceOe He ABIgeTCA
CYIICCTBCHHLIM, HO KOTOPBLIC B COBOKYITHOCTH ITPCACTABJIAIOT CYIICCTBCHHOC
HCCOOTBCTCTBUC U AOJI?KHbBI O0OBSACHATHCI U (bHKCHpOBaTBCH B Ka4CCTBC TaKOBOTI'O.

«IIpoune HECOOTBETCTBUE» — 3TO HECOOTBETCTBUE, KOTOPOE HE MOXKET
KJIaCCU(PHUIMPOBATHCS, KAaK KPUTHUECKOE UIIU CYLIECTBEHHOE, HO YKa3bIBaeT Ha
OTKJIOHEHUE OT ycTaHoBIeHHBIX [IpaBun GMP.

PykoBogutens Komuccuu:

MOJINUCH Damuiust, UM, OTY4ECTBO (TP HAJTMYHHN)
Unens Komuccuu:

MOIIUCH Damunust, UM, 0TYECTBO (IPHU HATUIUN)
« » 20 T.

MOJINUCH Damunust, UM, 0T4ECTBO (TP HAJTMYHHN)

« » 20 T.
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[Ipunoxenue 4
K [IpaBuiam oLieHKH yCII0BHI
MIPOU3BOJICTBA U CHCTEMbI 00€CTIeUeHUs
Ka4ecTBa IIPU TOCYAapCTBEHHOU
pPErUCTpalMU JEKAPCTBEHHOTO CPEACTBA
VI MEIULIIMHCKOTO U3EIUs

OTtuer
0 pe3yJIbTaTaxX OLEHKH YCJI0BHUIA MPOU3BOACTBA U CHCTEMBI 0O0ecreyeHnsl KauecTBa
MPH FOCYIAPCTBEHHON PerucTpamun MeIUUNHCKOT0 U3/1eJIUs

(HaMMeHOBaHMEe OPraHN3ALMH-TIPOU3BOAUTEJIS)

(HaI/IMeHOBaHI/Ie MEAUINHCKOI O nsne.m/m)

1. Uudopmanust o npou3BoguTene:

I‘IB.I/IME}HOBB.HI/IC7 IOpI/IHI/I‘IGCKI/Iﬁ aapec MpoOu3BOAUTEIISA

HanmMenoBaHue, anpec peKBU3HUTHI IIPOM3BOJICTBEHHOH (-BIX) IDIOIIAKH (-OK)

,[LaTI;I TIpOBEACHUS OLCHKN yCHOBI/Iﬁ IIpOU3BOACTBA

Cocras komuccnu (.1.O. (mpn Hanu4nm), TOIHKHOCTE)

OcHoBaHHue TIIpOBEACHUS OLCHKHN yCJIOBPIfI IIpOU3BOACTBA

KpaTKOC ONNMCaHUEC OpraHu3any- IIPOU3BOAUTEIISA U IIPOU3BOACTBA

HCpC’-IeHL TIPOU3BOAUMBIX MEAUIIMHCKUX U3

Hepe'-IeHL KPUTHYCCKHUX ITOCTAaBIINKOB

HpOH3BOL[CTBCHHLI€ 30HBI, IMOJICKAIINE OLICHKE yCJIOBPIfI TIPOU3BOACTBA U CHUCTEMBbI o0ecrieueHus KauecTBa

HCpCOHa}I OpraHu3aluu-Iponu3BOANUTEIIA, y‘IaCTByIOIJ_II/Iﬁ B IPOBCJACHNUHN OLICHKU yCJ'IOBHﬁ IIPOU3BOACTBA U CUCTEMBI obecrieueHus Kaue-
CTBa

HOKyMCHTLI, IIOJaHHBIC OpFaHHSaHI/IBﬁ—HpOI/ISBOZ[I/ITeHCM J10 IIPOBEACHUS OLICHKU yCHOBI/Iﬁ TIpOU3BOACTBA U CHUCTEMBbI obOecrieueHus Kaue-
CTBa

Howmepa nuiien3un Ha Ipou3BOJCTBO,

Howmepa ceprudukartos coorserctust [ISO (MCO) 13485

Homepa 3asBOK Ha SKCIIEPTH3Y NP TOCYAAPCTBEHHON PErHCTPALHH

2. HaGmromenus 1 pe3ysIbTaThl OLICHKH YCIIOBUH IPOU3BOJICTBA M CHCTEMBI
o0OecrieueHus KadyecTBa

Obuiee onrcaHue MPOBEPSEMOM ACATEIBHOCTH U (MITH) TEXHOJIOTMYECKUX POIECCOB

&.1.0 (mpu HaMM4MH) ¥ JOTHKHOCTU OTIPOIISHHBIX JTUI]
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YipasieHue KauecTBOM

IIOKyMCHTaLII/Iﬂ O MCIOUIIMHCKOM HU3ICIINH

IIpoexTupoBanue u pazpadoTka (OnMcaHUe U3YYEHHBIX POEKTOB)

Iepconan

[Tomemenns u 000py10BaHHE

ITpou3sBoACTBEHHBIH NpoLIece, BKIIOYAsk CTEPUIIN3ALIMIO, KOHTPOIIb B IPOLIECCe IPOU3BOACTBA

IIOKyMCHTaLII/Iﬂ " 3alucu

W3mepenue, aHanu3 U yiaydilieHHe

YnpasieHue 3aKynkamMmu

AyTcopcuHr

MOHHUTOPHHT HEOJIArONPHUATHBIX COOBITHI (MHIMCHTOB)

HOTPCGI/ITCHBCKI/IC IIPOLECChI, B TOM YUCJIC PE3YJIbTAThl KIIMHUYCCKUX HCCIICIOBAHUI

3. I[lepeueHp HECOOTBETCTBUIA ™

Kputnueckue

Cy1iecTBeHHBIE

[Ipoune

4. JIONIOJTHUTEIBHO

MIOATBEPKAAIOIIEH JOKYMEHTAIMN WM IPOBEPKA HA MECTAX)

Hudopmaiys 0 HECOOTBETCTBUSX, YCTPAHEHHBIX B IIPOLIECCE OLEHKU POM3BOJICTBA, a TAKXKE O CPOKAX IPOBEICHUS KOPPEKTUPYIOIIUX
JIEUCTBUIA 110 HEYCTPAHEHHBIM HECOOTBETCTBUSAM, U (popMax MOATBEPIKAECHUS IIPOBEACHUS KOPPEKTUPYIOLIMX AeiicTBUil (TIpeAcTaBlIeHUe

[penstcTBus

30HI>I, KOTOPBIC HE MOABEPIIIUCH OLIEHKE

5. 3akiroueHne

‘ 3akioueHne

*TIpumevanue

«KpI/ITI/I‘-IeCKOG HCCOOTBCTCTBHUC» — 3TO HCCOOTBCTCTBUC, KOTOPOC BbI3bIBACT UJIN

IMPUBOAUT K CYHICCTBCHHOMY PUCKY BO3MOKHOCTHU IIPONU3BOJACTBA MCAUIIUHCKOI'O

H3JICIINs OIMAaCHOI'O IJIs1 3MOPOBbS U )KU3HU YCJIOBCKA.

((CYHI@CTBCHHOG HECOOTBECTCTBHULC» — 3TO HE KPUTHYCCKOC HECOOTBCTCTBHUC,

KOTOpOE:

IMPUBCIIO K IIPOU3BOACTBY UJIHN MOXKCT IIPUBCCTU K IIPOU3BOJACTBY MCIUIIMHCKOI'O

H3CIIHUs HE COOTBECTCTBYIOIICTO JOKYMCHTAM PEruCTPpaiOHHOTO 10CHE AAHHOI'O

MEJIMIIMHCKOIO M3CIIHSI;

YKa3bIBa€T HA CYLIECTBEHHOE OTKJIOHEHUE OT cranaapra [SO13485 nnmn

Tpe60BaHHﬁ HHBIX aKTOB 3aKOHOJaTCJIbCTBA B C(bepe O6paIHGHI/I}I MCAHMIMUHCKHUX

151691 (S11040%




e.zan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

27.01.2021
27.07.2025
27.01.2021
27.07.2025

KOM6I/IHaI_[I/I$I HeCOOTBeTCTBI/II\/’I, HH OAHO M3 KOTOPBIX CaMO IIO cebe He ABIgeTCA

CYIICCTBCHHLIM, HO KOTOPBIC B COBOKYITHOCTH IMMPCACTABJIAIOT CYIICCTBCHHOC

HCCOOTBCTCTBUC U AOJI?KHBI OOBSACHATHCI U q)HKCI/IpOBaTBCH B Ka4CCTBC TaKOBOTI'O.

KJIaCCH(PHUIIMPOBATHCS, KAaK KPUTHUECKOE HITH CYIIICCTBEHHOE, HO YKa3bIBacT Ha
oTkJI0HeHue oT ctangapToB ISO13485. u (unm) crannapra GMP.

«HpO‘-II/IC HECOOTBCTCTBUA» — 3TO HECOOTBCTCTBUC, KOTOPOC HC MOXKCET

PyxkoBogutens Komuccun:

Unenst Komuccuu:

oAIUChH

Damuus, UMs, OTYECTBO (IIPU HATUYHHN)

IOAIIHUCHh

damunus, UM, 0TYECTBO (TP HATIIYHH)

MOATNHKCH

damunusi, UMsi, 0TYECTBO (TP HATTHMYHH)

oAU ChH

»

Damuius, UMsl, OTYECTBO (IIPU HAITUYHHN)

20

TI.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 27.01.2021

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 27.07.2025

. i ﬂ [ ¥ | }C?Tanogm,lﬁ I;Z)HTpO.TII)HHﬁ 0aHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu 27.01.2021
ecry6nmkn Ka3axcraH B 37IeKTPOHHOM BUJIE Tlata ckaumBanms 27.07.2025

[Ipunoxenue 5
K [IpaBuiam oLieHKH yCII0BHI
MIPOU3BOJICTBA U CHCTEMbI 00€CTIeUeHUs
Ka4ecTBa IIPU TOCYAapCTBEHHOU
pPErUCTpalMU JEKAPCTBEHHOTO CPEACTBA
VI MEIULIIMHCKOTO U3EIUs

OTtuer
0 pe3yJIbTATaxX NMPOBeJAeHNsl JIA00OPATOPHBIX UCNIBLITAHUI B JIa0OPATOPUM KOHTPOJIS
Ka4ecTBa HA MPOU3BOACTBE H(MJIM) KOHTPAKTHOM J1abopaTopun

(HaMMeHOBaHMEe OPraHN3ALMH-TIPOU3BOAUTEJIS)

(HanMeHOBaHMe KOHTPAKTHOM JIa0OpaTOPHUM KOHTPOJISI Ka4yecTBa, eCJId 3TO
NPUMEHHUMO)

(HauMeHOBaHMe JIEKAPCTBEHHOI0 CPeACTBA (JieKkapcTBeHHas (popma, 103UPOBKA)
WM METUIMHCKOT0 M3/1eJIMs)

1. Pe3rome

HaumenoBanue JICKapCTBEHHOI'O CPEACTBA UM MEAULIUHCKOT'O U3ACIINs

HaI/IMeHOBaHI/Ie, aapeC PEKBU3UTBL l'[pOI/I?;BOI[CTBeHHOﬁ TJI0IaIKH

HaumeHoBanue, afipec, peKBU3UTHI JaOOPAaTOPUU KOHTPOJIS Ka4ecTBa W/Uin
KOHTPAKTHOM J1a00OpaTOPHU KOHTPOJISI Ka4eCTBa

OcHoBaHHUE NPOBECHHS JIA00OPaTOPHBIX HUCIBITAHUH

Howmepa nurensu (Ipy HaJIM9UH), CepTH(HHUKATOB, 3aIBOK Ha SKCIICPTHU3Y IIPH
rocyapCTBEHHOM perucTpanuu

Pesrome JACATCIbHOCTH J'Ia60paT0pI/II/I KOHTPOJISI Ka4eCTBa HpOBe[[eHI/IC J'Ia60paT0pHI>IX MCTIBITAaHUI

L] L

BBImyck B peaau3aliio CepuH JICKapCTBEHHOTO
CPEJICTBA, MEUIIMHCKOTO M3/IEIH S

]

WHoe (HeoOxomuMo yKas3arth)

Jara(b1) npoBeieHHs 1aOOPATOPHBIX UCIBITAHHUIA




e.zZarll

Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE

Cakray KyHi
Jlata pegakuuu
JlaTa ckaunBaHUS

27.01.2021
27.07.2025
27.01.2021
27.07.2025

| CoctaB komuccuu (D.1.0. (1mpu HaIM4UK), JOHKHOCTD)

2. Broanas uapopmanus

Kparkoe ornmcanne 1abopaTopri KOHTPOIIS KauyecTBa

Hannune 1oKkyMeHTHPOBAaHHBIX MPOIEAYP MPOBEICHUS UCTIBITAHUN

BrinonHeHue TpeOoBaHUil JOKYMEHTHPOBAHHBIX MPOLEAYP TPOBEACHHUS UCTIBITAHUI

Hens npoBeneHus 17abOPaTOPHBIX UCIBITAHMIA

OOBEKTHI NCIIBITAHHS

[Mepconan nabopaTtopuu KOHTPOJIS KauecTBa, y4aCTBYIOIINH B TPOBEACHNH J1A00OPATOPHBIX UCIIBITAHUI

JI0KyMEHTBI, ToaHHbIE OpPraHU3alHeii-IPOM3BOUTENIEM H/UIIH JIabOpaTOpHeil KOHTPOJIS KauecTBa 0 MPOBEACHHS OLIGHKH YCIOBHHU MPo-
U3BOJCTBA M CUCTEMBI 0OECIIeYeHHs Ka4ecTBa

3. HabnroneHus 1 pe3yabTaThl IPOBEACHUS Ta00PATOPHBIX UCTIBITAHUI

Cchplika Ha HOpMaTHBHLIﬁ JAOKYMCHT

Howmep cepun, nata npou3BoiacTBa

ITokazatens

TpedoBanus HJT

dakTrueckue Pe3yJIbTaThL

TO, BJIQXKHOCTh

COOTBETCTBYET/HE COOTBETCTBYET

4. ITpunoxeHus

‘ JIOKYMEHTBI (IIepBUYHBIE JaHHBIE, TIPOTOKOJIBI CIIBITAHUI) 1 00pa31bl, OTOOPAHHBIE B XO/I€ IPOBEAEHHUS JJAOOPATOPHBIX HCIBITAHUH | ‘

5. 3akirroueHne

‘ 3aKiIoyeHue

*[Ipumevanue

K oTuéry 0 pe3synbpTaTax npoBeAeHHs J1a0OPATOPHBIX UCIIBITAHUN B TaOOpaTOpUn
KOHTPOJIS KaueCTBa Ha MMPOU3BOJICTBE HEOOXOAMMO MPUIIOKUTH KOIHIO MPOTOKOJIA

UCIIBITAHUN JTA00paTOPUU KOHTPOJIS KauecTBa. Bee nMpuimoskeHust K OTYETY SBIISIOTCS
HEOTHEMJIEMOM €r0 4acCThIO.

PyxoBogurens Komuccuu:

IOAIINCH

Unenst Komuccnn:

damunnsi, UM, 0TI4ECTBO (TP HATIMYHH)

TIOATHUCH damunusi, UMst, 0TYECTBO (TP HATTHYHH)
MOJIITUCH damunusi, UMst, 0TYECTBO (TP HAJIMYHH)
TOITUCH damunus, UM, 0TYECTBO (TP HATIMYHH)

« »
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