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KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3 u.o. Munuctpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kasaxctan ot 14 cenrsiops 2022
roma Ne KP JICM-99.
3aperucTpupoBan B MUHHCTEPCTBE
roctuiun Pecnyonuku Kazaxcran 16
ceHTs0ps 2022 roga Ne 29636

O BHeceHMH M3MEHEHUH B NpuKa3 MuHucTpa 3ApaBooxpaHeHus PecnyOimkun
Ka3zaxcran ot 20 nexadps 2020 rona Ne KP /ICM-282/2020 «O0 yTBep:KIeHUN
NPABWJI NPOBeIeHUS OLCHKH KAa4eCTBa JIEKAPCTBEHHBIX CPEeICTB M MeIMIMUHCKHX
U3/1eJIMi, 3aperucTpupoBaHHbIX B Pecnyoinke Kazaxcran»

IIPUKA3BIBAIO:

1. Buectu B npuka3z Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 20
nexadps 2020 roga Ne KP ICM-282/2020 «O06 yTBep>KIeHUYU TIPABUIT IPOBEACHUS
OLICHKM KaueCTBa JIEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3ICIIHM,
3aperucTpupoBaHHbIX B PecyOnuke Kazaxcran» (3apeructpupoBad B Peectpe
roCyJIapCTBEHHOM perucTpaliii HOPMAaTUBHBIX MPABOBBIX akTOB oA Ne 21836)
CJIeIyIOLME U3MEHEHMUS:

npeamOyJTy U3JI0KUTh B CIEAYIOIEN pelaKInu:

«B cootBercTBHuM ¢ noanyHkToM 44) ctatbu 7 Konekca PecniyOnuku Kazaxcran
«O 310poBbe Hapoaa u cucteme 3apaBooxpaneHus» [IPUKA3BIBATIO:»;

MpaBUJia MPOBEJICHUSI OLICHKH Ka4eCTBAa JIEKAPCTBEHHBIX CPEJICTB U MEAUIIUHCKUX
U3JIeui, 3aperucTpupoBanHbiXx B Pecniybnuke KazaxcraH, yTBepxKaeHHbIE
OPWIOKEHUEM | K yKa3aHHOMY MPUKAa3y, U3JI0KUTh B HOBOW pEJaKIIUU COTJIACHO
MPUIOKEHHIO K HACTOSIIIIEMY MPUKA3Y.

2. Komutety MeuIIMHCKOTO U (hapMalieBTUueCKoro KOHTposisi MUHHCTEpCTBA
3npaBooxpaHeHust Pecriyonuku Kazaxcran B yCTaHOBIIEHHOM 3aKOHOJATENbCTBOM

Pecny6uku Kazaxcran mopsinke o0ecnednTh:

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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1) rocy1apcTBEHHYIO PErUCTPAIMIO0 HACTOSIIIIETO TpruKa3a B MUHUCTEPCTBE
roctuiuu Pecny6nuku Kazaxcran;

2) pa3MelIEHNE HACTOAILIET0 IPUKa3a Ha MHTEPHET-pecypce MuHuCTEpcTBa
3npaBooxpaHenus Pecnyonuku Kazaxcran nocie ero opuiuanbHOro onyOJuKoBaHuUS,

3) B TeueHue AeciITH paboyuX JIHEW MOCie rocyJapCTBEHHOM perucTpaiuu
HACTOSIILIEro npuka3a B Munucrepcrse roctunnn Pecnyonnku Kazaxcran
npenacrasiieHue B IOpuanuecknii nenapraMeHT MUHUCTEPCTBA 3ApaBOOXPAHEHNUS
PecnyOnuku Ka3zaxcran cBenieHnid 00 UCTIOMHEHUU MEPONPUATHH, IPEyCMOTPEHHBIX
NOAMYHKTaMH 1) 1 2) HACTOSIIIETO MyHKTA.

3. KOoHTpoOJIb 32 HCIIOTHEHUEM HACTOSILErO MIPUKa3a BO3JIOKUTH Ha
KypHUPYIOLLIEro BUIle-MUHHUCTpA 3/IpaBooxpaHeHus Pecnyonuku Kazaxcran.

4. Hacrosiiuii mpyuka3 BBOJAUTCS B ACHCTBUE 110 UCTEYEHUHN JIECATU KaJICHIAPHBIX
JTHEH TocTie JHS €T0 TMePBOro 0(QUIMATEHOTO Oy OTMKOBAHUS.

HUcnoansaomuii 0013aHHOCTH B. Ayanuk
3apaBooxpanenusi Pecnyoauku Kazaxcran
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[Ipunoxenue
K npuka3y Mcnonnsrommin
0053aHHOCTH 3PaBOOXPAHEHHUS
Pecny6uku Kazaxcran
ot 14 cents0ps 2022 rona
Ne KP ICM-99

[Ipunoxenue 1 k mpukazy
MunucTpa 31paBoOXpaHEeHHUS
PecnyOnuku Kazaxcran
ot 20 nexabps 2020 roga
Ne KP ICM-282/2020

IIpaBuiia npoBeAeHUs OLEHKH KAYeCTBA JIEKAPCTBEHHbIX CPEACTB U MeIUIMHCKHX
U3/1eJINii, 3aperucTpupoBanHbiX B PecnyOunke Kazaxcran

I'1asa 1. O0mue noJjIoKeHus

1. Hacrosiue npaBuiia mpoBeICHHs OLIEHKH KaueCTBa JIEKAPCTBEHHBIX CPEJICTB U
MEIUIMHCKUX U3JIEINi, 3aperucTpupoBanubix B Pecniyonuke Kazaxcran (nanee —
[IpaBuna) paspaboTaHbl B COOTBETCTBUU C MOANYHKTOM 44) cratbu 7 Kojekca
Pecny6nuku Kazaxcran «O 310poBbe Hapoia M CUCTEME 3[IpaBOOXPAHEHU (Janee —
Kogexkc) u onpeaenstoT mopsI0K MPOBEACHUS OIICHKH KaueCTBa JIeKapCTBEHHBIX
CPEIICTB U MEJIMIIMHCKUX U3/IeNUH, 3aperucTpupoBaHHbix B Pecnyonuke Ka3zaxcras.

2.B HaCTOAIIINX HpaBI/IJIaX HCITIOJIB3YIOTCA CIICAYIOIHUEC TCPMUHBI U OIIPCACIICHUSA:

1) orieHKa KauecTBa JICKAPCTBEHHBIX CPEACTB U MEIUIIMHCKHUX U3ACIHH (J1amee —
OIIEHKA KayeCTBa MPOYKIIUH) — ONPE/ICICHHE COOTBETCTBUS KAUECTBA JIEKAPCTBEHHBIX
CPEJICTB M MEIUIIMHCKUX M3ACIUN JaHHBIM PETUCTPAIIMOHHOTO JOChE, HOPMAaTUBHBIX
JIOKYMEHTOB I10 Ka4€CTBY JICKAPCTBEHHBIX CPEACTB WU JOKYMEHTOB 10 Ka4€CTBY
MEIUIMHCKHUX W3JIC]IHA, HA OCHOBAaHUHU KOTOPBIX OHU OBLIN 3apEeTHCTPUPOBAHEI B
Pecnybnuke Kazaxcrawn;

2) rocyIapcTBEHHBII opraH B chepe oOparieHus JIeKapCTBEHHBIX CPEJICTB U
MEIUIMHCKUX U3JIEINH (J1aree — roCyAapCTBEHHBIN OpraH) — roCyAapCTBEHHBINA OpraH,
OCYIIECTBIISIOLINI PYKOBOJCTBO B chepe oOpaleHust IEKapCTBEHHBIX CPE/ICTB U
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MEIUIMHCKUX U3/IeNIUMA, KOHTPOJb 32 00pallieHueM JIEKapCTBEHHBIX CPEJICTB U
MEJIMLMHCKUX U3JICIHUM;

3) rocynapcTBeHHas SKCIIEpTHas OpraHu3aius B cgepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB M MEIUIIMHCKUX U3/IETHUi ([aee — SKCIepTHAsI OpraHu3aIus)
— CyOBEKT rocyAapCTBEHHOW MOHOIIOJINHU, OCYIECTBIISIONINMA TPOU3BOICTBEHHO-
XO3SIICTBEHHYIO JESTEIbHOCTh B 00JACTH 3[paBOOXPAHEHUS 110 00ECIICUEHHIO
0e3omacHOCTH, 3P(HEKTUBHOCTH M KaUE€CTBA JIEKAPCTBEHHBIX CPEJICTB U METULMHCKHUX
U3ICINN;

4) npoyKuusl — JJIEKapCTBEHHBIE CPEACTBA U MEAULIMHCKUE U31ETu,
3apErUCTPUPOBAHHBIE B MOPSAJIKE, YCTAHOBIEHHOM yHKTOM 3 ctaThu 23 Kozaekca u
paspenieHHble K MEIUIIMHCKOMY ITpuMeHeHnto B PecniyOnuke Kazaxcran;

5) 3asgBUTEND — QU3NUECKOE WU IOPUANIECKOE JTUI0, OCYIIECTBIISIONICE
dbapMaleBTHUYECKYIO JesITebHOCTh B Pecniybnuke KazaxcraH, KOTOpoe MpeiocTaBiseT
MPOIYKITUIO JIJIsl OIIEHKHU KauecTBa;

6) perucTpalMOHHOE JOChEe — KOMILJIEKT JOKYMEHTOB M MaT€pUAJOB,
IIPEICTABIIIEMbIX HAa SKCIIEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA, MEIULIMHCKOTO U3ENIHSL.

3. O1eHKa KayecTBa MPOAYKIHUHA B COOTBETCTBUHU C ITYHKTOM 2 cTaTthu 241
Konexca oTHOCUTCS K TOCY1apCTBEHHON MOHOIIOJIMM M OCYIIECTBIISETCS IKCIIEPTHON
OpraHu3alyen ¢ UEIbIO:

1) onpenenenust kKauecTBa 3apETUCTPUPOBAHHON MTPOAYKIIUU;

2) onpeneneHusl KauecTBa MPOAYyKIIMH, OTOOPaHHOU € PhIHKA C YYETOM PUCK-
OPHUEHTUPOBAHHOTI'O MTOAX0/1a;

3) mpenoTBparieHus ooparieHus GpanbCuPUIMPOBAHHON MTPOAYKIIUN HA PHIHKE
Pecny6nuku Ka3zaxcras.

4. Omnata yciyr 1o NpOBEJECHUIO OLEHKH KauecTBa MPOAYKIIMU MPOU3BOIUTCS
3asIBUTEJIEM Ha CUET IKCIIEPTHOM OpraHu3alii B COOTBETCTBHHM C LIEHAMH,
YCTaHOBJIEHHBIMH YIIOJIHOMOYEHHBIM OPIaHOM B O0JIACTU 3paBOOXPAHEHHUS 10
COIJIaCOBAHUIO C AaHTUMOHOIIOIBHBIM OPTaHOM B COOTBETCTBUH C MPUKA30M
UCTIOJHSIONIEro 00s13aHHoCcTH MuHKCTpa 3apaBooxpanenus PecriyOnuku Kazaxcran ot
20 suBaps 2021 roga Ne KP JICM-7 «O0 yTBep:KI€HUH LIEH Ha TOBapbl (padoThl,
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YCIIyTH), TPOU3BOAMMBIE U (WIIH) pealin3yeMble CyObEKTOM IroCyAapCTBEHHOM
MoHonosimn» (nanee — [Ipukas Ne 7) (3apeructpupoBan B Peectpe rocynapcTBeHHOM
perucTpalry HOpMAaTUBHBIX PABOBBIX akTOB 1o Ne 22096).

5. OueHka kavyecTBa NPOAYKIMU OCYLIECTBIISIETCS B CJIEIYIOUIUX BUAAX:

1) sxcniepTr3a TOKyMEHTOB MPH JEKJIAPUPOBAHUU JIEKAPCTBEHHBIX CPEJCTB Ha
K2KYI0 CEPUIO (MMAPTHUIO), ABISIOIIECHCS KOHKPETHBIM KOJMYECTBOM JIEKAPCTBEHHOIO
CpEACTBA, OJIYUYEHHOTO B PE3YJIbTATE TEXHOJIOTHYECKOr0 IIPOLECCa WK CEPUU
IIPOLIECCOB;

2) sKkcnepTr3a J0KYMEHTOB IIPH JIEKJIApUPOBAHUHI METULIMHCKUX U3IEIIUNA Ha
K2KIYI0 CEpHIO (MAPTHUIO), SBISIOIIENCS COBOKYITHOCTBIO YCTAHOBJIEHHOI'O KOJIMYECTBA
MEIUIUHCKUX U3JIEINH, MPOU3BEICHHBIX 110 00LIEMY TEXHOJIOTMYECKOMY IPOLIECCY
WU CTaHJAPTy NPEINPUSTHUS;

3) sKcnepTu3a JIOKYMEHTOB U J1aDOpaTOpHbIE UCTIBITAHUS 00pa3I0B
JIEKapCTBEHHBIX CPEACTB MPU CEPUIHOM OlleHKe JIJIs pou3BoauTeneit Pecryonuku
Kazaxcran;

4) skcnepTr3a TOKYMEHTOB U JIaDOpAaTOPHbIE UCTIBITAHUS 00Pa3LOB
MEIUITMHCKUX U3JICINI MpU CEpUITHOM OlleHKe JIJIsl Ipou3BoauTeneit Pecryonuku
Kazaxcran;

5) aKkcniepTU3a JOKYMEHTOB M TJaOOpAaTOPHBIE UCTIBITAHUS BaKIMH;

6) oTOOp 00pa3II0B MPOAYKIIMHU C PHIHKA C YYETOM PUCK-OPUEHTUPOBAHHOTO
HOJIX0/1a.

OT0O0py € pBIHKA C YYETOM PUCK-OPUEHTUPOBAHHOIO MOAXO0AA MMOJIEKAT
JIEKAPCTBEHHBIE CPEICTBA U MEIULIMHCKUAE U3IENHS, IPOLIEIIINE OIIEHKY KaueCTBa B
COOTBETCTBHHM C MoJnyHKTamu 1), 2), 3), 4) u 5) HACTOSIIEro MyHKTA, COTJIACHO MyHKTY
5 mpuKasa UCTIONMHSIONMIETo 00s13aHHOCTH MUuHUCTpa 31paBooxpanenus PecryOonmuku
Kazaxcran ot 24 gexa6ps 2020 roga Ne KP JICM-323/2020 «O6 yTBep»AeHUN MpaBUII
oTOOpa ¢ phIHKA, B TOM YUCJIC B MEIUIIMHCKUX OPTaHU3AIUAX, IEKAPCTBEHHBIX CPEICTB
Y MEJMLIMHCKUX U3JIEIIHM, MOJIeKAIINX KOHTPOJIO KAYECTBA C YYETOM PHUCK-
OPUEHTHPOBAHHOTO MOIX0/1a» (3aperucTpupoBaH B Peectpe rocyaapcTBeHHOM
perucTpanuy HOpMaTUBHBIX MPaBOBbIX akTOB Mo Ne 21923) (nanee — [Ipuxaz Ne 323).

6. O1leHKa Ka4ecTBa MPOAYKIIUU MPOBOJUTCS HA KAXKAYIO CEPUIO (ITapTHUIO)
JIEKapCTBEHHOTO CPEJICTBA U KAXKIIYIO CepHlo (MapTHIO) MEIUIIMHCKOTO U3/IENHS,
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npousBefeHHoi B PecniyOnuke Kazaxcran wiun 3aBe3enHoi B PecniyOnnky Kazaxcran
710 OKOHYaHUS AEUCTBUS PETUCTPALMOHHOIO YAOCTOBEPEHUS, BBIIAHHOTO B
COOTBETCTBHHM C NMPUKa30M MuHuCTpa 31paBooxpaHeHus Pecriyonuku Kazaxcran ot 9
despans 2021 roga Ne KP ICM-16 «O06 yTBepx)aeHUH MPABUII TOCYAAPCTBEHHON
perucTpanuu, NepeperucTpalmy JEKapCTBEHHOIO CPEACTBA WIIM METUIIMHCKOTO
U3JIENs], BHECEHUSI U3BMEHEHUI B PETUCTPAILMOHHOE JOChE JIEKAPCTBEHHOI'O CPEICTBA
WIA MEAUIMHCKOTO U3JIeNush) (3aperucTpupoBaH B Peectpe rocynapcTBeHHON
perucTpaluy HOpMAaTUBHBIX TPABOBBIX akTOB oA Ne 22175), 3aperucTpupoBaHHON B
cooTBEeTCTBHH C pelnienrneM CoBeta EBpa3nuiickoil 5KOHOMUUYECKO KOMUCCHH OT 3
HOs10ps 2016 romga Ne 78 «O mpaBuiiax perucTpaiy U 3KCIepTU3bl JIEKAPCTBEHHbIX
CPEICTB JUIsl MEAUIIMHCKOTO NpUMeHEHUs» U perieHneM Coera EBpazuiickoii
sKOHOMHUYECKOM komuccuu ot 12 despans 2016 romga Ne 46 «O npaBuniax perucTpaiuu
Y DKCIIEPTU3bI 0€30MACHOCTH, KauecTBa U 3(P(HEKTUBHOCTH MEIULIMHCKUX U3ACIIUIN».

7. dns mpoBeieHrs OLIEHKU KauecTBa MPOIYKIIMHU M0 BUJaM, YKa3aHHBIM B
noanyHkrax 1), 2), 3), 4), 5) myukra 5 Hactosimux [IpaBuin, 3aBUTENb B COOTBETCTBUU
¢ 'paxknanckum kogexcom Pecriyonuku Kazaxcran 3akiito4aeTr ¢ SKCIepTHOM
OpraHu3alyel JOroBOp Ha MPOBEACHUE padOT MO OLIEHKE KauyeCcTBa MPOIyKLHUH.

[Ipu ouieHKe KayecTBa O BUAY, YKa3aHHOMY B MOJIIYHKTE 6) MMyHKTa 5
HacTosimux [IpaBui, npou3BoaUTEND (JEpKaTeIh PETUCTPAIIMOHHOTO YA0CTOBEPEHUS
JIEKapCTBEHHOT'O CPEJICTBA, YIIOJHOMOUYEHHBIN MPEICTABUTENb TPOU3BOAUTENS
MEIUIMHCKOTO U3ENHS) WIK UX JTOBEPEHHbIE 1A (Jajiee — TPOU3BOIUTEND), B
cootBeTcTBUM ¢ ['paknanckum kojnekcom PecyOnuku Kazaxcran 3akimoyaer ¢
AKCIIEPTHOM OpraHu3aIel JoroBop Ha MPOBeIeHUE paboT o 0TOOPY 00Pa3IOB
MPOJYKIIMHU C PHIHKA C YYETOM PUCK-OPUEHTUPOBAHHOTO MOJIX0/1a ISl MPOBEACHUS
UCIIBITAHUIM 00pa310B NPOAYKIUH.

8. [lomaua 3asBKU U JOKYMEHTOB 3asiBUTEJIEM, Bbllaya cepTudukara
COOTBETCTBHS MPOAYKLUHU OCYIIECTBISETCS B 3JIEKTPOHHOM BH/JI€ B MH(POPMAIIMOHHOM
CHUCTEME SKCIIEPTHOM OpraHU3alnH.

9. Ilpu BO3HUKHOBEHUH YPE3BBIYAHHBIX CUTYAIMI MPUPOIHOTO WU
TEXHOT€HHOTO XapaKTepa, OpraHru3aluy U MPOBEICHUHN CAaHUTAPHO-
MPOTHUBOAUIAEMUYECKUX U CAHUTAPHO-TIPODUIAKTUYECKUX MEPOTIPUSTUIN U CBA3AHHBIX
C HUMHU OT'PAHUYUTEIHHBIX MEPOIIPUATHM, B TOM YHCII€ KapaHTUH, IIPU M0/1aue
3asBJICHUS Ha OLICHKY KaueCcTBa MPOAYKIMU U OTCYTCTBUU HOTAPUAIBHOTO 3aBEPEHUS
WJIU allOCTUJIMPOBAHUS JOKYMEHTOB, TPEOYIOIINUX 3aBEPEHUS, 3asIBUTEIIb
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JOTIOJIHUTENIBHO MPEOCTABISAECT rapaHTUHHOE MUCHMO (B MPOU3BOILHOM (hopme) O
PEIOCTaBICHUH JJOKYMEHTOB, TPEOYIOINX HOTAPUAIHHOTO 3aBEPEHUS UITH
aroCTUJIMPOBAHUSA, a TAK)KE KOMUN TOKYMEHTOB, MOJIMUCAHHBIX U 3aBEPEHHBIX
neyaTsMH NpeanpuaTys (Ipu HAIMYKH), B TEUCHHE IIECTUIECITH KaJICHIapHBIX THEH
MIOCJI€ CHATHS OTPAHUYHUTEIHHBIX MEP.

[Tpu opranu3anuu u MPOBEICHUU CAHUTAPHO-TIPOTUBOIHUIEMHUYCCKHUX U
CaHUTAPHO-TIPO(PIIAKTHIESCKUX MEPOTIPUSITHI U CBSI3aHHBIX C HUIMH OTPaHUYUTEIHHBIX
MEPOIPUSATUHN, B TOM YKCJIE KapaHTHH, OIEHKA Ka4eCcTBa MPOAYKIIUU POBOJIUTCS B
CpOK He 0oJiee Tpex paboyux JHEH co IHA Mpuema 3asiBKHU U JIOKYMEHTOB.

10. JleiicTBue cepTu(prKaToOB COOTBETCTBHS MPOAYKIIMU MPUOCTAHABINBAETCA
WJIM OT3bIBAETCS SKCIIEPTHON OpraHu3alliel Mo MHUIIMATUBE TOCYIapCTBEHHOTO OpraHa
WIH BJIJIEbIAa PETUCTPALIMOHHOTO YI0CTOBEPEHUS MPOAYKIIUU B COOTBETCTBHUHU C
npukazoM MuHnuctpa 3apaBooxpanenus Pecniyonuku Kazaxcran ot 24 nexadps 2020
roga Ne KP ICM-322/2020 «O0 yTBep>KIeHUN TPABUII MPUOCTAHOBIICHHUS, 3apeTa UiIH
U3BATHS U3 OOpallleHust TM0O0 OrpaHUYEHUsI TPUMEHEHUS JIEKAPCTBEHHBIX CPEJICTB U
MEeIUUMHCKUX n3aenuin» (nanee — [Ipukas Ne 322) (3apeructpupoBan B Peectpe
roCyJIapCTBEHHOM perucTpalui HOPMaTUBHBIX MPABOBBIX akTOB 1o Ne 21906).

11. DkcnepTHas opranuzaiusi opopMIISiET pellieHrue O MPUOCTAHOBICHUH UITU
OT3bIBE CepTU(PUKATA COOTBETCTBUS MPOAYKIMHU 1O (hOpME COTJIACHO MPUIIOKEHUIO 1 K
HactosmuM [IpaBuiiam, 1 ¢ MOMEHTA ITOYyUYEHUS PELICHUS TOCYJaPCTBEHHOIO OpraHa B
TE€UEHHE OJHOTO pabouero JIHS BHOCUT COOTBETCTBYIOIIHUE 3aMMUCH B MH(POPMALIMOHHYIO
CHUCTEMY DKCIEPTHOM OpraHu3aluuu U B ['0CyJapCTBEHHBIN pEECTp JIEKAPCTBEHHBIX
CPEACTB U MEIULIMHCKUX W3EIIHI.

I'naBa 2. HOpSIZlOK NMPOBECACHUS OIICHKH KavdeCTBa NPOAYKIUHA

Iaparpa¢ 1. IxcnepTr3a 10KYMEHTOB NPH JIeKJIAPUPOBAHUN MPOTYKIHH

12. Ins nmpoBeAeHUs: SKCIEPTU3BI JOKYMEHTOB MPU JEKJIAPUPOBAHUH MPOTYKIIHH
3asIBUTEIIb IIPEIOCTABIISCT:

1) 3asiBKy Ha IpOBEAEHUE OIIEHKN KaueCTBa JICKAPCTBEHHOT'O CPEICTBA UITU
MEIUIIMHCKOTO U3/IeTus 0 JopMe COTJacHO MPUIIOKEHHUIO 2 K HacTosuuM [IpaBunam;
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2) 1151 BBO3UMBIX JIEKAPCTBEHHBIX CPEJCTB — HOTAPHUAIBHO
3aCBMJIETEJILCTBOBAHHAS WM allOCTUIMPOBaHHAsI B COOTBETCTBUU C TPEOOBAHUSAMU
["aarckoii koHBeHIMH OT 5 OKTs10ps 1961 roxa «Ilepedyenb rocyjapcTs, NpU3HAKOLIIUX
anocTuwiby (nanee — ['aarckas KOHBEHIIMSI) KONUS cepTU(UKaTa HaajexKaen
pOU3BOACTBEHHOM npakTuku (naisee — GMP (Ixudwmlln)), B popmare PDF
(It Iu>Dd), neiicTByroiero Ha MOMEHT ITPOU3BOJICTBA MPOIYKIIMH WK Jeknapaiuio ot
pOU3BOAUTENS ¢ TeKyIUM ctatycom GMP Ha caiite YnpapieHus 1o caHUTapHOMY
HAJ[30PY 32 KAaU€CTBOM MUIIEBBIX MPOIYKTOB 1 MeankameHToB (CIIIA) (manee — FDA
(O Audii)) 6e3 anocTuist, U apec caiTa peecTpa BbIIAHHBIX YITOJIHOMOYEHHBIM
opraHom cepTudukaToB coOTBETCTBUA TpeboBanussM GMP (npu Hamuuum) — ¢
NIEPEBOJIOM Ha Ka3aXCKHUI WA PYCCKUH S3bIK (ITPU MPEICTABICHUU JOKYMEHTA Ha
WHOCTPAHHOM $I3bIKE), JJI JIEKAPCTBEHHBIX CPECTB, MPOU3BEICHHBIX HA TEPPUTOPUHU
PecnyOnnku Ka3zaxcran — 1OKyMEHT, OITBEPAKAAOIINI COOTBETCTBUE
IPOU3BOICTBEHHOM 1omaaku TpedoBanusim GMP Pecryonuku Kazaxcran (mpu
HAJIMYKK) U a/Ipec caiiTa peecTpa BbIIAHHBIX YIIOJHOMOYEHHBIM OPraHOM
ceptudukaTtoB cooTBeTcTBUS TpeboBaHusM GMP (ripu Hanu4um);

3) 11 BBO3UMBIX MEIUIIMHCKUX U3JIETUNA — HOTapUAIBHO
3aCBUICTENILCTBOBAHHAS WJIM allIOCTHUIIMPOBAHHASL B COOTBETCTBUU C TPEOOBAHUSMU
lNaarckoit konBenuuu konus ceptudukara [ISO (MCO) 13485, ISO 9001 unu GMP, B
dopmate PDF, 3a nckmroueHneM MeIUITMHCKUX u3aenui 1 u 2a kiracca
(HeCTepWIbHBIX ), ACHCTBYIOIIETO HA MOMEHT MPOU3BOICTBA MIPOAYKIIUHU C TIEPEBOJIOM
Ha Ka3aXCKUI WIN PYCCKUH S3BIK (TIPU MPEICTABICHUN JOKYMEHTA HA HHOCTPAHHOM
SI3BIKE), U OUIIUATBHBIN aJIpec JIEKTPOHHOTO caiiTa peecTpa BbIJaHHBIX
YIOJIHOMOYEHHBIM OPTaHOM CEpTUPUKATOB COOTBETCTBUSI TpeOoBanusiM GMP niis
OTEYECTBEHHBIX IPOU3BOAUTENEH (TIPU HATUYHH);

4) KOIHIO TOKYMEHTA, OATBEPKAAIOIIET0 KAYECTBO CEPUU MTPOTYKIIUHA OT
IPOU3BOAUTENS C IEPEBOJIOM Ha Ka3aXCKHUI WM PYCCKUH S3bIK (TP MPEICTaBICHUU
JOKyMEHTa Ha HHOCTPAHHOM S3BIKE);

5) 1u1st BBO3UMOM MPOAYKIIUU — KOMUIO IOKYMEHTA O MPOUCXO0XKICHUHU TOBapa,
YAOCTOBEPSIOLIETO CTPaHy IMPOUCXOXKICHUSA TOBAPA U BBIJAHHOI'O YIIOJTHOMOYEHHOU
OpraHu3alre B COOTBETCTBUM C 3aKOHOJIaTEJILCTBOM JJAHHOTO TOCY1apCTBa WU
rocyJapcTBa BbIBO3a, €CIIM B TOCYAapCTBE BHIBO3a CEPTU(UKAT BHIIACTCS HA OCHOBE
CBEJICHUI, MOJIYYEHHBIX U3 CTPAHbI IPOUCXOKICHHS TOBAPA;
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6) JUTst BBO3UMOM TIPOYKITUU — KOTIHIO HAKJIAIHOM, CYET-(PaKTyphl WK UHBOMCA.
J{ns1 neKkapCTBEHHBIX CPEACTB WIIM MEIUIIMHCKUX M3ACIUHN, TPOU3BEICHHBIX Ha
teppuropun Peciyonmku Kazaxcran, 3asBuTenemM IpeIoCcTaBIsSeTCs ClipaBKa
(mpou3BoabHas (hopmMa) O HATMYKU TOTOBBIX K peau3aliy JIEKapCTBEHHBIX CPECTB
WJIM MEIUIIMHCKUX U3/ICTINI, YKA3aHHBIX B 3a5BKE;

7) 1uist BBO3UMOM IPOYKIMU — KOIHIO TAMOKEHHOM JeKIapaliy Ha MPOTyKLIHUIO
(311eKTpOHHAs ), 38 UCKIOYEHUEM IPOLYKIUH, IPEyCMOTPEHHON TOCTAHOBIEHUEM
[IpaBurenscTBa Pecniybnuku Kazaxcran ot 21 uronst 2018 roga Ne 441 «O6
YTBEPKJICHNUHU [IEPEYHS TOBAPOB, B OTHOILIEHUH KOTOPBIX YCIOBHBII BBIITYCK HE
nomyckaetcsi». [Ipu BBo3e MpoayKIuu, Mpou3BEACHHOMN U (W1K) BBO3UMOI U3
roCy1apCTB-4wiIeHOB EBPa3suilcCKOro 3KOHOMHUYECKOIO COI03a MPEAOCTaBIISETCS
JNOKYMEHT, ITOATBEPKIAIOIINN [TEPECECUCHUE TPAaHULIBL.

13. DkcnepTHast opraHu3aiys B Cpok He OoJiee maTu pabouux JTHEH CO THS
npueMa 3asBKU U JJOKYMEHTOB, MPETyCMOTPEHHBIX MyHKTOM 12 HacTosmux [IpaBui,
MPOBOJIUT MPOBEPKY MPEJICTABICHHBIX TOKYMEHTOB U CBEPKY YKa3aHHBIX B HUX JTAHHBIX
CO CBEJICHUSIMU, MPEyCMOTPEHHBIMU B ['0CYTapCTBEHHOM peecTpe JIEKapCTBEHHBIX
CPEACTB U MEIUIIMHCKUX W3ACIIHM.

[Ipu mpegocTaBiaeHrU B OJTHOM 3asiBKe O0Jiee JeCATU HAMMEHOBAaHUIM
JIEKapCTBEHHBIX CPEJICTB WJIM MEAULIMHCKUX U3JICJIMH, B paAMKaX OJTHOTO BBO3HOTO
JIOKyMEHTa (MHBO¥Ca), CPOK paCCMOTPEHHUSI 3aIBKH COCTABIISIET HE 0oJiee eCATH
paboumx JHEH.

14. IIpn mpenocTaBaeHNN HEOJIHOTO MTAKETa JOKYMEHTOB, IPEyCMOTPEHHBIX
nyHKTOM 12 HacTtosmux IIpaBuii, HECOOTBETCTBUS CBEAEHUN B IIPEICTABICHHBIX
JOKYMEHTaX JaHHBIM ['0Cy1TapCTBEHHOIO peecTpa JIEKaPCTBEHHBIX CPENCTB U
MEIULUHCKUX U3JIEIU, IPEJOCTABICHNS HEIOCTOBEPHBIX CBEICHUI, SIKCIIEPTHAs
OpraHu3alys B TEUEHHUE MATU paboUYnX JHEH CO JHS MOCTYIJICHUS! JOKYMEHTOB
HaMpaBJseT 3aSBUTENIO MTOCPEICTBOM HH(POPMALIMOHHON CUCTEMBI IKCIIEPTHOM
OpraHM3aliM yBEAOMJIEHHE O HEOOXOAUMOCTH YCTPaHEHUS! COOTBETCTBYIOIIUX
3aMedaHuil. 3asBUTEIb B CPOK HE OoJiee JecsaT pabouuX JHEH CO THS MOIyYEHUS
YBEIOMJICHHUS, HE BXOISIINX B OOIINN CPOK IPOBEACHUS OLIEHKN KayecTBa
JIEKAPCTBEHHBIX CPEJICTB U MEAULMHCKUX U3JEIUN, YCTPAHSAET COOTBETCTBYIOIINE
3aMEYaHHUs.
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15. ITo pe3ynbpTaTaM 3KCHEPTU3bI JOKYMEHTOB IPU OTCYTCTBUH 3aMEUaHHM,
AKCTIEPTHAsl OpraHu3allvs B TEUCHHUE TATU padounx JHEH ohOopMIISIET U PETUCTPUPYET B
WH(OPMAITMOHHON CUCTEME DKCIIEPTHOW OpTaHU3aIuu CEPTU(PUKAT COOTBETCTBUS
IPOIYKIIMHU 1O (popMe COTTACHO MPUIIOKEHHUIO 3 K HacTosuM [IpaBunam.

IIpu ykazaHuH NPOIYKIIMH, HA KOTOPYIO PaCIIpOCTpaHAETCs ACCTBUE
cepTuduKara COOTBETCTBUS NPOAYKIUHU, OPOPMIISETCS NIPUIOKEHUE K CEpTUPUKATY
COOTBETCTBHS MPOAYKLUHU O (JOpME COTITACHO MPUIOKEHHIO 4 K HACTOSIIUM
[IpaBunam.

16. IIpu npegocTaBIeHUN HEMOJIHOTO MAKETA TOKYMEHTOB, ITPEYCMOTPEHHBIX
nmyHKTOM 12 Hacrosmux [IpaBuii, HAIMYKMSA B HUX HECOOTBETCTBUM JaHHBIM
PETUCTPAIIMOHHOTO 10Che U ['oCy1apCTBEHHOTO peecTpa JICKApCTBEHHBIX CPEJICTB U
MEUIMHCKUX U3JIENIU, 00HAPYKEHUU HEJOCTOBEPHOU HHGOPMAIIUU, OTCYTCTBUS
JTAHHBIX O HAJIMYWHU JUIICH3UHU Ha ropTaie elicence (emaicanc), a Takxke IpU He
YCTPAHEHUHU B YCTAHOBJICHHBIE CPOKH 3aIBUTEIIEM 3aMEUaHM, IKCTIEPTHAs
OpraHM3allys BBIIACT peIIeHHE 00 OTKa3e B BhIAade cepTU(HUKATA COOTBETCTBHS
POAYKIMH 110 (hOpME COTJIacCHO MPHIIOKEHUIO 5 K HacTosmuM [IpaBunam.

17. Cpok aeiicTBusi cepTuduKaTra COOTBETCTBUS MPOIYKIIUU YCTAHABIUBACTCS J10
OKOHYaHUS CPOKA TOAHOCTH (DKCIUTyaTalluu) TPOYKIIUH, IPU 3TOM CPOK FOJTHOCTH
(3KCITyaTanuu) NpoAyKIMU ONpPEAeIseTcs A0 MOCIEAHEr0 YMUCIa YKa3aHHOTO Mecsa
(1711 METUIIMHCKOM TEXHUKHU B COOTBETCTBUU C TEXHUYECKUM MACIOPTOM WU
cepTu(UKaTOM KauecTBa, IPOU3BOJICTBA WIIM aHAJIN3a, BEIAAHHOTO ITPOU3BOIUTEIIEM )
BKJIFOYUTEIBHO.

IMaparpa¢ 2. IkcnepTu3a 10KyMEHTOB H JIa00PATOPHbIEC UCIIBITAHUS
00pa31o0B NpH CePUIiHOM OlleHKE JIEKAPCTBEHHBIX CPEACTB

18. Jlnst mpoBeieHus SKCIEPTU3bI TOKYMEHTOB U JIA0OPAaTOPHBIX UCIBITAHUN
00pa3IioB JEKapCTBEHHBIX CPEACTB MPU CEPUINHON OIEHKE JIJIsl IPOU3BOIUTEIICH
PecniyOnuku Kazaxcran, 3a HCKIIIOUEHUEM BAKLUH, 3asIBUTEIIb HA 3JIEKTPOHHOM
HOCHUTENE IPEAOCTABIISET:

1) 3asiBKy Ha IPOBEACHUE OIIEHKHN KaueCTBa JICKAPCTBEHHBIX CPEJCTB,
MIPOM3BEJICHHBIX OJHUM ITPOU3BOIUTEIIEM, 110 (DOPME COTIIACHO MPUIIOKEHHUIO 2 K
HactoswuM [IpaBunawm;
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2) HOTapUallbHO 3aCBU/IETEILCTBOBAHHYIO KOMUIO IOKYMEHTA,
MOJITBEPKAAIOUIET0 COOTBETCTBHE MPOU3BOJICTBEHHOM TuIoaaku TpedoBanusimM GMP u
aJipec caiiTa peecTpa BbIIAHHBIX YIOJHOMOYEHHBIM OPTaHOM CEpTU(PUKATOB
cooTBeTcTBHs TpeboBanusiM GMP (mipu Hanmuuum).

OO0pa31sl MPOAYKIIMH, B TOM YHCII€ CTaHAApTHBIE 00pa3IIbl AJIsl TPOBEICHMUS
UCIIBITAHUN B KOJIMYECTBAX, TOCTATOYHBIX JIJISl OTHOKPATHBIX UCTIBITAHUM C
OCTaTOYHBIM CPOKOM T'OJHOCTH HE MEHEEe TPEX MECSAIIECB ¢ cepTU(hUKATAMH aHAJIU30B
(MpOTOKOJIAMHU UCTIBITAHUI) Ha TAHHYIO CEPUIO 00Pa31I0B JEKAPCTBEHHBIX CPE/ICTB
odopMIISIETCSL aKTOM MpHUeMa-niepeaadn 00pa3ioB NPOayKINH, 1O (GopMe COTIaCHO
npuiokeHuto 6 k HactosmuM [IpaBunam. OTnpaBky 00pa3iioB MPOIYKIIUU B
AKCHEPTHYIO OPTaHU3aIUI0 TIPU OTCYTCTBUU TEPPUTOPUATILHOTO MMOIpa3IeICHUS
AKCIIEPTHOM OpPTraHU3aI[uU OCYIIECTBIISIET 3aIBUTEIb C COOJIOIEHUEM yCIIOBUN
XpaHEHUS MIPU TPAHCIIOPTUPOBKE.

ITonaya 3asiBKM ¥ JOKYMEHTOB 3asBUTEJIEM OCYILECTBISETCS B 3JIEKTPOHHOM
BU/JIE B MH()OPMAIMOHHOW CUCTEME AKCIIEPTHON OpraHU3aluu.

UcnbiTanust o0pa3ioB OCYIIECTBIISIIOTCS B JIAOOPATOPUSIX IKCIIEPTHOM
OpraHH3aluH.

PesynbpraTel ucnibiTaHu 00pa31oB MPOIYyKIIUHU, OTOOPAHHOM C PHIHKA,
0hOpPMIISIIOTCSI MPOTOKOJIOM UCIIBITAaHUM 110 (hOpME COTIIACHO MPHUIIOKEHUIO 7 K
HactosiuM [IpaBuiam.

[Tpu HEBO3MOKHOCTH MTPOBEACHHUS JTAOOPATOPHBIX UCTIHITAHUN JIEKAPCTBEHHOTO
CpEeJICTBA O OTJIEIBHBIM IMOKA3aTEsIM B J1a00OPATOPUSIX SKCIIEPTHON OpraHU3aluu
BCJIEJICTBHE TPYJHOAOCTYITHOCTUA 00Pa31I0B JIEKAPCTBEHHBIX MPenapaToB, CTaHAAPTHBIX
00pas1oB, crienudUUecKnx peareHToB, HEBO3MOXHOCTH COOJIIOICHHS YCTIOBUI
TPaHCIIOPTUPOBKU YKa3aHHBIX 00pa3IOB, a TAKXKe OTCYTCTBUSI CHIEIUATLHOTO
000pyI0BaHUs U PACXOJIHBIX MAaTEPUAJIOB B SKCIIEPTHON OpraHu3alluu, UCIIBITAHUS
IIPOBOJISITCS B IPUCYTCTBUU MPEICTABUTEIIEH IKCIIEPTHON OpraHu3aiiy B J1a00paTopuu
KOHTPOJISI KaueCTBa MPOU3BOIUTENS WU B KOHTPAKTHOM J1abOpaTOpHu, UCI0JIb3yEMOM
IIPOU3BOJAUTEIIEM, B TOM YHUCIIE€ C UCIIOJIb30BAHUEM CPEJACTB JUCTAHIIMOHHOIO
B3aUMOJICHCTBUS, BKJIIOYAsl ayJIMO- UM BUACOCBS3b PU OPTraHU3AIUU U MPOBEACHUN
CaHUTAPHO-TIPOTUBOIMUIEMUICCKUX M CAHUTAPHO-TIPOPUIAKTUIECKUX MEPOTIPUATUI U
CBSI3aHHBIX C HUMH OIPAHUYUTENBHBIX MEPOIIPUATHIA, B TOM YHCIIE KaPAHTHUH.
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[To pe3ynbraTam J1abopaTOPHBIX UCTIBITAHUN cocTaBisieTcss OTUeT 0 pe3ybTaTax
IPOBEICHUS TAOOPATOPHOTO UCTIBITAHUS B JIA0OPATOPUHU KOHTPOJISI KaUecTBa
POU3BOAMUTENS WM B KOHTPAKTHOM J1aOOpaTOPHH, UCIOIB3YEMOM MPOU3BOIUTEIIEM
COTJIACHO MPUJIOKEHUIO § K HacTosmuM [ IpaBunam.

19. Cpok paccMOTpeHHs 3asiBOK Ha SKCIEPTU3Y JOKYMEHTOB U J1a0OpaTOpHbIE
UCTIBITAHMSI TIPU CEPUITHOM OIEHKE JIEKAPCTBEHHBIX CPEICTB COCTABIISIET HE OoJiee
TPUAIATH PabOUnX JHEH.

20. ITpu npenocTaBiIeHUH HEMOIHOIO MaKeTa JOKYMEHTOB, ITPELYCMOTPEHHBIX
nyHKTOM 18 HacTosuux [IpaBui, HECOOTBETCTBUS CBEICHUN B MIPEICTABIEHHBIX
JOKYMEHTAaX JaHHBIM ['0Cy1apCTBEHHOI0O peecTpa JIEKapCTBEHHBIX CPENCTB U
MEIMIMHCKUX U3EIUN, IPEIOCTABICHUS HEJOCTOBEPHBIX CBEICHNUM, IKCIIEPTHAS
OpraHu3allys B TEUEHHUE MATH paboUYnX JHEN CO JHS MOCTYIJIEHUS! JOKYMEHTOB
HampaBJseT 3aSBUTEINIO MTOCPEICTBOM HH(POPMALIMOHHON CUCTEMBI IKCIIEPTHOM
OpraHu3alliy YBEOMIIEHHE O HEOOXOJIMMOCTH YCTPAHEHUSI COOTBETCTBYIOIINX
3aMeuyaHuil. 3asBUTENb B CPOK HE OosIee JeCATH pabodynX AHEH CO THS MOTyUeHUs
YBEJIOMIIEHUS, YCTPAHSIET COOTBETCTBYIOLINE 3aMEYaHUs.

21. IIpu oTCYyTCTBUU 3aMEUaHUM MO pe3yIbTaTaM dKCIEPTU3bI JOKYMEHTOB U
MIOJIOKUTEIIEHBIM Pe3yJIbTaTaM Ja0OPaTOPHBIX UCIIBITAHUHN, SKCTIEPTHASI OPTaHU3AIUS B
TE€YCHHE BYX padounx AHEH 0POpMIISIET M pErUCTPUPYET B HHPOPMAIIMOHHOMN CHCTEME
AKCIIEPTHOM OpTaHU3aIuy CEPTH(PUKAT COOTBETCTBUS MPOIYKIIUHU TT0 opMe coriacHO
NPpUIIOKEHNIO 9 K HacTosmuM [ IpaBunam.

[Ipu ykazanuu npoyKUMH, HA KOTOPYIO PaCpOCTPAHSAETCS AEUCTBUE
cepTuduKaTta COOTBETCTBUS MPOIYKIIUU, OPOPMIISETCS IPUIIOKEHHUE K CepTUPUKATY
COOTBETCTBHUS MIPOIYKIIMH MO0 POpME COrIacHO MpHIOKEHHIO 10 K HACTOSIIIIUM
[IpaBunam.

22. Ilpu npeaocTaBI€HUH HEMOJIHOIO MaKeTa JOKYMEHTOB, MPETyCMOTPEHHBIX
nyHKToM 18 HacTosux [IpaBui, Hanu4Ks B HUX HECOOTBETCTBUI JaHHBIM
PETUCTPAIMOHHOTO JOChe U ['0CyJTapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3JIEINI, OOHAPYKEHUU HEJOCTOBEPHOU MH(POPMAIIUU, OTCYTCTBUS
JAHHBIX O HAJIMYWU JIMIIEH3UHU Ha nopTase elicence (enaiicaHc), HE YCTpaHEHUH B
YCTAaHOBJICHHBIE CPOKH 3asIBUTEJIEM 3aMEUaHMil, a TAKKE MIPU ONPEICICHUN
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HECOOTBETCTBUII MO Pe3yJIbTaTaM JA0OOPATOPHBIX UCTIBITAHUH, SKCIIEPTHAS] OPTraHU3aLUs
BBIJIa€T pelIeHre 00 0TKa3e B Bbllaye cepTU(PUKATa COOTBETCTBUSI MPOYyKIIUH 110
dopme cornacHo npunoxxkenuto 11 k Hacrosmmm [IpaBunam.

23. IIpu BBISIBI€HUH HECOOTBETCTBUM IO YIIAKOBKE U MAPKUPOBKE 3asIBUTEIND
N0JIaeT 3asIBKY Ha IPOBEJICHUE MTPOLIETyPbl BHECEHNS H3MEHEHUI B PETUCTPALMOHHOE
JI0OChE B COOTBETCTBUU € MTPpUKa30M MuUHHUCTpa 3apaBooxpanenus PecryOmuku
Kazaxcran ot 27 suBaps 2021 roga Ne KP JICM-10 «O0 yTBepKaeHUN IpaBuil
IIPOBEJICHUS DKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAMIIMHCKUX U3IENIHID) (1anee —
npuka3 Ne 10) (3apeructpupoBan B Peectpe rocyiapcTBEHHON perucTpaiuu
HOPMAaTUBHBIX ITPaBOBbIX akTOB 1o Ne 22144).

IIo pe3yJjibTaTaM BHCCCHHBIX U3MEHECHUH B PETUCTPAIMOHHOC JOCHE 3asABUTCIIb
IMOBTOPHO IMPCAOCTABJIACT 3aABKY HA IIPOBCACHUC CepHﬁHOi’I OLCHKH Ka4uCCTBa
JICKapCTBCHHOI'O CpCACTBA.

[Ipu HEBHECEHUU 3asIBUTENIEM B TEUEHHUE LIECTH MECSILIEB U3MEHEHUH B
PErMCTPALIMOHHOE JTOCKE IO YIAKOBKE M MAPKUPOBKE B cooTBeTcTBUU [Ipnkazom Ne 10,
AKCIIEpPTHAsl OpraHU3alMsl HAPaBIIIET COOTBETCTBYIONIYIO HH(POPMALIHUIO B
roCy/IapCTBEHHBIN OpraH 0 HEOOXOIMMOCTH YHUUTOKEHUS (YTUIM3AINH) TPOAYKIIMH B
nopsaKe, MpeayCMOTPEHHOM ITpHKa3oM MUHHUCTpa 31paBooXpaHeHus PecyOnuku
Kazaxcran ot 16 ¢eBpans 2021 rona Ne KP /ICM-19 «O6 yTBepx)aeHIUN NpaBUII
XpaHEHUs U TPAaHCIIOPTUPOBKU JIEKAPCTBEHHBIX CPEJCTB U METULIMHCKUX WU3JETHID)
(manee — mpuka3 Ne 19) (3apeructpupoBan B PeecTpe rocy1apcTBEHHOM perucTpauuu
HOPMAaTUBHBIX MTPaBOBbIX akTOB 1o Ne 22230).

24. Cpok aeiicTBus cepTudUKaTa COOTBETCTBUS MIPOTYKIIUU TIPU CEPUNHON
OILICHKE YCTaHABJIMBAETCS Ha Mepuo He Ooliee Tpex JeT 0e3 yKazaHus Cepuu.

IMaparpa¢ 3. IkcnepTuza 10KYMEHTOB H JIa00OPATOPHbIEC UCIIBITAHUS
00pa310B NP CePUIlHOM OlleHKe MeTUIIMHCKUX U3/eTuil

25. Ins mpoBeAeHUs SKCIIEPTU3BI JJOKYMEHTOB U J1JA00PATOPHBIX UCTIBITAHUIN
00pa3iioB MEIUIIMHCKUX U3IEITUN TIPU CEPUNHOM OILICHKE /IS TPOU3BOAUTENCH
Pecny6nuku Ka3zaxcraH, 3asiBUTENb HAa 3JIEKTPOHHOM HOCHUTEIIE MPEAOCTABIISET:
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1) 3asBKy Ha IPOBEAECHUE OIIEHKN KauyeCTBa MEAUIIMHCKUX U3/IETUH,
MIPOU3BEICHHBIX OJHUM MTPOU3BOIUTEIIEM, 110 (DOPME COTIIACHO MPUIIOKEHUIO 2 K
HactosiuM [IpaBuiam;

2) HOTapUallbHO 3aCBU/IETEILCTBOBAHHYIO KOMUIO IOKYMEHTA,
MOATBEPKAAIOIIET0 COOTBETCTBHE MTPOU3BOICTBEHHOM TUI0maku TpeboBanusiM [SO
13485, ISO 9001 nan GMP.

OO0pa3ipl NPOAYKIHMH, B TOM YKCII€ CTaHAAPTHBIE 00pa3Lbl AJIsl IPOBEACHHUS
UCIBITAHUM B KOJIMYECTBAX, JIOCTATOYHBIX JUIsl OJHOKPATHBIX UCIBITAHUN C
OCTATOYHBIM CPOKOM F'OAHOCTH HE MEHEE TPEX MECSALEB ¢ cepTU(UKATaMHU aHAJIU30B
(MpOTOKOJIAaMHU UCIIBITAHUI) HA JAHHYIO CEPHI0 00pa3LoB U METOJAMKAMU UCIIBITAHUMA
VI MEIULMHCKUX U3JIEIUN JUI [TOKa3aTelel, yKa3aHHbIX B cepTU(UKATe aHAIN3a
(IpOTOKOJIE UCTIBITAHUI ), 0OPMIISIETCSL aKTOM MpHeMa-Tiepeaayr o0OpasioB
OPOAYKIMHU, IO (hOpME COrIacHO MpUIIOkKEHHUIO 6 K HacTosiuM [IpaBunam. OtnpaBky
00pa31oB MPOAYKIHUH B 3KCIIEPTHYIO OPraHU3aIUI0 IPU OTCTYTCBUU TEPPUTOPUATIEHOTO
NoJIpa3AeNICHNs SKCIIEPTHOM OpraHU3aI[MHi OCYIECTBIISIET 3asIBUTEIB C COOIIIOIEHUEM
YCIIOBUI XpaHEHHUs [IPU TPAaHCIIOPTUPOBKE.

ITonaua 3asiBKM U JOKYMEHTOB 3asBUTEJIEM OCYILECTBISAETCS B 3JIEKTPOHHOM
BUJIE B MH()OPMAIMOHHON CUCTEME HKCIIEPTHON OpraHU3aluu.

NcnbiTanust o0pa3ioB OCYIIECTBIISIIOTCS B JIAOOPATOPUSIX IKCIIEPTHOM
OpraHu3aluH.

PesynbraTel ucnpiTaHui 00pa3ioB MPOIYyKIIMHA, OTOOPAHHOM C PHIHKA,
0(pOpMIISFOTCS POTOKOJIOM UCIIBITAHUM 110 (POpPME COTTIACHO MPUIIOKEHHIO 7 K
HactosiuM [IpaBuiam.

[Ipu HEBO3MOKHOCTH MTPOBEACHHMS JTAOOPATOPHBIX UCIIBITAHUN MEIUIUHCKOTO
U3JIEIINS 110 OTACIBHBIM IIOKA3aTENsAM, UCIIBITAHUS IIPOBOJIATCS B IPUCYTCTBUU
IpeCTaBUTENEN HKCIIEPTHON OpraHu3anuu B 1a00paTopuu KOHTPOJIS KauecTBa
IPOU3BOAUTENS WIKM B KOHTPAKTHOH JIaOOpaTOPHUH, UCIOIB3YEMOM MTPOU3BOIUTENIEM, B
TOM YHCJIE C UCTIOJIB30BAHUEM CPEACTB AUCTAHLIMOHHOIO B3aUMOAECUCTBUS, BKIIIOYAs
ayJaMo- WY BUJIEOCBS3b IIPU OPraHU3AlMU U IPOBEAECHNUN CAaHUTAPHO-
IPOTUBO3IUIEMUUECKUX U CAHUTAPHO-IPOPUIAKTUUECKUX MEPOTIPUATUIN U CBSI3aHHBIX
C HUMH OIPAHUYUTENBHBIX MEPOIIPUATHIA, B TOM YHCIIE KADAHTHUH.
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[To pe3ynbraTam J1abopaTOPHBIX UCTIBITAHUN cocTaBisieTcss OTUeT 0 pe3ybTaTax
IPOBEICHUS TAOOPATOPHOTO UCTIBITAHUS B JIA0OPATOPUHU KOHTPOJISI KaUecTBa
POU3BOAMUTENS WM B KOHTPAKTHOM J1aOOpaTOPHH, UCIOIB3YEMOM MPOU3BOIUTEIIEM
COTJIACHO MPUJIOKEHUIO § K HacTosmuM [ IpaBunam.

26. Cpok pacCMOTpEHHUs 3asIBOK HA SKCIIEPTU3Y JOKYMEHTOB U JaOOPaTOpHBIE
UCIIBITAHMS IPU CEPUITHOM OLIEHKE MEIMIIMHCKUX U3/IeNIMi COCTABIISIET HE OoJiee
TPUAIATH PabOUnX JHEH.

27. Ilpu npenoCcTaBIeHUH HEMOIHOIO MaKeTa JOKYMEHTOB, ITPELYCMOTPEHHBIX
NyHKTOM 25 HacTosuux [IpaBui, HECOOTBETCTBUSI CBEICHU B IPEICTABIEHHBIX
JOKYMEHTAaX JaHHBIM ['0Cy1apCTBEHHOI0O peecTpa JIEKapCTBEHHBIX CPENCTB U
MEIMIMHCKUX U3EIUN, IPEIOCTABICHUS HEJOCTOBEPHBIX CBEICHNUM, IKCIIEPTHAS
OpraHu3allys B TEUEHHUE MATH paboUYnX JHEN CO JHS MOCTYIJIEHUS! JOKYMEHTOB
HampaBJseT 3aSBUTEINIO MTOCPEICTBOM HH(POPMALIMOHHON CUCTEMBI IKCIIEPTHOM
OpraHu3alliy YBEOMIIEHHE O HEOOXOJIMMOCTH YCTPAHEHUSI COOTBETCTBYIOIINX
3aMeuyaHuil. 3asBUTENb B CPOK HE OosIee JeCATH pabodynX AHEH CO THS MOTyUeHUs
YBEJIOMIIEHUS, YCTPAHSIET COOTBETCTBYIOLINE 3aMEYaHUs.

28. [Ipu oTCyTCTBUU 3aMEUaHUi MO pe3yIbTaTaM dKCIEPTU3bI TOKYMEHTOB U
MIOJIOKUTEIIEHBIM Pe3yJIbTaTaM Ja0OPaTOPHBIX UCIIBITAHUHN, SKCTIEPTHASI OPTaHU3AIUS B
TE€YCHHE BYX padounx AHEH 0POpMIISIET M pErUCTPUPYET B HHPOPMAIIMOHHOMN CHCTEME
AKCIIEPTHOM OpTaHU3aIuy CEPTH(PUKAT COOTBETCTBUS MPOIYKIIUHU TT0 opMe coriacHO
NPpUIIOKEHNIO 9 K HacTosmuM [ IpaBunam.

[Ipu ykazanuu npoyKUMH, HA KOTOPYIO PaCpOCTPAHSAETCS AEUCTBUE
cepTuduKaTta COOTBETCTBUS MPOIYKIIUU, OPOPMIISETCS IPUIIOKEHHUE K CepTUPUKATY
COOTBETCTBHUS MIPOIYKIIMH MO0 POpME COrIacHO MpHIOKEHHIO 10 K HACTOSIIIIUM
[IpaBunam.

29. Ilpu npenocTaBI€HUH HETOJHOTO MAKeTa JOKYMEHTOB, MPEyCMOTPEHHBIX
nyHKTOM 25 HacTosiux [IpaBui, Hanuuus B HUX HECOOTBETCTBUM JaHHBIM
PETUCTPAIMOHHOTO JOChe U ['0CyJTapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3JIEINI, OOHAPYKEHUU HEJOCTOBEPHOU MH(POPMAIIUU, OTCYTCTBUS
JAHHBIX O HAJIMYWU JIMIIEH3UHU Ha nopTase elicence (enaiicaHc), HE YCTpaHEHUH B
YCTAaHOBJICHHBIE CPOKH 3asIBUTEJIEM 3aMEUaHMil, a TAKKE MIPU ONPEICICHUN
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HECOOTBETCTBUII MO Pe3yJIbTaTaM JA0OOPATOPHBIX UCTIBITAHUH, SKCIIEPTHAS] OPTraHU3aLUs
BBIJIa€T pelIeHre 00 0TKa3e B Bbllaye cepTU(PUKATa COOTBETCTBUSI MPOYyKIIUH 110
dopme cornacHo npunoxxkenuto 11 k Hacrosmmm [IpaBunam.

30. [Ipu BBIABICHUU HECOOTBETCTBUH MO YITAKOBKE U MAPKUPOBKE 3asIBUTEIb
MOJIaeT 3as8BKY Ha MPOBEICHHUE TTPOIETyPhl BHECEHUS U3MEHECHHI B PETUCTPAITMOHHOE
nocke B cooTBeTcTBUM C [Iprkazom Ne 10.

ITo pe3ynpTaTaM BHECEHHBIX U3MEHEHUN B PErUCTPALMOHHOE 10ChE 3asABUTED
IIOBTOPHO MPEIOCTABIISAET 3asBKY Ha ITPOBEJACHNE CEPUMHON OLIEHKU Ka4eCcTBa
MEIULIMHCKOTO U3EIHS.

IIpy HEBHECEHNH 3asBUTENIEM B TEYEHUE LIECTU MECSLIEB U3MEHEHUM B
PETUCTPALMOHHOE JOChE MO YIIAKOBKE U MapKHUPOBKE B cooTBeTCTBUM IIprkazom Ne 10,
AKCIIEpPTHAs OpraHU3aIUsl HAMPaBJISET COOTBETCTBYIOUIYIO HH(OPMALIHIO B
rOCy/IapCTBEHHBIN OPraH 0 HEOOXOIMMOCTH YHUUTOKEHUS (YTUIM3AIMK) TPOAYKIIMH B
NOPSIAKE, IPEAYCMOTPEHHOM NpHKa3oM Nel9.

31. Cpoxk aeiicTBus cepTUPUKaTa COOTBETCTBUS IPOIYKINU TPU CEPUMHON
OLIEHKE YCTaHABIJIMBAETCS Ha MepHo] He OoJiee Tpex JeT 0e3 yKa3aHus CEpUU.

IHaparpa¢ 4. dxcnepTu3a 10KyMEHTOB U JIA00PATOPHbIEC UCMIBITAHUS BAKIUH

32. Jlns mpoBeieHHsI SKCIIEPTU3BI TOKYMEHTOB M JIA0OPATOPHBIX HCTIBITAHUN
BaKITMH 3asBUTEIIb HA DJICKTPOHHOM HOCHTEJIC TTPEIOCTaBIISCT:

1) 3asBKy Ha IPOBEJCHHUE OLIEHKU Ka4eCTBA BAKIIMH 110 (JOPME COIJIACHO
IPWIOKEHMIO 2 K HacTtoAmuM [IpaBunam;

2) HOTapUallbHO 3aCBU/IETEILCTBOBAHHYIO KOMHUIO IOKYMEHTA,
MOJITBEPKIAIOIIETO COOTBETCTBHE MPOU3BOICTBEHHOM TuIoaaKu TpedoBanusamM GMP u
ajJipec caiiTa peecTpa BhIIAHHBIX YITOJJHOMOUYEHHBIM OPTaHOM CEpTU(PUKATOB
cootBeTcTBUs TpeboBanusM GMP (ripu Hanmmuun);

3) CBOAHBIN MPOTOKOJ MPOU3BOIUTENS HA KAXKIYIO CEPUIO BaKLIUHBI B
cootBeTcTBHM ¢ TpeOoBanussMu GMP u pykoBoacTBOoM BecemupHoit opranuzanueit
3npaBooxpaHeHus (nanee — BO3) 1o BeIMyCKYy HE3aBUCUMBIX MTAPTUI BaKLIMH
pEryJIMpyIOIIUMH OpraHaMHu, NpUHIATHIM Ha 61 coBemanun Komurera skcnepro BO3
no Ouosornueckout crangapruzauuu, 2010 rosra ¢ nepeBoIoM Ha Ka3aXCKUM WK
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pPYCCKUH S3bIK (ITPU MPEICTABICHUHU JOKYMEHTA Ha MHOCTPAHHOM si3bIKe). [l BaKLIMH,
npomeamux npekBanudpukauio BO3, a Takke mpor3BeeHHBIX B CTPaHaX peruoHa
MexyHapoaHOU KOH(GEPEHIIUN 110 TAPMOHU3AINN TEXHUYECKUX TPEOOBAaHUMN K
peructpanuu papMaleBTHUECKUX MPOAYKTOB, MPEAHA3HAUCHHBIX JJIs1 IPUMEHEHUS
yenoBekoM (The International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use) (nanee - ICH (A#tCudiiu) cBOHBIN POTOKOJI
MIPOU3BOIUTENSL HE MPEIOCTABIISAETCS;

4) KonuI0 TI0KYMEHTA, MOATBEPKIAI0IIET0 KAaUECTBO CEPUU MPOTYKIIHUHU OT
npou3BoUTENs (CepTU(dUKAT aHaKM3a) C MEPEBOJIOM Ha KA3aXCKUU UM PYCCKUM SI3bIK
(Opu npesICTaBIeHUU JOKYMEHTAa HaA HHOCTPAHHOM SI3bIKE);

5) niist BBo3uMbIxX B PecrmyOnuky Ka3zaxcran BakiiMH Ipe10CTaBIISIETCS
cepTuduKaT KauecTBa cepuu (cepTu(ukaT BbIMycKa), BbIJAHHBIN HAIIMOHATIBHBIM
KOHTPOJIMPYIOIINUM OPraHOM HJIU JJabOpaTOpHeEil KOHTPOJISI KAYECTBA CTPAHbI
MIPOU3BOIUTENS WM HMHOU OUIIMATBLHON TabopaTopre, yIIOJTHOMOYEHHOM
PETYISATOPHBIM OPTraHOM CTPAHbI POU3BOIUTEINS TPOBOIUTH KOHTPOJIb KAYECTBA C
LEJIbI0 BBIIIYCKA CEPUHU Ha PHIHOK C IEPEBOJIOM Ha Ka3aXCKHIl WM PYCCKUH S3bIK (€CIIH
JOKYMEHT MPEJCTaBICH Ha HHOCTPAHHOM SI3bIKE).

JlabopaTopHble UCTIBITAHUS TPOBOJIATCS HA KAXKIYIO CEPUIO BaKIIHH,
POU3BEICHHBIX Ha TeppuTopun Pecriyonnku Kazaxcran, a Takke Ha BBO3UMBIE B
Pecny6nuky Kazaxcran BakiMHbBI TIPH:

1) Hex)kenaTenbHbBIX SBJICHUSX MMOCIE UMMYHH3ALUH HA ONPEIEICHHYIO BaKIIMHY U
IPOU3BOIUTES, TIO pe3ybTaTaM (papMaKoHaA30pa;

2) uadopmanuu o npodIeMax ¢ Ka4eCTBOM, 0€30MACHOCTHIO WU
3¢ (PEKTUBHOCTHIO BaKIIMH IO pe3yiabTaTaM hapMaKkoHaI30pa.

Wcnbrtanust oOpa3iioB BaKIIUH OCYIIECTBISIOTCS B TAOOPATOPUSX IKCIIEPTHOM
opranuzanuu. [Ipu 3ToM 11 MpoBeieHUs Ta00PATOPHBIX UCIIBITAHUN 3asBUTEITh
npeAoCTaBiIsieT 00pa3Ibl BAKIIMHBI B KOJTUYECTBAX, JOCTATOYHBIX JIJI1 OJHOKPATHBIX
UCTIBITAHUM ¢ cepTUdUKATAMH aHAJIM30B (MPOTOKOJIAMHU UCTIBITAHUI) HA JaHHYIO CEPUI0
00pa3IoB 1 HOPMATUBHBIN IOKYMEHT 1O Ka4EeCTBY.

[Ipu HEBO3MOKHOCTHU MTPOBEACHMS UCIBITAHUN MO OTJEIbHBIM MTOKa3aTeNIsIM
UCTIBITAaHUS BAaKLMH OCYIIECTBISIOTCS B CYyOKOHTPAKTHOM JIabOpaTOPUH Ha OCHOBAaHUU
JIOTOBOPA MEXKy SKCIEPTHOM opraHu3anuei u cyOKOHTpaKTHOM 1abopaTtopueit
COrJIacHO 3aKoHoaTenbcTBY PecnyOnuku KazaxcTan o rocyjapcTBEHHBIX 3aKyIIKax.
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33. Cpok paccMOTpeHUs 3asiBOK Ha KCMEPTHU3Y JTOKYMEHTOB U JIa0OpaTOpHbIC
WCIIBITAHUSI BaKIIMH COCTABJIsIeT HE 0oJiee TPUILIATH MATH pabouux JHEH.

34. IIpu npeaocTaBI€HUN HEMOJIHOTO MAKETa TOKYMEHTOB, TPEYCMOTPEHHBIX
MyHKTOM 32 HacroAwmux [IpaBuii, HECOOTBETCTBHUS CBEICHUI B MPEACTABICHHBIX
JIOKYMEHTaX JaHHBIM ['0Cy/1apCTBEHHOT0 peecTpa JIEKAPCTBEHHBIX CPEJCTB U
MEIUIMHCKUX U3IEIUN, IPEIOCTABICHUS] HEJJOCTOBEPHBIX CBEJCHHM, YKCIIEPTHAS
OpraHu3alys B TCUCHHUE ISATH pad0ounX JHEH CO JHS MOCTYIUICHUS JOKYMEHTOB
HaIPaBJIAET 3aBUTENIO MTOCPEACTBOM MHPOPMAIITMOHHON CUCTEMBI IKCIIEPTHOM
OpraHU3aliy YBEIOMIICHHE O HEOOXOIMMOCTH YCTPAHEHUSI COOTBETCTBYIOIIHNX
3amMedyaHui. 3asBUTENb B CPOK HE OoJiee NecATH padodyuX THEH CO JHS MOTYyUCHHS
YBEJIOMJICHUS, YCTPAHSIET COOTBETCTBYIOIINAE 3aMEUYaHUS.

35. IIpm OTCYTCTBHHM 3aMEUYaHUM 110 PE3YIbTAaTaM dKCIEPTU3BI JOKYMEHTOB H
HOJIOKUTENBHBIM pe3ysibTaTaM J1a00paTOPHBIX UCHBITAHUM, a TAKXKE OTCYTCTBUU
NOTEHIMAIbHBIX OTKJIIOHEHUH B MIOCIIEIOBATENBHOCTH CEPUI BaKIIMHbI, IKCIIEPTHAS
OpraHu3alys B T€YeHHE JBYX pabouux JHEH opOpMIIIET U pErUCTPUPYET B
MH(POPMAILIMOHHOMN CHCTEME IKCIIEPTHOM OpraHu3aluu cepTu(UKaT COOTBETCTBUS
OPOIYKIUHU IO popMe COrJacHO MPUIIOKEeHUI0 12 k HacTosiumM [IpaBuiiam.

36. IIpu mpenocTaBIeHNN HETOJIHOTO MMAKETa JOKYMEHTOB, IPEyCMOTPEHHBIX
nyHKTOM 32 HacTtoamux IIpaBuii, Haau4Ks B HUX HECOOTBETCTBUI JTAHHBIM
PErUCTPAlMOHHOTO 10Che, 0OHAPYKEHUH HEJOCTOBEPHON MH(GOPMALIMH, OTCYTCTBUS
JaHHBIX O HAJTMYMHU JIUIICH3UH Ha nopTaine elicence (enaiciHC), HE YCTPaHEHUH B
YCTaHOBJICHHBIE CPOKH 3asBUTEJIEM 3aMEUaHUM, a TAKXKE IPU ONPEIEICHUN
NOTEHLMAIbHBIX OTKJIOHEHUH B TIOCJIE0BATEIBHOCTU CEPUI BAKLIMHBI U (UJIN)
HECOOTBETCTBHM 10 pe3ysbTaTaM J1a00paTOPHBIX UCTIBITAHUM, SKCIIEPTHAs OpraHU3aIus
BBIJIAET pelieHre 00 0TKa3e B BblJjaue cepTuukaTa COOTBETCTBUS MPOAYKIIMH 110
dbopme cornacHo npusiokennro 13 k Hacrosum [IpaBumam.

37. Cpok neiicTBusl cepTU(HUKaTa COOTBETCTBHSI Ha BaKIIMHY YCTaHABIMBACTCS JI0
OKOHYAHUS €€ CPOKa TOJHOCTH, IPH STOM CPOK TOJHOCTHU MPOIYKIHH OTIPEIEISIETCS 10
HOCJIETHET0 YKciia YKa3aHHOTO MecsIIa.

38. Pe3ynbTaThl 110 OLEHKE Ka4yeCTBa BAKI[MH Pa3MEIIAIOTCA HA CAUTE DKCIIEPTHON
OpraHU3alNH.
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IMaparpad 5. OT60p 00pa3u0B NPOAYKINH C PIHKA
C Y4€TOM PHCK-OPHEHTHPOBAHHOI'O IOAX0/A

39. O160p 00pa31oB NPOIYKIIUH C PHIHKA C YYETOM PUCK-OPUEHTUPOBAHHOTO
M0JIX0/1a, HaXoIslIeicst B oOpaneHnu Ha Tepputopun Pecriy6nuku Kazaxcraw,
OCYIIECTBIISIETCA SKCIIEPTHON Opranu3ainued B CooTBeTCTBUM C [Ipukazom Ne 323,

40. ns mpoBeaeHus 0TO0pa 00pa3lioB NPOAYKIIMU C PIHKA SKCIIEPTHAs
OpraHu3aIus €KEro/HO, B CPOK 710 1 HOsIOps1, hopMupyeT miiaH 0TOOpa 00pas3IoB A
OIICHKH KaueCcTBa, HAXOIAIINXCS B oOpalieHny Ha Tepputopun Pecnyonmmku Kazaxcran
JICKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX M3JCIIHNA U Pa3MEIaeT €ro B CBOOOTHOM
JOCTyTIe Ha OPUIIMATLHOM CalTe SKCTIEPTHOW OpraHW3aIiH.

41. UctibiTanust o0Opa3iioB MPOyKIIMK, OTOOPAHHOM C PBIHKA, TPOBOJIATCA 32 CUET
CpPEACTB MPOU3BOAUTENSL B COOTBETCTBUHU C [IEHAMM Ha YCIYTH, YCTAHOBJICHHBIMU
YIOJTHOMOYEHHBIM OPTaHOM B 00JIACTH 3/IpaBOOXPAHEHUS IO COTJIACOBAHMIO C
AHTUMOHOIIOJIBHBIM OpPraHoM B cooTBeTcTBUU ¢ [Ipukazom Ne 7.

Bo3memenue crouMocT 0TOOpaHHBIX JIJ1sl IPOBECHUS UCTIBITAHUN 00pa31ioB
HOPOAYKIHUH CyOBEKTY, Yy KOTOPOTO OCYIIECTBIEH 0TOOP, OCYIIECTBISIETCS
IPOU3BOUTENEM B KPATHOCTH NMPOU3BEAECHHOIO 0TO0Opa 00pa31oB B 3aBUCUMOCTH OT
KOJIMYECTBA CYOBEKTOB (0OBEKTOB) MECT 0TOOpa (M0 pErMoHaM, IO KOJIUYECTBY
JTUCTPUOBIOTOPOB, alTEK U MEAULIMHCKUX OPTaHU3aLINN).

42. UcnpITaauss 00pa3IoB MPOAyKIIUH, OTOOPaAHHOM C PhIHKA IIPOBOJISITCS B
UCIIBITATEIIbHBIX JJa00PaTOPUAX IKCIIEPTHOW OpraHu3aIiy, aKKpEeAUTOBAHHBIX B
COOTBETCTBHH C MPUKA30M HCTIOTHSIONMIETO 00513aHHOCTH MUHUCTpA 31paBOOXPAaHEHUS
Pecnybnuku Kazaxcran ot 27 oktsa0pst 2020 roma Ne KP JICM-157/2020 «O6
YTBEPKICHUH TIPaBUJI MPOBECHUS aKKPEIUTAIIUMH UCTIBITATSIIBHBIX JTA0OPAaTOPHIA,
OCYIIECTRIISIOMNX MOHOIIOJIBHYIO JAEATEIBHOCTD 10 AKCIIEPTU3E U OIIEHKE
0€30MacHOCTH 1 KauecTBa JICKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX H3ICITHIN
(3apeructpupoBaH B PeecTpe rocyapcTBEHHOM PETHCTPAIIMA HOPMATHBHBIX TTPABOBBIX
akToB oz Ne 21540).

43. UctibITanus IpOYKIMU, OTOOPAHHOM C PhIHKA C YY€TOM PHCK-
OPUEHTUPOBAHHOTO MOX0/1a MTPOBOAATCS IO TTOKa3aTeIsIM MAPKUPOBKH U YIIAKOBKH B
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YacTH OIPEACIICHUS €€ COOTBETCTBUS MAKETy (MakeTaM), yTBEpKIECHHOMY B
I'ocynapcTBEHHOM peecTpe JEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3IEIHIM C
IIPEOCTABICHUEM OJJHON YIIAaKOBKH.

[Ipu cooTBEeTCTBMHM MapKHPOBKH M YIIAKOBKH I 0Cy1apCTBEHHOMY peecTpy
JICKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3JCINNA, 00pa3Ilbl JICKaPCTBEHHBIX CPEJICTB U
MEIUIIMHCKHUX U3JENINN, OTOOpaHHBIX C PHIHKA, BO3BPAIIAIOTCS 10 MUCBMEHHOMY
oOpaiieHuto (B MpOU3BOJIbHOU (POopMeE) 3asiBUTEISL.

IIpn ycTaHOBIEHNH HECOOTBETCTBUMN 110 MAPKUPOBKE M YIIAKOBKE NMPOU3BOJAUTCS
HOBTOPHBIN 0TOOP 00pa3l0B JaHHOI'O HAUMEHOBAHHUS JIEKaPCTBEHHOT'O CPEJCTBA UITU
MEIUIMHCKOTO U3/Ieusl, 0OpallatolInXcs Ha PhIHKE, U MPOBOASITCS J1abOpaTOpHbIE
UCHBITaHMS (KpOMeE ITOKa3aTesield MapKUpOBKA U yIIAKOBKA) HA COOTBETCTBUE
TpeOOBaHMUSIM HOPMATUBHOI'O JJOKYMEHTA M0 KaueCTBY JJI JIEKAPCTBEHHBIX CPEJCTB U
JOKYMEHTA 10 Ka4E€CTBY I MEAULIMHCKUX U3ECTUN.

JU1s mpoBeeHUST UCIIBITAHUI 00pas3Ilbl JJIEKAPCTBEHHBIX CPEACTB WU
MEIMLIUHCKUX U3JeNINi, OTOOPaHHBIX C PHIHKA C YYETOM PUCK-OPHUEHTHPOBAHHOTO
M0/IX0/1a, HE COOTBETCTBYIOIIMX MO MOKA3aTENSIM MapKUPOBKA U YITaKOBKa
IPEIOCTABISAIOTCS B KOJIMYECTBAX, IOCTATOYHBIX ISl OJHOKPATHBIX UCIIBITAHUI C
OCTaTOYHBIM CPOKOM I'OJJHOCTH HE MEHEE TPEX MECSIIEB C CepTU(PUKATAMU aHAIU30B
(MpOTOKOJIAaMHU UCIIBITAaHUI) HA JAHHYIO CEPHUI0 00pa3lioB JEKAPCTBEHHBIX CPEACTB U
MEIULUHCKHUX U3JIEIUN U METOJUKAMM MCIIBITAHUI ISl MEIULIMHCKUX U3ACIINN JUIs
noKasaresiel, yKa3aHHbIX B cepTu(dUKaTe aHainu3a (MPOTOKOJIE UCIIBITAHUN).

IIpyr HEBO3MOXKHOCTH BOCIIPOU3BEICHUS OTACIbHBIX ITI0Ka3aTeIel KayecTBa
COINIACHO HOPMATUBHOMY JOKYMEHTY JIEKapCTBEHHOI'O CPEACTBA WK JOKYMEHTY I10
Ka4yeCTBY MEAMIIMHCKOIO U3JIENHsI, OTOOPAaHHBIX C PhIHKA, IPOU3BOIUTEIIEM
IPEIOCTABISAETCS CEPTU(PUKAT KaueCTBA UIIM UHOM aHAJIOTMYHBIN TOKYMEHT C
pe3yJIbTaTaMH UCIBITAHUM 10 JAHHBIM IIOKA3aTeNAM Ul IPU3HAHUSA PE3YIbTaTOB
JKCIIEpPTHOW OpraHU3aluen 10 JaHHBIM IT0KA3aTesIM.

Jyist mpoBeieHUS UCTIBITAHUM OTOOPAHHBIX 00Pa3110B MPOAYKIIMU C PhIHKA U
(WIKM) B MEAUIIMHCKUX OpraHu3alusax corjacHo nyHKTy 41 nactosimux [IpaBun
IPOU3BOAUTEND MIPEIOCTABISET CTAaHAAPTHBIE 00PA3Ibl XUMUYECKUX BEUIECTB,
CTaHJapTHBIE 00pa3ilbl OMOJIOTUYECKUX MPENapaToB, Crielu(pUIEeCKUue peareHThl B
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KOJIMYECTBAX, JOCTATOUHBIX JIJI1 OJJHOKPATHOI'O UCTIBITAHUS C YU€TOM BepU(pUKaIuU
METOJIUK JIA0OPATOPUSIMHU IKCIIEPTHON OpTraHU3AIMH JIJIsl IPOBE/ICHUS UCTIBITAHUIN Ha
JIEKAPCTBEHHOTO CPEACTBA U MEAULMHCKOTO U3/IEIIUS.

44. [1o TeXHUYECKUM OIIMOKaM, CBA3aHHBIM C MTPOU3BOACTBEHHBIM MPOLIECCOM
HaHeceHUs MH(OpPMalMK Ha YIIAKOBKY (32 UCKJIIOUEHHEM HH(POpPMAIUHU O
JIeKapCTBEHHOU opMme, (hopMe BBIITyCKa, TO3UPOBKHU, CPOKA TOJTHOCTH, YCIOBUMN
XpaHEHHUs]), HE BIUSIOIIMM Ha KaueCTBO U 0€30MacHOCTh MPOAYKIIHH, HE TPEOYIOIUM
BHECEHUS] U3MEHEHHUH B PETUCTPALIMOHHOE J0ChE, PU YCIOBUH Ja0OPATOPHOTO
NOATBEPKACHUS Ka4eCTBA TPOAYKIIUH, 32 HCKIIOUYEHUEM MOKA3aTeNsl MapKUPOBKA U
YIIAaKOBKA, IPOU3BOIUTEIb IIPEIOCTABIIAET FTAPAHTUMHOE IIMCHbMO B I'OCY1aPCTBEHHBIN
OpraH 0 NOATBEPKACHUHU NOJIMHHOCTH MPOAYKIHNH, a TAKKE MOCTABKHU CIEAYIOIINX
CEepUM B COOTBETCTBUU C YTBEPKACHHBIM MAaKETOM YIIAKOBKH IPOTYKIIUH.

45. Cpoku 1a00paTOPHBIX UCIIBITAHUI 00pa3LOB NIPOIYKIMH, OTOOPAHHOM C
PBIHKA, OTPEAEIISAIOTCA B COOTBETCTBUU C HOPMATHUBHBIM JIOKYMEHTOM IO KaYECTBY
npoayKuuu. Eciii cpoku UCHIBITAaHUN HE TPEAYCMOTPEHBI B HOPMATUBHBIX JOKYMEHTAX,
TO UCIIBITAHUS IPOBOASTCS B TE€UCHHE ABAALIATH MATH KaJICHJAPHBIX JHEH co IHA
HOCTYIUIEHUS1 00Pa31OB JUIsl OLEHKU KayecTBa MPOTyKIUU B aKKPEAUTOBAHHYIO
J1a00paTOPUIO SKCIIEPTHOM OpraHU3aIUu.

JInst ipoBeieHUs TOTOJTHUTENBHBIX UCTIBITAHUH MIPU CIOPHBIX PE3YJIbTAaTax
UCTIBITAHUI 00pa3I0B MPOAYKIIMU, OTOOPAHHOM C PhIHKA, TPEIOCTABISIOTCS
JOTIOJIHUTEJIBHO JIBALIATh MSATh pabounX JHEH, B KOTOPHIE HE BXOAUT BpeMs
IIPEIOCTaBICHUS 3asIBUTENIEM JIOTIOTHUTEIHHBIX 00Pa3IIoB.

46. JJabopaTopHbI€ UCTIBITAHUS BIEPBHIC 3aPETUCTPUPOBAHHBIX HA TEPPUTOPUU
PecnyOnuku KazaxcTan 1eKkapCTBEHHBIX CPENICTB, JIEKAPCTBEHHBIX MPENapaToB
TpeOYyIOLINX 0COOBIX YCIOBUM XpaHEeHUs (XpaHsaluecs npu remneparype 1o +15 ),
HapeHTEPaJIbHbIE JIEKAPCTBEHHBIE CPEJICTBA, & TAKIKE IPOLYKLNHU C BBISIBICHHBIMU
HECOOTBETCTBUAMU 1O pe3yibTaTam (papMareBTUYECKOT0 KOHTPOJISl, THCIEKTUPOBaHUS,
(dapmakoHaa30pa, 0TOOpa C phIHKA 3a MPEABLAYIINE TPH rojia, OTOOPaHHBIX C PHIHKA C
YU€TOM PUCK-OPUEHTHUPOBAHHOIO MOIX0/1A, IPOBOJSATCS B COOTBETCTBHUH C
HOPMATHUBHBIM JJOKYMEHTOM I10 Ka4Y€CTBY /ISl JIEKAPCTBEHHBIX CPEACTB U JIOKYMEHTOM
[0 KaYECTBY JUIsI MEAULIUHCKUX WU3/IETHI.
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47. Pe3ynpTaThl UCTIBITAHUN 00Pa31I0B MPOIYKIIMHA, OTOOPAHHOM C PHIHKA,
0(pOpMIISIOTCS MPOTOKOJIOM UCIIBITAHUM 110 (POPME COTJIACHO MPUIIOKEHHIO 7 K
HactosiuM [IpaBuam.

[Tpu MONIOKUTETBHBIX Pe3yIbTaTax UCIBITAHUNA 00pa30B MPOAYKIHUH,
OTOOPAaHHOM C PbIHKA, SKCIIEPTHAS OpraHu3allis B TEUCHHE JIBYX pabouux JHEH mocie
JTHS TIOJTy4EeHHSI POTOKOJIA UCIIBITAHUI M3BELIAET (B MPOU3BOJIBHON (opMme)
MPOU3BOJIUTENSA O COOTBETCTBUH MPOTYKIIMH HOPMATUBHBIM JOKYMEHTaM M0 Ka4eCTBY.

48. IIpu oTpuIaTeIBLHBIX pe3yJIbTaTaX UCIIBITAHUN 00pa3IioB MPOTYKITUH,
OTOOpaHHOM C PBIHKA, SKCIIEPTHAS OpraHu3aiys opopMisieT B TEUCHHE ABYX pabounx
JTHEW TOCJIE JHS MOJTYyYEHUs IPOTOKOJIA UCTIBITAHUN OTPULIATENBHOE 3aKIIFOYEHUE O
KaueCTBE MPOAYKIIMHU 110 opMe corjiacHO puiokeHno 14 k HacrosuM [Ipapumam.
Pe3ynbTarsl MO BBISIBIEHHBIM HECOOTBETCTBUAM MPOAYKIIMHU PAa3MENIAIOTCS HA CAlTe
AKCIIEPTHOW OpraHu3allyi.

49. I1pu BRIHECEHUH OTPULATEIBHOIO 3aKIOYEHUS IO pe3yIbTaTaM
71a00paTOPHBIX UCTIBITAHUN 00Pa310B MPOIYKIIMU, OTOOPAHHOM C PbIHKA, B
COOTBETCTBHHM C MYHKTOM 48 Hactosmmx [IpaBui, skcnepTHas opranu3anus B CPOK 10
ISATH pabouynX JHEH HampapisgeT HHPOPMALUIO B TOCYIapCTBEHHbBIN OpraH JJis
OPUHATHS MEP M0 TPUOCTAHOBJIEHUIO CEPTU(PHUKATA COOTBETCTBUS U U3BATHIO U3
oOpallieHus JIEKApCTBEHHOTO CPEICTBA U MEIULIMHCKOTO U3/eNus, He
COOTBETCTBYIOILIETO TPEOOBaHUSAM 3aKoHOaTeNbcTBa Pecniybnuku Kazaxcran B
o0JiacTu 3paBoOXpaHeHus], mpeaycMoTpeHHbIX [Iprkazom Ne 322,

IIpu Hecormacum ¢ OTPULIATENBHBIM 3aKJIFOYEHUEM DKCIIEPTHOM OpraHu3aluy,
3asBUTEIb 00XKAITyeT pelieHnue B COOTBETCTBUM €O cTaThel 91 AIMUHUCTPATHBHOTO
IpoLEAYPHO-TIpoLiECCYanbHOro Koaekca Pecyoinku Kasaxcran.
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OLICHKM KayeCTBa JIEKAaPCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX W3JIEIHH,
3aperucTpUPOBAHHBIX
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MunucrepcTBo 31paBooxpanenus Pecnyonuku Kazaxcran

HaumeHoBaHue U ajgpec IKCNEPTHON OpraHu3aluu

Pemenue o mpuoCcTaHOBIIGHUN WJTH OT3BIBE CEPTU(HUKATA COOTBETCTBUS
IPOIYKIUN

OT « » 20 roma Ne

HaumeHnoBanue TNIPpOAYKLHU:

YIaKOBKE, HOMEP PErHCTPALMOHHOTO YA0CTOBEPEHH)

MCI[I/II_II/IHCKOC nu3aciame (KOMHHCKTHOCTL, Kjacc 6630H3.CHOCTI/I, HOMED perucTpalluoOHHOro y[[OCTOBCpeHI/Iﬂ)

JlexapCTBEHHOE CPECTBO (C yKa3aHHEM JICKapCTBEHHOM (GOPMBI, JO3UPOBKH, KOHIICHTPALIMH 1 00beMa 3aIIOTHEHHS, KOJIMYeCTBa 03 B

eM), pa3Mep MapTHH

CpOoK rotHOCTH (9KCIUTyaTalMy — 171l MEAMIMHCKUX M3/IeNNH, SBJIAIOIIUXCS anapaTaMu, npuoopamMu U 000py10BaHUEM )

Cepus (maptust) mpogykuuu Ne (cepuitHbIil HOMep A1 MEAULMHCKUX U3ENHUM, ABIIAIONMXCS anlapaTaMy, IpuOopaMu U 000pyJ0BaHH-

HanmMeHnoBaHue opraHu3aluy-npon3BOIUTENs, CTPaHa

JeficTBHe cepTH(hHKaTa COOTBETCTBUS IPOTYKIIUH

(Ne ceprudukara, 1aTa BbIAa4YH) IPUOCTAHOBICHO, OTO3BAHO (yKa3aTh HYKHOE)
B COOTBETCTBHH C

(Yxa3aTb JOKYMEHTBI, OCHOBAaHHE)
c« » 20 roja.

HOL[HI/ICI/I YIIOJTHOMOYCHHBIX JIUIL:

MO/ITHCH @®.1.0. (pu ero HaNU4NM)

MOJNHNCH @®.1.0. (npu ero HaIM4YKUN)
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KaSaKCTaH PeCﬁyGﬂHKaCHHLIH OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penakuusiinay KyHi

Cakray KyHi
Jlata pegakuuu

I[aTa CKaYnuBaHUA

14.09.2022
22.09.2022
14.09.2022
22.09.2022

[Ipunoxenue 2

K IIpaBWJIaM IIPOBEICHUS

OIICHKHN Ka4€CTBa JICKAPCTBCHHBIX
CpCACTB U MCANIINHCKHX I/IBI[GJII/Iﬁ

3apCruCTpupoOBaHHLIX B

Pecnyonuke Kazaxcran

« »

20

roa

(mara mojauu 3asiBKM)

(HAaMMEHOBAHUE U aJpecC

AKCTIEPTHOU OpraHU3aIIN)

3asBKa Ha MPOBCACHUEC OLICHKHN KAYE€CTBA JICKAPCTBCHHOI'0 CPEeaACTBA

HJIN MCIUIIMHCKOI'O U31eJ1ud

HaumeHnoBaHnue 3asBUTEINS

2 MecToHaxX0XKIEeHHE IOPUIUYECKOTO JIHIA

3 AJipec 0CyIIECTBICHUS ASSTEILHOCTH IOPUANYECKOTO JIMLA

4 BaHKOBCKHE PEKBU3UTHI 3asIBUTEIIS

5 Croco6 oLeHKH KayecTBa [IpoBeneHue SKCIEPTU3BI TIOKYMEHTOB IIPH ACKIapUpOBa-

HHH MTPOIYKINT

[poBeneHue 3KCIEePTH3bI JOKYMEHTOB U JIAGOPATOPHBIX
UCTIBITAaHUI 00Pa3LOB JICKAPCTBEHHBIX CPEICTB MPH Ce-
puitHOH o1leHKe

[TpoBenenue sKkCnepTH3bl JOKYMEHTOB H JIAGOPATOPHBIX
UCTIBITAaHUH 00pa3L0B METUIIMHCKUX U3JICIHI TIPH CepHii-
HOM OLICHKE

[poBeneHue 3KCIEePTH3bI JOKYMEHTOB U JIAGOPATOPHBIX
HUCIBITAHUN BaKIINH

6 CBezeHus O JTULEH3UH Ha 3aHITHE
(hapMareBTH4ECKOM ASSTEILHOCTBIO C COOTBETCTBYIOIIUM IPHIIOKEHHEM
(IIPOM3BOJICTBO, ONITOBAS PEATU3ALMS) K JIMLIEH3UH WIH YBEJOMIICHHE O
Havaie
JIeaTeIbHOCTH (OITOBAsI pea3alusi) B COOTBETCTBHHU ¢ 3akoHOM Pec-
myOIMKu
Kazaxcran «O pa3spenieHusx 1 yBeIOMICHUSIX, H CChUIKA Ha JIUIEH3HIO
B noprauie elicence (enaicanc)

7 Wudopmarus o 3asBiasieMoil IPOAYKIHN*

Ne | Topro- | Homep cepuu (cepuitHblit HOMEp A MEAUIIMHCKHX W3- Hata Cpoxk roa- Pa3z- IIpous- Crpana-nipo-
BOE JIeNUH, SIBJSIIOLIMXCS annapaTamMmu, npudopamu u odopy- | mpous- HOCTH Mep BOJIH- U3BOAUTEINb
Ha3Ba- JIOBaHUEM ) BOJICTBA (Cpok ske- | 1ap- TeJb
HHE rnyara- THH

012079
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8 3asBUTENb, B JIUIIE

(®.1.0. (pu ero HaIUYUK) PYKOBOAUTEIS WX YIOJTHOMOYCHHOTO JIMIIA, JOJDKHOCTh) HACTOSIIEH 3asBKOW TapaHTUPYET T0CTOBEP-

HOCTB NPEIOCTABICHHON NH(OpMaLuu

9 Jlara 3arostHeHust

10 | Toxmuce, ®.M.O. (pu ero HanU4IKM)

[Ipnmeuanue

* OreHKa KauecTBa MPOAYKIIMU HE MPOBOJUTCS HA OTJACIBHO BBOZUMBIE
(TpoU3BOAMMBIE) KOMIUIEKTYIOIINE, BXOASAIIME B COCTAB MEAULIMHCKUX U3/ICJINI U HE
HCIIOJIb3YEMBIEC B KAUECTBE CaMOCTOATEIILHOTO U3/IENNS WJIN YCTPOMCTBA, a TAKXKE Ha
pacXoaHbIE MaTepHUaIbl K METUIIMHCKUM H3JICJIUSM, CIIEIUAIBHO MPEeIHA3HAYCHHBIC
MPOU3BOAUTEIIEM MEAULIMHCKOTO U3IEIIUS ISl UCIIOJIb30BAHUS C MEAUIIMHCKUMU
U3JIeNIUSIMU, CIOCOOHBIE (DYHKIIMOHUPOBATH TOIBKO C JAHHBIMU PACXOIHBIMU
MaTepUAIAMU.

3asBKa Ha OLIEHKY KauecTBa MoJaeTcs: s npou3Boauteneit Pecryonuku
Ka3zaxcran — B paMkax npon3BOAUMOM MIPOAYKIUU; ISl BBO3UMOM MTPOAYKIMHU — B
paMKax OJTHOI'O BBO3HOI'O IOKYMEHTA.
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22.09.2022
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[Ipunoxenue 3
K MpaBUJIaM IIPOBEICHUS
OLIEHKH KaueCTBa JIEKAPCTBEHHBIX
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3apETUCTPUPOBAHHBIX
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HaumeHoBaHue U afgpec IKCNEPTHON OpraHu3aluu

CepTudukar cOOTBETCTBUA NPOAYKIHH (PH JEKJIAPUPOBAHNHN)

« » 20 r No

JIelcTBUTENBHO JI0 « » 20 roja mnpu coOJIIOJICHUH YCIOBHH XpaHEHUs

1. Hacrostmmit cepTudukar cooTBETCTBUS NPOAYKIUH YAOCTOBEPSET, YTO MPOMAYKIIHUS

(HaMMEHOBaHUE U THI MIPOYKIMH COTIacHO [ 0Cy1apCTBEHHOMY peecTpy JISKapCTBEHHBIX CPEICTB
¥ MEJMIIUHCKUX U3/CNUil, HOMEp PErHCTPAIIMOHHOTO YA0CTOBEPEHH S, cepusl (CepHIHBIN HOMED
JUISL MEUIIMHCKUX M3JeIMH, SBISIIOIIMXCS anmnapaTaMu, IpubopamMu 1 000py10BaHUEM), CPOK
TOZIHOCTH, KOJIMYECTBO TTapTHii)

TIPOM3BEICHHAS

(CTpaHa, HanMCHOBaHHUC HpOI/I3B0[[I/ITCJ'I$I)
IpeacCTaBJICHHAA

(HaMMEeHOBaHUE, MECTOHAXOK/ICHUE IOPHIMYECKOTO JIMLA, aJPeC OCYLIECTBICHHS JeTeIbHOCTH
FOPHIMYECKOTO JIMIA) TIPOIIIIa OLEHKY KayecTBa MyTeM JACKIapHPOBaHUS
2. CeprudukaT COOTBETCTBUS MTPOITYKINH BbIJIJaH HA OCHOBAaHUHU CEPTU(PHKATOB

(GMP, Ne, nata Beigaun, cpok aevictBus win [SO 13485, Ne, nara Beiauu, Cpok qeiicTBUs)

(ceprudukar kayectBa npousBoanTeist Ne, nara Bblga4n)
3. JlononuurensHas nHGOpManus

(3amonHsieTCst IpU HEOOXOMMOCTH)

[Toamucy ynoaHOMOYEHHBIX JIUIL:

MOJNHNCH ®.1.0. (1pu ero HaJIUUUHK), JOIKHOCTD

MOAINCH ®.1.0. (mpu ero HaMUYKN), TOIHKHOCTD



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 14.09.2022
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 22.09.2022

e‘ ‘ a ‘ ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 14.09.2022
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE o
JlaTta ckaunBaHMs 22.09.2022

[Ipunoxenue 4
K MpaBUJIaM IIPOBEICHUS
OLICHKM KayeCTBa JIEKAaPCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX W3JIEIHH,
3aperucTpUPOBAHHBIX
B Pecnybnuke Kazaxcran

dopma

HaumeHoBaHue U ajpec IKCNEPTHON OPraHu3anuu

[Tpunoxenue cepTuduKrary
COOTBETCTBHS TPOAYKITUU
Ne

IlepeyeHb KOHKPETHOM NMPOAYKIUH, HA KOTOPYIO PACHPOCTPAHSAETCS JAeCTBHE
cepruduKaTa COOTBETCTBUA NPOAYKUUU (IIPH JEKJIAPUPOBAHNHN)

HanMenoBaHne mpogyKIuu B COOTBETCTBHH C ['0cy1apCTBEHHBIM peecT- Cepus (cepuitHbIH HOMEp ISl MEIHUIIMHCKUX Cpok geit-
POM JIeKapCTBEHHBIX CPEACTB U MEIUIUHCKUX U3/IeHil, HOMep perucTpa- U311, ABIIOIMXCS allllapaTaMy, Ipudopa- | CTBHA cep-
IIMOHHOT'0 Y/I0CTOBEPEHUs], HAMMEHOBAHHE POM3BOAUTENS, CTPAHA-TIPOM3- | MH M 000pyJ0BaHUEM), CPOK T'OJHOCTH, pa3- TuduKaTa
BOJMTENDb Mep apTuu COOTBET-
CTBUS

Tloamucu YIIOJIHOMOYCHHBIX JIUIL:

MHOAINCH ®.1.0. (mpu ero HaU9IHM), TOIHKHOCTD

MOJUCH ®.1.0. (mpu ero HaIU4KM), TOJKHOCTD



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 14.09.2022

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 22.09.2022

™ ,‘ a ,' ,' DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB Jlata pesakiyuu 14.09.2022
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o

JlaTta ckaunBaHMs 22.09.2022

[Ipunoxenue 5
K MpaBUJIaM IIPOBEICHUS
OLIEHKH KaueCTBa JIEKAPCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX W3JIEIHH,
3apETUCTPUPOBAHHBIX
B Pecnybnuke Kazaxcran

dopma

HaumeHoBaHue U ajpec IKCNEPTHON OPraHu3anuu

HanmenoBanue 3aaBurens

noJpkHoCTh, O.1M.O.
(Ipu ero HaJTU4KN)
PYKOBOJIUTEIS

MecToHaxX0XICHHUE
IOPUANYECKOTO JIUIIA,
aJpec OCYIIECTBICHUSA
JEATEIbHOCTU IOPUIAYECKOrO JINIA
OT « » rojga Ne

Pemenune 00 oTkase B Bblgaye CepTHPHUKATA COOTBETCTBHUA NMPOAYKIMHU
(Ipu AeKIApUPOBAHNH)

1. O0mue cBeneHus

HaumenoBanue TNIpOAYKILHU:

JlekapcTBEeHHOE CPEICTBO (C yKa3aHUEM JIEKapCTBEHHOH (hOPMBI, JO3UPOBKHU, KOHIIEHTPALMU U 00beMa 3al0JIHEHHSI, KOJIMYECTBa 7103 B
YIaKOBKE, HOMEP PErMCTPALMOHHOTO YA0CTOBEPEHHU)

MenuuunHckoe n3aenue (KOMIUIEKTHOCTh, Kiace 0€30MacHOCTH,

HOMEP PErHCTPALMOHHOTO yIOCTOBEPEHHS)

Cepus (maptusi) mpoaykuuu Ne (cepuiiHblii HOMEp [UIs MEAUIMHCKUX H3IENUi, SIBISIOIIUXCS anapaTaMu, mpudopamMu u 000py10BaHu-
em), pazmep naptuu Cpok roHOCTH (IKCIUTyaTalluK — JJIsl MEIUIIMHCKUX M3JCIIHM, SIBISIFOLMXCS anmapaTaMu, TpuoopaMu 1 060py10Ba-
HUEM)

HaumenoBanue OpraHu3aluru-1poru3BOAUTEIIS, CTpaHa




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
» -‘ a DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

14.09.2022
22.09.2022
14.09.2022
22.09.2022

2. OcHoBaHus 1Jig 0TKa3a (OTMETUTh HYXKHOE)

KU Ka4eCTBa JICKAPCTBEHHBIX CPEJICTB M MEAMIIMHCKUX U3/ICIIHUH, 3aperucTpupoBaHHbIX B Pecryonuke Kazaxcran

TIPEAOCTABICHUE HEIIOJIHOT'O ITaKeTa JOKYMCHTOB COINIAaCHO NEPEYHIO, ITPEAYCMOTPEHHOMY ITYHKTOM 12 HpaBI/IH TIPOBCACHUS OLICH-

MIPEIOCTABICHNUS] HEJOCTOBEPHBIX CBEACHUI

UUHCKUX u3zenuit Peciyonuku Kaszaxcran

HECOOTBETCTBHE CBEACHUH B MPECTaBICHHBIX JOKyMEHTaX AaHHBIM | 0CyJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEJCTB U ME/IH-

OTCYTCTBUS JAHHBIX O HAJIMYMHM JIMLEH3UH Ha ropraie elicence (enaicoHc)

HE YCTPAHCHUE B YCTAHOBJICHHBIC CPOKH BbICTABJICHHBIX 3KCHepTHOﬁ OpFaHHSaHHeﬁ 3aMEYaHHi

L O

Tloamucu YIIOJITHOMOYCHHBIX JIUIL:

MHOAINCH ®.1.0. (mpu ero HaU9IHM), TOIHKHOCTD

MOJIHCH ®.1.0. (mpu ero HaIU4KM), TOHKHOCTD




Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]I—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e; ‘ a .' .' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

14.09.2022
22.09.2022
14.09.2022
22.09.2022

[Ipunoxenue 6

K IIpaBWJIaM IIPOBEICHUS

OIICHKHN Ka4€CTBa JICKAPCTBCHHBIX
CpCACTB U MCANIINHCKHX HBI[GHHﬁ,

3apEruCTPUPOBAHHBIX

B PecniyOnnke Ka3zaxcran

AKT npueMa-nepeaadv o0pa3uoB NpoOAYKIUH

OT«__ » 20 roja
3asBHUTEIb:

(HaMMEHOBaHWE OPTaHHU3AINH, a1PEC)
Anpec u Mecto otbopa:

Ot60op npob npousse:

@©.1.0. (mpu HaNM4UK) JMLA, OCYLIECTBUBLIEr0 0TOOP 00pa3LoB
O6pa3ipl IpeAbABICHHON NPOLYKIUK OTOOPaHBI B COOTBETCTBUH C

(HauMeHOBaHUE HOPMATHBHOTO JIOKYMEHTA)
JUISL UCTIBITAaHUH C LIETbIO OLIEHKH KauecTBa MPOLYKIHU
IIpoaykuus nonyyeHa mno:

(TOBapHO-TPaHCIIOPTHOW HAKJIAHOI; /1 KBUTAHIHH No,

(o xoHTpakTy Ne, nara; noroBopy Ne, nara)
IIpousBoauTens:

(ctpana, opranu3aiys (MHIXBHIYAIbHbBII MPEAPUHIUMATEb), aApec
ITocTaBImuk:

(ctpaHa, opraHu3anys (MHIUBHUIYAIBHBII NPEAPUHIMATENb), aApec)

O0pa3iibl 0TOOpaHbI OT MPOAYKIHHU, IPEAbIBICHHON M0/ HANMEHOBAHUEM:

dopma

HaunmenoBanue 00pa3iioB npeabsis- Epuunna u3- | Homep Pasmep [ara mpo- Cpok KonuuectBo 0TOOpaHHBIX 00-
JICHHO# TIPOAYKLIUH MEpeHHs HapTHH HapTHH M3BOJCTBA TOJHO- Pa3IoB NPOLYKLHH

cTH
1 2 3 4 5 6 7

KoHTposbHbIe 00pa3Lbl B KOJIMYECTBAX, PABHBIX KOJIMYECTBY OTOOPAHHBIX

06pa3u013, OT06paHI>I, OIICHYaTaHbl U XPAaHATCA B HAJICKAIIUX YCIIOBUAX B TCUCHUC

CpoOKa JIelicTBHs cepTu(drKaTa COOTBETCTBHS MPOAYKIIMHU Y CyObeKTa B cdepe

O6paI]_IeHI/I$I JCKAPCTBCHHBIX 1 MCAUITWMHCKHUX PI3I[€J'IHI>1.

3asBUTEIb:

(noamnuce) ®.1.0.(npu HaTM4YMM)



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e ¢ . aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Caxray KyHi
f‘ d' ' DTaNOHHBINA KOHTPOIbHBIH OAHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKuun
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
Jlata ckauMBaHHs

14.09.2022
22.09.2022
14.09.2022
22.09.2022

OO0pasibl NPUHSTHL:

Hpe[[CTaBI/ITCJIL 3KCHCpTHOﬁ opraHusannu

(moamuce) ®.1.0. (mpu HanU4umM)

Jlata nmpuema o0pa3oB IKCIEPTHOH OpraHU3aIyei: « » 20 1.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 14.09.2022

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e‘\ .‘ a .' .' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Cakray KyHi 22.09.2022
Jata penaxkunn 14.09.2022
JlaTta ckaunBaHMs 22.09.2022

[Ipunoxenue 7

K IIpaBHJIaM IIPOBCACHUA OLICHKHU

Ka4eCTBa JICKAPCTBCHHBIX CPCACTB

1 MEIUIIMHCKUX U30CITUM,

3apCruCTpupoOBaHHLIX B

Pecnyonuke Kazaxcran

dopma

MecTo HaHeceHHs 3HaKa U (WJIM) HOMEpa arTectata AKKpeAUTaIUU

HaumeHoBaHue U ajpec IKCIEPTHON OPpraHu3aluu

ATTECTAT aKKPEAUTAUNH UCIIBITATEILHOM J1adopaTopuu (Ne, CpOK aeiicTBHUSA)

Axapec, Tejie(pOH IKCNEPTHON Oprann3annu (MCNbITATEILHOH J1a00paTOPHUN)

[Iporokoi ucnpiTannii Ne OT « »

rojaa

Crpanuna

CyObeKT (HauMEHOBAaHHUE, aJIPEC):

/ KonuuecTBo JUCTOB

HanmMeHnoBaHue mpoyKuum:

Bun ucnisiranmii;

OcHoBaHue:

[IpousBoauTenp, cTpaHa:

Cpox

TOJIHOCTH:

Cepusi, mapTusi: JHata

MPOU3BOACTBA!
KomnuuectBo Jlata nocTyruieHus
00pasnos: 00pasmos:

ILaTa Hayajia U JJaTa OKOHYAHHS UCIIBITAHWMN:

O603HaYeHNE HOPMATHBHOTO JOKYMEHTA 110 Ka4eCTBY Ha HPOIYKIHIO:

O6o3HaveHne HOPMAaTUBHOI'O JOKYMEHTA I10 Ka4Y€CTBY Ha METObI HMCIIBITAHUM:

Pe3ynprarsl ucnpiTaHuii




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 14.09.2022

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 22.09.2022
™ ,‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKkmum 14.09.2022

Pecry6anku KazaxcTaH B 51€KTPOHHOM BHJIE o
y p 2 JlaTta ckaunBaHMs 22.09.2022

HaumeHnoBanue no- TpeOoBaHMst HOPMAaTHBHOT'O JIOKY- t 1 BIIaX- DaKTHUECKHU MOTy4EH- Kpatkoe onucanue cooTer-
Kazareneu MEHTa Ha MPOTYKIHIO HOCTh HBIE Pe3yIbTaThl CTBUS (HECOOTBETCTBUS)
(%)
1 2 3 4 5

3axiouenue: [IpencraBienHbpie 00pa3iibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBAHUSIM HOPMATUBHBIX IOKYMEHTOB (HY>KHOE MOJYEPKHYTh).

HOL[HI/ICI/I YIIOJTHOMOYCHHBIX JIMIL:

(OMMKHOCTB) (moamuce) @®.1.0.(ipu ero HaTHUMK)
(OIMMKHOCTB) (moxmucy) @®.1.0.(ipu ero HaIM4YMK)
(MOMMKHOCTB) (moxmuce) ®.1.0.(ipu ero HaM4INK)

*[IpOoTOKOJ UCTIBITAHUN PACTPOCTPAHSIETCS TOIBKO HA 00pa3libl, OBEPIHYThIE
VCIIBITAHUSIM.

ITonHas unu yacTuuHast IICPCIicuaTKa IIpoToOKOJIa HCHBITAaHUH 0€3 MMCBEMEHHOIO
Pa3pCIICHUA BKCHepTHOﬁ opraHu3anuu 3alipCiICHa.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 14.09.2022
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 22.09.2022
™ ‘ a ,' [ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 14.09.2022

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 22.09.2022

[Ipunoxenue 8
K MpaBUJiaM MIPOBEICHUSI OIEHKH
Ka4yecTBa JIEKAPCTBEHHBIX CPE/ICTB
U MEIUITUHCKUX U3,
3apEeTUCTPUPOBAHHBIX B
Pecnyonuke Kazaxcran

dopma

OTtuyer

0 pe3yJbTaTax NnpoBeaeHNs JA00PATOPHBIX UCTIBLITAHUI B KOHTPAKTHOM
JJaboparopuu, UCIOJIb3yeMOil POU3BOANTEIEM

(HauMeHOBaHUE OPraHU3ANMU-TIPOU3BOTUTEJIA)

(HammeHOBaHHE KOHTPAKTHOM JIAa00PATOPUM KOHTPOJISI KAUeCTBa)

(HauMeHOBaHMeE JIEKAPCTBEHHOI'0 CPEICTBA, MeIUIIUHCKUX U3/1eJIHi)

1. Pe3rome

HanmeHoBaHMe JIeKapCTBEHHOTO CpeJlicTBa (MeIUIUHCKOro u3nenus) (nanee — JIC (MI))

HaumenoBanue, anpec peKBU3UTHI IPOU3BOJCTBEHHON IIOIAAKI

HaumeHoBaHue, afpec, peKBU3UTHI KOHTPAKTHOMN 1a00paTOpUK KOHTPOJISI Ka4ecTBa

OcHoBaHHUE NPOBE/ICHUS Ta00PATOPHBIX UCTIBITAHUI

JlaTel npoBeeHNs 1a00paTOPHBIX UCIIBITAHUI

@®.1.0. (pu ero HaNu4KMu) SKCIEPTOB (WICHOB KOMHUCCHH), JOJKHOCTh

2. HabGnroneHus u pe3yJibTaThl NPOBEAEHUS 1a00PaTOPHBIX UCTIBITAHUMA

Haumenosanwue JIC (M)

Cchplika Ha HOpMaTHBHLIﬁ JAOKYMCHT

Howmep cepun, nata npou3BojacTBa

ITokazaTenn Ka4eCTBa, 10 KOTOPBIM IPOBEIACHBL na60paT0pHLIe HCIIBITaHUA

PesynpraTst CoOOTBETCTBYET (HE COOTBETCTBYET) (Hy’KHOE ITOJIEPK-
HYTb)

IIpoTokon ucHbITaHUH TPOU3BOANUTEILS

(HOMEp u faTa)

*[Ipumeuanue



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 14.09.2022
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 22.09.2022

e‘ A a i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 14.09.2022
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
JlaTta ckaunBaHMs 22.09.2022

K oTué€ry 0 pesynpTaTax npoBeAeHUs J1a00OPATOPHBIX UCIIBITAHUN B JaOOpaTOpun
KOHTPOJISl KaU4eCTBa Ha IPOU3BOICTBE MPUIIOKUTH KOIHMIO IIPOTOKOJIA UCIIBITAHUI
1abopaTopuu KOHTPOJIS KauecTBa. Bee MpuioskeHust K OTYETY SBIISIOTCS
HEOTBHEMIIEMOM €0 YaCThIO.

Yineuwst Komuccuu:

Toxnuce ®damumsi, UM, 0TYECTBO (TIPH €0 HAJIMYHH)

IToamucs damunus, UM, 0TYECTBO (TIPH €0 HAJIMYHH)

« »




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
» -‘ a DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

14.09.2022
22.09.2022
14.09.2022
22.09.2022

[Ipunoxenue 9
K MpaBUJIaM IIPOBEICHUS
OLIEHKH KaueCTBa JIEKAPCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX W3JIEIHH,
3apETUCTPUPOBAHHBIX
B Pecnybnuke Kazaxcran

HaumeHoBaHue U ajipec 3KCHepTHOﬁ OopraHmsanuvu

CepTHuKaT COOTBETCTBUA NPOAYKIMH (IIPH CEPUITHON OLIEHKE)

« » 20 T Ne

JIefCTBUTENBHO JI0 « » 20 ro/ia Py COOJIOZICHUH YCIIOBUIT XpaHEHHS

1. Hacrosiumii cepTudukaT COOTBETCTBHS MPOLYKIMH (TIPU CEPUIHHOM OLICHKE) yIOCTOBEPSET, YTO MPOIYKIHS

(HauMeHOBaHKE M THIT POAYKIMU COTIIacHO ['0Cy1apcTBEHHOMY peecTpy JIeKapCTBEHHBIX CPEACTB
Y MEJMIMHCKUX M3JIENIUI, HOMEp PErHCTPAllMOHHOIO YI0CTOBEPEHHS, Cepusi (CEpHIHBII HOMED
JUTS. MEIUIIMHCKUX M3/IENNH, SBISIOINXCS anliapaTtaMi, Ipruoopamu 1 000pyZOBaHUEM), CPOK
TOIHOCTH, KOJTMYECTBO TTapTHil)

MPOM3BEICHHAS

(cTpaHa, HAMMEHOBAHHE IPOU3BOTUTEIIS)
HpEACTaBICHHAS

(HanMEHOBaHHE, MECTOHAXOXK/ICHHE IOPHINYCCKOTrO JIMIA, aJPEC OCYIIECTBICHNS JeATEIBHOCTH
FOPHIMYECKOTO JIHIIA)

MPOIILIA OLIEHKY Ka4ecTBa MyTeM KCIEPTU3bI JJOKYMEHTOB U JIa00PATOPHBIX UCIIBITAHUN 00pa3IioB
MPOYKIIMHU TIPU CEPHITHOI OIleHKe

2. CeprudukaT COOTBETCTBUS MPOTYKIUH (TIPH CEPUITHON OLICHKE) BbIJJAH HA OCHOBAaHUH
CepTU(UKATOB U IPOTOKOJIA UCTIBITAHU I

(GMP, Ne, nata Beimaun, cpok gevicteus wau [SO 13485, Ne, nara Beiiaun, Cpok JeHCTBHA)

(maTa mpoTokosia(oB) HCIBITAHUI, HAMMEHOBaHHE aKKpEANTOBaHHOM J1labopaTtopuu, Ne aTTectata
aKKpeUTaluK)
3. lononnurensHas nHGOpMaLus

(3amonHsIeTCS IPU HEOOXOUMOCTH)

[Noamucy yrnmosTHOMOYEHHBIX JIHIL:

MOJIHCH @®.1.0. (pu ero HaNU4UM), TOHKHOCTD

MOJIUCH @®.1.0. (mpu ero HaNU4MM), TOIHKHOCTD



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 14.09.2022

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 22.09.2022

™ ‘ a ,' ' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata peaKkmum 14.09.2022
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE

JlaTta ckaunBaHMs 22.09.2022

[Ipunoxenue 10
K MpaBUJIaM IIPOBEICHUS
OLIEHKH KaueCTBa JIEKAPCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX W3JIEIHH,
3apETUCTPUPOBAHHBIX
B Pecnybnuke Kazaxcran

dopma

HaumeHoBaHue U ajgpec IKCNEPTHON OpraHu3aluu

[Ipunoxenue ceprudukary
COOTBETCTBHS NPOAYKLUU
No

IlepeyeHb KOHKPETHOM NMPOIAYKIUU, HA KOTOPYIO PACIIPOCTPAHAETCH AeCTBUE
cepruduKaTa COOTBETCTBUSA MPOAYKIUN (P CEPUITHON OLIeHKe)

HaumeHnoBaHue npoayKIUl B COOTBETCTBUU ¢ ['0CyJapCTBEHHBIM peecT- Cepust (CepHitHBINA HOMEP AJIsI METUIIMHCKUX Cpok xeii-
POM JIEKapCTBEHHBIX CPEACTB M MEJULIMHCKUX U3/ICNINIl, HOMEp perucTpa- W3JIeTINH, SBJISIIOLIMXCS anmaparamu, npubopa- | cTBus cep-
IIMOHHOT'O yJJOCTOBEPEHUS, HANMEHOBAHUE IPOU3BOIUTEISA, CTPAaHA-IIPON3- | MU M 000pYIOBaHHEM), CPOK TOIHOCTH, pa3- TUduKaTa
BOJIUTEIb Mep napTuu COOTBET-
CTBUS

HOL[HI/ICI/I YIOJIHOMOYECHHBIX JINIIL:

MTOJITHCH @®.1.0. (pu ero HaNU4UM), TOHKHOCTD

MOJNHNCH @®.1.0. (npu ero HaJIMYKUM), JOIKHOCTh



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 14.09.2022
e . aKTiIepIiH STaJOH bl OaKbUIay OaHKi Caxray KyHi 22.09.2022
™ A [ | i DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata peaKuun 14.09.2022
Pecrry6nmku KazaxcTaH B 3JIeKTPOHHOM BHJIE Tlata cxaumsars 22.09.2022
[Ipunoxenue 11
K IIpaBHJIaM IIPOBCACHUA
OIICHKHN Ka4€CTBa JICKAPCTBCHHBIX
CpCACTB U MCANIINHCKHX I/I3I[GJIPII>'I,
3apCruCTprupoOBaHHBIX
B Pecnybnuke Kazaxcran
dopma

HaumeHoBaHue U ajgpec IKCNEPTHON OpraHu3aluu

HaumenoBanue 3agBuTes

noJokHoCTE, O.M.O.
(TIpu €ro HAJTUYHH)
PYKOBOJIUTEIS

MecToHax0XKIcHUE
IOPUIAYECKOTO JIUIIA,
aJIpec OCyIIECTBIICHUS

JNEATENBHOCTH FOPUIAYECKOTO JINIA
OT « » roga Ne

Pemienue 00 oTkase B Bblaaye cepru@uKaTa COOTBETCTBHS MPOXYKIUH

(pu cepuTHON OLICHKE)

OT « » 20 rona Ne

HanmeHoBaHue U ajjpec 3KCIIEPTHOH OpraHu3aIiu

coo0maer:

1. Cornacuo Baieii 3asBKe OT « » 20 roxa mpoBeAEHBI KCIEPTH3a JOKYMEHTOB H
11ab0paTOPHBIC UCIIBITAHUS 3asBICHHOI MPOIYKIUH

(HaMMEHOBaHUE U THUI MIPOJAYKLIUH COINAacHO I'ocy1apcTBEHHOMY PeecTpy JIEKapCTBEHHBIX CPEACTB U
MEIUIUHCKUX U3/IeNHil, HOMEp PErUCTPAIIMOHHOTO YIOCTOBEPEHHs, cepus (CepUHHbIN HOMEp I
MEIMIUHCKUX M3/IeNHi, ABIMIOIINXCS allapaTaMy, IPHOOpaMu U 000pyI0BaHHEM), CPOK TOJHOCTH,



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 14.09.2022
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 22.09.2022

e‘ ‘ a ‘ ,' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB I[aTa penaKium 14.09.2022

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 22.09.2022

KOJIMYECTBO MAPTHH)

2. OcHOBaHMS JUIsL OTKasa Ipu OIpeACIICHUA HECOOTBETCTBHI 10 pe3yJjibTaTaM 3KCIIEPTU3bl JOKYMEHTOB

(OTMETHTH HYyKHOE)

[

IIpeAOCTaBJICHUE HETIOJIHOI'O TaKeTa JOKYMEHTOB COIVIACHO MEPEUYHI0, TPEAYCMOTPEHHOMY ITyHKTaMU 18 u 25 HpaBI/IJI IIpoBe-
JACHHS OLICHKHU Ka4CCTBa JICKAPCTBCHHBIX CPEACTB U MECAUIIMHCKUX I/IBHCJIHﬁ, 3apCruCTpupOBaHHBIX B PCCHy6HI/IKe Kazaxcran

[

TIPEOOCTaBICHUSA HENOCTOBEPHBIX CBCHEHHﬁ

[ ]

HECOOTBETCTBHE CBEICHUII B MPEICTABICHHBIX JOKYMEHTaX JaHHBIM ['0Cy1apCTBEHHOTO peecTpa JIeKapCTBEHHBIX CPE/ICTB U
MeIUIMHCKUX n3aenuid Pecryonuku Kazaxcran

[

OTCYTCTBHSI JaHHBIX O HaJIMYMH JIMIIEH3UH Ha nopraiie elicence (enaicaHc)

L]

HC YCTpaHEHUE B YCTAHOBJICHHBIC CPOKHU BBICTABJICHHBIX 3KCHCpTHOﬁ OpFaHI/I3aLII/ICI‘/'I 3aMeYaHu

2. OcHOBaHUs IJIA OTKa3a IIPpU OMpCaACICHUN HECOOTBETCTBUH MO pe3yiibTaTaM

71a00paTOPHBIX UCTIBITAHUN (3AMOTHSAETCS MPU HAIMYUU HECOOTBETCTBUM)

CoracHo poToKoITy (am) uchbITaHuid No OT « » 20 roJia, MPeIbsIBICHHAs
MPOJYKIHMS ISl IPOBEJICHUs OLICHKH KaueCTBa HE COOTBETCTBYET TPEOOBAHHUAM

(HaI/IMCHOBaHI/IC 1 0003HaYCHHE HOPMATUBHOI'O JOKYMEHTA Ha 3asBJICHHYIO HpOI[yKLII/IIO)

ITo nmoka3zarensim
3. Ha ocHOBaHMH ompezieNieHusl BbILICYKa3aHHBIX HECOOTBETCTBHI (OHOTO MM HECKOJIBKHX) Bam oTkazano

B opopmIteHNH cepTH(UKATa COOTBETCTBHS MPOIYKIHH.

[Toamucy ynoaHOMOYEHHBIX JIUIL:

rogmuck G.1.0. (pu ero HaNW4IKM), TOIHKHOCTD

noanuck O.U1.O. (mpu ero HaTUYKN), JODKHOCTH




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
» -‘ a DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

14.09.2022
22.09.2022
14.09.2022
22.09.2022

[Ipunoxenue 12
K MpaBUJIaM IIPOBEICHUS
OLICHKM KayeCTBa JIEKAaPCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX W3JIEIHH,
3aperucTpUPOBAHHBIX
B Pecnybnuke Kazaxcran

HaumeHoBaHue U ajipec 3KCHepTHOﬁ OopraHmsanuvu

Ceprudukar cOOTBETCTBUS BAKIUHbI

« » 20 r Ne

JlercTBUTENBHO 10 « » 20 rojia Ipyu COOJIFOACHUH YCIOBUI XPaHCHUS

1. Hacrosiuii cepTuuKatr COOTBETCTBHS IPOIYKIMH YJOCTOBEPSIET, YTO BaKI[MHA

(HaMMeHOBaHUE MPOAYKIUHK cornacHo ['ocyjapcTBEHHOMY pEecTpy JI€KapCTBEHHBIX CPEJICTB U
MEIULMHCKHX U3JeIHH, HOMEP PETHCTPALMOHHOIO YA0CTOBEPEHH S, CEPUS, CPOK TOJHOCTHU, KOJIUYECTBO
HapThii, HOMep PEruCTPALMOHHOIO yI0CTOBEPEHHS)

HPOU3BEICHHAs

(cTpana, HAMUMEHOBAHUE U AAPEC MPOU3BOAUTEIS, TPOU3BOJCTBEHHON TUTOIIAIKH )
Mpe/ICTaBICHHAS

(HaMMEHOBaHUE, MECTOHAXOXKICHUE IOPHMYECKOT0 JINLA, aPeC OCYLIECTBICHHS JeATeIbHOCTH
FOPHIMYECKOTO JINIIA)
COOTBETCTBYET TPeOOBaHUSIM OLICHKH M KQUueCTBa, yCTAHOBICHHBIM B

(HopMmaTuBHBIi(e) JOKYMEHT(bI))
2. Ceprudukar cCOOTBETCTBHSI BAKIIMHBI BbIIaH Ha OCHOBAHUH CEPTH(HKATOB U MPOTOKOJIA HCIIBITAHUIH

(GMP, Ne, nata Beimaun, cpok gevicteus wan [SO 13485, Ne, nara Beiaun, Cpok JeHCTBHSA)

(maTa mpoTokosia(oB) UCIBITAHUI, HAMMEHOBaHHE aKKpEANTOBaHHOM J1labopaTopuu, Ne aTTectata
aKKpeUTaluK)
3. JlononHutensHas nHdopmanus (yCI0BHs XpaHEHHUS)

(3amonHsieTcst IPU HEOOXOMMOCTH)

BrireykazanHast BaKIMHa MPOILIA OLEHKY Ka4yeCTBa JUIS BBIITYCKa CEPUU
(maptun) B oOpaieHue. JJanHbli cepTuduKkaT OCHOBaH Ha CBOJHOM IIPOTOKOJIE
IPOU3BOAUTENS (32 UCKIIFOUEHUEM BaKIMH, IpekBanupuurpoBadHbix BO3 n

npousBeeHHbIX B cTpaHax peruoHa [CH (AitCuldity), cepTudukare BoITyCKa JaHHOM



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 14.09.2022
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 22.09.2022

e‘. ‘ a ‘ ,' DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB Jlata pefaKuuu 14.09.2022
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE Tlata ckaunBanms 22.09.2022

CepuH, BBIJJAHHOTO HAIIMOHAIBHBIM KOHTPOJIUPYIOIIUM OPraHOM WIIH JlabopaTopue
KOHTPOJISl KaueCTBa CTPaHbl TPOU3BOAUTENS UIIU MHOW OQUIIMATIBLHOM TabopaTopuei,
YIOJIHOMOYEHHOU PETryJIATOPHBIM OPraHOM CTPaHbI IPOU3BOIUTENS IPOBOAUTH
KOHTPOJIb KaY€CTBa C LIEJIbIO BBIITYCKAa CEPUU HA PHIHOK, a TAKKE MOJHOTO (17151 BAKIIMH,
npou3BeeHHBIX B PecniyOnnke Ka3zaxcran) nmu BEIOOPOYHOTO (11 UMIIOPTUPYEMBIX
BaKI[MH) HE3aBUCUMOTO J1a0OPATOPHOTO UCIIBITAHUSA B JIA0OPATOPUU TOCYAAPCTBEHHOMN
AKCIIEPTHOM Oopranusaiuu B chepe oOpalieHus JIeKapCTBEHHBIX CPEJCTB U
MEIUIIMHCKHAX U3JICITUI.

HOL[HI/ICI/I YIOJIHOMOYECHHBIX JIUIIL:

MIOJIHCH @®.1.0. (pu ero HaNU4UM), TOHKHOCTD

MOJIHUCH @®.1.0. (mpu ero HaNU4NM), TOHKHOCTD



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 14.09.2022
] AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 22.09.2022
™ .‘ a ,' ,' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 14.09.2022

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 22.09.2022

[Ipunoxenue 13
K MpaBUJIaM IIPOBEICHUS
OLIEHKH KaueCTBa JIEKAPCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX W3JIEIHH,
3apETUCTPUPOBAHHBIX
B Pecnybnuke Kazaxcran

dopma

HaumeHoBaHue U ajpec IKCNEPTHON OPraHu3anuu

HanmenoBanue 3aaBurens

noJpkHoCTh, O.1M.O.
(Ipu ero HaJTU4KN)
PYKOBOJIUTEIS

MecToHaxX0XICHHUE
IOPUANYECKOTO JIUIIA,
aJpec OCYIIECTBICHUSA
JEATEIbHOCTU IOPUIAYECKOrO JINIA
OT « » rojga Ne

Pemenue 00 oTka3e B Bbljiaue cepTUGUKATA COOTBETCTBHS BAKIIMHBI

OT « » 20 ropa Ne

HawnmeHnoBanue 1 ajpec SKCIepTHON OpraHu3alul

coo0maeT:

1. Cornacuo Bareii 3asBke OT « » 20 roja mpoBeIeHbI SKCIEPTU3a JOKYMEHTOB
1 71a00paTOpHbIC UCHIBITAHUS 3asBICHHON CEpUH BaKLIUHBI

(HamMeHOBaHME IPOAYKIMHU cOrTacHo ['ocymapcTBEHHOMY peecTpy JEKapCTBEHHBIX CPEICTB U
MEIULMHCKUX U3JIeNHH, HOMEpP PETHCTPALIOHHOTO YAOCTOBEPEHH S, CEpPHsl, CPOK TOIHOCTH,
KOJIMYECTBO HMAPTHH, HOMEpP PErUCTPALHOHHOTO YJIOCTOBEPEHHS)

MIPOU3BEICHHOM

(cTpana, HAUMEHOBAHHUE U AIPEC MPOU3BOAUTEIIS, IPOM3BOICTBEHHOM TIIIOIIA KH)
TIpeICTaBICHHON




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 14.09.2022
] AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 22.09.2022
™ .‘ a ,' ,' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 14.09.2022

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 22.09.2022

(HaMMeHOBaHUE, MECTOHAXOKICHUE IOPHIMUYECKOT0 JINLA, aJPeC OCYLIECTBICHUS JeATeIbHOCTH
FOPHIMYECKOTO JINIIA)

2. OcHOBaHHMs 1Sl OTKA3a IPH ONPEJCTICHUN HECOOTBETCTBHUM 110 Pe3yJIbTaTaM dKCIEPTU3bI JOKYMEHTOB
(OTMETHTH HYKHOE)

TIPEZOCTaBICHIE HEMOIHOTO TTaKeTa JOKYMEHTOB COTJIACHO IIEPEYHIO, IPELYyCMOTPEeHHOMY ITyHKTOM 32 [IpaBmi npoBeaeHus
OLICHKH KaueCTBa JICKAPCTBEHHBIX CPEJCTB U METULIMHCKHUX U3JIeNUH, 3aperucTpupoBaHHbIX B PecriyOnuke Kazaxcran

TPeI0CTaBICHUsI HEIOCTOBEPHBIX CBEACHUN

HECOOTBETCTBHUE CBEJICHUN B MPEACTABJICHHBIX JOKYMEHTAaX JaHHBIM PErUCTPALIMOHHOTO 10ChE

OTcyTcTBHE TaHHBIX O HAJIMYMH JIMIICH3UH Ha ropraine elicence (enancaHc)

HC YCTpAaHCHUEC B YCTAHOBJICHHBIC CPOKHU BBICTABJICHHBIX SKCHCpTHOﬁ opraHnaauHeﬁ 3aMEYaHMI

ONPEACIICHUE MOTCHIUATIbHBIX OTKJIOHCHHH B MOCJICIOBATCIIBHOCTH cepnﬁ BAaKIIUHBI

) ) ) )

2. OcHOBaHUs 151 0TKA3a IIPU ONPENEIICHUH HECOOTBETCTBUM 110 PE3YIIbTAaTaM
1a00paTOPHBIX UCTIBITAHUH (3aMONHIETCS TPU HAJTUYUU HECOOTBETCTBUIA)

CornacHo NpoTOKOIy (aM) UCHBITAHUI Ne OT « »

20 roja, NpeAbsBICHHAS NPOIYKIHS 1JIsl HIPOBEICHUS OLCHKU

KayecTBa HE COOTBETCTBYET TPEOOBAHUSIM

(HaI/IMeHOBaHI/Ie 1 0003HaYCHHE HOPMATUBHOI'O JOKYMCHTA Ha 3asBJICHHYIO l'IpO}IyKLII/I}O)

I1o nmokaszarenam

3. Ha ocHOBaHMM OIpeAesIeHNs BbILIEYKa3aHHBIX HECOOTBETCTBUM (OTHOTO WU
HECKOJIbKUX) BaM oTkazaHo B oopmiieHUH cepTU(UKATa COOTBETCTBUS HA BAKIIMHY

HOL[HI/ICI/I YIIOJTHOMOYCHHBIX JIMIL:

noamuck G.M.0. (mpu ero Hanu4KM), TOHKHOCTD

nogmuck G.1.0. (1pu ero HaNU4KM), TOJHKHOCTD



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 14.09.2022
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 22.09.2022

e‘\ A (" | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 14.09.2022
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
JlaTta ckaunBaHMs 22.09.2022

[Ipunoxenue 14
K MpaBUJIaM IIPOBEICHUS
OLICHKM KayeCTBa JIEKAaPCTBEHHBIX
CPEICTB ¥ METUIIMHCKUX W3JIEIHH,
3aperucTpUPOBAHHBIX
B Pecnybnuke Kazaxcran

dopma

HaumeHoBaHue U ajgpec IKCNEPTHON OpraHu3aluu

« » 20 T

HaumenoBanue, ®.1.0 (npu ero HaJu4umn) cyobekra

N0JKHOCTh, P.U.O (mpH ero HAJIMYNH) PYKOBOAUTEIA

MecTOHAXO0KIEeHHE HOPUANYECCKOro JIMIA, AAPEC OCYHIECCTBJICHUA T€ATCIbHOCTH
IOPUAHYECKOIo JIUIIAa

OTpunaTtejbHOe 3aKJII0YEHHE 0 KaYecTBe MPOAYKIIUH

[IpoBeneHsI TabopaTOpHBIE UCTIBITAHHUS:

HANMEHOBAHHE MPOLYKIUH
1.

HOMEp PETrHCTPALOHHOTO yIOCTOBEPEHHS, HOMEP CEPHHU, CPOK TOAHOCTH, pasMep MapTHH,
HaWMEHOBaHHE MPEANPHSATHSA-IPOU3BOAUTEINS, CTPaHA

2. CornacHo IPOTOKOITY HCHbITaHUH No

OT « » 20 roxa, oroOpaHHas IPOJAYKIHMS HE COOTBETCTBYET TPEOOBAHUAM

HaMMEHOBaHHE U 0003HAYCHHE HOPMAaTUBHOI'O JOKYMEHTA Ha 3aBJICHHYIO IPOAYKIIHUIO




e.zarn

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

DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

14.09.2022
22.09.2022
14.09.2022
22.09.2022

HOZ[I'[I/ICI/I YIIOJIHOMOYCHHBIX JIMIL:

IOAIIHUCH

®.1.0. (mpu ero HaIUYIHN)

MOAMKCHh

®.1.0. (mpu ero HaIU4IKN)



