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

Kazaxcran ot 21 suBaps 2021 rozna
Ne KP JICM-8. 3apeructpupoBaH B
MuHHCTEpCTBE IOCTULIUH
Pecniy6nuku Kazaxcran 25 sHBaps
2021 roma Ne 22113

OO0 yTBep:k1eHuM NpaBuJI BbIIa4uM cepTU(HUKaTa Ha (papMaleBTHYECKUI POAYKT
(CPP)

B cootBercTBUU ¢ mynkToMm 14 ctathu 23 Konekca Pecriyonuku Kazaxcran ot 7
utonst 2020 rona «O 300poBbe Hapona u cucteme 3apaBooxpanenus» IPUKA3BIBATIO

1. YTBepauTh npuiaraeMble MpaBuiia BblIauu cepTH(PHUKaTa HA
dapmanestuyeckuii npoaykt (CPP).

2. Ilpu3Hath yTpaTUBIIMMU CUITY:

1) mpuka3 MuHHCTpa 31paBOOXpaHEHUs U COLIMATILHOTO pa3BuThs PecnyOnuku
Kazaxcran ot 29 mas 2015 roga Ne 413 «O06 ytBepxkaenun [IpaBun Bergaun
ceprudukara Ha dpapmaneTuueckuii nmpoaykt (CPP)» (3apeructpupoBan B Peectpe
roCyJIapCTBEHHOM PETNCTPAallM HOPMATUBHBIX MPAaBOBBIX akTOB oA Ne 11488,
omy6nukoBaH 15 utons 2015 roga B uHPOPMaIIMOHHO-TIPABOBOM CUCTEME «OIIIIETY);

2) npuKa3 UCHOJHSIOEro 00s3aHHOCTH MUHHCTpA 3ApaBOOXPaHEHUS
Pecny6nuku Kazaxcran ot 19 utons 2020 roga Ne KP JICM-69/2020 «O BHeceHuu
VW3MEHEHUU U JIOTIOJIHEHUH B IpUKa3 MUHUCTpA 3ApaBOOXPAHEHUS U COLIMATIBHOIO
passutus Pecniybnuku Kazaxcran ot 29 mast 2015 roga Ne 413 «O06 yTBepkaeHun
[IpaBun Beinaum ceprudukara Ha papmaneBTuyeckuii mpoaykt (CPP)»
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHOM perucTpalii HOPMAaTHUBHBIX MPABOBBIX
aktoB o1 Ne 20879, ony6nrkoBan 22 utons 2020 roga B DTAJIOHHOM KOHTPOJILHOM
OaHKe HOPMAaTUBHBIX MPAaBOBBIX akTOB PecnyOnuku Kazaxcran).
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3. Komurery MeaAMIIMHCKOTO U (hapMaleBTUYECKOr0 KOHTPOJsi MuHuCTEpCTBA
3npaBooxpaHeHus PecyOnuku Kazaxcran B yCTaHOBIEHHOM 3aKOHOIaTEIbCTBOM
Pecnybnuku Kazaxcran nopsijke 00ecrneunTh:

1) rocy1apCcTBEHHYIO PErUCTPAIMIO0 HACTOSIIIIETO Tpruka3a B MUHUCTEPCTBE
toctuniuu Pecryonmku Kazaxcran;

2) pa3MelIeHre HACTOIIET0 TPUKa3a Ha UHTEpHET-pecypce MuHucTepcTBa
3npaBooxpaHeHus Pecriyonuku Kazaxcran nocie ero opuuuaibHOTO Oy OIMKOBAHUS;

3) B TeUCHHE JIECATH PabOUUX JHEH MOCIE rOCyAapCTBEHHON PErucTpaIiuu
HACTOSIIEro NMpHKasa npeacrasieHue B lOpuanuecknii nenaprameHT Munucrepcrsa
3apaBooxpaHenus Pecnyonuku Ka3zaxcran cBeeHuii 00 HCTIOJTHEHHH MEPOTIPUSITHH,
PEAYCMOTPEHHBIX MOAMYHKTAMHU 1) U 2) HACTOAIIETO MyHKTA.

4. KOHTpOJIb 32 UCTIOJHEHUEM HACTOSIIETO MPUKa3a BO3JIOKUTH Ha
KypHUPYIOIIEro BUIIE-MUHKUCTPA 3/IpaBooxpaneHus Pecybnuku Kazaxcran.

5. Hactosimuii mpuka3 BBOJUTCA B JCUCTBUE M0 UCTCUCHUH AECITH KaJCHIAPHbBIX
JTHEH TToCyIe THS €ro MepBoro opuIMaIbHOTO OMyOJIMKOBAHHS.

HNcnonnsiromas 00s13aHHOCTH MUHHCTPA 3ApaBooxpanenust Pecny0ianku A.
Ka3axcran Fununsar
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Y TBepKIEHBI
npukazoMm Mcnonusromas
o0s3anHOCTH MUHHKCTpa
3IpaBOOXPaHEHUS
PecnyOnuku Kazaxcran
ot 21 suBaps 2021 rona
Ne KP ICM-8

IIpaBuia
Bbl1a4u ceprudukara Ha papmaneBTuueckuii npoaykr (CPP)

I'1aBa 1. O0mue moJI0KeHUSA

1. Hacrosimue npaBuiia Belgaun cepTudukara Ha (papMalieBTUYECKUI TPOIYKT
(CPP) (nanee — IlpaBuia) pazpaboTaHbl B COOTBETCTBUU C TyHKTOM 14 cTaTthu 23
Konekca Pecy6onuku Kazaxcran ot 7 utong 2020 roga «O 310pOBbe HApOAA U CUCTEME
3napaBooxpaHeHus» (ganee — Komekc), crarwbeit 14 3akona PecrryOnmku Kazaxcran ot
15 anpens 2013 roga «O rocyapCTBEHHBIX yCiIyrax» (nanee — 3aKOH) U ONPEIEIsIoT
NOPAJIOK BblAauu cepTudukara Ha (papmaneBTruueckuili npoaykt (CPP).

2. B nmacrosmux [IpaBuiax ncnoyib3yrOTCs CIEAYIOIIME TEPMUHBI U ONTPEICTICHHUS:

1) rocynapcTBeHHBIH opraH B cpepe oOpalieHus JeKapCTBEHHBIX CPEJICTB U
MEIMIMHCKUX U3IEIUN — TOCYIAPCTBEHHBIN OpraH, OCYILECTBISIOIINNA PYKOBOACTBO B
chepe oOpaleHus JIEKapCTBEHHBIX CPEJCTB U MEIUIIMHCKUX U3/, KOHTPOJIb 32
oOparieHrem JICKapCTBEHHBIX CPEJICTB U METUITUHCKHUX U3ICTTUH.

2) cepTrdHUKAT COOTBETCTBUS TPSOOBAHMAM HaJICKAIICH IIPOU3BOICTBECHHOM
npakTuku (GMP) — moKkyMeHT, MOATBEPKIAIOIIUN COOTBETCTBHE MTPOU3BOJICTBA
JIEKApCTBEHHOT'O CPEJICTBA TPEOOBAHUSIM HaJjIexKallel TPOU3BOJCTBEHHON MPAKTUKHU
Pecniybnuku Kazaxcran;

3) neprkareib perucTPAMOHHOTO yA0CTOBEPEHUS — pa3pabOTYMK, OpraHu3aIusi-
MIPOU3BOJIUTEIb, OPTaHU3alINsI, UMEIOIAsl IOKYMEHT OT MPOU3BOAUTEIIS Ha TIPABO
BJIQJICHUS PETUCTPALMOHHBIM yA0CTOBEPEHUEM, HECYIINII OTBETCTBEHHOCTH 32
0€30MacHOCTh, KauecTBO U 3P(HEKTUBHOCTDH JIEKAPCTBEHHOI'O CPEACTBA (J1ajee —
3asIBUTEIID ),
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4) ceprudukar Ha papmaneprauueckuii npoaykT (CPP) — mokymeHT, BbI1aBaeMbIi

YIOJITHOMOYEHHBIM OPTaHOM B O00JIACTH 3/IpABOOXPAHEHUS JIJISl PETUCTPALIT
OTEUECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB 32 PyOEIKOM M MX IKCIIOPTA;

I'nasa 2. Ilopsaaok Bbi1auu ceprudukara Ha papmaneBTudeckunii npoaykr (CPP)

3. Cepruduxat Ha papmareBtudeckuit mpoaykT (CPP) BermaeTcst Ha oHO

HanMMCHOBAHUEC JICKAPCTBCHHOT'O ITPpCIiapara ¢ YKa3aHHuEM OI[HOfI HCKapCTBeHHOfI JO3bI 1

JUISL OMHOM CTPaHbI-UMIIOPTEPA HA TOCYAAPCTBEHHOM U PYCCKOM sA3bIkax. [lepeBon Ha
JIPYTHUE SI3BIKA OCYILECTBIISAET 3asIBUTEIb.

Ceptudukar Ha papmanestuueckuit npoaykt (CPP) Bbigaetcs Ha cpok,
COOTBETCTBYIOILIHUIA CPOKY JIEUCTBHSI CEpTU(HUKATA COOTBETCTBUS TPEOOBAHUSIM
Ha/JIexalel npon3BoacTBeHHol npaktuku (GMP), Ho He Gosiee ueM Ha Tpu roja.

4. Ins nonyuenus ceptudukara Ha papmanesruueckuiit mpoaykt (CPP)
3asBUTEIb MojiaeT B KoMuTeT MeIUIIMHCKOTO U (hapMaleBTUIECKOT0 KOHTPOJIS
MunucrepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran (nanee — Komurer) wnm
yepes3 BeO-mopTai «dJeKTPOHHOTO MPaBUTEILCTBAY Www.egov.kz, www.elicense.kz
(manee — [oprai), 3asiBneHue 1o (opMe COryiacCHO MPUIIOKEHUIO 1 K HACTOSIIIUM
[IpaBunam, y10CTOBEpEHHOE JIEKTPOHHOM 1 poBoi noanuckio (nanee — DI u
3JIEKTPOHHYIO KOMHIO cepTU(PUKAaTa COOTBETCTBUS TPEOOBAHUSIM HaICKAIIIEH
npou3BoIcTBEHHOM npakTuku (GMP) Ha pou3BOACTBEHHBIN YyYaCTOK, HA KOTOPOM
IPOU3BOUTCS JIEKAPCTBEHHOE CPENICTBO.

[Tepeuenb OCHOBHBIX TPeOOBaHUM K OKa3aHHIO TOCYIAPCTBEHHOM YCIyTH,
BKJIFOUAIOIIMI XapaKTEpUCTUKHU Ipoliecca, (popMy, COAEpHKAHUE U Pe3yJIbTaT OKa3aHMS,
IpUBEACH B CTaHIApTE TOCYAapCTBEHHOM yciyru «Bbigada ceptudukara Ha
dbapMaleBTUYECKHI IPOTYKT)» COTJIACHO MPUJIOKEHUIO 2 K HacTosimuM [IpaBuam.

OO01mmii cpok paccMOTpPEHUS! JOKYMEHTOB U BblJauu cepTU(UKaTa Ha
dbapmaneBTHYECKuid MPOIYKT COCTABISAET 5 (TISITh) pabounx JHEH.

B ciiyuyae upe3BbIYaliHbIX CUTYAIU, B YCIOBUSIX BBEICHUS OTPAHUYUTEIbHBIX
MEPOIPUSATUHN, B TOM YKCJIE KapaHTHUHA, CPOK PACCMOTPEHUS JOKYMEHTOB U BbIJAUH
ceptudukara Ha papManeBTUUECKUN MPOAYKT COCTABISAET 10 3 (Tpex) pabounx JHEH.

[Ipu nogaye yciayromnosydareaeM BCeX HEOOXOUMBIX JOKYMEHTOB:
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yepes MopTal B «JIMYHOM KaOMHETe» yCIyromnoiayyaTesss 0ToOpaxaercs CTaTyc o
OPUHATHH 3aIpoca JUIsl OKa3aHUs roCcyJapCTBEHHOM YCIYTH C YKa3aHUEM JaThl
NOJIyYEeHHsI pe3yJIbTaTa rOCy1apCTBEHHOM YCIYTH.

B ciiyuasix mpeacTaBieHus yCIyronoaydaTeaeM HEeTOTHOTO MaKeTa JOKYMEHTOB
COTJIaCHO MEPEYHIO, MPETyCMOTPEHHOMY CTaHJIaPTOM rOCYJapCTBEHHOM YCIyTH, B
pueMe 3asiBJICHHUS] OTKA3bIBACTCH.

Ha Ilopran:

[Ipu oOparieHnn 3asBUTENS TIOCTIE OKOHYAHMSI pab0uero BpEeMEHH, B BBIXOTHBIC
pa3IHUYHBIC JHU COTJIACHO TPYJIOBOMY 3aKOHOJIATEILCTBY, PUEM 3asIBICHUHN U
BbIJIa4ya PE3yJIbTaTOB OKa3aHUsI TOCYAapCTBEHHOM YCIIYTH OCYIIECTBIISETCS CIEAYIOIINM
pabouuM JTHEM.

B ciiyuae npeacTaBieHus 3asBUTEIEM HEMOTHOTO MAKeTa JOKYMEHTOB U (MJIH)
JOKYMEHTOB C HCTEKILIUM CPOKOM JIEUCTBUSL COTPYIHUK OTBETCTBEHHOTO CTPYKTYPHOTO
noapazzaeneHuss Komurera B TeueHue 0JHOTO pabouero AHs CO JIHS MOCTYILICHUS
3asBJICHUSI BbIIAET MOTUBUPOBAHHBIN OTKA3 B JIaJbHEUIIIEM paCCMOTPEHHUS 3asBICHUS U
(U1I1) B OKa3aHUM rOCYJaPCTBEHHOM yCIyru 1o (popMe coriacHo MPUIIOKEHUIO 3 K
HactosiuM [IpaBuiam.

KomuteT oOecrnieuriBaeT BHECEHUE JAHHBIX O CTAJIMU OKAa3aHUs TOCYyAapCTBEHHON
yCIIyrd B ”HGOPMAIIMOHHYIO CUCTEMY MOHUTOPHHTA OKa3aHUs TOCYAapCTBEHHBIX YCIYT
B MOPSIJIKE, YCTAHOBJICHHOM YIIOJTHOMOUYEHHBIM OpraHoM B cpepe nnpopmaTusaium,
corjlacHo moAnyHkTy 11) crateu 5 3akoHa 0 rocyciyrax.

5. CoTpyIHUK OTBETCTBEHHOI'O CTPYKTYpPHOTO nojpazaeneHus Komurera B
TE€YEeHHE MATH pabourX JHEW rOTOBUT cepTU(UKAT HA (papMalleBTHUECKUI MPOAYKT
(CPP) (nanee — ceprudukar) no popme coriacHO NPUIOKEHUIO 4 K HACTOSIIUM
[IpaBunam, B cirydae mpou3BOJICTBA JIEKAPCTBEHHOTO cpencTBa B PecriyOnuke
KazaxcTan TonbKO AJ1s1 SKCIOpPTa B COOTBETCTBUHU € MOAIYHKTOM 5) IMyHKTa 2 CTaThu 23
Konekca — mo popme cormacHo npunoxeHuto S k Hactosmum [IpaBuiam,
MOJNMHUCAHHBIA PYKOBOJIUTENIEM U 3aBepEHHBIN neuaTbio Komutera, mu6o
[PEeI0CTaBIsIET MOTUBUPOBAHHBIN OTKA3 B BblJJaUe cepTu(HKaTa Ha papMalieBTUUECKUI
npoaykt (CPP).
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Brinaua pe3ynbraTa OkazaHusi rOCyJIapCTBEHHOW YCIIYTH 3asiBUTEITIO
OCYILIECTBIISIETCS B 3JIEKTPOHHOM BHje uepe3 [lopran, mubo uepes KaHIeIsIprio
Komurera.

6. KomuTet BenieT peecTp BbIaHHBIX cepTU(UKATOB HA apMalleBTUUECKUIN
npoaykt (CPP).

7. Boimaua nmybnukara ceptudukata Ha papmanestudeckuit npoaykt (CPP)
(manee — ny0aukat) ocymiectBisieTcss KoMuTeToM Ha OCHOBAaHUM MTUCHMEHHOTO
3asiBJICHUS Biajelblia cepTudukara (¢ ykazaHueM 00OOCHOBAaHMS JIJISl KaKUX IeJei
HeoOXxoauM yOnuKar) B TedeHue S (msatv) paboumx AHEH co JHS MOCTYIUICHUS
3asBiieHus. JlyOnuKkaT BbIIaeTCsl Ha CPOK JIEHCTBUS OpUTHHAA CepTH(PHUKATa HA
dapmaneBtuyeckuii mpoaykt (CPP).

Ha nyGnukar nHanocuTcs mrami «JlyOmukar.

8. Komurer oTka3biBaeT B Bbljaue cepTudukaTa Ha papMaiieBTUIECKUN POTYKT
(CPP) B cyuasix:

1) HECOOTBETCTBUSA MPOU3BOJACTBEHHOIO Y4acTKa (MPOU3BOACTBO KOHEUHOTO
IPOJIyKTa) TpeOOBAHMAM HaJICKAICH IIPOU3BOICTBEHHON MPAKTHKH;

2) Npou3BOACTBAa OCHOBHOI'O JIEKAPCTBEHHOI'O CPEJICTBA 3a IpeieIaMu
tepputopun PecnyOinku KazaxcraH U 0CyIecTBIEHHs TOJIBKO KOHEYHOHN YIIaKOBKH
JIEKapCTBEHHOT'O CpesicTBa Ha Tepputopun PecnyOnuku Kazaxcran;

3) He nosiHOM MH(pOPMALIMH B 3asBKE Ha Bblavy cepTu(dUKaTa Ha
dapmaneBtuyeckuii npoaykt (CPP).

9. B ciiyyae u3MeHeHU CBEJCHUM, TPEelyCMOTPEHHBIX B cepTU(UKaTe,
3asiBUTENb JIs1 IOJIyYeHHs cepTU(HKaTa Ipe1oCTaBIseT JOKYMEHThI, YKa3aHHbIE B
nyHkrte 4 Hacroamux [Ipasuir.

Cpox u OpsAIOK BbIauu cepTU(UKATAa OCYIIECTBISCTCS B MOPSIKE,
IpEAYCMOTPEHHOM I1aBoi 2 HacTosiuux [Ipasuo.

10. XKanob6a Ha pemienue, nelcTBus (0e31eUCTBUS) pAOOTHUKOB CTPYKTYPHBIX
HoIpa3AeNieHUH yCIIyroaaTess oIaeTCcsl Ha UMs PYKOBOAMTENS YCIyroaaTelns 1 (Win) B
YIOJTHOMOYEHHBIN OpPraH M0 OIEHKE U KOHTPOJIIO 32 KAa4eCTBOM OKa3aHUs
TOCYJapCTBEHHBIX YCIYT B MOPSAKE, MPETyCMOTPEHHOM 3aKOHOM.
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XKanoba yciyronomyuaresns, NOCTyIHUBIIAs B aJpec yCIyroaarens, B
COOTBETCTBHHM C IIYHKTOM 2 CTaThy 25 3aKOHA MOJIEKUT PACCMOTPEHUIO B TEUEHHUE 5
(msiTH) pabouMX THEH CO JTHS €€ PeTUCTpaIuu.

Kanoba yciyromoiydaresns, MOCTYIUBIIAs B apec YIOIHOMOYEHHOTO OpraHa
10 OIIEHKE M KOHTPOJIIO 32 KAYECTBOM OKa3aHUs TOCYIapCTBEHHBIX YCIIYyT, OJIEKUT
pPaccMOTpPEHHUIO B TeueHue 15 (msaTHaauaTi) pabounx JHEH CO IHS €€ PEerucTpaluu.

B ciywasix Hecoryacus ¢ pe3yibTaTaMy PENIEHUS YCIYyTrOAaTeNs
YCIIYTOIOTyYaTeNb 00XKaIyeT pe3yJIbTaThl B CYyJI€OHOM MOPSIIKE.
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[Ipunoxenue 1

K MpaBUjiaM BbIauu cepTuduKara Ha
dbapmanetuueckuit mpoaykt (CPP)

dopma

3asiBjieHHMe HA BbIavy cepTUHKaTa HA papmaneBTHYecKuil npoaykT (CPP)

(IIHLLMQIIORQHME 3asaeumeis ¢ yKasanuem a()peca u 5am<oect<uxper<eu3umoe)

HUMEHYEMBbIil B JabHEHIIeM «3asBUTENbY, B JIHLE

(0onxcnocmv, PUO (npu nanuuuu))

IIPOCHUT BBIIATh cepTuduUKaT Ha hapmareBTHIecKuii nporykt (CPP) Ha
JIEKapCTBEHHOE CPENCTBO:

TOpFOBOe HAaNMEHOBAaHUE B CTPAHE-OKCIIOPTEPE

TOpFOBOG HAaNMEHOBAaHUE B CTPAHE-UMIIOPTEPE

Me)K[[yHapOL[HOC HCIMaTCHTOBAaHHOC HAMMCHOBAHHC (l'[pI/I HaJ'H/I'-II/II/I)

HEKapCTBeHHaH (1)0pMa, J031pPOBKa, KOHICHTpAL U, 00BbeM 3aIl0JIHEHHUSA, KOJIMYECTBO N03 B YIIAKOBKE

HaunmMeHoBaHHE OTEUECTBEHHOTO TIPOU3BOAUTENA

Mep H CpPOK JeicTBus ceprudukata GMP)

HOHTBGP)KZ[@HI/IG O TOM, 4TO HpOI/IBBO)ICTBeHHHﬁ Y4acTOK COOTBETCTBYET TpeﬁOBaHI/IﬂM Hannemameﬁ HpOHSBOHCTBeHHOﬁ TIIPpaKTUKU (HO—

JlaTa mocnenHeil nHCHIeKIMH, TpoBeneHHONH KoMuTeTom

Ceprudukar Ha papmanesruueckuit npoaykt (CPP) npennaznauen s
MPEIOCTABICHHS B

B LIEJISIX

(noonucw 3aseumens) (PHO (npu naruuuu))

Hama
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[Ipunoxenue 2
K MpaBUjiaM BbIauu cepTuduKara Ha
dbapmanetuueckuit mpoaykt (CPP)

CraHaapT rocy1apcTBeHHOM yCayru

«Bbi1aya ceprudpukara Ha papManeBTHYECKUN POAYKT»

HaumenoBanue yciayroaaress

KomuTeT MeTUIIMHCKOTO B (papManeBTHIECKOr0 KOHTPOJIsI MUHHICTEPCTBA 3paBOOXpaHe-
Hust Pecrry6rukn Kazaxcras.

CrnocoOBbl PeI0CTaBICHHUS TOCy Iap-
CTBEHHOH yCIIyTH

IIpuem noKyMeHTOB 1 BbIIa4a pe3yiIbTaTa OKa3aHHs TOCYJapCTBEHHOM yCIIyTH OCYILECTB-
JISIeTCs Yepes:

1. KoMuTeT MeAMIIMHCKOTO 1 (hapMalieBTUIECKOT0 KOHTPOIJIE MUHHCTEpCTBA 3/IpaBOOXpa-
HeHusi PecnyOnuku Kazaxcran (nanee - yciyrajgarens),

2. Be6G-IIOpTall «AIEKTPOHHOTO PABUTEIBLCTBA»: WWW.egov.kz (nanee —oprain).

CpoK OKa3aHUs roCyIapCTBEHHOI yCiIy-
™

5 (naTh) pabounx aHel. B ciyuyae upe3BbIYaiiHBIX CUTYaLUi, B YCIOBUSAX BBEJCHHS OIpa-
HUYUTENbHBIX MEPOIIPUATHH, B TOM YHCIIE KADAHTUHA, CPOK PACCMOTPEHHUS JOKYMEHTOB
Y BbIJIauu cepTU(HKaTa Ha (hapMaleBTHYECKUI TPOILYKT COCTABIISET 10 3 (Tpex) pabo-
YUX JTHEH.

dopma okazaHUs TOCyIapCTBEHHON
yCIyTH

DJeKkTpoHHas (4aCTUYHO aBTOMATH3HpOBaHHas) (OyMaskHast)

Pe3ynbTaT OkazaHusi rocyAapcTBEHHON
yciyru

Ceprudukat Ha papMalieBTHUECKHI IPOAYKT WIIM MOTUBHPOBAHHBIN OTKa3 B BblJa4e cep-
TUuKara Ha PpapmaneBTuueckuii npoxykr (CPP).

Brigaua cepTHdeaTa OCYILICCTBISICTCS B JICKTPOHHOM (6yMa)KHOM) BHUJIC.

Pa3mep omnatel, B3MMaeMoii ¢ yciyro-
HOJTyYaTesIst IPU OKa3aHUU rocyaap-
CTBEHHOH YCIIYTH, U CIIOCOOBI €€ B3UMa-
HUSL B CITy4asiX, IPEIyCMOTPEHHBIX 3aKO-
HojarenscTBoM Pecriy6nuku Kazaxcran

l'ocynapcTBeHHas yciryra OKa3bIBacTCsl OSCIUIATHO IOPUANIECKUM JIHIAM.

I'padux paboTs

1) ycayroaatens — ¢ IOHeIeIbHHUKA 10 MATHHUILY, B COOTBETCTBHM C YCTAHOBJIGHHBIM Ipa-
¢uxom padotsl ¢ 9.00 o 18.30 yacos, 3a HCKITIOYEHUEM BBIXOIHBIX M NPA3THUIHBIX
nHel cormacHo TpynoBoMy konekcy Pecry6nuku Kazaxcran ot 23 Hos6ps 2015 roma
(manee — TpynoBoii Kozexc) ¢ nepepsiBom Ha 0en ¢ 13.00 yacos 1o 14.30 gacos;

2) nopTan — KPyIJIOCYTOYHO, 38 HCKIFOYEHHEM TEXHUYCSCKHUX IEPEPHIBOB B CBSI3U C MPOBE-
JIECHHEM PEMOHTHBIX paboT (IpU 00pallleHHH YCIyronoaydaTesst MOCie OKOHYaHHs pado-
4ero BpeMEHH, B BHIXO/IHBIE M IPa3JHUYHbIE JHH coriiacHO TpyaoBoMy Kojekcy Pecry6-
nku Kazaxcran npueM 3asiBIICHHS U BbIJava pe3yJibTaTa OKa3aHHs rOCyAapCTBEeHHOM
YCIIYTH OCYIIECTBISETCS CICAYIOIIM pabouiM THEM).

[epeueHb TOKYMEHTOB HEOOXOIMMBIX
JUTA OKa3aHWs TOCYIapCTBEHHOH yCIyTu

3asBiICHUE Ha BbIIavy cepTU(UKaTa Ha (hapMaleBTUUECKUil IPOAYKT 10 (OPME COTIIACHO
npuioxeruto 1 k HactosmM [IpaBumam;

DIIEeKTPOHHYIO KOMHUIO CepTU(UKATA COOTBETCTBHS TPEOOBAHMSIM Ha JICKALICH TIPOU3BOI-
ctBeHHOH npakTiky (GMP) Ha Npon3BOJICTBEHHBII Y4aCTOK, HA KOTOPOM IPOU3BOIUTCS
JIEKapCTBECHHOE CPEIICTBO.

OcHOBaHHUs IS OTKa3a B OKa3aHUHU T'0-
CyJapCTBEHHOM YCIIyTH, yCTAHOBJICH-
HBbIE 3aKOHOJIAaTeNIbCTBOM PeciyOnuku
Kazaxcran

1) ycraHOBJIEHHE HEJOCTOBEPHOCTH JIOKYMEHTOB, PECTABICHHBIX YCIIYTOMOIydaresieM

JUISL TIOJTYYEHHS TOCYIAPCTBEHHOM YCIIYTy M (WITH) JaHHBIX (CBEICHUI), COIEPIKALIUXCS B
HUX;

2) HECOOTBETCTBUH YCITyTOMOIy4aTe st U (MITH) TPEICTABICHHBIX MaTePHAIOB, 00BEKTOB,
JAHHBIX U CBEACHHUM, HEOOXOIUMBIX [UTS OKa3aHUs TOCYAaPCTBEHHOM yCiIyru, TpeOOBaH -
SIM HacTostmx [IpaBui;
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3) B OTHOLIEHMH YCIIyTOMNOJIyYaTelIsi UMESTCs BCTYIHUBIIEE B 3aKOHHYIO CHILy pellieHue
(IpUroBoOp) cyla O 3anpeleHn! JesITeIbHOCTU WU OTAENIBHBIX BUJIOB JEATEIbHOCTH,
TpeOyIOIHUX MOTyYeHH s OPEEIEeHHON rocy JapCTBEHHON yCIyTH;

4) B OTHOILIECHUH YCIyTONOTyYaTells IMEETCs BCTYNHUBIICE B 3aKOHHYIO CHILy PeIlIeHUE Cy-
J1a, HA OCHOBAHMHU KOTOPOT'O YCIIYTrONoIyyaTesb JIMIIEH CIEHAaIbHOTO IIPaBa, CBA3aHHO-
IO C MOJIyYEHHEM IOCYJAPCTBEHHON YCIIyTH.

10

WHble TpeOoBaHUs C y4eTOM 0COOCHHO-
CTel OKa3aHus rocyJapCTBEHHOH yCIIy-
T'H, B TOM YHCJIC OKa3bIBAEMOH B 3JICK-
TpOHHO# popme u depe3 ['ocynapcTBeH-
HYIO KOPIIOPAIHUIO

VYenyrogatens obecriednBaeT BHECEHHE JAHHBIX O CTaJUM OKa3aHHs FOCY1apCTBEHHOM
YCIyTH B UH(GOPMALIMOHHYIO CUCTEMY MOHUTOPHHTIA OKa3aHUs FOCYIapCTBEHHBIX YCIIyT B
HOPsZIKE, YCTAHOBJIEHHOM YIIOJIHOMOUYEHHBIM OPraHoM B cepe nHdpopmaTu3anuu, co-
TJIacHO MOAIMyHKTY 11) cTathu 5 3ak0oHa 0 rocyciyrax.

Konrakrheie TenedoHbl CripaBovHO# CTykKOBI 10 BOIIPOCAM OKa3aHUs TOCYIapCTBEHHOM
yeayru: 8 (7172) 74-37-73, 74-22-27

EnuHbIiA KOHTAKT-IIEHTP 1O BONPOCAaM OKa3aHMs TOCYJapCTBEHHBIX ycuyr: 1414.
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[Ipunoxenue 3
K [TpaBUJIaM BbIJIayMl cepTU(PHUKATa HA
dapmaneBruyeckuii npoaykt (CPP)

[HanmenoBaunue YO Ha rocyaapcTBEHHOM SI3bIKE) |

pexBu3uTHl YO Ha rOCy1apCTBEHHOM SI3BIKE pekBu3uTel YO Ha PyCCKOM SI3bIKE

MoOTUBHPOBAaHHBIN OTKa3 B JaJIbHEHIIIEM PACCMOTPEHHH 3asiBICHUS U (MJIM) B OKa3aHUU rOCYIapCTBEHHOH YCIyTru
Howmep: [Homep] [HanmeHoBaHMe 3asBUTENA]
[ara Beiiaun: [[laTa BeIgaun|

[Hanmenosanne YOJ, paccmotpes Barme 3asiBnenue ot [[lara 3asBku] roga
Ne [Homep 3asiBku], coobaer

[[IpuunHa otkasza).

[/10IKHOCTB TTOAMHCHIBAIOIIETO | [bamunus, nmst, 0T4ECTBO (B CIydae HaIUYHs) HOAMHCHIBAIOIIETO

[HanmenoBanue YO (Ha pycckoM si3bIke)]
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[Ipunoxenue 4
K MpaBUjiaM BbIauu cepTuduKara Ha
dbapmanetuueckuit mpoaykt (CPP)

Ceprudukar Ha gpapmaneBrideckuii mpoaykt (CPP)! Ne (Homep ceprudukara)

Ne TpeGoBanust Hndop-
Manus
1.1 DKcropTupyomas cTpasa (CTpaHa, BEIJaoNIas cepTugHKar)
1.2 Himnoprupytolias cTpaHa (3ampalnyBaromas CTpaHa)
1.3 ToproBoe HaHMEHOBaHUE K JIEKapCTBEHHAs (hOpMa JIeKapCTBEHHOTO IIpenapara:
B crpane-skcnioprepe (1pu HAIUYUH)
B crpane-umnoprepe (1pu HaIUIKUH)
1.4 HamMeHOBaHHE 1 KOIHYECTBO aKTHBHBIX BEMICCTB HA CMHHUILY 10351
1.5 Hudopmanus o OIHOM COCTaBe, BKIIIOYas BCIIOMOIaTeNlbHbIE BellecTBa?
1.6 3aperncTpUPOBaH JIM MPENapaT JUls PEaTu3alui Ha PhIHKE B CTpaHe-dKCIopTepe ?
[Ha (uer)
2 Peanuzyercs 1 GpakTHIECKH JISKAPCTBEHHBII Ipenapar B cTpaHe-skcrnoprepe?
Ecnm otBeT Ha Bompoc B myHKTE 1.6 — «7a», 3aIOJIHUTH IMyHKTH 2.A U IPOIYCTUTH ITyHKTHI 2.B
6
Ecnu otBeT Ha Bompoc B myHKTE 1.6 — «HET», IPOMYCTHTh MYHKTHI 2.A U 3aI0JHUATH MyHKTH 2.B
[a (uer)
2. Howmep perucrpanuonHoro y,ZlOCTOBepeHI/Iﬂ7
Al (JTULeH3UK) U 1aTa BbIIAYH
2. JleprkaTenb perucTpalMoHHOTO yI0CTOBepeHUs (JIMIIeH3MH) (Ha3BaHKE U aJIpec)
A2
2. CraTyc JepyKarens perucTPalHOHHOrO YA0CTOBEPEHH® (JIHIIEH3H1) (B COOTBETCTBHH C KATETOPHAMH, YKA3aHHBIMH B
A.3 | npumeuanuu 8)
A/B/C/D
2. Jlist kareropuii (B) u (C) Ha3BaHME M aipec MPOM3BOTUTEIS ICKAPCTBEHHOTO MPEapaTa’
A.
3.1
2. Tpumaraercs T KpaTkoe 0BGOCHOBAHKE IS IPHHATHS PEIIeHHs O perucTpamun '
A4 [a (uer)
2. SBnsieTcs M npecTaBlIeHHas HHGOPMALHs O JIEKapCTBEHHOM Ipenapare yTBepKASHHOM, ITOJIHON 1
A5 | coorBercByIomeit perucTparuonHEIM JoKyMeHTaM? ]
Ja (HeT, He NPEACTABIEHO)
2. 3asBUTENb Ha MOJIy4YeHUE cepTH(UKATA, ECIIH OH HE SBIISETCS JAepKaTelleM PETHCTPALMOHHOIO YA0CTOBEPEHHS Ha
A.6 | nmexapcTBeHHOE CpeACTBO (JIMICH3MH) (HA3BaHUE U a;(pec)12
2. 3asgBUTENb Ha MONy4eHHE cepTH(HKaTa (Ha3BaHHUE U ajipec)
B.1
2. Cratyc 3asBuTens (B COOTBETCTBUH C KATETOPHUSIMH, YKa3aHHBIMU B TPUMEUYAHUH 8)
B.2
2. Jlnst kateropuu (B) u (C) HasBaHHe 1 apec NPOM3BOIUTENS JIEKAPCTBEHHOTO IIpernapara’
B.

2.1
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2. ITouemy oTcyTCcTBYET perucrpanus?
B3 | pe Tpedyercs (He 3anpammBaiack, Ha CTaJiH PACCMOTPEHHS, OTKa3aHo)
2. [pumedanns '
B.4
3 OpraHu3yeT JIM OpraH, BBIIAIOIIHNN cepTU(HHKAT, IEPUOANYECKUE HHCTICKIIUH IPOM3BOICTBCHHO IIOIIAIKH, HA
KOTOPOU IPOU3BOUTCS JIEKAPCTBEHHBIN npenapaT?14
Ja (uet, He NPUMEHNMO) (ECITH KHET» HIIH «HEMPHUMEHHMO)» MEPEXOIUTh K MyHKTY 4)
3.1 IepuoarYHOCTD MITAHOBBIX MHCTICKIHA (TOBI)
3.2 WHcnekTrpoBaics 1 POU3BOIUTEINb IaHHOTO BU/IA JIEKAPCTBEHHOW (OPMBI?
Ja (ueT)
33 COOTBETCTBYET JIM IPOU3BOACTBEHHBIN 00BEKT, 000pPYI0BaHKE U TIPOU3BOACTBEHHBIE nporiecchl GMP kak
DPEKOMEH/I0BAHO BCeMUPHOI OpraHM3alHei 3paBOOXPAHeHHs
[a (Her, He IPUMEHHMO)
4. [Ipu3Haer s opraH, BEIJAOUIMN CEPTU(PHKAT, IPEACTABICHHYIO HH(OPMAIHIO yJOBIETBOPUTEIHHOM IO BCEM
aCIIeKTaM MPOM3BOICTBA JIEKAPCTBEHHOTO Tpemapara?'®
[Ha (uer)
(ecu «HET» pa3bSICHUTH)

Hacrosiumii ceprudukar Boiian

(HaumeHoBanue u aopec opeaua,

svi0aruje2o cepmugurxam, menegon, gaxc)

(®UO (npu nanuyuu) (noonucw)
PYKOBOOUmENs Opeand, 8bl0aiowe2o cepmughuxam,)

Jlata BbIIaUN « » 20 roaa

JIelcTBUTENBHO JI0 « » 20 rojaa

MecTto nevatu

[Ipumeyanus

1. Hacrosimuii ceprudukat Ha dapmareBtudeckuid mpoaykt (CPP) (nanee —
cepTU(UKAT) COCTABIIEH B COOTBETCTBUU C PEKOMEHI0BaHHBIM BcemupHoi
OpraHm3alyei 31paBooxpaHeHusi GopMaTOM U YCTaHABIMBAET CTATYC
(apmarieBTHYECKOTO IpenapaTa U CTaTyCc opraHu3anuu, oopalaromnieiics 3a
cepTu(dUKaTOM Ha MpemnapaT B CTpaHe-3KCIopTepe.

2. ITo BO3MOKHOCTH HCIIOJIL30BaTh MCKAYHAPOAHOC HCIIATCHTOBAHHOC HA3BaAHHNC
NN HalTMOHAJIBHBIC HCIIATCHTOBAHHBIC Ha3BaHUA.

3. B cepTuduxare nim B NpUI0KEHUN K HEMY YKa3bIBAE€TCS MMOTHBIN
KA4ECTBEHHBIN COCTaB 'OTOBOTO JIEKAPCTBEHHOTO IIpenapara.

4. Tlonpo6Hast nHGOpMALNIO O KOTUYECTBEHHOM COCTaBE, HO Takas UH(pOopMaIus
MIPEIOCTABIISIETCS TOJIBKO C COTTIACHS JeprKaTeNs pETUCTPAIIMOHHOTO yI0CTOBEPEHHUS.

5. B xauecTBe npuiioKEHUs MPEICTABISIETCS MOAPOOHAs HHPOpMAIUS O JTHOOBIX
yKa3aHHUSIX B PErUCTPAIMOHHBIX JOKYMEHTaX Ha JEeKapCTBEHHBIH mpernapar,
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OTPAaHUYCHHUSX B OTHOILLICHUH pealIM3alvy, PACIPEACIICHUS NI TPUMEHEHHUS, €CIIH
Takue umerorcs. [Ipu oTBere «aa», nepexoasT K MyHKTaMm 2.A, nyHKThI 2.B
IIPOITYCKAIOT, IIPA OTBETE KHET)», MEPEXOIAT K MyHKTaM 2.B ¥ poIycKaroT IyHKTHI 2.A.

6. [TynkTel 2.A 1 2.B B3aMHO UCKJIIOYAIOT JIPYT ApPYyTa.

7. B ciydae, eciy perucTpallMOHHOE YIOCTOBEPEHNE BPEMEHHOE WIIK MTpenapar
ellle He 3apPETUCTPUPOBAH, TO ITO HEOOXOUMO YKa3aTh.

8. YKazarp cTaTyc AepKaTels peruCTPALMOHHOTO yI0CTOBEPEHHUS Ha
JIEKapCTBEHHBIH Mpernapar:

A) sBISieTCS TPOU3BOAUTEINIEM JIEKAPCTBEHHOTO Mperapara i OTBETCTBEHHBIM 32
KauyeCcTBO U BBIITYCK B 000pOT;

B) ocymiectBisier pacacoBky, ynakoBKy U (WJIH) MAPKUPOBKY JIEKAPCTBEHHOTO
npenapara, Ipou3BeACHHOTO IPYTUM MPEANPUITUEM, B TOKE BPEMsI SIBIISETCS
OTBETCTBEHHBIM 3a €T0 KaueCTBO U BBIITYCK B 00OPOT;

C) He yuacTByeT B IPOU3BOJICTBE, pac(hacoBKe, YIIAaKOBKE, HO SIBIISIETCS
OTBETCTBEHHBIM 32 €0 KaueCTBO U BBIITYCK B 000POT;

D) He yyacTBYET HH B OJJHOM MPOLECCE.

9. Undopmanus npeacTaBisieTcsl TOJIbKO C COTTIACUS IepKaTeNs
PETHCTPALIMOHHOTO Y/IOCTOBEPEHUS, €CiIu rpada He 3aroaHeHa, TO 3TO 03HAYAET, UYTO
JiepKaTesb PETUCTPALIMOHHOIO yA0CTOBEPEHHS He 1an cornacus. HpopMaius o mecte
IIPOU3BOJCTBA SBIISIETCSA YAaCThIO PETUCTPALMOHHOTO YAOCTOBEpEHUS. B ciryuae
WU3MEHEHHUS MECTA IPOU3BOJICTBA B PETUCTPALIMOHHOE YAOCTOBEPEHUE BHOCATCS
COOTBETCTBYIOIIME U3MEHEHUS, B IPOTUBHOM CIIy4ae OHO CTAHOBUTCSA
HEJEHCTBUTEIBHBIM.

10. ITox kpaTkuM 00OCHOBaHMEM TOHMUMAETCS JIOKYMEHT, COCTABIISIEMbIN
AKCIIEPTHOM OpraHm3alueii (,rocy1apcTBEHHAs SKCIIEPTHAS OpraHu3anus B cepe
oOparieHus JICKapCTBEHHBIX CPEJICTB U METUITMHCKHUX U3JIETUN — CYObEKT
rOCyIapCTBEHHONH MOHOIIONUH, OCYIIECTBIISIFOIINNA TPOU3BOICTBEHHO-X03SIICTBEHHY IO
NEATEeNIbHOCTh B 00JIACTH 3/IpaBOOXPAHEHUs 10 00ecrieYeHn0 0€30MacHOCTH,
3¢ (HEeKTUBHOCTH M KaueCTBA JICKAPCTBEHHBIX CPEJCTB M MEIUITMHCKUX W3]ICITHIA;)
COCTaBJICHHOH IO pe3yJIbTaTaM dKCIIEPTU3bI TP TOCYIaPCTBEHHOM PErUCTPaIliH,
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HepePEruCTPALNN, BHECCHHS H3MCHEHHSI B PETHCTPAIIMOHHOE JJ0ChE JICKApCTBEHHOTO
CpeICTBa, KOTOPBIH IMOCITYKHJI OCHOBAHUEM JIJISl BBIJITAYH PETUCTPAIIMOHHOTO
yIOCTOBEPEHHUSI.

11. Uudopmatiust OTHOCUTCS K yTBEPKI€HHOM KOMUTETOM UHCTPYKIIMH 110
MEIMLIUHCKOMY IIPUMEHEHMIO JIEKAPCTBEHHOTO IIperapara.

12. JInst Beigaun ceptudukara 3asiBUTENb IPEIOCTABISET pa3pelIeHrue oT
JepaKaTelsi PETUCTPALMOHHOTO YIOCTOBEPEHUSI JIEKAPCTBEHHOT'O CPECTBA (JIULICH3UH)
Ha BblIauy cepTu(uKara.

13. Yka3arbe npuunHy OTCYTCTBHUS PETUCTPALIAN:

1) nexapcTBEHHBIN mpernapaT ObUT pa3padoTaH UCKITIOUATEILHO JIIS
3a00yieBaHUM, HE pACIIPOCTPAHEHHBIX B CTPAHE IKCIOpTa (HAITPUMED, TPOITMUECKHIX
3a00J1eBaHU);

2) cocTaB JIEKapCTBEHHOT'O CPEJICTBA ObLIT U3BMEHEH C LIEJIBIO MOBBIIICHUS €T0
CTaOMJIBHOCTU B TPOIUYECKUX YCIOBUSX;

3) cocTaB JIeKapCTBEHHOTO MperapaTta ObUT H3MEHEH C TEJTbI0 UCKITIOUSHUS
BCIIOMOTaTeIbHBIX BEIIECTB, HE pa3pPEIICHHBIX K TPUMEHEHUIO B CTPaHE UMITOPTA;

4) COCTaB JICKApPCTBCHHOI'O IIPpCIiapaTa OBLI U3MEHEH C OCJIBIO BBITTIOJTHCHHS MHBIX
Tp€6OBaHI/II>'I B OTHOHICHWHU MAaKCHUMAJIbHOI'O COACPKAHNA aKTHUBHOI'O BCIICCTBA B
TOTOBOM JICKAPCTBCHHOM IIPCIIApPaTC;

5) npyrue NpuYuHbI ¢ OOBICHCHUSIMH.

14. «He nmpuMeHnM» O3HAYAET, UTO JIEKAPCTBEHHBIN Mpenapar Nporu3BOAUTCS HE
B TOU cTpaHe, TJie BbAaeTcs cepTu(dUKaT Ha HETo, MOATOMY MHCIIEKTHPOBAaHUE
MPOBOJAMUTCS MO/ KOHTPOJEM OPTaHOB CTPAHBI-IPOU3BOIUTEIIS.

15. TpeGoBaHus MO COOTBETCTBYIOLIEH IPAKTUKE MPOU3BOACTBA U KOHTPOJIS
KayecTBa JIEKApCTBEHHOI'O IIperapaTa, yKa3aHHbIe B CEpTHU(PHUKATE, COOTBETCTBYIOT TEM,
KOTOpbI€ BKJItOUEHbI B oTyeT 32 KomuTera JKcnepToB 1o cepTudukanuu
nekapcTBeHHbIX npenapatoB (Cepust Texauyeckux otyetoB BO3 Ne 823, 1992,
npuinoxenue 1). Komurerom BO3 1o 6uosorudeckoi ctanaapTu3aiuy ObLUIn
c(hopMyIUpPOBaHbI CIIEHUATbHBIE PEKOMEHJAMU IO OMOJIOrMYECKON CTaHIapTU3alun
(Cepus Texunueckux oruetoB BO3 Ne 822, 1992, npunoxenue 1).
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16. ITyHKT 3aronHseTCs B TOM Cllydae, €CJIH 3asBUTEIb COOTBETCTBYET CTaTyCy
(B) unu (C), koTopble yKa3aHbl B MyHKTe 8 mpuMedyanuu. B Takom citydae 3asBUTEIb

NpeACTaBIseT B OPraH, BhIAAIOUN cepTuduKar, MHPOPMAIIUIO O TOM, KAKUE CTOPOHBI

KOHTPaKTa OTBEYAIOT 32 KKAYIO CTaIUIO MPOIIecca MPON3BOACTBA KOHEYHOTO
OPOJYKTa, a TAKXKe 00 00bEME U XapaKTepe JI0ObIX TUIIOB KOHTPOJISI KAa4eCTBa,

IMPOBOAUMBIX KAKJIABIM M3 3THUX HpeI[HpI/IﬂTI/If/'I.
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[Ipunoxenue 5
K MpaBUjiaM BbIauu cepTuduKara Ha
dbapmanetuueckuit mpoaykt (CPP)

dopma

Cepruduxar Ha papmaneBTuueckuii mpoaykr (CPP) Ne

Ne TpeboBanus Un-
dop-
Ma-
us
1.1 DKcnopTupyolias crpaHa (CTpaHa, BbIIAKOLIas CepTU(HKAT)
1.2 Wmnoprupyroias ctpaHa (3ampaiinBaroiias CTpaHa)
1.3 MexIyHapoHOE HeaTeHTOBAaHHOE HAMMEHOBAHHE M JIEKapCTBEHHAst (opMa JISKapCTBEHHOT'O Iperapara:
B crpane-skcnoprepe
14 HaumeHoBaHMe 1 KOTUYECTBO aKTUBHBIX BELIECTB Ha €MHHUILY JO3BI 3
1.5 Wudopmanus o MosTHOM COCTaBe, BKIIKOYas BCIOMOTraTelIbHbIC BelecTBa?
2. 3asBUTENb HA MOJTyYeHHE cepTuduKarta (Ha3BaHHE U aapec)
2.1. | Craryc 3asButeins (B COOTBETCTBHHU C KATETOPUSIMHU, YKa3aHHBIMH B IIPUMEYaHHN) 8
2.2. | Hns kareropuu (B) u (C) Ha3BaHMe U ajipec MPOM3BOANUTENS JEKaPCTBEHHOTO Mperapara 9
3 OpraHu3yeT i OpraH, BbIAIOIINI cepTH(UKAT, EPUOJHYECKIE HHCTICKI[H POU3BOICTBEHHOM IIOLIA/IKH, Ha KOTOPOI
MIPOM3BOINTCS JIEKApCTBEHHBIH npenapar? 14 [la (HeT, He MPUMEHUMO) (ECIIH «HET» WIH «HEHPUMEHHUMOY IEPEXOIUTh K
IIyHKTY 4)
3.1 [MeproMIHOCTD ITAHOBBIX HHCHEKIHH (T0/1bI)
32 WHCnIeKTHPOBAJICs JIU IPOM3BOAUTEIb JAaHHOTO BHJIA JIeKapcTBeHHOH dopmbl? [la (Her)
33 COOTBETCTBYET JIU TPOM3BOACTBEHHBIN 00BEKT, 000pYAOBaHNE U IIPOU3BOCTBEHHBIE nporiecchl GMP kak pekoMeH10BaHO
BcemupHoii opraan3anmeii 3npaBooxpanenus 15 [la (HeT, He IPUMEHNMO)
4. [Mpu3Haet o1 opraH, BEIIAOMINH cepTH(UKAT, IPEICTABICHHYI0 HHPOPMAIIHMIO YIOBIECTBOPUTEIBLHOI MO BCEM acIEeKTaM Ipo-
M3BOICTBA JIEKapCTBEHHOTO Mpenapara? 16 Jla (Her) (ecnu «HeT» pa3bsICHUTD)

HaCTOSIIIII/Iﬁ CepTI/ICI)I/IKaT BbIJIaH IS JICKAPCTBEHHOI'O CPEACTBA,

MPOU3BECHHOr0 Ha TeppuTopuu PecnyOnuku Ka3axcTaH TOJNBKO Ha 9KCIIOPT,

He T0JUIeKaIlero rocyAapCTBEHHON PETUCTPaIUU U Pealu3alii B

Pecny0Onmke Kazaxcran

(HaumeHoBanue u aopec opeana 8vloarwezo cepmughuxkam, meneqhot, gaxc)

(D®HUO (npu Hanuyuu) pykogooumens (noonucsw)

2ocyoapcmeentozo opeana (U ynorHoMouenHoe auyo)

[Jata BeIaun « » 20 roga

JlefcTBUTEIBHO JI0 « » 20 roga




