Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.05.2019

aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 28.05.2019
+ il CHN I DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun 17.05.2019
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 28.05.2019
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 17 mast 2019 rona Ne
KP JICM-82. 3apeructpupoBaH B
MHUHHCTEPCTBE OCTULHN
Pecniy6nuku Kazaxcran 20 mas 2019
roga Ne 18699

O BHeceHMU M3MEHeHNH B NpUKa3 MUHHCTPA 31PAaBOOXPAHEHNUS U COMATBHOTO
pa3Butus Pecnyosmku Kazaxcran ot 26 Hosiops 2014 roga Ne 269 «O6
yrBep:kaeHun [IpaBus npoBeaeHnsi OeHKU 0€30MaCHOCTH M KavyecTBa

JIEKAPCTBEHHBIX CPEICTB M U3/1eJINil MeJUIMHCKOr0 HA3HAYEHHUS,
3aperucTpupoBaHHbix B PecnyOsnuke Kazaxcran»

B cootBercTBUU ¢ noanyHkToM 84) nmyHkra 1 crateu 7 Konekca Pecriybnuku
Kazaxcran ot 18 centsa6ps 2009 roga «O 310poBbe HApOJa U CHCTEME
3apaBooxpanenus» IIPUKA3BIBAIO:

1. Baectu B npuka3z MuHucTpa 37paBOOXpaHEHUS U COITUATBHOTO PA3BUTHS
Pecny6nuku Kazaxcran ot 26 Hos10pst 2014 rona Ne 269 «O6 ytBepxkaenuu Ilpasun
IIPOBEJICHUS OLEHKH 0€30ITaCHOCTH M Ka4eCTBa JICKAPCTBEHHBIX CPEJICTB U U3JIETUI
MEIUIMHCKOIO Ha3HAUEHHUS, 3aperucTpupoBaHHbIX B PecyOnuke Kazaxcran»
(3apeructpupoBaH B PeecTpe rocyjapcTBEHHOM pErucTpalii HOPMATUBHBIX TPABOBBIX
axtoB 1oa Ne 10003, ony6nukoBan 8 suBaps 2015 roga B mHGOpMAaIIMOHHO-TIPABOBOM
CUCTEME «OIIETY) CAEAYIOIINE U3MEHEHUS:

3aroJIOBOK M3JIOKHUTh B CIEAYIOLIEN pEAaKIINN:

«O0 yTBepxknenuu [IpaBun npoBeneHns OLEHKH 0€30MaCHOCTH U KauecTBa
JIEKapCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3EIINNA, 3apErUCTPUPOBAHHBIX B
PecnyOnuke Ka3zaxcrany;

NYHKT | U3JI0KUTH B CIICIYIONICH pelaKIuu:

QR-KOJ1 COIEPKUT CCHUIKY Ha
OR-xon conenxkut nanurie DT nomxrocTHoro numa PITT « PTITTU JaHHBI 10KyMenT B DKB HITA PK
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«1. YTBepauth npunaraemeie [IpaBuna npoBeeHNs OIIEHKH 0€30MaCHOCTU U
KaueCTBa JICKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3JEIIHNH, 3apErUCTPUPOBAHHBIX B
PecnyOnuke Kazaxcrany;

[IpaBuiia npoBeieHNs OLICHKH 0€30MaCHOCTH U KaueCTBa JICKAPCTBEHHBIX
CPEJIICTB U U3JAETUN MEIUIIMHCKOTO Ha3HAUYEHMUSI, 3apETUCTPUPOBAHHbBIX B PecnyOmuke
KazaxcraH, U310KUTh B HOBOM PEIAKIIUU COTJIACHO MPUIIOKEHUIO K HACTOAILIEMY
puKasy.

2. Komurery dhapmarniun MunucrepcTBa 3apaBooxpaneHus Pecryonuku
Kazaxcran B ycTaHOBJIIEHHOM 3aK0HO1aTeNIbcTBOM PecmyOnuku Kazaxcran nopsiike
00€eCIeyunTs:

1) rocy1apcTBEHHYIO PErUCTPAIMIO0 HACTOSIIIIETO TpruKa3a B MUHUCTEPCTBE
roctuiuu Pecny6nuku Kazaxcran;

2) B TeUEHUE JACCITH KaJICHAAPHBIX JHEH CO JHS TOCYAapCTBEHHON PErUCTpaIiuu
HACTOSIIIIETO MPUKa3a HAIIPABJICHUE €r0 KOTTMH B OYMa)KHOM M 3JIEKTPOHHOM BHJIC Ha
Ka3aXCKOM M PyCCKOM s3bIKax B PecryOimkaHCKOe TOCy1apCTBEHHOE IPEANPUsATHE Ha
IpaBe XO3SHCTBEHHOTO BeJeHMs «PecmyOnKkaHCKuil IEHTP PaBOBO HHPOPMAIIHID)
MunucrepcTBa roctuninu Pecyonmmku Kazaxcran mist opunuaibHOTo oy OTuKOBaHUS
U BKJIFOUCHUS B DTAJIOHHBIN KOHTPOJIbHBIN OaHK HOPMATHUBHBIX MTPABOBBIX aKTOB
Pecnybnuku Kazaxcran;

3) pa3MelnieHre HACTOSIIETo MPUKa3a Ha MHTEPHET-pecypce MUHUCTEpCTBA
3napaBooxpaHeHus Pecnyomuku KazaxcraH rmocie ero opunuansHOro onyOJInKoBaHNS,

4) B TeueHue AecaTu pabourx JTHEH Mocie rocyAapCTBEHHOM PerucTpanuu
HACTOSIIIIETO NMpUKa3a MpeacTaBlieHre B [lenapTaMeHT IopUandecKon CITyKObI
MunucrepcTBa 3apaBooxpanenus PecnyOnuku Kazaxctan cBegeHuil 00 MCIIOJHEHUN
MEPOTPUATUHN, TPETYCMOTPEHHBIX MOAMYHKTaMu 1), 2) 1 3) HACTOSIIErO MyHKTA.

3. KOHTpOJIb 32 HCIIOTHEHUEM HACTOSILIErO MIPUKa3a BO3JIOKUThH Ha
KypHUPYIOLLEro BUIle-MUHHUCTpA 3/ipaBooxpaHeHus Pecnyonuku Kazaxcran.

4. Hacrosiiuii mpyuka3 BBOJAUTCS B ACHCTBUE 110 UCTEYEHUHN JIECATU KAJICHIAPHBIX
JTHEH TocTie JHS €T0 TMePBOro 0(QUIIMATIEHOTO Oy OTMKOBAHUS.
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e. Fa-iF DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata penaxiyu 17.05.2019
Pecnyonuxu Kazaxcran B 21eKTpOHHOM BHjIE TlaTa CKauMBAHUS 28.05.2019

[Ipunoxenue Kk npukasy
ot 17 mast 2019 roga Ne KP JICM-82

VY TBepkKACHBI TPUKA30M
MuHucTpa 3ApaBOOXpPaHEHHUS
Y COIIMAIIBHOTO Pa3BUTHSI
Pecnyonuku Kazaxcran
oT 26 Hos16pst 2014 roga Ne 269

IIpaBuiia npoBeeHUs OLEHKH 0€30MMACHOCTH U KAYeCTBA
JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUX U3/1eTHH,
3aperucTpupoBanHbix B Pecnyoinke Kazaxcran

I'masa 1. O01mme moJ10KeHus

1 Hactosimue ITpaBusia npoBeieHUs OLIEHKH 0€30MacHOCTH U KauecTBa
JIEKapCTBEHHBIX CPEACTB U MEIUIIMHCKUX M3CNNi (fajiee — MpOoayKIus),
3apeructpupoBaHHbiX B PecniyOnuke Kazaxcran (nanee — [IpaBuna), onpenenstor
MOPSAJIOK TTPOBEICHHUSI OLIEHKH 0€30MMaCHOCTH U KayeCTBa JIEKAPCTBEHHBIX CPEJICTB U
MEIUITMHCKHUX U3JICINH, 3apeTuCTPUPOBaHHBIX B Pecriyonuke Kazaxcran, u
pactpoCTpaHsIoTCS Ha CyOBEKTHI B chpepe oOpareHus JIeKapCTBEHHBIX CPENICTB U
MEIUIMHCKUX U3JIEINH, TOCYIapCTBEHHBIN OpraH B cepe oOpalieHus JeKapCcTBEHHBIX
CPEICTB U MEIUITMHCKUX U3IETUH (J1ajiee — TOCyJapCTBEHHBIN OpTaH),
roCyJapCTBEHHYIO SKCIIEPTHYIO OpTaHU3aIuio B chepe oOparieHus JeKapCcTBEHHBIX
CPEIICTB M MEIUITMHCKUX M3JICTUH (J1ajiee — SKCTIepTHAST OpTraHu3aIus).

2. Ouenka 6€30MacHOCTH U KauyecTBa MPOIYKIIUHA B COOTBETCTBUU C ITYHKTOM 2
ctatbu 63-1 Konmekca Pecniyonmku Kazaxcran ot 18 centsaops 2009 roga «O 310poBbe
HapoJa ¥ cucTeMe 37paBooxpaneHus» (nanee — Kosekc) OTHOCUTCS K TOCY1apCTBEHHOM
MOHOIIOJIMH U OCYILECTBIIAETCS SKCIEPTHON opraHu3anuei — PecryOnukaHCKUM
rocyJapCTBEHHBIM MPEANPUATHEM HA IIPABE XO35AMCTBEHHOIO BesleHNs «HannoHanbHbIN
LEHTP DKCIEPTU3bI JICKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX M3aennin» Komurera
KOHTPOJIA KauecTBa 1 0€30IaCHOCTH TOBApOB U yciIyr MuHHCTEpCTBa
3npaBooxpaHeHust Pecriy6nuku Kazaxcran, umeroieit ucneITaresbHbIE J1a00paTopuH,
AKKpEJIUTOBAHHBIE B MOPSJIKE, YCTAHOBICHHOM a03alnieM JiBa myHkTa 3 ctaThu 14
Kopekca.



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.05.2019

aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 28.05.2019

il CiN ?;gnogm,;ﬁ ?;gp%nznmﬁ 0aHK HOPMATHBHBIX [IPABOBBIX AKTOB Jlata peaakiuu 17.05.2019
TyOJHKH XCTaH B 3JICKTPOHHOM BUIC JlaTa ckauMBaHus 28.05.2019

3. OueHka 0€30MacHOCTH U KayecTBa MPOIYKLIHU OCYIIECTBISETCS C LUENbIO:

1) moaTBepxkaeHrs 0€30MaCHOCTH U KauecTBa MPOTYKIINHU B
MOCTPETUCTPALMOHHBIN IEPUOJT;

2) moATBEPKIeHNS O€30MAaCHOCTH M Ka4eCTBa MPOAYKIIUHU, U3BSATON C PhIHKA
rOCyapCTBEHHBIM OPTaHOM IPHU PEKIaMALUSX, TPEIbABISIEMbIX K KAUECTBY

IMPOAYKIINH,

3) noaTBepxKAeHUS 0€30MaCHOCTH U KauecTBa MPOYKIINH, U3bATON C PhIHKA
rOCy/apCTBEHHBIM OPraHOM C YYETOM PUCK-OPUEHTUPOBAHHOTO MOJIX0/1a;

4) moATBEpKACHUS OS30IIaCHOCTH M Ka4eCTBa MPOAYKIIHH 110 PE3yJIbTaTaM
dapmakoHaA30pa JEKAPCTBEHHBIX CPEACTB 1 MOHUTOPHHTA O€30MTaCHOCTH,
7 (PEKTUBHOCTH M KaueCcTBa MEIUITMHCKUX U3ICTTUI;

5) npenoTBpatieHus oopamenus GparbcuPUIMPOBaHHON MPOTYKIIUU HA PHIHKE
Pecny6nnku Ka3zaxcras.

4. OnyaTa yciyr 1Mo NpoBeICHUIO OIIEHKH 0€30MaCHOCTH U KaueCTBa MPOAYKIIUU
MPOU3BOJIUTCS 3aIBUTEIEM HA CUET IKCIIEPTHONU OPTaHU3alMU B COOTBETCTBHHU C
IIEHaMH, YCTaHOBJICHHBIMH YIIOJTHOMOYEHHBIM OPTraHOM B 00JIACTH 37IpaBOOXPAHECHUS
MO COTJIACOBAHMIO C AaHTUMOHOIIOJIBLHBIM OPTaHOM B COOTBETCTBUU C IMTYHKTOM 2 CTaTbU
63-1 Konekca.

I'nasa 2. Ilopsaaok npoBeeHns OLEHKU 0€30MACHOCTH
H Ka4eCcTBA NPOAYKIIHU

5. Ouienka 0€30MacHOCTH M KaueCcTBa MPOYKIIMK OCYIIECTBIISECTCS Ha
3apEerucCTpUpPOBAHHbBIC JIEKAPCTBEHHBIE CPEACTBA U MEIULIMHCKUE U3JEIUS B
Pecnybnuke Kazaxcran 10 ux Bblllycka B oOpallleHHe, a TaK)Ke B COOTBETCTBHHU C
nyHKTOM 3 Hactosmux [IpaBui.

6. Onienke 06€30MacHOCTH U KauecTBa MOABEPratoTcs BBO3UMEBIE B PecyOmuky
Kazaxcran u npousBeicHHbIE Ha TeppuTOopuu PecyOnmku KazaxcraH ekapcTBEHHBIC
CpEICTBAa U METUITUHCKUE W3ICITHS.

7. OtieHka 0€30MacHOCTH U KaueCcTBa MPOIYKIIMU OCYILECTBIISIETCS. OTHUM U3
CIEAYIOIINX CIIOCOOOB:

1) cepuitHas olieHKa 6€30MaCHOCTH U KaueCTBa JIEKaPCTBEHHBIX CPEJICTB,
MIPOU3BEICHHBIX B YCIOBUIX, COOTBETCTBYIOIIMX TpeOoBanusM CtaHgapra
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HaJIexanieit npousBoacTeeHHou npaktuku (GMP) (nanee — GMP), yTBepkJIeHHOTO
corsacHo noAnyHkTty 115) nmynkra 1 ctateu 7 Kojgekca 1 MEIUIMHCKUX U3JIETUNI,
MPOU3BEICHHBIX B YCIOBUSIX, COOTBETCTBYIOIINX TPEOOBAHUSIM MEXKTyHAPOIHOTO
cranaapta ISO 13485 niu GMP;

2) orieHKa 0€30MACHOCTH M Ka4eCTBa KaXI0W CepuH (MMapTUH) MPOAYKITUH;

3) nexnaprupoBaHue 0€30MACHOCTH M Ka4eCTBa JICKAPCTBEHHBIX CPEJICTB,
IPOU3BEICHHBIX B YCIOBUAX, COOTBETCTBYIOIIUX TpeOoBaHusiM ctangapra GMP
PecnyOonuku Kazaxcran ninu GMP EBpazuiickoro 3k0HOMHYECKOI0 COr03a (J1anee —
GMP PK wnmu GMP EASC) unu tpeGoBanusiM cTpaH peruoHa MexxayHapoaHoui
KOH(EpEeHIMH 10 TAPMOHMU3AIIUN TEXHUUECKUX TPeOOBaHUMN K perucTpaiuu
JIEKApCTBEHHBIX MpenapaToB a1 MeaunuHckoro npumenenus (ICH), sensromuiics
rocyJapCTBOM, PETYJISITOPHBIE OPTaHbl KOTOPBIX BXOJST B COCTaB yUpEIUTENEH U
noctossHHbIX WwieHoB ICH (ctpanbl EBponelickoro coro3a, CoennHennbie LTaTel
Awmepuku, Snonus, llIseiinapus, Kanaga) (nanee — GMP ICH), BBo3uMbIxX
MEIUIMHCKUX U3JEJIUM, MPOU3BEJACHHBIX B YCIOBUIX, COOTBETCTBYIOIIUX TPEOOBAHUSIM
mexayHapoanoro ctangapta [ISO 13485 u/unu EN ISO 13485 ceprudukatsi, KOTOPBIX
BbIJIaHbI aKKPEIUTOBAHHOM OopraHu3anuei oaHou u3 crpan Opranuszanuu
AKOHOMMYECKOTO COTPYIHUUECTBA U Pa3BUTHS AJisl 3apyOEKHBIX TPOU3BOUTENEH
(manee — ISO 13485 OBCP, EN ISO 13485), i GMP ICH, aJ1s1 0OT€4€CTBEHHBIX
MPOU3BOIUTENECH METUIIMHCKUX U3ACIUI U MEIUIIMHCKUX U3JIETTUHN, SIBIISIFOLIUXCS
amnmaparamu, npuoopamMu, 000py0BaHUEM MEXayHapoaHoro ctangaapta [SO 13485.

8. 3asBUTENH CAMOCTOSATEIHHO BHIOUPAET CIIOCOO MPOBEACHUS OLICHKU
0€30MacHOCTH U KayecTBa MPOTyKIHUH.

9. OHCHKa 0e30I1acHOCTH M KauecTBa IMPOAYKIIUU BKIIFOYACT:

1) 3axnroyeHue 10roBopa Ha mpoBeJeHUE padoT MO OIleHKe O€30MaCHOCTH U
Ka4ueCTBA NPOAYKIUH MEXKIY 3asIBUTEJIEM U TOCYAAPCTBEHHOM SKCIIEPTHOU
opraHu3alueil B COOTBETCTBUU ¢ ['paxkaanckuM kojexkcom Pecrybnuku Kazaxcran ot
27 nexabps 1994 rona;

2) nmojauy 3asBKHU Ha MPOBEJICHUE OLICHKU 0€30MacHOCTH U KaueCcTBa MPOTyKIIMH
(manee — 3asiBKa) ¢ MPUIIOKEHUEM IOKYMEHTOB U MaTE€PUAJIOB, IPEIYCMOTPEHHBIX
nyHktamu 11, 12 u 13 nacrosmux [IpaBui;

3) IMPOBCPKY MOJHOTHI JOKYMCHTOB, ITPCAOCTABIIICMBIX ITPH I1OJAYC 3ai4ABKHU,
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4) npoBEPKY TOCTOBEPHOCTH U CBEPKY JIaHHBIX B JIOKYMEHTaX, PEJOCTABIIIEMbIX
IIPY 1I0/1a4€ 3asBKU CO CBEICHUSMU B IOCYIapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX
CPEelCTB, MEIULIMHCKUX M3aenui Pecriyonuku Kazaxcran u npogykuuu,
IIPOU3BOJUTENIE, IPOU3BOANUTENIE-YIIAKOBILMKE, JEPKATEIE PErUCTPALMOHHOTO
YAOCTOBEPEHUS, CPOKE AEHUCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHNS;

5) ucneiTanre 00pa3OB NPOAYKIIMU HA COOTBETCTBUE HOPMATUBHOMY
JOKYMEHTY IO KQ4E€CTBY, 3a UCKIIOUCHUEM JICKAPCTBEHHBIX CPEJCTB U MEIUIIUHCKUX
U3JIEINI, KOTOPBIE MIPOXOIST OIEHKY O€30MaCHOCTH U Ka4eCTBa IMyTeM
NEKJIApUPOBAHUS.

[Tomaua 3a9BKM U JOKYMEHTOB 3asBUTEIIEM OCYILIECTBISECTCS B JIEKTPOHHOM
BUJIe B MH(OOPMAITMOHHON CUCTEME TOCYAapPCTBEHHON AKCIIEPTHOW OpTraHU3aIuu.

MMaparpa¢ 1. Illopsaaok mogaum 3asiBKU HA NPOBEACHUE OLIEHKHU
0€e30MacCHOCTH U Ka4ecTBa

10. 3asiBuTeNb MOCPEACTBOM HHPOPMALIMOHHON CUCTEMBI TOCYAAPCTBEHHOM
HKCHEPTHOM OpraHu3aluu NpeCTaBISET 3a4BKy Ha IPOBEJCHHUE OLICHKU 0€30M1acCHOCTH
¥ KayecTBa MPOIYKUHUHU MO popMe COTIIacHO NMpuiIokeHuto 1 k Hactosumm [IpaBunam.

[Ipu nogave 3asBKM Ha MPOBEJICHUE CEPUIHON OIIEHKH 0€30MaCHOCTH U KauecTBa
IIPOAYKIMH, CPOK AEUCTBHSI PETUCTPALMOHHOIO YAOCTOBEPEHUS COCTABIIIET HE MEHEE
IIECTU MECALIEB CO JHs NIOJAYU 3a5BKU.

11. K 3as1BKe npu mpoBeIeHUH CEPUIHOM OIIEeHKH 0€30MacCHOCTH U Ka4yeCcTBa
MPOAYKIIUU TIPEAOCTABISIOTCS HA DIEKTPOHHOM HOCHUTEE:

1) konus TUUEH3UH Ha 3aHATHE (GapMaleBTUYECKOH JESITEIbHOCTBIO C
COOTBETCTBYIOIIUM MPHIOKEHUEM K JTUIICH3UM WU YBEIOMJICHUS O Hayalie
NESATeIbHOCTU B COOTBETCTBUU ¢ 3akoHOM Pecnyonuku Kazaxcran ot 16 mast 2014 rona
«O pazpenieHusAX U yBeJOMICHUAX» (nanee - 3akoH «O pa3penieHusx u
YBEJIOMJICHUSX») (MPEIOCTaBIISIECTCS OJIUH pa3 U BHOCUTCS B 06a3y JTaHHBIX SKCIIEPTHOM
OpraHU3allvn);

2) cupaBka (mpou3BoJibHas (hopMa) 0 HAUTMYUH JI0JATOCPOUYHBIX KOHTPAKTOB Ha
MOCTaBKY MPOIYKIHMH WA UX MMOCTOSIHHBIX MIOCTaBKaX MO OTAEIbHBIM KOHTPAKTaM;

3) konus uHpOpPMAITUU O MPEATPUITHU-TIPONZBOTUTEINE: T0CHE
MPOX3BOICTBEHHOM IJIOIIAJKU C YY€TOM IIPOU3BOICTBEHHBIX TIOMIA/IOK,
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OCYIICCTBIIAIOIINX BCC 3TAIlbl ITIPOMN3BOACTBA U KOHTPOJIA Ka4CCTBA, AJIA MCAUIMHCKHUX
H3,Z[€.]'IPII71 JOCBC HpOHSBOI{CTBGHHOﬁ IIOMIaaAKu UJIN PYKOBOJACTBO 110 KAUCCTBY,

4) 1u1s1 BBO3UMBIX JIEKAPCTBEHHBIX CPEJACTB — HOTAPUAIBHO
3aCBUIETENILCTBOBAHHAS WJIM alIOCTUIIMPOBAHHASL B COOTBETCTBUU C TPEOOBAHUSMU
["aarckoii kouBeHIH OT 5 OKTsI0ps 1961 roma «Ilepedenp rocyapcTB, MPU3HAIOITUX
anocTwiby (nanee — ['aarckas koHBeHuus) konus ceptudukara GMP, nis
JIEKapCTBEHHBIX CPEACTB, IPOU3BENCHHBIX Ha TeppuTopuu Pecnybnuku Kazaxcran -
HOTApUAJIbHO 3aCBUIETEIBCTBOBAHHAS KON JOKYMEHTA, IOATBEPKIAIOILIETO
COOTBETCTBHE MPOU3BOJCTBEHHON TuIonaaku TpedoBanusimM GMP PecnyOnumku
Kazaxcran (mpegocrasiisieTcs OQUH pa3 U BHOCUTCS B 0a3y JaHHBIX HKCIIEPTHOM
OpraHu3alliu, P NOCIEAYIOIIEM OOpalllEeHUU MTPEIOCTABISAETCS KOMUS JOKYMEHTA);

5) HOTapuaIbHO 3aCBUJETEIHCTBOBAHHAS WM allOCTUIIMPOBAHHAS B
COOTBETCTBHHU € TpeOOBaHMsIMU ['aarckoii KOHBeHIIMH Konusl cepTudukaTa [ISO 13485
wi EN ISO 13485 unu GMP st MenuuuHCKuX u3aenuii (mpeaocTaBisieTcs: OIMH pa3
Y BHOCHUTCS B 0a3y JIaHHBIX SKCIEPTHON OpraHU3alyy, IPH MOCIEAYIOIEM 00palieHun
IIPEIOCTABISAETCS KONUS JOKYMEHTA).

12. K 3asBKe mpu MpOBEICHUH OLICHKHA 0€30ITaCHOCTH M KaueCTBa KaXKI0i Cepuu
(mapTuM) MPOAYKIIUH MPEIOCTABIISIOTCS HA SJIEKTPOHHOM HOCHUTETIE:

1) xonus NTULEH3MN Ha 3aHATHE (PapMaleBTUUECKON JAESITEIbHOCTHIO C
COOTBETCTBYIOILUM MPUIOKEHUEM K JIMLIEH3UH WK YBEIOMIICHUS O Ha4ase
NEATENBHOCTH B COOTBETCTBUU C 3aKOHOM «O pa3pelIeHUsAX U YBEIOMIICHUAX)
(mpenocTaBisieTcst OJJUH pa3 U BHOCUTCS B 0a3y JaHHBIX SKCIIEPTHON OpraHU3alun);

2) konus cepTuduKaTa Ka4yecTBa MPOAYKIUU OT MIPOU3BOAUTEIS;

3) [uist IEKapCTBEHHBIX MPENapaToB: BaKIIMH, CHIBOPOTOK, OakTeprodaros,
AHATOKCUHOB, AJIJIEPT€HOB U NPEMapaToB KPOBHU, BBO3UMBIX B PecniyOnuky Kaszaxcras,
JIOTIOJIHUTENBHO MPEJOCTABISAETCS KOMUS cepTU(UKaTa KaueCTBA CEPUH, BbIJAHHOTO
nabopaTopuel CTpaHbl IPOU3BOIUTENS WM OQUIUAIBHON J1JaOOpaToOpueH,
YIOJHOMOUYEHHOH PETyJIATOPHBIM OPraHOM IPOBOAUBIINI KOHTPOJIb KAYECTBA C LIEJIbIO
BBIIIyCKa CEPUU Ha PBIHOK;

4) xonust cepTuduKaTa O MPOUCXOXKICHUH TOBapa /Il BBO3UMBIX JIEKAPCTBEHHBIX
CPEACTB U MEIULIMHCKHUX WU3IEIINM;

5) xomus HaKJIATHOW, cueT-(aKTyphl UM HHBOCA,;
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6) KoMK TaMOKEHHOW JIeKJIapalui Ha MPOAYKIUIO (3JIEKTPOHHAs), 3aBEpEHHAas
OTTHCKOM I1€YaTH 3asIBUTEIIS], 3a UCKIOYEHUEM IPOLYKLMU IPOU3BEACHHON U
BBO3MMOM U3 IOCYIapCTB-WIEHOB EBpa3niicKoro 5KOHOMUYECKOTO COK034;

7) Komusi KOHTpPaKTa (JIOTOBOPA) Ha MOCTABKY (TP BBO3€) JIEKAPCTBEHHBIX
CPEACTB U MEIULIMHCKHUX WU3EIHII;

8) cipaBka (TTpou3BOJIbHAS (JOpMa) O HATUIMH TOTOBBIX K Peash3aIiuu
JIEKapCTBEHHBIX CPEACTB, MEIUIIMHCKUX U3/CIIUN, YKA3aHHBIX B 3agBKe (TOJIBKO IS
JIEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3JIETUN, TPOU3BEICHHBIX HA TEPPUTOPUH
Pecniy6nuku Kazaxcran).

13. K 3asBKe pu NMpOBEICHUH OLICHKH 0€30IMaCHOCTH M KauyeCTBa MPOyKIIUH
yTeM JIEKJIapUPOBAHUSI MPEIOCTABIISIIOTCS HA 3JIEGKTPOHHOM HOCUTEJIE:

1) xornust TUIEH3UH Ha 3aHATHE (HapMAIIEBTUUECKOU IeSITEILHOCTBIO C
COOTBETCTBYIOIIUM MPUJIOKEHUEM K JTULIEH3UU WK YBEJOMJICHUS O Hayae
NESATeTbHOCTU B COOTBETCTBUHU ¢ 3aKOHOM «O pa3pelieHUusIX U YBEIOMIICHUSIX)
(mpenocTaBisieTCsl OIMH pa3 U BHOCUTCS B 0a3y JaHHBIX SKCIEPTHOM OpraHU3aIuun);

2) 1151 BBO3UMBIX JIEKAPCTBEHHBIX CPEJCTB — HOTAPUAIBHO
3aCBHJIETEILCTBOBAHHAS WM allOCTUIMPOBAHHAsI B COOTBETCTBUHU C TPEOOBAHUAMU
[Maarckoii kouBeH1u konus ceprudgukara GMP ICH; ninst nekapcTBEHHBIX CPE/ICTB,
IPOU3BEAEHHBIX Ha TeppuTopun PecryOnnku Ka3axcran — Konusi JOKYMEHTa,
MOJTBEPKIAIOIIET0 COOTBETCTBUE MPOoU3BOACTBeHHOM omaaku GMP PK uiu GMP
EADC (mpenocraBisieTcst OUH pa3 U BHOCUTCS B 0a3y JaHHBIX AKCIIEPTHOM
OpraHM3aliy, IPU MOCIEAY0MEM O0pallleHuU NPeAoCTaBIsAeTCs KOMUs JOKYMEHTA);

3) 11 BBO3UMBIX MEAUIMHCKUX U3JIETTUN — HOTapUAIBHO
3aCBUJIETEIILCTBOBAHHAS WJIM allOCTUJIMPOBAHHAS B COOTBETCTBUU C TPEOOBAHUSIMHU
I"aarckoii kouBeniuu komus ceptudukara [ISO 13485 ODCP wmm EN ISO 13485 mim
GMP ICH, nyist METUIIMHCKUX U3JICTUN, SBISIIONIUXCS armaparamMu, IpudopamMu,
obopynoBanueM ceptudukarsl [SO 13485 (mpenocrapisieTcsi OAUH pa3 U BHOCUTCS B
0a3y TaHHBIX SKCIIEPTHON OpraHu3allviu, IPH MOCIEAYIONEM 00paleHuu
PEAOCTABISAETCS KOS JOKYMEHTA), JUIsl MEJUIIMHCKUX U3JIeTTUNA, B TOM YUCTIE
SIBJISIFOIIMXCS allImapaTaMu, TprudopamMu, 000pyI0BaHUEM, TPOU3BOANMBIX Ha
tepputopun Pecriyonmku Kazaxcran — konmro ceptudukara [ISO 13485;

4) xonus eKJIapauyy O COOTBETCTBUU IPOLYKIUN COTTIACHO NPUIIOKEHUIO 2 K
HacrosmuM [IpaBunawm;
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5) xonusi cepTrdUKaTa KauecTBa MPOAYKIIMH OT TPOU3BOIUTEIIS;

6) Konusl JOKyYMEHTa O HA3HAYEHUU YIIOJHOMOYEHHOTO JIMIA MPOU3BOAUTEINS WIIH
JIOBEPEHHOCTHU Ha YTOJIHOMOYEHHOE JIUIO TUCTPUOBIOTOPCKOM KoMmanuu PecnyOnuku
Kazaxcran 17151 1€KapCTBEHHBIX CPEJCTB U IOBEPEHHOCTU OT MIPOU3BOUTENS TS
MEIMLIHUHCKUAX U3JIENIUI O MPEAOCTABIEHUH MIPaBa MOJIMNKUCH Ha IeKIapaluu
0€30MacHOCTH M KauyecTBa MPOIYyKLUHH (ITPEIOCTABISAETCA OJUH pa3 U BHOCUTCA B 0azy
JAHHBIX SKCIEPTHON OpraHu3alni);

7) Ans TeKapCTBEHHBIX MPENapaToB: BaKIMH, CBIBOPOTOK, OakTeprodaros,
AHATOKCUHOB, AJIJIEPT€HOB U MPENapaToB KPOBHU, BBO3UMbIX B PecniyOnuky Kazaxcran,
JIOTIOJIHUTENBHO MPEOCTABISAETCS KoMK cepTU(PHUKaTa KaueCcTBa CEPUH, BBIJAHHOTO
nabopaTopueit CTpaHbl IPOU3BOAUTENS WIH MHON OUITMATBLHON cepTUhUIIMPOBAHHOM
nabopaTopuel, yIoTHOMOYEHHBIMH PErYJISTOPHBIMU OpraHaMy IPOBOJUTH KOHTPOJIb
KauyeCcTBa C LENbI0 BBITYCKA CEPUM HA PHIHOK;

8) xomus cepTudUKaTa MPOUCXOKISHUS MPOTYKIIMH JIJIS BBOZUMBIX
JIEKAPCTBEHHBIX CPEACTB U MEUIIMHCKUX U3JICIHN;

9) xonus HaKJIaHOU, cueT-(aKTyphl WU UHBOMCA;

10) xonust TAMOKEHHOM JeKJIapalliy Ha MPOAYKIHIO (3JIEKTPOHHAs ), 3aBEpeHHAast
OTTUCKOM I1€YaTH 3asBUTEIS, 38 UCKIFOYEHNEM NTPOAYKIIUH IPOU3BEACHHON U
BBO3MMOU U3 IOCYyAapCTB-WICHOB EBPa3HiiCKOro 3KOHOMUYECKOTO CO03a;

11) korust KOHTpaKTa (IOrOBOpa) Ha MOCTaBKY (IPU BBO3€) JIEKAPCTBEHHBIX
CPEACTB U MEIULIMHCKUX U3CIIHII;

12) cnpaBka (mpou3BoJibHasg (popmMa) O HATUYUH FOTOBBIX K pEeaTU3aliU
JIEKapCTBEHHBIX CPEACTB U MEIULIMHCKUX U3AEIINNA, YKA3aHHBIX B 3aBKE (TOJIBKO IS
JIEKapCTBEHHBIX CPEJICTB U MEIULIMHCKUX U3/, IPOU3BEACHHBIX HA TEPPUTOPUU
Pecnybnuku Kazaxcran);

13) xonus cepTuduKaTta Ha COOTBETCTBUE TPEOOBAHUSAM HaJUIeKaIIEH
JTUCTPUOBIOTOPCKON MTPAKTUKHU JIJIs1 OITOBOM peain3alivy JIEKApCTBEHHBIX CPEJICTB
(GDP), no ¢popme npegycmorperHoit [IpaBunaMu nHCIIEKTHPOBaHUA B cepe
oOpallieHus JIEKapCTBEHHBIX CPEACTB U METUIIMHCKUX U3JIEIHH, yTBEPKACHHBIMU
npuka3zoM MunucTpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 19 Hos6ps 2009
rona Ne 742 (3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpanuu
HOPMAaTHUBHBIX MPABOBBIX aKTOB Mo Ne 5942).
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14. B cny4ae nmpeaocTaBieHus HE TOJTHOTO MAKeTa JOKYMEHTOB,
npenycMoTpeHHbIX myHkTamu 11, 12 u 13 nHacrosmux [IpaBui, oOHapyxeHus
HEJIOCTOBEPHOUN MH(GOpPMAIIUK, HECOOTBETCTBUS JJaHHBIM [ 0Cy1apcTBEHHOTO peecTpa
JIEKAPCTBEHHBIX CPEJICTB U MEAUIMHCKUX U3I€IUN, IKCIIEPTHASI OpraHU3alus B TCUCHHE
10 xaneHAapHBIX JHEH CO JHS MOCTYIUICHUS 3asiBKH HAIIPABJISET 3asBUTEIIIO
MOCPEACTBOM MH(POPMAIIMOHHOW CUCTEMBI YBEJIOMIICHHE (B TPOU3BOJILHOM (hopme) 00
YCTpaHEHUH COOTBETCTBYIOIINX 3aMe4aHuil. 3asBUTeNb B cpok He Oosee 10
KaJICH/IAPHBIX THEH CO JTHS MOJy4YeHUs yBEIOMIICHUS, HE BXOAIIUNA B OOIITUN CPOK
MIPOBEJICHUS OIEHKH 0€30MaCHOCTH M Ka4eCTBA JICKAPCTBEHHBIX CPEJICTB U
MEUIMHCKUX U3JICIIUA YCTPAHSET COOTBETCTBYIOIINE 3aMEUaHUs.

B cnydae He ycTpaHeHus: 3aMeUaHui 3asBUTENIO B TeueHue 10 kameHaapHbIX
JHEH BbIIAaeTCA pelieHre 00 0TKa3e B Bblaue cepTu(ruKaTa COOTBETCTBUS MPOLYKIIHH
(pu cepuitHOI OleHKE) 1O opMe COTIACHO MPUIOKEHHUIO 3 K HacTosuM [IpaBunam u
/unuv penieHus 00 0TKase B Bbljaue cepTuduKaTa COOTBETCTBUS MPOIYKIHH (TIpU
cepun/ mapTuun) 1mo ¢GopMe CorjliacHO MPUIOKEHHIO 4 K HacTosmuM [IpaBuiam u/unu
penieHust 00 oTKasze B Bbljjadye cepTUdUKaTa COOTBETCTBUS MPOAYKIINU (TIPU
JEKJIApUPOBAHUN) TIO (hopMe COTTACHO MPUIIOKEHUIO 5 K HacTosmM [IpaBmmam.

15. B cityyae BBISIBIIEHUSI HECOOTBETCTBUM IO YIIAKOBKE M MAPKUPOBKE 3asIBUTEIb
IIOJIaeT 3asIBKY Ha IIPOBEJICHUE MTPOLIEIyPbl BHECEHNS H3MEHEHUI B PETHCTPALMOHHOE
JIOChE B COOTBETCTBUM NNyHKTaMH | u 3 crateu 63 Koxekca nociie nmoiaydeHus peleHus
00 oTKa3e B BblJau€ cepTU(PUKATa COOTBETCTBUS MPOAYKIMH (IIPU CEPUIHOMN OLIEHKE)
o ¢opme corjacHo MpuiIoKeHuro 3 K HactosmuM [IpaBunam u/unu perieHus 0o
OTKa3e B BhIJaue cepTu(uKaTa COOTBETCTBUS MPOAYKIMH (IIPU CepUr/ MapTHH) TIO
(dopMme coryiacHo NpuiIoKeHuIo 4 K Hactosumm [IpaBuiam.

[To pe3ynpTaTaM BHECEHHBIX U3MEHEHUN B PETUCTPAIIMOHHOE TOCHhE 3asBUTEIb
NOBTOPHO MPEIOCTABIISIET 3asBKY HA MPOBEACHUE OLIEHKH 0€30MMaCHOCTH U KayecTBa
IPOAYKIIMU C IPUIOKEHUEM TaKeTa IOKYMEHTOB, IPEAYCMOTPEHHBIX MyHKTamMu 11, 12
Hacrosmux [TpaBui.

[Ipu HEBHECEHUH 3asIBUTENIEM B TEUEHUE IECTH MECSIIEB U3MEHEHUH B
PErUCTPAIMOHHOE 10ChE MO YIAKOBKE U MAPKUPOBKE B COOTBETCTBUHU C MMyHKTaMu 1 u 3
ctathu 63 Kojekca, skcriepTHasi opraHu3aliys HapaBisieT COOTBETCTBYIOIIYIO
uH(OpMaIHIO B TOCYIapCTBEHHBIN OpraH 0 HEOOXOAUMOCTH YHUUTOKECHUS
(yTunuzanuu) NpoayKIuu B MOPSIKE, MPeTycCMOTpeHHOM cTaThel 79 Koaekca wiu o
BO3BpaTe MPOIYKIIMU TPOU3BOIUTEITIO.
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IHaparpa¢ 2. Ilopsaok npoBeaeHus1 CEPUMHON OLIEHKH
0€30MaCHOCTH U Ka4eCTBA MPOAYKIHHA

16. I1pu poBeeHUM CEPUMHOM OLIEHKU O€30MaCHOCTH M KaueCTBa MPOYKIIUH
IIPOBOJAATCS:

1) ouileHKa yci0BUi MPOU3BOACTBA U CUCTEMBI O0ECIICUECHHUsI KauyecTBa WU
npu3HaHue it npousBoauteneit PecnyOnuku Kazaxcran pe3yabTaToB OLIEHKH
YCIJIOBU MTPOU3BOACTBA, IPOBEAECHHON B MOCIEAHUE TPU I'OJa IPU FOCYJaPCTBEHHOM
perucTpaunuu;

2) ucubpITaHue 00pa3IoB MPOAYKIINH, 32 UCKIIOUEHUEM MEIUITMHCKUX U3JICTTUH,
SIBJISTIOIIIMECS amnmapaTaMu, pudopamMu U 000py10BaHUEM.

Cepuiinas olieHKa 0€301aCHOCTH U KauecTBa MPOAYKIIMU MPOBOAUTCS B CPOK HE
Oosee AecsTH KaJleHAAPHBIX AHEN CO JHS MOJauu 3asBKH, B CPOK MPOBEACHUS
CEpUIHON OIIEHKM 0€3011aCHOCTH U Ka4eCTBA MPOAYKIMN HE BXOIUT BpEeMs
OpraHu3alliy U MPOBEACHMS OLIEHKA YCIOBUI MPOU3BOJICTBA U CUCTEMBI OOECTICUEHUS
Ka4yecTBa, a TaKXKe UCIIbITaHNs 00pa3L0B MPOIYyKLUH.

17. OueHky ycJIOBHM MPOU3BOICTBA U CUCTEMbI 00ECIICUeHHs KaueCcTBa
MPOIYKIIMY TTPOBOIUT KOMHUCCHS, HA3HAUCHHAS SKCTIICPTHON OpraHu3aIiieH.

18. CepuiiHas orieHKa 6€30MaCHOCTU U Ka4eCTBa MPOAYKIIMU BKIIOYACT:

1) 3akroueHue JOroBopa Ha MpoBeAeHUE paboT Mo OlleHKe 0€30MacCHOCTH U
Ka4yecTBa MPOTyKIINH;

2) npeAcTaBIICHHE 3asBKU Ha MPOBEJEHUE OLIEHKU 0€30MacCHOCTH U Ka4yecTBa
IPOIYKIIMHU TTO popMe COTTACHO NMpUiIokKeHuto 1 k Hacrosmum [IpaBunam;

3) mpenocTaBieHuEe JOKYMEHTOB, yKa3aHHBIX B TyHKTE 11 HacTosimux [1pasun;

4) skcriepTU3y JOKYMEHTOB, MPEAOCTABIIEMbIX MPHU MOAaue 3asiBKA Ha
IIPOBEJICHHUE OIICHKH 0€30MaCHOCTH M Ka4eCTBa MPOAYKITUH, HA UX TOJHOTY U
JIOCTOBEPHOCTH MH(POPMAIIHH;

5) oleHKyY yCI0BHUI MMPOU3BOJICTBA M CUCTEMBI 00CCIICUCHHUS KauecTBa
MPOTYKIUH;

6) cocTaBlieHHE OTYETA O OIIEHKE YCIOBUN MPOU3BOJCTBA U CUCTEMBI
oOecrieueHus: KauecTBa MPOAyKIIHH;
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7) oTOOp 00pa3OB NPOAYKIUH;
8) ucnpiTaHre 00pa3OB NPOAYKIUY;

9) odpopmiieHrE U pETUCTPALUIO CEPTU(PUKATA COOTBETCTBUS NPOIYKUUHU (TIpH
CEepUIHON OIleHKe) B MH()OPMAIIMOHHON CHCTEME DKCIIEPTHOM OpraHU3allly;

10) BeImauy cepTudukaTa COOTBETCTBUS MPOAYKIMH (IIPU CEPUMHOMN OIICHKE)
3asIBUTEIO;

11) nmpoBeieHre UCTIBITAHUK 00PA3IIOB MPOAYKIIMU OJIMH pa3 B JBa ToJla yTeM
oTOOpa 00pa3IOB C PHIHKA, B TOM YUCJIE M MEIUIIMHCKUX OPTaHU3AIUHN CTICITHATCTAMH
AKCIIEPTHOM OpraHW3aluy B IPUCYTCTBUH MPEACTaBUTENS mpou3BoauTes. [ paduk
0oTOOpa 00pa3IOB COTJIACOBBIBACTCS C TPOU3BOIUTEISAMH WM YIIOJTHOMOYEHHBIM JIMIIOM
IPOU3BOIUTEIIA.

HcnbiTanus IpOBOIATCS 332 CYET CPEIACTB IPOU3BOAUTENSL B COOTBETCTBUU C
YCTaHOBJICHHBIMU [IEHAMU Ha YCIyTH, pealiu3yeMbIMU CyObEKTOM rOCYJapCTBEHHOM
MOHOIIOJINH, YTBEPKICHHBIMU COTJacHO a0d3aly ABa myHKTa 2 cratbu 63-1 Koxaekca.

19. B ciryyae nonosaHeHus nepedHs IpoIyKIUH, IPOU3BEICHHON HA TOM ke
IPOU3BOJCTBEHHOM IUIOIIAAKE, IPYU HAIMYUH JIEHCTBYIOIIETO cepTU(UKaTa
COOTBETCTBUS NPOAYKIUH (MPU CEPUITHON OLIEHKE) OCYILECTBISAETCS PU3HAHUE
PE3yJIbTaTOB OLEHKU YCJIOBHM MPOU3BOJICTBA M CUCTEMBI 00ECTIEYeHHs KaueCcTBa IIpU
CepUIHOMN OIleHKe 0€30MaCHOCTH U KaueCcTBa C MPOBEACHUEM UCIIBITAHUI 00pa3IoB
IPOAYKIMU. B cirydae moI0KUTEIbHBIX PE3yJIbTATOB UCIIBITAHUN BBIIAETCS
cepTu(UKaT COOTBETCTBUS NPOAYKIMHU (IIpU CEPUMHOM OLIEHKE) CO CPOKOM JIEUCTBUS
PaBHBIM CPOKY ACHCTBUS AEHCTBYIOUIETO CEPTU(PHUKATa COOTBETCTBUS NPOAYKIUH (TIpU
cepuiiHOM o1leHKe). B ciryuae BblllycKa OpOIyKIMHU B JOTOJHUTEIBHON IPYIIOBOM
ynakoBKe 0e3 U3MEHEHU MEPBUYHON YIIaKOBKH, POU3BEICHHON Ha TOU ke
IPOU3BOCTBEHHOH IUIOIIAIKE, IPU HATMYUH IEHCTBYIOIIETO cepTH(HUKaTa
COOTBETCTBUS MPOAYKLHNH (IIPU CEPUNHON OLIEHKE) OCYLIECTBIISIETCS TPU3HAHUE
pe3yIbTaTOB OLEHKH YCIOBHI MPOU3BOJICTBA U CUCTEMBI OOECIICUEHHS KaUeCTBa IIPH
cepuiHOIl o1leHKe 6€30MMacHOCTH U KadecTBa 0€3 MPOBECHUS UCTIBITAaHUI 00pa3lioB
npoayKuuu. B nefcTByrommii cepTu@uKaT COOTBETCTBUS NPOAYKIUU (MIpU CEPUITHOM
OLICHKE) 100aBIseTCs AOMOJIHHUTENbHAS IPYIIOBas yIAaKOBKa.
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20. OrneHka yciioBHi TPOU3BOJCTBA U CUCTEMbI 00ECIIEUCHHS KauecTBa
JIEKapCTBEHHBIX CPEJICTB MPOBOJUTCSA Ha COOTBETCTBUE TpeboBanusm GMP,
MEUIMHCKUX U3/IeJIU Ha COOTBETCTBUE TPEOOBAHUAM MEXKIYHAPOJHOTO CTaHIapTa
ISO 13485 unu GMP.

21. UcnbiTanust o0pa3ioB MPOyKIMK TPOBOSATCSA B aKKPEAUTOBAHHON
UCIIBITATEILHON 1a00paTOPUU IKCIIEPTHON opranu3anuu. Mcneitanus o0pas3ios
MPOIYKITMU TTPOBOJISATCS B TAOOPATOPUU TPOU3BOJAUTENS UITH KOHTPAKTHON
7ab0paToOpuu B CIydasiX, €CJIM HOPMATUBHBIMH JTJOKYMEHTAMHU 110 Ka4€CTBY
YCTaHOBJICHBI UCIIBITAHUS, CBSI3aHHBIE C 00pa3iamMmu, TpeOYIOIMMU 0COOBIX YCIOBUMA
TPAHCHIOPTUPOBKH, CHEIU(PUIECKOTO 000PYI0BAHUS U BCIIOMOTATEIbHBIX CPE/ICTB.

[Ipu npoBeeHNN UCTIBITAHUI MPOAYKIIMH B JIA0OPATOPHUH MPOU3BOTUTENS WU
KOHTPAKTHOM J1abopaTopuu 3asiBUTEIb IPH 3aKIIOYEHUHU JOTOBOpA MPEIOCTABISAET
COOTBETCTBYIOIIIEE MTMCbMO-000CHOBAHUE.

22. Ilpu nocTyniaeHuy NpOAYKIUHU, POIIEIIEH CEPUNHYIO OLICHKY
0€30MacCHOCTH 1 Ka4ueCTBa C MPOBEJICHUEM UCIIBITAaHUN 00pa3IioB MPOAYKIIUHU B
1abopaTopuu IPOU3BOAUTEIIS WIM KOHTPAKTHOU JJab0OpaTOpUH, SKCIIEPTHAS
OopraHu3aius J10 BelJIa4u cepTU(PHUKaTa COOTBETCTBUS MPOAYKIIMH (TIPU CEPUITHON
OIICHKE) OILICHUBAET MPEACTABICHHBIC 3asBUTENIEM 00pa3Iiibl C MOCIEAYIOIIUM UX
BO3BPaTOM Ha COOTBETCTBUE YIIAKOBKH U MAPKUPOBKHU YTBEPKICHHOMY MAaKETy
YIAKOBKHU MPHU FOCYIapCTBEHHOM pEerucTpalvy, MepeperucTpalui U BHECEHUN
W3MEHEHUM B PETUCTPALIMOHHOE JIOChE B MOPSIKE, MPETyCMOTPEHHOM ITyHKTOM 5
crateu 75 Koxekca.

23. 1o 3aBepIIeHUIO OIICHKH yCJIOBUI MMPOU3BOACTBA U CUCTEMbI 00€CTICUeHUS
Ka4ueCTBA B TCUCHUE JABA/IATH KAJIEHAAPHBIX JHEW CO JHS OKOHYAHUS OLIEHKHU
IIPOU3BOACTBA COCTABIISIETCS OTUET OLICHKU YCJIOBUU MPOU3BOJICTBA U CHCTEMBI
oOecrieueHus: KauecTBa MpH OLIEHKE O€30MacCHOCTH U KauyecTBa JEKaPCTBEHHBIX CPE/ICTB
1o popMe B COOTBETCTBHUH C MPUJIOKeHUEM 6 K HacTosimmM [IpaBunam n(umm) oT4er
OILICHKH yCIIOBUI MPOU3BOJCTBA M CUCTEMbI 00€CTIeUeHUs KaueCTBa MPHU OLICHKE
0€30MacCHOCTH 1 KaueCTBa MEIUIIMHCKUX U3ACNIHUM Mo opMe B COOTBETCTBUU C
IpUJIoKeHneM 7 K HacTosuM [IpaBunam B IByX 3K3eMIUTAPAX, U3 KOTOPBIX NIEPBBIN
OCTaeTCs B AKCIIEPTHOW OpraHu3aliy, BTOPOW HAIPABIIACTCS 3asBUTEIIO.

24. 1o pe3yapTaTtaMm OLIEHKH YCIOBUM MPOU3BOJICTBA U CUCTEMBI 00€CTICUCHUS
KayecTBa W MIPOBEICHHBIX UCTIBITAHUN TTPOTYKIIMU BBIAACTCS CEPTU(DHUKAT COOTBETCTBHS
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OpOAYKUUU (TIpU CEPUIHON OLEHKE) Ha TPU roja 1no GopMe COrjiaCHO NPUII0KEHHIO 8 K
HactosumM [IpaBuiam u npuiiokeHue K cepTudukaty COOTBETCTBHS MPOAYKUUU (TIpU
CEpUITHOM OIIEHKE) COrjacHoO MpuiIokeHuto 9 k HacTosmuM [IpaBuiiam, 11bo penieHue
00 oTKa3e B BblJau€ cepTU(PUKATa COOTBETCTBUS MPOAYKIMH (IIPU CEPUIHOMN OLIEHKE)
1o (hopme coriaacHo NpuiokeHuto 3 k HacrosuM ITpaBunam.

25. Ilpu oTpuLATENBHBIX pe3yJibTaTaX OLEHKU YCIOBUI TPOU3BOJICTBA U
CUCTEMBI 00ECIIEUeHHsI KaueCTBa SKCIEPTHASI OPraHU3aLUs HE IPOBOJUT UCIIBITAHUS
MPOYKIIMU U HAIIPABJISIET 3asBUTEIIO PEIICHUE 00 0TKa3e B JalIbHEHIIIEM MPOBEICHUU
CEpUITHON OIIEHKH 0€30MaCHOCTH M KauecTBa MPOAYKIUH, OJNUCAHHOE KyPUPYIOUIUM
3aMECTHUTENIEM PYKOBOJIUTENS IKCIIEPTHON OpraHu3aluy.

IMaparpa¢ 3. Ilopsinok npoBeeHUs OLEHKH 0€30MaCHOCTH
H Ka4eCcTBA KAKI0il cepum (MapTum)

26. OueHka 0€30MacHOCTH M Ka4ecTBa KaXKJI0M cepuu (MapTUu) NpoayKUUU
OCYLIECTBJISIETCS IIyTEM IPOBEAECHUS IKCIIEPTU3BI IIPEICTABIECHHBIX JOKYMEHTOB U
UCIIBITAHUM 00pa30B MPOAYKIMH 1O MMOKA3aTEISIM HOPMATUBHOTO JJOKYMEHTA 110
Ka4yeCTBY /IS JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3CIIHN.

27. IIpu OTCYTCTBUM pEKIIAMALIMM B TEUEHUE TPEX JIET NPUCYTCTBUS NPOTYKIUN
Ha PBIHKE — OIIEHKAa 0€30MacHOCTU U KaueCcTBa KaX 10l cepun (MapTHH)
JIEKAPCTBEHHOTO CPEACTBA OCYLIECTBISIETCS B COOTBETCTBHM C [lepeunem nokaszarenen
HOPMAaTHUBHOTO IOKYMEHTA IIPH MPOBEJACHUH OLIEHKU 0€30MacHOCTH U KauecTBa
JIEKAPCTBEHHBIX CPEACTB COrJacHO npriioxkeHuto 10 k Hacrosmmm [IpaBunam.

28. OueHka 0e30MacHOCTH U Ka4eCTBa KaXKJ0M cepuu (mapTun) NpoayKUuu
BKJIFOYAET:

1) 3akroueHue A0roBopa;

2) mpeaocTaBiIeHNE 3asiBKH 1O (hOPME COTJIACHO MPWIIOKEHHIO | K HACTOSAIIUM
[IpaBunawm;

3) mpenocTaBieHuEe JOKYMEHTOB, YKa3aHHBIX B TyHKTE 12 HacTosimux [Ipasun;

4) mpoBEPKY MOJTHOTHI ¥ IOCTOBEPHOCTH MH(MOPMAITUU B JOKYMEHTAX,
MPEIOCTABIISIEMBIX TIPU MOJ1a4€ 3aBKH;

5) oTO60p 00pa31OB MPOAYKIIUH;
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6) ucnbiTaHUe 00Pa310B MPOAYKIIMH, 32 UCKIIOYECHUEM MEIUIIMHCKUX U3JIEIHH,
SABJISIFOIIMECS anmnaparaMmu, IpuoopaMu U 000pyJ0BaHUEM;

7) obopMIIeHHE U PETUCTPAINIO CEPTH(HUKATA COOTBETCTBHUS IPOIYKITUHU (TIpH
cepun/maptun) o Gpopme coriaacHo npuiaoxkenuto 11 k mactosimum [IpaBunam, wim
perreHus 00 oTKa3e B BbIJIaye CepTH(PHUKATA COOTBETCTBUS MPOYKITHH (TIPH CEPUH
/TIapTUM) COTJIACHO NPHIIIOKEeHHIO 4 K HacTosmuM [IpaBunam B nHGOpMAITMOHHON
CUCTEME IKCIIEPTHOM OpraHUu3aIlny;

8) BbIIauy cepTudukaTa COOTBETCTBHSI MPOAYKIINH (TIPU CEPUH/TIAPTUN)
3asIBUTEIO.

29. Ouenka 0€30MacHOCTH U Ka4eCTBa KaXKJI0M cepuu (mapTun) NpoayKUuuu
POBOJUTCS B CPOK HE OoJiee TPULIATH KaJIeHAAPHBIX JHEH CO JAHS MOJAauU 3asBKU.

IHaparpadg 4. Ilopsiaok npoBeeHUs OLEHKH 0€301IaCHOCTH
¥ Ka4ecTBAa IyTeM /IeKJIapHPOBAHUA

30. IIpoBeneHUIO OLIEHKU 0€30MaCHOCTH U KauyecTBa MPOYKIHUU ITyTEM
JEKJIapUPOBAHUS MTOAJIEXKAT:

1) nekapcTBEHHBIE CPEACTBA, UMEIOIIUE JOKYMEHT, MTOATBEPAKAAIOIINMA
COOTBETCTBHE MPOU3BOJACTBCHHOM IUIOIaAKu TpeboBanusm ctangapta GMP PK unu
GMP EADC;

2) eKapCTBEHHbIE CPEJICTBA, MPOU3BEACHHBIE B YCIOBUSIX, COOTBETCTBYIOIIUX
TpeboBanusim crannapta GMP s crpan ICH;

3) MEIUIIMHCKUE U3JIENHs, IPOU3BEACHHBIE B YCIOBUSIX, COOTBETCTBYIOIINX
TpeboBaHusIM MextyHapoHoro cranaapra [SO 13485 OOCP unu PK nnu EN ISO
13485 unu GMP ICH, nns otedectBeHHBIX npousBoauteneit [ISO 13485;

4) METMUMHCKUE U3ENHs, ABIISIIOIINECS annapaTaMy, Ipuoopamu,
000py10BaHUEM, IPOU3BEACHHBIE B YCIOBUAX, COOTBETCTBYIOLINX TPEOOBAHUSIM
MexayHapoaHoro cragaapra [ISO 13485.

31. Ouenka 6€30MacHOCTH M KauecTBa MyTeM JEKJIApUPOBAHUS BKIIOYAET B CEOSI:
1) 3akroueHue JOroBopa;

2) npeicTaBICHUE 3asiBKU M0 (POpME COrTaCHO MPUIIOKEHUIO | K HACTOSIITUM
[IpaBunam;
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3) mpenocTaBieHUE JOKYMEHTOB, YKa3aHHbIX B MyHKTE 13 HacTosimux IIpasun;

4) npoBepKy MOJTHOTHI U TOCTOBEPHOCTU MH(OPMAIIUU B JOKYMEHTAX,
IPEIOCTaBIAEMBIX IPU MOJ1a4€ 3asiBKU HA MPOBEACHNUE OLICHKH 0€30MaCHOCTH U
KAa4ecTBa;

5) opopMiieHHE U PETUCTPALIMIO CEPTUPHUKATA COOTBETCTBUS NPOAYKIUH (TIpU
JeKIapupoOBaHuN) 1O GopMe COTNIacHO NMpHiIokeHuto 12 k HacrosimuM [IpaBunam B
MH(QOPMALMOHHON CUCTEME IKCIIEPTHON OpraHU3aIiu;

6) BbIauy cepTudUKaTa COOTBETCTBUS MPOAYKIUU (MPU JEKIAPUPOBAHUN)
3asIBUTEIO;

7) npoBeJIeHHE UCTIBITAaHUN OJIMH pa3 B JiBa rojia myTeM oTdopa oOpasiioB C
PBIHKA, B TOM YHUCJIE U C METUIIMHCKUX OPTaHU3AIMK CTICIIMATIMCTAMU YKCIIEPTHOM
OpraHU3alli{ B MPUCYTCTBUU MPEICTABUTEIS TTPOU3BOUTEIIS.

['padux oTOOpa 06pa3IOB COrIACOBBIBAECTCA C TPOU3BOAUTENIEM UITU
YIOJIHOMOYEHHBIM JIUI[OM MTPOU3BOTUTEIS.

HcnpiTanust npoBOASATCS 32 CUET CPEACTB MPOU3BOAUTENS B COOTBETCTBUU C
YCTaHOBJICHHBIMU IIEHAMU Ha YCIyTH, PealIu3yeMbIMU CYyObEKTOM rOCYJapCTBEHHOM
MOHOTIOJIUM, YTBEP>KJIEHHBIMU B COOTBETCTBUHU € a03a1ieM JBa MyHKTa 2 cTaThu 63-1
Konekca.

32. Ceptudukar COOTBETCTBUS MPOAYKIINH (IIPH ACKIAPUPOBAHUH) BBIIACTCS HA
OCHOBAHUH TMOJOKUTEIHHON IKCIEPTU3BI IOKYMEHTOB, MIPEJICTABICHHBIX 3asBUTEIICM.

33. Onenka 0e30MacHOCTH M KauecTBa MPOAYKIIUU MYyTEM JE€KJIapUPOBAHUS
MIPOBOJIUTCS B CPOK HE 00JIee NECITH KaJIeHIapHbIX IHEHW CO JTHA MpuemMa 3asBICHUsI.

IHaparpad 5. OT60op 00pa3uoB 1 NPOBeAeHUS OLEHKH 0€30MaCHOCTH
1 Ka4ecTBA NMPOAYKIHH

34. O16op 00pa31oB NPOIYKIIUH JIJIs1 OIEHKH O€30MaCHOCTU U KayeCTBa
POIYKITMY TIPU CEPUMHON OIIEHKE O€30TaCHOCTH MPOU3BOAAT B TEUCHHE IBYX Pa0OUNX
JTHEH 1ociie TPOBEICHUS SKCIIEPTU3BI JOKYMEHTOB C YYETOM TPEOOBAHMIA
nercTByronmx gapmakorneit Ha Tepputopuu PecnyOnuku KazaxcTtan 1 HOpMaTUBHOTO
JOKYMEHTA 110 Ka4eCTBY JJI JIEKAPCTBEHHBIX CPEICTB U MEAUILIMHCKUX U3JIETTUN Ha
KOHKPETHYIO MTPOAYKIMIO COTIaCHO aJITOPUTMY 0TOOpa 00pa3iioB MPOYyKIIMH B
COOTBETCTBHHM C mpuiioxkeHueM 13 k Hactogmum [IpaBunam.
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[Tpu oTOOpe 00pa3OB MPOAYKIIMU COCTABIIAETCS aKT 0TOOpa 00pa3IioB
MPOJYKIIMHU TIO JopMe COTTACHO MPUJIoKeHUI0 14 k HacTosiuMm [IpaBunam.

35. Ilpu oT6ope 00pa3iioB METUITMHCKUX U3/IETUH TUIIOPA3MEPHOTO psijfia
OJTHOPOTHOM MPOAYKITMH HJIA METUITMHCKOTO U3/IEIHs, BXOISAIIET0 B HA00Op UTH
KOMILJIEKT, B BHIOOPKY BKIIFOUAIOTCS 00pa3Ilbl U3 PA3IMYHbBIX CEPUi, KOTOPHIC
pactpeenstoTcs I MPOBEICHUS UCTIBITAHUH 10 pa3INnYHBIM OKa3aTelsIM KauecTBa B
COOTBETCTBUH C HOPMATUBHBIM JIOKYMEHTOM TI0 KQ4€CTBY MEIUITMHCKOTO H3CITHS.
Pe3ynbraThl mpoBeICHHBIX UCTIBITAHUM PACITPOCTPAHSIOTCS HA BCIO TAPTHIO.

36. Ilpu oTOOpEe MEAUITMHCKUX U3/IEIHI B BUJE pAaCTBOPOB, CIIPEEB, Tellel, Ma3e,
Ta0JIETOK U KarcyJ oTOMparoTcs 00pasibl A MPOBEACHUS UCIIBITAHUN 110 TTOKA3aTesIM
HOPMAaTHBHOT'O TOKYMEHTA 0 Ka4€CTBY ITPOU3BOAMUTEIIS.

37. OT60p 00pa31oB MPOIYKIIUN MTPOU3BOAAT CICIIHAIUCTHI SKCIIEPTHOU
OpraHU3alliH B MPUCYTCTBUU 3asIBUTEIISI HA ONITOBOM CKJIAJIC WJIM CKJIa/ie TOTOBOM
POIYKITAY TTPOU3BOAMTENIS B ClIydae COOJIOICHUS B HUX yCIIOBUW XpaHCHHSI,
COOTBETCTBYIOIINX TPEOOBAHUSIM HOPMATHUBHOIO JIOKYMEHTA KauyeCTBY MPOAYKITHH.

B ciyuae oTcyTCTBUS TEPPUTOPHATIBHOTO MOAPA3/IEICHUS SKCIIEPTHON
OpraHu3allii Ha aIMUHUCTPATUBHON TEPPUTOPUU 3aIBUTEINSI, OTOOP 00pa3LoB
OCYIIECTBIISIOT MPEACTABUTENN TEPPUTOPHATILHOTO MOAPA3IEICHNS FOCYAapCTBEHHOTO
opraHa B IPUCYTCTBHHU 3asBUTEIIS.

OTtnpaBky 00pa3ioB MPOIYKIIUU B SKCIIEPTHYIO OPTraHU3AIUIO B CIy4yae
OTCYTCTBUS TEPPUTOPUATBHOTO TOAPA3ACICHUS SKCIEPTHOU OpraHu3aiuu
OCYIIECTBJISIET 3aIBUTEIb C COOJIO/ICHUEM YCIOBUM XpaHEHUS TIPU TPAHCTIOPTHUPOBKE.

OO0pa31bl MPOAYKIIMU, XPAHSIIUECS Ha ONTOBOM CKJIaJle, UMEIOIIEro cepTudukar
HaJyIeXKaIle TMCTPUObIOTOPCKON MPAKTUKUA B COOTBETCTBUHU C TPEOOBAHUSIMU
Cranpapra Haanexauen quctpuostotTopckoit npaktuku (GDP), unu Ha ckiane
OTEUECTBEHHOI'O MPOU3BOANTEINS, nMeroliero cepruduxat GMP, orOupatorcs
OTBETCTBEHHBIM JIMI[OM OpraHU3allMy ONTOBOM peain3alluy UIIA MPOU3BOAUTEIIEM B
KOJIMYECTBE, COTJIACOBAHHOM C DKCIEPTHOU opraHuzanueit. OT6op 06pasios
IpOoaAyKIUU 0hOPMIISIETCSI aKTOM MpUeMa-Tiepeadun 00pas3ioB NPOaYKINUH, 110 hopMme
corjlacHO npuioxenuto 15 k HacrosmuMm [IpaBunam.

38. O0Opa31ibl NPEACTaBIAIOT B KOJUYECTBE, HEOOXOAUMOM JIJII OJTHOKPATHOTO
IIPOBEJICHUS JTAOOPATOPHBIX UCIIBITAHUH.
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39. Oto6panHbIe 00pa3ibl U30JIUPYIOT OT OCHOBHOM MPOIYKIINH, YITAKOBBIBAIOT,
OTeYaThIBAIOT Ha MecTe 0TOOpA.

40. OgHOBpEMEHHO ¢ OTOOPOM 00pa3IOB MPOAYKIIMH HA UCTIHITAHUS
TIPOU3BOIUTCS OTOOP KOHTPOJIBHBIX 00PA3IOB B KOJWYECTBAX, PABHBIX KOJIUYECTBY
0TOOpaHHBIX 00pa31ioB. KOHTPOIbHBIE 00pAa3Ilhl, XPAHITCS Y 3asIBUTEINS. 3asIBUTEIb
rapaHTHUPYET KaueCTBO KOHTPOJIBHBIX 00PA3IIOB, 0 UCTEUCHHUS CPOKA TOTHOCTH
IPOIYKITAN WJIH CPOKA JEHCTBUS CepTU(HUKATOB COOTBETCTBHUS MPOIYyKIUU (TIPH CEpUr
/MapTUM) O YeM YKa3bIBAETCs B aKT€ 0TOOpa 00pa3IioB MPOyKIIUH.

41. Unentudukaius NpoayKIIUA OCYIIECTBISCTCS Ha OCHOBE:

1) ananu3a JOKyMEHTOB, XapaKTEPU3YIOLIUX CEPUIO (TAPTHUIO) MPOLYKIUH
(peructpanus B Pecniy6nuke Kazaxcran, ToBapoTpaHCIIOpTHAs HaKJIaHasi, CUET-
dakTypa Wi HHBOMC, cepTU(PUKAT KauecTBa, ACKIapaIrs Ha TOBAp, TOTOBOP MOCTABKH,
KOHTPAKT, CepTU(PHUKAT TPOUCXOKIEHUS, IITPUXOBOU KOJI, HOMEpa OTOOPaHHBIX CEPUI);

2) coBmna/ieHus cepuil Ha 00pa3lax ¢ COOTBETCTBYIOLUIMMHU HOMEPAMH B
CONPOBOJIUTENIBHON TOKYMEHTALUH;

3) NpuHAAJIEKHOCTH OTOOPAHHBIX 00Pa3IOB K MPOAYKIUU TPOU3BOJAUTENS;
4) cobnoieHHsl YCI0BUIM TPAaHCIIOPTUPOBKHU U XPaHEHUSI.

IHaparpa¢ 6. Ilopsiiok npoBeaeHUs1 HCNIBLITAHUNI 00PA3L0B NPOAYKIUH MPH
NMPOBe/IecHUH OLIEHKH 0e30MaCHOCTH Ka4ecTBa

42. IlepeueHpb mokazareyieu s MPOBESHUSI HCIIBITAHUHN TTPOIYKITUU
ompeeseTcsl HA OCHOBAaHUU HOPMATUBHBIX JOKYMEHTOB MO KOHTPOJIIO 32
0€301aCHOCTHIO M KaY€CTBOM MPOYKIIUH.

[Tpu nmpoBeieHUY OLIEHKU O€30MACHOCTH U KayecTBa MPOAYyKLUU CIOCOO0M
OLICHKM 0€30MacHOCTH U KauecTBa KaXKJ10M cepuu (MapTHH) PU OTCYTCTBUU
peKIaManuii B TeUeHUE TPEX JIET MPUCYTCTBUS Ha PBIHKE, OLIEHKa 0€30MacHOCTH U
KayecTBa KakJI0i cepuu (IapTUH) JIEKAPCTBEHHOTO CPEICTBA OCYIIECTBIISETCS B
cootBeTcTBUM ¢ [lepeyHem nokazareneii HOpPMaTUBHOIO JOKYMEHTA MPU IPOBEACHUU
OLIEHKH 0€30IaCHOCTH M KauecTBa 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
coriacHo npuioxeHuto 10 k HactosmuM [IpaBunam.

CpOKI/I HUCIBITAHUM npeaAyCMOTPCHLI METOANKAMU WCHBITAHUH B HOPMAaTHUBHBIX
AJOKYMCHTAaXx I10 KOHTPOJIIO 3a 0e3011aCHOCTHIO M KQUECTBOM JCKApPCTBCHHBIX CPCACTB.



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.05.2019
aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi Cakray KyHi 28.05.2019

e. Fa-iF DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata penaxiyu 17.05.2019
Pecnyonuxu Kazaxcran B 21eKTpOHHOM BHjIE TlaTa CKauMBAHUS 28.05.2019

B ciyuae ecnm cpoku HCTIBITAaHHA HE IPETyCMOTPEHBI B HOPMATUBHBIX
JOKYMEHTaX, TO UCIBITaHUS IPOBOAATCA B TEUEHUE JABA/ILIATH KaJIeHIapHbIX JHEH cO
IHSL 0TOOpa 00pa3IOB AJIsl OLIEHKK O€30MaCHOCTH U KaueCcTBa MPOAYKIIHH.

43. Pe3ynpTaThl UCTIBITAHUN OQOPMIISIOTCS MPOTOKOJIOM MCHBITAHUN MO popMe
COTJIacHO MpuioxkeHuto 16 k HacrosmuMm [IpaBunam.

MMaparpa¢ 7. [lopsaok perucrpauyu U BbIAa44 CePpTU(PUKATA COOTBETCTBUS
NPOAYKIUHU (IIPH CePUU/TIAPTHH) CEPTH(PUKATA COOTBETCTBHUS NMPOAYKIUM (MPH
cepuiiHO# OlleHKe), cepTU(UKATA COOTBETCTBHS MPOAYKIUH (IpH
NEeKJIAPUPOBAHNH)

44. TTpu MOJIOKUTEIBHBIX PE3YJIbTaTaX MPOBEICHHBIX Pa0OT IO OIICHKE
0€30MacHOCTH M KauecTBa MPOIYKIIUU, YKCIIEPTHAST OpraHu3anus 0hopmiIsieT
cepTu(dUKAT COOTBETCTBHS MPOIYKINH (TIPH CEpUM/TIapTHH) TI0 POpME COTIacHO
npwioxkeHuto 11 k Hacrosmum [paBunam, cepTudukaT COOTBETCTBUS MPOAYKIHMH (TIPU
CEepUIHOM OIIeHKE) IO (hopMe COTIIACHO MPUIIOKEHUIO 8§ K HacTosmuM [IpaBuiam,
cepTH(HUKAT COOTBETCTBHUS MPOIYKIINHU (TIPH JEKJIAPUPOBAHHUH) TTO (OpME COTIIACHO
npuiokeHunto 12 k Hacrosmmm [IpaBunam (manee — cepTuuKaThl COOTBETCTBUS
POJYKIIMHU), U PETUCTPUPYET €T0 B TEUEHHUE ABYX pabouux IHEN B MH)OpMAIMOHHON
CHCTEME SKCIIEPTHOW OpraHu3aInu.

45. Ilpn ykazaHUM KOHKPETHOW MPOAYKLMH, HA KOTOPYIO PAaCIIPOCTPAHSIETCS
NefcTBUE cepTH(UKATa COOTBETCTBUS MIPOIYKIINHU (TIPU CEPUNHOM OIIEHKE),
JOMOJIHUTENBHO opopmitsiercs [Ipunoxenue k cepTuduKaTy COOTBETCTBUS MPOIYKIIUU
(mpu cepuifHOM OLIEHKE) COTJIACHO MpUIokKeHHIo 9 Kk HactosamuM [IpaBunam, k
cepTu(uKaTy COOTBETCTBUSI MPOLYKIUH (TIPU CEpuu/napTun), 0popMIIseTCs
[Ipunoxenue k cepTUPUKATy COOTBETCTBUS NPOAYKIUU (CEpUN/TTAPTUH) COIIACHO
npuioxkeHuto 17 xk Hactosumm [IpaBuiam, k cepTUQHUKaTy COOTBETCTBUS MPOAYKIIUN
(mpu gexnapupoBanuun) opopmisiercs [Ipunoxenune k cepTuPuKaTy COOTBETCTBUS
npoAyKuuu (TIpu AEKIapupoBaHun) 1o ¢popMe, COrliacHO MPHIIoKeHusaM 18 k
HacTosiiuM [IpaBuitam.

Ceptudukarsl COOTBETCTBHS MPOAYKITUN MOAMUCHIBAIOT paOOTHUKHU IKCIIEPTHOU
OpraHu3alyu, ONPEICIICHHBIE U YIIOJTHOMOYEHHbBIC PUKA30M PYKOBOIUTENS
AKCIIEPTHOM OpraHu3allyH.
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aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 28.05.2019
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46. Cpok aeiicTBus cepTuduUKaTa COOTBETCTBUS MPOIYyKIIUU (TIPU CEPUN/TIApTUN),
cepTuduKaTta COOTBETCTBHUS MPOAYKIUH (TIPH JEKJIAPUPOBAHUN) YCTAHABIMBACTCS JI0
OKOHYAHHSI CPOKA TOHOCTH MPOTYKITHH.

Cpox aeicTBus cepTrudukaTa COOTBETCTBUS IPOIYKITUHN (TIPU CEPUIHHON OIEHKE)
yCTaHaBJIMBAETCS HA TIEPHOJ] He Ooiee Tpex JieT.

47. CBeneHus O BbIIaHHBIX CepTU(UKATAX COOTBETCTBUS MPOIYKIMH, JOCTYITHbBI
Ha CalTe rocy1apCTBEHHOMN DKCIIEPTHOM OPraHU3allHH.

48. IIpu oTpuIIaTEIBHBIX pe3yJibTaTaX OIEHKU O€30MaCHOCTH U KaueCTBa
IPOIYKITMU AKCIIEPTHAS OpraHu3anus ohopMIIsIeT B TeUEHUE ABYX pabounx THEH mocie
JTHSI TIOJTy4EeHMSI IPOTOKOJIA UCTIBITAHUM, perieHre 00 0TKa3e B Bbljaue cepTudukara
COOTBETCTBHUS IPOYKIUH (MIPU CEPUMHON OLIEHKE) IO (POpPME COTTACHO MPUIOKEHUIO 3
K HactosimuM [IpaBuinam u perieHne 00 oTkase B Bbljjaue cepTudukaTa COOTBETCTBUSA
IPOAYKIUU (TIPU cepum/mapTuu) o GopMe COrjacHO MPUIOKEHHIO 4 K HACTOSAIIUM
[IpaBunam.

49. B cnydae BeIHECEHUS pPelIeHHs 00 0TKa3e B BblJjaue cepTU(UKATOB
COOTBETCTBUS MPOAYKIUH, SKCIIEPTHASI OPTaHU3AIUS B CPOK JI0 MATU pabodmnx JHEH
HaIPaBJIET COOTBETCTBYIOILYIO0 HHPOPMAIMIO B TOCYJaPCTBEHHBINA OPraH 3a
UCKITIOUEHUEM CITy4YaeB, MPEIyCMOTPEHHBIX MMyHKTaMH 14, 25 1 nmepBoi 4acTH MyHKTa
15. 'ocynapcTBEHHBIN OpraH NPUHUMAET pelIeHne 0 HEOOXOUMOCTH YHUUYTOXKECHUS
(yTunuzanuu) IpoayKIUuu B MOPSIKE, PeycCMOTpeHHOM cTaThel 79 Koaekca niu o
BO3BpaTe MPOIYKIIMU TPOU3BOIUTEITIO.

I'naBa 3. IlpuocTraHoB/IeHHE HJIH OT3bIB ACHCTBUSA CEPTUPHUKATA COOTBETCTBHUS
NPOAYKIMH, cepTH(UKATA 0 0€30IIACHOCTH U KaYeCcTBe NPOAYKUMH U
cepruuKara KayecTBa NPOAYKIUH

50. JlelicTBre cepTu(UKATOB COOTBETCTBUSA MPOAYKIIMH MPUOCTAHABINBAETCS
WJIM OT3bIBAETCS KCIIEPTHON OpraHu3alien Mo MHUIIMATUBE TOCYIapCTBEHHOTO OpraHa
WJIM BIAJENbIA PETUCTPALMOHHOTO YIOCTOBEPEHHS IPOIYKIINH B CIy4asiX,
npeaycMoTpeHHbIX [IpaBuiiamu 3anpera, IpUuOCTAaHOBIEHUS, U3BSATUS WA OTPAHUYCHUS
U3 00paleHus JIEKaPCTBEHHBIX CPEICTB U METUIIMHCKUX U3/IETTUH, YTBEPKICHHBIX
npuka3zoM MUHHCTpA 3ApaBOOXPAHEHUS U COLIMAILHOTO pa3BuTUs PecyOnuku
Kazaxcran ot 27 despansa 2015 roga Ne 106, (3apeructpupoBaHHbiii B Peectpe
roCyJIapCTBEHHOM perrucTpaliii HOPMaTUBHBIX MPaBOBBIX akTOB Ne 10670);
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. - ﬂ [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 17.05.2019
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51. I'ocynapcTBeHHAs 3KCIIEpTHASI OpraHu3aius 0hopMIISIET PEIICHUE O
IPUOCTAHOBJICHUH, OT3bIBE CEPTU(PHUKATA COOTBETCTBUS MPOIYKIUH (IIPU CEPUU
/napTun), cepTudukaTa COOTBETCTBUSA MPOAYKINH (IIPU CEPUMHOM OLICHKE),
ceptu(urKaTa COOTBETCTBUS NPOAYKLUH (TIpU ASKIapUPOBAHUM) IO POPME COTTIaCHO
npuioxkeHuto 19 k Hacrosuum [IpaBunam, 1 BHOCUT COOTBETCTBYIOIIME 3aITUCH B
UH(OPMAIIMOHHON CUCTEME TOCYAAPCTBEHHON IKCIIEPTHON OPraHU3aly U B €AMHYIO
0a3y TaHHBIX.

52. B ciy4asix HECOTJIacusl C PELIEHUEM SKCIIEPTHON OpraHu3aliy 3assBUTENb
BIIpaBe OOPATUTHCS B CY/l B YCTAHOBJICHHOM 3aKOHOJIaTe€NIbCTBOM PecryOnuku
Kazaxcran nopsiake.
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[Ipunoxenue 1
K [IpaBriiam npoBeneHus
OLICHKM 0€30IacHOCTH
Y Ka4eCTBa JIEKAPCTBEHHBIX CPEACTB
1 MEAULUHCKUX U3JICIIUM,
3apEruCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

dopma

« » 20 roj

(mata mojiauu 3asiBKM)

(HaMMEHOBAaHUE U aJPEC IKCIEPTHON OpraHU3aIIUN )

3asiBKka HA MpPoOBeJeHNe OlleHKH 0e30MACHOCTH M Ka4eCcTBA MPOAYKIHU

1. | HammeHoBaHME 3asIBUTEIIS

2. | Anpec 3asBurens
3. | BaHKOBCKHE PEKBH3UTHI 3asIBUTENS
4. | Cnoocob npoBeneHns OIEHKN 6E30IIaCHOCTH Kade- CepuitHas oLieHKa 6€30I1aCHOCTH U Ka4ecTBa O
CcTB2 OnenKka 6e30MaCHOCTH ¥ Ka4ecTBa Kol cepun (map- | O
THH) o
Ornenka 6€30MaCHOCTH U Ka4ecTBa IyTeM AeKJIapupo-
BaHUs
5. | Mudopmanus o 3asBisieMoit IpoayKIuu
Toprosoe Ha3Ba- Howmep ce- CpoKk ToTHO- Pa3mep maptuu IIpousBoauTens CrpaHa-npon3BoIH-
HHE pun cTu Telb

6. | 3asButens, B aHIe

(Pamunus, UMsl, 0TYECTBO (IPH €T0 HATMYMU) PYKOBOJHUTENS MM YIOJIHOMOYEHHOTO JIMLA, IOJKHOCTD) HACTOSIIEH 3asIBKOM rapaHTH-
PYET HOCTOBEPHOCTH IIPENOCTaBICHHOM HH(OpMAIHHL.

7. | Hara 3anonHeHus

8. | Hoamuce, ®.1.0. (mpu HamM4IHMN)




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

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

[Ipunoxenue 2
K [IpaBriiam npoBeneHus
OIIEHKH 0€30MacCHOCTH

1 Ka4CCTBa JICKAPCTBCHHLIX CPCACTB

1 MEAULUHCKUX U3JICIIUM,
3apEruCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

I[eknapaunﬂ 0 COOTBETCTBUM NIPOAYKIINH

dopma

Tomeoe HanMCEHOBAHUE JICKAPCTBEHHOT'O CPEACTBA MU MEIUIIMHCKOT'O U3ACIUA

XapakTepuCTHKH

(JIJ'[S[ JICKapCTBEHHBIX CPEACTB: MEXKAYHAPOAHOE HECITATEHTOBAHHOC Ha3BaHUE, 1O3UPOBKa, (baCOBKa, (bopma BBIITYCKa, KOJ aHa-
TOMO-Tepal’[eBTI/I'-ICCKO-XI/IMI/I'-ICCKOI‘/'I KJ'[aCCI/I(bI/IKaIII/II/I)

(711 METUITMHCKAX U3]IENAN — KOMILIEKTHOCTb, KJIacc O€30MacHOCTH)

HOMep PErucTpalluOHHOI0 y10CTOBEPCHUA

Howmep cepuu (naptuu)

IIpousBoautens

Anpec npon3BOJICTBEHHOM TUIONIAKI

(B citydae eci, 3a1eiicTBOBAaHbI pa3HbIe IIPOM3BOJICTBEHHbIC ILIONIAKKA HA Pa3HBIX dTalax NPOU3BOJCTBA, TO yKa3aTh BCE ajl-
peca)

JlaTa mpou3zBojacTBa

JlaTa mpoBeeHuUs HCIIBITAHUI

CpoOK rogHOCTH

ﬂa ]

(Pamunust, UMs1, OTYECTBO (IIPH €0 HATMYHMHN) U JOIDKHOCTD
YTOJIHOMOYEHHOTO JIMIa TPOU3BOAUTEIS IEKapPCTBEHHBIX CPEJICTB,
YIOJIHOMOYEHHOTO PEICTABUTEINS IPOU3BOUTENS MEAULIMHCKOTO U3/IEIIHS)
HACTOSIINM ITOATBEPIK/IAI0, YTO BhILICyKa3aHHass MH)OPMALUS SBIISIETCS
JIOCTOBEpHOI1. BrItieykasanHast cepust IpoAyKIMK ObllIa IPON3BE/ICHA,
YIaKOBaHA ¥ IIPOKOHTPOJIMPOBAHA B COOTBETCTBHH C PETUCTPALMOHHBIM JI0CHE
JIEKapCTBEHHOTO CPEJICTBA (MEAUIIMHCKOTO H3/IEIIHS) U
TpeOOBAHUSIMHU MEMKTYHAPOTHBIX

CTaHIapTOB

yka3ath HaumeHoBaHue crangapta (GMP, EN ISO 13485)

Bce HeoOXoanMble IPOBEPKU U UCTIBITAHHS OBLIN ITPOBE/ICHBI.

(HOI[HI/ICI:, (DaMI/IJ'[I/Iﬂ, UM, OTYCCTBO (HpI/I €ro HaJ'[I/IqI/II/I) 1 JOJIKHOCTh
YIOJTHOMOYEHHOI'O JInLa IIPOU3BOAUTEIIS JICKAPCTBEHHBIX CPEICTB,

YIOJTHOMOYEHHOI'O IIPEACTAaBUTEIISL TIPOU3BOAUTEIIST MEJULTUHCKOT'O I/I3L[8III/I$I)




e.zan

Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

Jlara
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aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.05.2019
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[Ipunoxenue 3
K [IpaBriiam npoBeneHus
OLICHKM 0€30IacHOCTH
Y KauecTBa JIEKAPCTBEHHBIX CPEJICTB
U MEJIUIIMHCKUX U3JCIHH,
3apEeTUCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

dopma

MunucTepcTBo 3a1paBooxpanenus Pecnyoimku Ka3zaxcran

HaumeHoBaHue U ajpec IKCNEPTHON OpraHu3aluu

HaI/IMCHOBaHI/Ie, 3as1BUTCIIA

JOJKHOCTh, UHULIMAI UMEHU U (paMuiIns
PYKOBOIUTENS

aJipec 3asBUTEIIS

Pemenne 00 oTkaze B Bbl1ave cepTU(PHUKATA COOTBETCTBHS MPOXYKINH
(npu cepuiiHO OLIEHKE)

OT « » 20 roma No

HanMCHOBAHHC 3KC1'IepTHOI>’I OpraHusanuu

cooO1aer:
1. CornacHo OTYETY 110 OLIEHKE YCIIOBHIA Mpou3BoAcTBa No oT
« » 20 ropa, mpeabsBICHHAS MPOLYKINS

HanMEHOBAHUE NMPOAYKIINH

HOMEp CE€pUH, pasMep napTuu, HAUMCHOBAHUE PEATIPUATUA-IIPOU3BOAUTEIIS,
CTpaHa, Ne PErucTpalluOHHOIro y10CTOBEPCHUA
JJI IPOBENCHNUS OLIEHKHA 0€30IMaCHOCTH 1 Ka4eCTBA HE COOTBCTCTBYCT TpeGOBaHI/IHM

2. CornacHO pOTOKOIY (aM) ucTbITaHHA No oT « » 20 rona,

NpeIbsABICHHAs POILYKIMS VIS IPOBEICHHUSI OLICHKH 0E30MaCHOCTH U KauecTBa HE COOTBETCTBYET
TpeOOBaHUAM
HaMMEHOBaHUE M 0003HAYCHHE HOPMATHBHOTO IOKYMEHTA Ha 3asBJICHHYIO TPOLYKIHIO




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
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Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
JlaTa ckauMBaHHS
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28.05.2019
17.05.2019
28.05.2019

3. Ha ocHOBaHMM NOJTYy4EHHBIX pe3yibTaToB OTdeTa 110 OLICHKE YCJIOBHIT IPOU3BOACTBA/ TaOOPATOPHBIX
HCIBITaHHUI IPEIbSIBICHHON PORYKIME Bam 0TKa3aHO B 0opMIICHHH cepTH(HKATa COOTBETCTBHS

MIPOAYKINH (IIPU CEPUIHOMN OICHKE).

[Ipunosxenue: OTYET MO OIEHKE YCIOBHHA MPOU3BOICTBA No OT « » 20 roaa

Ha __ JIUCTax.

IIpoTokos(sl) ucnbiranuii Ne OT « » 20  rojgaHa __ JHCTax.

HOJIHP[CI/I YIOJTHOMOYEHHBIX JIUI]

MOAIUCH ®.1.0. (pu HaNU4MM)

MO/IIHCH ®.1N.0. (mpu HaMUIKN)
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[Ipunoxenue 4
K [IpaBriiam npoBeneHus
OLICHKM 0€30IacHOCTH
Y Ka4eCTBa JIEKAPCTBEHHBIX CPEACTB
1 MEAULUHCKUX U3JICIIUM,
3apEruCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

dopma

MunucTepcTBo 3a1paBooxpanenus Pecnyoimku Ka3zaxcran

HaumeHoBaHue U ajpec IKCNEPTHON OpraHu3aluu

HAanMMCHOBAHHCEC, 3aABUTCIIA

JOJKHOCTh, UHULIMAI UMEHU U (paMuiIns
PYKOBOIUTENS

aJipec 3asBUTEIIS

Pemenne 00 oTkaze B Bbliaue cepTuuKaTa COOTBETCTBHS NMPOAYKUUH (TIpH
cepun/ NaApTHH)

OT « » 20 roma Ne

HaMMEHOBAaHKE dKCIIEPTHOM OpraHu3aluu
coo01aer:
1. Cornacno Barueif 3asiBke 0oT « » 20 ropa npoezneHbl 1a00paTOpHbIE
HCIBITaHHSA 3asBICHHOH IIPOTYKIHU

HanMCHOBAHUE MPOAYKIINUH,

HOMEp CepHH, pa3Mep MapTHH, HANMEHOBAHUE MPEIPHUATHA-IPOU3BOAUTEIS,
cTpaHa, Ne perHCTPallIOHHOTO YAOCTOBEPEHHUS

2. CornacHo npoTOKOITy (aM) UCTIBITaHUM Ne oT « »

20 ropna, npembsBICHHAS MPOLYKUHS TS IPOBEACHHS OLICHKH O€30MacHOCTH U KaueCTBa He
COOTBETCTBYET TPEeOOBAHUIM




Kazakcran PecriyOnuKachIHbIH SJICKTPOHIbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penakumsnay kyHi
e AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
‘,‘ d' ' DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaakiuu
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

HaMMEHOBaHUE ¥ 0003HaUeHHEe HOPMATHBHOI'O JIOKYMEHTA Ha 3asBJICHHYIO IPOLYKIHIO
3. Ha ocHOBaHMH MOJTyYEHHBIX PE3yJIbTATOB JAOOPAaTOPHBIX HUCIBITAHUH NPEIbABICHHON MPOLYKIHU
BaMm oTka3aHo B 0)OpMIEHHUH CePTU(PUKATA COOTBETCTBUSA NPOXYKIHUH (TIPH CEPHU/TIapTHUN).

Ipunoxenwue: [TpoTokos(sr) ucnbrranuii N OT « » 20 rofia Ha __ JIMCTax.

[Toanucy ynoITHOMOYEHHBIX JIUI]

MOJINUCH ®.1.0. (mpu HaNUYIKN)

TOAINUCH @®.1.0. (mpn HanU4IHNM)
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[Ipunoxenue 5
K [IpaBriiam npoBeneHus
OLICHKM 0€30IacHOCTH
Y KauecTBa JIEKAPCTBEHHBIX CPEJICTB
U MEJIUIIMHCKUX U3JCIHH,
3apEeTUCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

dopma

MunucTepcTBo 3a1paBooxpanenus Pecnyoimku Ka3zaxcran

HaumeHoBaHue U ajpec IKCNEPTHON OpraHu3aluu

HAanMMCHOBAHHCEC, 3aABUTCIIA

JOJKHOCTh, UHULIMAI UMEHU U (paMuiIns
PYKOBOIUTENS

aJipec 3asBUTEIIS

Pemenne 00 oTkase B Bbliaue cepruguKaTa COOTBETCTBUS MPOAYKIHH
(npu 1eKJIapUpPOBAHUH)

OT « » 20 roma No

HAMMEHOBAHHUE SKCIIEPTHOM OpraHu3aluK
coobmaer:

1. Cornacno Barueif 3asiBke 0oT « » 20 roja npoBeieHa dKCIepTH3a JOKYMEHTOB
Ha OIIEHKY 0€30I1aCHOCTH U Ka4ecTBa 3asBICHHON IPOIYKIUH

HanMECHOBAHUE MTPOAYKIINH,

HOMEp CEepHH, pa3Mep MapTUH, HANMEHOBAHHE TPEIIPUATUSA-IIPOU3BOANTEIIS,
cTpaHa, Ne perucTpanoHHOTO yI0CTOBEPEHHS

2. CornacHo TIPUTTOKEHHBIM TOKYMEHTAM

HANMEHOBAHHE TOKyMCHTA
IpenssiBieHHas: IPOIYKLHS TS IPOBEACHHUS OLICHKH M O€30MacHOCTU U KaueCTBa HE COOTBETCTBYET
TpeOOBaHUIM




Kazakcran PecriyOnuKachIHbIH SJICKTPOHIbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penakumsnay kyHi

aKTiJ’IepI[iHUI)TaJ'IOH,I[LI 6a1<3;may OaHki Cakray KyHi
‘,‘ d' ' DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaakiuu
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

3. Ha ocHOBaHMU pe3ynbTaTOB SKCIEPTH3bI JOKYMEHTOB MPEIbsBICHHON MpoAyKuuu BaM oTkazaHo
B 0(pOpMIICHHU cepTH(HKATa COOTBETCTBUS IPOLYKIHUH (IIPU IEKJIAPUPOBAHHI).

HOIIHI/ICI/I YIIOJIHOMOYCHHBIX JIMIL

MO/IIHCH ®.1N.0. (mpu HaTUIKN)

HOJINUCH ®.1.0. (pu Hanu4um)



KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
e AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
. o ﬂ [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

1 Ka4CCTBa JICKAPCTBCHHLIX CPCACTB

[Ipunoxenue 6

K [IpaBriiam npoBeneHus

OILIEHKM 0€30MaCHOCTH

U MEJIUIIMHCKUX U3JICITHH,

3apEruCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

dopma

OTtuer OIICHKH yC.]IOBI/Iﬁ NMPOU3BOACTBA U CUCTEMBI o0ecrneueHHusl KauyecTBa npu

OII€CHKE 0e30macHOCTH U KauecTBa JJIEKAPCTBCHHDBIX CPEACTB

1. Pestome

HaunmeHoBaHue, afpec, peKBU3HTHI IPOU3BOACTBEHHOTO yYacTKa

JInuensusi(n)

Pe3tome nesTenbHOCTH OpraHUu3aui-IIPON3BOIUTENS

TIpoun3BoacTBO (hapMareBTHIECKHX CyOCTaH-
107071

HpOI/BBOI[CTBO JICKapCTBEHHBIX IIpe€napaToB

|

ITpon3BoACTBO MPOMEXKYTOUHBIX MIIH HEpac-
(hacoBaHHBIX («OaNK») JIEKapPCTBEHHBIX
CpencTB

|

dacoBka u yIakoBKa

Bgo3 (ummopr)

IIpou3BOACTBO 1O KOHTPAKTY

TIpoBenenne 1a0OPaTOPHBIX UCTIBITAHHUIA

Beinyck B peanu3anuio cepuu JeKapcTBEHHO-
TO Cpe/CTBa

o|yo|joyol o

HHoe

|

Jata(pl) mpoBeicHHS OLIEHKH YCIIOBHI MIPOM3BOCTBA U CUCTEMBI 0Oecmede-
HHS Ka4ecTBa

@®.1.0.(nipu HaJIMYKMHK) FKCTIEPTOB (YWICHOB KOMHCCHH), IOJKHOCTh

Homepa nuiieH3un Ha MpOU3BOJCTBO, cepTU(HKATOB cooTBeTcTBHI GMP

2. Broanas uHpOpMAaIys

KpaTKOC ONIMCaHUE OpraHu3any- IIPOU3BOAUTEIIA U IIPOU3BOACTBA

Jlata(p) peabIAyIINX HHCIIEKIITH

HanmMenoBaHne opraHu3anuy U CTPaHbl, IPOBOIUBILIEH HPEbIIYINNE HH-
CITEKIIH

OCHOBHBIE H3MEHEHNS, IPOU3OIIEIINE CO BPEMEHH MPEIbIIyIIeH HHCIIEK-
U1

OcHOBaHHe JUIs POBEAEHUS OLIEHKU YCIOBUH MPOU3BOICTBA U CHCTEMBI
o0OecrieueHust KauyecTna




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi

e. ‘ a .' .' DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

HpOI/ISBOZ[CTBeHHLIe 30HBI, IMOJICKAIIHNE OLICHKE yCHOBI/Iﬁ NIpoOU3BOACTBA U
CHUCTEMBI 00eCTICUCHUS KauecTBa

HepCOHa}I OpraHu3aluu-IIponu3BOANUTEIIA, y‘IaCTByIOIJ_II/Iﬁ B IPOBCACHUN
OLICHKH yCJ'IOBI/Iﬁ IIPOU3BOACTBA U CUCTECMBbI obecreueHms KauecTBa

HOKyMCHTH, IIOJaHHBIC OpFaHH3aHHBﬁ—HpOI/IBBO)II/ITeHCM J10 IIPOBEACHUS
OIICHKH yCJ'IOBI/Iﬁ TMIPOU3BOACTBA U CUCTEMBI obecrieueHmst Ka4eCTBa

3. HaGmronieHust 1 pe3ysibTaThl OLEHKH YCIOBHH IPON3BOJCTBA H CHCTEMBI 00CCIICUCHHUS KauyeCcTBa

YHpaBHGHI/IC Ka4y€CTBOM

Iepconan

[omemenns u 060pyroBaHKEe

JloxyMeHTanus

IIponsBoxcTBO

KOHTpOHL KaduccTBa

AchopanmBaﬂ JCATCIIBHOCTh

Pexnamaruu 1 oT36I1B TIPOAYKIUU

CaMOMHCITEKITUS

Peanuzauust 1 TpaHCIIOPTUPOBAHUE TPOLYKIIHU

OreHka J10cbe TIPOU3BOACTBEHHOI'O YJacTKa, €CJIM IPUMEHUMO

Paznoe

4. IlepeyeHb HECOOTBETCTBHIA™

Kputnueckue

Cy1iecTBeHHbIE

HecymectBenusie

5. IIpunoxenus

JloKyMEHTSBI 1/1u 00pasIbl, 0OTOOpaHHEIC B XOJI€ OLICHKH YCIOBHI Ipon3-
BOJZICTBA M CUCTEMBI 00€CIIeUeHN KauecTBa

6. PeKOMEHIALNK U 3aKIIFOUEHHE

Pexomennanuun

3aKiIoucHIe

*[Ipumevanue

«KpI/ITI/I‘-IeCI(OG HCCOOTBCTCTBUC) — 3TO HCCOOTBCTCTBUC, KOTOPOC BbI3bIBACT UJIN

MPUBOAUT K CYHICCTBCHHOMY PUCKY BO3MOKHOCTHU IIPONU3BOJACTBA JICKAPCTBCHHOI'O

cpeacTBa ormacHoOro AJjis1 3A0pOBbA U JKU3HH YCJIOBCKA.

«CYI]_IGCTBGHHOC HECOOTBCTCTBUCL» - 3TO HC KPUTUICCKOC HCCOOTBCTCTBHC,

KOTOPOC:

IIPUBEJIO K MMPOU3BOJCTBY WJIM MOXET IPUBECTU K IPOU3BOJICTBY

JICKAPCTBCHHOI'O CpEACTBA HC COOTBCTCTBYIOIICTO JOKYMCHTAM PETUCTPALIMOHHOI'O

A0CBC TAHHOI'O JICKAPCTBCHHOI'O CPCACTBA,




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
e AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
. o ﬂ [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

YKa3bIBa€T HA CYLIECTBEHHOE OTKJIOHEeHHE 0T CTaHaapTa HajylexKalleu
npou3BoAcTBeHHOM npakTuku (GMP), yTBepknenHoro npukasom Munucrpa
3IPaBOOXPaHEHUS U COMMAIBbHOTO pa3Butus Pecnybnuku Kazaxcran ot 27 mas 2015
rojia Ne 392 «O06 yTBepkIeHUHU HaUIeKaIKUX (papMaIieBTUHUECKUX TPAKTHK
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHOM perucTpaiii HOpPMAaTUBHBIX MPABOBBIX
akToB 1o Ne 11506);

YKa3bIBaeT HA CYIIECTBEHHOE OTKJIOHEHHE OT TPeOOBaHUI MHBIX aKTOB
3aKOHOJATENLCTBA B chepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB,;

YKa3bIBAE€T Ha HECIIOCOOHOCTh OPraHU3alUU-ITPOU3BOAUTENS JIEKAPCTBEHHbIX
CPEACTB OCYIIECTBIIATh CEPUNMHBIN BBIITYCK JICKAPCTBEHHBIX CPEACTB OAHOPOIHOTO
KayecTBa UM HECTIOCOOHOCTh Y IOJJHOMOYEHHOT'O JINLAa OpTraHU3allMU-IIPOU3BOIUTEIS
BBINIOJIHATH CBOU JJOJKHOCTHBIE 00S13aHHOCTH;

KOMOMHAIMsI HECOOTBETCTBUM, HU OJHO U3 KOTOPBIX CaMO IO ceOe He SIBIAETCS
CYIIECTBEHHBIM, HO KOTOPBIE B COBOKYITHOCTH MPEACTABIISIIOT CYIIECTBEHHOE
HECOOTBETCTBHE U JIOJIKHBI OOBACHATHCA U (PUKCUPOBATHCS B KAYECTBE TAKOBOTO.

«ITpoune HeCOOTBETCTBUS — ITO HECOOTBETCTBUE, KOTOPOE HE MOKET
KJIaCCU(PUIIUPOBATHCS, KaK KPUTUUECKOE WIIU CYIIECTBEHHOE, HO YKa3bIBAET Ha
oTtkioHeHue oT CTtaHmapTa HajjIeKaIel mpon3BoAcTBeHHOM pakTuku (GMP),
YTBEPKIAECHHOTO MPpUKa3oM MUHHUCTpaA 3paBOOXPAHEHUS U COILIMATBLHOTO Pa3BUTHS
Pecniybnuku Kazaxcran ot 27 mas 2015 roma Ne 392 «O06 yTBep:KACHUN HaJJICKAIITNX
dbapMaleBTHYECKHUX MPAKTUKY» (3aperucTpupoBaH B PeecTpe rocygapcTBeHHON
perucTpaury HOpMAaTUBHBIX IPABOBBIX akTOB 1o Ne 11506).

PyKOBOZlI/ITeJlb KOMHUCCHH

(moamuce) @®.1.0. (mpy HaIUYUK), TOIDKHOCTD
YJICHBI KOMUCCHUH:
(moxmuce) @®.1.0. (pn HanU4nM), TOHKHOCTD
(moamuce) @®.1.0. (npu HANMKUYKK), TOTHKHOCTD

C otuetom Komuccrnn o3HaKOMIIEH PyKOBOLlI/ITeJ'Ib WX YIIOJTHOMOYEHHOEC JIMIO OpraHu3aluun-
IIPOU3BOUTEIISL

(moamnuce) @®.1.0. (nmpu Hanuuum)
« » 20 roga




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi

e.zan

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

1 Ka4CCTBa JICKAPCTBCHHLIX CPCACTB

[Ipunoxenue 7

K [IpaBriiam npoBeneHus

OILIEHKM 0€30MaCHOCTH

U MEJIUIIMHCKUX U3JICITHH,

3apEruCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

dopma

OTtuer OIICHKH yC.HOBI/Iﬁ NMPOU3BOACTBA U CUCTEMBI o0ecrneueHHusl KauyecTBa npu

OIlCHKE 0€30IACHOCTH M KaYecTBA MeIUIMHCKUX M31eTHil

1. Pe3rome

HaI/IMeHOBaHI/IC, aapec, pCKBU3UTHI TPOU3BOACTBEHHOI'O y4acTKa

JInnensusi(un)

Pestome nesrenbHOCTH OpraHu3aluu-IIPpON3BOAUTECIIA

[IponsBozacTBO papMarieBTHUECKUX CyOCTaH-
ifsi%e

[Ipon3BOACTBO MEAUITMHCKUX M3ASIIUI

]

[Ipon3BOACTBO MPOMEKYTOUHBIX MIIN HEPAC-
(hacoBaHHBIX («OATK») MEAUIIMHCKUX U3CIHUI

|

dacoBka u yImakOBKa

BBo3 (ummopT)

HpOI/I3BOZ[CTBO I10 KOHTPAKTy

[IpoBeneHune 1a00pPaTOPHBIX UCTIBITAHUN

Brinyck B peanuzauuio cepuu MEJUIMHCKOTO
H3IEITUS

a|jojoyoa|o

Hnoe

|

Jarta(pl) mpoBeicHHS OLIEHKH YCIIOBHI MPOM3BOACTBA U CUCTEMbI OOecrede-
HHS Ka4ecTBa

@®.1.0.(ipu HaJIM4YKUN) SKCIIEPTOB (WICHOB KOMHCCHH), JOJKHOCTh

Howmepa nuiien3uu Ha pou3BOACTBO, cepTu(ukaToB coorBercTBis GMP
wm ISO13485

2. Broanas uHpOpMAaIys

KpaTKOC OIIMCaHUE OpraHu3any- IIPOU3BOAUTEIISA U IIPOU3BOACTBA

Jlara(pr) IpeabIayIIX HHCIIEKIIIH

HaunmenoBanue OpraHu3anvy U CTpaHbl, HpOBOIIHBIHefI NpeaAbIAYIINEC UH-
CIICKIIHH

OCHOBHBIE HU3MEHCHNS, IPOU3OIIE/IIINE CO BPEMEHH MPEIbLIyIeH HHCIIEK-
LUK

OcHOBaHUe JUIsl IPOBEAEHUS OLIEHKU YCIOBHUI MPOU3BOICTBA U CHCTEMBI
obecreueH s KauecTBa




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi

e. ‘ a .' .' DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

HpOI/ISBOZ[CTBeHHLIe 30HBI, IMOJICKAIIHNE OLICHKE yCHOBI/Iﬁ NIpoOU3BOACTBA U
CHUCTEMBI 00eCTICUCHUS KauecTBa

HepCOHa}I OpraHu3aluu-IIponu3BOANUTEIIA, y‘IaCTByIOIJ_II/Iﬁ B IPOBCACHUN
OLICHKH yCJ'IOBI/Iﬁ IIPOU3BOACTBA U CUCTECMBbI obecreueHms KauecTBa

HOKyMCHTH, IIOJaHHBIC OpFaHH3aHHBﬁ—HpOI/IBBO)II/ITeHCM J10 IIPOBEACHUS
OIICHKH yCJ'IOBI/Iﬁ TMIPOU3BOACTBA U CUCTEMBI obecrieueHmst Ka4eCTBa

3. HaOmroieHus u pe3ybTaThl OLIEHKH YCIOBHH MPOU3BOACTBA M CUCTEMBbI 0OECTICUeHHS KauyecTBa

YmpaBneHne Ka4ecTBOM

[epconan

[omemenus u 060pyIOBaHHE

JloxymeHTanus

[IpouzBoacTBO

KonTpons xauecTBa

AyTcopcuHroBas IesITeNbHOCTb

Pexnamanuu 1 OT3bIB IPOLYKIIUH

CaMOHHCIIEKIIHS

Peanusanus 1 TpaHCIOPTHPOBAaHKUE POAYKIUN

OreHKa J10che TIPOU3BOJACTBEHHOT'O y4acTKa, €CJIM MPUMEHUMO

Pa3noe

4. Ilepeuenp HECOOTBETCTBHUIT™

Kputnueckue

Cy1iecTBeHHbBIE

HecymectBenusie

5. [punoxenus

JlokymeHTBI W/uiu 00pasiibl, 0TOOpaHHBIC B X0/ OLCHKH YCIOBUM MPOH3-
BOJZICTBA M CHCTEMBI 00CCIICUCHHS KauecTBa

6. PexoMeHIa1lMy U 3aKJIIOUYEHNE

Pexomenganuu

3aKkioyeHue

*[Ipumevanue

«KpI/ITI/I‘IeCKOG HCCOOTBETCTBHUC» — 3TO HECOOTBCTCTBUEC, KOTOPOC BbIZBIBACT UIIN

IMPUBOAUT K CYHICCTBCHHOMY PUCKY BO3MOKHOCTH IIPOHU3BOJACTBA MCAUIIHMHCKOI'O
H3ICIHUs OIMAaCHOI'O JJIsA 3M0POBbS U )KU3HU YCJIOBCKA.

«CYHICCTBCHHOC HCCOOTBCTCTBUC» — 3TO HC KPUTHYCCKOC HECOOTBCTCTBUC,

KOTOpOE:

IMPHUBECJIO K MMPOU3BOACTBY WJIN MOKCT ITPUBECTU K IMPOU3BOACTBY MCIANIIMHCKOTI'O

HU3ACIINS HC COOTBCTCTBYIOIICTIO JOKYMCHTAM PETUCTPAIMOHHOIO JOCHC JAHHOI'O

MEJIMIIMHCKOTO M31CIIHSI;

yKa3bIBaeT Ha CYIIECTBEHHOE OTKJIOHEHUE OT cTanaapta [ISO13485 (GMP);




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.05.2019

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.05.2019

il CiN ?Tanogm,lﬁ Kﬁ)mponbmﬂﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 17.05.2019
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 28.05.2019

YKa3bIBaCT HA CYIIECTBEHHOE OTKJIOHEHHUE WJIN TPEOOBAHUIA MHBIX aKTOB
3aKOHOJIATENHCTBA B chepe oOpalneHusi METUIIMHCKUX U3JCIIN;

KOM6I/IHaHI/I$I HGCOOTBGTCTBHﬁ, HH OAHO M3 KOTOPBIX CaMO IIO cebe He ABgeTCA
CYIICCTBCHHLIM, HO KOTOPBLIC B COBOKYITHOCTH IMMPCACTABJIAIOT CYIICCTBCHHOC
HCCOOTBCTCTBUC U NOJI?)KHBI OOBSACHATHCI U (I)I/IKCI/IPOBaTBCH B Ka4CCTBC TAKOBOTI'O.

«ITpoune HECOOTBETCTBUS» — 3TO HECOOTBETCTBUE, KOTOPOE HE MOKET
KJIacCU(UIIMPOBATHCSA, KAK KPUTHUECKOE WIIM CYIIECTBEHHOE, HO YKa3bIBaeT Ha
oTkJoHeHue oT ctangapToB ISO13485 u (wim) ot Cranaapra Haanexamen
npoun3BoJIcTBEHHOM npakTuku (GMP), yTBepxkaeHHoro npukazoM MuHucTpa
3/IpaBOOXpaHEHUs U colaiibHOro pa3Butus Pecnyonuku Kazaxcran ot 27 mast 2015
rosia Ne 392 «O06 yTBepx)ACHUHN HaAJSKAIMKUX (apMaleBTUUECKUX TTPAKTUK
(3apeructpupoBaH B PeecTpe rocyjapcTBeHHOM perucTpalud HOPMAaTUBHBIX TPABOBBIX
akToB 11og Ne 11506).

PyKOBOZ[I/ITeJ'IB KOMHUCCHUH

(moamnuce) @®.1.0. (npu HaNU4MM), TOHKHOCTD
YJICHBI KOMUCCHH:
(mozmmck) @®.1.0. (mpu HanU4umM), 1OIHKHOCTD
(moamuce) ®.1.0. (mpu HaNMU4KM), TOHKHOCTD

C otyerom Komuccuu o3HaKOMIICH PyKOBOZlI/ITeHb WK YIIOJTHOMOYEHHOEC JIMIO OpraHru3alnuu-
IPOU3BOAUTEIISL

(moxmuce) ®.1.0. (pn Hanu4um)
« » 20 rojga




Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 17.05.2019

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.05.2019

. - a' [ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 17.05.2019
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 28.05.2019

[Ipunoxenue 8
K [IpaBriiam npoBeneHus
OLICHKM 0€30IacHOCTH
Y KauecTBa JIEKAPCTBEHHBIX CPEJICTB
U MEJIUIIMHCKUX U3JCIHH,
3apEeTUCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

dopma

MunucTepcTBo 3a1paBooxpanenus Pecnyoimku Ka3zaxcran

HaumeHoBaHue U ajpec IKCNEPTHON OpraHu3aluu

Ceprudukar cooTBeTCTBUS NMPOAYKIMHU (IIPH CEPUITHOM OLIEHKE)

« » 20 Ne
JIelCTBUTEIBHO JI0 « » 20 rofia IpH COOJIIOACHUH YCIOBHUI
XpaHEHHs

1. Hacrostmmit cepTudukar cooTBETCTBUS NPOAYKLIUH (IIPH CEPUIHON OLIEHKE) YIO0CTOBEPSIET,

YTO JOJDKHBIM 00pa3oM HACHTH(QUINPOBAHHAS IPOTYKIHS

HanMMCHOBAaHUE U THUII IIPOAYKIIUHA
IPOU3BECACHHAsA

CTpaHa, HAaUMEHOBAaHUE MPEANPUITHUS, PUPMBI
COOTBETCTBYET TpeOOBaHMAM O€30I1aCHOCTH M KaUECTBA, yCTAHOBICHHBIM B

HOPMaTHBHBIN(€) JOKyMEHT(bI)
2. 3asBUTEND

HaMMEHOBaHUeE, aJipec
3. CepruuKar COOTBETCTBHS MPOAYKIHHU (IIPH CEPUIHOI OLICHKE) BBIIAH HA OCHOBAHUH OTYETa
OLICHKHU YCJIOBHI IPOU3BOCTBA U CUCTEMBI OOECIICYCHHS Ka4eCTBa

u

nara [IPOTOKOJ1a(0B) UCTIBITAHUN

HanMCHOBaHHUEC aKerI[PITOBaHHOﬁ J'Ia60paTOpI/II/I, No aTTecrara aKKpeaAuTanun

4. lonosnHuTensHas MHGopManus




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
‘,.‘ d.' .' DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

HOJIHI/ICPI YIOJTHOMOYEHHBIX JIUL]

TIOJIITHCH @©.1.0. (npu Hanuuum)

MOJIMUCH ®.1.0. (npu HaNU4MM)



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.05.2019

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.05.2019

. - ﬂ [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 17.05.2019
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 28.05.2019

[Ipunoxenue 9
k [IpaBunam mpoBeneHust OIEHKH
0€30IacCHOCTH U Ka4eCTBa JICKaPCTBEHHBIX
CPEICTB M METMIIMHCKUX U3/ETHil,
3apETUCTPUPOBAHHBIX
B Pecnybnuke Kazaxcran

dopma

Munucrepcrso 3apaBooxpanenusi Pecnyosiuku Kazaxcran

HauMeHoBaHMe U aipec IKCNEPTHON OPraHU3aluu

[Tpunoxxenne
K cepTU(UKATy COOTBETCTBUS NPOAYKIUH (TIPU CEPUINHON OLIEHKE)
Ne

IlepeyeHb KOHKPETHOM MPOAYKIMH, HA KOTOPYIO PaCIPOCTPAHACTCS
aeiicTBHe cepTUPUKATA COOTBETCTBUSA NMPOAYKIHUHU (IIPH CEPUITHOM OLICHKE)

HauMeHnoBaHue 1 TUI MPOIYKIUH, CEPHs, CPOK TOJHOCTH, PazMep O003HaYeHHe HOPMATUBHOI'O JOKYMEHTa,I10 KOTOPOMY BBIITyCKaeT-
MapTHH, HAUMEHOBAHUE MIPEATIPHUATHS, HAUMEHOBAHHE TIPEIIPHSI- s IPOAYKIIHS
TUSA-TIPOU3BOANTENS, CTPAHA-IIPOU3BOTUTEIIS

[Toanucy ynoaHOMOYEHHBIX JIUI]

MOJMHUCH @®.1.0. (nmpu HannuuK)

TOAINUCH ®.1.0. (mpu Hanu4nmM)




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
e aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi Cakray KyHi
+ il CHN I DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

[Ipunoxenue 10
K [IpaBriiam npoBeneHus
OLICHKM 0€30MacHOCTH
Y KauecTBa JIEKAPCTBEHHBIX CPEJICTB
U MEJIUIIMHCKUX U3JCIHH,
3apEeTUCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

HepequL noxkasareJjei HOPMAaTHUBHOI'0 JOKYMEHTA

IIPH MIPOBECACHUH OLICHKH 0e30MacHOCTH M KavyecTBa JIEKAPCTBCHHBIX CPEACTB

Ne n HaumeHoBanue pasnena
/m
1. Kuxue nekapcTBeHHbIE (OPMBI IS TAPEHTEPATLHOTO IPUMEHEHUSI
1) Onucanue
2) Wnentudukanus akTHBHBIX BELIECTB
3) IIpo3paunocts
4) IIBeTHOCTH
5) pH
6) BakrepuanbHble 3HIOTOKCHHBI HIIH THPOTCHBI
7) CrepuIIbHOCTD
8) KonnyectBenHoe onpezenenue
9) YnakoBka
10) MapxkupoBka
11) Cpok xpaHeHHs
2. Cyxue 1exkapcTBeHHbIE (JOPMBI UL apEHTEPaTbHOTO IPHUMEHEHUS
1) Onucanue
2) Wnentudukanys akTHBHBIX BELIECTB
3) INokazaTenu kauecTBa pacTBoOpa:
IIpo3paunocTs
L[BETHOCTH*
KHCJIOTHOCTH (IIEI0YHOCTh) Wi pH
4) BakTepuanbHbie 9HIOTOKCHHBI UM MTUPOTE€HBI
5) CrepunbHOCTh
6) KonuuectBenHoe onpeeneHue
7) AKTHUBHOCTB
8) YnakoBka
9) MapxkupoBka
10) Cpoxk xpaHeHuUs
3. I'na3nble kamm
1) Onucanue




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

e. " a' .' DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

2) Wnentudukanys akTHBHBIX BEILECTB

3) [Ipo3pauHOCTh (JUIs1 pacCTBOPOB)

4) L[BeTHOCTB (JU1 pacTBOPOB)

5) KucnorHocTs niy menoyHocTs, wim pH

6) CrepuIIbHOCTD

7) KonuyectBenHoe omnpeneneHue

8) YnakoBka

9) MapkupoBka

10) Cpoxk XpaHeHHs (B TOM YHCIIE IT0CIIE BCKPBITHS)
4. XKupkue gexapcTBeHHbIC (OPMBI UL BHYTPEHHETO U HAPYKHOTO MIPHUMEHEHHS
1) Onucanue

2) Wnentudukarys akTHBHBIX BEILECTB

3) pH

4) ITnotHOCTH

5) Mukpo6HoIornueckas YuCTOTa M CTCPHILHOCTh
6) KonuuectBeHHOE onpeieneHme

7) YnakoBka

8) MapkupoBka

9) Cpok xpaHeHHs

5. Abspozonu

1) Onucanue

2) Wnentudukanys akTHBHBIX BEILECTB

3) KosnnuecTBo u3BIeKaeMbIX 103 B KOHTEIHepe
4) KosnuuectBenHoe onpeeneHue

5) YnakoBka

6) MapkupoBka

7) Cpok xpaHeHHs

6. Tabnerxu

1) Onucanue

2) Wnentuduxanys akTHBHBIX BEILECTB

3) CpenHsis Macca U 0IHOPOJHOCTh MacChl

4) Hctupaemocts

5) PacnagaeMocTh

6) Muxkpobuonoruyeckas Y4UCTOTa

7) KonuyectBenHoe omnpeneneHue

8) YnakoBka

9) MapkupoBka

10) Cpok xpaHeHHs

7. ITopouiku (cyxue JieKapcTBEHHbIE (GOPMBI 151 HAPY’KHOTO M BHYTPEHHETO IPUMEHEHHUS)
1) Onucanue

2) Wnentuduxanys akTHBHBIX BEILECTB

3)

OJHOPOAHOCTh MACChl MM OJJHOPOJHOCTh CONEPIKAHU (7151 TOPOIIKOB B OJJHOZ030BOM KOHTEHHEpE)




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

e. " a' .' DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

4) Macca coiep>KUMOro KoHTelHepa (/17151 HOPOILKOB B MHOTOJI030BOM KOHTEHHEpE)
5) CTepHIEHOCTD MIIH MUKPOOHOJIOTHYECKast YICTOTa
6) KonuuectBeHHOE onpeeneHme

7) YnakoBka

8) MapkupoBka

9) Cpok xpaHeHHs

8. Karicyner

1) Onucanue (B TOM 4uciie 000J0UKHU KaICyJIbl U COAEPKUMOTO)
2) W nentuduxarys akTHBHBIX BEILECTB

3) PacniajaeMocTh

4) Muxkpobuonoruyeckas Y4UCTOTa

5) KonnuectBeHHOE onpeieneHme

6) YnakoBka

7) MapkupoBka

8) Cpok xpaHeHHs

9. Cynmo3uropuu (meccapun)

1) Onucanue

2) W nentudukarys akTHBHBIX BEILECTB

3) CpenHsis Macca U 0THOPOJHOCTH MacChl

4) Muxkpobuonoruyeckas Y4UCTOTa

5) KonuyectBenHoe omnpeneneHue

6) YnakoBka

7) MapkupoBka

8) Cpok xpaHeHHs

10. Msirkue nexkapcTBeHHbIE (OPMBI

1) Onucanue

2) Wnentuduxanys akTHBHBIX BEILECTB

3) pH

4) CTepuIbHOCTh MM MUKPOOHOJIOTHYECKasi YUCTOTa
5) KonuyectBenHoe omnpeneneHne

6) YnakoBka

7) MapkupoBka

8) Cpok xpaHeHHs

11. Hacroiiku

1) Onucanue

2) Wnentudukanys akTHBHBIX BEILECTB

3) CoiepkaHue 3TaHOJIA UIIH OTHOCHUTEIIbHAS TNIOTHOCTh
4) Muxkpobuonoruyeckas Y4UCTOTA

5) KonuyectBenHoe omnpeneneHue

6) YnakoBka

7) MapkupoBka

8)

Cpok xpaHeHHs




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
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e. ." d' l DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

Penakumsnay kyHi
Cakray KyHi
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JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

12. OKCTPaKThI
1) Ornucanue
2) Wnentuduxanys akTHBHBIX BEILECTB
3) OTHoOCHTENbHAS ITIOTHOCTB WM COJEPIKaHNe ITaHONA (SKUAKUE SKCTPAKTHI)
4) KosnnuectBenHoe onpeeneHue
5) MukpoOuosoruueckast YucTora
6) YnakoBka
7) MapkupoBka
8) Cpok xpaHeHHs
13. JlekapCTBEHHOE PAaCTHTEIIBLHOE ChIPbE, COOPBI, (hacoBaHHAS TIPOYKIMS
1) Onucanue
2) Wnentuduxanms:
MAaKpOCKOIINS;
MHKPOCKOIIHS;
KaueCTBCHHBIC U/MIIH THCTOXUMUYECKHE PEAKIINH;
XpomartorpapuIecKue UCTIBITAHUS (TCX, Ta30Bas U BHICOKOd((GEKTHBHAS KUIKOCTHASI XpoMaTorpadus 1 Apyrue)
3) DKCTpaKTHBHBIC BEIIECTBA WIH KOIIMYECTBEHHOE OIpPEeAeIeHNE
4) MukpoOHoorHuecKas YuCToTa
5) KonuuectBennoe onpeznenenue™
6) YnakoBka
7) MapxkupoBka
8) Cpoxk xpaHeHuUs

* I[P HAJIMYHH I1OKA34aTCJII B HOPMATUBHOM JOKYMCHTC




Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 17.05.2019

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.05.2019
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[Ipunoxenue 11
K [IpaBriiam npoBeneHus
OLICHKM 0€30IacHOCTH
Y Ka4eCTBa JIEKAPCTBEHHBIX CPEACTB
1 MEAULUHCKUX U3JICIIUM,
3apEruCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

dopma

MunucTepcTBo 3a1paBooxpanenus Pecnyoimku Ka3zaxcran

HaumeHoBaHue U ajpec IKCNEPTHON OpraHu3aluu

Ceprudukar cooTBeTCTBHS NPOAYKIMHU (IIPU CEPUU/TIAPTHH)

« » 20 Ne
JIelCTBUTEIBHO JI0 « » 20 rofia IpH COOJIIOACHUH YCIOBHUI
XpaHEHHs

1. Hacrostumit cepTudukat cooTBETCTBUS NPOAYKIUUH (TIPU CEPUU/TIAPTUH) YAOCTOBEPSET, UTO

JOJIKHBIM 06p3.30M I/IL[eHTI/I(bI/H_[I/IpOBaHHaH TIPOAYKI U

HaumenoBanue 1 TUII TPOAYKIMY, pa3Mep MapTUH, CEPHs, CPOK TOJHOCTU

Ipou3BE€ACHHAas

CTpaHa, HAUMCHOBAHUE NPEATIPUATHS, HAUMCHOBAHUC NNPEATIPUATUA-IIPOU3BOAUTEIISA
COOTBETCTBYCT TpC6OBaHI/I$[M 0e30IacHOCTH U Ka4deCTBa, YCTaHOBJICHHBIM B

HOPMAaTHBHBIN(€) TOKyMEHT(bI)
2. 3asBUTEND

HaUMEHOBAHME, afipec
3. CepTu¢HKaT COOTBETCTBHS NPOXYKIUH (IPH CCPHUY/IAPTHH) BBIIAHO HA OCHOBAHHUH

MIPOTOKOJIa(0B) UCTIBITAHUI

HaMMEHOBaHME aKKpeIUTOBAHHOM(BIX) TabopaTopun(it), Ne aTrecraTa(oB) akkpeuranuu(ii)
4. JlononHuTENbHAS HHpOpMAIHST

[Toanucy ynoaHOMOYEHHBIX JIUI]

MOJMHUCH @®.1.0. (pu HaIU4MK)

MIOJIITUCH @®.1.0. (mpu HaNM9IHN)
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aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.05.2019
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[Ipunoxenue 12
K [IpaBriiam npoBeneHus
OLICHKM 0€30IacHOCTH
Y Ka4eCTBa JIEKAPCTBEHHBIX CPEACTB
1 MEAULUHCKUX U3JICIIUM,
3apEruCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

dopma

MunucTepcTBo 3a1paBooxpanenus Pecnyoimku Ka3zaxcran

HaumeHoBaHue U ajpec IKCNEPTHON OpraHu3aluu

Ceprudukar cooTBeTCTBHS NPOAYKIMHU (IIPHU AEKJIAPUPOBAHUN)

« » 20 r Ne
JIlelcTBUTENBHO JI0 « » 20 rofia IpH COOJTIOACHUH YCIOBHUI
XpaHEHHs

1. Hacrosiuuii cepTuduKaT COOTBETCTBUS NPOLYKIMH (IIPU IEKIAPUPOBAHUH) YAOCTOBEPSIET,
9TO JOJDKHBIM 00pa3oM HACHTH(QUINPOBAHHAS IPOTYKIHS

HanMMCEHOBAHUE U TUII IIPOAYKIIUU
IIPOU3BCJACHHAA COOTBCTCTBYET

CTpaHa, HAUMCHOBAHUEC IIPEATIPUATUS, q)HpMI;I
TpeGOBaHI/I}IM 6€30IMacHOCTH 1 Ka4eCcTBa

2. 3asgBUTEIb

HaNMEHOBaHHE, aJ]pec
3. Ceptu¢ukar cOOTBETCTBUS NPOAYKIHH (IIPU ACKIAPUPOBAHNH) BBIIAH HA OCHOBAHUH
cepTHduKaTa

GMP, Ne, nara Beigauu, cpok aeiictust wiu ISO 13485, No, naTa BbIa4uu, CpOK IE€HCTBHS

4. lononuutensHas HHGOPMALH

Tloamucu YIIOJIHOMOYCHHBIX JIMIL

MO/IMUCH ®.1N.0. (mpu HaTHIKN)

MOJIUCH ®.1.0. (mpu HanU4IKN)



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.05.2019

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.05.2019

il CiN 1Z))Talnogx—n,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 17.05.2019
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 28.05.2019

[Ipunoxenue 13
K [IpaBriiam npoBeneHus
OLICHKM 0€30IacHOCTH
Y KauecTBa JIEKAPCTBEHHBIX CPEJICTB
U MEJIUIIMHCKUX U3JCIHH,
3apEeTUCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

AJjroputrm oT00pa 00pa3uoB NPOAYKIUU

1. Anroputm 0TO0pa 00pa3IoB JIEKAPCTBEHHBIX CPEJICTB
OO0pa31el OTOMPAIOT OT KAXK0M cepuu (MapTHUN) JIEKAPCTBEHHOTO CPEJICTBA.

Y1akoBOYHYIO Tapy (SIIIHUKH, KOPOOKH, MEIIKH, OyThUIH, OapabaHbl) MOABEPTAIOT
Hapy>XHOMY OCMOTPY JUIS TPOBEPKU COOTBETCTBUS TPEOOBAHUSIM HOPMATHUBHOM
JIOKyMEHTAITUH.

OO0pa3ipl OTOMPAIOT TONBKO U3 HEMOBPEXKIEHHBIX, YKYTOPEHHBIX U
YIaKOBaHHBIX COTJIACHO HOPMATUBHOMY JIOKYMEHTY YIIaKOBOYHBIX Tap.

[Ipu or6ope 06pa3ioB MPUHUMAIOTCS] MEPHI MIPEIOCTOPOKHOCTH, YUUTHIBAS
TOKCHUYHOCTb, B3PBIBOOIIACHOCTh, OTHEOMACHOCTh, THTPOCKOITUYHOCTD JIEKAPCTBEHHBIX
CPEJICTB, a TAKXKe JIJIS TIPEJIOXPAHCHUS UX OT 3arpsi3HCHUH.

J1y1st mpoBeICHUST UCTIBITAHMSI JIGKAPCTBEHHBIX CPEJICTB, MEAUITMHCKUX U3ICTUI
Ha COOTBETCTBHE TPEOOBAHMSIM HOPMATUBHOTO JJOKYMEHTA IMPOBOIST
MHOT'OCTYIIEHYATBIA OTOOpP 00pa3IoB.

[Ipu MHOrOCTYNIEHUAaTOM 0TOOpE, 00pa3Lbl B KaXKJ0i CTyNEHU OTOMPAIOT
CJIy4aiiHbIM 00pa3oM B IPOMOPIMOHATIBHBIX KOJINYECTBAX U3 €AMHULl, OTOOpAaHHBIX B
IPEAbIAYIIEH CTYIIEHU. YHUCIIO CTYIIEHEN ONPENeIIIeTC BUAOM YIIAKOBKHU.

[lepBas cTyneHb: 0TOOp €IUHUIL YITAKOBOYHOM Taphl (SITUKOB, KOPOOOK, MEIITKOB,
OyThuIeH, OapabaHOB);

Bropas cTynenb: 0oTOOp yITakOBOYHBIX €IMHUIL, HAXOSIINXCS B YIIAKOBOYHOM
Tape (KopoOok, rakoHOB, OaHOK);

Tpetps cTyneHb: 0T00p NPOAYKIMU B IEPBUYHON yIIaKOBKE (aMILyJI, (pJIaKOHOB,
TyO, KOHTYPHBIX YIIAKOBOK).



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.05.2019

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.05.2019

il CiN ?;gnogﬂs;ﬁ ?;gp%nbnmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 17.05.2019
1y OINKN XCTaH B 2JICKTPOHHOM BHUJIC TlaTa ckaunBanus 28.05.2019

Jliist pacdeTa 0TOOpa KOIMYECTBA MPOAYKIIMHA HAa KaXKIOH CTYIICHH UCIIONIB3YIOT
dopmyry 0,4 Vn, re n - KOIHYECTBO 06PA3LOB JAHHOI CTYIICHH OXHON CepHH
(maptun). [TomydeHHOE B pe3ysbTaTe MmojcueTa no popmysie ApoOHOE YUCIIO
OKPYTJISIFOT B CTOPOHY YBEITUYESHHUS JI0 I[EJI0T0 YKCia, KOTOPOE JOJIKHO ObITh HE MEHEE
3 u He 6onee 30.

B ciiydae HerocTaTOYHOTO KOJIMUECTBA 00Pa310B ISl IPOBEICHUS UCIIBITAaHUS
IOBTOPHO OTOMPArOT 00pa3Lbl, KaK YKa3aHO BBILIE.

2. Anroputm oTO60pa 00pa3oB MEIUIIMHCKUX U3IETIUM

1) B mpouiecce orOopa 0Opa3ioB B 00I1IEM ClIy4ae yUUTHIBACTCS:
OJTHOPOJTHOCTH TAPTHUH;

MPEICTaBUTEIILHOCTh BEIOOPKH 1O COCTABY;

MIPEICTaBUTEILHOCTh BEIOOPKHU O KOJIMYECTBY;

COOTBETCTBHE 00Pa3IOB MACHTH(PUKAIMOHHBIM IMPU3HAKAM PO Ty KIIUH;

2) orOupaeMbie 00pa3Ibl MO KOHCTPYKIIMU, COCTABY U TEXHOJIOTUU U3TOTOBJICHUS
COOTBETCTBYIOT ITPOAYKIHH, IPEAHAZHAYCHHOM JJIsS pealnu3aluu;

3) BBIOOpKA 110 COCTaBY 00pa3OB OTPAKAET BCIO COBOKYITHOCTh OJTHOPOJAHOM
IPOAYKIMH, SBISIOLIENCS 0OBEKTOM OLIEHKH 0€30IaCHOCTH M KauecTBa C YYETOM
pa3auyuMs CBOMCTB OTAENbHBIX TUIOB (MapOK, pa3MEPOB, TUIIOB, MOJIEIIEHN ) TAKOM
COBOKYITHOCTH;

4) oOpa31ipl, 0TOOpaHHBIE I IPOBEICHUS UCTIBITAHUI HE BO3BPAIIAIOTCS
3aka3z4yuKy.



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.05.2019
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[Ipunoxenue 14
K [IpaBriiam npoBeneHus
OLICHKM 0€30IacHOCTH
Y Ka4eCTBa JIEKAPCTBEHHBIX CPEACTB
1 MEAULUHCKUX U3JICIIUM,
3apEruCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

dopma
AKT 0TOOpa 00pa310B NPOAYKIHH

oT« _ » 20 roaa Ne
3asBHUTEIb:

(HaMMeHOBaHUE OpPTraHM3allH, a1pec)
Anpec u Mecto otbopa:

OT160p npob npoussem:

®damunusi, UM, 0TYeCTBO (TMIPH €ro HATMYKMK) JIHIA, OCYIIECTBUBIIErO 0TOOP 00pa3ioB
AKT cocTaBlIeH:

Damuns, UMs1, 0TYSCTBO (IIPH €T0 HATMYHH) IIPEACTABUTENS IKCIIEPTHOM OpraHu3aIiu
WA TEPPUTOPHAITBHOTO JIeIapTAMEHTa TOCYIapCTBEHHOTO OpraHa
C yJacTHeM:

®damunusi, UM, 0TYECTBO (TIPH €ro HAJIMYHMH) 3asBUTEIIS WM €T0 MPECTABUTEIIs
OO0pa3ubl NpeIbSIBICHHON IPOAYKIIMN OTOOPAaHBI B COOTBETCTBUU C

(HauMEeHOBaHNWEe HOPMATHBHOTO JOKYMEHTA)
JUTSI ACTIBITAHHMH C LIEJIBI0 OIICHKH 0€30MaCHOCTH U Ka4eCcTBa

MIPOJYKLIUH
IIpomykuus nomydeHa mo:

(TOBapHO-TPAHCIIOPTHO HAKJIATHOM; /1 KBUTAHIMU No,

o KoHTpakTy Ne, nara; noroBopy Ne, nata)
IIpousBoaurens:

(cTpaHa, opran3anys (MHAUBHUIYaIbHBIN IPEATPUHIMATENb), aApec)
ITocTaBmuk:

(ctpana, opranuzanus (MHAUBUIYaJIbHBIA NPEANPUHUMATENB), aJpec)
OCMOTpPOM YCTaHOBJIEHO:

YcnoBust XpaHeHUs:

Bun u cocrosinue Tapsel, yakoOBKH, eMKOCTEH:




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

e. ‘s a' [ | DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi 17.05.2019

Cakray KyHi 28.05.2019
Jlara penakuuu 17.05.2019
JlaTa ckauMBaHHS 28.05.2019

Ham'mcn Ha YIIaKOBKEC U 3TUKETKax:

OOpa3sibl 0TOOpaHbI OT MPOAYKIUH, TPEAbIBICHHON 110 HAUMEHOBAHHEM:

HaumeHnoBanue o0pa3Los NpeabsiB- Enunnna us- Homep Pa3mep Hata Cpox KomnuectBo oToOpaHHBIX 00-
JIEHHOM TPOLYKIHU MepeHHs napTuu napTUx pous- TOZIHO- pa3LoB NPOLYKIHU
BOJICTBA cTU
1 2 3 4 5 6 7

KOHTpOJIBHBIe 06pa3u51 B KOJIMYCCTBAX, PABHBIX KOJINYCCTBY OTO6paHHBIX

00pa3IioB, oTieyaTaHbl M XPaHATCS B HAJUICKAIUX YCIOBUSIX B TEUCHHUE CPOKA ICUCTBUS
cepTuduKaTta COOTBETCTBUS MPOAYKIUU (TTapTUs/ cepusi) y 3asiBUTEIIS.

HpCZ[CTaBI/ITeJ'IL 3KCHCpTHOﬁ OpFaHI/I3aLII/H/I/

TEPPUTOPUATIBHOIO ACTIapTaMEHTa
YIIOJITHOMOYCHHOI'O OpraHa:

(nmoamuce)

3asBUTEID

@®.1.0.(npu HamU4IKN)

(moamnuce)

©.1.0.(1pu HaTM4YMK)




Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 17.05.2019

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.05.2019

. - a' [ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 17.05.2019
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 28.05.2019

[Ipunoxenue 15
K [IpaBunam nmpoBeaeHUs OLIEHKU
0€30MacHOCTH U KauecTBa
JIEKapCTBEHHBIX CPEJICTB U
MEIUIIMHCKUX U3JICIUH,
3apEeruCTPUPOBAHHBIX
B Pecnybnuke Kazaxcran

dopma
AKT npueMa-nepeaau o0pa3uoB NpOAYKUUH

OT«__ » 20 roga

3asBHUTENIb:

(HanMEeHOBaHME OPraHU3aIMH, aIpec)
Anpec u Mecto otbopa:

OT160p npo0 npou3ee:

@®.1.0. (mpn HaIM4YMK) JINIA, OCYIIECTBUBILETO 0TOOpP 00pas3IoB
OO0pas31bl IpeabABIEHHOH NPOAYKIHH OTOOPaHbl B COOTBETCTBHU C

(HaMMeHOBaHHE HOPMATUBHOTO JOKYMEHTA)
U1 NCTIBITAaHUH C LIEBI0 OLEHKH 6e30MaCHOCTH M Ka4eCTBa MPOLYKIHU
IIpomykuus nomydena mo:

(TOBapHO-TPAHCIIOPTHON HAKJIAHOI; YK/ KBUTAHIIH N,

o KoHTpakTy Ne, nara; norosopy Ne, nara)
IIponsBoaurens:

CTpaHa, opranu3anust (MHIUBUIyaIbHbIN TPEANPHHIMATEIb), apPeC
ITocTaBmuk:

(ctpana, opranu3anus (MHAUBHIYaIbHBIA IPEAIIPUHUMATEND), a[JPEC)

O6pa3I_ILI 0T06paHLI OT IIPOAYKIINH, HpCHBHBHGHHOﬁ 101 HAMMCHOBAHUCM !

HanmeHnoBanue o0pa31os npeabsiB- Enununa us- Howmep Pa3mep Hata Cpox KomnnuectBo 0T0OpaHHBIX 00-
JIEHHOI IPOyKIUH MEpeHUs apTHU HapTHU IPOM3- TOJTHO- Pas3IoB NPOSYKIUH
BOJICTBA CTH
1 2 3 4 5 6 7

KoHTposnbHbIe 00pa3iibl B KOJIMYECTBAX, PABHBIX KOJIMYECTBY OTOOPAHHBIX
00pa3IoB, ornevyaTaHbl U XPaHATCS B HAJICKAIINX YCIOBUSAX B TEUEHUE CPOKA ICUCTBUS
cepTuduKaTta COOTBETCTBUS MPOAYKIUH (TTapTUst/ cepusi) y 3asiBUTEIIS.

3asBHUTENb:

(moarmuce) ®.1.0.(ipu HaU4IHN)



Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

e‘.‘ d' ' DTaJOHHBIN KOHTpOHI)HI:Iﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

OO0pasibl NPUHSTHL:
IpencraBuTeNb KCIEPTHON OpraHU3alUuK

(moamuce) ®.1.0. (mpu Hanu4IMNM)

Jlara mprema oOpa3IoB 3KCIEPTHOW OpraHn3aIuei:
« » 20 T




e R e L A oo R 4
¢ CUNT  Dronomui sontpoma Gan ropustaa pasose skros araperasums 17052019
Jlata ckaunBaHUs 28.05.2019
[Ipunoxenue 16
K [IpaBriiam npoBeneHus
OLICHKM 0€30MacHOCTH U
KauecTBa JIEKAPCTBEHHBIX CPE/ICTB
U MEIAUITMHCKUX U3JICITHH,
3apETUCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran
MecTto HaHeceHus
3HaKa W/Wiu HoMepa aTrTecTara AKKpeIuTaIiuu
dopma

Munucrepcrso 3apaBooxpanenus Pecnyoauku Kasaxcran

HaumMeHOBaHMe rocyJapCTBEHHOM IKCIEPTHOM OPraHU3aluu

ATTECTAT aKKPEAUTALNH UCIIBITATEILHOM J1adopaTopun (Ne, CpOK neiicTBUA)

Anpec, Tejie(pOH IKCIEPTHON OPraHn3anuu (UCHbITATEJIbHOM J1a00paToOpuUn)

IIpoTokoJ ucnbITAHUN

Ne OT « » rozaa Crpanuna /Konmu4ecTBo JIMCTOB

3asiBuTENh (HAMMEHOBAHKE, aJIpec):

HaumenoBanue TIPOAYKIUU

Bug ucnerranmii:

OcHoOBaHUE:

HpOI/IBBO,HI/ITGHI), CTpaHa:

Cepusi, napTusi:

Jlata npou3BO/ICTBA: CpOK r'OJTHOCTH:

KonunuectBo 06pa3ios:

I[aTa Havalla 1 JaTa OKOHYaHHsA MCTIBITAaHUI:



Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 17.05.2019

e aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.05.2019
. = d' | OTajlOHHBIH KOHTPOJILHBII 6aHK HOPMATUBHBIX IIPABOBHIX AKTOB Jlata peaakiuu 17.05.2019

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE TlaTa ckaunBanus 28.05.2019
O603Ha4eHNE HOPMATHBHOTO JOKYMEHTA HA IPOAYKIHIO:
O603HaueHne HOPMATHBHOTO JOKyMEHTA Ha METO/IbI HCIIBITAHHIA:

Pe3y.]ILTaTbI HCNBITAHUH
Hanmenosanue noxasarenei TpeboBaHys HOPMATHBHOI'O JJOKYMEHTA Ha HPOLYKIIUIO T°C u BraxnoCTH (%)
1 2 3

3axmouenue: [IpencraBiennbie 00Opa3Lbl COOTBETCTBYIOT/HE COOTBETCTBYIOT
TpeOOBaHUSAM HOPMATUBHBIX JOKYMEHTOB. (HyXxHO€ moquepKHyTh)

HOI{HI/ICI/I YIOJITHOMOYEHHBIX JIUI]

(mOmKHOCTD) (moxmuce) &.1.0.(npu Hamm4IMUn)
(MOMmKHOCTB) (moxmuce) @®.1N.0.(npu Hamu4Iun)
(MOMmKHOCTB) (moxmuch) &.1.0.(ipu Hammumn)

IIpoToKo UCTIBITAaHUIT PACTIPOCTPAHSIETCS TOJIBKO Ha 00Pa3Libl, OABEPTHYThIC UCTIBITAHHSM.
TMonHast WM YaCTHYHAS [Iepereyarka MPOTOKOJIa NCIBITAHUI 63 TMCBMEHHOTO Pa3pEIICHHs SKCIICPTHON OpraHn3aIii
3amnpenieHa.



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.05.2019

aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.05.2019

. o ﬂ [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 17.05.2019
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 28.05.2019

[Ipunoxenue 17
K [IpaBriiam npoBeneHus
OLICHKU 0€30IaCHOCTH U
KauecTBa JIEKapCTBEHHBIX
CPEIICTB U METUIIUHCKHUX
W3J1CJIAN, 3aPETUCTPUPOBAHHBIX
B Pecnybnuke Kazaxcran

dopma

MunucTepcTBo 3a1paBooxpanenus Pecnyoimku Ka3zaxcran

HaumeHoBaHue U ajpec IKCNEPTHON OpraHu3aluu

[Ipunoxenue
K cepTU(UKaTy COOTBETCTBUS NPOAYKIUU (cepun/maptun) No

IlepeyeHb KOHKPETHOM NMPOAYKIMH, HA KOTOPYIO PACIPOCTPAHACTCS
aeiictBue cepruduKaTa COOTBETCTBUA NMPOXYKIUHU (CEPUU/TIAPTHH)

HaunmMeHnoBaHue 1 THI TPOTYKINH, CEPHS, CPOK TOJHOCTH, PasMep O0603Ha4YeHNE HOPMATUBHOTO JOKYMEHTA, 110 KOTOPOMY BBIITYCKaeT-
[apTHH, HANMEHOBAHUE MIPEANPHUATHS, HANMEHOBAHHE TIPEIIPHATUSL Csl IPOAYKIIHS
- IPOM3BOAUTEIS, CTPAHA-IIPOU3BOANUTEIL

Tloanucu YIOJIHOMOYEHHBIX JIUI]

MIOJITUCh ®.1.0. (mpu HANMM4NM)

MOJIUCH ®.1N.0. (mpu HaNnU4IKM)




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.05.2019

e aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.05.2019

. o ﬂ [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 17.05.2019
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 28.05.2019

[Ipunoxenue 18
k [IpaBunaM npoBeeHHs OLIEHKH
0€3011aCHOCTH U Ka4eCTBA JIEKAPCTBEHHBIX
CPEIICTB U MEAULMHCKUX U3JIEIUH,
3apeructpupoBaHHbIX B PecnyOnuke Kazaxcran

dopma

Munucrepcrso 31paBooxpanennusi Pecnnyosiuku Kazaxcran

HaumeHoBaHue u ajapec 3KCl'[epTHOI7[ OopraHmsanuu

[Ipunoxxenue
K cepTU(UKaATy COOTBETCTBUS MPOAYKLUU (TP AEKIapupoBaHUM) Ne

IlepeyeHb KOHKPETHOM MPOAYKIUH, HA KOTOPYIO PACIIPOCTPAHSIETCS
AelCTBHE cepTH(PHKATA COOTBETCTBHSA NMPOAYKIMHU (MPH AeKJIAPHPOBAHUH)

HaI/IMeHOBaHI/Ie, THUII, MapKa NpOAYKIHH, CEpHUs, CPOK I'OAHOCTH, pa3- O0o3HayeHKE HOPMATUBHOI'O JOKYMEHTA,II0 KOTOPOMY BBIITYCKaCT-
MEp NnapTuu, HAMUMEHOBAHUEC IPEANIPUATHUS, (bl/IpMLI—I/BI‘OTOBI/ITeJI}I, Cs1 NPpOAYKI U
CTpaHa-IIPOU3BOAUTCIIS

HOJIHHCH YIOJTHOMOYEHHBIX JIUI]

MOJITUCh ®.1.0. (mpu HaNM4IMN)

TIOAIUCH ®.1N.0. (pu HANU4UN)




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
e AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
. o ﬂ [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

[Ipunoxenue 19
K [IpaBriiam npoBeneHus
OIIEHKH 0€30MacCHOCTH

1 Ka4CCTBa JICKAPCTBCHHLIX CPCACTB

1 MEAULUHCKUX U3JICIIUM,
3apEruCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran

MunucTepcTBo 3a1paBooxpanenus Pecnyoimku Ka3zaxcran

dopma

HaumeHoBaHue U ajpec IKCNEPTHON OpraHu3aluu

HaI/IMCHOBaHI/Ie, 3as1BUTCIIA

JOJDKHOCTBb, MHUIIKMAJI NMCHHU 1 q)aMI/IJII/I}I

PYKOBOIUTENS

aJipec 3asBUTEIIS

Pemienne 0 npuoCTaHOBJIEHUN, OT3bIBE CEPTH(PUKATA COOTBETCTBUS NPOAYKIIUH

(ipu

CcepuU/NAPTUH), CEPTU(PHKATA COOTBETCTBHUS NPOAYKIUH (IIPH CEPUITHOH OLICHKE),

cepruduKaTa COOTBETCTBUA NPOAYKUUU (IIPH AEKJIAPUPOBAHNHN)

OT « » 20 roma Ne

HAaMEHOBAHKE 3KCIIEPTHON OpraHu3alun
€o001I1aeT:
1. CornacHo Baiueii 3asBke 0T « » 20__ roaa BblaaH cepTU(UKAT COOTBETCTBUS
MPOAYKIUMH (TIpU CEpUN/TIAPTHHU), CEPTUGUKAT COOTBETCTBUS HPOAYKLHUHU (IIPH CEPUITHOM OLIEHKE),
cepTH(UKAT COOTBETCTBHSA MPOAYKINH (IIPH JEKIapUPOBaHUH) (yKa3aTh HyxHOe) Ne
oT«___ » 20 romaHa

HanMEHOBAHUE NPOAYKIINH,

2. B cooTBeTcTBUH C

(yka3aTb OCHOBaHME)



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

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
JlaTa ckauMBaHHS

17.05.2019
28.05.2019
17.05.2019
28.05.2019

cepTu(UKaT COOTBETCTBUS NPOAYKLHHU (IIPH CEpUH/TIApTUH), CEPTH(UKAT COOTBETCTBUS MPOLYKLIHUU
(11pu cepuitHOl OLieHKe), cepTU(HUKAT COOTBETCTBHS NPOLYKIMY (IIPH JEKIapUpOBaHUN) (YKa3aTh
HY’>KHOE) IIPHOCTaHOBJIEHO, OTO3BAHO €T0 JeiicTBUE (YKa3aTh HYXKHOE) C « »

20 roja.

[Ipunosxxenwue:

(yKka3aTb JOKyMEHTBI, HA OCHOBaHUHU KOTOPBIX HPHOCTAHOBJICHO, OTO3BAHO
cepTH(HKAT COOTBETCTBHS IPOLYKIUH (IIPU CEPUH/TIAPTUH), CePTU(HUKAT COOTBETCTBU
MPOAYKIMH (TIPU CEpUIHHOM OLIEHKE), CepTU(HKAT COOTBETCTBUS
npoaykuuu (Tpu AeKJIaprupOBaHKH )

[Toanucy ynoaHOMOYEHHBIX JIUI]

MOJMNHUCH @®.1.0. (pu HanU4UK)

TOAIHUCH ®.1.0. (mpu Hanu4nm)
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