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Ipuxka3z MuHucTpa 3ApaBOOXPAHEHNUs U CONMAILHOr0 pa3Butus Pecnyoauku Kazaxcran
ot 26 HOos10ps1 2014 rona Ne 269
006 yrBepxaenun [lpaBui npoBeaeHus OEHKU 0€30IIACHOCTH U KAaYeCTBA JIEKAPCTBEHHbIX
CpPeACTB M MeIMUMHCKHUX U3/1eJHil, 3aperucTpupoBaHHbIX B Pecmyoiimke Kazaxcran
(¢ usmenenuamu no cocmosinuio Ha 17.05.2019 2.)

3azonosok uznoxcen 6 pedaxyuu npukaza Munucmpa 30pasooxpanenus PK om 17.05.19 2. No

KP JICM-82 (cm. cmap. peo.)

B cootBerctBum ¢ noamynktom 84) mynkTa | crateu 7 Komekca Pecny6nuku Kazaxcran ot
18 cenTsa6ps 2009 rona «O 310poBbe Hapoaa u cucreMe 3apaBooxpanenus» [IPUKA3BIBALIO:
Ilynxkm 1 uznooscen 6 peoakyuu npuxasa Munucmpa 30pasooxpanenuss PK om 17.05.19 2. Ne KP
JICM-82 (cm. cmap. peo.)

1. YTBepaute mnpumiaraemeie [IpaBuiia TpOBENEHUS OICHKH O€30MacHOCTH W KayecTBa
JICKaPCTBEHHBIX CPEIACTB W MEOUIMHCKUX W3AENul, 3aperucTpupoBaHHbIX B PecrnyOmmke
Kaszaxcran

2. KomureTy KOHTPOJIS MEAULIUHCKON U (apMalleBTUYECKOM AesSTEIbHOCTH MUHHCTEpCTBa
3IpaBOOXPAHEHUS W COIHMAIBLHOTO pa3BuTHsS PecnyOmmku KazaxctaH B yCTaHOBJICHHOM
3aKOHOJATEIBLHOM MOPsIKEe 00ECIEUNTh:

1) rocymapCTBEHHYIO DEIrMCTPAlMI0 HACTOSIIET0 MpUKa3a B MMHHCTEPCTBE HOCTUIIUU
Pecny6nuku Kazaxcran;

2) B TCUCHHE JIECATH KaJICHAAPHBIX JIHEU MOCJE TOCYIapCTBEHHON PErUCTPAIIMN HACTOSIIIETO
npukaza B MunuctepctBe roctunuu PecnyOnuku Kazaxcran nampaBieHue Ha oduUIIHAIbHOE
OIyOJIMKOBAaHWE B CPEJCTBAX MaccOBOM WH(pOpManuu U HHOOPMAIMOHHO-TIPABOBOM CHCTEME
«OIIETY;

3) pa3MelieHHe HACTOAIIEro MpUKa3a Ha  HUHTEpHET-pecypce  MuHHCTEpCTBa
3/IpaBOOXPAHEHHS M COIIMAILHOTO pa3BUTHs Hacenenus Pecyonuku Kasaxcran.

3. KonTpons 3a HCIOTHEHHWEM HACTOSIIETO IpPUKa3a BO3JOXKHTh Ha Buie-muHuCTpa
3/IpaBOOXPAaHEHUs U COIUANBHOrO pa3BuTHs Pecyonuku Kazaxcran Mycunosa C. P.

4. Hacrosimuii nmpuka3 BBOAUTCS B JEHCTBHE MO WCTEUEHUHU JECITH KAJICHIAPHBIX JTHEH
MoCJie THS €ro MePBOro OPHUIIMAIEHOTO OMYyOINKOBAHUS.

Munucrp T. dyiicenoBa

Ilpasuna uznooicenvl 6 pedakyuu npukasa Munucmpa 30pacooOXpaHenus U COYUAIbHO0
pazeumusi PK om 28.06.16 2. No 569 (cm. cmap. ped.); npuxaza Munucmpa 30pagooxpanenus
PK om 17.05.19 2. Ne KP J[CM-82 (cm. cmap. peo.)

YTBepKIACHBI

prKa3oM MHUHHUCTpA 3paBOOXPAHEHUS
U COIIMAJIBHOTO Pa3BUTHS

Pecnyonmmku Kazaxcran

ot 26 Hos6ps 2014 roga Ne 269

IIpaBuna
NMPOBeIeHUs OLIEHKHN 0€30MACHOCTH M Ka4eCTBA JIEKAPCTBEHHBIX CPeCTB U MeIMIMHCKHX
U3/1eJINil, 3aperucTpupoBaHubix B Pecnyosmke Kazaxcran

I'nasa 1. O0ume moJioKeHus
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1 Hacrosmue IlpaBuna mpoBeneHHS OIICHKH O€30MacHOCTH M KadecTBa JICKAPCTBEHHBIX
CPEICTB MU MEAULMHCKUX M3JESJIUN (Jlanee - MpOayKIMs), 3aperucTpupoBaHHbix B PecnyOnuke
Kazaxcran (nanee - IlpaBuna), ompenensioT MOPSIOK IPOBEACHHS OLEHKU OE30MacCHOCTH U
KauecTBa JICKAPCTBEHHBIX CPEACTB W MEAMIIMHCKUX M3JACNIUNA, 3aperucCTPUpPOBAHHBIX B
PecnyOnuke Kazaxctan, u pacnpocTpaHstoTcss Ha CyOBeKTbl B cdepe oOpaiieHus
JICKapCTBEHHBIX CPEACTB W MEIWIIMHCKUX W3ACIUi, TOCyIapCTBEHHBIH opraH B cdepe
oOpallleHusl JIEKApCTBEHHBIX CPEJCTB U MEAULMHCKUX H3JeIHi (nanee - rocyaapCTBEHHBIN
Opras), rocylapCTBEHHYIO SKCIIEPTHYIO OpraHHM3aluio B cdepe oOpalieHus JIeKapCTBEHHBIX
CPEICTB U MEIMIMHCKUX U3JENUi (J1aee - SKCIepTHas OpraHu3aIus).

2. Ouenka 0€30MacHOCTH M Ka4eCcTBa MPOAYKIIUH B COOTBETCTBUU C IIYHKTOM 2 cTathu 63-1
Konekca Pecriyonmuku Kazaxcran ot 18 centsops 2009 roga «O 310poBbe Hapoja U CUCTEME
31paBooxpaHeHus» (manee - Kogekc) OTHOCHUTCS K TOCYAapCTBEHHOM MOHOIOIMM U
OCYIIECTBIISIETCS  OKCHEPTHOM  opraHuzanueii - PecnmyOJaMKaHCKMM — TOCYIapCTBEHHBIM
NPEANPUATHEM Ha IIPABE XO3AWCTBEHHOIO BeneHUs «HanuoHaJbHBI LIEHTP HKCIEPTU3bI
JICKapCTBEHHBIX CPEICTB M MEAUIMHCKUX uzfenuit» Komurera KOHTpONs KauyecTBa U
0e30MacHOCTH TOBapoB M yciyr MwuHHCTepcTBa 3apaBooxpaneHus Pecnyomuku Kaszaxcraw,
UMEIONIECH HUCHBITaTeNbHBIE JAa00OPATOpPHH, AaKKPEAUTOBAHHBIE B MOPSAKE, YCTaHOBICHHOM
ab3anem nBa nyukra 3 crarbu 14 Kogekca.

3. OneHka 6€e30MacHOCTH U Ka4eCTBa MPOTYKIIUU OCYILIECTBISETCS C LENbIO:

1) noaTBep:k1eHUs1 O€30MIaCHOCTH U KayecTBa NMPOJLYKIUHU B IOCTPETUCTPALIMOHHBIN TIEPUOI;

2) TmNOATBEepXACHUS OE30IaCHOCTH M KayecTBa MPOAYKIMH, U3BATOM C pBIHKA
rOCYJapCTBEHHBIM OPTaHOM IIPU PEKIaMaIUAX, IPEIbIBISIEMbIX K KaUeCTBY MPOTYKIINH;

3) mnoaTBepkIeHUs OE30MacHOCTM M KadecTBa MPOJIYKIUH, H3IBATOM C pBIHKA
rOCy/1apCTBEHHBIM OPTaHOM C YYETOM PUCK-OPHUEHTUPOBAHHOIO MOJIX0/1A;

4) moATBepkAeHUs 0€30IMaCHOCTH U KadecTBa MPOAYKIIUHU MO pe3ylbraTtaM (hapMakoHaI30pa
JICKapCTBEHHBIX CPEICTB M MOHHUTOpHHTAa Oe30macHOCTH, 3(QQEKTHBHOCTH W KayecTBa
MEAUIMHCKUX W3]IEIHIA;

5) mpenorBparieHust ooparieHus GaabcuuInpoBaHHON MPOAYKIIMH Ha phIHKE PecmyOmnku
Kazaxcran.

4. Onnata ychayr MO TMPOBEAEHUIO OIICHKM OE€30MacCHOCTH M KadyecTBa MPOIYKIIUH
MPOU3BOJUTCS 3aABUTEIEM Ha CYET SKCIEPTHOM OpraHu3aluMyd B COOTBETCTBUU C II€HAMHU,
YCTaHOBJICHHBIMHU YIIOJTHOMOYEHHBIM OPIaHOM B 00JIaCTH 37paBOOXPAHEHHUS 110 COTIaCOBAaHUIO C
AHTUMOHOTIOJLHBIM OPTaHOM B COOTBETCTBHUH ¢ MyHKTOM 2 ctathu 63-1 Kogekca.

I'naBa 2. HOpﬂ)IOK MPOBECACHUSA OLCHKH 0€30MacHOCTH M KavyecTBa MNPOAYKIHH

5. OueHka 0€30MacHOCTH U KayecTBa MPOAYKIIMH OCYIIECTBISETCS Ha 3apEerUCTPUPOBAHHBIE
JIEeKapCTBEHHBIE CPEJICTBA U MeIULIMHCKUE u3nenus B Pecybnuke Kazaxcran 10 ux BhITycKa B
oOpailieHue, a Tak’Ke B COOTBETCTBUH C MYHKTOM 3 Hactosmux [Ipasui.

6. Onenke 0€30MacHOCTH U KadecTBa MOJBEpPraroTcsi BBo3uMbie B Pecrybminky Kazaxcran u
pou3BeleHHble Ha Tepputopun PecnyOomuku KaszaxcraH JnekapcTBEHHbIE CpeACTBa U
MEIUIIUHCKUE U3ENHSL.

7. Ouenka 0e30MacHOCTH M KayecTBa MPOIYKIMH OCYIIECTBISETCS OAHUM U3 CIEAYIOLIUX
CIOCOOOB:

1) cepuiinas oneHka 0€30MaCHOCTH U Ka4eCcTBa JIEKAPCTBEHHBIX CPEACTB, MPOU3BE/ICHHBIX B
YCIIOBUSAX, COOTBETCTBYIOIUX TpeOoBanusMm CraHmapTa HaAJeXaled MTpOU3BOJICTBEHHON
npaktuku (GMP) (manee - GMP), yrBepkaeHHOTO coriacHo noanyHKTy 115) myHkTa 1 crateu 7
Kogexkca ¥ MEAWIMHCKUX U3JENHNA, NPOU3BEICHHBIX B YCIOBHUSX, COOTBETCTBYIOIIUX
TpeboBaHusIM MexayHapoaHoro cranaapta [ISO 13485 wimu GMP;

2) orieHKa 0€30MaCHOCTU U Ka4eCcTBa KKIO0W cepuu (MapTUr) MPOAYKIIUH;
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3) nexnapupoBaHHe OE30MACHOCTH M KAaueCcTBa JICKAPCTBEHHBIX CPEICTB, MPOU3BEACHHBIX B
YCIIOBHSIX, COOTBETCTBYIOMUX TpeboBanusaMm crangapra GMP Pecnyonuku Kazaxcran wim GMP
EBpasuiickoro skoHomuueckoro coro3a (nanee - GMP PK nwin GMP EADC) unu tpeboBanusM
CTpaH peruoHa MexayHapoJHOH KOH(EpEeHLMH 110 rapMOHU3ALUU TEXHUYECKUX TpeOOBaHUN K
pEruCTpallMd  JIEKApCTBEHHBIX IpernaparoB Uit  MeauuuHckoro npumenenus (ICH),
ABJISIIOIIMNACS TOCY1apCTBOM, PETYJISATOPHbBIE OPraHbl KOTOPBIX BXOJAT B COCTAaB ydpenuTeneil u
noctossHHbIX uineHoB ICH (ctpanbel EBpomelickoro coro3a, Coenunennele IlltaTel AMepukw,
Snonus, Ilseiinapus, Kanaga) (mamee - GMP ICH), BBO3MMBIX MEIUIIMHCKUX W3JICTUH,
NPOM3BEACHHBIX B YCIOBHUSX, COOTBETCTBYIOIIMX TPEOOBAHUSAM MEXIYHApPOIHOTO CTaHIapTa
ISO 13485 w/umu EN ISO 13485 ceprudukarbl, KOTOPBIX BBIIAHBI aKKPEIUTOBAHHOW
opranusanueit oqHoi u3 ctpad Opraiu3alnnuy SKOHOMUYECKOTO0 COTPYAHUUYECTBA U PA3BUTHS IS
3apy0OexxHbIX pomn3BoauTenei (nanee - ISO 13485 OOCP, EN ISO 13485), unu GMP ICH, nns
OTEUECTBEHHBIX  I[POU3BOAUTENIEH MEIMLUMHCKUX H3AEIUMHA W  MEIUUMHCKUX W3JIENHH,
ABJISIIOIIMXCS  anmaparamMu, Npudopamu, 000pylOBaHMEM MEXIyHapoAHOro crangapra ISO
13485.

8. 3asBUTENIb CAMOCTOATENBHO BBIOMPAET CIOCOO MPOBEIACHUS OLIEHKH O€30MacHOCTH U
KayecTBa MPOIYKIUH.

9. OneHka 6€30MaCHOCTH U Ka4eCTBa NMPOJYKIHUN BKIOYAET:

1) 3akiroYeHHE JOroBOpa Ha MpoBeAcHUE PabOT MO OIeHKE Oe30MacHOCTH M KayecTBa
IPOAYKLMHM MEXAY 3asBUTENIEM U TOCYAApCTBEHHOM 3KCIEPTHOM OpraHu3anueil B COOTBETCTBUU
¢ ['pasxnanckum xonexcom Pecriyonuku Kazaxcran ot 27 neka0Ops 1994 rona;

2) mojavy 3asBKHM Ha MPOBEJCHHME OLICHKH 0€30IIaCHOCTU W KayecTBa MPOJYKLUU (nainee -
3asBKa) C MPUIOKEHUEM JOKYMEHTOB U MaTepHAIIOB, IPEAYCMOTpEHHBIX myHkTtamu 11, 12 u 13
Hacrosmux [IpaBui;

3) npoBepKy MOJHOTHI JOKYMEHTOB, IIPEIOCTABISIEMBIX IIPHU 0Ja4€ 3asBKU;

4) mpoBepKy AOCTOBEPHOCTH M CBEPKY HAaHHBIX B JOKYMEHTaX, IMPEJOCTaBISIEMbIX HpU
nojaye 3asBKM CO CBEACHUSAMHU B TOCYAAPCTBEHHOM pEECTpE JIEKApCTBEHHBIX CPEJICTB,
MeIuIUHCKUX u3nenuit Pecny6mnku Ka3axctan u npoayKiuu, Ipou3BOUTENE, IPOU3BOANUTEIIE-
yIaKOBIIMKE,  JIep)KaTele  PErucTPAallMOHHOIO  YJAOCTOBEPEHHUS,  CpPOKE  JIEHCTBUS
PETUCTPALMOHHOTO YIOCTOBEPEHUS;

5) ucnelTaHue o0pa3loB HPOAYKIIMM HAa COOTBETCTBUE HOPMAaTUBHOMY JOKYMEHTY IIO
KAaueCTBYy, 3a HUCKIIOYEHHMEM JIEKAPCTBEHHBIX CPEICTB M MEIMLUHCKHUX H3JAEIHH, KOTOpbIE
MPOXOJAT OLEHKY 0€30MaCHOCTH U Ka4eCTBA MyTeM JEKIapUpPOBAHHUS.

Ilomaya 3adBKM M JIOKYMEHTOB 3asBUTEJIEM OCYILECTBISETCS B JJEKTPOHHOM BHJIE B
MH(OPMaLIMOHHON CUCTEME IOCyIapCTBEHHON SKCIIEPTHON OpraHU3aliH.

ITaparpad 1. Ilopsinok noxaum 3asiBKH HA NPOBeICHUE OLIEHKH 0€30IaCHOCTH H Ka4eCTBA

10. 3asBuTENs MOCPEACTBOM HH(POPMALMOHHOM CHUCTEMbI TOCYIapCTBEHHOW SKCHEPTHON
OpraHM3ali TpEeACTaBIsAeT 3asBKy Ha INPOBEIACHHE OIEHKM O€30MacHOCTH U KayecTBa
HPOAYKIHMH 0 (hopMe corfacHO NpuiiokeHuto 1 k HactosmumM [Ipasuiam.

[Ipy mnomaue 3asiBKM Ha TMPOBEIEHUE CEPUIHONW OLIEHKH OE€30MacHOCTH U KadecTBa
IPOAYKIMH, CPOK JEUCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHUS COCTaBISET HE MEHEE ILIECTH
MECSIIEB CO JHS MOJauU 3asBKU.

11. K 3asBKe mpu NMpOBEACHUU CEPUIHOI OIEHKH O0€30MacHOCTH M KauecTBa MPOAYKLUHU
IPEOCTABIIAIOTCS HA IEKTPOHHOM HOCUTEIE:

1) Komus JMIEH3UU Ha 3aHATHE (apMalleBTUYECKON NESATEIBbHOCTHIO C COOTBETCTBYIOIIUM
NPWIOKEHWEM K JIMIEH3UW WM YBEIOMJICHUS O Hayajue JAEsTeIbHOCTH B COOTBETCTBHM C
3akonoM Pecny6nuku Kazaxcran ot 16 mas 2014 roma «O paspemieHUsIX U yBEAOMIICHUSIX)
(manee - 3akoH «O pa3pelIeHUsIX U YBEAOMICHUIX») (IPeAOCTaBIseTCsl OAUH pa3 U BHOCUTCS B
0a3y JaHHBIX SKCIIEPTHOW OpraHU3aINN);
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2) copaBka (mpou3BosibHAs (opMa) O HAJIWYMUU JOJITOCPOYHBIX KOHTPAKTOB Ha IOCTABKY
IPOAYKIIMH UJIU UX TIOCTOSIHHBIX ITIOCTABKAaX 10 OTACIIBHBIM KOHTPAKTaM;

3) komus wHOPMAMA O NPEANPUITHU-TIPOU3BOIUTENIC: JOChE IPOU3BOJACTBEHHOMN
IUIONIAJIKM € YYETOM IPOM3BOJACTBEHHBIX IIIOIIANOK, OCYIIECTBISAIOIIMX BCE  ATaIlbl
IIPOM3BOJICTBA U KOHTPOJII KAauyecTBa, JUIsl MEOUIMHCKUX M3JENIUHA J0Che MPOU3BOACTBEHHOMN
IUIOUIA/IKU UM PYKOBOJCTBO IO Ka4€CTBY;

4) 1y BBO3MMBIX JIEKAPCTBEHHBIX CPEJICTB - HOTAPUAIBHO 3aCBUJECTEIBLCTBOBAHHAs WJIU
arloCTUJIMPOBaHHAs B COOTBETCTBUM € TpeOOBaHMAMU ['aarckoil KoHBeHIIMH OT 5 OKTsA0ps 1961
rona «llepedueHb rocynapcTs, MPU3HAIOIIMX AMOCTUIILY» (Haynee - ["aarckasi KOHBEHIIMS) KOTIHS
ceprudukata GMP, s nekapcTBEeHHBIX CPEACTB, IPOU3BEICHHBIX HA TeppuTopuu PecyOmnuku
Ka3zaxcran - HoTapuanbHO 3aCBUACTEILCTBOBAHHAS KONMS JOKYMEHTA, IOJITBEPKIAIOLIETO
COOTBETCTBUE IPOM3BOJCTBEHHON Iomanku TpedoBanusm GMP Pecnyonmukn Kazaxcran
(mpenocTaBisieTcss OAMH pa3 M BHOCUTCS B 0a3y JaHHBIX AKCIEPTHON OpraHu3aluy, IpU
HocjaeyomeM o00pameH!H PeJ0oCTaBIAeTCs KOMUs T0KyMEHTa);

5) HOTapuagbHO 3aCBUJCTEIILCTBOBAHHAS WJIM allOCTUJIMPOBAaHHAs B COOTBETCTBUU C
TpeboBanussMu [aarckoit kouBeHmuu konus ceptudurara [ISO 13485 wmm EN ISO 13485 wim
GMP nns MEIMUMHCKUX M3A€Iul (IIPEelOoCTaBIAETCS OJUH pa3 U BHOCUTCSH B 0a3zy JaHHBIX
SKCHEPTHOW OpraHu3alud, IMpH [OCIEAYIOIeM OOpalleHUH MpeJoCTaBIsIeTcsl KOMUs
JIOKYMEHTA).

12. K 3asiBke npu NpoBEJCHUM OLIEHKHU OE30MaCHOCTH W KauecTBa KaXJIOW cepuu (IMapTHH)
HIPOAYKIMH MPEAOCTABISIFOTCS HA AJIEKTPOHHOM HOCHUTEJIE:

1) Konus NULEH3UN Ha 3aHATHE (apMalleBTUYECKON AESTEIbHOCThIO C COOTBETCTBYIOIIUM
OPWIOKEHNEM K JIMUEH3UUM WM YBEAOMJICHHS O Hayajle JAEATEIbHOCTH B COOTBETCTBUU C
3akoHOM «O pa3peleHHsX U yBeJOMIECHUAX» (MPeAOoCTaBIseTCs OAMH pa3 U BHOCUTCS B 0azy
JAHHBIX 3KCIEPTHOW OpraHU3alun);

2) xonus cepTuduKaTa KayecTBa IPOAYKIUH OT IPOU3BOAUTEIIS;

3) U1 JeKapCTBEHHBIX IMPENaparoB: BAKIUH, CBIBOPOTOK, OakTeprodaroB, aHATOKCHHOB,
QJIGPreHOB U IpernapaTtoB KpoBM, BBO3MMbIX B PecmyOnmuky KazaxcraH, Q0mOJHHUTEIbHO
NPEOCTABIACTCS KONMUS CepTU(UKaTa KayecTBa CEpUH, BBIIAHHOTO JIAOOpaTOpPHEH CTpaHbI
IPOM3BOUTENS WM O(UIIMAIEHON JTabopaTopHel, YIIOJIHOMOYEHHOW PEryyisaTOpPHBIM OpPraHOM
MPOBOAMBIINN KOHTPOJIb KAU€CTBA C LIEJIbI0 BHIMTYCKA CEPUM Ha PHIHOK;

4) xonus cepTU(UKaTa O MPOUCXOXKICHUN TOBapa JUIsl BBOSUMBIX JIEKAPCTBEHHBIX CPEACTB U
MEAUIIMHCKUX U3]IEIH;

5) xomnus HaKJIAAHOM, cueT-PaKTypbl UM UHBOICA;

6) Komusl TaMOXXEHHOW JIeKJapalliy Ha MPOAYKIMIO (3JIEKTPOHHAs), 3aBEpEeHHasi OTTHCKOM
NeYaTy 3asBUTEINS, 32 UCKIIOYEHUEM NPOAYKIHH MPOU3BEJCHHON M BBO3UMOM M3 IOCYHApPCTB-
4IeHOB EBpa3suiickoro 5JKOHOMHUYECKOIO CO03a;

7) Komusl KOHTpakTa (JOroBOpa) Ha IMOCTAaBKy (IIPU BBO3€) JIEKApCTBEHHBIX CPEJCTB U
MEAUIMHCKUX U3JIEIHH;

8) cmpaBka (mpou3BoJibHas (opMa) O HATUYMU TOTOBBIX K peaH3alMU JIEKapCTBEHHBIX
CPEICTB, MEIULIMHCKUX U3JIEINN, YKa3aHHBIX B 3asBKE (TOJBKO JJIS JIEKAPCTBEHHBIX CPEICTB U
MEIMIUHCKUX U3AETNi, Ipou3BeIeHHbIX Ha TeppuTopun Pecniyonuku Kazaxcran).

13. K 3asBKe Npu NPOBEIEHUU OLIEHKH OE30MaCHOCTH W KadecTBa MPOAYKIHUH IyTeM
JEKJIapUPOBAHUS NIPENOCTABIISIFOTCS HA SIIEKTPOHHOM HOCHUTEJIE:

1) xonus NMHUIIEH3UM Ha 3aHATHE (apMaleBTUYECKOU AESITETbHOCTHIO C COOTBETCTBYIOIIUM
IPWIOKEHUEM K JIMLIEH3UU WM YBEJOMJIEHHS O Hayajle JAEITEIbHOCTH B COOTBETCTBUHM C
3akoHoM «O pa3penieHusIX U yBEIOMIICHUSIX» (MPeJoCTaBiseTCsl OJIMH pa3 U BHOCUTCS B 0a3y
JTAHHBIX SKCIIEPTHOI OpraHu3alumn);

2) g BBO3UMBIX JIEKAPCTBEHHBIX CPEJCTB - HOTapUalIbHO 3aCBUJECTENICTBOBAHHAS WIIU
aroCTHJIMPOBAaHHAS B COOTBETCTBHM C TpeOoBaHMAMU ["aarckoif KOHBEHIIMM KOIUS cepTH(HKaTa
GMP ICH; nns nexapCTBEHHBIX CpEICTB, MPOU3BEIEHHBIX Ha TeppuTopun PecnyOnuku
KazaxcraHn - Komus [OKyMEHTa, THOATBEP/KIAIOLIETO COOTBETCTBUE IPOM3BOICTBEHHOMN
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wiomaaku GMP PK nmn GMP EADC (mpenocraBisieTcsi OAMH pa3 U BHOCHTCS B 0a3y JaHHBIX
OKCHEPTHOW OpraHu3alui, IpH IOCIEAYIOIIEM OOpallleHUH MpeJoCTaBIsAeTCs  KOMUS
JIOKYMEHTA);

3) g BBO3MMBIX MEAMIMHCKUX M3AEIMH - HOTapUaJbHO 3aCBUIETE/ILCTBOBAHHAS WIIU
aTnoOCTHJIMPOBAaHHAS B COOTBETCTBHH C TpeOoBaHMAMU ["aarckoil KOHBEHIIMM KOMUS CepTH(HKATa
ISO 13485 O3CP umm EN ISO 13485 nnu GMP ICH, 11 MeIUIIMHCKUX U3ICITUN, SIBIISFOIIMXCS
anmaparamu, npubopamu, obopynoBanuem ceptudukarel [ISO 13485 (mpemocraBusieTcst oauH
pa3 U BHOCHTCA B 0a3y JaHHBIX SKCIEPTHOM OpraHu3aliu, NpU MOocIenyroleM oOpalieHun
IIPEIOCTABIISAETCS KOMMSI JOKYMEHTA), JJIl MEAMIMHCKUX M3EJINN, B TOM YHCIE SIBISIFOIIUXCS
anmaparamu, npuOopamu, oOOpYyJOBaHHEM, HPOM3BOIMMBIX Ha TeppuTopuu PecmyOmauku
Kazaxcran - konuto ceprudukara [ISO 13485;

4) xonus AeKJIapanyy O COOTBETCTBUM MPOAYKIUHM COMIACHO IPUJIOKEHUIO 2 K HACTOALIUM
IIpaBunam;

5) xomnus cepTudUKaTa Ka4ecTBa MPOIYKIIMU OT IPOU3BOIUTES;

6) Komusg JOKyMEHTa O Ha3HAYEHWM YIOJHOMOYEHHOIO JHIa IPOU3BOAMUTENS WIH
JIOBEPEHHOCTH HA YIOJHOMOYEHHOE JHMIO AUCTPUOBIOTOpPCKOW KommnaHuu PecnyOnuku
Kazaxcran uist 1eKapCTBEHHBIX CPEACTB U JJOBEPEHHOCTU OT MPOU3BOAUTEINS AJIi MEIULIUMHCKUX
U3Jenuil O MpeNoCTaBICHWU IpaBa IOANUCU Ha JEKJIapaluu Oe30MacHOCTH M KayecTBa
IPOAYKIMH (IPEAOCTABISAETCS OMH pa3 U BHOCUTCA B 0a3y IaHHBIX SKCIIEPTHOW OPraHU3aINN );

7) Ui JeKapCTBEHHBIX IMPENapaTroB: BaKLMH, CHIBOPOTOK, OakTepuo(daroB, aHATOKCHHOB,
QIJICPreHOB W TIperapaTtoB KpPOBH, BBO3MMBIX B PecmyOnmuky Kazaxcran, AOMOTHHUTEIHHO
IPEOCTaBIIsAETCS. KONUS cepTU(UKaTa KayecTBa CEpUH, BBLIAHHOIO J1abopaTopueil cTpaHbl
OPOM3BOAUTENST WO  WHOW  OPUUIMAIBHOW  CepTU(PHUIMPOBAHHOW  J1abopaTopuei,
YIOJIHOMOYEHHBIMU DPETYJISATOPHBIMU OpraHaMH IPOBOJUTH KOHTPOJIb KayecTBa C IEJIbIO
BBIIYCKa CEPUU Ha PHIHOK;

8) xomus ceprudUKaTa MPOUCXOXKACHUS MPOAYKIUH s BBO3UMBIX JIEKapCTBEHHBIX
CPEICTB U MEIULIMHCKUX U3EIUM;

9) xonus HaKJIagHOH, cyeT-(haKTypbl WM MHBOMCA;

10) xonusi TAMOKEHHOM JEKIapaluy Ha IPOAYKIHIO (JIEKTPOHHAs), 3aBEPEHHAs] OTTHCKOM
NeYaTy 3asBUTEINS, 32 UCKIIOYEHUEM NPOAYKIHMH MPOU3BEAECHHON M BBO3UMOM M3 IOCYHApPCTB-
4IeHOB EBpa3suiickoro 5JKOHOMHUYECKOIO CO03a;

11) komust KOHTpakTa (IOroBOopa) Ha IOCTaBKY (MPH BBO3€) JEKAPCTBEHHBIX CPEACTB U
MEAUIIMHCKUX U3]IEIH;

12) cmpaBka (mpou3BosibHas (opMa) O HAJMYUM TOTOBBIX K pealM3allii JIEKapCTBEHHBIX
CPEICTB U MEIULIMHCKUX U3JIEIHM, YKa3aHHBIX B 3asBKE (TOJIBKO JJIsl IEKaPCTBEHHBIX CPEJCTB U
MEIMIUHCKUX U3AETINH, TpOoU3BeIeHHbIX Ha TeppuTopun Peciyonuku Kazaxcran);

13) konusi cepTUUKaTa Ha COOTBETCTBHE TPEOOBAHUSAM HaJUIEKalIeH AUCTPUOBIOTOPCKOM
OPaKTUKA Ui  ONTOBOM  peanu3anuu JiekapcTBeHHbIX cpeactB  (GDP), mo d¢opme
npenycMoTpeHHoH [IpaBuiiaMy MHCIIEKTUPOBaHUS B cepe 0OpallleHHsl JIEKapCTBEHHBIX CPENICTB
U MEIUIMHCKUX M3JeIMHA, YTBEPXKAEHHBIMU HpPUKa3oM MUHHUCTpa 3/paBOOXpaHEHUS
Pecnny6nmuku Kazaxcran ot 19 mosiops 2009 roma Neo 742 (3apeructpupoBan B Peectpe
roCyJapCTBEHHON perucTpanuy HOpMaTUBHBIX PABOBBIX aKTOB 1oj Ne 5942).

14. B cinydae mpenocTaBleHHsT HE IOJHOIO MakKeTa JOKYMEHTOB, IPEIyCMOTPEHHBIX
nyakrtamu 11, 12 u 13 nHacrosummx IlpaBwi, oOHapyXeHUS HEJOCTOBEPHOH HH(pOpMaIHH,
HECOOTBETCTBHS JJaHHBIM ['0Cy1TapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEACTB U MEIULIMHCKUX
U3JIeNuil, SKCepTHas opraHuzanus B TedeHue 10 KaleHAapHBIX JHEH cO JHA TOCTYIUICHUS
3asBKM HAMpaBJseT 3asBUTENI0 MOCPEACTBOM HHGOPMAIMOHHON CHUCTEMBI yBelOMIIEHHE (B
IpOU3BOJILHON (opMme) 00 yCTpaHEHHH COOTBETCTBYIOIIMX 3aMeuaHHi. 3asBUTENb B CPOK He
6osee 10 KaneHTApHBIX AHEH CO JTHSA MOJIYYCHHS YBEIOMJICHHS, HE BXOJIAIIMNA B OOIIMI CPOK
IPOBE/ICHUS] OLIEHKU O€30MacHOCTH M KayecTBa JIEKAPCTBEHHBIX CPEACTB M MEAULIUHCKUX
U3JIeIUHA yCTpaHseT COOTBETCTBYIOIINE 3aMeUaHusl.
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B cnyuae He ycTpaHeHus: 3aMedaHnii 3asBUTENIO B TeueHue 10 KaneHgapHbIX THEW BbIIACTCS
perieHre 00 oTKa3e B BbIJave cepTU(UKATAa COOTBETCTBHS MPOAYKIIUMHU (P CEPUITHOM OICHKE)
no ¢opMe COrJacHO MPUIOKEeHWIO 3 K HactosmmM llpaBunam w/unm pemeHus o0 OTKaze B
BbIJIaue cepTU(HUKaTa COOTBETCTBUSA MPOAYKIMHU (TIpu cepuw/ mapTuu) 1mo Qopme coriacHo
npuioxennio 4 k HactosmmM [IpaBunam w/munm pemieHuss o0 OTKase B BbIJaue cepTH(HKATa
COOTBETCTBUSl NPOAYKUMU (TpU JEKIapUpOBaHUU) MO (OpMe COrIacHO MPUIOKEHUI0 5 K
Hacroawmm [IpaBuiiam.

15. B ciny4ae BbISIBICHHS HECOOTBETCTBMM IO YMAKOBKE U MAapKUPOBKE 3asBUTEINb MOJAET
3asBKy Ha MPOBEJCHHE TMPOLEAYypbl BHECEHUS M3MEHEHHUU B PErHCTPAllMOHHOE JOChE B
cootBercTBUU nyHkTamMu | u 3 crateu 63 Kopekca mocie moiydeHus peiieHusi o0 oTkaze B
BbIIaye cepTuduKaTa COOTBETCTBUS MPOAYKIUU (IIPU CEPHITHON OIeHKE) MO (hOpME COTIIACHO
npuiokeHnto 3 K HactosumM llpaBunam w/mim pemeHusi o0 oTkase B BblIade cepTUdHUKaTa
COOTBETCTBUSI MPOAYKIUHU (IIpH cepuu/ mapTuv) mo (Gopme CcoriaacHO NPHUIIOKEHUI0 4 K
HactosauuM [IpaBunam.

[To pe3ynbratamM BHECEHHBIX M3MEHEHHUM B PETUCTPAIMOHHOE JIOChE 3asiBUTENH MOBTOPHO
MPEIOCTaBIIsET 3asBKYy Ha IMPOBEIEHUE OIEHKM O€30MacHOCTH U KadecTBa MPOAYKLHUU C
IPUJIOKEHUEM TaKeTa JIOKYMEHTOB, IPEeyCMOTPEHHbIX nyHKkTamu 11, 12 HacToamux [IpaBu.

[Ipy HeBHeceHUM 3asBUTENIEM B TE€UCHHE IIECTH MECSIIEB M3MEHEHUU B PErHCTPAIIMOHHOE
JIOChE TI0 YIMaKOBKE W MAapKHUPOBKE B COOTBeTCTBMM ¢ myHKTamu | u 3 crateu 63 Konekca,
JKCIIePTHAsl OpraHM3allisl HAIpPaBIsSE€T COOTBETCTBYIOUIYI0O MH(GOPMAIUIO B TOCYAapCTBEHHBIN
OpraH O HEOOXOJUMOCTH  YHHYTOXKEHUsS  (YTWIHM3AIlMM) MPOAYKIMH B  TOPSIKE,
npexrycMOTpeHHoOM cratbei 79 Kozgekca uiu o Bo3BpaTe MPOAYKIUN TPOU3BOIUTEIIIO.

IMaparpad 2. [lopsinok npoBeieHUs CePUITHOM OLIEHKU 0€30MACHOCTH M KaYecTBa
NPOAYKINH

16. Ilpu mpoBeaeHNH CepUiTHON OIIEHKH 0€30MaCHOCTH M KaueCTBa MPOAYKIIMH IPOBOISTCS:

1) oneHka ycioBHil IPOU3BOACTBA M CUCTEMbI OOECIIEUEHUsI KauecTBa WM MPU3HAHUE IS
npousBonuteneit PecnyOnukn Kaszaxcran pe3ynbTaToB OIEHKM YCIOBHH TNPOU3BOCTBA,
MIPOBEJICHHOW B MOCJIEAHUE TPU IoJia IPU roCy1apCTBEHHON PETUCTPALINN;

2) wucobiTaHhe o00pa3loB MPOAYKIMH, 32 HUCKIIOYEHHEM MEIUIIMHCKUX —H3/eIHi,
ABIISAIOLMECS alapaTaMu, IpUOopaMu 1 000pyI0BaHUEM.

CepuiiHas oreHKa 0€30MaCHOCTM M KayecTBa NMPOAYKIMU NMPOBOAMTCA B CPOK He Ooiee
JeCATH KaJICHAApPHBIX JAHEH CO THS IMOJa4yM 3asBKH, B CPOK IPOBEACHUS CEPHIHON OIEHKU
0€30MaCHOCTH M KauecTBa MPOAYKIMH HE BXOIUT BpeMs OpPraHU3allMM U NPOBEJCHUS OLEHKa
YCIIOBUM TPOU3BOJCTBA M CUCTEMBbI OOECIeUeHMs] KadecTBa, a TAaK)K€ HCIBITaHHS 00pa3lioB
HPOAYKIUH.

17. OueHkKy ycCIOBUNM TPOU3BOJACTBA W CHUCTEMBI OOECTICUCHMs] KauecTBa MPOIYKIIUU
IPOBOJUT KOMUCCHS, HA3HAYSHHAsl SKCIIEPTHON OpraHu3aluei.

18. Cepuiinas orjeHKa 0€3011aCHOCTH U Ka4€CTBA MPOIYKIIMH BKIIOYAET:

1) 3akirodyeHue J0roBopa Ha NpOBEIEHUE paboT Mo OlLEeHKe O0e30ImacHOCTH M KadyecTBa
IPOTYKIINH;

2) mpencTaBieHHE 3asBKM Ha MIPOBEICHUE OLIEHKU 0€30MacHOCTH M KaueCTBa MPOAYKIIUH 110
dbopme cormacHo mpuiIokeHnto 1 k HactosumM [IpaBunam;

3) mpenocTaBieHUE TOKYMEHTOB, YKa3aHHBIX B yHKTe 11 HacTosmux [IpaBu;

4) sKcnepTu3y TOKYMEHTOB, NMPEAOCTABISIEMbIX MIPU M0J1a4€ 3asBKU Ha MPOBEJACHUE OLEHKU
0€30MaCHOCTH U Ka4yecTBa NMPOIYKIIMHU, Ha UX MOJHOTY M JOCTOBEPHOCTh MH(OpMAIIH;

5) olIeHKY YCTTOBUI TPOU3BOACTBA M CUCTEMBI 00CCTICUCHHS KaueCTBa MIPOTYKIINH;

6) cocTraBiieHHE OTYeTa IO OIICHKE YCIOBHM IPOU3BOACTBA U CHUCTEMBI OOecreueHUs
Ka4ecTBa MPOTyKIIHH;

7) oT60p 00pa310B MPOAYKIIHH;
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8) ucnpiTaHne 00pa30B MPOAYKIIIH;

9) odopmieHue u perucTpanuio cepTuduKaTa COOTBETCTBHUS MPOAYKIUHU (TIPH CEPHIHON
OLIEHKE) B MH(OPMAIIMOHHON CHCTEME SKCIIEPTHON OpraHU3alHu;

10) Beiauy ceptudukara COOTBETCTBUS NPOAYKIUHU (TIPU CEPUUHOI OlIEHKE) 3asSBUTEIIO;

11) mpoBeneHue UCHBITAaHUK OOpa3lOB MPOAYKIIMK OIWH pa3 B JIBa Toja MyTeM OTOopa
00pa3loB C pbIHKA, B TOM YHCJIE M MEIWLIMUHCKUX OpPraHMU3alMi CleNUaIucTaMu IKCIEPTHON
OpraHW3aliyl B TPHUCYTCTBUHM TPEJACTaBUTENs MpousBoautens. [padux orbopa o0Opasiion
COTJIACOBBIBAETCS C IPOU3BOAUTEISIMU WIIA YIIOJIHOMOYEHHBIM JIMLIOM MPOU3BOIUTEIIS.

WcnplTanus mnpoBOAATCS 3@ CYET CPEACTB  IPOU3BOJAUTENSL B  COOTBETCTBUU C
YCTaHOBJCHHBIMU II€HAaMHU Ha YCIYI'H, pealu3yeMbIMH CyYOBEKTOM TOCYyIapCTBEHHON
MOHOTIOJIMY, YTBEPKICHHBIMHU COTJIACHO a03ally ABa myHkTa 2 ctatbu 63-1 Konekca.

19. B ciyyae JomoJIHEHUS TMEpPEYHs MNPOAYKUMH, TMPOU3BEIACHHONM Ha TOM ke
NPOM3BOJICTBEHHON IUIONIA/IKEe, NPU HAIMYMK JCHCTBYIOIIETO CEepTH(HKATa COOTBETCTBUS
NPOAYKIMHU (TIPU CEPUIHOM OLIEHKE) OCYIIECTBIISIETCS MPU3HAHNUE PE3YJIbTaTOB OLIEHKH YCIIOBHIA
NPOM3BOJICTBA M CHUCTEMbI OOECIIEYCHMs KadecTBa IpPH CEPUIHON OlleHKe 0e30macHOCTH U
KayecTBa C IMPOBEICHUEM HCIBITAaHUN 00pa3lioB NpOAYKIMHU. B ciiydae MONIOXKHUTEIbHBIX
pEe3yabTaTOB HMCIBITAHUA BBINACTCS CEPTU(PUKAT COOTBETCTBUSA HPOAYKIMH (TIPU CEPHIHOIM
OIICHKE) CO CpPOKOM JCHCTBHSI paBHBIM CpPOKY JACHCTBHUS JEHCTBYIOIIEro cepTudukara
COOTBETCTBUSl NPOAYKIMM (Ipu cepuilHON oueHke). B ciayuyae Belycka OpOAYKIHMHM B
JOTIOTHUTEIbHOW TPYMNIOBOM yIakoBKe 0e3 M3MEHEHHH MEePBUYHON YIMAaKOBKH, MPOU3BEICHHON
Ha TOW K€ MPOM3BOJACTBEHHON IUIOMIA/Ke, NPU HAIMYUH JCHCTBYIOIETO cepTUdHKaTa
COOTBETCTBUSI MPOAYKIHUH (TPU CEPUMHON OIIEHKE) OCYIIECTBISIETCS MPU3HAHUE PE3YJIbTAaTOB
OLICHKM YCJIOBHM IPOM3BOACTBA M CHUCTEMbl OOECIEYEHMsI KauecTBAa NPU CEPUIHON OLEHKE
0€30MacHOCTH U KauecTBa 0e3 MPOBEJCHHs UCIBITAHUN 00pa3lioB nMpoayKiuu. B aeiicTByromumii
cepTudUKAT COOTBETCTBUS MPOAYKIMH (MPU CEPUUHON OIIEHKE) T0OABISIETCS JOMOTHUTEIbHAS
IPYIIIOBas yIAaKOBKa.

20. OueHka yCIOBUM TPOU3BOACTBA M CHCTEMbl OOECIICUCHMS] KAYeCTBA JICKAPCTBEHHBIX
CPEICTB MPOBOAUTCA Ha cooTBeTcTBUE TpeOoBanusiM GMP, megummHcKuMX wu3genuil Ha
COOTBETCTBHUE TPEOOBAHUAM MeXayHapoaHoro ctanaapta [SO 13485 umu GMP.

21. HcnplTanust 00pa3loB MPOAYKLUHU IMPOBOAATCS B AKKPEAUTOBAHHOM MCIBITATEIbHON
nabopaTopuy S3KCHEpTHOW opraHuzauuu. VcnbeiTaHus 00pa3loB MNPOAYKIUU MPOBOISTCS B
71a0opaTOpUX MPOU3BOAMTEINS HIIM KOHTPAKTHOW JIAOOPAaTOPUH B CIy4asx, €CIM HOPMaTHUBHBIMU
JIOKyMEHTaMH [0 KayecTBY YCTAHOBJIEHBI HCIBITAHUS, CBA3aHHbBIE C 00pa3lamMu, TpeOyroImuMu
0COOBIX YCJIOBHUN TPaHCHOPTUPOBKH, CHEUU(UUYECKOr0 OOOPYHAOBAaHUS M BCIOMOIaTEIbHBIX
CPEJICTB.

[Tpu mpoBeieHNH UCTIBITAaHUH MPOAYKIIUH B TAOOPAaTOPUH MPOU3BOIUTENS M KOHTPAKTHON
1ab0opaTopyH 3asiBUTEIb MIPH 3aKIIOUYEHUH JIOTOBOpa MPEJOCTaBIsSET COOTBETCTBYIONIEE TUChMO-
000CHOBaHHE.

22. Ilpu mnocTymjaeHUH MNPOAYKIMH, NpPOIIEeIIIed CEpUiHyI0 OLEHKY O€30IacHOCTH H
Ka4yecTBa C MPOBEJCHUEM UCTBITAHUN 00pa31oB MPOIYKIIMU B 1aOOPaTOPHH MTPOU3BOAUTEINS WIH
KOHTPAaKTHOM J1abopaTOpuM, SKCIEpTHAs OpPraHM3alys 10 BblIAa4M cepTU(]UKaTa COOTBETCTBUS
OpOAYKIMM (IIpU CepUHHON OIIEHKE) OLIEHMBAET MpPEJCTaBICHHbIE 3asBUTEIEM 00pasibl C
MOCHEAYIOIUM KX BO3BPAaTOM Ha COOTBETCTBHE YIMAKOBKM M MAapKHUPOBKH YTBEP)KIECHHOMY
MakeTy VYNAaKOBKUM TPU TOCYJAapCTBEHHOH pETUCTpallMM, NEPEpPETUCTpallud W BHECEHUU
U3MEHEHUN B PETUCTPALMOHHOE JI0ChE B MOPAJKE, MPEIyCMOTPEHHOM IYHKTOM 5 CTaTbu 75
Konekca.

23. Tlo 3aBepIIeHUIO OIEHKH yCIOBUW MPOU3BOJICTBA U CHCTEMBI OOECIIEYEHUsI KayecTBa B
TE€YEHME ABAALIATU KaJECHAApPHBIX JHEH CO IHA OKOHUYAHUS OLEHKH IIPOM3BOJCTBA COCTABIIAETCS
OTYET OIIEHKH YCIOBUH IPOU3BOJICTBA U CHUCTEMBI OOECIeUeHHUs KadyecTBa IpU OIEHKE
0€30I1aCHOCTH M KayecTBa JIKAPCTBEHHBIX CPEJICTB MO (hOpME B COOTBETCTBUH C MPUIIOKEHUEM
6 k mHacrosumMm I[lpaBmiaM H(WIM) OTYET OLIEHKH YCIOBMM TPOU3BOACTBA M CHUCTEMBI
oOecrieyeHns KayecTBa IpU OlleHKe O€30MaCHOCTH U KauecTBa MEJUIIMHCKUX M3/1eIui o (hopme
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B COOTBETCTBUU C IpuiokeHUeM 7 K HactosmuM [IpaBunaM B ABYX 3K3eMILIsIpax, U3 KOTOPBIX
MIEPBBIA OCTAETCS B AKCIIEPTHON OpraHu3alivu, BTOPO HAITPaBISETCS 3asIBUTEITIO.

24. Tlo pe3ynbTaTaM OIEHKH YCIIOBUU MPOU3BOJCTBA U CUCTEMBI 00ECIICUCHHsS KayecTBa U
MPOBEJICHHBIX HMCHBITAHUM MPOMYKIUU BBIIAETCS CepTU(UKAT COOTBETCTBUS MPOAYKIHH (IIPH
CEpUIfHON OIICHKE) Ha TPpH rojia mo ¢GopMe COTIacHO NpuiiokeHuto 8 Kk HactosmmM [IpaBuiam u
NPWIOKEHUE K CepTHU(PHUKATYy COOTBETCTBHUS MPOIYKIUHU (IIPU CEPUMHOM OIIEHKE) COTJIacHO
npuiokeHno 9 k HactosmuM [IpaBmiam, mubo permeHne o0 OTKa3e B BbIJA4e cepTH(UKATa
COOTBETCTBUSI MPOJYKIMH (IIPU CEpUUHOM oOlleHKe) Mo ¢GopMe COrIaCHO MNPUIOKEHHIO 3 K
Hactoawmm [IpaBuiiam.

25. Ilpu oTpuUATENbHBIX pe3yJabTaTaX OIEHKH YCIOBUNM MPOU3BOJACTBA K CHCTEMBI
oOecrieueHUs] KauecTBa HKCIEpPTHAs OpraHu3alus HE MPOBOAUT HUCIBITAHUS TMPOAYKIHUU U
HAIpPaBIISET 3asfBUTENIO pelieHHe 00 OTKa3e B JAJbHEWIIEM IMPOBEACHUU CEPUNMHON OICHKU
0e30MacHOCTM M KayecTBa MPOAYKIWHU, T[OJNHUCAHHOEC KYpPUPYIOLIIUM  3aMECTUTEIEM
PYKOBOIMTENSI IKCIIEPTHOMN OpraHu3aliuu.

[aparpad 3. [lopsinok npoBeeHUs1 OLEHKN 0€30MACHOCTH U Ka4eCcTBa KaXKI0i cepuu
(mapTun)

26. OueHka 6€30aCHOCTH U KaueCTBa Ka)KJ0i cepuu (MapTUH) NPOAYKLIUHU OCYLIECTBISIETCS
IyTeM [POBEAEHUS OHKCHEPTHU3bl MPEJICTABICHHBIX JOKYMEHTOB M MCIBITAHUM 00pa3loB
OPOAYKIMHM IO IOKa3aTeasiM HOPMAaTHBHOTO JOKYMEHTa IO KadyeCTBY JUIsf JIEKAPCTBEHHBIX
CPEICTB U MEIULIMHCKUX U3JEIINH.

27. Ilpu OTCYTCTBUU peKJIaMalvii B TeUE€HHE TpeX JIeT MPUCYTCTBUS MPOIYKIIMU HA PBHIHKE -
OllCHKa O€30MacHOCTH U KauecTBa KaxJAoW cepud (IapTUM) JEKApCTBEHHOTO CpEICTBa
OCYILIECTBIIsICTCSI B COOTBeTCTBUU C [lepeuHeM mnokaszareneil HOPMATHBHOIO JOKYMEHTa IpU
IIPOBEJEHUH OLIEHKU O€30MaCHOCTH U KauecTBa JIEKAPCTBEHHBIX CPEJCTB COMIACHO IPUIIOKEHHUIO
10 x nHacrosium [IpaBunam.

28. Ornenka 6€30MacHOCTH U Ka4ecTBa KXo CepuH (MapTUH) TPOAYKIINY BKIFOUYALT:

1) 3akir04eHue T0rOBOPA;

2) mpenocTaBiieHUE 3asBKU 10 (hopMe coracHo npuioxkeHuto | k HacrosmuMm [pasunam;

3) npenocTaBieHUe JOKYMEHTOB, yKa3aHHbIX B IyHKTe 12 HacTosaumx [IpaBui;

4) npoBepKy MOJIHOTHI U JOCTOBEPHOCTH MH(QOpPMAIMKM B JTOKYMEHTaX, MPEAOCTaBIISIEMbIX
IpHU Hojjaue 3asiBKY;

5) oT60p 00pa3oB NMPOAYKIIHH;

6) wucnoblTaHue O0Opa3loB MPOAYKLUMH, 32 HCKIIOUYEHHEM MEAMIMHCKUX H3AEIHi,
ABJIAIOLMECS alapaTaMu, IpudopamMu U 000pyA0BaHUEM;

7) odopmieHne U pErucTpanuio cepTu(uKaTa COOTBETCTBHMS MPOAYKUUU (TIpU
cepun/mapTum) mo Gopme cornacHo npusiokernto 11 k HacTostmum [IpaBunam, unu pemenus: oo
OTKa3e B BblAaue cepTU(UKaTa COOTBETCTBUS MPOAYKUMHU (IpU CEpPUM/TIAPTUH) COTJIACHO
npuiokeHnto 4 Kk HacrosmuM [lpaBunam B HMH(OpPMAlMOHHOW cHUCTEME HKCHEPTHOMN
OpraHu3aIuy;

8) BeIIauy cepTuduKaTa COOTBETCTBUS NPOAYKIMH (IIPU CEPUH/TIApTUH) 3asIBUTEIIO.

29. Ouenka 0e30MacHOCTH M KauecTBa KaXKAOH cepuu (MapTUu) MPOIYKIMU MPOBOJUTCS B
CPOK He OoJiee TpUALATH KaJleHIapHbIX THEH CO JHS MM0a4Yu 3asBKH.

ITaparpad 4. Ilopsaaok npoBeaeHHs1 OLEHKH 0€30IIaCHOCTH U Ka4ecTBa IyTeM
AEKJIAPUPOBAHUS

30. IIpoBeneHuio OLEHKH OE30MACHOCTH M KadyecTBa MPOIYKIMH MyTeM JEKIapHUpOBAHUS
MOJJIEXKAT:
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1) nexkapcTBEHHBIE CpPEICTBA, HMEIOLIUE JOKYMEHT, IMOATBEPKAAIOIINNA COOTBETCTBUE
MPOM3BOICTBEHHOM TuTONIaAKu TpeboBanusMm cranaapra GMP PK nnu GMP EADC;

2) JeKapCTBEHHbIE CPEJICTBA, IPOU3BEICHHBIC B YCIOBUSIX, COOTBETCTBYIOIIUX TPEOOBAHHUIM
crannapra GMP s ctpan ICH;

3) MeOUIMHCKHUE M3AETHs, IPOU3BEICHHBIC B YCIOBHIX, COOTBETCTBYIOIIUX TPEOOBAHUSAM
MexayHapoanoro cranaapta [SO 13485 OOCP unu PK wnu EN ISO 13485 unu GMP ICH, nis
oTeuecTBeHHbIX npousBoautenei [SO 13485;

4) MeAMLUHCKUE W3A€NMs, SBIAIOLIMECS amnmnaparaMmu, HOpuOOpaMu, OOOpYIOBaHHEM,
NPOM3BEACHHBIE B YCIOBHSX, COOTBETCTBYIOHIMX TpPEOOBAaHUSAM MEXIYHApOIHOTO CTaHIapTa
ISO 13485.

31. Ouenka 0e30MacHOCTH M Ka4ecTBa IMyTEM JEKIApUPOBAHUS BKIIOYAET B ceOsl:

1) 3akiroueHue 10roBopa;

2) npezcTaBieHUe 3asBKU 1O (POpME COracHo Mpuiokennio | k Hactosumm [IpaBunam;

3) npenocTaBiaeHUEe JOKYMEHTOB, yKa3aHHbIX B IyHKTe 13 HacToammx [IpaBui;

4) mpoBepKy IMOJHOTHI U JOCTOBEPHOCTH MH(POPMALUHU B JOKYMEHTaX, MPEIOCTABIISEMbIX
IpY NoJjaue 3asiBKM Ha IIPOBEICHUE OLICHKH 0€30M1aCHOCTH U KayecTBa;

5) odopMicHHE ¥ PETUCTpalUi0 CcepTU(UKATA COOTBETCTBUS MPOAYKIUMU (TIpH
JIeKJIapupoBaHuu) 1o (opMe cormacHo npuioxkeHuo 12 k HactoaummM IlpaBwiam B
MH(OPMaLIMOHHON CUCTEME SKCIIEPTHON OpraHU3allly;

6) BeIIauy cepTU(UKaTa COOTBETCTBUS NPOAYKIHMH (IIpU JAEKIapUPOBAHUN) 3asIBUTEIIIO;

7) npoBeneHNe UCIBITAHUI OAMH Pa3 B JIBa TOja MyTeM O0TOOpa 0Opas3ioB C PBHIHKA, B TOM
yuciae M € MEAMLUMHCKUX OpraHM3alui CHEeUUaJINCTaMHM SKCIEPTHOM OpraHu3aluud B
IPUCYTCTBUU MPEACTABUTENS IPOU3BOAUTEIIS.

I'padux orbGopa 00pa3LOB COIIACOBBIBACTCS C IMPOU3BOAUTENIEM WM YIOJIHOMOYEHHBIM
JIUIIOM [TPOU3BOIUTENS.

HcnblTanus MNpPOBOAATCS 3a CYET CPEJICTB IPOM3BOAUTENS B  COOTBETCTBUH C
YCTAaHOBJICHHBIMU II€HAMU Ha YCIYI'M, peaJu3yeMbIMH CYOBEKTOM TIOCYAapCTBEHHOU
MOHOIIOJIMY, YTBEPXKIEHHBIMU B COOTBETCTBUU C ab3alieM JBa nyHkra 2 crathi 63-1 Kogekca.

32. CepTuduKaT COOTBETCTBHS MPOAYKINH (TIPH JIEKIAPUPOBAHHUHN ) BBIIACTCS HA OCHOBAHUU
MOJIOKHUTEIBHOMN 3KCIIEPTU3bI TOKYMEHTOB, NIPE/ICTABICHHBIX 3asIBUTEIIEM.

33. OueHka 0€30MaCHOCTH M KayecTBa MPOIYKIUU MYTEM JAEKJIapUPOBaHUS MPOBOJUTCS B
CpOK He 0oJjiee AeCATH KaJleHAapHbIX JHEN CO JHS NpueMa 3asBIeHHs.

IMaparpa¢ 5. OT6op 00pa3uoB 1Jis1 NPOBeAeHUS OLEHKH 0€30IaCHOCTH M Ka4ecTBa
NPOAYKIHH

34. Ot6op 00pa310oB MPOAYKIIUU AJSl OLIEHKH O€30MacHOCTH M KauecTBa MPOAYKLIUU TMPH
CepUiiHON OlleHKe 0€30I1aCHOCTHU MTPOU3BOJIAT B TEUEHHE JIBYX paOOUYMX JIHEH IOCciie MPOBEAECHUS
HKCIEPTU3BI IOKYMEHTOB C y4eToM TpeOoBaHUU HeicTByromux ¢apmakoneld Ha TEPPUTOPUU
Pecniy6nuku Kazaxcran u HOpMaTUBHOTO JIOKYMEHTA 110 KaueCTBY JJISl IEKAPCTBEHHBIX CPEJICTB
U MEAMIIMHCKUX M3JETHI Ha KOHKPETHYIO MPOJYKIIMIO COTJIACHO aIrOPUTMY OTOOpa 0O0pasIoB
MPOAYKIMH B COOTBETCTBUU C IpujoxeHruemM 13 k HactosiuuM [IpaBunam.

IIpu orGope 00pa3IOB MPOAYKIHUU COCTABISAETCS aKT OTOOpa OOpas3loB MPOAYKIHHU IO
dbopme coritacHo mpuiokeHnto 14 k HactosimmMm [IpaBumam.

35. Ilpu otbGope 00pa3lloB METUIIMHCKUX H3JENUN TUIIOPA3MEPHOTO psiia OJHOPOIHOM
MPOAYKIIUA WM MEIUIIMHCKOTO W3S, BXOISIIETO B HAOOpP WM KOMIUIEKT, B BBIOOPKY
BKIIIOUAIOTCS 00pasllbl U3 Pa3IUYHBIX CEpPHUil, KOTOpBIE paclpeAenstoTcs s MPOBEICHUS
WCIIBITAHUN TI0 PA3JIMYHBIM TIOKa3aTesIM KadyecTBa B COOTBETCTBMHM C HOPMATHUBHBIM
JOKYMEHTOM MO KaueCTBY MEIUIMHCKOrOo wu3zaenus. Pe3ynbTarbl MpOBEIEHHBIX MCIBITAHUN
pacpoCTPaHAIOTCS Ha BCIO APTHUIO.
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36. [Ipu orOope MEANIIMHCKUX H3ACIUN B BUJE PACTBOPOB, CIIPEEB, I'elieii, Ma3ei, TabIeToK
U Karcyn oTOuparoTcst oOpasibl Ui MPOBEACHHsI UCIBITAHUHN IO MOKa3aTeasiM HOPMAaTHUBHOTO
JIOKYMEHTA 110 KaYECTBY ITPOU3BOIUTEIIS.

37. Ot6op 00pa3LoB MPOIYKIUU MPOU3BOIAT CIEHUATHCTHI HKCIIEPTHON OpraHU3alluu B
IPUCYTCTBUH 3aBUTENS HA ONTOBOM CKJIAJ€ WIN CKJIZe TOTOBON MPOJYKIUU IPOU3BOJUTENS B
ciIy4ae cOOJIO/ICHUS] B HUX YCJIOBUN XpaHEHUs, COOTBETCTBYIOIIUX TPeOOBAaHUSIM HOPMATUBHOTO
JIOKYMEHTa Ka4eCTBY IPOAYKIIUH.

B cnydae OTCYTCTBUS TEppUTOPUATIBLHOTO MOJpPA3AEICHHUS AKCIEPTHON OpraHu3aly Ha
aJIMUHUCTPATUBHON TEPPUTOPUM 3asBUTEINSA, OTOOpP 0Opa3IOB OCYHIECTBISIOT MPEICTaBUTEIIN
TEPPUTOPUATBHOTO MOJIpa3AesieHus] TOCYJapCTBEHHOTO OpraHa B IPUCYTCTBUH 3asBUTEIIS.

OtnpaBky 00pa3loB MNPOAYKIMH B OKCHEPTHYIO OPraHU3alMI0 B CIy4ae OTCYTCTBUS
TEPPUTOPUATBHOTO TMOJApA3e/ieHUus AKCIEPTHON OpraHM3alMi OCYLIECTBIIAET 3asBUTENb C
cOOJII0ICHUEM YCIIOBUI XpaHEHUsI [IPH TPAHCIIOPTUPOBKE.

OOpasupl MPOAYKIMH, XpaHSIIMEecs Ha ONTOBOM CKJIaJe, HMEIOIIEero cepTudukar
Ha/JIeKaIeld JUCTPUOBIOTOPCKONW TPAKTHKH B COOTBETCTBUU ¢ TpeOoBaHusimMu Cranmapra
HajuIeKamen aucTpuObroTopckoid mpaktuku (GDP), wnm Ha ckimaje OTEYECTBEHHOTO
npou3BoauTeNs, wuMeromero ceprudukar GMP, oTOMparoTCs OTBETCTBEHHBIM  JIUIIOM
OpraHM3ali ONTOBOW pealu3alui WIM MPOU3BOAUTENEM B KOJIMYECTBE, COTJIACOBAHHOM C
OKCHEepTHOM opranm3anuedi. OTOOp 00pa3sloB MPOAYKIUH OQOPMISIETCS aKTOM IpUeMa-
nepenayn 00pasioB NPOAYKLUH, IO (hopMe coriacHo mpuiiokenuto 15 k HacTosmuM [IpaBunam.

38. OOpasubl MPenCcCTaBIsAIOT B KOJINYECTBE, HEOOXOJMMOM JUIsl OHOKPATHOTO MPOBEACHUS
71a00paTOPHBIX UCIIBITAHUH.

39. OroOpanHbie 00pa3ilbl HM30JUPYIOT OT OCHOBHOW MPOIYKIIMH, YIIAKOBBIBAIOT,
OIEYaTHIBAIOT HAa MECTE OTOOPA.

40. OnHOBpEMEHHO ¢ 0TOOPOM 00pPa3OB MPOAYKIIMH HA UCIBITAHUS MPOU3BOJUTCS OTOOP
KOHTPOJIbHBIX O00pa3loB B KOJMYECTBAX, PAaBHBIX KOJIUYECTBY OTOOPAHHBIX OOpa3IoB.
KonTponpHble 00pasibl, XpaHsaTcs Yy 3asgBHTENs. 3asgBUTENb TapaHTHPYET KadecTBO
KOHTPOJIbHBIX 00pa3loB, A0 HMCTEYEHHS CpOKa TOJHOCTH NPOAYKIHMH HIIM CpPOKa JEHCTBUS
CepTU(HUKATOB COOTBETCTBHS MPOAYKINH (TIpM CEpUM/TMAPTHUH) O HYEM YKA3bIBACTCS B aKTe
oTOopa 00pa3IoB MPOAYKIIUH.

41. Unentudukanus npoIyKIuu OCYIIECTBIISIETCSI HA OCHOBE:

1) aHanmu3a JOKYMEHTOB, XapaKTEPHU3YIOUIMX Cepuio (MapTHIO) MPOAYKIMHU (perucrpauus B
Pecniyonuke Ka3zaxcraH, ToBapoTpaHCIOpTHasi HakjiajaHas, cueT-GpakTypa WIM HWHBOIIC,
cepTUUKAT KauecTBa, JEKjapalus Ha ToBap, JOrOBOpP IIOCTaBKH, KOHTPAKT, cepTUduKkar
MIPOUCXOXKICHHUS, IITPUXOBOM KOJI, HOMEpa OTOOPAHHBIX CEPHii);

2) coBmajieHus cepuii Ha oOpa3lax ¢ COOTBETCTBYIOIIMMH HOMEpPaMH B COMPOBOIUTENHLHON
JIOKYMEHTAIUH;

3) npuHaIEKHOCTH OTOOPAaHHBIX 00PA31I0B K MPOYyKIIMK TPOU3BOIUTENS;

4) coOmtofieHus YCIOBUN TPaHCIIOPTUPOBKHU U XPAHEHUS.

ITaparpad 6. Ilopsinok npoBeAeHUs1 HCIBITAHUH 00Pa30B NPOAYKIMHU NPH NPOBEACHUHN
OLICHKH 0e30IaCHOCTH Ka4ecTBa

42. llepeueHp mnoka3zareyeld I NPOBEIEHUsS HUCHBITAHWN IMPOMYKLIHUH OIPEIECISIeTCS Ha
OCHOBAaHMM HOPMATUBHBIX JOKYMEHTOB II0 KOHTPOJIO 3a O€30MacHOCTBI0O M KayecTBOM
MPOYKIIHH.

IIpu mpoBeaeHHWU OLEHKHM OE30MAaCHOCTH M KadyecTBAa MPOAYKIMH CIIOCOOOM OILIEHKU
0€30MacHOCTH M KadyecTBa KaXJ0il cepuu (mapTuu) IpU OTCYTCTBUU pEKIaMalluii B TeUeHUE
TpeX JeT NMPHUCYTCTBUS HAa PBIHKE, OIleHKa 0E€30MacHOCTH M KadyecTBa Kaxa0il cepuu (mapTuu)
JICKapCTBEHHOT'O CPEACTBA OCYILECTBISIETCS B COOTBETCTBUM ¢ llepeuneM mokasaTtenen
HOPMAaTUBHOIO  JIOKYMEHTa IpH [POBEICHUU OLEHKM OE30MacHOCTM U  KadyecTBa
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3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB COIJIACHO MpuiokeHuio 10 K HaACTOSIIUM
[TpaBunam.

Cpoku UCHBITAaHUHN MPETyCMOTPEHBI METOJUKAMH UCTIBITAHUN B HOPMATHUBHBIX JOKYMEHTaX
MO0 KOHTPOJIIO 32 0€30MaCHOCThIO M KAUE€CTBOM JIEKAPCTBEHHBIX CPE/ICTB.

B cnyuyae ecnu cpokd MCHBITAHMM HE NMPETYCMOTPEHBI B HOPMATHUBHBIX JOKYMEHTaX, TO
UCIBITaHUS TPOBOJATCSA B TEUEHUE JIBAJIIATH KaJlCHAAPHBIX JHEW co AHS 0TOOpa 00pa3loB st
OIICHKH 0€30MaCHOCTH M Ka4eCTBA MPOTYKITHH.

43. Pe3ynbTaThl UCHBITAHUN O(QOPMIISIOTCS MPOTOKOJIOM HCHBITAaHHH MO (OpME COTrIacHO
npuioxkeHuto 16 k Hactosimum [IpaBuiiam.

IMaparpad 7. Ilopsigok perucTpanvu U BbIAa4n cepTUHUKATA COOTBETCTBUSA NMPOAYKIIMA
(nmpu cepun/mapTuu) cepTU(PUKATA COOTBETCTBUS NPOAYKIUH (IIPH CEPUITHON OLIEHKe),
cepruduKaTa COOTBETCTBUS NPOAYKIMHU (IIPH JAeKJIAPUPOBAHNH)

44. Tlpyn NOJOXKUTEIbHBIX pe3yJbTaTaX MPOBEACHHBIX pPadOT MO OLEHKE OE30IacHOCTH U
KadecTBa MPOIYKIMM, OKCIEpPTHAs opraHu3anus O(opMisieT CepTU(PHUKAT COOTBETCTBHA
OpoAYKLMH (IIpU cepuu/mapTun) o ¢popme coriacHo npuiokennto 11 k Hactoaumm [IpaBunam,
cepruUKaT COOTBETCTBUS MPOAYKIUH (NP CEPUHHONW OICHKE) IO (opMe COIIACHO
npunoxenno 8 K HactosmuM IIpaBuiam, cepTudUKaT COOTBETCTBUS MNPOAYKUUHU (IpU
JeKJIapupoBaHumn) Mo (opme coriacHo npuioxkennio 12 x Hacrosmum [IpaBunam (nmanee -
cepTU(HUKATBI COOTBETCTBUS MPOAYKIUH), U PETUCTPUPYET €r0 B TEUEHHUE IBYX pabOuuX JHEH B
MH(OPMALIMOHHON CUCTEME IKCIIEPTHON OpraHU3al|H.

45. Tlpym yKka3aHMM KOHKPETHOM IPOILYKIMHM, Ha KOTOPYIO DPACIPOCTPAaHSETCS HEUCTBHE
cepruduKaTa COOTBETCTBHSI MPOAYKIUHU (TIPU CEPUIHON OIICHKE), TOTIOTHHTEIHLHO 0(hOPMIISETCS
[Tpunoxenue k ceprudukary COOTBETCTBHUS MNPOAYKUMU (IpU CEpUHHON OLIEHKE) COIJIACHO
npuiokenno 9 k HacrosmuM [IpaBuiam, K cepTHQHUKATy COOTBETCTBUS MPOAYKUUHU (TIpU
cepun/nmaptun), odopmiserca IlpuiokeHne K cepTuuUKaTy COOTBETCTBUS MPOLYKIIHMU
(cepun/mapTum) corigacHO npwiokeHnto 17 k HactosmmM [IpaBuimam, K cepTHQHKATY
COOTBETCTBUS MPOAYKUUH (Tpu AekiapupoBanuu) ohpopmirsercss [Ipunoxenue k cepTudukaTy
COOTBETCTBUSI MPOAYKIMU (TpU AEKIAPUPOBaHMM) IO (POpMe, COrNIaCHO IpUiIoKeHusM 18 k
HacTtoamuM [IpaBunam.

CepTudukaTel COOTBETCTBUS MPOAYKLUHU TMOANUCHIBAIOT PaOOTHUKM  SKCHEPTHOU
OpraHM3aly, ONPEICIICHHbIE W YIOJIHOMOYEHHBIE IPUKAa30M PYKOBOIUTENS SKCIEPTHON
OpraHu3aIiHy.

46. Cpok pelcTBUS cepTU(dUKAaTa COOTBETCTBHS MPOAYKUMHU (IIpU CEpUN/TIAPTHUH),
cepruukaTa COOTBETCTBUS MPOAYKUMH (NpU JEKIApUPOBAHMM) YCTaHABIMBAETCA /10
OKOHYAHUS CPOKa TOJHOCTH MPOAYKLIHH.

Cpok neiicTBuSl cepTUdHKAaTa COOTBETCTBUS MPOAYKUUU (IIpU CEpUHHOM OIIEHKE)
yCTaHaBJIMBAETCs Ha MepUo] He Oosiee Tpex JeT.

47. CBeneHus O BBIJAHHBIX CepTU(UKATaX COOTBETCTBUS MPOIYKIMH, JOCTYIHBI HA CalTe
rOCyIapCTBEHHON YKCIIEPTHON OpraHU3alHH.

48. Tlpu oTpuLaTEeNbHBIX pe3yJabTaTax OIEHKM O€30MacHOCTH M KadecTBa MPOIYKIIUU
JKCHEepTHas OpraHu3anus oQOpMIsieT B T€UEHHE ABYX pabouMx JHEH Mocie JHsS MOTy4eHUs
MIPOTOKOJIa UCTIBITAHUH, pelieHre 00 0TKasze B BblJjaue cepTH(HUKaTa COOTBETCTBHUS MPOAYKLUU
(mpu cepuifHOI oleHKe) 1Mo ¢dopMe COorjJacHo NpuioxkeHuio 3 K Hactoaumm IIpaBuiam u
pemieHue o0 oTKa3e B BbAaue cepTu(UKaTa COOTBETCTBUS MPOIYKIHMH (IIPH CEpUU/IApTUHN) MO
¢dopme cormacHo npuioxkenuto 4 k HactosmmM [IpaBunam.

49. B cnyuae BbIHEeCEHHUs pelIeHHs 00 OTKa3ze B Bbljade CepTU(UKATOB COOTBETCTBUSA
OPOAYKIMH, SKCIEpPTHAs OpraHu3alus B CPOK JIO NATH pabouux JHEH HampaBiser
COOTBETCTBYIOIYI0 HH(OPMALHI0O B TOCYIAapPCTBEHHBIH OpraH 3a HUCKIOYEHHEM CIIy4aes,
NPEIYyCMOTPEHHBIX NyHKTaMu 14, 25 u nepBoit yactu nyHkra 15. ['ocymapcTBeHHBIN oprax
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INPUHUMAET PELICHHE O HEOOXOAMMOCTH YHHUTOXEHHs (YTHIIM3ALMHU) MPOAYKIUH B IMOPSIKE,
npeaycMoTpeHHOM cratheil 79 Koaekca win o Bo3Bpate NpOayKIMH TPOU3BOIUTEIIO.

I'nasa 3. [IpunocTranoB/ieHHe UM OT3bIB /IeliCTBUSA cepTU(PUKATA COOTBETCTBUS
NMPOAYKIUM, cepTHPUKATA 0 0€30MMACHOCTH M KavyecTBe NPOAYKIUHN U cepTUuduKara
Ka4ecTBa NPOAYKIUH

50. [evictBue cepTU(UKATOB COOTBETCTBUS MPOAYKLIHWU TNPUOCTAHABIUBACTCA MU
OT3BIBACTCSA OKCIIEPTHOM OpraHu3alMeil M0 HMHHUIMATUBE TOCYJAapCTBEHHOIO OpraHa WU
BJIA/I€Tbl]a PErMCTPALMOHHOIO YJOCTOBEPEHUs MPOAYKLUU B CIIydasX, HPEeIyCMOTPEHHBIX
[IpaBuiiamMu  3ampera, MPUOCTAHOBICHHUS, W3BITUS WJIM OrPaHUYCHHUS] U3  OOpalleHHUs
JIEKapCTBEHHBIX CPEJICTB M MEIMLMHCKUX W3JEIHMM, YTBEPKIEHHBIX IpuKazoM MuHucrpa
3IpaBOOXPAHEHUs U colManbHOro pa3Butus Pecnyommku Kazaxcran ot 27 despans 2015 roga
Ne 106, (3apeructpupoBaHHbIi B PeecTpe rocynapcTBEHHON pETMCTpalldd HOPMAaTHUBHBIX
npaBoBbIX akToB Ne 10670);

51. T'ocymapcTBeHHasi SKCIIEPTHAsE OpTaHU3aIs 0POPMIISET PEIICHHE O IPUOCTAHOBICHUH,
OT3bIBE CcepTU(UKATa COOTBETCTBUS MPOAYKIUH (IIPH Ccepuu/mapTuu), cepTuduKara
COOTBETCTBHUSI MPOAYKIHMU (TIPH CEPHIHON OIICHKE), cepTU(UKAaTa COOTBETCTBHS MPOAYKIIUU
(mpu nexnapupoBaHuu) mo Qopme cornacHo npuioxkeHuio 19 k Hactosumm Ilpasunam, u
BHOCHUT COOTBETCTBYIOIIIME 3aMMCH B MHPOPMALIMOHHONW CHCTEME TOCYAaPCTBEHHOM AKCIIEPTHOM
OpraHHU3aIiy U B eAUHYI0 0a3y JaHHBIX.

52. B cnywasx Hecorjacus C pPELICHHUEM SKCIIEPTHOW OpraHu3allMd 3asBUTENb BIPABE
0o0paTUThCs B Cy/l B YCTAaHOBJICHHOM 3aKOHOAaTenbcTBOM PecnyOnuku Kazaxcran mopsjke.

[Tpunoxenue 1

K [IpaBuiam mpoBeneHus

OIICHKU 0€3011aCHOCTH

U KayecTBa JIEKapCTBEHHBIX CPEICTB
Y MEIWIIMHCKUX U3JICITHA,
3aperucTPUPOBAHHBIX B
Pecniy6omuke Kazaxcran

dopma

« » 20 roj
(mata mogauu 3asiBKU)

(HaI/IMeHOBaHI/Ie " aJipecC 3KCH€‘pTHOI>i OpFaHI/I3aI_II/II/I)

3asgBKa
HA NPoBeJleHNe OLeHKH 0e30IIACHOCTH U Ka4eCcTBa MPOAYKIIUA

1. | HaumeHOBaHMe 3asiBUTEIIS

2. | Anpec 3asBUTEIS

3. | baHKOBCKHME PEKBU3UTHI 3asBUTEIIS

4. | Crioco6 mpoBeieHUs OLEHKU Cepuiinas onenka 6e3onacHocTi 1 | O
0€30I1aCHOCTH KayecTBa KayecTBa O
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Ouenka 0e30IaCHOCTH M KaUeCTBa O
KaXJI0¥ cepud (MapTum)
Ornenka 0e30IMaCHOCTH U Ka4yecTBa
MyTeM JCKIapUPOBaHUS

5. | Uadopmanus o 3asBIsseMON TPOTYKITUN

Toprosoe Howmep Cpox Pa3zmep maptumn | IIpoumsBogurens Crpana-
Ha3BaHHE CepUU | TOJHOCTH MIPOU3BOJIUTEIND

6. | 3asgBuTEND, B JIHIIE

(damunms, uMsi, 0TYECTBO (IIPU €r0 HATMYUH) PYKOBOJIUTENS WIH YIIOJTHOMOYEHHOTO JIUIIA,
JOJKHOCTH ) HACTOAILEH 3asiBKOM FapaHTUPYET TO0CTOBEPHOCTH MPEOCTaBICHHOM
nH(pOopMaIuu.

7. | Jlara 3anogHeHus

8. | lloamuck, @.M.O. (mpy HATUYHH)

[Tpunoxenue 2

k [IpaBuiam npoBeneHus

OIICHKH 0€3011aCHOCTH

U KayecTBa JIEKapCTBEHHBIX CPEICTB
Y MEIWIIMHCKUX U3JICITHH,
3aperucTpUPOBAHHBIX B
Pecniy6nuke Kazaxcran

®opma

Jexjiapauusi 0 COOTBETCTBHM MPOIYKIINH

TOpFOBOG HAaMMCHOBAHUC JICKAPCTBCHHOI'O CPCACTBA NJIM MCOAUIIUHCKOTO NU3CITHA

XapakTepUCTUKH

(117151 TEeKapCTBEHHBIX CPEACTB: MEKIYHAPOJHOE HEaTEHTOBAaHHOE Ha3BaHUE,
JI03UpOBKa, (hacoBKa, (hopMa BBIITYCKa, KOJI aHATOMO-TEPANEBTHUECKO-XUMUYECKON
KJIaCCU(pUKAIIUN)

(U1t MEIMIIMHCKUX M3ENUI - KOMIIEKTHOCTb, KJacc 6€301aCHOCTH)

Howmep peructpaiimnoHHOro y0CTOBEPEHUS

Howmep cepuu (maptun)

IIpousBoaurenn

AJlpec mpou3BOJACTBEHHOM TUIOMIAIKH
(B cimyuae eciu, 3aJIeiiCTBOBaHbI pa3Hble MPOU3BOICTBEHHBIE IJIOMIAAKH HA Pa3HBIX
JTarnax Mpou3BOJICTBA, TO yKa3aTh BCE a/ipeca)

Jlata npousBoacTBa

Jlara npoBeneHus: NCIBITAHUI

Cpok rogHocTH

A, ,
(damumnms, UMsi, OTUECTBO (IIPU €r0 HATUYUHU) U JOJKHOCTh
YIIOJTHOMOYEHHOT0 JINLA IPOU3BOAUTENS JIEKAPCTBEHHBIX CPECTB, YIIOJTHOMOYEHHOTO
MIpeICTaBUTEISI TPOU3BOIUTENSI METUIIMHCKOTO U3/EIHUs1) HACTOSIIUM MTOATBEPKIaL0,
YTO BBIIIEyKa3aHHas HH(pOpMaIUs ABJSETCS JOCTOBEpHOM. Brlleykasannas cepust
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MPOIYKIMH ObLIIa TPOU3BECHA, YITAKOBaHA U MTPOKOHTPOJIMPOBAHA B COOTBETCTBUHU C
PErUCTPAIMOHHBIM J0ChE JIEKAPCTBEHHOTO CPEACTBA (MEAUITMHCKOTO M3CITHS)

1 TPeOOBAHUSIMU MEXKTYHAPOIHBIX

CTaHJIapTOB

yka3zaTth HaumeHoBanue crangapra (GMP, EN ISO 13485)
Bce HEoOX0uMble POBEPKHU M UCTIBITAHHS OBUTH TIPOBEICHBI.

(moamuch, @aMumust, UMs1, OTYECTBO (TIPU €ro HAJIMYUH) U JIOJDKHOCTh
YIIOJHOMOYCHHOTO JIMIa MPOU3BOJAUTCIIA JICKAPCTBCHHLIX CPEACTB,
YIOJIHOMOYEHHOTO MPECTABUTEIS TPOU3BOAUTEIS METUIIMHCKOTO U3/IEITH)
Hara

[Tpunoxenue 3

K [IpaBuiiam npoBeneHust

OLICHKH 0€30MIacHOCTH

Y Ka4EeCTBA JICKAPCTBEHHBIX CPEJICTB
M MEIUIIMHCKHUX WU3JICITUH,
3apErUCTPUPOBAHHBIX B
PecniyOnuke Kazaxcran

dopma

MunuctepcTBo 3ApaBooxpanenus Pecnyonuku Kazaxcran

HanmeHnoBanue 1 aipec 3KCIEePTHON OpraHU3aluu

HaI/IMeHOBaHI/Ie, 3asABUTCIIA

JIOJKHOCTD, HHULIMATI UMEHU
U haMuIMsi pyKOBOIUTENS

ajipec 3asBUTEIIS

Pemenne
00 oTka3e B Bbl1a4e cepTH(HUKATA COOTBETCTBHS NPOAYKIHM (TIPU CepUITHON OLleHKe)

OT « » 20 roma No

HaVMEHOBAHME SKCIEPTHOW OpraHnu3aIuu

coo01IaeT:
1. CormacHo oT4eTy IO OLIEHKE YCIOBHUM Mpou3BoACTBA No oT
« » 20 roxa, npeabsiBICHHAs MPOYKLIUS
HAaMMEHOBaHUE
NPOAYKIIUHA
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HOMED CEepUH, pa3Mep NapTUH, HAUMEHOBAHUE PEIIIPUATHSA-
IIPOU3BOIUTENIS,
crpaHa, Ne perucTpalluOHHOTO yIOCTOBEPEHUS
IUIs IPOBEJICHUS OLICHKH 0€3011aCHOCTH U Ka4eCTBa HE COOTBETCTBYET TPEOOBaHUIM

2. CornacHo MpOTOKOITY (aM) UcTibITaHUN Ne OT « »
20 ropa,

MpeIbsBICHHAS MPOAYKIUS AJIs IPOBEICHUS OLEHKH 0e30IMacCHOCTH U Ka4yecTBa HE
COOTBETCTBYET

TpeOOBaHUSAM

HaMMEHOBAaHHE U 0003HAYCHUE HOPMATHBHOTO IOKYMEHTA Ha 3asIBIICHHYIO
MPOIYKITUIO
3. Ha ocHOBaHUM MOJTY4YeHHBIX pe3ynbTaToB OTUeTa MO OLIEHKE YCIOBUM MPOU3BOACTBA/
1a00paTOPHBIX
WCTIBITAHUN TIPEABSBICHHOM NMPOAYKIIMU Bam oTka3aHo B ohopmiieHnu ceptudukara
COOTBETCTBUS
MPOIYKIHH (IIPH CEPUITHOM OLIEHKE).

[Ipunoxxenue: OTYET 1O OLIEHKE YCIOBHI NMpon3BoaAcTBa No OT « »
20 rozga
Ha __ JIUCTax.
[IpoToko(br) uctbITaHui Ne 0T « » 20 rojla Ha __ JIMCTax.
[Toarnucy yrmoJTHOMOYEHHBIX JIAIL
MOAIHUCH ®.1.0. (npu HATUYKH)
MOAMHUCH @®.1N.0. (mpu HATUYHH)

[Tpunoxenue 4

k [IpaBuiam npoBeneHus

OIICHKH 0€30T1acCHOCTH

U KayecTBa JIEKapCTBEHHBIX CPEICTB
Y MEMIIMHCKUX U3JICITHA,
3aperucTPUPOBAHHBIX B
Pecniy6nuke Kazaxcran

dopma

MunucrepcTBo 31paBooxpanenus Pecnyonuku Kazaxcran

HaumeHnoBanue u azapec BKCHepTHOﬁ opraHu3anuu

HanMCHOBAHUEC, 3aABUTECIIA

JOJKHOCTh, MHULIMAJ UMEHU U
(bamuus pyKoBOAUTEIS
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aapecC 3aidBUTECIIA

Pemienne
00 oTKa3e B BblJaue cepTU(PUKATA COOTBETCTBUS NMPOAYKUUM (IIPU cepum/ MapTHUM)

OT « » 20 roma Ne

HaMMEHOBaHHE SKCIIEPTHON OpraHU3aIlu
cooOuraer:
1. CornacnHo Baiieii 3asBKe OT « » 20 roJia MpOBEACHBI JabOpaTOpHbIE
WCIIBITAHUS 3asIBJICHHOM MPOAYKIINU

HaMMCHOBAHUC IMPOAYKIIUHA,

HOMEp CEepuH, pa3Mep NapTuu, HANMEHOBAaHUE MPEANPUATUS-TIPOU3BOTUTENS,
cTpaHa, Ne perucTpaliOHHOIO yI0CTOBEPEHMSI
2. CoriacHo MpOTOKOITY (aM) UcTbITaHUI No 0T « »

HE

20 roJa, npe€aAbABJICHHAA HNPOAYKIUA IS IIPOBCACHUS OLICHKU 0€30IIaCHOCTH U Ka4yecTBa

COOTBCTCTBYCT Tpe6OBaHI/IHM

HaMEHOBaHHE U 0003HAUE€HNE HOPMATUBHOT'O IOKYMEHTA Ha 3asIBIICHHYIO IPOAYKIUIO
3. Ha ocHOBaHHMHM MOJTYYEHHBIX PE3yJIbTaTOB JIAOOPATOPHBIX UCIBITAHUNA MTPEIbIBICHHON

MPOIYKLIUH
Bawm otkazano B oopmiieHnn cepTudurkaTa COOTBETCTBUSI MPOAYKIINH (TIPU CEPUU/TIapTHH ).
[Tpunoxenue: [Iporokon(sr) uctbiTanmii No OT « » 20 ronaHa

___ JIUCTax.

Ioanucu YIIOJTHOMOYCHHBIX JIMI]

MOANHUCH @®.1.0. (mpu HATUYHH)

IIOAIHCH @®.1.0. (npu HAIUYKK)

IIpunoxenue 5

K [IpaBuiam npoBeneHus

OLIEHKU 0€30IacHOCTH

U KayecTBa JIEKapCTBEHHBIX CPE/ICTB
1 MEAMLIMHCKUX U3JIEINH,
3aperucTpUpPOBAaHHBIX B
Pecriy6nuke Kaszaxcran

dopma

MunucrepcTBo 31paBooxpanenus Pecnyonuku Kazaxcran
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HanmMeHnoBaHue 1 aipec 3KCIEePTHON OpraHu3aluu

HaMMCHOBAaHUCEC, 3asIBUTCIIA

JOJDKHOCTh, HHUIIAAJI UIMEHH U
(bamMuTus pyKOBOAUTEIS

aJipec 3asiBUTEIIS

Pemenue
00 oTKa3e B Bbl/1ave cepTU(PUKATA COOTBETCTBUS MPOAYKIHH (NIPH 1eKJIAPUPOBAHUN)

OT « » 20 roma Ne

HaMMEHOBAHUE SKCIIEPTHOM OpraHU3aluu
CcOo00111aeT:
1. CornacHo Barueii 3as1BKe OT « » 20 ropa mpoBeJeHa 3KCIepTu3a
JOKYMEHTOB
Ha OIEHKY 0€30MaCHOCTH U Ka4yecTBa 3asiBICHHON MPOTyKIINA

HanMCHOBAHUC ITPOAYKIIHUHU,

HOMEp CEepuH, pa3Mep NapTHH, HAUMEHOBaHUE MPEANPUATUS-IPOU3BOINUTENS,
cTpaHa, No perucTpalliOHHOTO yI0CTOBEPEHHUS
2. CornacHo NpuI0KEHHBIM JOKYMEHTaM

HAaUMEHOBAaHHE JOKYMEHTa
[IpenbsaBneHHast NPOAYKLUS 1Jis TPOBEJCHUS OLIEHKU U O€30MaCHOCTH U Ka4eCcTBa HE

COOTBETCTBYET
TpeOOBaHUSIM

3. Ha ocHOBaHMM pe3ysbTaToOB KCIEPTU3BI JOKYMEHTOB MIpeIbsBICHHON TpoayKunu Bam
OTKa3aHo

B 0)OpMIIEHUH CepPTUPHKATA COOTBETCTBUS MPOIYKINH (IIPH IEKJIAPUPOBAHUH).

[Toanucy yrnosHOMOUYEHHBIX JINLL

MOJIUCH @®.1N.0. (mpu HATUYHH)

MTOAIHUCH @®.1.0. (npu HAIUYHH)

[Tpunoxxenue 6

+7 (727) 250 00 11 | info@medexpert.kz



K [IpaBuiiam npoBeaeHust

OLICHKHN 0€30I1aCHOCTH

1 KaueCTBa JIEKAPCTBEHHBIX CPEJICTB
1 MEIMIIMHCKHUX H3JCIIHH,
3apEerUCTPUPOBAHHBIX B
Pecniy6nuke Kazaxcran

®dopma

OT1ueT OLEHKH YCJI0BUH
NPOM3BOJCTBA M CHCTeMBbI 00eclieYeHHsI KauecTBa IPH OLeHKe 0e3011acHOCTH U Ka4yecTBa
JIEKapCTBEHHBIX CPeICTB

1. Pe3rome

HaumenoBanue, agpec, peKBU3UTHI
IPOM3BOJICTBEHHOTO YYacTKa

Jlunensus(un)

Pesrome nmesTenpHOCTH opraHusanun-
IMPOU3BOJUTCIIA

[Tpou3BoCTBO O
(dbapmaleBTUYECKUX CyOCTaHIIUN

IIpon3BOACTBO JIEKAPCTBEHHBIX O
penapaToB

O

[Tpon3BOCTBO MPOMEKYTOTHBIX
WM HepacdacoBaHHBIX («OaIK»)
JICKaPCTBCHHBIX CPEJICTB

dacoBKa 1 ylmakoBKa

BBo3 (ummopr)

HpOPI?»BO,Z[CTBO 10 KOHTPAKTYy

[IpoBeneHune n1abopaTopHbIX
VCIIBITAHUI

BBIHYCK B pCalIn3allui0 CEprUn
JICKAPCTBCHHOTO CPCACTBA

Oy g Oo(ond

Huoe

Jata(bl) mpoBeaeHUS OLIEHKH YCIOBUM
MIPOU3BOJICTBA U CUCTEMBI OOECTIEYeHHST KaueCTBa

@®.1.0.(npu HaMWYKK) SKCTIEPTOB (YICHOB
KOMHCCHH ), TOJDKHOCTh

Howmepa nuiien3nn Ha IpoOU3BOACTBO,
ceprudukatoB coorBercTBrsi GMP

2. BBognast undopmarust

KpaTKOG OIMMCAHUC OpraHru3allun- IIPOU3BOJUTECIIA
W IMMPOU3BOJICTBA

Jata(bl) npeaplaymux HHCOEKIUMA

HanmenoBanne opraHn3alilvii U CTPaHBbI,
HpOBO,[[I/IBI_HCﬁ NMPCAbIAYIINC WHCIICKIITUN

OCHOBHbIE U3MEHEHHU S, MPOU3OLIEAIINE CO
BPEMEHU MPEABIAYIIECH HHCIIEKITUN

OcHoBanue AJId IIPOBCACHH A OLICHKHU YCHOBI/Iﬁ
IMPON3BOJCTBA U CUCTCMBI o0ecIeyeHns KauecTBa

HpOI/I3BO,Z[CTBCHHLIC 30HBbI, TOAJIC)KAIIINEC OLICHKC
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YCIIOBUH MPOU3BOACTBA U CUCTEMBI OOECTICUCHUS
Ka4yeCcTBa

[lepconain opranu3zanuu-nporu3BOAUTENS,
Y4aCTBYIOIIUM B POBEJACHUN OLEHKHU YCIOBUHI
IIPOM3BOJICTBA M CUCTEMBI 00ECIIeUeHHsI KaueCTBa

JlOKyMEHTBI, 0JIaHHbIE OpraHU3aLUECii-
MPOU3BOAUTENEM J0 MPOBEACHUS OLICHKU YCIOBUI
MIPOU3BOJICTBA U CUCTEMBbI OOECIIEUeHUSI KaueCTBa

3. Ha6J'IIO,I[CHI/I5I H PC3YyJIbTAaThl OCHKHU YCJ'IOBI/Iﬁ IIPON3BOACTBA U CUCTEMBbI obecrieyeHus
KadeCTBa

YnpasieHrue Ka4eCTBOM

ITepconan

[Tomemnenust u 060pyI0OBaHNE

JloxymeHTanus

IIpousBoaCTBO

KoHTposb KauecTBa

AyTCOpCHUHTOBas IEATEILHOCTh

Peknamaniuu v 0T3bIB MPOTYKIIUU

CaMOWHCIIEKIIAA

Peanm3anus u TpaHCIOPTUPOBAHKUE NPOAYKIIUU

Onenka g0cke NpOU3BOACTBEHHOIO YYacTKa, €CIIU
IIPUMEHUMO

Pasznoe

4., TlepeueHb HECOOTBETCTBUIL ™

Kputnueckue

CyniecTBeHHbIE

HGCYH_IeCTBCHHbIe

5. [Mpunoxenus

JlokyMeHTBI u/unu 00pasiibl, OTOOpaHHBIE B XO/I€
OLIEHKH yCJIOBUH IPOU3BOCTBA U CUCTEMBI
o0ecreyeHns KauecTBa

6. PexoMenmanumy 1 3aKIFOYEHHUE

Pexomennamuu

3aKkIroYeHue

*[Ipumedanue

«Kpurnueckoe HECOOTBETCTBUE» - TO HECOOTBETCTBUE, KOTOPOE BBI3BIBAET WU MPUBOAUT K
CYIIECTBEHHOMY PUCKY BO3MOYKHOCTH HMPOHM3BOJICTBA JIEKAPCTBEHHOT'O CPEACTBA OMACHOTO IS
3JI0POBBS U )KU3HU YEJIOBEKA.

«Cy1iecTBEeHHOE HECOOTBETCTBUE) - 3TO HE KPUTUUECKOE HECOOTBETCTBHUE, KOTOPOE:

MIPUBEJIO K MIPOU3BOJCTBY WJIM MOXET MPUBECTHU K MPOU3BOACTBY JIEKAPCTBEHHOTO CPEJCTBA
HE COOTBETCTBYIOLIETO JOKYMEHTAM PETUCTPALIMOHHOTO JOChE€ JaHHOIO JIEKapCTBEHHOTO
CpEICTBA;

yKa3bIBaeT Ha CYIIECTBEHHOE OTKJIIOHeHHe oT CTaHaapTa HaJyiexalled Mpou3BOJCTBEHHON
npaktuku (GMP), yTBepkneHHOro mpukazoM MUHHCTpa 31paBOOXpPaHEHUS U COLUAIBHOTO
pa3Butus Pecniyonuku Kazaxcran ot 27 mas 2015 roga Ne 392 «O0 yTBep>KICHUH HaJJISKAIIX
(dapmaleBTUYECKUX NPAKTHK» (3aperucTpupoBaH B PeecTpe rocyaapcTBEHHOW perucTpanuiu
HOPMAaTUBHBIX NIPaBOBbIX akToB moJ Ne 11506);

YKa3bIBaeT Ha CYIIECTBEHHOE OTKJIOHEHHE OT TPeOOBAHUN MHBIX aKTOB 3aKOHOJATEJIbCTBA B
cdepe oOpalieHus TeKapCTBEHHBIX CPEJICTB;
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yKa3plBa€T Ha HECHOCOOHOCTh OPTaHU3ALMH-TIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB
OCYIIECTBIISITh CEPUNHBIA BBIMYCK JIEKAPCTBEHHBIX CPEJCTB OJHOPOJHOTO KayecTBa WIIU
HECIIOCOOHOCTh  YIIOJIHOMOYEHHOT'O JIMIIA OpPraHMU3alMU-TIPOU3BOJUTENS BBIIOJIHATH CBOU
JOJIKHOCTHBIE 00S3aHHOCTH;

KOMOMHAIMsI HECOOTBETCTBUH, HHM OJHO M3 KOTOPHIX caMO IO ce0e He SBIsIeTCs
CYILIECTBEHHBIM, HO KOTOPbIE B COBOKYITHOCTU MPECTABIIAIOT CYIIECTBEHHOE HECOOTBETCTBUE U
JIOJDKHBI OOBSICHATHCS M (PUKCUPOBATHCS B KAUECTBE TAKOBOTO.

«[Ipoune  HECOOTBETCTBUS» - 3TO  HECOOTBETCTBUE, KOTOpPOE  HE  MOXET
KJIacCu(UIUPOBAThCS, KaK KPUTHYECKOE WM CYHIECTBEHHOE, HO yKa3bIBaeT HAa OTKIIOHEHUE OT
Cranymapra Hajuiexameld Nnpou3BojacTBeHHOW mpakTuku (GMP), yTBep)KIEHHOTO MPHUKA30M
MuHucTpa 31paBoOOXpaHeHus U couuanbHOro pa3sutus Pecniyonuku Kazaxcran ot 27 mas 2015
rona Ne 392 «O06 yTBep)ACHUU HAJIEKAMMX (HapMaleBTHUCCKUX MPAKTHK» (3aperucTpUPOBaH
B PeecTpe rocynapcTBeHHON perucTpanny HOpMaTUBHBIX IIPaBOBbIX akToB moJ Ne 11506).

PykoBogurens komuccuu

(moamucek) ®.1.0. (mpu HAMMYKUH), JOTKHOCTh
9JICHbI KOMUCCHHU:
(moamuco) @®.1.0. (mpu HAIUYUH), JOTHKHOCTh
(moamuco) @®.1.0. (npu HAIUYUH), JOTHKHOCTh
C oruetom Komuccnum o0O3HaKOMIIGH PyKOBOAWTENs WM  YIOJHOMOYCHHOE JIUIO
OpraHu3aIum-
TIPOU3BOTUTEIIS
(moamuce) @®.1.0. (npu HATUYUH)
« » 20 roja

[Ipunoxenune 7

K [IpaBuiiam mpoBeaeHust

OIICHKH 0€3011aCHOCTH

1 KauecTBa JIEKAPCTBEHHBIX CPEJICTB
1 MEIUIUHCKHUX W3ICIIHH,
3apETUCTPUPOBAHHBIX B
Pecniybnuke Kazaxcran

®dopma
OT4eT OLIEHKH

yCJI0BMI NPOU3BOJACTBA U CHCTEMbI 00ecniedyeHHs Ka4eCTBA IIPH OLeHKe 0e30acHOCTH U
KayecTBAa MEAULNHCKUX U3/1e Uil

1. Pe3rome

HaumeHnoBanue, agpec, peKBU3UTHI
IIPOU3BOJICTBEHHOIO y4acTKa

Jlunensusi(un)
Pestome nedarenbHOCTH OpraHu3alvu- [IpounsBoacTso O
MIPOU3BOUTEIS (hapmalleBTHUECKUX CyOCTaHIIMI
[Ipon3BoICTBO METUITUTHCKUX
W3 ICIIAN
[Ipon3BoICTBO MPOMEKYTOUHBIX O

WK HepacgacoBaHHBIX («OATK»)
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MEIUIIMHCKUX U3JIEITNI

dacoBKa U ylakoBKa

BBo3 (umrmopr)

[Ipon3BOICTBO 1O KOHTPAKTY

[IpoBeneHue 1a00paTOPHBIX
HUCIILITAHUN

Brinyck B peanuzanuio cepuu
MEJIUIIMHCKOTO U3JIeIHS

O] g Oo{ojnd

HNuoe

Jara(bl) mpoBeeHUS OLIEHKH YCIOBUM
MIPOU3BOJICTBA U CUCTEMBbI OOECIICUEHHSI KaueCTBA

@®.1.0.(mpu HATUYMK ) SKCTIEPTOB (WICHOB
KOMMCCHH ), TOJDKHOCTh

Homepa nuueH3nu Ha Ipou3BOJCTBO,
cepruuxatoB coorBercTBuss GMP mmm [ISO13485

2. BBognas uapopmarus

KpaTxoe OIMMCAHUC OpraHUu3alUur- IIPOU3BOAUTCIIA
W IMTPOMU3BOJCTBA

JlaTa(bl) mpenbaymuX HHCTICKITHMA

HanmMeHnoBaHue OopraHu3aluvy U CTpaHbI,
HpOBOI[I/IBHIGf/'I MPCAbIAYITNC NMHCIICKITUN

OCHOBHBIE U3MEHEHMUS, IPOU3OLIEAIINE CO
BPEMEHU MPEAbIAYIIECH HHCIIEKIUN

OcHoBaHue U IPOBCACHUA OLICHKH YCJ'IOBI/Iﬁ
IMPONU3BOJACTBA U CUCTCMbI o0ecIeyeHHs KaueCcTBa

HpOI/I3BOl[CTB€HHI)I€ 30HBI, TOAJIC)KAIIUEC OLICHKEC
YCHOBI/Iﬁ IMPOU3BOJACTBA U CUCTCMBI obecrneyeHus
KadyeCTBa

IlepcoHan opraHu3auu-IIpOU3BOAUTENS,
Y4aCTBYIOUIUM B MPOBEJACHUN OLEHKHU YCIOBUI
MIPOM3BOJICTBA M CHCTEMBI 00ECTIEYSHHsI KaueCTBa

JlOKyMEHTBI, OJIaHHbIE OpraHU3alKei-
MIPOU3BOAUTENEM 10 MPOBEACHUS OLEHKN YCIOBUN
MIPOU3BOJICTBA U CUCTEMBI OOECIICYCHUS KaueCTBa

3. HaGnronenus v pe3ysbTaThl OIICHKU YCIIOBUM MPOU3BO/ICTBA U CHCTEMBI 00ECTIEUEHUS

Ka4dycCTBa

YnpasieHrne Ka4eCTBOM

Ilepconain

ITomenienust 1 060pyi0OBaHNE

JloxymeHnTanus

IIpou3BoacTBO

KoHTpoib kauecTBa

AyTCOpCHHTOBAs NEATEITHLHOCTh

Pexnmamanum u oT3bIB NPOAYKIIUU

CaMoOuHCHEKIIUA

Peanu3anus u TpaHCIOPTUPOBAHKE NPOAYKIIUU

Ornenka 10cbe IPOU3BOACTBEHHOIO YUacTKa, €CIIU
IIPUMEHNUMO

Pasnoe
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4. IlepedeHb HECOOTBETCTBUIT*

Kputnueckue

CyllleCTBEHHbIE

HecymectBeHHbIe

5. Ilpunoxenus

JIoKyMeHTBI U/Wiii 00pa3Iibl, OTOOPaHHBIC B XO/IC
OIICHKH YCJIOBUY TIPOU3BOJICTBA U CUCTEMBI
o0ecrieueHns Ka4yecTBa

6. PexoMeHmanum 1 3aKJIIOYEHUAE

PexomMmennannn

3aKiIrouyeHue

*[Ipumeyanue

«KputHueckoe HECOOTBETCTBHEY - TO HECOOTBETCTBHE, KOTOPOE BBI3BIBAET MIIM IPUBOJIUT K
CYIIECTBEHHOMY DPHCKY BO3MOXXHOCTH IPOW3BOJICTBA MEIUIIMHCKOTO M3JIENHS OIACHOTO ISt
3I0POBBSI U )KU3HH YETIOBEKA.

«Cyl111ecTBEHHOE HECOOTBETCTBUEY - 3TO HE KPUTUYECKOE HECOOTBETCTBUE, KOTOPOE:

MIPUBEJIO K MMPOU3BOJICTBY MM MOXKET IPUBECTH K MPOU3BOACTBY MEIUIIMHCKOTO M3ICIIHS HE
COOTBETCTBYIOIIETO TOKYMEHTAM PErHCTPAIMOHHOTO JTOChE IAaHHOTO MEIUITMHCKOTO M3ICTIHS;

yKa3bIBaeT Ha CYIIECTBEHHOE OTKJIOHEeHHE oT ctanaapta [ISO13485 (GMP);

yKa3bIBa€T Ha CYIIECTBEHHOE OTKJIOHCHHE MM TPEOOBAHMI MHBIX aKTOB 3aKOHOATEIbCTBA
B c(hepe oOpareHuss METUIIMHCKUX U3/ICIINA;

KOMOUHAIMsI HECOOTBETCTBUH, HU OJHO M3 KOTOPhIX CaMO MO ce0e He SBJISeTCs
CYIIECTBEHHBIM, HO KOTOPHI€ B COBOKYITHOCTH HPEACTABIISIFOT CYIIECTBEHHOE HECOOTBETCTBUE U
JIOJDKHBI OOBSICHITBCS M QUKCUPOBATHCS B KAUECTBE TAKOBOTO.

«[Ipoune =~ HECOOTBETCTBUS» - 3TO  HECOOTBETCTBHE, KOTOpOE  HE  MOXET
KJIacCU(UIIUPOBATHCS, KaK KPUTHYECKOE WM CYIIECTBEHHOE, HO YKa3bIBaeT Ha OTKJIOHCHUE OT
crangaproB [SO13485 u (wm) or Cranmapra HaaJeXalled MPOU3BOJACTBEHHOM MPAKTHUKU
(GMP), yTBep>KACHHOTO TpPUKa3oM MUHHCTpA 31paBOOXPAHCHUS M COIUAIBHOTO pPa3BHTHUS
PecniyOonuku Kazaxcran ot 27 mas 2015 roma Ne 392 «OO06 yTBEp)KACHUM HaaIeKalUX
(apmaneBTHYECKUX TMPAKTUK» (3aperucTpUpoBaH B PeecTpe rocymapCTBEHHOW perHCTpaliy
HOpPMaTUBHBIX IIPaBOBbIX akToOB Mo Ne 11506).

PyKOBOI[I/ITeJ'II) KOMHUCCHu

(TToamuch) @®.1.0. (npu HATWYHH), JOTKHOCTD
YJIEHbI KOMUCCHU:
(moamuce) ®.1.0. (mpu HATUYKH), TOJDKHOCTD
(moamuce) ®.1.0. (mpu HATUYHH), JOTKHOCTD
C otuerom Komuccuu o3HakoMIieH PyKOBOAMTEINH WIIH YIIOJTHOMOYEHHOE JTUIIO
OpraHu3aIiy-
TIPOU3BOTUTEIIS
(moamuce) @®.1.0. (mpu HATUYHUH)
« » 20 roaa

ITpunoxxenne 8

K [IpaBuiam npoBeneHus

OLIEHKH 0€30IacHOCTH

Y Ka4eCcTBa JICKApCTBEHHBIX CPEIICTB
U METUIIMHCKUX U3JIEINH,
3apeTUCTPUPOBAHHBIX B
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http://online.zakon.kz/Document/?link_id=1004886540

Pecrrybnuke Kaszaxcran
dopma

MunucTepcTBO 3apaBooxpanenus Pecryonuku Kazaxcran

HanmMeHnoBaHue 1 aipec 3KCIEePTHON OpraHU3aluu

Ceprudukar cOOTBETCTBHSI MPOAYKIUH (IIPU CEPUITHOMN OIIECHKE)

OT « » 20 roma Ne
JIEHCTBUTEIBHO A0 « » 20 rojia mpu coOII0ICHUH yCIOBUN
XpaHEeHUsI

1. Hacrosmuii cepTudukat COOTBETCTBUS IPOAYKIHH (TIPU CEPUIMHOMN OICHKE)
yIIOCTOBEpSIET,

YTO JTOJKHBIM 00pa3oM WACHTU(DHUIIMPOBAHHAS
MPOIYKIIHS

HanMMCHOBAHUC W TUII IPOAYKIIHUN
IIPpOU3BCACHHAA

CTpaHa, HaUMEHOBaHUE NPEANPUATUS, GUPMBbI
COOTBETCTBYET TpeOOBaHUSM O€30IIaCHOCTH U Ka4eCTBa, YCTAHOBIICHHBIM B

HOpPMaTHUBHBIH(€) TOKyMEHT(bI)
2. 3asBUTEIb

HauMEHOBaHUE, aJIpec
3. Ceptugukat cOOTBETCTBUS MPOAYKIIUH (IIPU CEpUITHOM OIIEHKEe) BbIJaH HA OCHOBAaHUH
oTyeTa
OLIEHKHU YCJIOBUH MPOU3BOICTBA M CUCTEMbI 00ECIIeUeHHsI KauecTBa

u

JaTa MPOTOKOJIA(OB) UCTIBITAHUI

HauMEHOBaHME aKKPEIUTOBAaHHOM J1abopaTopuu, Ne arTectaTa akKkpeAUTalun

4. lononaHUTeNbHAs HHPOPMAIUS
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HOI[HI/ICI/I YIIOJTHOMOYCHHBIX JIMI]

MOJIUCH @®.1.0. (npu HaTU4UK)

MTOIHICH @®.1.0. (mpu HaTM4HH )

[Tpunoxenue 9

K [IpaBuiaM npoBesieHUsI OLIEHKU
0€30IaCHOCTH U KauecTBa JEKapCTBEHHBIX
CPEICTB M MEIUIIMHCKUX U3IENNH,
3apEruCTPUPOBAHHBIX

B Pecny6nmke Kazaxcran

®opma

MunwucrepcTBo 31paBooxpanenust Pecnyonuku Kazaxcran

HanmMeHnoBaHue 1 aipec 3KCIEPTHON OpraHU3aluu

[Ipunoxenne

K CepTU(PHUKATY COOTBETCTBHSI TPOAYKIUH (IIPU CEPUIHHOM OIICHKE)
Ne

IlepeyeHb KOHKPETHOM MPOAYKIMH, HA KOTOPYIO PACIPOCTPAHAETCS
neiictBue cepTudukara COOTBETCTBHSI MPOAYKIUH (IIPU CEPUIHOM OLIEHKE)

HanmeHoBaHNE U THIT MMpOAYKIIUH, CEPHUA, CPOK
TrOAHOCTH, pasMEp MMapTuu, HAMMCHOBAHHNC
npeanpuiaTus, HAUMCHOBAHUC MMPCATIPUATUA-
MPONU3BOAUTCIISL, CTPAHA-TIPOU3BOAUTECIIA

O0o3HaueHne HOPMATUBHOTO IOKYMEHTA,I10
KOTOPOMY BBIITYCKAeTCs MPOAYKIUS

Iloanucu YIIOJTHOMOYCHHBIX JINI]

MOITHCH

@®.1.0. (npu HATUYNH)

MOJITHCH

@®.1.0. (npu HATUYNK)

ITpunoxxenune 10

K [IpaBuiam npoBeneHus

OLIEHKH 0€30IacHOCTH

U Ka4yecTBa JIEKapCTBEHHBIX CPE/ICTB
U METUIIMHCKUX U3JIENNH,
3apEeTUCTPUPOBAHHBIX B
Pecniy6nuke Kazaxcran
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IIepedyens nokasaresield HOPMaTUBHOTO JOKYMEHTA
IIPU IPOBEIEHUH OLIEHKH 0€3011aCHOCTH U Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB

Ne HanmenoBanue paznena
n/n
1. JXKunkue nekapcTBeHHbIC (OPMBI ISl TAPSHTEPATLHOTO TPUMCHEHHSI
1) Omnwucanue
2) W nentudukariys akTHBHBIX BEIIECTB
3) [Tpo3padHocTh
4) I{BeTHOCTH
5) pH
6) bakTepuaibHble YHI0TOKCUHBI HIIH TUPOTCHBI
7) CTepuIbHOCTD
8) KonnuecTBeHHOE OnpeiesieHrne
9) YnakoBka
10) | MapkupoBka
11) | Cpok xpaHeHus
2. Cyx#e JIeKapCTBEHHBIC (OPMBI JIJIs TAPESHTEPATHHOTO MPUMCHEHHUSI
1) Omnwucanue
2) VnenTrdukariys akTHBHBIX BEIIECTB
3) [TokazaTtenu kayecTBa pacTBOpa:
IIpo3paunocth
IBETHOCTH™*
KHCJIOTHOCTb (IIE€JI0YHOCTH) v pH
4) bakTepuaiibHbIe YHIOTOKCUHBI HITH TUPOTCHBI
5) CTeprIIbHOCTD
6) KosnuecTBeHHOE onpeienieHre
7) AKTHUBHOCTB
8) YnakoBka
9) MapkupoBka
10) | Cpok xpaHeHHUsI
3. I'masHpIe Karum
1) Onwucanue
2) W nentudukaiiis akTHBHBIX BEICCTB
3) ITpo3pauHocTh (11 paCTBOPOB)
4) I[BeTHOCTH (1711 PAaCTBOPOB)
5) KucoTHOCTh WK eNOYHOCTh, Wi pH
6) CTepHIbHOCTD
7) KonmuecTBeHHOE onpeneneHne
8) YnakoBka
9) MapkupoBka
10) | Cpok xpaHeH¥Us (B TOM YHUCIIE TTOCIIE BCKPHITHS)
4. XKunkue nekapcTBeHHbIe (OPMBI [Tl BHYTPEHHETO U HAPY)KHOTO TIPUMEHECHHUS
1) Onucanne
2) W neHTudukaiys akTHBHBIX BEIIECCTB
3) pH
4) ITnoTHOCTH
5) MukpoOroIornuecKasi YUCTOTa WM CTEPUITBHOCTD
6) KonnuecTBeHHOE onpeiesieHne
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7) YmakoBka

8) MapkupoBka

9) Cpok XxpaHeHHUs

S. Aspozonu

1) Onucanmne

2) W nenTudukanyst akTHBHBIX BEIIECTB

3) KosinuecTBO M3BIEKAEMBIX 103 B KOHTEMHEPE

4) KomnmaecTBenHoe onpeneneHne

5) VYmakoBka

6) MapkupoBka

7) Cpoxk XpaHeHHs

6. Tabnerku

1) Onucanne

2) W nenTudukaiysi akTHBHBIX BEIIECTB

3) CpenHss Macca U OJTHOPOJHOCTH MACChl

4) VctupaemocTb

5) PacrniamaemocThb

6) MukpoOuoIoruiecKast YucToTa

7) KonngecTBeHHOE OnpeienieHme

8) YnakoBka

9) MapkupoBka

10) | Cpok xpaHeHwusI

7. Ilopomku (cyxue iekapcTBEHHbIE (POPMBI AJ11 HAPY>KHOT'O U BHYTPEHHETO PUMEHEHUS])

1) Omnwucanue

2) W nenTudukaliys akTHBHBIX BEIIECTB

3) OmHOPOTHOCTH MACCHI WIIA OJTHOPOJHOCTH COJIEPKaHUS (J1s TIOPOIIKOB B OHOA030BOM
KOHTEHHEpe)

4) Macca coaepKHUMOro KOHTeiHepa (/1711 HOPOIIKOB B MHOT'0JI030BOM KOHTEHHEPE)

5) CTeprIIbHOCTD WJIM MUKPOOMOJIOrHYeCcKasi YUCTOTa

6) KonnyecTBeHHOE onpeesieHue

7) YnakoBka

8) MapkupoBka

9) Cpoxk XpaHeHHs

8. Kancysl

1) Onucanue (B TOM yuciie 000JI0UKH KaTCyJIbl U COIEPKUMOTO)

2) W nenTudukalyvs akTHBHBIX BEIIECTB

3) PacniamaemocThb

4) Mukpobuosiornyeckas 4ucTora

5) KonnuecTBeHHOE OnpeiesieHne

6) YnakoBka

7) MapkupoBka

8) Cpok XxpaHeHHUs

9. Cynmosutopun (Teccapum)

1) Onucanne

2) W nenTudukariysi akTHBHBIX BEIIIECTB

3) Cpennsisi Macca ¥ OJTHOPOJTHOCTh MAaCCHI

4) Mukpobuosiornyeckas Y4ucTora

5) KonnuecTBeHHOE onpeiesieHne

6) VYnakoBka

+7 (727) 250 00 11 | info@medexpert.kz




7) MapkupoBka
8) Cpok XpaHeHHs
10. | Msrkue nekapcTBeHHBIC (HOPMBI
1) Onucanmne
2) W nentudukaysi akTHBHBIX BEIIECTB
3) pH
4) CTepuIbHOCTD WIM MUKPOOHOJIOTHYECKAsl YHCTOTA
5) KonngectBeHHoe onpeencHue
6) VYmakoBka
7) MapkupoBka
8) Cpoxk XpaHeHHs
11. | Hacroiiku
1) Onucanne
2) W nenTudukaiysi akTHBHBIX BEIIECTB
3) Copnep)kaHHe ATaHOJIA MJIM OTHOCUTEIIbHAS TNIOTHOCTD
4) Mukpobuosiornyeckas Y4ucTora
5) KosmuecTBeHHOE onpeelieHne
6) YnakoBka
7) MapkupoBka
8) Cpok XpaHEeHHUs
12. | DkcTpakThl
1) Omnwucanue
2) VnenTudukaliys akTHBHBIX BEIIECTB
3) OTHOCHUTEIbHAS ITIOTHOCTD MJIM COJEPIKaHME ATaHOJIA (JKHJIKUE SKCTPAKTHI)
4) KonngectBeHHOE onpeienieHne
5) MukpoOroIornyecKas YucToTa
6) YnakoBka
7) MapkupoBka
8) Cpok XpaHEeHHUs
13. | JIekapcTBEHHOE PACTHTEIHLHOE ChIphe, COOPBI, (hacOBAaHHAS MPOIYKITHSI
1) Omnwucanue
2) WnenTudukarms:
MaKpOCKOTIHS;
MHUKPOCKOIIHS;
Ka4eCTBEHHBIE /WM TUCTOXUMHUYECKUE PEaKIINY;
XpoMatorpaduaecKue NCTIBITaHusI (TCX, Ta30Basi U BEICOKOAI(PPEKTUBHAS KHUIKOCTHAS
Xpomatorpadust u apyrue)
3) DKCTpaKTHBHBIC BEIIECTBA WM KOJUYECTBEHHOE ONPE/ICIICHUE
4) Mukpobuosiornyeckas 4ucTora
5) KonnuectBeHHOE onpeneneHne™
6) VYmakoBka
7) MapkupoBka
8) Cpok xpaHeHHUs

* IMPpU HAJIMYHNHU ITOKA3ATCJII B HOPMATUBHOM JTOKYMCHTC

[Tpunoxenue 11
k [IpaBuiam nmpoBeneHus
OILIEHKHN 0€30I1aCHOCTH
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1 KaueCTBa JIEKAPCTBEHHBIX CPEJICTB
Y MEAMIMHCKUX U3JIEIHH,
3apEerUCTPUPOBAHHBIX B
Pecniyonuke Kazaxcran

®dopma

MunucrepcTBo 3apaBooxpanenus Pecnyonuku Kazaxcran

HanmeHnoBanue 1 aipec 3KCIEePTHON OpraHU3aluu

Ceprudukar cOOTBETCTBUS MPOAYKIIUH (IIPH CEPUH/TIAPTHH )

OT « » 20 roma Ne
JIeHCTBUTEIBHO 10 « » 20 roja mpu coOMIOIEHUH YCIOBUN
XpaHEHUs

1. Hactosmmii cepTudukat COOTBETCTBUS MPOAYKLIUHU (TIpU CEPUN/TIAPTHH) YIOCTOBEPSIET,
YTO JODKHBIM 00pa30oM UIACHTHPHUIIMPOBAHHASL
MPOYKLHUS

HaummMeHnoBaHue u TUII NpoaAYKIUHU, pa3sMEp IMapTUH, CEpHsl, CPOK 'OJHOCTH

IMPOU3BCACHHAA

CTpaHa, HAUMCHOBAHUC MMPCANIPUATUSA, HAUMCHOBAHUC MPCATIPUATUS -
MMPOU3BOAUTEIIA

COOTBCTCTBYCT Tpe6OBaHI/IHM 0C30ITaCHOCTH U KaueCTBa, YCTAHOBJICHHBIM B

HOpPMaTHUBHBIH(€) TOKyMEHT(bI)
2. 3asBuUTeENb

HauMEHOBaHME, aIPeC
3. CepTudukar COOTBETCTBHUS NPOAYKLNH (TIpU CEpUN/TIAPTUN) BbIIAHO HA OCHOBAaHUU

MPOTOKOJIA(OB) UCTIBITAHUY

HAaUMEHOBAaHME aKKpeIUTOBaHHOM(bIX) 1abopaTopun(ii), Ne arrectata(oB) akkpeautauuu(it)
4. NononaHUTeNbHAs MHPOPMAIIS
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HOZ[HI/ICI/I YIIOJTHOMOYCHHBIX JIMI]

MOJINCH ®.1.0. (npu Han4KK)

MTOIHICH @®.1.0. (mpu HaTU4HH)

[Tpunoxenue 12

k [IpaBuiaM npoBeneHus

OIICHKH 0€30TacHOCTH

Y Ka4ecTBa JICKAPCTBEHHBIX CPEJICTB
U MEIUIIMHCKHUX W3JICITHH,
3apETUCTPUPOBAHHBIX B
Pecriy6nuke Kazaxcran

dopma

MunwucrepcTBo 31paBooxpanenust Pecnyonuku Kazaxcran

HanmMenoBanue u ajpec SKCHCpTHOﬁ OpraHu3sanuu

CepTudukaT COOTBETCTBUSI IPOAYKLUU (TP IE€KJIAPUPOBAHUH )

OT « » 20 roma Ne
JIENCTBUATEIIBLHO 10 « » 20 ropa mpu coOJIt0JIEHUU YCIOBUN
XpaHEHUs

1. Hacrtosmmuii ceptudukar COOTBETCTBUS HPOAYKIMH (IpU  AEKIApUPOBAHUM)
yJIOCTOBEPSIET, YTO JIOJIKHBIM 00pa3oM WACHTU(UIMPOBAHHAS MPOIYKIIUs

HAaUMEHOBAHHE U THII ITPOTYKITUH

MIPOU3BEICHHAS

COOTBETCTBYET
CTpaHa, HAUMEHOBAHUE MPEANPUATHS, PUPMBI

TpeOoBaHUsIM O€30TTaCHOCTH U KauyecTBa

2. 3agBUTENH

HaMEHOBaHUE, aJipec
3. Ceptudukar cooTBETCTBUS MPOAYKIUH (IIPU AECKJIAPUPOBAHUH) BbIJJaH HA OCHOBAHUH
ceptudukara

GMP, Ne, nara Bergaun, cpok aeiictus unu [ISO 13485, Ne, nata BbI1aun, CpOK AEUCTBUS
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4. lonoiHUTENbHAS HHPOPMAITIH

HOI[HI/ICI/I YIIOJTHOMOYCHHBIX JIMI]

MIOAIHUCH ®.1.0. (npu HaMU4IKUK)

MOANHCH ®.1.0. (mpu HATUYKHN )

ITpunoxxenue 13

K [IpaBuiam nmpoBeaeHus

OIICHKH 0€3011aCHOCTH

Y Ka4ecTBa JICKApCTBEHHBIX CPE/ICTB
Y MEIWIIMHCKUX U3JICITHA,
3apETUCTPUPOBAHHBIX B
Pecniyomuke Kazaxcran

AJroput™M 0T00pa 00pa3u0B NPOAYKIUH

1. AaroputM oTO0pa 0Opa3IOB JIEKAPCTBEHHBIX CPEACTB

OO0pa3ipl OTOMPAIOT OT KaXKAOH cepru (TTapTHH) JIEKAPCTBEHHOTO CPEACTBA.

YnakoBouHyio Tapy (SIIMKH, KOPOOKM, MEIIKH, OyThUIM, OapabaHbl) MOABEPraroT
Hapy>KHOMY OCMOTPY JUISl TPOBEPKH COOTBETCTBUS TPEOOBAHMSIM HOPMATUBHOM JOKYMEHTAIUH.

OO0pa3ibl 0TOMPAIOT TOJBKO U3 HEMOBPEXKICHHBIX, YKYITOPEHHBIX M YIAKOBaHHBIX COTJIACHO
HOPMAaTHBHOMY JIOKYMEHTY yIaKOBOYHBIX Tap.

IIpu orbGope 00pa3lOB MPUHUMAIOTCS MEPhl MPEAOCTOPOKHOCTH, YUUTHIBAS TOKCUYHOCTD,
B3PBIBOOIIACHOCTH, OTHEOMACHOCTh, TUTPOCKOMMYHOCTD JIEKAPCTBEHHBIX CPEZICTB, a TaKXKe IS
NPEOXPaHeHNS UX OT 3arpsA3HEHU.

Jlnsi TpoBeNeHHsS WCHBITAHWS JIEKAPCTBEHHBIX CPEACTB, METUIIMHCKHX W3JENUid Ha
COOTBETCTBUE TPEeOOBAHUSAM HOPMATHBHOI'O JIOKYMEHTa MPOBOJSAT MHOIOCTYHNEHUYAThI OTOOp
00pa3Ios.

IIpu MmHOrOCTYHmEeHYaTOM OTOOpE, O0pa3libl B KaXAOH CTYNEHH OTOMPAIOT CIydailHbIM
00pa3oM B MPONOPIIMOHATFHBIX KOJMYECTBAX U3 €AMHUI], OTOOPAaHHBIX B MPEABIIYIIEH CTYIICHH.
Yucno cryneneit onpeaensercs BUAOM YIaKOBKH.

[lepBas cTyneHb: 0oTOOp €AMHMIL YIAKOBOYHOM Taph! (SIIUKOB, KOPOOOK, MEIIKOB, OYThLIEH,
6apabaHOB);

Bropasi crymeHb: oTOOp YNMAaKOBOYHBIX E€IMHHWIl, HAXOIIIIMXCS B YIIAKOBOYHOW Tape
(kopoOOK, G1aKOHOB, OAHOK);

Tperpss cTyneHb: oTOOp MPOAYKIMH B MEPBUYHOM ymakoBKe (ammys, (JIakoHOB, TYO,
KOHTYPHBIX YIaKOBOK).

Jlst pacyeTa oTOOpa KOJMYECTBA MIPOTYKIIMK HA KAXKI0W CTYIEHH HCTIONB3YIOT hopmyiny 0,4

n, r€ N - KOJIWYECTBO OOpa3lloB JaHHOM CTymeHHW oaHoi cepum (maptuu). [lomyueHHoe B
pe3yibTare mojcueTa 1mo ¢Gopmysie IpoOHOE YUCIO OKPYIIISIFOT B CTOPOHY YBEIHUYCHHS [0
IIEJIOT0 YKCcIia, KOTOPOe TOJDKHO OBITh He MeHee 3 u He Oonee 30.

B ciydae HemocTaTOYHOTO KOJMYECTBA OOpa3IOB UIS MPOBEACHUS HCIBITAHUS TTOBTOPHO

0TOMpAIOT 00pa3Iibl, KaK YKa3aHO BBILIIE.
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2. Anroput™m 0T60pa 00pa3IOB MEIUIIUHCKUAX H3ACTUI

1) B mporiecce oT6opa 006pa3IoB B 00IIEeM CTydae yUUTHIBACTCS:

OJTHOPOJHOCTH MAPTHUH;

MPEJCTaBUTEIBHOCTh BEIOOPKH 110 COCTABY;

MIPEJICTAaBUTEIIFHOCTh BEIOOPKH 10 KOJUYECTBY;

COOTBETCTBHE 00Pa3I0B UACHTU(DHUKAIIMOHHBIM IPHU3HAKAM ITPOIYKIINH;

2) orOupaemMbie O00pa3Ibpl MO KOHCTPYKIMH, COCTaBY M TEXHOJOTHU H3TOTOBICHUS
COOTBETCTBYIOT IIPOAYKIIUH, TPETHAZHAUYCHHOM IS peaTH3allii;

3) BeIOOpKA MO COCTaBYy OOpPa3OB OTPAKAET BCIO COBOKYIMHOCTb OJIHOPOJHOM MPOJIYKLIHH,
SIBIISTIONICHCST OOBEKTOM OIICHKH O€30MacHOCTH M KadecTBa C YYETOM pa3jiM4usl CBOWCTB
OTJICTBHBIX TUIIOB (MapOK, pa3MepOB, TUIIOB, MOJIEJIEH) TaKOH COBOKYITHOCTH;

4) o0Opa3ibl, 0TOOpaHHBIE Il IPOBEICHUS HCIIBITAHUI HE BO3BPAIIAIOTCS 3aKa3UYHKYy.

[Tpunoxxenue 14

K [IpaBunam npoBeneHus

OIICHKH 0€3011aCHOCTH

U KayecTBa JIEKapCTBEHHBIX CPEICTB
Y MEIWIMHCKUX U3JICITHH,
3aperucTPUPOBAHHBIX B
Pecniyomuke Kazaxcran

dopma

AKT 0TO0pa 00pa3oB NPOAYKIUU

OT « » 20 ropa No

3agBUTEID:

(HaMMEHOBaHWE OpPTaHU3AINH, ATPEC)
Anpec u MmecTo oTOopa:

OT160p npoO npou3sBedn:

damumusi, UMs, 0TYECTBO (TIPH €r0 HAIMYWH) JIMIIA, OCYIIECTBUBIIETO 0TOOp 00pa3iioB
AKT COCTaBJICH:

daMuius, UMsi, OTYECTBO (IIPU €ro HAJMUUH) MPECTaBUTEIIS HKCIIEPTHON OpraHu3auu
WM TEPPUTOPUATIBHOIO JAETIapTaMeHTa roCy1apCTBEHHOTO OpraHa
C y4acTHeM:

damumus, UMs1, 0TYECTBO (TIPU €r0 HAJIMYUK) 3aABUTEIISI I €r0 MPEACTaBUTENS
OO6pa3siiel mpebABICHHON TPOIYKIIMA OTOOPaHBI B COOTBETCTBUH C

(HauMeHOBaHUE HOPMATUBHOIO JJOKYMEHTA)
JUISL UCTIBITAHUH C LEJIBbIO OIIEHKH OE30MIaCHOCTH U KauecTBa

MPOIAYKIIMH
IIpoayknus noiaydeHa mo:

(TOBapHO-TPaHCIIOPTHOW HAKIATHOMN; /1 KBUTAHIIUU Ne,
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o KoHTpakTy Ne, mara; moroBopy Ne, nara)
IIpousBoaurens:

(ctpana, opranu3auus (MHIUBUAYalbHBINA IPEAIPUHUMATEND), aAPEC)
TTocTaBmiuk:

(cTpana, opranuzarus (MHIMBUAYATbHBIN TPEIITPUHAMATEH), aJIpeC)
OcMOTpPOM yCTaHOBJIEHO:

VYcnoBus XpaHeHHUs:

Bun u cocTosiHue Taphl, yIIaKOBKH, EMKOCTEH:

Ha;umcn Ha YIIaKOBKC U 3THKCTKAX:

O06pa3ziel 0TOOpaHbI OT MPOAYKIIUH, TPEABIBICHHOM 1O HAMMEHOBAHUEM:

HaumenoBanne Enunauna | Homep | Pasmep [ara Cpok KonunuectBo
00pa3oB W3MEpPEHHUs | MapTHH | MapTUU | TPOU3BOJICTBA | TOJHOCTH | OTOOPaHHBIX
MpEeAbSIBICHHOM 00pasIoB
MPOAYKIUN MPOAYKIUHU
1 2 3 4 5 6 7

KonTponbable 00pa3ipl B KOJIWYECTBAX, PABHBIX KOJIMYECTBY OTOOpAaHHBIX 00pasloB,
ofeyaTaHbl M XPAHATCS B HAUICKAIIMX YCIOBHSIX B TCUCHUE CpPOKa ICHCTBHS cepTH(HUKATa
COOTBETCTBUS MPOAYKIIUHU (ApTUsi/ CepUsi) y 3asiBUTEIIS.

[IpencraBuTeb SKCIIEPTHOM OpraHU3aIIH/

TEPPUTOPUAIIBHOIO JIeTIapTaMEHTa

YIIOJIJHOMOYEHHOTI'O OpraHa:

(moamuce) @®.1.0.(ipu HaTHYUK)
3asBUTEIH

(moamuch) ®.1N.0.(npu HATUYUN)

ITpunoxxenune 15

k [IpaBuiiaM mpoBeIeHUsT OIICHKU
0e30IMaCHOCTH U Ka4ecTBa
JICKapPCTBCHHBIX CPEJICTB U
MEIUIIUHCKUX U3JICITUH,
3apETHCTPUPOBAHHBIX

B PecniyOnuke Kazaxcran

dopma

AKT ipriema-nepenadi o0pa3ioB MPo yKIIHH

0T « » 20  roma No

3agBUTEID:
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Anpec u Mmecto otbopa:

(HauMeHOBaHUE OpraHU3AllNH, aJIPecC)

OT16op npoO6 npowusse:

@®.1.0. (mpu HAMMYUK) U1, OCYIIECTBUBIIIETO OTOOP 00pa3ioB
OO6pa3ibl NpeabsIBICHHON MPOAYKIIUU OTOOpaHbI B COOTBETCTBUH C

(HauMeHOBaHUE HOPMATUBHOIO JJOKYMEHTA)
JUTSI UICIIBITAHUM C LIETIBIO OIEHKH 0€30MaCHOCTH U KaueCTBA MPOAYKIIMU
[Ipoaykuus noiaydeHa mo:

(TOBapHO-TPaHCHOPTHOM HAKIIAAHOM; %/ KBUTAHLIUU Ne,

IIpousBogurens:

o koHTpakTy Ne, nata; noroopy Ne, nara)

IlocTaBmuk:

CTpaHa, OpraHu3anusi (MHAUBUAYAIbHBIN NPEAIPUHUMATEIND), alpec

(cTpana, opranu3anus (MHIMBUyalbHbIA IPEATPUHUMATEND), aPEC)
O06pa31bl 0TOOpaHbI OT MPOAYKLIUH, IPEIbSIBICHHOMN 0] HAUMEHOBaHUEM:

HaumenoBanue Ennanna | Homep | Pazmep [ara Cpox KommuectBo
00pasIios U3MEpEHUs | mapTUu | MapTUM | MPOU3BOJICTBA | TOJHOCTH | OTOOpaHHBIX
MIPEIbSBICHHOM 00pas3Ios
MPOIYKIINH IPOAYKIIMH
1 2 3 4 5) 6 7

KonTpoibHble 00pa3iipl B KOJIMYECTBAX, PABHBIX KOJUYECTBY OTOOpPaHHBIX 00pa31ioB,
orevyaTaHbl U XPaHATCS B HAJISKAIUX YCIOBUSIX B TEUCHHE CPOKa JIEHCTBHS cepTUUKaTa
COOTBETCTBUS NPOAYKIINHU (apTUsi/ cepust) y 3asiBUTEIIS.

3agBUTEID:

(moamuce)
OO0pa31ibl NPUHSTHL:

Hpe,[[CTaBI/ITCJ'IL 3KCHepTHOI71 OpraHHu3aln

« »

MecTto HaHeceHUus

3Haka W/WIM HOMEpa arTecTata AKKpeIuTaIluu

20 .

®.1.0.(mpu HATHYKH)

(mogmuce)  D.M.O. (mpu HanM4UUM)
Jlata mpuema oOpa31oB SKCIEPTHON OpraHu3anueit:

ITpunoxxenne 16

K [IpaBunam npoBeneHus

OLIEHKH 0€30IacHOCTHU U

KayecTBa JIEKAPCTBEHHBIX CPEJCTB
1 MEAMLIMHCKUX U3JIEINH,
3aperucTpUpPOBAaHHBIX B
Pecriy6nuke Kaszaxcran

+7 (727) 250 00 11 | info@medexpert.kz




®dopma

MunucrepcTBo 31paBooxpanenus Pecnyonuku Kazaxcran

HanmenoBanue rocy1apCcTBEHHON 9KCIIEPTHON OpraHU3alux

ATTecTar akKpeIuTalu UcnbITaTeabHou Jadoparopuu (Ne, Cpok AeicTBHS)

Anpec, TenedoH 3KCIEPTHOW OpraHu3auu (MCIbITaTeIbHON J1ab0opaToprn)

[IpoTokoma ucnbITaHuit

No OT « » roga Crpanuna /Konu4ecTBo TUCTOB
3asBUTENb (HAUMEHOBAHUE, AAPEC):

HaumeHnoBanue npoaykuum:

Bun ucnisiTanmii:

OcHOBaHueE:

[IpousBoaurens, cTpaHa:

Cepust, mapTusi: JlaTa mpou3BO/ICTBA: CpoK roTHOCTH:
KonnaectBo 006pa3ios:

Z[aTa Hayaa M JjaTa OKOHYAHMS UCIIBITAHUM:

O06o3HaueHUE HOPMAaTUBHOI'O JOKYMCHTA Ha IPOAYKIHUIO:

O06o3HaueHUE HOPMAaTUBHOI'O JOKYMCHTA Ha MCTObI HCIIBITAaHUH

Pe3ynbTaTe! ucnbITanmit

HaumenoBanue TpeOoBaHUsI HOPMAaTUBHOTO JOKYMEHTA Ha T°C u BnaxxnocTs (%)
nokazarenein MIPOYKIIHIO
1 2 3

3axmtouenue: IIpencraBnennbie 00pa3ibl COOTBETCTBYIOT/HE COOTBETCTBYIOT TPeOOBaHUSIM
HOPMaTUBHBIX N0KyMeHTOB. (HyxkHoe nmonuepkHyTh)
HO}IHI/ICI/I YIIOJTHOMOYCHHBIX JIMI]

(1OMKHOCTD) (moamuce) ®.1N.0.(mpu HATUYUN)
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(1OMKHOCTD) (moamuce) @®.1.0.(npu HanM4KUM)

(TOTHKHOCTBD) (moamucek) @®.1.0.(nmpu HATYHH)

IIpoToko uCHBITAaHUI PACIPOCTPAHAETCS TOJIBKO Ha 00pas3Libl, IOJABEPTHYThIE UCTIBITAHUSM.
[TonHast uiK yacTUYHAS NEpeneyaTKa MPOTOKOJIA UCTIBITAHNH 0€3 MUChMEHHOTO Pa3pelIeHus
9KCIIEPTHON OPraHMU3alMK 3alpeLIcHa.

[Ipunoxxenune 17

K [IpaBuiam nmpoBeneHus
OLICHKHM 0€30I1aCHOCTH U
Ka4eCTBa JIGKaPCTBEHHBIX
CPEICTB U MEIUITTHCKIX
U3/IEIHI, 3apETUCTPUPOBAHHBIX
B PecniyOnuke Kaszaxcran

dopma

MunucrepcTBo 31paBooxpaneHus Pecnyonuku Kazaxcran

HanmMenoBanue u ajpec SKCHCpTHOﬁ OpraHnu3anuu

[Ipunoxenune
K cepTU(HUKATy COOTBETCTBHS NMPOAYKLUH (cepun/maptuu) Ne

[lepeueHb KOHKPETHOM MPOIYKIIMU, HA KOTOPYIO paclpocTpaHsieTcs JeicTBUe cepTudukara
COOTBETCTBUS MPOAYKLNHU (CEpUuu/mapTun)

HaumeHnoBaHMe U TUI MPOIYKIINH, cephs, Cpok | OOo3HaueHHE HOPMATUBHOTO JJOKYMEHTA, 110
TOJTHOCTH, pa3Mep apTUH, HAMMEHOBAHHE KOTOPOMY BBIITYCKA€TCS IIPOLYKLIUS
MPEANPUATHS, HAMUMEHOBAHUE IIPEANIPUSTHS -
IIPOU3BOJUTENIS], CTPAHA-TIPOU3BOAMUTEIIS

HOILHI/ICI/I YIIOJTHOMOYCHHBIX JIMI]

MTOAIHUCH ®.M.0. (npu HATUYNH)

MOJIUCH @®.1.0. (mpu HanM4UK)

[Tpunoxenne 18
K [IpaBuiaM npoBeeHUs OLIEHKU
0€30I1aCHOCTH U KauecTBa JEKapCTBEHHBIX
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CpCACTB U MCAUITMHCKUX HSHCHHﬁ,
3aperucTpupoBaHHbIX B Pecriybnuke Kazaxcran

®dopma

MunucrepcTBo 31paBooxpanenus Pecnyonuku Kazaxcran

HaumeHoBaHMe U aipec 3KCIEPTHOU OpraHu3alnuu
[Ipunoxxenue
K CepTU(HUKATY COOTBETCTBHSI MPOAYKLUU (IIpU AeKiIapupoBaHun) Ne

IlepeueHb KOHKPETHON MPOIYKIIMU, HA KOTOPYIO PacIpOCTpaHseTCs IeHCTBUE cepTUhUKaTa
COOTBETCTBUS NPOAYKLINHU (IIpU JEKIapUPOBAHNN )

HaI/IMeHOBaHI/Ie, THUII, MapKa IIpoOAYKIIHNH, O0o3HaueHne HOPMATUBHOI'O JOKYMCHTA, I10

cepusl, CPOK FOJJHOCTH, pa3Mep NapTuu, KOTOpPOMY BBIITYCKA€TCSl IPOAYKIIUS
HAaUMEHOBAHUE MPEANPHUITHS, PUPMBI-

HN3TOTOBUTCIIA, CTPpAaHA-IIPOU3BOAUTCIIA

IToanucu YIIOJIHOMOUYCHHBIX JIMI]

MOAIHUCH @®.1.0. (npu HATUYHH)

IIOAIHUCH @®.1.0. (npu HAIUYNH)

[Tpunoxxenne 19

K [IpaBuiam nposeneHus

OLIEHKH 0e30IacHOCTH

Y Ka4eCcTBa JICKApCTBEHHBIX CPE/ICTB
Y MEIUITMHCKHUX U3JIEIHH,
3apeTrUCTPUPOBAHHBIX B
Pecniy6mike Kazaxcran

dopma

MunuctepcTBo 31paBooxpanenus Pecnyonuku Kazaxcran

HaumeHnoBaHue u anapec 3KCHCpTHOf/'I OopraHu3anun

HanmMmenoBanme, 3aaBUTENS

JOJKHOCTh, MHULIMAT UMEHU
1 paMUITHS PYKOBOJIUTENS
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azpec 3asBUTEIA

Penrenue o mpuocTaHOBICHNH, OT3bIBE CEPTUPHUKATA COOTBETCTBUS MPOIYKIHH (TIpU
cepuu/mapTHr), cepTu(drKaTa COOTBETCTBUS MPOAYKIUHU (TIpU CEPUITHON OIEHKE), cepTH(HUKaTa
COOTBETCTBUS MPOIYKIINU (TIPH JCKIAPHUPOBAHUN )

OT « » 20 roma Ne

HaMMCHOBAHUC BKCHepTHOﬁ OpraHru3annuunu

cooOuraer:

1. CormacHo Bareii 3agBKe 0T « » 20 rojia BbIJIaH cepTudukar
COOTBETCTBUS

MPOAYKIMH (TIPU CEPUH/TIAPTHH ), CEPTU(HHUKAT COOTBETCTBUS MPOAYKIHH (TIPU CEPUHHOM
OIICHKE),

cepTu(dUKAT COOTBETCTBUS MPOAYKIHMH (IIPU JeKIapupoBaHun) (yKa3ath Hy:kHOe) No

OT « » 20 roza Ha

HaNMMCHOBAHUC MMPOAYKINHU,

2. B coorBeTcTBUHA

(Yka3aTb OCHOBaHUE)
cepTu(uKaT COOTBETCTBHUS MPOAYKIHMH (TIPH CEPUH/TIAPTHH), CEPTH(PHUKAT COOTBETCTBHS
POYKIHH
(Ipu cepuiiHOM OLIEHKE), CepTU(UKAT COOTBETCTBUS MPOAYKIIUH (IIPU JAE€KJIApUPOBAHHH)
(ykazatb
HY>KHOE) MPHOCTAHOBIJIEHO, OTO3BAHO €ro JieiicTBHE (YKa3aTh HY)KHOE) C « »

20 roja.
[Ipunoxenue:

(YKa3aTh TOKyMEHTBI, HA OCHOBAHUHU KOTOPBIX MPHUOCTAHOBJIEHO, OTO3BAHO
cepTu(dUKaT COOTBETCTBUS MPOLYKIUH (IIPU CEPUHU/TApTUH), CEPTUPHUKAT COOTBETCTBUS
OPOAYKIMH (IIpU CEPUITHOI OlleHKe), cepTU(UKAT COOTBETCTBUS
IPOAYKIMH (IIPU JEKIapUPOBAHUN)
[Toanucy yrnosHOMOYEHHBIX JIALL

MIOAIHUCH ®.1.0. (npn
HaJIMYUN)

MIOAIHUCH ®.1.0. (npn
HaJIUYUN)
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