dO;}JI Cilil

006 yrBepxxaeanu IIpaBriI mpoBeaeHUA OLICHKH 0€30MaCHOCTH U Ka9eCTBa
JIEKApCTBEHHBIX CPEACTB H MEIUITMHCKUX U3/ENHiA, 3apETUCTPHPOBAHHBIX B
Pecny6mmke Kazaxcran

YTparuBmmii caoy
[Ipuka3 MuHuCTpa 3ApaBOOXPAHEHUS M COLMAIBHOrO pa3BuTUsA PecnyOnuku
Kazaxcran ot 26 nosi6ps 2014 roma Ne 269. 3apeructpupoBan B MuUHHCTEPCTBE
roctuiuu 25 nexadbps 2014 roma Ne 10003. Yrparun cuiy npukazoM MwuHuctpa
3napaBooxpaHenus Pecryonmuku Kazaxcran ot 20 mexabps 2020 romga Ne KP JICM-282/
2020.

Caocka. YTpatun ciity npukazoM Munucrtpa 3apasooxpanenus PK or 20.12.2020
Ne KP ICM-282/2020 (BBOAUTCS B JACHCTBUE MO HMCTCUCHUU JCCATU KaJICHIAPHBIX
JHEW  mociae  JAHS  ero  mnepBoro  oduIUAIbHOTO  OMYyOJMKOBAHHUS).

CHocka. 3arojioBoK B peaakiiuu npukaza Munucrtpa 3apaBooxpanenus PK ot
17.05.2019 Ne KP ICM-82 (BBOUTCS B ACHCTBHE MO UCTCUCHUU JICCATH KAJICHIAPHBIX
JTHEH TocTie AHs ero MepBoro 0(QUIMaIBLHOTO OMYOIMKOBAHN).

B cootBercTBUU ¢ moanyHkToMm 84) myHkTa 1 ctateu 7 Konmekca PecnyOnuku
Kazaxcrtan ot 18 centa6ps 2009 roma "O 310poBbe Hapojga M CHCTEME
snpaBooxpanenus" IIPUKA3BIBAIO:

1. Y1Bepauts npwiaraemeie [IpaBuna mpoBefeHUS OIEHKH OE30MMacHOCTH H
KauecTBa JICKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX M3JEIINM, 3apETUCTPUPOBAHHBIX B
Pecnybnuke Kazaxcran

Caocka. ITynkr 1 B penakuuu npukaza Munuctpa 3apaBooxpanenust PK ot
17.05.2019 Ne KP ICM-82 (BBOIUTCS B ACHCTBUE 1O UCTCUCHHUH JIECITU KaJICeHIapHBIX
JTHEH TocTie THS €r0 MepBOro 0(QUIMATEHOTO OMYOIMKOBAHN).

2. Komutetry KOHTpOJS MEAUIMHCKON U (papMalieBTUYECKON AEATEIHbHOCTH
MuHucTepCcTBa 3IPAaBOOXPAHEHUS U COITMATBHOTO pa3Butus Pecnybnuku Kazaxcran B
YCTaHOBJICHHOM 3aKOHOJATEILHOM MOPsAKE 00€CIeUUTh:

1) rocy1apcTBEHHYIO PETUCTpAILMI0 HACTOSIIEro Mpukaza B MUHHUCTEPCTBE
roctuiuu Pecy6nuku Kazaxcran;

2) B TEUEHUE JECITH KaJeHAAPHBIX JHEW MOCJe TOCYJapCTBEHHON perucTpauuu
HacTosMIero mpukaza B MwuHuctepcTBe toctuniun Pecnybnuku Kazaxcran
HaIlpaBJIeHUE Ha opUIIMATBHOE OMYyOJIMKOBAHUE B CPE/ICTBAX MacCOBOM MH(OpMaIuu
¥ THGOPMAIIMOHHO-TIPABOBOM cucTteMe "Omainer";

3) pa3melieHrUe HACTOSIIETO MpUKaza Ha MHTEpHET-pecypce MuHucrepcTna
3IPaBOOXPaHEHUS U COIMAIILHOTO pa3BUTHS HaceneHus PecryOmmku Kazaxcras.



3. KoHTpOJIb 32 MCTIOJIHEHHUEM HACTOSIIETO MPHUKa3a BO3JI0KUTh Ha BUIIE-MUHUCTPA
3/paBOOXpaHEHUs U coluanbHOro pa3sutus Pecny6nuku Kazaxcran Mycunosa C.P.

4. Hacrosimuii mpyuka3 BBOJUTCS B JSUCTBUE 1O UCTCUYCHUM JECITH KaJCHIapHBIX
JTHEH TIoCJIe JTHS €ro MepBOro oPUIMaIbHOrO OMyOJIMKOBAHHUS.

Munuctp T. HyiicenoBa

VY TBepKIeHbI NPUKA30M
MuHucTpa 31paBOOXpaHEHUs
U COLIMATILHOTO Pa3BUTHUSA
Pecnyonmku Kazaxcran
ot 26 Hos0ps 2014 roma Ne 269

ITpaBuia mpoBeIeHNA ONCHKU 0€30IMaCHOCTH U Ka9eCTBA JIEKAPCTBEHHBIX
CPEICTB M MCAWIIMHCKHUX M3/ICJIM, 3aPETHCTPHPOBAaHHBIX B PecmyOmke
Kazaxcran

Caocka. IIpaBuna B penakunu npukaza Munuctpa 3apaBooxpaHenuss PK or
17.05.2019 Ne KP JICM-82 (BBOAUTCS B ASUCTBUE MO UCTEUYSHUH JCCATH KaJICHIAPHBIX
JTHEH TToCJIe JTHS €0 MepBOro O(PUIIMaIbHOTO OMyOJIMKOBAHMS ).

I'masa 1. O0Omue mosoxeHus

1 Hacrosmmue IlpaBuna mpoBeneHus OLIEHKM OE30MacHOCTH M KadecTBa
JEKapCTBEHHBIX CPEJICTB W MEAUUMHCKUX U3AeNud (namee — MNPOaYyKIHUA),
3apeructpupoBanHbix B Pecnybnuke Kazaxcran (manee — IlpaBuia), ompeaenstor
NOPSJIOK MPOBEJICHUS OLIEHKM 0€30MaCHOCTU U KayecTBa JIEKAPCTBEHHBIX CPEACTB U
MEIUIUHCKUX U3JeNuil, 3apeructpupoBaHHbix B Pecnybnuke Kazaxcran, u
PacCIpOCTPAHSIOTCS Ha CyOBEKThl B cpepe oOpalieHus: JEeKapCTBEHHBIX CPEJICTB U
MEIMIMHCKUX U3JEINUN, TOCYIapCTBEHHBIN OpraH B chepe oOpaleHus JIeKapCTBEHHBIX
CpelICTB M MEIULMHCKUX WU3AeIui (Jajsee — TOCYyJapCTBEHHBIH Oprax),
rOCYJapCTBEHHYIO 3KCIEPTHYIO OpPraHU3alMio B cepe oOpalleHus JeKapCTBEHHBIX
CPEIICTB U METUITMHCKUX W3JIeTUH (J1ajee — SKCIepTHAsE OpraHu3aIus).

2. Ouenka 6€30MaCHOCTH M Ka4eCTBa MPOAYKIIMU B COOTBETCTBUU C ITyHKTOM 2
cratbu 63-1 Konekca PecriyOnmmku Kazaxcran ot 18 centsaops 2009 roma "O 310poBbe
HapoJa U cuctemMe 3apaBooxpaHeHus" (manee — Kojaekc) oTHoOcHTCS K
rOCyJapCTBEHHOW MOHOIIOJIMM W OCYILIECTBIISIETCS DKCIIEPTHOW OpraHu3alued —
PecnnyOnukaHCKUM TrOCyIapCTBEHHBIM MPEANPUATHEM Ha TpaBe XO35SHCTBEHHOTO
BeAeHUs "HanumoHaIBHBIM LEHTP OKCHEPTU3Bl JIEKAPCTBEHHBIX CPEACTB H
MeauIMHCKuX u3nenui" Komurera KOHTpOJsS KadyecTBa U 0€30MACHOCTH TOBapOB U



yciayr MunuctepcrBa 3apaBooxpaHeHus PecmyOnuku Kazaxcran, umeromiei
UCIIBITATENIbHbIE J1a00paTOpPUU, AKKPEIUTOBAHHBIE B MOPSAJAKE, YCTAaHOBJIECHHOM
a03armem aBa myHkTa 3 crateu 14 Komekca.

3. OueHka 0e30MacHOCTH U Ka4eCTBa MPOIYKIIMU OCYLIECTBISETCS C IEJIbIO:

1) moaTtBepxkaeHUs O€30MAaCHOCTH M KayecTBa NPOAYKLUHHU B
MOCTPETUCTPALIMOHHBIN EpUOI;

2) noATBepkKAEHUS 0€30MaCHOCTH M KAayecTBa MPOAYKLHUHU, U3BATONW C PhIHKA
rOCyJapCTBEHHbIM OpPraHOM IIpH pEeKIaMalusX, MNPEIbSIBISIEMbIX K KadeCTBY
MPOYKITUH;

3) moatBepkaeHUST 0€30MaCHOCTH M KavyecTBa MPOJIYKIIMHU, U3BSATON C PHIHKA
rocyJapCTBEHHBIM OPTaHOM C YYETOM PUCK-OPUEHTHUPOBAHHOIO MOAX0/4;

4) montBepxkAcHU 0E€30MACHOCTH M KadecTBa MPOAYKIHH TIO0 Pe3ybTaTaMm
dbapMakoHan3opa JEKapCTBEHHBIX CPEJACTB W MOHHUTOPUHTa 0€30MacHOCTH,
3((PEKTUBHOCTH M KaUeCTBA MEAUIIMHCKUX U3/EIHI;

5) npenotBpaiienus obpamieHus GanbcuUIUPOBAHHONW NMPOAYKIIMU HA PHIHKE
Pecny6nnku Ka3zaxcras.

4. Omutara yciayr Mo MpOBEJIEHUIO OLIEHKH 0€30MacCHOCTH U KauecTBa MPOIAYKIIUH
IPOU3BOJIUTCS 3asBUTEJIEM Ha CYET SKCIEPTHOM OpraHu3aluud B COOTBETCTBUU C
[IEHAMH, YCTaHOBJICHHBIMHU YIIOJTHOMOYEHHBIM OPTaHOM B OOJACTH 3APaBOOXPAHCHHUS
10 COIIACOBAHMIO C AaHTUMOHOIIOJIBHBIM OPraHOM B COOTBETCTBHH C MYHKTOM 2 CTaTbU
63-1 Kognexkca.

I'nasa 2. ITopsamok npoBeIeHNA ONECHKA 0€30IMaCHOCTH U Ka4eCTBa MPOXYKIIHH

5. Omenka 0€30MacHOCTH W KadyecTBa MPOJYKIHHU OCYIIECTBISIETCS Ha
3aperuCTPUPOBAHHBIE JIEKAPCTBEHHbIE CPEJACTBA M MEIUIUHCKHE W3JENUsl B
Pecnyonuke Kazaxctan g0 MX BbIycKa B OOpallleHHE, a TaK)K€ B COOTBETCTBUU C
NyHKTOM 3 Hactosmux [IpaBui.

6. Ouenke 0e30MacHOCTH M KauecTBa MOJABEPraroTCs BBO3UMbIEe B PecnyOnuky
Ka3zaxcran u npousBe/ieHHbIe Ha TeppuTopuu PecnnyOnuku KazaxcraH JekapcTBEHHBIE
CpelICTBA U METULIMHCKUE U3JIEIHSL.

7. OneHka 0€30MacHOCTH M Ka4eCTBA MPOAYKIMHU OCYIIECTBISAETCS OJHUM H3
CJIEIYIOLIUX CTIOCOOOB:

1) cepuiiHas oleHKa 0€30MaCHOCTH M KayecTBa JIEKAPCTBEHHBIX CPEJCTB,
NPOU3BEJICHHBIX B YCIOBHUSX, COOTBETCTBYHOIIMX TpeOoBaHusaMm Cranjgapra
HaJIexkaniel npousBojcTBeHHoN npakTuku (GMP) (nanee — GMP), yTBepKI€HHOTO
coriacHo noanyHkTy 115) mynkrta 1 ctareu 7 Kojekca U MEIUIIMHCKUX W3JCIHM,

MPOU3BEJICHHBIX B YCJIOBHUSX, COOTBETCTBYIOIIMX TPEOOBAHUSIM MEXIYHAPOIHOTO
cranaapta ISO 13485 nnu GMP;



2) orieHKa 0€30MaCHOCTH M Ka4eCcTBa KaxA0W CepuH (MapTUu) MpOayKIUH;

3) nexnapupoBaHHE O€30MACHOCTM M KadyecTBa JIEKAPCTBEHHBIX CPEICTB,
POU3BEJICHHBIX B YCJIOBHUSAX, COOTBETCTBYIOIIUX TpeOoBaHusaMm crtanmapta GMP
Pecnyonuku Kazaxcran wim GMP EBpa3zuiickoro sKk0oHOMHYECKOTO COr3a (J1ajee —
GMP PK wmu GMP EADSC) unu tpeboBaHUSIM CTpaH peruoHa MexxayHapoaHOu
KOH(pEpEeHIIMM MO0 TapMOHM3AIMU TEXHUYECKUX TPEOOBAHUI K pPErucTpaluu
JIEKapCTBEHHBIX TpernaparoB s MeaunuHckoro npumenenus: (ICH), spnstommiics
rOCy/1apCTBOM, PETYJISTOPHBIE OpPraHbl KOTOPBIX BXOJSAT B COCTaB yUpEeAUTEIEH U
noctossHHbIX wieHoB ICH (ctpanbl EBpomeiickoro coro3a, CoeauHennbie IlITaTel
Amepuku, SAnonus, Ulseinapus, Kanama) (manee — GMP ICH), BBO3uMBIX
MEIUIMHCKUX M3JCIUNA, TPOU3BEICHHBIX B YCJIOBHUSIX, COOTBETCTBYIOIIUX
TpeboBaHusIM MexayHapomHoro crtangapra SO 13485 w/unum EN ISO 13485
cepTUUKaThl, KOTOPHIX BBIJIaHbl AKKPEIUTOBAHHOM OpraHM3aldei OJHOM M3 CTpaH
Opranuzaiuu 3KOHOMHYECKOTO COTPYAHUYECTBA M PA3BUTHUSA U 3apyOEkKHBIX
npousBoautenen (nanee — [ISO 13485 ODCP, EN ISO 13485), wnu GMP ICH, s
OTEYECTBEHHBIX MPOU3BOJUTENCH METUIMHCKUX U3JETUNA U MEIUIIMHCKUX U3JIEIIUH,
SBJISIFOIIMXCS anmapaTtaMu, MpuoopamMu, 000pyI0BaHUEM MEXIYHAPOJIHOTO CTaHapTa
ISO 13485.

8. 3asgBUTENIb CaMOCTOATEIHHO BHIOMpaeT croco0 MNpPOBEACHUS OIEHKH
0€30MacHOCTH U KauecTBa MPOAYKIIHH.

9. Onenka 6€30MacHOCTH U Ka4eCTBA MPOTYKINH BKIIOYAET:

1) 3axiroueHue JOroBopa Ha MPOBENEHHE PadOT MO OLEHKE 0€30MacCHOCTH U
KadyecTBa NPOAYKUHMH MEXKIY 3aiABUTEIIEM W TOCYJapCTBEHHOW H3KCHEPTHOMN
OopraHu3aluei B COOTBETCTBUU ¢ ['paknanckum kojekcoM Pecnybnuku Kazaxcran ot
27 nexabps 1994 rona;

2) mojavy 3asBKW Ha MPOBEJIEHNE OIEHKH 0€30MacHOCTH M KauecTBa MPOIYKINH (
nanee — 3asBKa) C MPHJIOKEHUEM JOKYMEHTOB M MAaTEpHUANIOB, MPETyCMOTPEHHBIX
nyHktamu 11, 12 u 13 macrosmumx IIpasw;

3) mpoBepKy MOJHOTHI TIOKYMEHTOB, IIPEIOCTABISEMBIX MIPH MOa4e 3asBKU;

4) mpoBEPKY TOCTOBEPHOCTU U CBEPKY JAHHBIX B JOKYMEHTaX, MPEI0CTABISIEMbIX
IpU TOJaye 3aiBKU CO CBEJACHUAMHU B T'OCYJapCTBEHHOM PEECTPE JEKApPCTBEHHBIX
CpeACcTB, MeIMIUHCKUX wu3aenuit PecnyOnuku KazaxctaH W OpOayKLHH,
NPOU3BOJUTEINIEC, IPOU3BOJUTENE-YIAKOBIIUKE, JepKaTejae pPEerucTPaluOHHOTO
yAOCTOBEPEHMS, CPOKE JEHCTBUS PETUCTPALIMOHHOTO YOCTOBEPEHUS;

5) ucnpiTanue 00pasoB MPOAYKIIMU HA COOTBETCTBHE HOPMATHBHOMY JIOKYMEHTY
10 Ka4eCTBY, 3a MCKJIIOUYECHHUEM JIEKAPCTBEHHBIX CPEJICTB U MEIMIIMHCKUX HU3JCIUU,
KOTOPBIE MPOXOJAT OLIEHKY O€30IMaCHOCTH U Ka4eCTBa ITyTEM JIEKJIAPUPOBAHMUS.

[Tonaya 3asBKM U IOKYMEHTOB 3asIBUTEJIEM OCYIIECTBISETCS B SJIEKTPOHHOM BUJE
B MH()OPMAIMOHHOW CUCTEME TOCYAAPCTBEHHON AKCIIEPTHON OpraHU3aluu.



IMaparpa¢ 1. ITopsamok noxauu 3aBKU Ha MPOBEACHNUE OLECHKN 6€30acCHOCTH U
KaJecTBa

10. 3asBuUTENH MOCPEACTBOM HH(POPMAIMOHHON CHUCTEMBI T'OCYAapCTBEHHOMN
AKCIIEPTHOM OpraHU3aluy MPEACTABIISIET 3asBKY HA POBEAEHUE OLICHKU 0€30I1aCHOCTH
U KayecTBa MPOIYKIMHU MO opMe corjacHo npuiioxkenuto 1 k HactosmuM [IpaBuiam.

[Ipu moxaue 3asBKM Ha MPOBEJICHUE CEPUMHON OLEHKH 0€30IaCHOCTH U KauecTBa
NPOAYKIMH, CPOK JAEUCTBUSI PETUCTPALMOHHOTO YAOCTOBEPEHUS COCTABISET HE MEHEE
IIECTH MECSIIEB CO JIHA MOAAYU 3asIBKH.

11. K 3asBKke mpu MpOBEIACHUM CEPUHHON OIEHKH OE30TMacHOCTH M KadecTBa
IPOIYKIUU MPEIOCTABISAIOTCS HA 3JIEKTPOHHOM HOCHUTEIIE:

1) xomus nUUEH3UM Ha 3aHATHE (apMaleBTUUECKON AEATENbHOCTHIO C
COOTBETCTBYIOUIMM NPUJIOKECHUEM K JIMIEH3UM WA YBEIOMIICHUS O Hayale
JeSITEIbBHOCTU B COOTBETCTBUU ¢ 3akoHOM PecmyGmmku Kazaxcran ot 16 mas 2014
roga "O paspemeHusx u yBegomieHusx" (nmanee - 3akoH "O paspeumieHUsIX U
yBeZOMIIeHUX") (MPEJOCTABISIETCS] OJIUH Pa3 U BHOCUTCS B 0a3y JaHHBIX 3KCIEPTHOU
OpraHU3aluun);

2) cnpaBka (Mpou3BoOJbHas (popma) O HATUYUU JIOJITOCPOUYHBIX KOHTPAKTOB Ha
NOCTABKY NPOAYKIMHU WIH UX OCTOSIHHBIX ITIOCTAaBKaX M0 OTJAEIbHBIM KOHTPAKTaM;

3) komnusg UHPOPMALIUU O TIPEANPUATUN-TTPOU3BOAUTENIE: TOCHE IPOU3BOICTBEHHON
IUIOIIAJKH C YYETOM IMPOM3BOJCTBEHHBIX IUIONIAJ0K, OCYIIECTBIISIIOIIMX BCE ATAIlbI
NPOU3BOACTBA M KOHTPOJS KayecTBa, M MEIUIMHCKUX U3JCIHN JOChE
IPOX3BOICTBEHHOM IJIOIIAIKH UM PYKOBOJCTBO IO Ka4€CTBY;

4) nns BBO3MMBIX JIEKAPCTBEHHBIX CPEIACTB — HOTapUajbHO
3aCBUJIETEIBCTBOBAHHAS WM allOCTUIMPOBAHHAS B COOTBETCTBHM C TPEOOBAHUSIMHU
I"aarckoii kouBeHIMU OT 5 OKTAOps 1961 roga "[lepedens rocymapcTB, MPU3HAIOIINX
anmoctwib" (manee — l'aarckas kKoHBeHIusA) konus ceptudukata GMP, nns
JIEKapCTBEHHBIX CPEJICTB, POM3BEACHHBIX Ha Tepputopuu Pecnyonnku Kaszaxcran -
HOTApUAJIBHO 3aCBUJCTEIILCTBOBAHHASA KOMHS JIOKYMEHTa, MOITBEPKIAOIIETO
COOTBETCTBUE MPOU3BOJACTBEHHOM TMomaaku TpeboBanusim GMP PecnyGnuku
Kazaxcran (mpemoctaBisieTcs OJMH pa3 M BHOCHUTCS B 0a3y JMaHHBIX JKCIEPTHOMN
OpraHu3alliy, IPHU NOCIEAYIOIIEM OOpaIEHUN TPENOCTABISAETCS KOMUS JOKYMEHTA);

5) HOTapHaNbHO 3aCBUIETEIBCTBOBAHHAS WIIM AIIOCTUIMPOBAHHASL B COOTBETCTBUU
¢ TpeboBanusamu ["aarckoil konBeHuuu komnus ceptudukara ISO 13485 unu EN ISO
13485 nnn GMP piist MeIMUMHCKUX U3eaui (IpeJoCcTaBIseTCsl OIMH pa3 U BHOCUTCS
B 0a3y JaHHBIX DSKCNEPTHOW OpraHu3aluM, MpU MOCIeAyoueM OoOpalleHuu
IPEIOCTABISAETCSA KONUS JOKYMEHTA).



12. K 3asiBke mpu MpOBEIEHUN OLIEHKU O€30MaCHOCTH M KayecTBa KXo cepuu (
napTHH) MPOIYKLIHUH MPEAOCTABIIAIOTCS Ha JIEKTPOHHOM HOCUTEJIE:

1) xommsi NUIIEH3UM Ha 3aHATHE (PapMareBTUUYECKON MeSITEIbHOCTHIO C
COOTBETCTBYIOIIMM TMPHUIIOKEHUEM K JIMIEH3UU WM YBEJOMIICHUS O Havale
NEATEIbHOCTH B COOTBETCTBMM C 3akoHOM "O paspeleHusx ¥ yBeAoMIIeHUsX'" (
IIPEIOCTaBISETCS OJIUH Pa3 U BHOCUTCS B 0a3y JaHHBIX KCIEPTHON OpraHU3AIINHN);

2) xonusi cepTu(drKaTa KayecTBa NPOAYKIIMU OT TPOU3BOUTEIIS;

3) nng JNeKapCTBEHHBIX MpPENapaTroB: BaKIUH, CHIBOPOTOK, OakTeprodaros,
AHATOKCHHOB, aJUIEPT€HOB U MpenapaToB KpoBHU, BBO3UMBIX B PecyOnuky Ka3zaxcran,
JOTIOTHUTEIBHO TPEIOCTABISCTCA KOMUS cepTU(dUKaTa KaueCcTBa CEPUH, BBIIAHHOTO
nabopartopueld CTpaHbl MPOU3ZBOAUTENS UIU OdUIIUATBLHON JabopaTopue,
YIOJTHOMOYEHHOW PETyJSATOPHBIM OPTraHOM MPOBOJMBIINKA KOHTPOJb KauecTBa C
LEJIbIO BBINTYCKA CEPUM HA PHIHOK;

4) xonust cepTuduKara 0 MPOUCXOKIACHUN TOBapa AJIsl BBO3UMBIX JIE€KAPCTBEHHBIX
CPEIICTB U MEUIIMHCKUX W3/ICTUH;
5) Konus HaKJIAJHOM, CUET-(PaKTyphl WJIK HHBOMCA;

6) Komusi TAMOYKEHHOM JIeKJIapalyy Ha MPOAYKIHIO (3JIEKTPOHHAs), 3aBEpEHHAs
OTTUCKOM TMe4YaTH 3asiBUTEJNsS, 32 HCKIOYEHHEM NPOAYKIMU MPOU3BEACHHOU U
BBO3UMOM U3 TOCYAapPCTB-WIEHOB EBpa3zuiCKOro 5KOHOMHYECKOTO COI033;

7) Komusi KOHTpaKTa (JOroBopa) Ha MOCTaBKY (MPH BBO3€E) JICKAPCTBEHHBIX CPEJICTB
U MEJUIUHCKUX U3JIEIIN;

8) cmpaBka (mpou3BoibHasA (GopMa) O HAJWUYMHM TOTOBBIX K peau3alliu
JIEKapCTBEHHBIX CPEICTB, MEAUIIMHCKUX W3/EJIUNA, YKa3aHHBIX B 3a4BKE (TOJBKO AJIA
JIEKapPCTBEHHBIX CPEACTB M MEAULUMHCKUX HU3JEIUHN, IPOU3BEACHHBIX HA TEPPUTOPUU
Pecny6nuku Ka3zaxcran).

13. K 3asBKe mpu NMpOBEEHUM OIIEHKUA 0€30TMacHOCTH W KAa4eCTBa MPOIYKIIUH
NyTEeM JIEKJIapUPOBAHUS MPETOCTABIISIIOTCS HA AIEKTPOHHOM HOCHUTEJIE:

1) xomusi nUIIEH3UM Ha 3aHATHE (PapMalEeBTHUUYECKOW AEATEIbHOCTHIO C
COOTBETCTBYIOIIMM TMPHUIIOKEHUEM K JIUIIEH3UU WM YBEJOMIICHUS O Havale
NEATEeIbHOCTH B COOTBETCTBMM C 3akoHOM "O paspeumeHusx ¥ yBegomileHusx" (
IPEIOCTABISETCS OJIUH Pa3 U BHOCUTCS B 0a3y JaHHBIX SKCIEPTHON OpraHU3AIINHN);

2) nns BBO3MMBIX JIEKAPCTBEHHBIX CPEACTB — HOTapUajIbHO
3aCBUJICTEILCTBOBAHHAS WJIM allOCTUIMPOBAHHAS B COOTBETCTBHH C TPEOOBAHUSIMHU
[Naarckoit konBeHuuu komus ceprudukara GMP ICH; ayis nekapcTBEHHBIX CPENCTB,
Ipou3BeACHHBIX Ha Tepputopuu Pecnybnmmku Kazaxcran — komusi JOKyMEHTa,
MOATBEPKAAIOIIETO COOTBETCTBUE MTpou3BoAcTBeHHOU Ttomaaku GMP PK unu GMP
EADC (mpenocraBiseTcss OAUH pa3 M BHOCUTCS B 0a3y JaHHBIX SKCIEPTHOU
OpraHu3alliu, P MOCIEAYIOIIEM OOpaIlEeHUU TPEIOCTABISETCS KOMUS JOKYMEHTA);



3) [UIst BBO3UMBIX MEAUIMHCKHUX M3/I€TUN — HOTAapUAIbHO 3aCBUIETEIBCTBOBAHHAS
WIM aflOCTUIIMPOBAHHAs B COOTBETCTBUU € TpeOOBaHUSIMU ['aarckoii KOHBEHIIUU KOs
ceptudukara SO 13485 ODCP umu EN ISO 13485 unmu GMP ICH, nis Me THITUHCKIX
U3JIeTUH, SBIAIONIMXCA anmnaparamu, npudopamu, odopyaoBanueM ceprudukatel [SO
13485 (mpenocTaBisieTcsi OJWH pa3 M BHOCUTCSA B 0a3y MaHHBIX DJKCIEPTHOMN
OpraHu3allky, MPU MOCIETYIONIEM OOpallleHUH MPEOCTABISIETCS KOMUs JOKYMEHTA),
JUIST MEAULMHCKUX M3JENIUI, B TOM YHCIE SBIISIIOUIMXCS anmapaTaMy, Mpudopamu,
000pyA0BaHUEM, MPOU3BOJUMBIX Ha TeppuTopuu Pecnybnuku Kaszaxcran — xomnwuio
ceptuduxara [SO 13485;

4) xomnus AeKJIapally O COOTBETCTBUU MPOAYKIHUH COTJIACHO MPUIIOKEHHIO 2 K
HactosmuM [IpaBunam;

5) xonus cepTuduKaTa KauecTBa NPOAYKIIUU OT MIPOU3BOIUTEIS;

6) Komus JOKYMEHTa O Ha3HAYEHUU YIOJHOMOYEHHOIO JIUIA MPOU3BOIUTENS UITU
JIOBEPEHHOCTU Ha YIIOJIHOMOYEHHOE JIMLO AUCTPUOBIOTOPCKON KOMITaHUH PecryOnuku
Kazaxcran s nmekapCTBEHHBIX CPEICTB UM JOBEPEHHOCTH OT MPOU3BOIUTENS s
MEIUIMHCKUX HW3JEIUid O MNpPeAOCTaBICHUU IMpaBa IMOJANUCUM Ha JAEKJIapaluu
0€30MMacCHOCTH U KauecTBa MPOAYKIUH (IPeAOCTaBIsIeTCS OAUH pa3 U BHOCUTCS B 0a3y
JAHHBIX YKCIIEPTHOM OpraHu3alumn);

7) sl eKapCTBEHHBIX IPenapaTroB: BaKIMH, CHIBOPOTOK, OakTeprodaros,
AHATOKCHHOB, AJUIEPT€HOB U MperapaToB KpoBH, BBO3UMBIX B PecnyOnuky Ka3zaxcran,
JOTIOJIHUTETIFHO MPEAOCTABISETCS KONMUsS cepTU(prKaTa KadyecTBa CEpuH, BBITAHHOTO
nabopaTopueit CTpaHbl TPOU3BOAUTENS UM UHOUM OopUIIMATIbHON cepTUPUIIMPOBAHHON
nabopaTopuel, YIOJIHOMOYEHHBIMH PETYISTOPHBIMU OPTaHAMH MTPOBOJIUTH KOHTPOJIb
KauyeCcTBa C LENbI0 BBITYCKA CEPUH HA PBIHOK;

8) komus cepTUPUKATA TPOUCXOXKICHUS NPOAYKIMU JIsI BBO3UMBIX
JIEKapCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3ACIINN;

9) xomnus HaKJIaHOM, cueT-PaKkTypbl UM UHBOMCA;

10) xonust TaMOKEHHOM JIEKJIapaliiy Ha NPOAYKIHUIO (3JIEKTPOHHAs ), 3aBEpEHHAs
OTTUCKOM TMeYaTH 3asBUTEINsS, 332 HCKIIOYEHHEM NPOAYKIMU MPOU3BEACHHOU U
BBO3MMOM U3 IrOCYyAapCTB-WICHOB EBpa3uiiCKOro 3JKOHOMHUYECKOIO COI03a;

11) xonusa KoHTpakTa (JIOTOBOpA) HA MOCTABKY (MPH BBO3E) JIEKAPCTBEHHBIX
CPEIICTB U METULMHCKUX U3/IETUH;

12) cnpaBka (mpousBojbHas ¢opma) O HAIUUYUKM TOTOBBIX K peanu3aluu
JIEKapCTBEHHBIX CPEACTB U MEAMIIMHCKUX U3/ENINNA, YKa3aHHbBIX B 3aiBKE (TOJIBKO IS
JIEKapCTBEHHBIX CPEJICTB M MEAUIMHCKHUX W3JEJINN, TPOU3BEICHHBIX HA TEPPUTOPHHU
Pecnybnuku Kazaxcran);

13) xomust ceprudukata Ha COOTBETCTBHME TPEOOBAHUSIM HaJAJEKaIeH
JTUCTPUOBIOTOPCKON MPAKTUKH i OMTOBOM pealn3aluy JIEKapCTBEHHBIX CPEACTB (
GDP), no ¢opme npenycmorpenHoil IlpaBuiiamum HHCHIEKTUpPOBaHHS B cdepe



oOpallleHusl JeKapCTBEHHBIX CPEJICTB M MEIULUMUHCKUX H3JEIHUM, yTBEPKICHHBIMU
npukazoM Munuctpa 3npaBooxpanenus PecnyOnuku Kazaxcran ot 19 nos6ps 2009
roga Ne 742 (3apeructpupoBaH B PeecTpe rocyJapCTBEHHOW perucTpaiuu

HOPMATHBHBIX MPAaBOBBIX aKTOB Mo Ne 5942).

14. B cnyuyae npenocTaBi€HUS HE IOJHOrO MAaKeTa JOKYMEHTOB,
npeaycMoTpeHHbIx nyHkTamu 11, 12 w 13 nHacrosmux I[lpaBui, oOHapyKeHUs
HEJO0CTOBEPHOI MH(pOpMAaIIMU, HECOOTBETCTBUS JaHHBIM ['0CYy1apCTBEHHOTO peecTpa
JIEKAPCTBEHHBIX CPEACTB M MEIMLIMHCKMX W3JEIUM, JKCIIEpTHas OpraHHU3alus B
TeyeHue 10 KaleHIapHBIX AHEH CO THA MOCTYIUICHUS 3asiBKH HAIIPABJISET 3aBUTEIIO
MIOCPEJICTBOM MH(POPMAITMOHHOMN CHCTEMBI YBEIOMIICHHE (B IMMPOU3BOJIBHOM hopme) 00
YCTPAHEHUU COOTBETCTBYIOIIMX 3amMedyaHuil. 3asgBuTelb B Cpok He Oozee 10
KaJICHAAPHBIX JHEH CO THS MOJyYeHHs YBEIOMIICHUS, HE BXOMAAIIMN B OOIIMN CPOK
NpOBEICHUsI OIIEHKM O€30MacHOCTH W KaudecTBa JIEKapCTBEHHBIX CPEACTB U
MEIUILUHCKUX U3JIEINI YCTpaHsIeT COOTBETCTBYIOIINE 3aMEYAHHUS.

B cnydae He ycTpaHeHUs 3aMeuaHuid 3asBUTENIO B TeueHue 10 KaneHIapHbIX JHEH
BBIJIAETCS pellleHrne 00 0TKa3e B Bblaaue cepTu(duKaTa COOTBETCTBUS MPOAYKUUHU (IIPU
CEepUIHON OlleHKe) 10 (hopMe COTrJIacCHO MPUIIOKEHHIO 3 K HactosmuM [IpaBunam u/
WIH petieHus: 00 0TKas3e B Bbljaue cepTudukaTa COOTBETCTBUS NPOAYKIUHU (TIpU cepuun
/ maptuu) mo Qopme coriiacHO IpuokeHHio 4 K HactosmuM [IpaBuiam w/unu
pemieHus 00 OTKaze B BblJaue cepTudUKaTa COOTBETCTBHUS MNPOAYKUHUU (MpU
JeKIapupOBaHUN) 110 (JOpMeE COTIIACHO MPUIIOKEHHIO 5 K HacTosmuM [IpaBunam.

15. B ciyuae BbIsIBIIEHHS HECOOTBETCTBHM 1O YIIaKOBKE U MapKUPOBKE 3asIBUTEIH
N0JIaeT 3asBKYy Ha MPOBEJACHHUE MPOLETYyPbl BHECEHHSI U3BMEHEHUI B PErUCTPALIMIOHHOE
JIOChE B COOTBETCTBUU IyHKTamMu | u 3 crathu 63 Kozaekca nociue noinyyeHus peiieHus
00 OTKa3e B BblJjaue CepTHU(PUKATA COOTBETCTBUS MPOAYKIMH (TIPH CEPUIHON OLICHKE)
o ¢opMe COTIaCHO MPHIOKEHUIO 3 K HactosmuMm [IpaBuimam w/mau permeHus o6
OTKa3e B BblJaue cepTU(UKATa COOTBETCTBUS MPOAYKUUU (TIpU cepuu/ MapTHH) MO
dbopmMe coriacHo MPUIOKEHHIO 4 K HacTosmuM [IpaBuiam.

[To pe3ynbTaTaM BHECEHHBIX M3MEHEHUM B PETUCTPALIMOHHOE JOChE 3asIBUTEIh
NOBTOPHO MPEAOCTABIIAET 3as8BKY Ha MPOBEICHHE OLEHKU 0€30MaCHOCTH M KayecTBa
MPOJYKIIMU C IPUIIOKEHUEM TTaKeTa JOKYMEHTOB, MPEAYyCMOTPEHHBIX myHKTamu 11, 12
HacTosAwux IIpaBuir.

[Ipy HEBHECEHHMM 3asIBUTEJIEM B TEYEHHE ILIECTH MECSLEB M3MECHEHUU B
PErUCTPALIMOHHOE I0ChE M0 YIaKOBKE U MApPKUPOBKE B COOTBETCTBUU C IIyHKTaMu 1 u
3 cratbu 63 Kojekca, skcrnepTHass OopraHHU3aius HAIpaBiseT COOTBETCTBYIOIIYIO
uHpopManui0 B TOCYAapCTBEHHBIH OpraH O HEOOXOAUMOCTH YHUYTOXKEHUS (
YTWIM3alWN) TPOIYKIHUH B MOPSAKE, IpeaycMOTpeHHOM cTtaThel 79 Koaekca uinum o
BO3BpAaTe MPOYyKIIUU TPOU3BOIUTEIIO.



15-1. ITpu opranu3anuu ¥ MPOBEIECHUH CAHUTAPHO-IIPOTUBOAIUIEMUYECKUX U
CaHUTAPHO-NPOPHUIAKTUUECKUX MEPOIPUITHI U CB3aHHBIX C HUMH OTPAHUYUTEIbHBIX
MEPONPUSITHIA, B TOM YKCJIe KapaHTHH, OLlEHKa 0€30MacHOCTH U KayecTBa MPOIAYKIIHH
OCYILIECTBIISIETCS UCKIIOYUTEIBHO ITyTEM JEKIAPUPOBAHUS IO YCKOPEHHOM MPOLEType
B CpPOK He Oosiee 3 paboumx JHEH CO JHS preMa 3asBKH.

CHocka. [TpaBuna qonosiHeHb! MyHKTOM 15-1 B COOTBETCTBUHM € MPUKA30M
MunwucTtpa 3apaBooxpanenust PK ot 06.07.2020 Ne KP JICM-79/2020 (BBoAUTCS B
JICCTBUE CO JTHS €ro MEePBOT0 OPUIIUATHHOTO OIyOJINKOBAHHUS).

15-2. I1pu yckopeHHOM mpolieaype OIEHKH 0€30MacHOCTH U Ka4eCTBa MPOYyKIINU
yTEM JIEKJIApUPOBAHMSI IPEJOCTABIISIFOTCS:

1) 3asiBKa 110 hopme corjlacHO npuiiokeHuto 1 k HacTosmuM [IpaBusam;

2) Komus JIMIIEH3UM Ha 3aHATHE (apMaleBTUUECKON NEATEIbHOCTHIO C
COOTBETCTBYIOUIMM NPUJIOKECHUEM K JIMIEH3UM WA YBEIOMIIEHUS O Hayale
JEeATEIbHOCTH B COOTBETCTBUU ¢ 3akoHOM PecnyOmuku Kazaxcran ot 16 masg 2014
roza "O pa3peleHnsIX U yBeIOMIICHUSIX'";

3) xonusa cepruduxkata GMP s JIeKapCTBEHHBIX CPEJCTB, 32 UCKIIOUEHUEM
OTEUYECTBEHHBIX IPOU3BOUTEINIEH;

4) konus ceptudukara [SO 13485, ISO 9001 unu GMP nnsg MenuuUHCKUX
U3JIENH, 33 UICKIIOYEHUEM OTEUECTBEHHBIX IPOU3BOUTENECH;

5) konus cepTudUKaTa KauecTBa MPOAYKIIMU OT TPOU3BOAUTEIIS;

6) xomus cepTUPUKATa MPOUCXOXKAEHHUS MNPOIYKUHH JJs1 BBO3HMBIX
JIEKAPCTBEHHBIX CPEJICTB U MEAULMHCKUX U3JIETINN;

7) Komusl HAKJIaIHOMU, cueT-(aKTyphl UIU UHBOKCA;

8) Komus TaMOXEHHOW JAeKJIapaluyd Ha OPOAYKIHUIO (3JIIEKTPOHHAs), 3a
UCKIIIOUEHUEM MPOAYKIUU MpeaycMoTpeHHON B IlepeuHe TOBapoB, B OTHOIICHUHU
KOTOPBIX YCJIOBHBIA BBIIYCK HE JOIYCKAeTCs, YTBEPKIEHHOM IIOCTAaHOBJIECHHUEM
[IpaBurenscrBa PecnnyOnuku Kazaxcran ot 21 utons 2018 roma Ne 441, npu BBO3e
MPOAYKIUH, IPOU3BEACHHON U (M) BBO3UMOM U3 rOCyAapCTB-wWieHOB EBpa3uiickoro
SKOHOMHUYECKOTO CO03a MPEIOCTABISACTCS KOMUS JOKYMEHTa, MOATBEPHKIAIOIIETO
nepeceyeHre rpaHulbl rocyaapcTB-wieHoB EADC;

JOTIOTHUTENBHO JIJI1 BaKIMH MPEIOCTaBIISIETCS KOMUs cepTU(UKATa KayecTBa
CepHUH, BBIIAHHOTO JIa0opaTOpHel CTpaHbl MPOU3BOIUTENS WIM MHOU OPUIIHATbHOU
cepTudUIMPOBAHHON JTabopaTopueid, YIOJIHOMOYEHHOW PETyJISTOPHBIMU OpraHaMu
IPOBOJUTH KOHTPOJIb KAYECTBA C 1I€JIbIO BIMYCKa CEPUU HA PHIHOK.

Cnocka. [IpaBuiia nomnosHeHsl IyHKTOM 15-2 B COOTBETCTBUH € PUKAZ0OM
Mumnuctpa 3apaBooxpanenust PK ot 06.07.2020 Ne KP ICM-79/2020 (BBOMTCS B
JEUCTBUE CO JIHS €r0 MEPBOro O(QUIIMATBLHOTO OIyOJIUKOBAHHUS ).



IMTaparpa¢ 2. ITopsaaok mpoBeAcHNS CEpUHHON OIIEHKH 0€30IacHOCTH H
KadeCcTBa MPOAYKIIUH

16. [Ipu npoBeaeHNU CEpUITHON OIIEHKH OE30MaCHOCTH M KadecTBa MPOIYKIIUU
IPOBOJSATC:

1) ouenka ycinoBHil MPOU3BOJCTBA U CHUCTEMBI 0OECIEUEHMs] KauecTBa WIIU
npu3HaHue sl npousBoauteneid PecnyOnukm Kazaxcrtan pes3ysbTaTOB OLIEHKH
yCJIOBUIM MPOU3BOJICTBA, MIPOBEACHHON B MOCJIEIHUE TPU rOJa MPU TOCYIapCTBEHHON
perucTpanuu;

2) ucnbpiTaHue 00pa3IoB MPOAYKIIMHU, 32 UCKIIOYCHUEM MEIUIIMHCKUX W3JCIU,
ABJISIFOIIMECS anmnapaTaMmu, IpuoopaMu U 000pyJOBaHUEM.

CepuiiHas ornieHKa 0€30MaCHOCTH U KauecTBa MPOAYKIMH MTPOBOJUTCS B CPOK HE
OoJiee NecsATH KaJCHAApHBIX THEW CO AHS TMOJAayu 3asBKU, B CPOK IMPOBEICHUS
CepUilHOW OLIEHKHM O0€30MacHOCTH M KadecTBa NPOAYKIMH HE BXOJUT BpEMs
OpraHu3alliy ¥ TIPOBE/ICHUS OLIEHKA yCIOBUM MPOU3BOJICTBA U CUCTEMBI OOECTICUeHUS
KayeCcTBa, a TAKXKE UCIBITAHUS 00pa30B NPOAYKIUH.

17. Ouenky yclioBUi MPOU3BOACTBA U CUCTEMbI 00ECTIEUeHUS KauecTBa MPOAYKIIUU
IPOBOJUT KOMUCCHS, HA3HAYEHHAasl SKCIIEPTHON OpraHu3anuen.

18. CepmitHas oreHKa 6€301aCHOCTH M Ka4eCcTBa MPOIYKITUH BKITIOYALT:

1) 3akyroueHune JTOroBopa Ha MpoBeIeHUE paboT MO OIleHKE OE30MacHOCTH U
KauecTBa MPOIYKIINH;

2) mpeAcCTaBl€HUE 3asBKU HAa MPOBEJEHUE OLICHKH OE30MaCHOCTH M KayecTBa
OPOIYKIUHU IO popMe COraacHO NpuiiokeHuto 1 k HactosmuM [IpaBumnam;

3) mpenocTaBieHue JOKYMEHTOB, yKa3aHHbIX B MyHKTe 11 HacTosmmx [IpaBum;

4) skcepTr3y JOKYMEHTOB, PEJOCTABIISIEMBIX IIPH MOJa4€ 3asBKM Ha MPOBEICHUE
OIICHKH O€30MaCHOCTH M KayecTBa MPOJYKIMH, HA WX TMOJHOTY U JIOCTOBEPHOCTH
uH(popMaLuy;

5) olLleHKY YCJIOBHIA TPOU3BOJCTBA U CUCTEMBI 00ECIIEUEHHSI KaueCTBa MPOAYKIINH;

6) cocTaBlieHME OTYeTa MO OIEHKE YCJIOBUM MPOU3BOJCTBA U CUCTEMBI
oOecrieueHus1 KauecTBa MPOTyKLNH;

7) oTO0p 00pa3I0B MPOAYKITUH;

8) ucnplTaHre 00Pa3OB NPOAYKIUH;

9) odbopmienue u peructpaiuio ceprudukaTa COOTBETCTBUS MPOIYKIHUH (TIPH
CEepUIHON OIleHKe) B MH()OPMAIIMOHHON CUCTEME DKCIIEPTHOM OpraHu3allii;

10) Beimauy cepTuduKaTa COOTBETCTBHS MPOAYKIUMU (MPU CEPUHHOMN OICHKE)
3asIBUTEIO;

11) npoBeneHNe UCTIBITAHUI 00Pa31l0B MPOAYKIIMU OJIMH pa3 B J[Ba Tojia MyTeM
oTOopa o0Opa3lnoB C pbIHKAa, B TOM YHUCIE€ U MEAULUMHCKUX OpraHU3aIuil
CHEIUAIINCTAMU JKCIEPTHOM OpraHu3allid B MPUCYTCTBUU MPEIACTABUTENS



npou3BouTens. ['paduk oTO0pa 0Opa3IOB COTIACOBBIBACTCS C MPOU3BOIUTEIIMH HITH
YIOJHOMOYEHHBIM JIMIIOM TPOU3BOAMUTEIIS.

HcnblTaHus MPOBOJATCS 32 CUET CPEICTB NMPOU3BOAUTENS B COOTBETCTBHH C
YCTaHOBJICHHBIMH 1I€HAMHU Ha YCJIYTH, PEalM3yeMbIMU CyOBEKTOM TOCYAapCTBEHHOU
MOHOIIOJINH, YTBEPKICHHBIMU COTJIacHO a0d3ally ABa myHkTa 2 crarbu 63-1 Konekca.

19. B ciyyae nonoiHEHHs MEPEUYHs NMPOAYKIMU, MPOU3BEICHHON Ha TOM XK€
OPOU3BOACTBEHHON TUJIOMIAAKE, IPHU HAIMYMM JEHCTBYIOLIEro cepTUudHKara
COOTBETCTBHS MPOAYKIMU (MPU CEPUHHON OIEHKE) OCYIIECTBISETCS MPU3HAHUE
pE3yIabTATOB OLEHKH YCIOBHI MPOU3BOJCTBA U CUCTEMBI 00ECIIEUEHUs KauecTBa MpU
CEepUIHON OIleHKe 0€30IacHOCTH U KauyecTBa C IPOBEIECHUEM HCIBITAHUNA 00pa3IoB
npoaykuuu. B ciydae MNOTOXKUTENbHBIX pPE3yJIbTaTOB MCIHBITAHUN BBIAAETCS
cepTudUKAT COOTBETCTBUS MPOAYKITUU (IIPU CEPUUHOMN OIEHKE) CO CPOKOM JICHCTBHSI
PaBHBIM CPOKY JIEHCTBUSI IEUCTBYIOIIETO cepTU(]PHUKATA COOTBETCTBUS MPOIYKIUHU (TIPH
cepuiiHOI oneHKe). B ciyyae BbllycKa NPOAYKIMU B JOMOJHUTEIBHON TPYHIIOBOM
yHakoBKe 0€3 M3MEHEHHH MEepBUYHON yMaKOBKH, MPOU3BEJCHHOM Ha TOW ke
OPOU3BOACTBEHHOM TUJIOMIAAKE, MPU HAIMYMM JEHCTBYIOLIEro cepTudukara
COOTBETCTBMS MPOAYKUUH (IPU CEPUHHON OLEHKE) OCYILECTBISAETCS NPU3HAHUE
pE3yIbTATOB OLEHKH YCIOBHI MPOU3BOJCTBA U CUCTEMBbI 00ECTIEUEHUs KauecTBa Mpu
CEepUITHOM OlleHKe 0e30MacHOCTH M KauecTBa 0€3 MPOBECHUS MCTBITAHUNM 00pa3IioB
npoaykiuu. B neicTByrommii cepTudukar cCoOOTBETCTBUS MPOIYKIMH (IIPU CEPUHHOMN
OLICHKE) 100aBIseTCs AOMOJIHUTENbHAs IPYIIOBas yIaKOBKa.

20. OueHka ycinoBHl TPOU3BOJACTBA U CHUCTEMBI OOECIIEUCHHUs KayecTBa
JIEKApCTBEHHBIX CPEJACTB MPOBOAUTCS Ha COOTBeTCTBUE TpeboBanusim GMP,
MEJUIMHCKUX W3/IeNUi Ha COOTBETCTBUE TPEOOBAHUSIM MEXIYHAPOIHOTO CTaHIapTa
ISO 13485 nnu GMP.

21. WcnbeiTanusi o0pa3ioB MPOAYKIIMUA MPOBOJAITCS B aKKpPEIUTOBAHHOUN
UCIIBITATEIbHON J1a0opaTOpUM SKCHEPTHOM opraHu3anuu. McnbiTaHus o0pa3los
OPOAYKIMH TPOBOJSITCS B J1a0OpATOPUU MPOUZBOJIUTENS HIM KOHTPAKTHOM
1abopaTopuu B CIydYasX, €CJIM HOPMAaTHUBHBIMM JIOKYMEHTAMH 10 KaudyeCTBY
YCTaHOBJIEHBI UCIBITAHUS, CBSI3aHHBIE C 00pa3laMu, TPEOYIOIIMMHU OCOOBIX yCIOBHMA
TPAHCHIOPTUPOBKH, CHEIUPUIECKOTO 000PYI0OBAHUS U BCIIOMOTATEIbHBIX CPE/ICTB.

[Ipu mpoBeaeHNU UCTIBITAHUM TPOIYKIMU B JIaOOPATOPUU MPOU3BOJUTEIISI WU
KOHTPAKTHOU J1Ta00OpaTOpUU 3asBUTENb MPU 3aKIIOUCHHUH JIOTOBOpPA MPETOCTaBISET
COOTBETCTBYIOIIEE MUCbMO-000CHOBAHUE.

22. Ilpu nocTymIeHUH OPOTyKINH, TPOILIEIIIEH CEpUUHYIO OLIEHKY 0€30MacHOCTH
U KayecTBa C IPOBEJCHHUEM HCHBITAHUN OO0pa3loB MPOAYKIMU B JabopaTopuu
IPOU3BOJMUTENS UM KOHTPAKTHOM JaOOpaTOpUH, SKCIIEPTHAS OPTaHU3alus 10 BbIIA4n
cepTu(ukaTa COOTBETCTBHS MNPOAYKIHUHU (NIPU CEPUHHON OLIEHKE) OIICHUBAET
OpEeCTAaBICHHBIE 3asBUTENEM OOpa3lbl C MOCIEAYIOUMM HUX BO3BpPaTOM Ha



COOTBETCTBHE YNAKOBKM W MapKUPOBKH YTBEPKICHHOMY MAaKETy YIIAKOBKHU IpH
roCyJapCTBEHHOW pETUCTpalli, MEepeperucTpalii U BHECEHUU HW3MEHEHUU B
PETUCTPALMOHHOE JOChE B MOPSAJAKE, MPEAYCMOTPEHHOM ITYHKTOM S5 CTaTbu 75
Konexca.

23. Tlo 3aBeplIeHUIO OIIEHKHU YCJIOBUU MPOU3BOJICTBA U CUCTEMBI 00ECIICUEHHUS
KauecTBa B TEUECHHUE [BAJLIATH KaJCHAAPHBIX AHEW CO JHA OKOHYAHUSA OLCHKHU
MPOU3BOJICTBA COCTABJISIETCSI OTYET OIIEHKU YCJIOBUU MPOU3ZBOJACTBA U CHUCTEMBI
obecrieyeHus KadecTBa MPH OIEHKE O0€30MacHOCTH M KadecTBa JIEKAPCTBEHHBIX
cpeAcTB 1o (opMe B COOTBETCTBUU ¢ MpuiioxkeHrueM 6 k HactosuM [IpaBunam u(umm)
OTYET OIEHKH YCJIOBUI MPOU3BOICTBA U CUCTEMBI 00ECIICUEHHUsI Ka4eCTBa IIPH OIICHKE
0€30MacHOCTH M KauyecTBa MEIULMHCKUX H3AeNud 10 ¢(hopMe B COOTBETCTBUM C
npuioxkenueM 7 K HactodmuMm [IpaBunaM B ABYX 3K3EMILUIApAX, U3 KOTOPBIX MEPBBII
OCTaETCs B OKCIIEPTHOM OpraHu3alyy, BTOPOl HAIPaBJIsAETCS 3asBUTEINIO.

24. Tlo pe3ynpTaram OIEHKH YCIOBUM MPOU3BOJCTBA U CUCTEMbI 00eCTICUEHUS
KayecTBa M TPOBEICHHBIX MCIBITAHUN TPOAYKIIMU BbIJAETCA cepTUdUKAT
COOTBETCTBUS MPOAYKIMU (TIPU CEpUUHON OIIEHKE) Ha TPU roja 1mno (GopmMe coriacHo
NPUIOKEHUIO 8 K HacTosuM [IpaBuiiam u npusiokeHue K cepTudukaTy COOTBETCTBUSA
npoAyKIuu (MpU CEPUUHON OIEHKE) COTJIACHO MPUIIOKEHUIO 9 K HACTOSAIINM
[IpaBunam, nmubo pemeHue o0 OTKa3e B BbIJaue cepTU(UKaTa COOTBETCTBUS
npoAyKuuu (Ipu cepuilHOM oOleHKe) Mo ¢GopMe COrjJacHO NPUIOXKEHUI0 3 K
HacrosamuM [IpaBunam.

25. Ilpu oTpuLIaTENbHBIX pe3yJibTaTaX OLIEHKH YCIOBUM MPOU3BOJCTBA U CUCTEMBI
obOecrieueHus1 KauecTBa SKCIEPTHASL OPTaHU3ALMS HE TPOBOAUT UCIIBITAHUS MPOYKIIUH
U HampaBJIeT 3aBUTENIO pElIeHUEe 00 OTKa3e B JaJIbHEHIIIEM MPOBEACHUHN CEPUIHOM
OI[CHKH 0€30MacHOCTH W KadyecTBa MNPOAYKIIMH, MOAMNUCAHHOE KypPUPYIOIIUM
3aMECTUTENIEM PYKOBOJIUTENS SKCIEPTHOM OpraHU3aluu.

ITaparpa¢ 3. ITopsanok mpoBeAeHN OLIEHKH 0€30MaCHOCTH B Ka9eCTBa KaKIoH
cepuH (mapTHH)

26. Ouenka 0€30MaCHOCTH M KayecTBa KaxJ0il cepuu (MapTHH) MPOAYKLIHH
OCYIIECTBJISIETCSI IIyTEM HPOBEJEHUSI IKCIEPTU3bI MPEJICTABICHHBIX JOKYMEHTOB U
UCIIBITAaHUN 00pa3LoB MPOAYKUMUHU MO MOKA3aTeNsIM HOPMAaTUBHOIO JOKYMEHTa IO
Ka4yeCTBY JJIS JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3CIINN.

27. Ilpu OTCYTCTBUU peKIaMaliii B TeUeHHE TPEX JIET MPUCYTCTBUS MPOAYKIIMH HA
PBIHKE — OlLIEHKa 0€30MMacHOCTH U KauecTBa KaX10i cepuu (MapTUH) JIEKapCTBEHHOTO
CPEJICTBA OCYILECTBISETCS B COOTBETCTBUU ¢ Ilepeunem mokasareneli HOpMaTUBHOIO
JOKyMEHTa TMpHU TPOBEICHUU OIEHKH Oe30MmacHOCTH U KauecTBa JICKapCTBEHHBIX
CpeICTB coriacHo npuioxeHuto 10 k Hacrosmum [IpaBunam.



28. Ouenka 0€30MaCHOCTH M KayecTBa KaXJ0i cepuu (MapTUH) MPOAYKIIUH
BKJIIOYAET:

1) 3akmroueHne 10roBopa;

2) npeaocTaBieHUEe 3asBKU MO (GOPME COTJACHO MPUIOKEHHIO | K HACTOSAIIUM
[IpaBunawm;

3) mpenocTaBieHue JOKYMEHTOB, yKa3aHHBIX B MyHKTe 12 HacTosmmx [IpaBum;
4) mpoBepKy MOJHOTHI M JOCTOBEPHOCTH HH(POpPMAUHUM B JAOKYMEHTaXx,
MPEIOCTaBISIEMBIX MIPHU T0J1a4€ 3asBKU;
5) otOop 00pa3OB NPOAYKIIUH;

6) ucneiTaHue o0pa3IoB MPOAYKIIMHU, 32 UCKIIIOUCHUEM MEIUITMHCKUX W3/CINM,
ABJISIFOIIMECS anmnaparaMmu, IpuoopamMu U 000pyJ0BaHUEM;

7) odbopmieHHe U perucTpaiuio ceprudukaTa COOTBETCTBHS MPOIYKINH (TIPH
cepun/napTun) no Gopme coraacHo npuwioxkeHuto 11 k nacrosumm I[paBunam, wiu
pemieHuss 00 OTKa3e B Bbljjaue cepTU(dUKaTa COOTBETCTBUS MPOIYKIUU (TIpU cepuu/
NapTUHU) COTJIACHO MpuiiokeHuto 4 k HacrosmuM [IpaBunam B mHGOpMAIMOHHON
CUCTEME IKCIIEPTHOM OpraHu3alny;

8) Bblmauy cepTUduUKaTa COOTBETCTBUS NPOAYKIUM (MPU CEPHUU/TIAPTHH)
3asIBUTEIO.

29. Ouenka 06€30MacCHOCTH M KayecTBa KaXJ0u cepuu (MapTUH) MPOAYKIIUH
IIPOBOJIUTCS B CPOK HE OoJiee TPUALIATH KaJICHAAPHBIX JHEH CO JHS M0/1auu 3asiBKU.

IMTaparpad 4. ITopsamok mpoBeZieHHs OLEHKH 0€30MacHOCTH W Ka4eCTBa I[yTeM
AECKJIapUpOBaHHS

30. IIpoBenenuto oreHKH O€30MACHOCTH U KayecTBa MPOAYKIIUU IYTEM
JEKJIApUPOBAHUSI TIOITICHKAT:

1) nmexapcTBEHHBIE CPEACTBA, UMEKIOUIME JTOKYMEHT, MOJTBEPKAAIOIINN
COOTBETCTBHE MPOU3BOJICTBEHHOM TUIOMAAKu TpeboBanusam ctangaptra GMP PK umu
GMP EADC;

2) nekapCTBEHHBIE CPEJCTBA, MPOU3BEIACHHBIE B YCIOBHUSAX, COOTBETCTBYIOIIMX
TpeboBanusam crangapra GMP s ctpan ICH;

3) MeOUUMHCKUE W3IENUs, TPOU3BEACHHBIE B YCIOBHUSIX, COOTBETCTBYIOIIUX
TpeboBaHusM MexayHapoaHoro crangapta [SO 13485 OOCP unu PK wnam EN ISO
13485 nnu GMP ICH, nns oteuectBeHHBIX npousBoauteneit [ISO 13485;

4) MEIUIIMHCKUE WU3JeNusl, SIBJISIONIUECS ammnapatamu, mnpubdopamu,
o0opynoBaHUEM, TPOU3BEIICHHBIC B YCIOBHSIX, COOTBETCTBYIOIIMX TPEOOBAHUAM
MexayHapoaHoro ctanaapra [ISO 13485.

31. Ouenka 6€30MaCHOCTH M KauecTBa MyTeM JCKIapUPOBaHUS BKIIOYAET B ceOsl:
1) 3aKiro4eHue 10roBoOpa;



2) mpencraBieHue 3asBKUA MO (OpME COTIIACHO MPHJIOKEHUIO | K HACTOSIIUM
[IpaBunam;

3) nmpenocTaBiaeHuE JOKYMEHTOB, yKa3aHHbIX B ITyHKTe 13 HacTosmmx [IpaBui;

4) mpoBepKy MOJHOTHI M JOCTOBEPHOCTH HH(OpMALMHU B JAOKYMEHTaXx,
NPEIOCTaBIsEMbIX MpPH MOJave 3asBKH Ha MPOBEACHHE OIEHKH O€30MacHOCTH U
KAuecTBa;

5) odopmieHue U perucTpauuo cepTupukaTa COOTBETCTBHS MPOAYKIMH (TIpH
JeKJIapupoBaHuM) 1Mo GopMe COrjacHO mpuioxeHuto 12 k Hacrosaumm llpaBunam B
UH(OPMAIIMOHHON CUCTEME IKCIIEPTHOM OpraHu3alny;

6) BbImauy cepTuduKara COOTBETCTBHS MPOAYKIMU (MPU JIEKIAPUPOBAHUN)
3asIBUTEIO;

7) npoBeJIeHHE UCIIBITAaHUI OJMH pa3 B JIBa roja myTemM otrdopa o0pas3ioB ¢ PhIHKA,
B TOM 4YHUCI€ M C MEIUIMHCKHX OpPraHU3aluidl CHEHUATIUCTAMHU SKCIIEPTHOU
OpraHu3alliy B MPUCYTCTBUU NPEICTABUTEIS TPOU3BOAUTEIIS.

I'paduik otrOopa 0Opa3lOB COTIACOBBIBACTCS C MPOU3BOAUTEIIEM WIIU
YHOJHOMOYEHHBIM JIMLIOM ITPOU3BOAUTEIIS.

HcnplTaHus MPOBOJATCS 32 CUET CPEICTB IPOU3BOAUTENS B COOTBETCTBHH C
YCTaHOBJICHHBIMH 1I€HAMHU Ha YCIYTH, PEaln3yeMbIMU CyOBEKTOM TOCYAapCTBEHHOU
MOHOIIOJIMH, YTBEPKICHHBIMU B COOTBETCTBHUH C ab3alleM JiBa MyHKTa 2 cTaThu 63-1
Konekca.

32. Ceptudukar COOTBETCTBHUS MPOIYKIUHU (IIPHU ACKIAPUPOBAHUN) BBIJACTCS Ha
OCHOBAHUH TOJI0KUTENBHOMN 3KCIEPTU3BI IOKYMEHTOB, IPEICTABICHHBIX 3aBUTEIEM.

33. Ouenka 0€30MaCHOCTH U KAa4eCTBA MPOAYKIHMHU MYTEM ACKJIapUPOBAHUS

IPOBOJIUTCS B CPOK HE OoJiee JeCsITH KaJleHAapHbIX JHEW cO THS IprueMa 3asBIICHUsI.

ITaparpa¢ 5. OTOop 06pasnoB Aji MpOBEACHUA OLIEHKH 0€30MaCHOCTH H
Ka9eCcTBa MPOLYKIHH

34. Ot6op 00pa3oB MPOAYKIHMH IJIs OIEHKH OE30MacHOCTH W KadecTBa
OPOAYKIMU TIPU CEPUIHON OIeHKE O0e30MacHOCTH MPOU3BOAST B TEUYEHHUE JIBYX
pabouux IHEHW Mmocie MPOBEJAEHUS IKCIEPTU3bl JOKYMEHTOB C YYETOM TpPeOOBaHUI
nercTBytonmx dapmakoneit Ha Tepputropun Pecryonuku Kazaxcran 1 HOpMaTUBHOTO
JOKYMEHTA MO0 KAa4eCTBY JUIsl JIEKaPCTBEHHBIX CPEACTB U MEAULMHCKUX M3JEIUN Ha
KOHKPETHYIO MPOAYKIMIO COTJIACHO aJIrOpUTMYy OTOOpa 00pa3loB HPOIYyKLUHUU B
COOTBETCTBHH C NpuiiokeHneM 13 k Hactosmum [IpaBunam.

[Tpu orGope 0O6pa3IOB MPOIYKIIMK COCTABISAETCS aKT 0TOOpa 00pa3IoB MPOAYKIIHH
o gopme corjacHo npuioxkeHuto 14 x nacrosimum IIpaBunam.

35. IIpu orbGope 00Opa3loB MEOUIMHCKUX HU3ACIUNA THIOPa3MEpPHOTO psaa

OJIHOPOJAHOM MPOAYKIMU WM MEAUIIMHCKOTO H3JENus, BXOJSIIETO B HAOOp WIH



KOMILJIEKT, B BBIOOPKY BKJIIOYAIOTCS 00pa3lbl M3 Pa3IUYHBIX CEpUil, KOTOpHIE
pacnpenesnstoTcs JUisl IPOBEACHUS UCIIBITAHUH 10 Pa3IMYHBbIM MOKA3aTeNsIM KayecTBa
B COOTBETCTBUHM C HOPMATHUBHBIM JOKYMEHTOM I10 KAYECTBY MEIWLIMHCKOTO U3EIIHS.
Pe3ynbTaThl MpoBEEHHBIX UCTIBITAHUI PACIIPOCTPAHSIOTCS HAa BCIO MAPTHIO.

36. IIpu orO0Ope MEAMIIMHCKUX U3/IETUN B BUAE PacTBOPOB, CIIPEEB, Teliel, Maseil,
Ta0JETOK M Karcyl oTOMparoTcs oOpas3lbl s HPOBEAEHUS HCHBITAHUN IO
MOKAa3aTeJsIM HOPMATUBHOI'O IOKYMEHTA MO0 Ka4eCTBY MPOU3BOIUTEIIS.

37. OT6op 00pa3loB MPOAYKLUHUHU MPOU3BOIAT CIEUHAIUCTBI HKCIEPTHOU
OpraHu3alyy B MPUCYTCTBUU 3asBUTENII Ha ONTOBOM CKJIAJ€ WJIM CKJIajJe FOTOBOU
OPOAYKLIMHM TPOU3BOIUTENSI B Ciydyae COOJIOJEHUS B HHUX YCIOBUW XpaHEHHS,
COOTBETCTBYIOIIMUX TPEOOBAHUAM HOPMATUBHOTO JOKYMEHTA KQue€CTBY MPOIYyKIIUH.

B ciyyae oTCyTCTBHSI TEPPUTOPHATBHOTO MOAPA3AEICHUS SKCIEPTHOU
OpraHu3allil Ha aJAMUHUCTPATUBHON TEPPUTOPUM 3asgBUTENsS, OTOOp 00pa3LoB
OCYILECTBIISIIOT MPEICTABUTEIN TEPPUTOPHUAIIBHOTO TOAPA3AEIICHUS TOCY IapPCTBEHHOTO
oprasa B IPUCYTCTBHH 3asiBUTEJIS.

OTtnpaBky 00pa3loB NPOAYKLUHMH B AKCHEPTHYIO OpPraHU3aIUI0 B Ciydae
OTCYTCTBUSl TEPPUTOPUAIBHOIO NOAPA3AEICHUS HKCIEPTHOW OpraHU3alUH
OCYUIECTBJISIET 3aBUTEIb C COOJIIOJIEHUEM YCIOBUM XpaHEHUs IIPU TPAHCIIOPTUPOBKE.

OO6pa3upl NPOIYKIUH, XpaHILIIUECs Ha ONTOBOM CKJIaJie, UMEIOLIEro cepTU(UKaT
HaJJIeKaled JUCTPUObIOTOPCKON NpPaKTUKH B COOTBETCTBUM C TPEOOBAHUSIMU
Cranpapra Hajexamedl auctpuObroTopckoi npaktuku (GDP), wnm Ha cknane
OTEUECTBEHHOTO Ipou3BOAUTENs, uMerolero ceprupukar GMP, oTbuparoTcs
OTBETCTBEHHBIM JIMLIOM OPraHHU3alM{ ONTOBOM peanu3aluy WIH IPOU3BOAUTEIEM B
KOJMYECTBE, COIJIACOBAHHOM C JKCHEpTHOM opranuzamnuei. OTb6op 00pas3noB
OPOIYKUMU OQOpMIISIETCS aKTOM MpueMa-fiepeaadn o0pasioB IpoayKUuu, no popme
COTJIACHO MpUJIoKeHuto 15 k HactosamuMm [IpaBunam.

38. O06pa31pl NpeACTaBISIOT B KOJIMYECTBE, HEOOXOIUMOM JIJIsi OJTHOKPATHOTO
POBEICHHS TaOOPATOPHBIX UCIIBITAHUH.

39. OroOpaHHbIe 00pa31bl U30JIUPYIOT OT OCHOBHOM NMPOIYKLNHU, YIAKOBBIBAIOT,
OreyYaThIBaIOT Ha MECTE 0TOOpAa.

40. OnHOBpPEMEHHO C OTOOPOM 00pa3LOB MPOAYKLUN Ha UCTIBITAHUS IPOU3BOIUTCS
0TOOp KOHTPOJIbHBIX O0pa3loB B KOJWYECTBAX, PABHBIX KOJUYECTBY OTOOpPAaHHBIX
oOpa3uoB. KoHTposabHbIe 00pa3iibl, XpaHITCs y 3asiBUTENSA. 3asiBUTENb TapaHTUPYET
KaueCTBO KOHTPOJbHBIX 00pa3loB, O MCTEYEHHUS CPOKA FOJHOCTU MPOIYKUHUHU WU
CpOKa JIeHCTBUS CePTU(PUKATOB COOTBETCTBUS MPOIYKIUHU (IIPU CEpUU/TIAPTUH) O YEM
yKa3bIBaeTCs B aKTe 0TOOpa 00pa3LoB NPOAYKLUH.

41. Unentudukanus mpoayKIMH OCYIIECTBISIETCS HA OCHOBE:!

1) aHanu3a NOKYMEHTOB, XapaKTEpU3YIOILUX CEpHUI0 (MapTHIO) MPOIYyKUHUH (
peructpamua B PecnyOnuke Kaszaxcran, TOBapOTpaHCIOPTHAs HaKJIaaHasd,



cueT-(hakTypa WM UHBOWC, cepTU(UKAT KayecTBa, JEKJIapalus Ha TOBap, JOTOBOP
MOCTaBKH, KOHTPAKT, CEepPTU(UKAT MPOUCXOXKIEHHUS, IITPUXOBOM KOJ, HOMeEpa
OTOOpPaHHBIX Cepuil);
2) coBmaaeHUs cepuil Ha 00Opas3lax C COOTBETCTBYIOIIMMH HOMEpaMu B
COIIPOBOJIUTENHFHON TOKYMEHTAIUY;
3) npuHAUIEKHOCTH OTOOPAaHHBIX 00PA3I0B K MPOAYKIIUHN TPOU3BOAUTEIIS;
4) co0roIeHNsI YCIOBUI TPAHCIIOPTUPOBKHU U XpaHEHUSI.

IMTaparpa¢ 6. Ilopsanok mpoBeAcHN HCIBITAHUM 00Pa3nOB MPOAYKIMY IPH
IIPOBEICHUH OLICHKH 0€30I1aCHOCTH Ka9eCTBa

42. llepeuenb mnokazaTeliedl aJisi MPOBEIEHUS MCHBITAHUN NPOAYKIUU
ONpeAessieTcss Ha OCHOBAHMM HOPMATHBHBIX JOKYMEHTOB IO KOHTPOJIO 3a
0€30MacHOCThIO U KAYECTBOM MPOAYKIUH.

[Tpu npoBeneHNN OLIEHKH 0€30MaCHOCTH M Ka4eCcTBa MPOAYKIUU CIOCOOOM OLIEHKU
0€30MacCHOCTH M KadeCcTBa KaxJOW cepuu (MapTUH) MPU OTCYTCTBUM pEKIamMaluid B
TE€YEHHUE TPEX JIET MPUCYTCTBUS HAa PbIHKE, OLICHKA 0€30MaCHOCTH U KaueCcTBa KaXKJ101
cepuu (MapTUH) JIEKAaPCTBEHHOIO CPEICTBA OCYIUECTBIISIETCS B COOTBETCTBUHU C
[lepeunem mnoxa3aTeneid HOPMATHBHOIO JIOKYMEHTa MpPU MPOBEICHUHU OLIEHKU
0€30MacCHOCTH M KauecTBa 3apETUCTPUPOBAHHBIX JEKAPCTBEHHBIX CPEJICTB COTJIACHO
npunoxennto 10 k HacrosmuMm [IpaBunam.

CpokH HCHBITAHUI TPELYCMOTPEHBI METOJAMKAMH HCIBITAHUI B HOPMATUBHBIX
JOKYMEHTaX M0 KOHTPOJIIO 32 6€30MaCHOCTHIO U KaY€CTBOM JICKAPCTBEHHBIX CPEJICTB.
B ciyyae ecnu CpoKHM HCHBITAHHI HE NPEIyCMOTPEHBI B HOPMATHUBHBIX
JOKYMEHTaX, TO UCIIBITAHUS MPOBOAATCS B TEUEHHUE JBAALATH KAJICHIAPHBIX JHEU €O
THSL 0TOOpa 00pa3IOB JIsl OLIEHKH O€30aCHOCTH U KaueCcTBa MPOAYKIIUH.
43. Pe3ynbTaThl UCTIBITAHUN OGOPMIISIOTCS MTPOTOKOJIOM UCHBITAaHUHN TI0 (popme
corjacHo npuioxeHuto 16 x nactosiium [IpaBunam.

IMaparpa¢ 7. Ilopsaok perucTpanyuy U BHA9M CEPTU(UKATA COOTBETCTBHUA
IIPOIYKITHH (IIPH CEpUH/TIApTHH) cepTH(HUKATa COOTBETCTBHA IIPOLYKIUH (IIPH
CEpHIHOM OLIEHKE), cCepTH(PHKATa COOTBETCTBUA MPOAYKIUH (IIPH
IeKIapUPOBAHHUH)

44. Tlpu MONOXUTENIBHBIX pe3yidbTaTax MPOBEICHHBIX Pa0OT MO OIEHKE
0€30MacHOCTH W KadecTBa MPOAYKIHMH, JKCIEpTHas oOpraHusamnus odopmIser
cepTU(UKAT COOTBETCTBUS MPOAYKUMHU (MpH cepuu/mapThu) mo (popme COrIacHo
npwioxenuto 11 x Hactosimum [lpaBunam, ceptuduratr cOOTBETCTBUS MPOAYKIUHU (
P CEpUUHOM OLIEHKE) IO opMe COTTacCHO MPUIIOKEHHIO 8 K HacTosuM [IpaBuiiam,



cepTu(uKaT COOTBETCTBUS MPOAYKUUHU (IIPHU ACKIAPUPOBAHUU) MO (HOPME COTJIACHO
npuwioxkennto 12 k Hacrosmum IlpaBunam (manee — cepTuUKAThl COOTBETCTBUS
OPOAYKIHMH), U PETUCTPUPYET €ro B TEUCHHE IBYX paboumnX JHEH B MHPOPMAIIMOHHON
CUCTEME IKCIIEPTHOM OpraHu3aluu.

45. Ilpu yka3aHMHM KOHKPETHOM NPOAYKLHH, HA KOTOPYIO PAaCIHpOCTPAHSIETCA
nercTBUe cepTU(UKaTa COOTBETCTBUS MPOAYKIUU (MPU CEpUIHON OIIEHKE),
JOMOJIHUTENBHO odopmitsiercs [Ipumoxenne K cepTudukaTy COOTBETCTBUS MPOAYKIIMH
(mpu cepuitHOM OIIEHKE) COrjacHO MpujoxkeHuto 9 k HactosiuuMm [lpaBunam, k
cepTu(PUKATy COOTBETCTBUSA MNPOAYKIMU (MpU cepuu/maptuu), odopmisercs
[Ipunoxenue k ceprudukaTy COOTBETCTBHS MPOAYKLUMH (CEPUM/TMAPTHUH) COTIACHO
npuioxeHuto 17 k HactosiiuMm [IpaBuiiam, Kk cepTudukaTy COOTBETCTBUSA MPOAYKIIHMH (
npu AexiapupoBaHuu) opopmisiercs Ilpunoxxkenune xk cepTuduxaTy COOTBETCTBHUS
npoaykuuu (Mpu AeKJIapupoBaHUM) O (Gopme, COTJIaCHO MPUIIOKEHHs M 18 k
HactosiuM [IpaBuiam.

CepTudukarsl COOTBETCTBUS MPOIYKIIUH MOAMUCHIBAIOT PAOOTHUKU IKCIIEPTHOM
OpraHu3aluy, OINpPEJEICHHbIE M YMNOJHOMOYEHHBIE NPUKA30M PYKOBOAUTEIS
SKCIIEPTHOW OpraHU3aLIHH.

46. Cpok aeiicTBus cepTu(rkaTa COOTBETCTBUSA NPOAYKIUU (IIPU CEPUM/TIAPTHH ),
cepTuduKaTa COOTBETCTBUS NMPOAYKUUHU (IIPH JEKIAPUPOBAHUM) YCTAaHABIUBACTCS J0
OKOHYaHUs CPOKA TOJHOCTH MPOTYKIIHH.

Cpok aelicTBust cepTudrKaTa COOTBETCTBUS NMPOAYKIUU (ITPU CEPUMHON OIEHKE)
yCTaHaBJIMBAETCS HA IEpUOJ] He OoJiee Tpex JieT.

47. CBenieHHsI O BBIJAHHBIX CEPTH(PUKATAX COOTBETCTBUS MPOAYKLUH, TOCTYITHBI
Ha CalTe rocy1apCTBEHHOM SKCIIEPTHOW OpraHU3alNy.

48. Tlpu oTpuaTeNbHBIX pE3yJbTaTaX OIEHKH O€30MaCHOCTH M KayecTBa
OPOJYKIMU SKCIIEPTHAsT OopraHu3anus oQopmisieT B TE€UEHHE ABYX pabouux JHEH
nocjie JHS MOJYYEeHHUs MPOTOKOJIA HUCIBITaHWH, peumeHue 00 OTKa3ze B Bbljaue
cepTuduKaTa COOTBETCTBHS MPOAYKIMH (TIPU CEPUITHON OleHKe) 10 (OopMe COTTIacHO
npuiokeHuto 3 k HacTosmuM [IpaBunam u pemenue 06 oTkasze B Bblaue cepTudukara
COOTBETCTBUS MPOAYKIUHU (MPU CEPUMN/TIAPTUHN) 1O POpPME COTIACHO MPUIOKEHUIO 4 K
HacrosmuM [IpaBunam.

49. B caydae BbIHECEHHUs pelIeHUus 00 OTKa3e B BblJade CepTUDUKATOB
COOTBETCTBUS MPOIYKIUH, SKCIEPTHAs OpraHu3alus B CPOK /10 MATH paboyux JHEH
HaIpaBJIsIeT COOTBETCTBYIOIIYI0 HH(QOpPMAlMIO B TOCYJapCTBEHHBIM oOpraH 3a
UCKIIIOYEHUEM CIIYy4YaeB, IPEAYyCMOTPEHHBIX IyHKTaMu 14, 25 u nepBoi 4acTh MyHKTa
15. TocynapcTBEHHBIN Opral NPUHUMAET PEIICHHE 0 HEOOXOAMMOCTH YHUUTOXKEHUS (
YTWIM3alWN) TPOIYKIHUH B MOPSAKE, IpeaycMOTpeHHOM cTtaThel 79 Koaekca uinum o
BO3BpaTe NPOIYKIINH IPOU3BOIUTEINIO.



I'masa 3. IIprocTaHOBIICHNE WM OT3BIB ACHCTBHA CEPTU(QHKATa COOTBETCTBHA

MPOYKIHH, CEpTH(HUKATa 0 6€30IIaCHOCTH M Ka4e€CTBE IPOLYKINH U
cepTu(uKaTa KaueCTBa PO YKIIMH

50. JleiicTBue cepTUdUKATOB COOTBETCTBUS MPOAYKIIUU MTPUOCTAHABIUBACTCS WU
OT3bIBAETCSA AKCHEPTHOW OpraHu3aluell N0 MHUIMATUBE IOCYJAapCTBEHHOI'O OpraHa
UM BJAJENblla PETHUCTPALIMOHHOTO YJIOCTOBEPEHUS NPOAYKIMU B CIlydasx,
npenycMoTpeHHbix IlpaBunmamu 3ampera, NPUOCTAHOBJICHUS, U3BITUS WU
OTpaHUYCHUS] U3 OOpaIIeHUs JIEKAPCTBEHHBIX CPEACTB M MEAUIIMHCKUX H3ICIHM,
YTBEPKJICHHBIX MPHUKa30oM MUHHUCTpa 31paBOOXPAaHEHHUS U COLMAIBLHOIO Pa3BUTHUS
Pecry6nmuku Kazaxcran ot 27 despans 2015 roma Ne 106, (3aperucTpupoBaHHBIN B
Peectpe rocynapcTBeHHOM perucTpaiii HOpMAaTUBHBIX MPaBOBbIX akTOB Ne 10670);

51. T'ocynapcTBeHHasi 3KCHEpTHasi opraHuzanus oGopmisieT peueHue o
IPUOCTAHOBJIEHUHU, OT3bIBE CepTHU(UKATAa COOTBETCTBUS MPOAYKIUU (TIpu cepuu/
napTum), cepTu(duKara COOTBETCTBUS MNPOAYKUMU (NPU CEPUHHON OLEHKE),
cepTuduKaTa COOTBETCTBUA MPOAYKIHH (IIPU JECKIApUPOBAHUHU) IO (popme coriacHo
npuioxenuto 19 k Hactosiiuum [IpaBuinam, U BHOCUT COOTBETCTBYIOLIME 3aMKUCH B
UH(OPMAITMOHHON CUCTEME TOCYIaPCTBEHHOMN SKCIIEPTHON OpPTaHHU3aIlMU U B €AHHYIO
0a3y 1aHHBIX.

52. B cnyyadx Hecorjiacus ¢ pelIeHHEM 3KCIEPTHOM OpPraHU3alyM 3asBUTENb
BIIpaBe OOpaTUTHCS B CyJ B YCTAaHOBJIEHHOM 3aKOHOJATEIbCTBOM PecnyOnuku

Kazaxcran nopsnke.
ITpunoxenue 1

k [IpaBunam npoBeaeHus

OLICHKU 0E30MaCHOCTH
1 Ka4ecTBa JIEKAPCTBEHHBIX CPEICTB

1 MEIMIIMHCKUX U3JICITUH,
3apEruCTPUPOBAHHBIX B
Pecny6iinke Kazaxcran

®dopmMma
" " 20 X

(mara mojauu 3asiBKM)

(HaMMEeHOBaHME U aJIPeC IKCIEPTHON OpraHU3ALINHN )

3asBKa Ha IIPOBEACHHUE OICHKH 6€30IIaCHOCTH M Ka9eCTBa IIPOIYKITHH

HaumeHnoBanue 3asBuTEIIS

2
Anpec 3asBHUTEISA



3 bankoBckue PCKBU3UTHI 3aABUTCIIA

O
Cepuiinas oreHka 0€30MaCHOCTH U KayecTBa
Or1eHka 0€30MaCHOCTH M Ka4ecTBa KaXKIOu
4 Cnoco0® TmpoOBENEHUS  OICHKH
cepuu (maprtum)
0e30MaCHOCTH Ka4ecTBa
Orenka 6€30MacCHOCTH M KadyecTBa IMyTEeM
JICKJIAPUPOBAHUS
O
5 .
Hudopmarnus o 3asiBIsIeMON POAYKIHA
Toprosoe Homep Cpok
Pasmep maptun [Ipoussoautens CrpaHa-npou3BOUTEIN
Ha3BaHUE cepuu TOJHOCTH
3agasBUTEaASH, B IHuI e

6
. (®amunus, uMs, 0TYECTBO (TIPH €r0 HAINYMHN) PYKOBOAMTEIS HIIM YIIOJIHOMOYEHHOTO JIMIA, IOJDKHOCTD)
HACTOSMIEH 3asSBKOH rapaHTHPYET JOCTOBEPHOCTH MPEIOCTaBICHHON HH(DOPMAITHH.

7
Jara 3anonHnenust

Hoanuce, ©.1.0. (nmpu HaNM4NM)

[Ipunoxenue 2
k IIpaBunam npoBeneHus
OLIEHKH 0€301acHOCTH
U KauecTBa JICKapCTBEHHBIX CPECTB
U MEUIIMHCKUX U3JIeNHUH,
3apEerUCTPUPOBAHHBIX B
Pecny6imke Kazaxcran

®dopma

Jlexiapalmisa 0 COOTBETCTBHH IIPOAYKITHH

TOpl"OBOG HAaUMCHOBAHUC JICKAPCTBEHHOI'O CPEACTBA WJIN MEAUIIMHCKOTO U3ACIIUA

XapaKTepHUCTHEKH

(m1s JNeKapCTBEHHBIX CPEACTB: MEXIyHApOJHOE HEMATeHTOBAaHHOE Ha3BaHME, NO3UPOBKA, (acoBka, (opma
BBINIyCKa, KOJ AHATOMO-TEPANEBTUUECKO-XUMHUYECKOU Ki1accuukanum)
(JUTA METUIIMHCKHX M3AETHH — KOMIUIEKTHOCTb, KITacc O€301IacHOCTH)

Homep perucTpannoHHOTO YIOCTOBEPEHHS
Howmep cepun (maprum)
[IpousBonurens

Anpec NPOU3BOJCTBEHHOM MJIO0IagKH
(B cimydae eciu, 3aJeiiCTBOBaHBI pa3HbBIC MPOU3BOJACTBEHHBIC TUIOMAJAKH HA Pa3HBIX 3TalaX MPOU3BOJCTBA, TO
yKazaTh BCe ajipeca)



Jata npousBoaCTBa
JlaTa npoBeaeHNs UCIIBITAHUN

Cpox rogHoCTH

A,

(damumnusi, uMst, 0TYECTBO (TIPU €r0 HAIMYUHU) U JOJKHOCTD
YIIOJIHOMOYEHHOTIO JIUIA POU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB,
YIOJIHOMOYEHHOI'O MPEICTABUTENS TPOU3BOIUTENST MEIUIIMHCKOTO U3/EITHs)
HACTOSIIIIMM TOJTBEPK/Iat0, YTO BBINIEyKa3aHHAs MHGOPMAIIHS SIBISETCS
JIOCTOBEpHOU. BrIlieykazanHas cepus NpoAyKIMu ObLTa Mpou3Be/IeHa,
YIaKOBaHa U MPOKOHTPOJUPOBAHA B COOTBETCTBUM C PETUCTPALIMOHHBIM JJOChE
JIEKapCTBEHHOTO CPeICTBA (METUIIMHCKOTO U3/IeUs) U
TPEOOBAHUSIMU MEKTyHAPOIHBIX
CTaHAapTOB

yka3aTb HaumeHoBaHue cranaapta (GMP, EN ISO 13485)
Bce HeoOxoauMble TPOBEPKU U UCTIBITAHUS OBLITN TTPOBEJICHBI.

(moanuce, ®amMumnus, UMsl, OTYECTBO (IIPU €r0 HATMYUHU) U JOJIKHOCTh
YIIOJTHOMOYEHHOTO JIUIIA MPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEACTB,
YIOJIHOMOYEHHOIO MPEICTABUTENS TPOU3BOIUTENS MEIUIIMHCKOTO U3/IEITHs)
Jlata

[punoxenne 3
k [IpaBunam npoBeneHus
OLIEHKH 0€30IacHOCTH
Y Ka4yecTBa JIEKapCTBEHHBIX CPE/ICTB
Y MECITUITMHCKUX H3]ICIHH,
3apETUCTPUPOBAHHEIX B
Pecny6imke Kazaxcran

®opma

MunncTepcTBO 3apaBooxpaneana Pecmy6mixu Kasaxcran

HanmenoBanme U aapec 3KCIIEPTHOM OpraHA3anuu

HaI/IMeHOBaHI/IG, 3asBUTCIIA

JOJDKHOCTh, HHHUIIHMATI UMCHH U



(amMnust pyKOBOJMTEIS

aapecC 3asABUTEIIA

Pemenne 006 oTka3e B BRIAa49e CEpTHPHUKATA COOTBETCTBUS IMPOYKITHH
(TIpu cepHitHO#i OI[EHKE)

20 roma No

HaMMEHOBAaHHUE OHKCHEPTHOW OpraHu3aluu
C 00 O maeT-T
I. CornacHo oOT4YeTy MO OIEHKE YCIOBUH Mpou3BojacTBa No
or" " 20  ropma, mpeabsBICHHAS MPOLYKIIUS

HAaWMMCHOBAHHUC MMPOAYKIHUHU

HOMEp CEpUH, pa3Mep MAPTHH, HAUMEHOBAHUE MPEANPUITUA-TIPOU3IBOIUTENS,
C T p a H a ,
Ne perucTpauMOHHOTO YJIOCTOBEPEHUA
IUI TIPOBEICHUS OLIEHKU O€30MacHOCTH U KaueCTBa HE COOTBETCTBYET TPEOOBAHUSIM

2. CorynacHo IpOTOKOJY (am) ucnbIiTaHuid No oT

20 r onmxa,
peabsSIBICHHAS TPOIYKIINS JJIsI IPOBEACHUS OIICHKH 0€30MacHOCTH W KayecTBa HE
COOTBETCTBYECT

TpeOOBaAHUSIM

HAaMEHOBaHHE W 0003HAYEHHE HOPMATUBHOIO JOKYMEHTa Ha 3asBICHHYIO
0 poJay KTIH I
3. Ha ocHOBaHMM MOJY4YEHHBIX pe3yiabTaToB (OTueTa MO OLEHKE YCIOBHHI
NpoOU3BOACTBA/TabopaTOPHBIX
UCTIBITAHUH MPEeabIBICHHON Mpoaykiuu Bam oTka3zano B odopmiiennn cepTudukaTa
COOTBETCTEBUHH
ONpOAYKIUU (npu cepumHOM OLIEHKE).

" "

[Tpunoxenue: OTUeT MO OLEHKE YCIOBUM Mpou3BOACTBa No oT

20 roja Ha __ JINCTax.



ITpoTokosn(br) ucnbiTanuii Ne oT " " 20 roga Ha

JUCTAax.
HOI[HI/ICI/I YIIOJITHOMOYCHHBIX JIMIT

MOJANUCH ®.1.0. (npu HAJIUYUHU)

IOJIITUCH ®.1.0. (npu HAIMYUH )
[punoxenne 4

k [IpaBunam npoBeneHus

OIICHKH 0€301acHOCTH
U Ka4yeCcTBa JICKAPCTBCHHBIX CPEJICTB

Y MCITUITMHCKUX H3]ICITUH,
3aperuCTPUPOBAHHBIX B
Pecny6imke Kazaxcran

dopma

MunncTepcTBO 3apaBooxpaneana Pecmy6mixu Kasaxcran

HanmenoBanme U aapec 3KCIIEPTHOM OpraHA3anuu

HaMMCHOBAHUC, 3aABUTCIIA

JIOJDKHOCTb, MHUIIMAJI UMEHU U
(bamunus pyKoBOIAMTENS

aapec 3aaBUTECIIA

Pemenne 06 oTkase B BeIZjaue cepT(HKaTa COOTBETCTBHS MPOXYKIUA
(upu cepun/ mapTrm)

or" " 20  roma Ne

HaUMEHOBAHUE DJKCHEPTHOW OpraHU3alHUHU
c oo Omaer-T
1. CornacHo Bameit 3asBke oT " " 20 roga MNpPOBEAECHBI
TabopaTopHEBHe
UCTIBITAHMS 3asIBJICHHOM MPOIYKIUU

HAaMMCHOBAHUC NIPOAYKIOHUHU,



HOMEp CEpHuH, pa3Mep MapTHUH, HAUMEHOBAHHUE MPEANPUITUI-TIPOU3BOIUTENS,
crpaHa, No perucTpamMoOHHOTO YyJIOCTOBEpPEHUS

2. CoryacHO pOTOKOJY (am) ucnbITaHuil Ne or" "
20 rojia, NpeIbsBICHHAS MPOAYKIUS JJI1 IPOBEACHUS OLUEHKU O€30MacHOCTH U
KauyecTSBa H €

COOTBETCTBYET TPEOOBAHUIM

HalMEHOBaHHE U 0003HAUYCHHWE HOPMATHUBHOTO JIOKYMEHTA Ha 3asBJICHHYIO
0 poJay KIH I
3. Ha ocHOBaHMM TIOJIyYEHHBIX PE3YyJbTATOB JIAOOPATOPHBIX UCIBITAHUN

npeabsIBICHHOH NPpONYyKIIUU
Bawm otkazano B odopmienuu ceptudukaTa COOTBETCTBUS MPOAYKIUU (TIpU cepuu/
HapTHH).
[Tpunoxenue: IIporokosn(bl) ucnbiranuii Ne ot " " 20

rojla Ha __ JINCTax.

[Tognucwu YIOJHOMOUYEHHBIX auIl
NOANHUCH ®.N.O. (npu HATUYUH)
MOIHUCH ®.1.0. (mpu HATMYKH )

IIpunoxenue 5
k [IpaBuiam npoBeaeHUst
OIICHKH 0€30MacHOCTH
¥ KauecTBa JICKAPCTBEHHBIX CPEICTB
W MEAUIMHCKUX H3IENHUA,
3aperuCTPUPOBAHHBIX B
Pecniy6iinke Kazaxcran

®dopma

MunmncrepcTBo 3apaBooxpanenns Pecmy6mixu Kazaxcran

HanmenoBanue 1 azpec BKCIIepTHOfI OpraHu3anu

HauMMCHOBAHUC, 3asIBUTCIIA




JIOJDKHOCTB, MHUIIMAT UIMEHU U
(amMnnust pyKOBOIHUTEIS

aapecC 3asABUTEIIA

Pemenne 006 oTka3e B BEIAa9e CEPTUPHUKATA COOTBETCTBUS IMPOXYKITHH
(TIpu neKIapupOBaHUH)

or" " 20 rona Ne

HaMMEHOBAaHUE DJKCHEPTHOW OpraHU3alUU
c oo O6maeT-T
1. Cornacno Baeii 3asiBke oT " " 20 roja IpoBeIeHa dKCIIEPTU3a
1 OKYy M€HTO B

Ha OIICHKY 0€30IacHOCTH M Ka4yeCTBa 3asiBJICHHON MPOTyKIIMH

HaAaMMCHOBAaHHUC NPOAYKIOUH,

HOMEp CEepUH, pa3Mep NapTUU, HAUMEHOBAHUE MPEANPUATHSI-IIPOU3BOIUTES,
crtpaHa, No perucTpalilMOHHOTO YJIOCTOBEpPEHUS
2. CornacHo OpUJIOKEHHBIM JIOKYMEHTaM

HAaWMMEHOBAaHHUE NOKyMEHTA
[IpeabsiBiacHHAS MPOAYKITUS SIS MPOBEACHUS OICHKH W 0€30IMaCHOCTH M KauecTBa He
COOTBETCTBYECT

TpeOOBaAHUSIM

3. Ha ocHOBaHUU pe3yJbTaTOB 3KCIEPTU3bI JOKYMEHTOB MPEABIBICHHON MTPOIYyKIIHH

B awm OTKasj3zaHo

B opopmiieHnH cepTu(rKaTa COOTBETCTBUS MPOAYKINHU (TIpU ACKIAPUPOBAHUN).
[Toanucwu YyHOOJIHOMOUYEHHBIX TU I

MOANHUCH ®.N.0. (npu HaIU4YUM)



MOJITUCH @®.1.0. (mpu HATUYHH)

[Ipunoxenne 6
k IIpaBunam npoBeneHus
OLIEHKN 0€301MaCHOCTH
Y KauecTBa JICKapCTBEHHBIX CPEACTB
U MEUIIMHCKUX U3JIeNHUH,
3apeTUCTPUPOBAHHBIX B
Pecrry0mmke Kazaxcran

®dopma

Ort4er oneHKH YCJIOBI/IFI IIPpOMU3BOACTBA H CHCTCMABI obecrmedeHA Ka4eCcTBa IIpH
OIlcHKE 0€30IaCHOCTH M Ka4eCTBa JICKapCTBCHHBIX CPCICTB

1. Pe3rome

HammeHoBaHme, anpec, pPEKBU3UTHI MPOU3BOACTBEHHOTO
ydacTka

JInnensus(u)

IpousBoacTBo  (hapmaleBTHUECKUX
cybcranuit

IIpounssoncteo JIEKapCTBEHHBIX
Ipenaparos

[Ipon3BoACTBO NPOMEKYTOUHBIX WA
HepacpacoBaHHBIX ("6ank")
JIeKapCTBEHHBIX CPEICTB

@dacoBKa U yIIakOBKa

Bgo3 (MmopT)

Pestome ACATCIbHOCTH OPraHnU3alunu-1mpoOnu3BOANTCIIA

N e N A

IIpon3BOACTBO O KOHTPAKTY

[]

IIpoBenenue 1a0OPATOPHBIX UCTIBITAHUI



Jara(pl) mpoBeIeHHsT OLIEHKH YCIIOBHII NPOM3BOJACTBA M
CHCTeMbI 00ecIICueHHs KauecTBa

®.N.O.(mpn HaMMUMUU) DHKCIEPTOB (UICHOB KOMHCCHH),
JIOJKHOCTh

Homepa nuileH3udM Ha MOPOU3BOJCTBO, CEPTUPUKATOB
coorBeTcTBUsT GMP

2. BBonHas uapopMaius

KpaTkoe onmcaHue OpraHWU3alUi- INPOU3BOAMTENS U
NPOU3BOACTBA

Jata(pl) mpenpIIynuX HHCTICKITUI

HanveHoBaHue opraHw3aldd W CTpPaHBI, MPOBOJUBIICH
MPEIBIAYIINE HHCIIEKITUT

OcHOBHBIE H3MEHEHHUs, NPOU3OLIENAIINE CO BPEMEHH
MpeabIAyIIed HHCIEKUUU

OcHoBaHUe 17151 TPOBEICHUS OIICHKH YCIOBHUH IIPOU3BOACTBA U

CHCTEMBI 00eCIIeueHusI KauecTBa

HpOI/I3BO,HCTBeHHI)IG 30HBI, IIOJICKAIIMEC OICHKC YCJIOBI/Iﬁ
MMPpOU3BOACTBA U CUCTCMbI obecrieueHus KauecTBa

[lepconan opraHuzanUu-NMPOU3BOAUTENA, YYaCTBYIOUIMH B
MPOBEJAEHUN OIEHKH YCIOBUN MPOM3BOJACTBA M CHCTEMBI
o0ecIieueHus KauyecTBa

JIOKyMEHTBI, MOJIaHHbIC OpraHU3alMEH-IPOU3BOIUTEIEM 0
MPOBENCHUS OICHKHA YCJIIOBHH MPOW3BOACTBA M CHCTEMBI
oOecIieueHns KauecTBa

3. Ha6.]'IIO,I[eHI/I${ " pe3yJibTaTbl OLICHKHU YCJ'IOBI/Iﬁ IPpOU3BOACTBA U CUCTCMBbI o0ecreueHus: KauecTa

YupaBiieHre Ka4eCTBOM

Iepconan

[Momemenus n obopynoBanue

Joxymenranus

[IpousBoncTeo

KonTtpons kauectBa

AyTcopcuHTOBasI NEeSTEIHHOCTD

Pexnamanuu v OT3bIB POIYKIMH
CamouHcneKuus

Peanuzamus u TpaHCIOPTHPOBAHHE TIPOTYKITIH
Or1ieHKa TOChe MPOU3BOACTBEHHOTO YYacTKa, €CIIH IPUMEHUMO
Pasznoe

4. [lepeyeHb HECOOTBETCTBUIA*

Kputnueckue

Beimyck B peanuzanuio
JIEKapCTBEHHOTO CPEJICTBA

HNHuoe

cepuu

[]

[ ]



CyuiecTBeHHbIE
HecymecTBeHnHble
5. lpunoxenus

JIokyMeHTBl W/miu 0Opa3ibl, OTOOpaHHBIE B XOJI¢ OLCHKH
YCIIOBHi MPOM3BOJICTBA U CUCTEMBI OOECIICUEHH s Ka4eCTBa

6. PexoMenganum 1 3aKJIr0OUeHHIE
Pexomenmarmu

3axitoyeHue
*[Ipumeuanue
"Kputnueckoe HECOOTBETCTBHE" — 3TO HECOOTBETCTBUE, KOTOPOE BBI3bIBAET WIIU
MPUBOJIUT K CYHIECTBEHHOMY PHCKY BO3MOKHOCTH IMPOU3BOJCTBA JIEKAPCTBEHHOTO
CpeACTBa OMACHOIO JIJISl 3I0POBbS U KU3HU YEJIOBEKA.
"Cy1IeCTBEHHOE HECOOTBETCTBUE" - 3TO HE KPUTHUECKOE HECOOTBETCTBUE, KOTOPOE

MIPUBEJIO K TPOU3BOJICTBY WJIM MOXKET MIPUBECTH K IPOU3BOJICTBY JIEKAPCTBEHHOTO
Cpe/CTBa HE COOTBETCTBYIOIIETO JOKYMEHTAM PErMCTPALIMOHHOTO JO0ChE JaHHOTO
JIEKAPCTBEHHOTO CPECTBA;

yKa3bIBaCT Ha CYIIECTBEHHOE OTKJIOHeHHe oT Cranjapra Hajjexalien
npousBoJicTBeHHOM mpakTuku (GMP), yTBepxkaeHHoro mnpukazoMm MuHHCTpa
3/IpaBOOXpaHEHUS U cOlUalibHOTO pa3Butus PecnyOonuku Kazaxcran ot 27 mas 2015
roma Ne 392 "OO6 yTBepXkIeHHH HamIeKamux ¢GapMareBTHIECKUX NPaKkTHK" (
3aperucTpupoBaH B Peectpe rocy1apcTBeHHON perucTpaiii HOpMaTUBHBIX TTPaABOBBIX
akToB 1o Ne 11506);

yKa3blBa€T Ha CYIIECTBEHHOE OTKJIOHEHUE OT TpeOOBaHMIl MHBIX aKTOB
3aKOHOJATENbCTBA B chepe oOpalieHus JIeKapCTBEHHbBIX CPEJICTB;

yKa3bIBa€T Ha HECIMOCOOHOCTh OpPraHU3AIMU-TIPOU3BOJIUTENS JIEKAPCTBEHHBIX

CPEICTB OCYIIECTBISATh CEPUUHBIA BBIMYCK JIEKAPCTBEHHBIX CPEJCTB OJHOPOHOIO
KauyecTBa WM HECTIOCOOHOCTH Y TOJTHOMOYEHHOTO JIUIIA OPTaHU3AIUU-TIPOU3BOIUTENS
BBITIOJTHATH CBOU JIOJDKHOCTHBIE 00S13aHHOCTH;

KOMOMHAIMSI HECOOTBETCTBUM, HU OJHO M3 KOTOPBIX CaMoO IO ceOe He SBISIETCA
CYUIECTBEHHBIM, HO KOTOPBIE B COBOKYIHOCTH NPEICTABIAIOT CYIIECTBEHHOE
HECOOTBETCTBUE U JOJKHBI OOBACHATHCA U (PUKCUPOBATHCS B KAYECTBE TAKOBOTO.

"IIpoune HECOOTBETCTBHUS" — 3TO HECOOTBETCTBHE, KOTOPOE HE MOXKET
KJIaCCU(PUIIUPOBATHCS, KaK KPUTHYECKOE WM CYHIECTBEHHOE, HO YyKa3blBaeT Ha
oTkiioHeHue oT Cranaapra Hajexalmed Mpou3BOACTBEHHOW mnpaktuku (GMP),
YTBEPKJCHHOTO MpUKa3zoM MUHUCTpaA 3ApaBOOXPAHEHUS U COLMAIBHOTO Pa3BUTHS
Pecny6nmuku Kazaxcran ot 27 mast 2015 roma Ne 392 "OO0 yTBep:KICHUH HaJJICKAITUX
dbapmaneBTHUECKUX MpakTHK" (3apeructpupoBaH B PeecTpe rocymgapcTBeHHOM
perucTpanuy HOPMaTUBHBIX MPaBOBBIX akTOB Mo Ne 11506).



PykoBonurens komuccuun

(moanucs) ®.1.0. (npu HANTUYUH), TOJKHOCTD

YJICHBI KOMHUCCHH:
(moamucs) ®.1.0. (npu HaAIWUYKUHU), JOJKHOCTH
(moamnucs) ®.1.0. (npu HaAIUUYUHU), JOJKHOCTH

C otuerom Komwuccunm o3zHakomsieH PykoBoAWTENb WM YIOJTHOMOYEHHOE JIWIIO
Opra"vuwizaluiu-
MPOU3BOIUTEIA

_(HOI[HI/ICBS ®.N.0O. (npu HAJIUYUK)
" " 20 roaa

[Ipunoxenue 7
k [IpaBunam nposeneHus
OIIEHKH 0€30IacHOCTH
U KauecTBa JIEKapCTBEHHBIX CPEACTB
W MEANIMHCKUX U3JIEIHUH,
3aperHuCTPUPOBAHHBIX B
Pecny6imke Kazaxcran

®opma

OTueT OLEHKH YCIOBHI MPOM3BOJCTBA H CHCTEMEI 00€CIIC9eHHA Ka9eCTBa IPH
olleHKe 0€30IacCHOCTH ¥ Ka9eCTBa MEAUITMHCKUX W3/1eIIHi

1. Pesrome

HanmenoBanue, anapec, pPEKBU3UTH MPOU3BOJICTBEHHOIO
ydacTka

Junensus(un)

IIpousBoacTBo  (apmMareBTHUECKUX I:I
cyOcTaHIuit

HpOI/I?,BOJ_'[CTBO MCIUIMWHCKHX H3[[eJ'IPII>i I:I

[TpoH3BOACTBO TPOMEKYTOUYHBIX HIIH
HepacpacoBaHHBIX ("6ank") I:I

MEIUILMHCKHUX U3JIETNHN



Pestome nesitenbHOCTH OpraHnu3anumn-1mporu3BOANUTEIIA

Jata(sl) mpoBeneHUS OLEHKH YCJIOBHH IPOW3BOACTBA H
CHCTEMBI 00€CIIEUEHHS] KAYECTBA

O®.JMN.0.(npn  HaW4YUM) OKCHEPTOB (WICHOB KOMHCCHH),
JOJDKHOCTB

Homepa nuieH3uM Ha MPOU3BOACTBO, CEPTUDUKATOB
coorBetcTBUI GMP mnu ISO13485

2. BrogHas nHpOpMAaIms

Kpatkoe omnmcanme opraHu3anuu- TPOU3BOIUTENS U
MIPOU3BOJICTBA

Jata(s1) mpenpIIyImx HHCIISKITTI

HaumenoBanue opraHusalud M CTpaHbl, IIPOBOAMBLIEH
TpEeAbITYIINE HHCIIEKIUH

OCHOBHBIE HM3MEHEHHUS, NPOU3OMICININE CO BpPEMEHHU
MPEeABITYIeH HHCIIEKIINH

OcHoBaHue JUIs IPOBE/ICHHS OLIEHKH YCIOBHI MPOU3BOACTBA U

CHCTEMBI 00€CIICUEHHS KaUeCTBA

[Ipon3BoaCTBEHHBIE 30HBI, MOJJIEKAILIME OLIEHKE YCIOBUH
MIPOU3BOJICTBA M CHCTEMBI 00eCTIeUeHHS KauecTBa

[Mepconan opraHu3aIUU-NPOU3BOIUTEIISI, yYACTBYIOIIHNA B
MPOBEJCHUN OILEHKHU YCIOBHI TMPOU3BOJCTBA M CHUCTEMBI
obecreueHus KayecTBa

JIOKyMeHTBI, MOJaHHbIE OpPraHU3aLUCU-IIPOU3BOAUTEIIEM 10
MPOBENECHUS OLEHKH YCIOBUN IPOU3BOACTBA U CUCTEMBI
obecrieueHnst KauecTBa

3. HabnromeHus u pe3ynbTaThl OLIEHKH YCIOBHUH MTPOU3BOICTBA U CHCTEMBI O0ECTIEUCHHUS KaueCcTBa

praBJ’IeHI/Ie Kau€CTBOM

®dacoBka u yIaKOBKa

BBo3 (ummopt)

IIpou3BOACTBO O KOHTPAKTY

[IpoBenenne mabopaTOPHBIX UCTIBITAHUI

Brimyck B peanmmzamuio
MEIUIIMHCKOTO U3EIHS

Unoe

cepun

[ ]
[]
[]
[ ]

[ ]

[]



Iepconan

[Momemenus u obopynoBanue

Joxymenranus

[IpousBoncTeo

KonTtpons xauectBa

AyTcopcuHTOBasI NEeSITEIHHOCTD

Pexnamanuu v OT3bIB POIYKIMH
CaMouHCcneKIus

Peanuzamus u TpaHCIOPTHPOBAHHE TIPOTYKITIH
Or1ieHKa TOChe MPOU3BOACTBEHHOTO YYacTKa, €CIIH IPUMEHUMO
Pa3noe

4. [lepeyeHb HECOOTBETCTBUIA*

Kputnueckue

Cy1iecTBeHHbIE

HecymecTBennsie

5. IlpunoxxeHus

,Z[OKyMeHTI)I n/unu 06pa3HLI, 0T06paHHLI€ B XO0J€ OICHKH
YCJ'IOBI/Iﬁ IPpOU3BOACTBA U CUCTCMBbI obecreyeHus KauecTBa

6. PeKOMCHI[aLII/II/I " 3aKJIFOUYCHUEC

Pexomenmanun

3axitoueHne
*[Ipumeuanue

"Kputnueckoe HECOOTBETCTBHE" — 3TO HECOOTBETCTBUE, KOTOPOE BBI3BIBAET WJIU
NPUBOJIUT K CYHIECTBEHHOMY PHUCKY BO3MO>KHOCTH NMPOU3BOACTBA MEIULIMHCKOTO
U3JIeIMS OTIACHOTO JJIs 3JI0POBbSI U )KM3HU YEJIOBEKA.

"CyleCTBEHHOE HECOOTBETCTBHUE" — 3TO HE KPUTHYECKOE HECOOTBETCTBHUE,
KOTOpOE:

MPUBEJIO K IPOU3BOJICTBY WJIM MOKET MPUBECTU K MPOU3BOACTBY MEAUIIMHCKOTO
U3JICJINSl HE COOTBETCTBYIOIIETO JOKYMEHTAM PEruCTPAllMOHHOIO J0ChE JAHHOTO
MEJUIUHCKOTO U3ENHS;

yKa3bIBaeT Ha CYIIECTBEHHOE OTKJIIOHEeHHE oT ctanaapta [ISO13485 (GMP);
YKa3bIBa€T Ha CYLIECTBEHHOE OTKJIOHEHUE WJIM TPEOOBAHUN HMHBIX AKTOB
3aKOHOJIATENLCTBA B chepe oOpalleHust METUIIMHCKUX U3/CIN;

KOMOWHAIUSI HECOOTBETCTBUM, HU OJHO U3 KOTOPBIX CaMo MO ce0e He SBIISETCS
CYLIECTBEHHBIM, HO KOTOPBIE B COBOKYIHOCTH NPEICTABIAIOT CYIIECTBEHHOE
HECOOTBETCTBUE U JOJKHBI OOBACHATHCS U (PUKCUPOBATHCS B KAYECTBE TAKOBOTO.

"IIpoune HECOOTBETCTBHUS" — 3TO HECOOTBETCTBHE, KOTOPOE HE MOXKET
KJIaCCU(PUIIUPOBATHCS, KaK KPUTHYECKOE WJIM CYHIECTBEHHOE, HO yKa3blBaeT Ha
oTkiaoHeHue oOT cranHgapToB ISO13485 u (unm) or CranmapTa HajIexalieu
npousBoJicTBeHHON TmpakTuku (GMP), yTBepxkaeHHOro mnpukazom MuHHCTpa



3IpaBOOXpaHEHUs U coluainbHoro pazsutus PecnyOnuku Kazaxcran ot 27 mas 2015
roga Ne 392 "OO6 yTBepJIeHHM HamJeKaMUX (apMaleBTUUYECKUX NPakTHK" (
3aperucTpupoBaH B Peectpe rocyjapcTBEHHOM perucTpalid HOPMaTUBHBIX ITPABOBBIX
aktoB moj Ne 11506).
PykoBoguTens komuccun

(moanucs) ®.1.0. (npu HANTUYUH), TOJHKHOCTD

YJICHBI KOMUCCHH:

(moamnuce) ®.M1.0. (npu HaIM4YUHU), JOJKHOCTH
(moamuch) ®.M.0. (npu HATUYKWHU), JOJKHOCTH
C oruerom Komuccun o3HakOMIIEH PyKOBOIHMTENb WM YIMOJTHOMOYEHHOE JIMIO
OpraHHW3alUMU- NPOU3BOAUTEISA
(moamucek) ®.N.0. (npu HAJIUYUK)
" " 20 roja

[punoxenue 8
k IIpaBunam npoBeneHus
OLIEHKHN 0€30MMaCHOCTH
Y KauecTBa JICKapCTBEHHBIX CPEACTB
U MEUIIMHCKUX U3JIeNHUH,
3apeTUCTPUPOBAHHBIX B
PecrryOmmke Kazaxcran

®dopma

MunmncrepcTBo 3apaBooxpanenna Peciry6mixu Kazaxcran

HanMenoBanme 1 aapec 3KCIEPTHOM OpraHA3a0uH

CepTrdHUKaT COOTBETCTBHA IPOAYKIHH (IIPH CEPUHHON OIICHKE)

n " 20 Ng

HetictBuTensHo A0 " " 20 roJia Ipu COOJTIOICHUH YCIIOBUI
X p a H € H U 1

1. Hacrosmuii ceptudukar cOOTBETCTBUS MNPOAYKIHH (MIPU CEPHUITHON OIICHKE)
yaocToOBEepsAEeT, 9TO
JOJKHBIM 00pa3oM UACHTH(PUITUPOBAHHAS TTPOTYKITHS




HAaUMCHOBAHHUC WU THI NTPOAYKIHNHU

CTpaHa, HAWMEHOBAHHWE MPEANPHUITHS, (PUPMBI COOTBETCTBYET TpeOOBaHUIM
0e30mMacHOCTH u
Ka4eCcTBa, YCTAHOBJICHHBIM B

HOPMAaTHUBHBIN(E) TOKYMEHT(HI)

HauMEHOBAaHUE, agpec
3. CepTtudukar COOTBETCTBHS NPOAYKIMU (NIpU CEpUUHONW OLIEHKE) BbIJAH Ha

OCHOBAHMUU OTUYETa
OLIEHKH YCJIOBHMI IIPOM3BOJICTBA U CUCTEMBI OOECIIEUEHUS KauecTBa

nata NMpOTOKoda(0OB) UCHBITAHHUU




MOAIUCH ®.1.0. (npu HAJIUUYUHU)

IIOAIINCH

- ®.1.0. (mpu HAIUYUN)

[Ipunoxenne 9
K [IpaBunam npoBeneHus OLIEHKU
0€301acCHOCTH ¥ Ka4eCTBa JIEKapCTBEHHBIX
CPE/ICTB U MEAMIIMHCKUX U3/IENNni,
3aperuCTPUPOBAHHBIX B
Pecny6inke Kazaxcran

®opma

MunmncrepcTBo 3apaBooxpaneHna Pecrry6miku Kasaxcran

HanmenoBanme u aapec 3KCIIEPTHOM OpraHu3anuy

[Ipunoxenue
K CepTH(HUKATy COOTBETCTBUS
MPOAYKITNH (TIPH CEPHIHON
oreHke) Ne

IlepegeHb KOHKpPETHOM IPOAYKIIAH, HA KOTOPYIO PaCIIPOCTPAHICTCA JCHCTBUE
cepTU(UKaTa COOTBETCTBHA MMPOIYKIMH (IIPH CEpUAHON OLICHKE)

HanMeHoBaHME M THI IIPOAYKIMHU, CEPHsI, CPOK TOMHOCTH, pasmep nmaptun, OO6o3HadeHHE

HauMEHOBaHHUE TIPEINPHUATHS, HAUMEHOBAHHUE TPEANPUITUS-TPOU3BOIUTENS, JOKYMEHTa, MO KOTOpOMY
CTpaHa-IIPOU3BOIUTENS

BBIIIyCKaeTCs MPOLYKIUS

HOPMAaTUBHOTO

HO)IHI/ICI/I YIIOJIHOMOYCHHBIX JINI]

MOANUCH ®.1N.0. (npu HAJIUYUU)

ITOIITUCH

- ®.1.0. (nmpu HATMYUH )

ITpunoxenue 10
k [IpaBunaM npoBeaeHus
OLICHKU 0E30MaCHOCTH
1 Ka4eCcTBa JIEKAPCTBEHHBIX CPEICTB
Y MEIMIMHCKHMX U3/,
3aperuCTPUPOBAHHBIX B
Pecny6nuke Kazaxcran



Ilepedens MoKa3aTelieit HOpPMATHBHOTO JOKYMEHTA IIPH IIPOBEICHHH OLICHKH
0€e30macHOCTH M Ka9eCTBa JICKaPCTBEHHEIX CPEICTB

Ne i/t HammeHoBaHue paszzena

1.
1)
2)
3)
4)
5)
6)
7)
8)
9)
10)
11)
2.
1)
2)

3)

4)
5)
6)
7)
8)
9)
10)

1)
2)
3)
4)
5)
6)
7)
8)
9
10)

Kunxue nexapcTBeHHBIE ()OPMBI Tl TAPEHTEPATBHOTO TPUMEHEHUS
Onucanue

Wnentndukaiiys akTHBHBIX BEIIECTB

IIpo3paunocts

LiBeTHOCTH

pH

BakrepuanbHble 3HIOTOKCHHBI WU ITHPOTCHBI

CrepHuiIbHOCTD

KomuuectBeHHOE onpeneneHne

YnakoBka

MapxupoBka

Cpox xpaHeHUs

Cyxue JiekapcTBEHHbBIE (POPMBI [T TApEHTEPATHLHOTO IIPUMEHEHUS
Onucanue

WnenTtnukanms akTHBHBIX BELIECTB

IMokazartenu KadyecTBa
Il po3pauHOCTGHS

I B €THOT CTT5Bb *

KHCJIOTHOCTH (IIETI0YHOCTH) Min pH

BakrepuanbHble 3HIOTOKCHHBI WU TUPOTCHBI
CrepriIbHOCTD

KonunuectBenHoe onpeenexnre

AKTHBHOCTD

‘YnakoBka

MapkupoBka

Cpox xpaHeHHs

I'ma3zHble Kammm

Omnucanne

WnenTtnukanms akTHBHBIX BELIECTB
IIpo3paunocTs (I PacTBOPOB)

[IBeTHOCTH (111 PACTBOPOB)

KucnotHoCTh WM 1ien09HOCTS, Wi pH
CTepmIbHOCTh

KonmuectBeHHOE ompesiesieHue

YnakoBka

MapkupoBka

Cpok xpaHeHHs (B TOM YHCIIE ITOCTIe BCKPBITH)

XKunkue nekapcTBeHHbIE POPMBI U BHYTPEHHETO U HAPy>KHOTO MTPUMEHEHHS

pacTBOpa:



I} Omnucanne

2) Wnentndukaiys akTHBHBIX BEIIECTB

3) pH

4) ITmoTHOCTH

5) MHUKpPOOHOIOTHYECKAS YUCTOTA UITH CTEPHIILHOCTh
6) KonuuectBeHHoe onpenenaeHue

7 YmakoBka

8) MapkupoBka

9) Cpok xpaHeHus

5. Abspozonu

1) Onucanune

2) Wnentndukaiys akTHBHBIX BEIICCTB

3) KonuuectBo n3BnekaeMbIX 103 B KOHTEHHEPE
4) KonngectBeHHOE onpezeneHne

5) YmnakoBka

6) MapxkupoBka

7 Cpox xpaHeHHst

6. Tabnerku

1) Onucanue

2) Wnentndukaiis akTHBHBIX BEIIECTB

3) Cpenamnsist Macca ¥ OTHOPOJHOCTH MacChl
4) HctupaemocTtsb

5) Pacnagaemocts

6) MukpoOnonornyeckast YucToTa

7) KommuectBeHHOE OmpeeneHmne

8) YmnakoBka

9) MapkupoBka

10) Cpok xpaHeHus

7. [Mopomrku (cyxue nexapcTBEHHBIE (DOPMBI ATl HAPYKHOTO H BHYTPCHHETO IIPUMECHEHUS )
1) Onucanue

2) Wnentnukanms akTHBHBIX BELIECTB

3) OIHOPOIHOCTh MACChl UM OJHOPOTHOCTD COEp KaHus (711 TOPOIIKOB B OJTHOI030BOM KOHTEHHEPE)
4) Macca conep>XxuMoro KoHTeifHepa (U151 TOPOIIKOB B MHOT'0JI030BOM KOHTEHHEpE)

5) CTepuIbHOCTD WM MUKPOOHNOJIOTHYECKAs! YUCTOTA

6) KonuuectBeHHOE omnpeneseHue

7) YmakoBka

8) MapxkupoBka

9) Cpok xpaHeHus

8. Kamncynsr

1) Onwucanue (B TOM YUCIIe 000JTOYKH KAIICYIIBI M CONEPIKUMOTO)

2) Wnentngukaiys akTHBHBIX BEIIECTB

3) Pacnagaemocts



4
5)
6)
7)
8)

1)
2)
3)
4
5)
6)
7)
8)

10.

1)
2)
3)
4
5)
6)
7)
8)

11.

1)
2)
3)
4
5)
6)
7)
8)

12.

1)
2)
3)
4)
5)
6)
7
8)

Muxkpobuonornieckas 9ucToTa
KomuuectBeHHOE onpeneneHue
YmnakoBka

MapxkupoBka

Cpok xpaHeHus

Cymmo3uTtopuu (Teccapum)
Onucanue

Wnentndukaiist akTHBHBIX BEIIECTB
CpenHsis Macca U OJTHOPOJHOCTh MacChl
Muxkpobuonornieckas 94ucToTa
KonunuecTBenHoe onpesenenre
YmnakoBka

MapxkupoBka

Cpoxk xpaHeHus

Msirkue jJexapcTBeHHBIE (HOPMBI
Onucanue

Wnentndukaiiys akTHBHBIX BEIIECTB

pH

CTepI/IHBHOCTB N MI/IKPO6I/IOJ'IOI‘I/I‘ICCKEISI qUCTOTa

KonunuecTBenHoe onpesenenre
YmnakoBka

MapkupoBka

Cpok xpaHeHus

Hacroiiku

Onucanue

Wnentndukaiys akTHBHBIX BEIIECTB

CO}Z[Cp)KaHI/Ie OTaHOJIa UJIK OTHOCUTEJIbHAA IIJIOTHOCTh

Muxkpobuonornieckas 94ucToTa
KonudectBeHHOe omnpeneeHue
YmnakoBka

MapxkupoBka

Cpok xpaHeHus

OKCTPaKTHI

Onucanue

Wnentngukaiys akTHBHBIX BEIIECTB

OTHOCHTEIbHAS IUNIOTHOCTD MM COZIEP)KaHUe ITaHOJA (KHUIKHUE SKCTPAKTHI)

KommuectBeHHOE OTIpeieieHue
MukpoOHoIorniecKas YucToTa
VnakoBka

MapxkupoBka

Cpoxk xpaHeHus



13. JlekapCTBEHHOE PACTUTEIBHOE CHIPhE, COOPHI, (pacoBaHHAS MPOTYKIIHS
1) Onncanue

MWneunTtTudbukangus:
M aKpoCcCKOTNUHSH,;
M UKPOCKOTHHS ;

2) KauyeCTBECHHBIE n/unun TUCTOXHUMHUYECKHUE peaknuu;
Xpomartorpadudeckre CTIBITaHNS (TCX, Ta30Bast ¥ BRICOKOA((EKTUBHAS KUIKOCTHAS XpoMaTorpadus u
Jpyrue)

3) OKCTpaKTHBHBIC BEIIECTBA MIIM KOJIMYECTBEHHOE OTIpEIeTICHUE

4) Mukpobuonornueckas 9ucToTa

5) KonnuectBennoe omnpexnenenue™

6) YmakoBka

7 MapxupoBka
8) Cpok xpaHeHHUs

* IIPpHU HAJIMYKUU ITOKA3aTCIII B HOPMATHBHOM JOKYMCHTC

[punoxenne 11
k [IpaBunam nmposeneHus
OLIEHKH 0€3011acHOCTH
M Ka4yecTBa JIEKapCTBEHHBIX CPE/ICTB
W MEAWIMHCKUX U3JIEIHUH,
3apEernCTPUPOBAHHBIX B
Pecniy6imke Kazaxcran

®opma

MunncTepcTBO 3apaBooxpaneana Pecmyomixu Kasaxcran

HanmenoBanme u aapec 3KCIIEPTHOM OpraHA3anuy

Cepruduxar cooTBEeTCTBHA IPOAYKINH (IIPH CEPHH/TIAPTHH)
" " 20 Ng

JerictBuTenpHO 10 " " 20 roJia Mpu COOTIOJICHUH YCIIOBUM
X p a H e H U 1
1. Hacrosmuii cepTudurar COOTBETCTBUS NPOAYKIUU (MPU CEPUH/TIAPTUH)

yaiocToBepsAEeT, 4 TO

JOJKHBIM 00pa3oM UACHTU(GUIIUPOBAHHAS TIPOIYKITUS




MIPOU3BEICHHAS

CTpaHa, HAUMCHOBAHUC IIPCAIIPUATHA, HAUMCHOBAHUC IIPCAIPUATHA-IIPOU3IBOIUTCILA
COOTBCTCTBYCT Tpe6OBaHI/I$IM 0e30ITaCHOCTH U Ka49CCTBa, YCTAHOBJICHHBIM B

HOpMAaTHUBHBIN(E) MOKYMEHT(BI)

HaMMEHOBaHUEe, aJgpec
3. Ceptudukar COOTBETCTBHS MPOIYKIIUU (TIPU CEPUN/TIAPTUH) BBIJJAHO HA OCHOBAaHUH

npotokona(oB) HCHOBITAHUMU

HAaUMEHOBAaHUE AaKKpeAuTOBaHHOW(bIX) mabopatopuu(it), Ne arrtecrara(on)
akkpeauTaunuum (i)
4. JlononHUTENBHAS HHPOPMALIUS

[Tonnmucu YIOJTHOMOUYEHHBI X I
MOAMUCH ®.1M.O0. (npu HaAIUYUU)
IIOIINCH @®.1.0. (nmpu HAIMYUH )

[punoxenne 12
k IIpaBunam npoBeneHus
OIIEHKH 06€30IacHOCTH
Y Ka4yecTBa JICKapPCTBEHHBIX CPE/ICTB
W MEAWIMHCKUX H3JIENUH,
3apernuCTPUPOBAHHBIX B
Pecny6imke Kazaxcran

®opma



MunncTepcTBO 3apaBooxpanenna Pecmy6mixu Kazaxcran

HanmenoBanme 1 aapec 3KCIEPTHOMN OpraHu3anun

Ceptudukar cOOTBEeTCTBHA MPOAYKIHH (IIPH JSKIApAPOBAHIH)

" " 20 r No
HencTButeapHO 10 " " 20 rojia Ipu COOIOJICHUH yCIOBUUI
X p a H € H U 1

1. Hacrosamuii cepTtudukrar COOTBETCTBUS MPOAYKIHH (TIpU JEKIapUPOBAHUU)
yIOCTOBEpSAET,
4TO JOJIKHBIM o0Opa3om uIeHTUUIHpPOBaHHAS NPOAYKIUS

HAVMMEHOBAHME M THUIl NPOAYKIHUU NPOU3BEICHHAA
COOTBETCTBYET

CTpaHa, HAUMEHOBAHKE MPEANPUATHS, GUPMBI TPEOOBAHUSM OE30MACHOCTH M Ka4eCTBa
2 . 3 asgsBHUTEIIH

HaMMEHOBAaHHE, ajgpec
3. Ceptuduxar COOTBETCTBUS MNPOAYKIUU (MpU JEKIApUPOBAHMHM) BBIJIAH Ha
O CHOZBA aAQHUMUTH

ceprudukara

GMP, Ne, nata Bbiaun, cpok aeictBus win ISO 13485, No, nata BbI1auM, CpOK
I €6 U ¢ T B U 4
4. lonosHuTenbHas nHGopManuu




HOI[HI/ICI/I YOOITHOMOUYCHHBIX JU I

NOANHUCH ®.N.0. (npu HANTUYUMN)

MOIHUCH @®.1.0. (nmpu HATMYUH )

IIpunoxenue 13
k [IpaBunam mpoBeacHUs
OLICHKH 0€301TacHOCTH
Y KauecTBa JICKAPCTBEHHBIX CPEICTB
W MEAUIMHCKUX H3IENU,
3apErUCTPUPOBAHHBIX B
Pecnyoninke Kazaxcran

AsroputM 0TOOpa 00pa3noB IPOAYKIHH

1. Anroputm 0T60pa 00pa3LOB JEKAPCTBEHHBIX CPEACTB

OO0pa31el OTOMPAIOT OT KAXKO0M cepuu (MapTHH) JICKAPCTBEHHOTO CPE/ICTBA.

YnakoBo4yHyI0 Tapy (SIIUKH, KOPOOKU, MEIITKH, OYTHLIH, OapabaHbl) MOJBEPraloT
Hapy>KHOMY OCMOTpPY JIsI TPOBEPKH COOTBETCTBUA TPEOOBAHUSIM HOPMATHBHOM
JIOKyMEHTAITUH.

OO6pa3iupl 0TOMPAIOT TOJIBKO U3 HEMOBPEKIACHHBIX, YKYIMOPEHHBIX U YITAKOBAHHBIX
COTJIACHO HOPMATUBHOMY JTOKYMEHTY YIAKOBOUYHBIX Tap.

[Ipu oTOOpe 00pa3LoB MPUHUMAIOTCS MEpPbI MPEAOCTOPOKHOCTH, YUUTHIBAS
TOKCHUYHOCTb, B3PBIBOOIIACHOCTh, OTHEONACHOCTh, TUTPOCKOITMYHOCTh JIEKApPCTBEHHBIX
CPEJICTB, a TaKXKe Il MPEJOXPAaHEHUS UX OT 3arpsi3HEHUN.

JUist TpoBeIeHUsI UCIIBITaHUs JIEKAPCTBEHHBIX CPEACTB, METUIIMHCKUX U3EIUN Ha
COOTBETCTBHE TPEOOBAaHUSIM HOPMATHUBHOTO JIOKYMEHTA MPOBOJIAT MHOTOCTYIEHYATHIN
oTOOp 00pa3IoB.

[Ipu mHOrOCTYynmeH4aToM oTOOpe, 0Opasibl B KakJAOW CTYNEHH OTOMPAIOT
CIIyyallHbIM 00pa30oM B MPOMOPIUOHAIBHBIX KOJWYECTBAX U3 €IUHUI], OTOOPAHHBIX B
IpEAbIAYIIEH CTYIIEHU. YHUCIIO CTYIIEHEN ONPENEIIIETC BUAOM YIIAKOBKHU.

[lepBas cTyneHb: 0TOOP €IWHUI] YITAKOBOYHOMN Taphl (SITUKOB, KOPOOOK, MEIIKOB,
OyTbuIei, OapabaHOB);

Bropas cTynenb: oT00p ynakOBOYHBIX €IMHULI, HAXOIALIUXCS B YIIAKOBOYHOM Tape
(kopo6OK, (pr1akoHOB, OAHOK);

Tpetbsi cTyneHb: 0TOOp MPOAYKIUUA B IEPBUYHOM yIakoBKe (ammyi, (hJIaKOHOB,
TyO, KOHTYPHBIX YIIAKOBOK).

Jlis pacuera oTOOpa KOJIMYECTBA MPOIYKIUU HAa KaXKI0H CTYNEHU HCHOJb3YIOT
dopmyny 0.4 \n, e n - KOJTHYECTBO OOPA3IOB JAHHOH CTYIEHH OIHOMN cepuu (



naptuu). [lomydeHHoe B pesynbTaTe mojacdeTa mo ¢dopmyne IpoOHOE YHUCIO
OKPYTJISIIOT B CTOPOHY YBEJIUYCHHSI JI0 1IEJIOT0 YHCIIa, KOTOPOE JOJIKHO OBITh HE MEHEe
3 u ue 6onee 30.
B cimydyae HEZ0CTaTOYHOTO KOJWYECTBA 00PA3IOB IS MIPOBEACHUS HUCIIBITAHUS
MIOBTOPHO OTOMPAIOT 00pa3Iibl, KaK yYKa3aHO BBIIIIE.

2. Anroput™m 0TO0pa 00pa3I0B MEAUIIMHCKUX U3ACIIUN

1) B mporuiecce oT60opa 00pa3ioB B 00IIEM ClTydae yUUTHIBACTCS:

OJTHOPOJTHOCTH MAPTHUH;

MPEICTaBUTEIILHOCTh BEIOOPKH IO COCTAaBY;

MPEICTaBUTEIBHOCTH BEIOOPKHU 10 KOJIUYECTBY;

COOTBETCTBHE 00Pa3IOB MICHTHU(PUKAIIMOHHBIM IMPU3HAKAM POy KIIUH;

2) orObupaembie 00pa3ibl MO KOHCTPYKIUU, COCTABY U TEXHOJOTHHU U3TOTOBJICHHUS
COOTBETCTBYIOT MPOAYKIIMH, MPEHA3ZHAYECHHOM JIs1 pealin3alliy;

3) BBIOOpPKA MO COCTaBy 00pa3llOB OTPaXKaeT BCIO COBOKYMHOCTH OJHOPOJHOM
IPOJYKIINH, SBISIONICHCS OOBEKTOM OIEHKH OE€30MaCHOCTH M KayecTBa C YyUeTOM
pa3Iuuus CBOMCTB OTIEIBHBIX THIOB (MapoK, pa3MepoB, THUIIOB, MOJEJCH) TaKOu
COBOKYITHOCTH;

4) o0Opa3ipl, 0TOOpaHHBIC IS MPOBEJACHUS HCIBITAHUA HE BO3BPAIIAIOTCS

3aka3uuKy.
IIpunoxenue 14

k IIpaBunam npoBeneHus

OLIEHKHN 0€30MMaCHOCTH
Y KauecTBa JICKapCTBEHHBIX CPEACTB

W MEAWIMHCKUX H3JIENUH,
3apernCTPUPOBAHHBIX B
PecrryOmmke Kazaxcran

®dopma

AKT 0TOOpa 06pa3noB IPOIYKITHH

or " " 20 rojaa Ne
3 asgaBUTEITEHb

(HauMeHOBaHUE OPTaHU3AlUMU, aJpec)
Anpec u MECTO oTrbopa:

6T6_0p_ npoo NPOU3BECI:




daMuns, UM, OTYECTBO (IIPU €r0 HAJIWYWHN) JIMIA, OCYIICCTBUBIIETO OTOOP
o 6 pa3i3um o B
AxrT cocTaBIECH:

damunusi, UMs, OTYECTBO (MpPH €ro HaJWYUM) TMPEACTABUTENS HKCIEPTHOU
OprasnuwmiszaitnifHu
UM TEPPUTOPHATBHOrO JENapTaMeHTa TOCYyJAapCTBEHHOrO OpraHa ¢ Yy4YacTHEM:

damuus, UMs, OTYECTBO (MPHU €ro HAJWYWU) 3aABUTEISI WM €ro MpeCTaBUTEIS
OOpasnel  TPEembsBICHHOW MPOAYKIIUM  OTOOpaHBI B  COOTBETCTBUU  C

(HauMeHOBaHHWE HOPMATUBHOTO JOKYMEHTA)
JUIS. UCTIBITAaHUN C 1ETbI0 OIEHKH O0€30MacCHOCTH U

K a 4 € ¢ T B a
I poJayKIUHU
[Iponyknus+ MOJy4Y€Ha Mo :

(TOBapHO-TPaHCHOPTHOM HAKJIAIHOW; K/ KBUTAaHUIHU No,

no KoHTpakTy Ne, nara; moroBopy Ne, nara)
[IpouszBoaguTeEens:

(ctpana, opranuzanus (MHIWBUIYIBHBIM NpEANpUHUMATEND), aapec)
Il ocTaBm™uK

(cTpana, opranuzauusi (MHIWBUIYAIbHBIM NpEINPUHUMATEND), AAPEC)
OcMmoTpom YCTAaHOBIEHO:

YecnoBus XpPaHECHHUSI:




Bun 51 COCTOSIHUE Tapsl, YyIIaKOBKH, EMKOCTEN:

HalIHI/ICI/I Ha YIOIAaKOBKC n O9THKCTKaAaX:

OG6pa31bl 0TOOpaHbI OT NPOIYKIIHH, PEIBIBICHHON M0/l HANMEHOBAHUEM:

KonuuectBo
HanmenoBanme o6OpasnoB Enmannma Homep Pasmep [arta Cpoxk

N 0TOOpaHHBIX 00pa3LoB
[PEIBSIBICHHOM MPOMYKINA  HM3MEPEHUs] MapTHH [apTHH I[IPOM3BOJCTBA TOJHOCTH

MPOAYKITUH
1 2 3 4 5 6 7

KoHTposibHBIE 00pa3ilbl B KOJWYECTBAX, PABHBIX KOJUYECTBY OTOOpPaHHBIX
00pa3IoB, omedaTaHbl W XPaHATCS B HAUICKAIIUX YCJIOBUSAX B TEUECHHUE CPOKa
NercTBUA cepTUdUKaTa COOTBETCTBUS MPOLYyKIUU (TTApTHsl/ Cepusi) y 3asBUTEIIA.

[IpencraButenb dKCOEPTHON OpraHu3aluu/ TEPPUTOPUATBHOIO JIeapTaMeHTa
YIOJIJHOMOYEHHOI'O OpraHa:

ZHOI[HI/ICB) ®.1.0. (npu HAIUYUU)

(moamwuce) ®.1.0.(ripu HAITMYUN)

IIpunoxenue 15
Kk [IpaBunaM npoBeeHus OLEHKH
0€3011acHOCTH 1 KauecTBa
JIEKapCTBEHHBIX CPE/ICTB U
METUIHCKUX U3/ICITHI,
3aperuCTPUPOBAHHBIX
B PecryOnuke Kazaxcran

®opma

AKT nipueMa-nepeaadd 00pa3noB MPOIyKIHH

or" " 20 rojuaa
3asiBUTEID:

(HaMMeHOBaHHME OpraHU3alHUU, AJPEC)

(_)’1“_6_0}; npoo NPOU3BEI:




®.N.0O. (mpu HANWUYMM) JIUIA, OCYIIECTBUBIIET0 OTOOpP 00pa3ioB
OOpa3ipl  OpPeabSIBICHHOW MNPOAYKIMH OTOOpPaHbl B  COOTBETCTBUU  C

(HauMEeHOBAaHHME HOPMATUBHOTO JOKYMEHTAa)
JUIS. WCTUBITAHUN C 1EJIbI0 OIIEHKHM 0€30MacHOCTH M KadecTBa NPOAYKIUU
[Tponyknus4 MOJYyUYE€Ha mo:

no KoHTpakTy Ne, marta; noroBopy Ne, nara)
[IpousBOAHUTENSB:

CTpaHa, opraHu3anus (MHAUBUAYAJIbHBIA MpPEANPUHUMATEND), aapec
Il ocTasBimmuK

(cTpana, opranuzaius (MHIUBUAYaIbHBINA IPEIITPUHUMATEIb ), aJIPEC)
OO6pa31el 0TOOpaHbl OT MPOAYKITUH, MPEIBIBICHHON 110 HAMMEHOBAHUEM:

KonuuectBo
HaunmenoBanue o6pas3ioB Egununma Homep Pasmep [arta Cpoxk
. 0TOOpaHHBIX 00Pa3IOB
NPEABSIBICHHON IPOAYKIMM ~ W3MEPEHUs] NapTUW TapTUM  [TPOM3BOACTBA TOJHOCTH
TIPOAYKINU
1 2 3 4 5 6 7

KoHTponbHble 00pa3ipl B KOJIMYECTBAX, PABHBIX KOJIUYECTBY OTOOPAHHBIX
o0pa3loB, ONeyaTaHbl W XPAaHATCA B HAJJIEKALUIUX YCIOBUAX B TEUYEHHE CpPOKa
NeNCcTBUA cepTU(UKATa COOTBETCTBUS MPOIYyKUUHU (AapTHsl/ cepus) y 3asBUTEIIS.

3asBUTENb:

(moamucsk) ®.N.O.(npu HATUYUH)
OO0pas3nm OPUHSATBH :
[IpencraBuTens HKCHEPTHON OpraHU3aIlUuU

_(HO_):[HI/ICB) ®.1.0. (mpu HAIMYUH )



JlaTa mpuema 0Opa3IoB IKCIIEPTHOM Opranu3aiueit: " " 20
r.

ITpunoxenue 16
k [IpaBuiiam npoBeaeHUsI
OIICHKH 0€30MacHOCTH U
Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB
Y MEAUIMHCKUX M3,
3apEeruCTPUPOBAHHBIX B
Pecniy6iinke Kazaxcran

MecTo HaHECEHUA

3HaKa W/ HOMCpa aTTecTara AKerI[I/ITaHI/II/I
dopma

MunncrepcTBo 3apaBooxpanenna Pecy6mixu Kazaxcran

HanmenoBanme rocyqapCTBEHHON 3KCIIEPTHOMN OpraHU3aIyun

ATTecTaT aKKpeIUTAIMH HCIBITaTeNbHOM 1aboparopun (Ne, cpok
IEHCTBHA)

Anpec, TenedoH 3KCIEPTHOH OpraHu3aIiH (MCIBLITATEIHLHON

sJaboparopun) ITpoToKONI HCIIBITaHMIH
No ot " " roaa Ctpanuna /KonuuecTBo JIUCTOB
3assBUTENb (HauMeHOBaHUeE, anpec):
HaumenoBaunme NPOAYKIHUU:
Bun UMCINBTAaHUMHI:

OCHOBA AQAQHMUIE




[IpousBonurens, cTpaHa:

Cepust, mapTusi: JlaTa mpou3BoO/ICTBA: CpOoK roHOCTH:
KonunuectBoO obpa3moOB:

Hara Havala 5 maTa OKOHYAHUA WCIBITAHUN:
O0o3HauyeHue HOPMATUBHOTO JOKYMEHTA Ha NPOAYKIUIO:

O6o3HaueHue HOPpMATHUBHOTO JOKYMCHTA Ha MCTOBI VWCIILITAHUM:

PesynpTaThl HCOBITaHUHN

HammenoBanne nokasareneit TpeOoBanus HOpMaTUBHOTO JOKyMeHTa Ha mpoxykiuio  TOC u BnaxsOCTh (%)

1 2 3

3akmouenue: I[IpeacraBieHHble 00pa3lbl COOTBETCTBYIOT/HE COOTBETCTBYIOT
TpeOOBaHUSIM HOPMATUBHBIX TOKyMeHTOB. (Hy»XHoe mo4epKHyTh)

[Mognmucwu YOOTHOMOUYEHHBIX AU
o (QOJI:KH:)CT_B) o (moamucs) ®.M.0.(npy HaIMYUN)
- (£OJI_>KH;)CT_L) o (moamnuce) ®.MN.0.(npu HaIM4uM)
- EI[OJ_'DKP;OC”;B) - _(HOI[HI/ICB) @®.1.0.(ipu HATHYKH )

[IpoTOKOS UCTIBITAHUIM PACTIPOCTPAHSAETCS TOJBKO Ha 0Opa3Ilbl, TOIBEPTHYTHIC
ucnbiTaHusaM. [lomHas WM YacTUYHAs MepernedyaTka MPOTOKOJa HCIBITaHUM 0e3
MUCbMEHHOTO Pa3pellIeHUs] SKCIIEPTHOM OpraHu3aliy 3arpenieHa.

IIpunoxenne 17
k [IpaBunam npoBeneHus



OIICHKY 0€30MacHOCTH U
Ka4eCTBa JIEKAPCTBEHHBIX
CPE/ICTB U MEAUIIHCKUX

U3JIeTIAN, 3aPETHCTPUPOBAHHBIX
B Pecy6nuke Ka3zaxcran

®opma

MunnctepcTBo 3apaBooxpanennd PecryOoimku Kazaxcran

HanMenoBanme U aapec 3KCIIEPTHOM OpraHA3anuy

IIpunoxenue
K cepTH(UKATy COOTBETCTBUSA
MPOLYKINH (CepHU/TIapThH)
Ne

IlepegeHb KOHKPETHOM MPOAYKIIAH, HA KOTOPYIO PaCIIPOCTPAHICTCA JCHCTBUE
cepru(HKaTa COOTBETCTBHA IIPOAYKIUH (CEpUH/IapTHH)

HaunMeHoBaHMe M THIT IPOJYKILUH, CEPHS, CPOK TOIHOCTH, pazMmep naptuu, OOo3HaueHUe
HalMEHOBaHUE NPEANPHUATHS, HAUMEHOBAHUE NPEANPUATHUS - IPOU3BOAUTENSA JOKYMEHTa, 10 KOTOPOMY
, CTPaHa-TPOU3BOAUTENS BBIITYyCKAETCS TPOYKIHS

HOPMAaTUBHOT'O

HOI[HI/ICI/I YIOJIHOMOYCHHBIX JINI]

MOANUCH ®.1.0. (npu HaATUYUH)

MIOIITNCH

_(D._I/I.O. (TIpu HAJTMYHH)

IIpunoxenne 18
k [IpaBuiaM mpoBeIeHUS OIICHKH
0e30IIaCHOCTH 1 KadecTBa
JIEKapCTBEHHBIX CPEACTB U
MEJIUIMHCKUX U3JICTIHH,
3aperucTpUPOBAaHHBIX B
Pecniy6imke Kazaxcran

dopma

MunmncrepcTBo 3apaBooxpanenna Pecmybmixu Kazaxcran

HanmeHoBaHue M aipec YIKCIIEPTHON OpraHA3auu



IIpunoxxenue
K cepTH(UKATy COOTBETCTBUS
MPOAYKITNH (TIPH TEKIapUPOBAHNN)
Ne

IlepegeHb KOHKPETHOM MMPOAYKIIAH, HA KOTOPYIO PAaCIIPOCTPAHAETCA ACHCTBUE
cepTdHKaTa COOTBETCTBHA NPOLYKIMH (IPH ACKIapAPOBAHNH)

HanmveHnoBanwue, THI, MapKa MPOAYKIMHU, CEpUsi, CPOK TOJHOCTH, pasmep OOo3HaueHHe
NapTUH, HAaWMEHOBAHME IPEANPUATHS,

CTpaHa-IIPOU3BOIUTENS

HOPMAaTUBHOTO

o  KOTOpOMY
BBIIIyCKaeTCs MPOLYKIUS

(UPMBI-M3TOTOBUTENSA,  JOKYMEHTA,

HO)IHI/ICI/I YIIOJIHOMOYCHHBIX JIUIT

MOJNUCH ®.1.0. (npu HAJIUYUHU)

MOIHUCH ®.1.0. (nmpu HAIMYUH )
ITpunoxenue 19
K [IpaBuiiam mpoBeieHus
OLICHKH 0€3011acHOCTH
¥ Ka4ecTBa JIEKAPCTBEHHBIX CPEICTB
1 MEIUITUHCKIX H3ICITHIA,
3aperuCTPUPOBAHHBIX B
Pecniy6iinke Kazaxcran

®dopma

MunmncrepcTBo 3apaBooxpanenns Pecmy6mixu Kazaxcran

HanmenoBanue 1 azpec BKCIIepTHOfI OpraHu3anu

HanmenoBanue, 3asBUTENS

JIOJDKHOCTb, MHUITAJI UMEHU U
(amMmnst pyKOBOIHUTEIS

aapeC 3asABUTEIIA

Pemenne 0 mpHOCTaHOBJICHHH, OT3EIBE CEPTH(HKATa COOTBETCTBUA
IPOAYKIMH (TIpH



CepHH/TIapTHH), CEpTH(PHKATa COOTBETCTBHA MPOXYKIHH (IIpH CEpHMHO#M
OILICHKE),

cepruduKaTa COOTBETCTBHA MPOAYKIUH (IIPU AeKIIaAPHPOBAHUH)

20  roma Ne

HAaMMEHOBAHUE OHKCINEPTHOW OpraHu3aluu
c oo OmaerT-T
1. Cornacno Bameit 3asBke ot " " 20 rojia BelIaH cepTU(UKAT

COOTBETCTBUHH
OpoAyKIMU (MpH CEepUU/MapTUr), CEPTUPHUKAT COOTBETCTBHS MNPOAYKIUH (TIpU
cepumuoOi OIMEHKE),

cepTU(UKAT COOTBETCTBUS NPOAYKIMU (TIpH AeKiIapupoBaHun) (ykazath Hy»KHOe) No

or " " 20 roja Ha

HAaMMCHOBAHHUC IIPOAYKIHUHU,

(yka3aTh OCHOBAHMUEC)
cepTU(PUKAT COOTBETCTBUSA MNPOAYKIMU (NpU cepuu/mapTuu), cepTudukKar
COOTBETCTBMH
OPONYKIMHU (MpU CEPUHHON OLIEHKE), CepTHU(PHUKAT COOTBETCTBUS MPOAYKIHUHU (MpU
neknapupoBannu) (yka3aTb HYXKHOE€) NPUOCTAHOBJIEHO, OTO3BAaHO €ro JeucTBue (
yKas3arThs HY X HOE€)
C " " 20 rozaa.

(yxa3aTh JOKYMEHTHI, HA OCHOBAaHHHU KOTOPBIX MPUOCTAHOBJIECHO, OTO3BAHO
cepTu(pUKAT COOTBETCTBUSA MPOAYKIMU (NpU Ccepuu/mapTuu), cepTudukar
COOTBETCTBMHUSH
IPOIYKIMK (TIPU CEPUMHOU OIEHKE), CEPTH(HUKAT COOTBETCTBUS MPOAYKIUU (TIPU
NTeKJIapUpPOBAHUU)
[Toamucy ynmoJTHOMOYEHHBIX JTUI]




MOAIUCH ®.1.0. (npu HAJIUUYUHU)

NOAMKUCH ®.1.0. (mpu HAJIUYUN)

© 2012. PI'TI na I[IXB «MHCTUTYT 3aKOHOAATENbCTBA U TpaBoBoil nHMopMarun Pecriybnmnku Kazaxcram»
Munucrepcta roctuinu Pecnyonmku Kazaxcran



