Mpuka3s MuHuctpa 3gpaBooxpaHeHus Pecny6nuku Kazaxcran ot 17 mas 2019 roga Ne KP ICM-82
O BHeceHuM n3meHeHun B npuka3 MuHucTpa 3gpaBooxpaHeHUs U couumanbHOro pa3suTtus Pecnybnuku
KasaxcTaH ot 26 Hos16ps 2014 ropna Ne 269 «O6 yTBepxaeHun MNpaBun npoBeAeHUs OLeHKU 6e30NacHOCTU U
KayecTBa NleKapCTBEHHbIX CPeACTB U U3Aenui MeAULMHCKOro Ha3Ha4YeHUs, 3apermcTpUpoBaHHbIX B
Pecny6nuke KasaxcrtaH»

B cootBeTcTBMM ¢ nognyHkTtom 84) nyHkta 1 ctatbn 7 Kopekca Pecnybnukm KasaxctaHn ot 18 ceHtabpa 2009
roga «O 3gopoBbe Hapoaa u cucteme 3gpasooxpaHeHus» MPUKA3bIBALO:

1. BHecTn B npukas MuHMCTpa 34paBoOXpaHeHus U coumanbHoro passutus Pecnybnuku KasaxctaH ot 26
HosbOpss 2014 roga Ne 269 «O6 yrtBepxgeHun [lpaBun npoBedeHUs OLEHKM 6Ge3onacHOCTM U KayecTBa
NeKapCTBEHHbIX CPEACTB U U3OeNuii MEQMUMHCKOTO HasHayeHus, 3aperncTpupoBaHHbix B Pecnybnvke KasaxctaH»
(3apeructpupoBaH B PeecTpe rocyaapCTBEHHOW perMcTpauuMm HOpMaTMBHBIX MpaBoBbiXx aktoB noAa Ne 10003,
onybnukoBaH 8 siHBapsi 2015 roga B MHOPMaLMOHHO-NPaBOBOM CUCTEME «BAineT») cneayolme N3MeHeHns:

3arofnioBOK N3NOXMTb B CreayloLlen peaakumm:

«O6 yTtBepxaeHun [lpaBun npoBedeHUs oueHkn ©6e30MacHOCTU M KadecTBa NeKapCTBEHHbIX CPeAcTB WU
MeOMLIMHCKMX U3AENUA, 3aperncTpnpoBaHHbIX B Pecnybnuke Kasaxcrany;

NYHKT 1 N3NOXUTb B CnegyoLlen peaakumu:

«1. YTBepauTb npunaraemble [lpaBuna npoBefeHUs OLEHkM Ge30nacHOCTM WM KavecTBa IeKapCTBEHHbIX
cpencTB U MeQULUMHCKUX U3AENUI, 3aperncTpupoBaHHbix B Pecnybnvke Kasaxctany;

[MpaBuna npoBeneHUs oLeHkn 6e30nMacHOCTM M KavyecTBa NEeKapCTBEHHbIX CPeacTB U U3nenui MeauLMHCKOro
Ha3HayeHwus1, 3apercTpnpoBaHHbIX B Pecnybnuke KaszaxcTtaH, ns3noxvte B HOBOW pefakuum COrnacHo NpUnoXKeHUo K
HacTosILEeMy npuKasy.

2. Kowmwutety dapmauum MwuHucTepctBa 3gpaBooxpaHeHuss Pecnybnuku KasaxctaH B yCTAHOBMEHHOM
3akoHogaTenbcTBoM Pecnybnuku KasaxcraH nopsigke obecneyumnTs:

1) rocynapCcTBEHHY permcTpaLmio HacToawero npukasa B MuHuctepctae toctuunm Pecnybnuku Kaszaxcrtan;

2) B TeyeHWe [ecATU KaneHOoapHbIX [AHEW CO [HSA TroCy4apCTBEHHOW perucTpauuy HacTosLero npukasa
HanpaBsneHue ero Konuu B GyMaXHOM U 3NEKTPOHHOM BMAE Ha Ka3axCKOM U PYCCKOM fA3blkax B PecnybnukaHckoe
rocyqapcTBeHHoOe npeanpuaTMe Ha npaBe XO3ANCTBEHHOrO BefdeHust «PecnybnvkaHCKMA LeHTp npaBOBOM
uHdopMauum» MuHnctepcTea toctuumm Pecnybnuvkm KasaxctaH anst opmumnanbHoro onybnvMkoBaHus U BKITIOYEHWS B
OTanoHHbIN KOHTPOIbHBIN 6aHK HOpMaTUBHBLIX NPaBOBbLIX akToB Pecnybnukm KasaxcTah;

3) pasmMelleHne HacTosLLero npukasa Ha MHTepHeT-pecypce MuHucTepcTBa 3apaBooxpaHeHust Pecnybnukm
KasaxctaH nocne ero opmumansHoro onyonmkoBaHus;

4) B TeyeHne pgecsatun paboumx [OHeN nocne rocygapCTBEHHOW perucTpauMmM  HacTodAwero npukasa
npencrtaeneHve B [lenaptameHT topuandeckon cnyxbbl MuHuctepctBa 3gpaBooxpaHeHus Pecnybnvkm KasaxctaH
cBefeHuii 06 NCNONMHEHNN MEPONPUATUIA, NPEAYCMOTPEHHbIX NoAnyHKTamu 1), 2) n 3) HacToSALLEro NyHKTa.

3. KoHTpornb 3a wWCnofnHeHWeM HacToAWEro npukasa BO3MOXWTb Ha KypupylLEero BULle-MUHUCTPA
3apaBooxpaHeHus Pecny6nuku KasaxcraH.

4. Hactosawwmii npykas BBOOUTCSA B AEWACTBME MO UCTEYEHUN OECSATU KaneHaapHbIX HEN nocne AHSA ero nepeoro

odhmumansHoro ony6nvkoBaHus.

MuHucTp 3apaBoOXpaHeHus
Pecny6nukn KaszaxctaH E. BupTtaHoB
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MpunoxeHune

K npvikasy MuHucTpa 3gpaBooxpaHeHuns
Pecnybnukn KasaxcTtaH

oT 17 mas 2019 roga Ne KP [1ICM-82

YTBepxaeHsl

npuka3om MuH1CTpa 3gpaBooxpaHeHus
1 couunanbHOro pasBuTuns

Pecnybnukn KasaxcTtaH

oT 26 Hos6pst 2014 roga Ne 269

MpaBuna
npoBeAeHMA OLEeHKM 6e30nacHOCTU U KayecTBa NeKapCTBEHHbIX CPeACTB U MeOULMHCKUX U3aenum,
3apernctTpupoBaHHbix B Pecnybnuke KaszaxcrtaH

MnaBa 1. O6wWwme nonoxeHus

1 Hactoswwme T[lpaBuna npoBedeHUss oOuUEHKM 6e30nacHOCTM U KayecTBa JIEKapCTBEHHbIX CPEeACTB U
MEeOMLUMHCKMX U3Jenuin (ganee - Npoaykums), 3aperncTpupoBaHHbix B Pecnybnuke KasaxctaH (ganee - lNpasuna),
onpenensitoT NopsaokK NpoBefeHUs OLEHKM 6e30nmacHOCTM U KayecTBa JleKapCTBEHHbLIX CPeACTB UM MEeAMUMHCKUX
n3aenuin, saperncTpmpoBaHHbix B Pecnybnvke KaszaxctaH, n pacnpocTpaHstoTcs Ha cybbekTbl B cdhepe obpalueHns
NEKapPCTBEHHbIX CPEACTB M MEAULMHCKUX U3OEeNuiA, rocyaapCTBEHHbIN opraH B cdepe obpalleHns nekapCTBEHHbIX
CpeacTB U MEAMUMHCKNX M3aenun (ganee - rocyAapCTBEHHbIN OpraH), rocyAapCTBEHHYHO 9KCMEPTHYH0 OpraHu3auuio B
cchepe obpalleHns NekapcTBEHHbIX CPEACTB U MEAULMHCKUX U3aenuii (ganee - akcnepTHasa opraHvMsaums).

2. OueHka 6esonacHOCTM M KadecTBa NPOAYKUMM B COOTBETCTBUM C NyHKTOM 2 ctaTbh 63-1 Kopekca
Pecnybnukn KazaxctaH ot 18 ceHTabpsa 2009 roga «O 3gopoBbe Hapoda M CUCTEME 30paBOOXpaHeHus» (aanee -
Kopekc) OTHocMTCA K rocydapCTBEHHOW MOHOMOMMM M OCYLUECTBNSIETCS 9KCMEpPTHOW opraHusauuven -
PecnybnuvkaHckMmM rocyapCTBEHHbIM MpeanpusiTUEM Ha MpaBe XO3AWCTBEHHOTO BeAeHMs «HauuoHanbHbIN LIeHTP
3KCMEePTU3bl NEKAPCTBEHHbIX CPEACTB M MEeOUUMHCKMX m3genuin» KomuTeTa KOHTpons kavectBa U HesonacHOCTU
ToBapoB u ycnyr MuHuctepcTBa 3gpaBooxpaHeHusi Pecnybnvku KasaxcTaH, uMMerLen ucnbiTaTenbHble
nabopaTtopuu, akkpeanToBaHHbIE B NOPsSAKe, yCTaHOBNEHHOM ab3auem aBa nyHkta 3 ctatbu 14 Kogekca.

3. OueHka 6e3onacHOCTM M KayecTBa NPOAYKLMMN OCYLLECTBIISAETCS C LieNbio:

1) noaTBepxaeHMsa 6esonacHOCT U KayecTBa NPOAYKLMU B MOCTPEMMCTPALMOHHbIV NEPUOL;

2) nogTBepxaeHns 6e3onacHoOCTM M KavyecTBa NPOAYKLUMMW, U3BATOW C pPbiHKA FOCY4APCTBEHHBIM OpPraHoM Mnpu
peknamaumsx, npeabsBnsemMbiX K Ka4ecTBY NPOAYKLUN;

3) nogTBepxaeHus 6e3onacHoCTM M KadecTBa MPOAYKLMW, U3BATOW C pblHKA rOCY4ApCTBEHHbIM OPraHoM C
Yy4ETOM PUCK-OPUEHTUPOBAHHOIO NOAX0AA;

4) noaTBepxaeHus 6e30MacHOCTU U KayecTBa MpoayKuuMM Mo pesyrnbTatam hapMakoHaa3opa NeKapCTBEHHbIX
CpeAcCTB U MOHUTOPUHIa 6e3onacHoCTh, 3PEKTUBHOCTU 1 KA4YE€CTBA MEAULIMHCKUX U3AENNI;

5) npepoTBpalleHuns obpalleHns hanbcmruMpoBaHHON NPOAYKUMK Ha pbiHke Pecnybnvkm KaszaxcTaH.

4. Onnara ycrnyr no NpoBEAEHUI0 OLEHKN 6e30MacHOCTM 1 KayecTBa NpoayKuun NpoM3BOAMTCS 3asiBUTENEM Ha
CYET 3KCNEepPTHOW OpraHu3auum B COOTBETCTBUM C LieHaMU, YCTAHOBMEHHBIMU YNOIHOMOYEHHBIM OpraHom B obnactu
30paBOOXpPaHEHNs1 MO COrNacoBaHU C aHTMMOHOMOSIbHBIM OpraHoOM B COOTBETCTBUM C MYyHKTOM 2 cTaTtbh 63-1
Kopekca.

naBsa 2. NMopspok npoBeAeHUA OLleHKM 6e30MacHOCTM U KayecTBa NPoAyKLMU

5. OueHka 6e30MacHOCTM M kavyecTBa NPOAYKUMM OCYLLECTBIISIETCS HA 3apPerMcTpUpPOBaHHbIE NEKApPCTBEHHbIE
cpencTea v MmeguumHckne usnenus B Pecnybnuke KasaxcraH o vx Beinycka B 06palleHue, a Takke B COOTBETCTBUM
¢ nyHkToM 3 HacToawmx Mpaswun.

6. OueHke Be3onacHOCTU U kKavyecTBa NoaBepraTcs BBO3nMble B Pecnybnuky KasaxctaH n npovsseaeHHble Ha
TeppuTopun Pecnybnukun KasaxctaH nekapcTBeHHbIE CPeACcTBa U MEAVUMHCKUE U3AENUSI.

7. OueHka 6e3onacHOCTM M KayecTBa NPOAYKLMM OCYLLECTBSAETCA OOHUM U3 CNeayloLLmMX CnocoboB:

1) cepunHasa oueHka 6e30MacHOCTM W KavecTBa NEKapCTBEHHbLIX CPEeACTB, MPOW3BEAEHHbIX B YCMOBMSX,
COOTBETCTBYHOLLMX TpeboBaHuam CTaHgapTa Haanexawlen npousBoactBeHHon npaktukm (GMP) (oanee - GMP),
YTBEPXXOEHHOrO COrmacHo noAanyHkTy 115) nyHkta 1 ctatbm 7 Kogekca n MEQMLMHCKMX M3OEeNuii, NPON3BEAEHHbIX B
YCMNoBWsIX, COOTBETCTBYIOLLMX TpeboBaHMsAM MexayHapoaHoro ctaHgapta 1ISO 13485 nnu GMP;

2) oueHka 6e30nacHOCTY M Ka4yecTBa Kaxaoun cepum (NapTum) NpoayKUnK;

3) npeknapupoBaHve 6e30nacHOCTM M KavecTBa feKapCTBEHHbIX CpPeacTB, MPOM3BEOEHHbIX B YCMOBUSX,
cooTBeTCTBYyOWMX TpeboBaHusm ctaHaapta GMP Pecny6nuku Kaszaxctad unu GMP EBpasnickoro SKOHOMUYeCKoro
coto3a (panee - GMP PK nnn GMP EASC) nnu tpeboBaHusim cTpaH pernoHa MexayHapoaHon KoHdbepeHumm no
rapMoHM3auMmn TexXHUYecknx TpeboBaHW K perncTpaumMmn JekapCTBEHHbIX MpenapatoB Anst MeaULMHCKOro
npumeHeHus (ICH), aBnsiloWmiAcs rocygapcTBOM, PerynsTopHbIe OpraHbl KOTOPLIX BXOASIT B COCTaB ydpeauTenen mn
NocTosiHHbIX ureHoB ICH (cTtpaHnbl EBponerickoro coto3a, CoeamHeHHble LUTatbl AMepukn, AnoHus, Lesenuapus,
KaHapa) (ganee - GMP ICH), BBO3MMbIX MEOULMHCKUX U34enuiA, Npou3BeaeHHbIX B YCNOBUSAX, COOTBETCTBYHOLLUNX
TpeboBaHusim MexayHapogHoro ctaHgapta ISO 13485 wu/unu EN ISO 13485 ceptudukatbl, KOTOpbIX BblaHb
aKKpeaMTOBaHHOW opraHu3aumen ogHou us ctpaH OpraHnsaumm 3KOHOMUYECKOTO COTPYAHUYECTBA U pasBUTUS ANs



3apybexHbix npoussoguTenen (ganee - 1ISO 13485 O3CP, EN ISO 13485), unu GMP ICH, ans oTeyecTBeHHbIX
npoussBoanTeNnen MeOUUMHCKUX M3OEenMn 1 MeOUUMHCKMX W3Oenvi, SBMSWuxcs annapatamu, npubopamu,
obopynoBaHmem mMexayHapogHoro ctaHgapTa ISO 13485.

8. 3asBuTENb CamocTosATENBHO BbIOMpaeT cnocob npoBeaeHMs OLEeHKN 6€30NacHOCTM M KavyecTBa NpoayKLUNn.

9. OueHka 6e30MacHOCTU 1 KayecTBa NPOAYKLMM BKIOYAET:

1) 3aknioveHne goroBopa Ha npoBedeHue paboT no oueHke Ge3onacHOCTW M KadecTBa NPoAyKUMM Mexay
3asiBMTENEM U rocyAapCTBEHHOW 3KCNEPTHOW opraHu3aumen B CoOOTBeTCTBUM ¢ ['paxagaHckum kogekcom PecnyGrnvkm
KasaxctaH ot 27 gekabpsa 1994 roaa;

2) nopayy 3asiBKM Ha npoBeAdeHMe OLeHkM 6e30nmacHOCTM M KadyecTBa Mpoaykuum (danee - 3asBKa) C
NpUNoXeHnem JOKYMEHTOB U MaTepuarnos, NpeaycMoTpeHHbIX nyHkTamn 11, 12 n 13 HacTosawmx MNpasun;

3) NpoBepKy NOMHOTLI AOKYMEHTOB, NPEAOCTABAEMbIX NPY NoJaye 3asBKY;

4) npoBepKy AOCTOBEPHOCTM W CBEPKY AaHHbIX B AOKYMEHTax, NpefocCTaBnAeMbIX NpW nojade 3asiBKM CO
CBEEHUsIMU B rocyiapCTBEHHOM PEECTPE NeKapCTBEHHbIX CPEACTB, MEAULIMHCKMX uaaenun Pecnybnukm KasaxcTaH
W NPoAyKuMK, Npom3BoauTene, NPon3BoaMTENe-ynakoBLUuKe, AepXaTene perncTpaumoHHOro yaoCTOBEPEHUS, CPOKe
AENCTBUSA PErmcTpaLoHHOro yaoCToBEPEeHNs;

5) wucnbiTaHve 06pasuoB NPOAYKUMM Ha COOTBETCTBME HOPMaTMBHOMY [OKYMEHTY MO KayecTBy, 3a
UCKINIOYEHNEM NEKapCTBEHHbIX CPEeACTB M MEeOULMHCKMX U3OEeNnuin, KOTopble NpoXoasaT OueHKy 6GesonacHocTn wu
KayecTBa NyTem OeKrnaprvpoBaHus.

Mopava 3asiBKM M [OKYMEHTOB 3asiBUTENIEM OCYLUECTBMSETCA B 3NEKTPOHHOM BMAE B WMH(OPMALMOHHOW
cMcTeME rocy4apCTBEHHON 3KCMEPTHOM opraHv3aumu.

Maparpadc 1. Mopsigok noaayum 3asiBKM Ha NpoBeAeHMNe OLeHKU 6e30nacHOCTU U KayecTBa

10. 3agButenb NOCPEeACTBOM MHMOPMALMOHHOM CUCTEMbl TOCY4APCTBEHHOW 3KCMEPTHOW opraHusauum
npencTaBnsgeT 3asiBKy Ha MNpoBedeHMe oOueHkn 6e3onacHocTM M KadvecTBa NpoAyKuMM Mo ¢OpMe COrfacHo
npunoxexuto 1 K HacToAwmMm NMpasunam.

Mpu nopave 3asiBKM Ha NPOBEAEHNE CEPUAHOM OLEHKM 6e30nacHOCTM M KadecTBa NpoayKUMKU, CPOK AENACTBUA
perncTpaLnoHHOro yagocToBEePEeHUs COCTaBASeT He MEeHee LWeCTU MecsiLeB CO AHSA NoAayn 3asBKu.

11. K 3asBKe npu npoBeaeHnM CEPUNHOM OLeHKM 6e30MacHOCTU 1 KadecTBa MPOAYKLUUN NpefocTaBnsaoTCsa Ha
3NEKTPOHHOM HOCUTENe:

1) konNmMa nNUUeH3nn Ha 3aHATME hbapMaueBTMYECKON AeATENbHOCTbIO C COOTBETCTBYHOLUUM MPUIMOXEHUEM K
NULEH3UN NN yBEOOMMEHUS O Havarne OeATenbHOCTM B COOTBETCTBMU C¢ 3akoHOM Pecnybnukm KasaxctaH ot 16 mas
2014 ropa «O paspeweHusax u yBegomrneHusx» (goanee - 3akoH «O paspelleHusX U YBEAOMITEHUSAX»)
(npepocTaBnseTca oauH pa3 u BHocUTCS B 6a3y AaHHbIX 9KCNEPTHOW OpraHnsaunm);

2) cnpaBka (nMpousBorbHas opma) O HanuMuMu OOMroCPOYHbIX KOHTPAKTOB Ha MOCTaBKY MPOAYKUMM UM KX
NOCTOSIHHbIX MOCTaBKaX Mo OTAENbHbIM KOHTpaKTam;

3) konusa uHopmauMnm o NPeanpuATUM-NPOM3BOAUTENE: AOCbE MPOM3BOACTBEHHOW MMOWAAKA C Y4ETOM
NPOV3BOACTBEHHbIX MMOWAA0K, OCYLLEeCTBNALWMNX BCe 3Tanbl NPOM3BOACTBA W KOHTPOMS KayecTBa, And
MELMLMHCKMX U3OEeNuii 0Cbe NPOM3BOACTBEHHOM NMOLAAKM UM PYKOBOACTBO MO KA4eCTBY;

4) ansi BBO3MMbIX JIEKAPCTBEHHbIX CPEACTB - HOTapmManbHO 3aCBMAETENBCTBOBAHHASA UMW anOCTUIMPOBAHHas B
cooTBeTCTBUM ¢ TpeboBaHnsiMu Maarckon koHBeHUMn oT 5 okTabpsa 1961 ropa «lNepeyeHb rocyaapcTs, NPU3HAKLLMX
anoctunb» (ganee - Maarckasi KOHBeHUMs) Konusi cepTudpmkata GMP, ans nekapcTBEHHbIX CpeacTB, NPON3BEAEHHbIX
Ha Tepputopum Pecnybnuku KasaxctaH - HOTapuanbHO 3acBMAETENbCTBOBAHHAs KOMWUA  JOKYMEHTa,
NnoATBepXAaloLlero COOTBETCTBME MNPOM3BOACTBEHHOW nnowanaku TpeboBaHnam GMP Pecnybnukn KasaxctaH
(npepocTaBnseTcs oaMH pa3 1 BHOCUTCA B 6a3y AaHHbIX 3KCMEPTHOW opraHusauuu, npy nocregyowem obpalleHnm
NpeaoCcTaBnAeTCst KONus AOKYMEHTa);

5) HoTapmanbHO 3acBMAETENBCTBOBAHHAS UMM anoCcTUNMPOBaHHaA B COOTBETCTBUM C TpeboBaHuamu Taarckomn
KOHBeHUMM konusi cepTudukata ISO 13485 wunu EN ISO 13485 wnm GMP gna MeauUMHCKUX u3genui
(npepocTaBnsAeTcd oAvH pas 1 BHOCUTCA B 6a3y AaHHbIX 9KCMEPTHOW OpraHusauuy, npyu nocregyoowem obpalieHnm
npenocTaBnsieTcsl KONust JOKYMEHTa).

12. K 3asBke npu npoBedeHUM OLeHkM 6e30macHOCTM U KavecTBa Kaxaon cepum (NapTuv) MpoayKuun
NPenocTaBnATCA Ha ANIEKTPOHHOM HOCUTENE:

1) Konust NUUEH3NM Ha 3aHATME (hapMaLeBTUYECKON AEATENIbHOCTb) C COOTBETCTBYHOLLMM MPUIMOXKEHUEM K
NULEH3UN WM YBEOOMJIEHMS O Hadane [edaTenbHOCTM B cooTBeTcTBUM € 3akoHOM «O paspelueHusx u
yBeOOMIEeHUsIX» (NpefocTaBnsaeTcs OavH pa3 n BHOCUTCH B 6a3y AaHHbLIX 9KCNEePTHOM opraHn3auun);

2) xonus cepTudmKaTa kayecTBa NPOAYKLMM OT NPOU3BOAUNTENS;

3) Ona nekapCTBEHHbIX NpenapaToB: BaKUMH, CbIBOPOTOK, OakTepnodaroB, aHATOKCUMHOB, anfepreHoB u
npenapatoB KpoBW, BBO3MMbIX B Pecnybnuky KasaxcTaH, JOMOMHWTENBHO NpefocTaBnsieTcs Konus cepTudukata
KayecTBa cepuu, BbldaHHoro nabopaTopueit cTpaHbl npou3BoAUTENst WM  oduumanbHoW nabopaTopuen,
YMNOSTHOMOYEHHOW perynaTopHbIM OpraHoM NPOBOAMBLLNI KOHTPOMb KayecTBa C Lenblo Bbinycka CEpUM Ha PbIHOK;

4) konusa cepTudukata O NPOUCXOXKAEHUM ToBapa AMs BBO3MMbIX NeKapCTBEHHbIX CPEACTB U MeAULMHCKUX
n3nenun;

5) konusi HaknagHow, cHeT-aKTypbl UM NHBOWCA;

6) KONUA TaMOXXEHHOW AeKnapauun Ha NPoAyKUMIO (SMEKTPOHHAas), 3aBepeHHast OTTUCKOM NnevaTu 3asBuTens, 3a
WCKITIOYEHNEM MPOOYKLUMWN TMPOU3BEAEHHON W BBO3MMOM U3 rOCyAapCTB-YneHoB EBpPasMCKOro 3KOHOMUYECKOro
Cot033a;

7) KOonnsa KOHTpakTa (4oroBopa) Ha NocTaBKy (MpU BBO3€) NeKapCTBEHHbIX CPEACTB Y MEAULMHCKUX U3AENUN;



8) cnpaBka (Mpom3BonbHas hopMa) O HanM4MM roTOBbIX K peanu3aummn nekapcTBeHHbIX CPeacTB, MeANLIMHCKNX
N3AEenun, yKasaHHbIX B 3asiBKe (TONbKO AMS NEeKapCTBEHHbIX CPEACTB U MEAMLMHCKMX U3Aenni, NponsBeaeHHbIX Ha
Tepputopun Pecnybnunkn Kasaxctan).

13. K 3asBke npu npoBeAeHUM OLEHKM 6e3onacHoCTU WM KayecTBa MNPOAYKUMM MyTeM AeKnapupoBaHWs
NpeaocTaBnATCA Ha ANEKTPOHHOM HocUTene:

1) Konus nNuuUeH3nn Ha 3aHATME dapmaueBTUYECKON AeATENIbHOCTbI0 C COOTBETCTBYHOLUM MNPUMOXKEHUEM K
NULEH3UN UNN YBEAOMIIEHWA O Havane p[esaTenbHOCTM B COoOoTBeTCTBMM C 3akoHoM «O paspelueHusax u
yBeAOMIEeHUsX» (NpefocTaBnsaeTcs oavH pa3 1 BHOCUTCS B 6ady AaHHbLIX 9KCNEepPTHOM opraHn3auun);

2) AnsA BBO3MMBbIX NEKAPCTBEHHBLIX CPEACTB - HOTapuarbHO 3acBUAETEeNbCTBOBAHHAS UMW anoCTUNMpoBaHHas B
cooTBeTCTBUM ¢ TpeboBaHnsiMK Maarckon koHBeHUMn konus ceptudmkata GMP ICH; onst nekapcTBeHHbIX CPEACTB,
npoussBedeHHbIX Ha Tepputopun Pecnybnuku Kasaxctan - Konus AOKYMeHTa, NOATBEpXAalolwero COOTBETCTBME
npoussoacTBeHHoun nnowaakn GMP PK unu GMP EASC (npepocTtaBnsieTcs OAvH pa3 1 BHOCMTCHA B 6a3y OaHHbIX
3KCMEePTHON opraHv3aunm, Npy nocnegyroem obpalleHnm NpefocTaBnaeTcs Konus JOKyMeHTa);

3) Ans BBO3MMbIX MEOMLMHCKMX M3OENUIA - HOTapuanbHO 3acBuMAaeTenbCTBOBaHHAS UMM anocTUNMpoBaHHas B
cooTBeTCTBUM C TpeboBaHnaMK [Maarckon koHBeHLuK konuna cepTudunkata 1ISO 13485 OICP unu EN I1ISO 13485 nnun
GMP ICH, gna meanumHckux n3genun, aengaowmnxca annapatamm, npubopamu, obopygosaHuem ceptudmkatbl 1ISO
13485 (npepoctaBnseTcs OAUH pa3 M BHOCUTCA B 6a3dy AaHHbIX 3KCMEPTHOW opraHusauuu, npu nocnegylolem
obpalleHu npegocTaBnseTcs KOMMSA AOKYMeHTa), AN MEeAUUMHCKUX W34envin, B TOM 4uCre SABNSILMUXCS
annapatamu, npubopamu, obopygosaHvueMm, NpouMsBOAMMbIX Ha Tepputopun Pecnybnukm KasaxctaH - konuio
ceptudumkata ISO 13485;

4) konuA geknapaummn 0 COOTBETCTBMM NPOAYKLMM COrMACHO NPUIOXEHUIo 2 K HacToAwmm lMNpasunam;

5) konus ceptTudpmkaTa KayecTsa NPOAYKLUMN OT NPON3BOAMTENS;

6) KonMus [OOKYMEHTa O Ha3HayYeHun YNOMHOMOYEHHOro nvua MpoM3BOAUTENSA UMW LOBEPEHHOCTM Ha
YMONHOMOYEHHOE NULO AMCTPMOBLIOTOPCKOW KomnaHum Pecnybnvkm KasaxctaH Ons nekapcTBEHHbIX CPEeAcTB U
AOBEPEHHOCTW OT MPOM3BOAMTENSA AN MEOULMHCKUX U3Aenuin 0 npeaocTaBneHun npasa NognvMcu Ha Aeknapauuu
6esonacHOCTM M kayecTBa NpoAdykuuu (NMpefocTaBnseTcs OAMH pa3 M BHOCMTCA B 6asy AaHHbIX 3KCMEepTHON
opraHusaumm);

7) ANA nekapcTBeHHbIX MpenapaToB: BaKUWMH, CbIBOPOTOK, 6akTepuodaroB, aHaTOKCMHOB, anfepreHoB K
npenapaToB KpoBW, BBO3MMbIX B Pecnybnuky KasaxctaH, JononHWTENbHO npedocTaBnseTcs Konus ceptudmkata
KayecTBa cepuw, BbiAaHHOro naboparopuen cTpaHbl NPOM3BOAUTENS UMW MHOW oduLmManbHON cepTudnLMpoBaHHON
nabopatopuei, yNONHOMOYEHHbIMU PEryNATOPHLIMY OpraHaMu MpPOBOAUTL KOHTPOMb KavecTBa C Lenbi Bbinycka
Cepun Ha pbIHOK;

8) konua cepTudmkata NPOUCXOXKOAEHUS NPOAYKUMU ANS BBO3WMbIX NEKapCTBEHHbIX CPEACTB U MEAULMHCKNX
n3genun;

9) Konusi HakNagHowW, cHET-PaKTypbl UMM NHBOWCA;

10) KOMMsi TaMOXEHHON AeKnapaummn Ha NPOAYKUMIO (SMEKTPOHHAs), 3aBepeHHas OTTUCKOM MnevaTh 3asiBuTens,
33 MCKIMIOYEHNEeM MPOAYKLUMM MPOM3BEAEHHONW M BBO3UMOW M3 rocygapcTB-4neHoB EBpasniickoro akoHOMW4eckoro
Cot03a;

11) KONWUs KOHTpaKTa (oroBopa) Ha NOCTaBKy (Npy BBO3€) NEKAapCTBEHHbIX CPEeACTB Y MEANLMHCKUX U3LENUN;

12) cnpaBka (nNpousBonbHas ¢opma) O HanmMyMu TrOTOBbLIX K peanu3aumym neKapCTBEHHbIX CPeAcTB W
MEOMLUMHCKMX W3AEnui, yKka3aHHbIX B 3asiBKe (TONMbKO ONSA NEeKapCTBEHHbIX CPEeACTB W MEAVLMHCKUX W3OENun,
npousBedeHHbIX Ha TeppuTopumn Pecnybnukn Kasaxcran);

13) konma cepTudmkata Ha cCOOTBETCTBME TpeboBaHUSAM Hagnexaiend AMCTPUOLIOTOPCKOW MPaKkTUKM ANs
OMTOBOW peanusauun nekapcteeHHbix cpeacts (GDP), no dopme npegycmoTtpeHHol MNpaBunammn MHCNEKTMpoBaHNs
B cdepe oOpalleHVs NekapCTBEHHbIX CPeACTB M MeAWMLMHCKUX WU3Oenui, YyTBepXOEeHHbIMM npuka3om MuHucTpa
3npaBooxpaHeHus Pecnybnvkm KasaxctaH ot 19 Hosbps 2009 roga Ne 742 (3apeructpupoBaH B Peectpe
rocyapCTBEHHON perncTpaumm HOpMaTUBHbIX NPaBoBbIX akToB nog Ne 5942).

14. B cnyyae npegocTaBrieHMs He MOSTHOro nakeTa AOKYMEHTOB, NMpefyCMOTPeHHbIX myHktamu 11, 12 n 13
HacToAwwmx [MpaBun, obHapyxeHus HeLOCTOBEpHOW MHOpMaLMK, HEeCOOTBETCTBMSA AaHHbIM [OCyaapCTBEHHOro
peecTpa neKkapCTBEHHbIX CPEACTB Y MEOULMHCKMX U3AENnUi, aKCnepTHas opraHv3aums B TeveHne 10 kaneHaapHbIX
AHel Co OHSA NOCTYNNEeHNs 3asiBKM HanpasnseT 3asBMTENo NOCPeaCcTBOM MHPOPMAaLIMOHHON CUCTEMBI yBEAOMIIEHNE
(8 mpousBonbHOW dopme) 06 ycTpaHeHuM COOTBETCTBYIOLMX 3amedaHuin. 3assButenb B Cpok He OGonee 10
KaneHgapHbIX AHeN CO AHA MOMyvyeHus yBeOOMIIeHUs, He BXOASLWMA B OOWWMIA CPOK MPOBEAEHWNS OLEHKM
6e30nacHOCTM M KayecTBa IlE€KapCTBEHHbIX CPEACTB WM MeOWMUMHCKUX W3Aenui yCTpaHsieT COOTBEeTCTBYOLME
3amMeyaHus.

B cnyyae He ycTpaHeHus 3amevaHui 3asButento B TedeHue 10 kaneHOapHbIX OHEW BblaaeTcs pelleHve ob
OTKa3e B Bblgaye cepTudumKata COOTBETCTBUSA NPOAYKLUN (MPU CEPUINHON OLIEHKEe) No dOpMEe COrnacHO MPUINOXEHUIO
3 k HacTosAwmMm lMpaBunam n/unm pewwenHns ob oTkase B Bbigave cepTudmkaTa COOTBETCTBUSA NpoayKumun (npu cepun/
naptum) no dopme COrmacHo MpuroxeHwio 4 k Hactoawmm [NpaBunam wn/unu pelexnnss o6 oTkase B Bblaaye
cepTudukata COOTBETCTBMSA NPOAYKUMM (Npu AeknapvupoBaHMmn) no dopmMe COrfnacHo NPUMOXEHUIO 5 K HACTOALLMM
MNpaBunam.

15. B cnyyae BbIsIBNEHUSI HECOOTBETCTBMI MO YNakoBKE M MapKMpOBKe 3asiBUTENb ModaeT 3asiBKy Ha
npoBefeHve npoueaypbl BHECEHUS U3MEHEHUI B PErMCTpaLMOHHOE A0Che B COOTBETCTBUM NyHkTamu 1 n 3 ctatbn
63 Kogekca nocne nonyyeHusi peweHnsi o6 oTkase B Bbigade ceptudmkaTa COoTBETCTBMSA NPOAYKUMK (MpyY CEPUAHON
oueHKe) no dopme CorfacHo npuroxeHuto 3 K HacToswmMm [MpaBunam wn/vnn pelseHns o6 OTka3e B Bbigaye
cepTudmkata COOTBETCTBUSA NPOAYKUMM (Npy cepumn/ napTumn) no dopme COrnacHo MPUIOXKEHNIO 4 K HacTOALWMUM
MpaBunam.

Mo pesynbTatam BHECEHHbIX W3MEHEHWI B perMcTpauuMoHHOe A0Cbe 3asiBUTeNlb MOBTOPHO NpegocTaBnser
3asBKy Ha npoBedeHVe OueHkn 6e30nacHOCTM WM KayecTBa NPOAYKLUMM C MNPUIIOXKEHMEM nakeTa [OKYMEHTOB,
npeaycMoTpeHHbIX nyHkTamu 11, 12 HacToswmx Mpasun.



Mpwn HeBHECEHM 3asiBUTENIEM B TEUYEHME LLIECTU MECSLLEB U3MEHEHWI B PErMCTPaLIMOHHOE A0Che MO0 YrNakoBKe U
MapKUpOBKE B COOTBETCTBMWM C MNyHkTamu 1 n 3 cTaTbu 63 Kopekca, akcnepTHasi opraHusauusi HanpaensieT
COOTBETCTBYHOLLYID MHGOPMaLUIO B TOCYAAPCTBEHHLIA OpraH O HEOBXOAMMOCTM YHUYTOXEHUS (YTunusauum)
NPOAYKUMM B NopsaaKe, NpedycMoTpeHHoM cTaTtbelt 79 Kogekca unm o Bo3epaTe npoayKLMmu Npov3BoauTento.

Maparpadc 2. Mopsaok npoBegeHUs cepMNHON OLLeHKM 6e30MacHOCTU U KayecTBa NPoAyKuun

16. MNpw npoBeaeHNn cepmnHON oLeHkn 6e3onacHOCTM U KadecTBa NPOAYKL MU NPOBOAATCS:

1) oueHKa ycrnoBuin NMPoM3BOACTBA M CUCTEMbI obecneyeHns KavecTBa WM NpusHaHue AN npovssoauTenen
Pecnybnunkn KasaxctaH pe3ynbTaTtoB OLIEHKW YCMOBWI/ NPOWM3BOACTBA, MPOBEAEHHON B MOCNedHWe Tpu roga mnpu
rocyAapCTBEHHON perncTpaumu;

2) ucnbiTaHne o6pa3uoB MNPOAYKUMK, 33 WCKIOYEHWEM MEAMLMHCKUX W3Aenui, sBnAlowmecs annaparamu,
npubopamu 1 obopygoBaHveM.

CepuiiHas oueHka 6e30nacHOCTM M KayecTBa NpoayKuuMy NPOBOAMTCSA B CPOK He Bomnee gecaTu kaneHaapHbIX
OHeln Co AHSA nodayn 3asiBKU, B CPOK NPOBeAEHMs CePUAHON oLeHKN 6e30nacHOCTM U KavyecTBa NpoayKUMn He BXOAUT
BpeMsA OpraHvsauumm n NpoBeAeHWs OLeHKa YCNOBWM MPOM3BOACTBA M CUCTEMbl ObBecneveHus kavecTBa, a Takke
ucnbITaHNs 06pasLIoB NPOAYKLMN.

17. OueHKy ycnosuin MNPOM3BOACTBA WM CUCTEMBbI OBecneveHus kavectsa NPOAYKLMW MPOBOAUT KOMMUCCUS,
Ha3HayeHHas 3KCMepTHOWN opraHn3aumen.

18. CepwuinHas oueHka 6e30nacHOCTU 1 KavecTBa NPOAYKLMN BKIOYaET:

1) 3akntoyeHne goroBopa Ha npoBeaeHue paboT No oueHke 6e30MacHOCTU 1 KavyecTBa NPOAYKUMM;

2) npeacTtaBneHve 3asBku Ha NpoBeAeHue oLeHkn 6e3onacHOCT M KavecTBa NpoayKuum no chopme CorracHo
npunoxenunto 1 k Hactosawwmm MNpasunawm;

3) npegocTaBneHne AOKYMEHTOB, yka3aHHbIX B MyHKTe 11 HacToswwmx MNpasun;

4) aKkcnepTn3y AOKYMEHTOB, NpedocTaBnseMbiX Mpy nogade 3asiBKM Ha MpPOBeAeHue OLeHKM 6e3onacHocTn K
KayecTBa NpoAYyKLUMWN, Ha UX NMOSTHOTY U JOCTOBEPHOCTb MHdOpPMaLMK;

5) oueHKy ycrnoBuii Npov3BOACTBaA M CUCTEMbI 0BecneyeHns kayecTsa NPoayKLnm;

6) cocTaBneHne oT4yeTa Mo OLEHKe YCroBMI NPON3BOACTBA U CMCTeMbl obecneyeHunst kKayecTsa NPOAYKLMN;

7) oT60p 06pa3uyoB NPOAyKLMM;

8) ncnbiTaHne o6pasLoB NpPoayKLMM;

9) ocbopmneHne n perucTpaumio ceptudumkata COOTBETCTBUS MpoayKumn (NpU CEpPUAHOWM OLIeHKE) B
WH(OPMAaLMOHHON cUCTEME IKCMNEPTHOW opraHm3aumu;

10) Bblgavy cepTudmkaTa COOTBETCTBUSA NPOAYKLUM (MPN CEPUINHON OLIEHKE) 3asiBUTENIO;

11) npoBedeHve McnbITaHW 06pa3LoB NPOAYKLMU OAUH pa3 B ABa roga nytem otbopa obpasuoB C pbiHKa, B
TOM YuCrne U MeaULMHCKMX OpraHn3aumin cneuuannuctaMmm 3KCrnepTHOM opraHn3aumn B NPUCYTCTBUWM NpeAcTaBuTens
npoussoguTens. padwmk otbopa obpa3LoB COrNacoBbLIBAETCA C MPOU3BOAUTENSAMWU UMM YNONHOMOYEHHBIM NINLOM
npousBoauTens.

McnbiTaHna nNpoBOAATCA 3a CHeT CPeAcTB Npou3BOAWTENs B COOTBETCTBMU C YCTaHOBMEHHbIMU LieHaMu Ha
ycnyru, peanusyembiMm Cy6bekToM rocyaapCTBEHHOW MOHOMOMMK, YTBEPXKAEHHBIMW cornacHo absauy ABa nyHKTa 2
ctatbu 63-1 Kogekca.

19. B cnyyae OOMNOnMHEHWs NepeyHsi Npoaykumm, Npon3BeaeHHON Ha TOW e NMPOoU3BOACTBEHHOW NroLwaake, npu
Hanuuum [encTByloWwero ceptudukaTta COOTBETCTBMSA MPOAYKUMM (NPWU CEepUMHOW OLEHKe) OCyLLecTBRseTcs
Npu3HaHne pesynbTaToB OLEHKN YCMOBUIA NMPOM3BOACTBA U CUCTEMbI obecrnevyeHns kayecTBa Npu CEPUAHON OLIEHKe
6esonacHOCTM M KayecTBa C NpoBedeHWeM uCMbiTaHuiA o6pasuoB npoaykuuu. B crydae nonoxuTtenbHbIX
pe3ynbTaToB MCMbITAHWIA BblAaeTca cepTuduKkaT COOTBETCTBMSA MPOAYKUUM (NPU CEPUMHON OLEHKE) CO CPOKOM
AENCTBMSA paBHbIM CPOKY AEWCTBUS AENCTBYIOWEro cepTudmkaTa COOTBETCTBMSA NPOAYKLUUN (MPU CEPUHOW OLEHKE).
B cnyyae Bbinycka npoaykuMvu B AOMOMHUTENbHOW TPYNNOBOW ynakoBke 6e3 M3MEHEeHWI MNepBUYHOM YNaKOBKW,
Npou3BeAeHHON Ha TOW e NMPOM3BOACTBEHHON MIoLLaaKe, Mpu Hanuuum AencTByIOLWEro cepTudurkaTa CooTBETCTBUS
npoayKuMmn (Npu CEepuiiHOM OLIEHKE) OCYLLEeCTBNAETCA MPU3HaHMe pe3ynbTaToB OLEHKM YCMOBWUI NMPOU3BOACTBA UM
cuctembl obecneveHusi KadyecTBa Mpu CepuMHON oueHke BesonacHOCTVM M kavecTBa 6e3 MpoBeAeHUs UCMbITaHWN
obpasuoB npoayKkumn. B gencTeyowmnin ceptudukat cooTBETCTBUS NPOAYKUMM (MPYU CepUNHON oLeHke) AobasnsieTcs
AOMNONHMTENbHas rpynnoBas ynakoska.

20. OueHka ycrnoBsuin NPOU3BOACTBA M CUCTEMbI 0bGecneyeHns kavyecTBa leKapCTBEHHbIX CPEACTB MPOBOANTCH
Ha cooTtBeTcTBME TpeboBaHmam GMP, mMeaMUMHCKUX M3OEenuin Ha COOTBETCTBME TpeboBaHMAM MeXOyHapOLHOro
ctaHgapta ISO 13485 nnu GMP.

21. Wcnbitanns o6pasuoB NpoAaykuMM MNpPOBOAATCA B aKKpeOMTOBaHHOWM ucnbiTatensHon nabopatopum
9KCNEepPTHON opraHusaummn. McnbiTaHus obpasuoB NpoAyKuMn npoBOAdATCs B nabopatopvu nNpousBoavTens vmu
KOHTPaKTHOM nabopatopun B crnyyasix, ecnv HOPMaTUBHLIMU JOKYMEHTaMM MO KayecTBY YCTaHOBMEHbl UCMbITaHWs,
CBsi3aHHble C obpasuamu, Tpebyowmnmm ocobbix YCnoBWi TpaHCMOPTUPOBKW, crieumduyeckoro obopyaoBaHust u
BCNoMoraTernbHbIX CPeACTB.

Mpy npoBedeHWM wCNbITaHWA MPOAYKUMM B nabopaTtopum Npou3BOAUTENS WM KOHTPaKTHOW nabopaTtopuu
3asBUTENDb NPU 3aKMOYEHNN OroBOpa NpeaoCcTaBnaeT COOTBETCTBYOLLEE NMMCbMO-060CHOBaHNE.

22. lMpun nocTynneHny NpoAyKuMmM, NpoLUeLlen CEpUnHYI0 oueHKy 6e30nacHOCTM M KayecTBa C nMpoBedeHueM
ucnblTaHnii obpasuoB npoaykuny B nabopaTopum NpoM3BOAUTENS UMW KOHTpakTHoW nabopatopuu, akcrnepTHas
opraHuMsaums OO Bblgadnm cepTudukaTa COOTBETCTBMSA MPOAyKUuMM (MpU  CEPUMHOW  OLEHKE) OueHuBaeT
npeacTaBreHHble 3asBUTeNnemM obpasubl C NocCneayoWwmM nx BO3BPaTOM Ha COOTBETCTBMUE YMaKOBKM M MapKMPOBKU
YyTBEPXOEHHOMY MaKkeTy YNakoBKW NPV rocyAapCTBEHHOW perncTpauun, nepepermcrpaumm u BHECEHUN U3MEHEHUI B
perncTpaumnoHHoe Jocbe B Nopsake, NpeaycMoTpeHHOM NyHKToM 5 ctatbu 75 Kogekca.



23. Mo 3aBepLUEHNIO OLEHKM YCIIOBMI NPON3BOACTBA M cUCTEMbl 0becneyeHns kayecTBa B TedeHWe ABaguatu
KaneHgapHbIX AHEN CO AHS OKOHYaHWSA OLEHKN MPOM3BOACTBA COCTABMNAETCH OTYET OLEHKM YCOBUI MPOM3BOACTBA U
cucTemMbl obecneyeHns kavectBa Npu oueHke 6e30nacHOCTVM M KayecTBa JeKapCTBEHHbIX CPeAcTs no dopme B
COOTBETCTBMU C NpunoxeHnem 6 k Hactoswmm NMpasunam n(nnm) oT4eT OLEHKMN YCOBUA MPOM3BOACTBA U CUCTEMBI
obecneyeHns kavecTBa Npu oLeHKke 6e30MacHOCTM 1 KayecTBa MEAULIMHCKUX U3Aenui no gopMe B COOTBETCTBUM C
npunoxeHnem 7 k Hactoawmum [lMpaBunam B OBYX 3K3eMnnspax, M3 KOTOPbIX MEpPBbI OCTAeTCH B 9KCMEpPTHOMW
opraHusauum, BTOPOW HanpaBsnseTcsa 3asBUTENIO.

24. Mo pesynbTaTtam OLEHKM YCNOBWUWA NPOM3BOACTBA M CUCTEMbl obecrneyeHns KadyecTBa W MpoBeAEeHHbIX
UCMbITaHNA NPOAYKUUN BblAaeTCca cepTudmkaT COOTBETCTBUS MPOAYKUUW (NPpU CEPUIHON OLEHKE) Ha Tpu roga no
dopme cornacHo npunoxeHuto 8 k HacToAwmm lNMpasunam n NPUIoXeHWe K cepTudmrkaTy COOTBETCTBUSA NPOAYKLMK
(npw cepuHOW oueHKe) cornacHo MpunoxeHuio 9 Kk Hactoswmm [MNpasunam, nNnbo peleHne o6 oTkase B Bblgaye
cepTudmkata CoOOTBETCTBUS MPOAYKLMN (NPN CEPUNHON OLleHKe) No hopMe COornacHO MPUMOXEHWI0 3 K HAaCTOALLMUM
[Mpasunam.

25. Mpu oTpuuatenbHbIX pe3ynbTaTtax OLEHKW YCrOBWWA MPOW3BOACTBA U cucTeMbl obecneyeHuss Kadectsa
3KCNepTHas opraHu3auus He NPOBOAWT WUCMbITaHWA MPOAYKUMU W HanpasnseT 3asBuTento pelwleHne ob oTkase B
AanbHenwem npoBefeHUN CEPUNHON OLeHKM 6e30nacHOCTM M KavecTBa NPOAYKUMM, NOANUCAHHOE KypupYHOLLUM
3amecTMTenem pykoBOAUTENSA SKCNEPTHON OpraHnsauuu.

Naparpad 3. Mopsiaok npoBeAeHUss OLeHKU 6e30MacHOCTU U KayecTBa Kaxaon cepum (naptum)

26. OueHka 6e30MacHOCTU 1 KaYecTBa Kaxaon cepun (NapTum) NPpoAyKLUMM OCYLLECTBNAETCA NyTEM NPOBeAeHNS
SKCNepTU3bl NPeACTaBreHHbIX AOKYMEHTOB W MCNbITaHU 06pasuoB NpodyKuMu Mo noka3aTensMm HOpMaTWBHOMO
AOKyMEHTa Mo KayecTBYy ANS NeKapCTBEHHbIX CPEACTB 1 MeONLIMHCKMX N3AENUN.

27. Tlpy OTCYTCTBMM pekrnamauuii B TeYeHue Tpex NeT NPUCYTCTBUS MNPOAYKUMM Ha pPbIHKE - OLeHKa
6e30MacHOCTM U KavecTBa KaxdoWn cepun (NapTum) NeKkapcTBEHHOrO CPeAcTBa OCYLUECTBSETCA B COOTBETCTBUM C
lMepeyHeM nokasaTenen HOPMATUBHONO [OKYMEHTa Npu nNpoBedeHWWM OueHkn 6esonacHoCTM M KayecTsa
neKkapcTBeHHbIX CpeACcTB cornacHo npunoxenuto 10 k HacToswmm lMNpasunam.

28. OueHka 6e30macHOCTM 1 Ka4yecTBa KaXKAon cepumn (mapTum) NpoayKumMn BKIKOYaET:

1) 3akntoyeHne Joroeopa;

2) npegocTasneHne 3asBkM No popme CornacHo npunoxeHuto 1 k HacToswmm lMpasunam;

3) npegocTaBneHne AOKYMEHTOB, yKa3aHHbIX B MyHKTe 12 HacToswwmx MNpasun;

4) npoBepKy MNONHOTLI U AOCTOBEPHOCTM UHGOPMaLMK B OKYMEHTaX, NpeaocTaBnseMbiX Npu nogaye 3asBkuy;

5) oT6op 0bpasLoB NpoayKUmu;

6) ucnbiTaHne 06pa3uLoB MPOAYKUMW, 33 WCKIIOYEHWEM MEeAVLMHCKUX W3Aenui, sBnsolwmecs annaparamu,
npubopamu 1 o6opygoBaHMEM;

7) odopmneHne un perucTpaumio cepTudmkaTa COOTBETCTBMSA MpoAykumMu (npu cepuu/naptuu) no dopme
cornacHo npunoxenuto 11 k HacToawmm MNpasunam, nnm pelleHns ob oTkase B Bbigave cepTudurkaTa cooTBETCTBUSA
npoaykummn (Npu cepun/napTnm) cornacHo npunoxeHuto 4 Kk HacToAwmm MNpaeBnnam B MHOPMALMOHHOW cucTeme
9KCNEePTHOWN opraHusauuu;

8) Bblgavy ceptudmkaTa COOTBETCTBMSA NPOAYKUMK (Npy cepun/nNapTum) 3asBUTENIO.

29. OueHka 6e30MacHOCTM U KavyecTBa KaXaow cepum (NapTum) NpoAyKLMM MPOBOAMTCA B CPOK He Oornee
TPVMALATU KaneHAapHbIX AHEN CO AHS MoAauM 3asiBKU.

Naparpad 4. Mopsiaok npoBeaeHUs oLeHKN 6e30MacHOCTU M KayecTBa NyTeM AeKrnapupoBaHus

30. MNpoBeaeHnio oLeHkn 6e3onacHOCTM M KayecTBa NPOAYKUMN MyTEM AeKNapupoBaHns nognexar:

1) nekapcTBeHHble CpeACcTBa, MMEKLIME [OOKYMEHT, MOATBEPXOAMLWMIA COOTBETCTBUE MNPOU3BOACTBEHHOM
nnowagku TpeboBaHuam ctaHgapta GMP PK unu GMP EASC;

2) nekapcTBeHHble CpeCcTBa, NPOM3BEAEHHbIE B YCMOBMWSIX, COOTBETCTBYOLMX TpeboBaHusaM ctaHgapta GMP
ans ctpad ICH;

3) mMeauMuMHCKME M3Oenusi, NPOoM3BeOEeHHbIE B YCIOBUSAX, COOTBETCTBYOLMUX TpeboBaHUSAM MeXayHapoOHOro
craHgapTa ISO 13485 O3CP unu PK unun EN ISO 13485 nnn GMP ICH, ans otedecTBeHHbIX npounssoautenen ISO
13485;

4) meguuMHCKME w3genus, ABMAOWMEecs annapatamu, npubopamu, oGOpyAoBaHWEM, MPOM3BEOEHHbIe B
YCIOBUsIX, COOTBETCTBYOLLMX TpebOBaHNSIM MexayHapoaHoro ctanaapTa 1ISO 13485.

31. OueHka 6e3onacHOCTM 1 Ka4ecTBa NyTeM AEeKNapupoBaHNUs BKIOYaeT B cebs:

1) 3akntoyeHne gorosopa;

2) npencrtasneHue 3asiBkuM no oopme CornacHo npunoxeHunto 1 k Hactosawmm MNpasunam;

3) npegocTaBneHne AOKYMEHTOB, yKa3aHHbIX B MyHKTe 13 HacToswwmx MNpasun;

4) npoBepKy NOMHOTHI U JOCTOBEPHOCTU MHpOPMALIMKN B JOKYMEHTaX, NPEA0CTaBMsEMbIX NPW NoJaye 3asiBKU Ha
npoBeAeHne OLEHKN 6e30MacHOCTM 1 KayecTBa;

5) odopmneHne n peructpauuto ceptndukaTa COOTBETCTBMSA MpoAyKuun (Mpu AeknapvupoBaHun) no dopme
CornacHo nNpunoxenuto 12 k HactoAwmm MpaBunam B HOOPMALMOHHON CUCTEME 3KCMEPTHON OpraHu3aumy;

6) Bblgavy cepTudumkata CoOOTBETCTBUS NPOAYKLUUN (MPW OEKNapupoBaHUn) 3asBUTENHO;

7) npoBefeHWe MCNblTaHWA OAMH pa3 B ABa roga nytem oTbopa obpasuoB C pbiHka, B TOM 4ucrne u C
MEOMLUMHCKMX — OpraHusauui  crneuuanuctamy  3KCMepTHOW  opraHusauum B MNPUCYTCTBUM  NpeacTaBuTenst
npou3BoanTEnNs.



Mpachmk oTOGopa 06pas3yoB cornacoBbiBaeTcs C  MNPOU3BOAMTENEM WM YNOSIHOMOYEHHBIM  FULOM
npou3BoanTens.

McnbiTaHua nNpoBOOATCA 3a CHeT CPeACTB NMpOU3BOAWTENS B COOTBETCTBMU C YCTAHOBIIEHHbIMU LieHaMU Ha
ycnyru, peanvusyembiMu cyGbeKTOM rocyjapCTBEHHON MOHOMOMUK, YTBEPXKAEHHBIMW B COOTBETCTBUM C ab3auem ABa
nyHkTa 2 ctatbu 63-1 Kogekca.

32. CepTudumkat COOTBETCTBMA NPOAYKUMU (MPWU OEKnapupoBaHUM) Bbl4AETCA HA OCHOBaHWM MOMNOXWTENbHON
3KCNepTU3bl AOKYMEHTOB, NPEACTaBEHHbIX 3asBUTENEM.

33. OueHka 6e30MacHOCTM U KadecTBa MPoOAYKUMM NyTEM [AeKnapupoBaHus MPOBOAUTCA B CPOK He Gonee
AEeCATV KaneHAapHbIX AHeN CO AHA npyema 3asBneHus.

Naparpadc 5. OT60p 0Gpa3LoB ANA NpoBeAeHUs OLleHKM 6e30NacHOCTU M KayecTBa NPoAYKLUK

34. OT60op 0b6pasLoB NPOAYKUUM ANA OLeHkM 6e30MacHOCTU M KavyecTBa MPOAYKUUU MPU CEPUAHON OuEHKe
6e3onacHOCT MPOU3BOAAT B TeyeHue ABYX paboumx OHen nocne npoBedeHUs 3KCNepTusbl JOKYMEHTOB C y4eTOM
TpeboBaHui fencTeyloWwmnx apmakonen Ha Tepputopum Pecnybnuku KasaxctaH M HOPMaTMBHOIO OOKYMEHTa Mo
KayecTBY AN NeKapCTBEHHbIX CPeaCTB U MEOULMHCKMX U3OENUN Ha KOHKPETHYH MPOoOYKUMIO COrfacHo anroputmy
oTbopa 06pasuoB NpoayKLMN B COOTBETCTBUM C NpuroxeHnem 13 k HacTosAwmm MNMpasBunam.

Mpu otbope 06pasLOB NPOAYKLMM COCTaBRSETCA akT oTbopa oOpasuoB NpoAaykuuyM no opme CornacHo
npunoxexuto 14 kK HacToawmm Npasunam.

35. MNpu oTtbope 06pa3LOB MEAWMLMHCKMX W3OENUIA TUNOPa3MEPHOro psifa OZHOPOAHOW NPOAYKUMW UMK
MEeLMLIMHCKOro u3aenusi, BXogawero B Habop Mnv KOMMnekT, B BbIDOPKY BKNHOYAKOTCA 06pasLbl M3 pasnuyHbIX cepun,
KOTOpble pacnpenensanTca Ans NPOBEeAEHUs] UCMbITAHMI NO pasnuyHbiM MoKasaTensaMm KadecTBa B COOTBETCTBUM C
HOPMaTMBHbIM [JOKYMEHTOM MO Ka4yecTBYy MeOUUMHCKOro u3genus. Pesynbratbl NpPOBEAEHHbIX WUCMbITAHWUIA
pacnpoCcTpaHATCA Ha BCKO NapTuio.

36. lMpu oTbope MeAMUMHCKUX W3Oenuii B BMOE PacTBOPOB, CNpeeB, rernen, masen, Tabnetok u Kancyn
oTbupatoTca obpasupl AnA NPOBEAEHUS UCMbITAaHWA MO MoKasaTensM HOPMaTUBHONO AOKyMEHTa MO KayecTBy
npou3BoanTensl.

37. Otbop o06pa3uoB npoayKkuMM NPOM3BOOAT CMEeuuManucTbl 3KCNEpTHOW oOpraHu3auMm B NPUCYTCTBUM
3as8BMTENA Ha ONTOBOM CKMage Wnu cknage rotoBOW MPOAYKUMM Mpou3BoauTens B criydyae cobniogeHus B HUX
YCIOBUIA XpaHEHMWS1, COOTBETCTBYHOLLUMX TPeOOBaHMAM HOPMATUBHOIO AOKYMEHTA Ka4eCTBY NPOAYKLMN.

B cnyyae oTCyTCTBUS TeppuTOpManbHOro nogpasfgeneHnss 3KCNepTHOW opraHusauvMm Ha agMWHUCTPaTUMBHOM
TeppuTopun 3asBuTens, otbop o6pasuoB OCYLLECTBRAT NPeAcTaBUTENUW TEepPpUTOPUANbHOrO MNoApasfeneHns
rocyapCTBEHHOrO OpraHa B NPUCYTCTBUU 3aBUTENS.

OTnpaBky 00pa3sLoB MNpoOOyKUMM B 3KCMEPTHYH OpraHusauuilo B Ccryvyae OTCYTCTBUS TeppUTOpuaribHOro
noapasfeneHnst aKCMepTHOW OpraHu3auun OCyLLECTBMSET 3asiBUTeNb C cobnofeHVem YCrnoBUA XpaHEeHUs npu
TPaHCMNOPTUPOBKE.

OO6pasubl  NpoayKuMK, XpaHsLWMecs Ha OMTOBOM Cknade, WMelowero ceptudumkaT  Hagnexallen
ONCTPUOBLIOTOPCKOM MPaKTUKM B COOTBETCTBUMU C TpeboBaHusmyn CTaHaapTa Hagnexaiwien AMCTpubbOTOPCKON
npaktukm (GDP), nnm Ha cknage oTevecTBEHHOro npoussBoauTens, umetowero ceptudmkat GMP, otbupatotcs
OTBETCTBEHHbIM JINLIOM OpraHvM3auumM ONTOBOW peanv3auuy unm npov3BOAMTENEM B KONMUYECTBE, COMNTAaCOBaHHOM C
3KCMepTHOM opraHu3aumein. OTOop o06pasuoB NpoaykuMn odopMAsieTCs akToMm npuema-nepegayn obpasuos
npoaykumm, no hopme cornacHo npunoxeHuto 15 k HactoAwmm Mpasunam.

38. Obpasubl NpeacTaBnalT B KONMMYECTBE, HEOOXOAMMOM [Ansi O4HOKPAaTHOro NpoBefeHus nabopaTopHbIX
UCnbITaHUN.

39. OTtobpaHHble 0O6pasLbl W30NUPYOT OT OCHOBHOW MNPOAYKLMK, YNaKOBbIBAKOT, OMnevyaTbiBaldT Ha MecTe
oTtbopa.

40. OpHoBpeMeHHO ¢ OT6opoM 06pasLoB MPOAYKLUMM HA WCMbITAHMS MPOU3BOAUTCA OTOOP KOHTPOJIbHBIX
06pasuoB B KONMUYECTBAax, PaBHbIX KONMWYECTBY OTOOpPaHHbIX 00pasuoB. KoHTponbHble 06pasupbl, XpaHATCH Yy
3asaBuTENA. 3agBUTENb rapaHTUpPyeT KAa4eCTBO KOHTPOSbHbIX 06pasuoB, 40 UCTEYEHUS CPOKA roOOHOCTU MpodyKuun
UNM cpoka AeNCcTBUsi cepTUdUKATOB COOTBETCTBMSA MpoayKumu (Mpu cepum/mapTvu) O YeM yKasblBaeTCsl B akTe
oTbopa 06pasLoB NpoayKLUmMU.

41. \gpeHTudmkaums npoayKkLmMmn ocyLLEeCcTBRSETCS Ha OCHOBE:

1) aHanusa [OKYMEHTOB, XapaKTepuaymlLlliMx cepuio (napTuio) npogykuumn (peructpaumst B Pecnybnuvke
KasaxcTtaH, ToBapoTpaHCnopTHasa HaknagHas, cyeT-hakTtypa unu MHBOWC, cepTudukaTt KadecTBa, Aeknapauus Ha
TOBap, AOroBOp NOCTaBKW, KOHTPAaKT, cepTudukaT NPOMCXOXKOEHUS, LUTPUXOBOMN KOA, HOMEpa 0TOBPaHHbIX cepui);

2) coBnageHus cepuin Ha obpasuax ¢ COOTBETCTBYOLLMMU HOMEPAMK B CONPOBOANTENBHON JOKYMEHTALUN;

3) npvHaanexHocTn oTobpaHHbIX 06pa3LOoB K NPOAYKLMU MPOM3BOAUTENS;

4) cobnogeHust yCnoBuin TPAHCMOPTUPOBKU U XPaHEHUS.

Maparpadc 6. Mopsaaok npoBeAeHUs UCNbITAHUIA 06Pa3LOB NPOAYKLMU NMPU NPOBEAEHUN OLIEHKN
6e3onacHOCTM KavyecTBa

42. TlepevyeHb nokasaTenen QAnNd MNPOBEOEHUA WCMbITAHWA MPOAYKUUWM OMpedenseTcd Ha OCHOBaHWUU
HOPMaTMBHbIX JOKYMEHTOB MO KOHTPOIIO 3a 6€30NacHOCTBI0 M KaYeCTBOM NpoayKLMK.

Mpy npoBedeHWn oueHKn 6e30MacHOCTM U kayecTBa NPOAYKUMKM CMocobom oueHkn Be3onacHoCTv M KadecTBa
Kaxgow cepuu (napTvv) nNpu OTCYTCTBMM peknamMauuMin B TeveHWe Tpex neT MPUCYTCTBUS Ha pbiHKE, OLEeHKa
6e30MacHOCTM U KavecTBa KaxdoWn cepun (NapTvuu) NeKapcTBEHHOrO CPeACcTBa OCYLUECTBMSIETCA B COOTBETCTBUM C



lMepeyHeM nokasaTenen HOPMATUBHOIO [OKYMeHTa nNpu npoBedeHWM oueHku 6GesonacHOCTM M kayecTBa
3aperncTpupoBaHHbIX NEKapCTBEHHbIX CPeACTB CornacHo npunoxenuto 10 k HacToswmm MNpasunam.

Cpokn ucnbiTaHMn NpeaycMOTpeHbl MEeTOAMKaMU UCMbITAHUIA B HOPMATMBHbLIX AOKYMEHTax Mo KOHTPOM 3a
6e30MacHOCTbLIO 1 KaYEeCTBOM NeKapCTBEHHbIX CPEACTB.

B cnyyae ecnu cpoku UCnbITaHWn He NPeayCMOTPEHbI B HOPMAaTUBHbBIX AOKYMEHTaX, TO UCMbITaHUS NPOBOASATCS
B TeyeHue ABaguaTy KaneHdapHbliX AHel co AHa oTbopa obpasuoB And oueHku 6esonacHOCTUM M KavecTBa
npoayKumu.

43. PesynbTaTbl UCMbITaHNA OOPMISIOTCA NPOTOKONOM UCMbITaHUA NO (POPME COrfacHoO npunoxeHuno 16 k
HacToswwum NMpasunam.

Naparpadp 7. Mopagok pernctpaumm n Bbigayum ceptucdukata cooTBeTCTBUA NPOAYKUUM (Npy cepun/naptum)
cepTudmkaTa COOTBETCTBUA NPOAYKLMM (MPU CEPUINHON OLeHKe), cepTUdhMKaTa COOTBETCTBMA NPOAYKLMN
(npu peknapupoBaHuK)

44. Tpv NOnNoXuTENbHBIX pedynbTaTtax NpoBedeHHbIX paboT no oueHke 6e30NacHOCTU U KavecTBa NPOAYKLMK,
3KCMepTHas opraHu3aumsi odopmnsaeT cepTudpmkat COOTBETCTBUSA npoaykuun (npu cepun/napTtum) no copme
cornacHo npunoxeHuto 11 k Hactoswmm lNMpasunam, cepTudukat cooTBETCTBMSA NPOAYKUUM (MPU CEPUAHON OLIEHKE)
no dopme COrnmacHo npunoxeHWio 8 k Hactoawwmm [lpaBunam, cepTudumKaT COOTBETCTBMA MNPOAYKUMKM (Mpw
AeKnapmpoBaHun) no dopme CorfiacHo npuioxeHuWio 12 k Hactoswwmm [Mpasunam (ganee - ceptudukatbl
COOTBETCTBMS MNPOAYKLMM), N PEerncTpupyet ero B TeyeHue AByX paboyux AHeih B MHAMOPMALIMOHHOW cucTeme
SKCNEepPTHON opraHusauuu.

45. Tlpn ykasaHWM KOHKPETHOW MpoJyKuMu, Ha KOTOPYH pacnpocTpaHseTcs AencTBue cepTudmkara
COOTBETCTBMSA NPOAYKUMM (NPU CEPUNHOWN OLEHKE), JOMONHUTenbHO odopmnseTtca [NpunoxeHune kK ceptudukaTy
COOTBETCTBUSI MPOAYKUMM (NPpW CEPUNHOM OLEHKe) CcOornacHo npunoxeHumio 9 Kk HactoAwmm [lpaBunam, K
ceptudmkaty COOTBETCTBMA MpPOAyKuun (Npu cepum/naptum), odopmnseTtcs [lpunoxeHne Kk cepTudumkaty
COOTBETCTBMSA MPOAyKuMU (cepum/MapTum) cormacHo npunoxeHuto 17 Kk HacToswwmm [pasunam, K cepTudmkaTy
COOTBETCTBMA Mpoaykumn (npu geknapupoBaHun) odopmnsetca [lpunoxeHne k ceptudukaty COOTBETCTBUSA
npoaykumm (Mpu AeknapuposaHunm) no popme, cornacHo NpunoxeHuam 18 k HacToawmm MNpasunam.

CepTndumkaTbl COOTBETCTBUS NPOAYKLMM NOANUCHIBAIOT PabOTHMKN 3KCMEPTHOM OpraHu3aummn, onpeaeneHHbie 1
YMONHOMOY€EHHbIE NPMKa30M PYKOBOAUTENS SKCNEPTHOW OpraHu3aumm.

46. Cpok gencreusi ceptudumkata COOTBETCTBMA Npoaykumn (Mpu cepuu/naptuum), cepTudmkata COOTBETCTBUA
NpoAyKuMM (Npu SeknapmpoBaHnm) yCcTaHaBNMBaETCs A0 OKOHYaHMSA CPpOKa roAHOCTM NPOOYKLUN.

Cpok gencreusa ceptudmkata COOTBETCTBMS NMPOAYKUMU (MPU CEPUAHON OLEHKE) YCTaHaBMMBaeTCA Ha nepuos
He Bonee Tpex ner.

47. CBepgeHus 0 BblAaHHbIX cepTudukaTtax COOTBETCTBMS MPOAYKUMW, OOCTYMHbI HA cawTe rocygapCTBEHHON
3KCMEPTHON opraHM3aunm.

48. lNpwn oTpuuaTtenbHbIX pe3ynbTatax oueHkn 6e30nacHOCTV 1 KavyecTBa MPOAYKLUMM 3KCNepTHas opraHu3aums
odhopMnAeT B TedeHue ABYyX paboumx gHewn nocrie AHA NOonyvyeHus NpoToKona UCMbITaHWA, pelleHve 06 oTkase B
Bblgaye ceptudukaTa COOTBETCTBMSA MPOAYKUMM (MPW CEPUNHOWN OLeHKe) no ¢hopme COormacHo NpUnoXeHu 3 K
HacToAwwmm MNpaennam u pelleHne o6 oTkase B Bbigaye cepTudmkata CoOOTBETCTBUS NpodyKuun (Npu cepun/naptin)
no cbopme CornacHo NPUNoXeHuto 4 k HacTosiwum MpaBunam.

49. B cnyyae BblHeceHUs pelueHns 06 oTkase B Bblaaye cepTudukaToB COOTBETCTBUSA NMPOAYKLMN, IKCNepTHas
opraHusauus B CPOK A0 NSATM pabounx AHel HanpasnsieT COOTBETCTBYIOLLYIO MHpopMauuio B rocyfapCTBEHHbIN
opraH 3a UCKNIYeHneM criydaeB, NpeaycMOTPeHHbIX NyHkTamn 14, 25 n nepsor yacTu nyHkTa 15. [ocygapCTBeHHbIN
opraH npuHMMaeT pelleHne O HeobXoAMMOCTM  YHWUYTOXEHUs  (yTunusaumu) MpoaykuMn B MOpsiake,
npeaycMoTpeHHOM cTaTben 79 Kogekca unv o Bo3BpaTe NpoayKuum nponsBoauTento.

MnaBa 3. MpuocTtaHoBNEHNe UK OT3bIB AEUCTBUA cepTuchukaTa COOTBETCTBUA NPOAyKUUM, ceptuchukara o
6e3onacHOCTU U KayecTBe NPOAYKLUN U cepTucdmkata KayecTsa NPoAYKLUN

50. OewctBne cepTnudukaToB COOTBETCTBMSA NPOAYKUMM MPUOCTAHABNMBAETCA WU OT3bIBAETCA 3KCNEPTHON
opraHuMsaumMen no WHULMATMBE rOCyAapCTBEHHOrO OpraHa Wnu Briagenbla perucTpauvoHHOro yOOCTOBEPEHMS
npoayKkuMmn B criyvasx, npeaycMoTpeHHbix [paBunamu 3anpeta, NPUOCTAHOBMNEHNUS, U3BbATUSA UMW OFPaHNYEHUs 13
obpalleHnss NeKapCcTBEHHbIX CPEeACTB W MEAMUMHCKUX  U3Oenui, YTBEepPXAEHHbIX npukasom  MuHucTpa
30paBoOXpaHeHMs n coumanbHoro passutua Pecnybnukm Kasaxctan ot 27 despana 2015 roga Ne 106,
(3apernctpupoBaHHbI B PeecTpe rocyaapCTBEHHOW permcTpauum HopMaTUBHBIX MpaBoBbix aktoB Ne 10670);

51. TocypapcTBeHHasi aKcnepTHasi opraHu3auus odopMmnsieT pelleHne O MpPUOCTaHOBMNEHUU, OT3biBE
cepTudurkaTa COOTBETCTBUS NPOAYKLMM (Mpu cepun/naptum), ceptudpmkaTa CoOOTBETCTBUS NPOAYKLMMN (MPU CEPUAHON
OLeHKe), cepTudurkaTa COOTBETCTBUS NPOAYKUMU (NpU AeknapupoBaHum) no opme cornacHo npunoxexuio 19 k
HacToswum [paBunam, U BHOCMT COOTBETCTBYHOLUME 3anMcM B MHEOPMAaLMOHHOW CUCTEME rOCyAapCTBEHHOW
9KCNEepPTHON opraHu3auun n B eanHyto 6asy gaHHbIX.

52. B cnyyasx Hecornacusi C pelleHueM 3KCNepTHOW opraHu3auun 3asBuTenb BrnpaBe obpaTuTbCa B CyA B
YyCTaHOBINEHHOM 3aKoHoAaTenbcTBoM Pecnybnuku KasaxcraH nopsiake.

Mpunoxexwne 1

k MNpaBunam nposeaeHus

oueHkn 6esonacHocTn

N Ka4yecTBa fIekapCTBEHHbIX CPeacTB



N MEAVLUHCKUX U3OEeNUHN,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTtaH

dopma
«_» 20__ rop
(oata nogaym 3asiBku)
(HaumeHoBaHVe 1 agpec IKCNEPTHOWM opraHu3auum)
3asnBka
Ha npoBeAeHne oLeHKM 6e30MacHOCTM U KayecTBa NPoAyKLUU
1. | HaumeHoBaHve 3aaBuTEnNs
2. | Agpec 3aaBsutens
3. | BaHkoBCkue pekBM3nTbI 3asiBUTENS
4. | Cnocob npoBeaeHus oueHkn 6esonacHoctn | CepuitHas oueHka 6e30nacHOCTU U O
KayecTBa KayecTBa O
OueHka 6e3onacHOCTU 1 KayecTBa Kaxaomn O
cepun (mapTum)
OueHka 6e3onacHOCTU 1 Ka4YecTBa NyTem
AeKknapupoBaHus
5. | MHdpopmaums o 3aasnsemon npoaykumnm
ToproBoe Homep Cpok Paamep napTtum [MponssoanTtens CrtpaHa-
Ha3BaHue cepun rogHoCTH npou3BoanTesb
6. | 3agBuTens, B nuue
(Pamunus, nms, oTYECTBO (NPU €ro HaNM4MKn) PyKOBOAUTENSA UMK YNONHOMOYEHHOTO Nuua, OMKHOCTb)
HacCTOsILLEN 3asBKOW rapaHTUpPYeT AOCTOBEPHOCTb NPeoCTaBneHHoN nHopmaumm.
7. | DaTa 3anonHeHus
8. | Moanuck, ®.1.0. (npy Hanwuyumn)

MpunoxeHune 2

k MNpaBunam nposeneHus

oueHkn 6esonacHocTn

N KayecTBa flekapCTBEHHbIX CPeacTB
N MEAVNLMHCKUX U3aenuin,
3apernMcTpMpoOBaHHLIX B
Pecny6nuke KasaxcrtaH

dopma

[eknapauusa o cooTBeTCTBUMU npoaykumum

TOpFOBOG HanMeHoBaHWe NekapCTBEeHHOro cpeactsea nnm meguunMHCKoro nsgenma

XapaKkTepuctuku

(Bns NekapcTBEHHbLIX CPEACTB: MeXayHapoaHOe HenaTeHTOBaHHOe Ha3BaHWe, [03VMpPOoBKa, (hacoBka,
dopMa Bbinycka, Kog aHaTOMO-TepaneBTUYECKO-XMMUYECKOIN KnaccudukaLmum)

(ANs MeaMUMHCKVX U3OENUI - KOMMNEKTHOCTb, Knacc 6e30MacHoCTy)

Homep perMcTpaumoHHOro yaocToBepeHus

Homep cepwuu (napTtum)

[ponssogntens

Afgpec npon3BoACTBEHHOW MOLWaaKm
(B cnyyae ecnu, 3a4eNCTBOBaHbI pasHble NPON3BOACTBEHHbIE NMOLWAAKNA HA pasHbIX 3Tanax
npou3BoACTBa, TO ykasaTb BCe agpeca)

[aTa nponsBoacTea

[laTa npoBeaeHns UcnbITaHWi

CpOK rogHoOCTH

ﬂ1 ’
(Pamunus, ums, 0T4ECTBO (NPU €ro Hanuyunm) N AOMKHOCTb

YMOMTHOMOYEHHOIO NMLa NPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB,
YMOMHOMOYEHHOI0O NPEeACTaBUTENS NPOM3BOANTENSA MEANLIMHCKOTO U3aenus)
HaCTOSALIMM MOATBEPXKAAK, YTO BbllLEeYyKa3aHHast MHpopMaLus siBNsAeTcs




[OCTOBEpPHOW. BhllleykasaHHasi cepusi npoaykumm Bbina nponsseaeHa,
ynakoBaHa 1 NPOKOHTPONMpoBaHa B COOTBETCTBUM C PEFUCTPALIMOHHBLIM JOChE
1IeKapCTBEHHOIO cpefcTBa (MEAMLMHCKOrO U3Jenus) u

TpeboBaHUAMU MEXAYHaPOAHBLIX

cTaHgapToB
yka3aTb HaumeHoBaHue ctaHgapTa (GMP, EN ISO 13485)
Bce Heobxoaumble NPOBEPKN M UCTbITaHWUS ObINY NPOBEAEHbI.

(nognuck, Pamunusa, UMs, OTYECTBO (MPU €ro HanM4ynn) 1 AOMKHOCTb
YNOMTHOMOYEHHOrO NnLa NPOU3BOANTENS NIeKapCTBEHHbIX CPeACTB,
YNOMTHOMOYEHHOr0 NpeacTaBuTens NPOU3BOANTENS MEAULIMHCKOIrO N3aenus)

[ata
Mpunoxerve 3
k MNpaBunam nposeaeHus
oueHkn 6esonacHocTn
1 KayecTBa NeKkapCTBEHHbIX CPEACTB
N MEeAVLUHCKUX U3Oenun,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTaH
dopma
MuHncTepcTBo 3apaBooxpaHeHus Pecnybnukun KasaxcraH
HaumeHoBaHWe 1 agpec 3kcnepTHON opraHn3auum
HaumeHoBaHwue, 3asBuTens
[OIMKHOCTb, UHULMAN UMEHN
1 hamunus pykoBoauTensi
agpec 3aaBuTens
PeweHue
06 oTkase B Bbiga4e cepTudmkata CooTBETCTBUA NPOAYKLUM (NMPU CEPUHON OLleHKe)
oT « » 20__ropa Ne
HaMMeHOBaHWNe 3KCNEPTHOW OpraHu3aLmm
coobLaeT:
1. CornacHo oT4eTy Mo OLIEHKe yCroBuii npomasoacTea Ne oT
« » 20___ ropa, npeabsBneHHast NpoayKuus
HauMeHoBaHWe
npoayKumm

HOMep cepun, pa3mep NapTun, HAUMEHOBaHKE NPEANPUATUS-NPOU3BOAUTENS,
cTpaHa, Ne perncTpaumnoHHOro yA0CTOBEPEHUS!
ANs NpoBefeHWsi OLEHKN 6e30MacHOCTU 1 kKayecTBa He COOTBETCTBYET TpeboBaHUAM

2. CornacHo npoTtokony (am) ucnbeitaHuii Ne OT « » 20 roga,
npeabsBreHHas NpoayKuMsa Ans NpoBeaeHns OLeHKM 6e30nacHOCTU U kKayecTBa HE COOTBETCTBYET
TpeboBaHuAM

HauMeHoBaHue 1 0b603HavYeHne HOPMaTMBHOIo AOKyMeHTa Ha 3adaABNIEHHYI0 NpoAYyKUUIO

3. Ha ocHoBaHuu nony4yeHHbIX pedynbTaTtoB OTYeTa No OLEHKE YCNOBWI NPOM3BOACTBA/ NabopaTopHbIX
ncnbITaHUA NpeabABNEHHON Npodykumnm Bam oTkazaHo B odhopmneHun ceptudmkara CooTBETCTBUS
NpOAYKLMU (NPY CEPUNHON OLIEHKE).

MpunoxeHne: OTYET NO OLEeHKe ycnoBun nponssoactaa Ne oT « » 20___ ropa
Ha __ nucTax.
MpoTtokon(bl) cneitaHuii Ne oT « » 20___ ropaHa __ nucrax.
Moanucy ynornHOMOYEHHbBIX nuLy
noanvcb ®.1.0. (npu Hanuuun)
noanvcb ®.M.0. (Npn Hannuun)

MpunoxeHue 4
k MNpaBunam nposeaeHus



oLieHkun 6e3onacHoCTH

1 Ka4yecTBa NeKapCTBEHHbIX CPEACcTB
N MeAMLIMHCKNX N3Oenui,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTaH

dopma

MuHucTepcTBO 3apaBooxpaHeHus Pecnybnukun KasaxcraH

HanmeHoBaHve 1 agpec aKkcnepTHOW opraHu3aLmm

HanMmeHoBaHue, 3adaBuTensa

[OOIMKHOCTb, MHULMAN UMEHU U
hamunusa pykosoguTens

agpec 3aasutena

PeweHune
06 oTkase B Bbiga4e cepTudmkata cooTBETCTBUA NpoAayKuumn (Nnpu cepun/ napTum)

oT « » 20__ropa Ne

HauMeHOBaHWe 3KCMepTHON opraHM3aumm
coobLlaeT:
1. CornacHo Baluen 3asiBke OT « » 20___ ropa npoBegeHbl nabopaTopHble
ncnbITaHUSA 3asBNEHHOMN npoaykuuun
HanMmeHoBaHue npoaykuunu,

HOMep cepwuu, pa3Mep nNapTun, HaMMeHoBaHWe NPeanpPUATUS-NMPOM3BOANTENS,
cTpaHa, Ne perncTpaumoHHOro yaocToBepeHus

2. CornacHo npoTtokony (am) ucnbitaHui Ne oT « »

20___ ropa, npeabsiBNeHHas NpPOAyKUUs A5 NpoBeAeHUs oLeHkM 6e3onacHoCTH 1 kayecTsa He

cooTBeTCTBYeT TpeboBaHWAM

HanmeHoBaHune n 0603HaYeHe HOPMaTUBHOIO JOKYMEHTA Ha 3asBMNEHHY0 NPOAYKLMIO

3. Ha ocHoBaHuu nony4eHHbIX pesynbTaToB NnabopaTtopHbIX MCNbITaHUI NPeAbABIEHHON NPOAYKLUN

Bam oTka3aHo B ohopmrnieHun ceptudukaTa COoOTBETCTBMSA NPOAYKUMM (Npy cepun/napTunm).

Mpunoxenwe: MNMpoTtokon(bl) ncnbitaHun Ne oT « » 20___ropaHa __ nucTax.

Moanucy ynonHOMOYEHHbIX N

noanuch ®.N.0. (npy Hann4mu)

noanuch ®.N.0. (npy Hann4mu)

Mpunoxexwne 5

k MNpaBunam npoBeaeHns

OLieHkMn 6e3onacHoOCTn

N KayecTBa NekapCTBEHHbIX CPeacTB
N MeOMLMHCKMNX N3Oenuii,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTaH

dopma

MuHncTepcTBo 3apaBooxpaHeHns Pecnybnukn KasaxcraH

HanmeHoBaHue 1 agpec aKkcnepTHOWM opraHm3aLmm

HanMmeHoBaHue, 3adaButena

[OMKHOCTb, UHULMAMN UMEHN 1
hamunusa pykoBoguTens

agpec 3aaButens



PelwieHune
00 oTka3se B Bblga4ye cepTudmkata COoTBeTCTBUS NPOAYKLUM (NpU AeKapupoBaHun)

oT « » 20__ropa Ne

HavMeHOBaHWe 3KCNepTHON opraHunsauum
coobulaeT:
1. CornacHo Bauen 3asBke OT « » 20___ ropa nposefeHa aKkcnepTnsa JOKYMEHTOB
Ha oLeHKy 6e30nacHOCTU 1 kadyecTBa 3asiBlIeHHON NPOAYKLMM

HanMeHoBaHue npoayKkummn,

HOMep cepun, pasMep napTun, HaMMeHOoBaHWe NPeanpUATUA-NPoON3BoANTENS,
cTpaHa, Ne permcTpaLoHHOro yaocToBepeHuns

2. CornacHo NpuUnoXxeHHbIM AOKYMEHTam
HaMMeHOBaHWe AOKYMeHTa
MpeabaBneHHasa npoAyKumsa Ans NpoBeAeHUs OLEeHKU 1 6e30NacHOCTY 1 KayecTBa He COOTBETCTBYET
TpeboBaHUAM
3. Ha ocHoBaHuM pe3ynbTaToB 3KCNepPTM3bl JOKYMEHTOB NpeabsABeHHOM NpodyKkumm Bam oTkasaHo
B odhopmIieHnn cepTudukaTa COOTBETCTBUSA NPOAYKUMM (MPU AeKnapupoBaHum).

Mognucm ynonHOMOYEHHbIX nuL,

noanvckb ®.1.0. (npn Hann4umn)

noanvchb ®.1.0. (npn Hann4un)

MpunoxeHune 6

k MNpaBunam nposeneHus

oueHkn 6esonacHocTn

N KayecTBa NEKapCTBEHHbIX CPEACTB
N MEANLMHCKUX U3aenun,
3apernMcTpMpoBaHHbIX B
Pecny6nuke KasaxcrtaH

dopma

OTYeT OLUEeHKN ycrnoBum
npousBoAcTBa U cUCTeMbl 06ecneyYeHnst KayecTBa Npu oLieHKe 6e30nacHOCTU U KayecTBa NleKapCTBEeHHbIX

cpencTs

1. Pestome

HanmeHoBaHWe, agpec, peKBU3NTbI NPON3BOACTBEHHOMO

y4yacTka

JInueHansa(m)

Pestome aestenbHOCTU opraHu3auun-npon3BoanTenst MpoussoacTeo dhapmaLeBTUYECKNX O
cybcTaHumm
Mpoun3BOACTBO NEKAPCTBEHHbIX 0O
npenapaToB
Mpoun3BOACTBO MPOMEXKYTOUHBIX UK
HepacgacoBaHHbIX («bank»)
JNIEKapCTBEHHbIX CPEACTB
dacoBka 1 ynakoBka O
BBo3 (nmnopT) O
Mpon3BOACTBO MO KOHTPAKTY O
MpoBeaeHne nabopaTopHbIX |
UCMbITaHWU
Beinyck B peanusaumio cepum O
NeKapCTBEHHOro CpeAcTBa
NHoe O

Hata(bl) npoBeaeHNs OLeHKM YCoBUIM NPpOU3BOACTBA U

cucTeMbl 0becneyeHns kKayecTea

®.U.0.(npy Hannynm) aKCNepToB (YNIEHOB KOMUCCUW),

JOJIKHOCTb

Homepa nuueH3umn Ha Npon3BOACTBO, cepTUdUKATOB

cooTtBeTcTBus GMP




2. BBogHas nHgpopmaums

KpaTkoe onucaHue opraHusauumn- nponsBoauTens n
npon3sBoacTea

Hata(bl) npeabiayLmMx MHCNEKLMN

HanmeHoBaHWe opraHusauum u cTpaHbl, IPOBOAMBLLEN
npeablayLune MHCMeKumm

OCHOBHbIE N3MEHEHUSs!, MPON3oLLIEALLNE CO BPEMEHU
npeabiayLwen MHCNeKLn

OcHoBaHve Ans npoBeAeHVs OLEHKU YCMOBUIA NPOM3BOACTBA
1 cucTeMbl obecneyeHunsi KayecTsa

Mpoun3BOACTBEHHbIE 30HbI, NOANEXALLME OLEeHKe YCIOBUM
Npou3BOACTBA U CUCTEMbI 0BecneyeHns kayecTsa

[MepcoHan opraHu3aumm-npon3BoauTensi, y4acTBYOLLNIA B
nposeaeHUN OLEeHKU yCJ'IOBI/II7I nponsBoacTBa U CUCTEMbI
obecneyeHns ka4yecTBa

[oKkymMeHTbI, NogaHHble opraHu3aunen-npomssoguTenemM 4o
NPoBeAEHNS OLIEHKN YCNOBUI NMPOM3BOACTBA N CUCTEMbI
obecnevyeHuns kayecTea

3. HabntogeHvsa v pesynbTaTbl OLLEHKM YCITOBUIN NPOM3BOACTBA U CUCTEMbI OBecneyYeHns kayecTsa

YnpaBneHvne ka4ecTBoM

[lepcoHan

[MomeLleHns n obopygoBaHue

JokymeHTaums

[1pon3BoacTBO

KoHTponb KayecTtBa

AyTcopCcuHroBas 4esiTENbHOCTb

Peknamauum 1 0T3bIB NpoayKLUUm

CamouHcnekuus

Peanusauusi n TpaHcnopTYpOBaHWe NpPOAyKLUMK

OueHka Aocbe NPoM3BOACTBEHHOIO yyacTka, ecnm
NPYUMEHNMO

PasHoe

4. NepeyeHb HECOOTBETCTBUI®

Kputnyeckue

CyLLECTBEHHbIE

HecyLIJ,eCTBeHHbIe

5. MpunoxeHns

[okymeHTbl n/unu obpasupl, 0TobpaHHbIE B XO4€ OLIEHKM
YCINOBWIA NPON3BOACTBA U CUCTEMBI 06ECNEYEHUS KAYECTBA

6. PekomeHOaummn 1 3aknioueHme

PekomeHaauum

3aknoyeHne

*MNMpumevanune

«KpuTnyeckoe HecooTBETCTBUE» - 9TO HECOOTBETCTBME, KOTOPOE BbI3bIBAET UMW NMPUBOAUT K CYLLECTBEHHOMY
PVCKY BO3MOXHOCTM NPOU3BOACTBA NEKapCTBEHHOIO CPEACTBA OMACHOIO Ans 340POBbS U XXU3HWN YeroBeka.

«CyLLecTBEHHOE HECOOTBETCTBUEY - 3TO HE KPUTUYECKOE HECOOTBETCTBME, KOTOPOE:

npuMBero K MNpOu3BOACTBY WNW MOXET MPMBECTM K MNPOM3BOACTBY JI€KApPCTBEHHOrO CpPeAcTBa He
COOTBETCTBYIOLLEro AOKYMEHTaM PErncTPaLMOHHOro JOCkEe AaHHOMO NeKapCTBEHHOrO CPeACTBa;

yka3blBaeT Ha CyLleCcTBEHHOe OTKINoHeHue oT CTaHgapTa Haanexallen npoussBoacTBeHHoW npaktuku (GMP),
YTBEPXOEHHOIO Npuka3oM MyUHUCTpa 3ApaBOOXpaHEHUst U coumansHoro pa3suTua Pecnybnuku KasaxcraH ot 27 mas
2015 roga Ne 392 «O6 yTBepxaeHMM Hagnexawmx dapMaueBTUYecKUX MpakTUK» (3apernctpupoBaH B Peectpe
rocyapCTBEHHOWN perncTpaumm HopMmaTuBHbIX NpaBoBbix akToB nog Ne 11506);

yKasblBaeT Ha CyLLECTBEHHOE OTKMOHEeHUe OT TpeboBaHWIN UHBLIX aKTOB 3aKkoHoAaTenbCcTBa B chepe obpalueHns
neKapCTBEHHbIX CPeacT.;

yKkasblBaeT Ha HEeCnocobOHOCTb OpraHn3auuv-nNpon3BOAMTENS NEKApCTBEHHbIX CPEACTB  OCYLLECTBNATb
CEPUIHBIN BbIMYCK NEeKapCTBEHHbIX CPEACTB OAHOPOAHOro KayecTBa MM HeCrnocobHOCTb YMOMHOMOYEHHOro nuua
OpraHn3aunm-Npon3BOAUTENS BbINOMHATbL CBOW LOJIKHOCTHbIE 00S3aHHOCTY;

KOMOMWHaLMSA HECOOTBETCTBUI, HN OOHO M3 KOTOPbLIX CaMo Mo cebe He SIBNSIeTCS CyLLECTBEHHbIM, HO KOTOpble B
COBOKYMHOCTW MNpeACTaBnsloT CyWEeCTBEHHOE HECOOTBETCTBME W [OIMKHbI OOBACHATLCS U UKCUpPOBaTBCA B
KayecTBe TaKoBOIO.

«MNpoyne HecooTBETCTBUSA» - 3TO HECOOTBETCTBME, KOTOPOE HE MOXET KNaccudnLmMpoBaThCs, Kak KpUTUYECKoe
UNN CyLLEECTBEHHOE, HO YKa3biBaeT Ha OTKNoHeHne oT CTaHgapTa Hagnexallen nponsBoacTBeHHON npaktukm (GMP),
YTBEPXOEHHOro nNpuka3oMm MmnHuCTpa 3apaBoOXpaHeHns 1 coumansHoro passutus Pecnybnvkm KaszaxctaH ot 27 mas
2015 roga Ne 392 «O6 yTBepxaeHUM Hagnexawmx dapmaueBTUYeckux MpakTUK» (3apernctpupoBaH B PeecTtpe
rocyfapcTBeHHOW permcTpaumm HopMaTMBHbIX NpaBoBbix akToB nog Ne 11506).




PyKOBO[J,VITeJ'Ib KoOMuccumu

O.1N.0. (Npy Hanu4mK), 4OMKHOCTb

®.1.0. (Nnpn Hanu4nn), LOMKHOCTb

®.1.0. (Npn Hanu4nn), OMKHOCTb

®.N.0. (npn Hann4mm)

(mognuce)
YreHbl KOMUCCUM:
(nognucs)
(nognuce)
C otyeTom Komuccum osHakomneH PykoBoguTenb U YNonHOMOYEHHOE NULI0 OpraHu3aumm-
npou3sBoauTens
(nognuce)
« » 20 roga

MpunoxeHune 7

k MNpaBunam npoBeaeHns

oueHkn 6esonacHocTn

N KavecTBa feKkapCTBEHHbIX CPeAcTB
N MEAVLMHCKNX U3[enun,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTaH

OT4YeT OLEeHKHU
yCcnoBui NpOU3BOACTBA U CUCTEMbI 06ecneYyeHUsi KauecTBa Npu oLieHKe 6e30NacHOCTU U KayecTBa
MeOAULMHCKUX usgenumn

dopma

1. Pesiome

HaumeHoBaHue, agpec, peKkBUsuUTbl NPOU3BOACTBEHHOIO
yyacTka

JlnueHsns(n)

Pestome gearenbHOCTM opraHu3auun-npomnsBoguTens

MponssoacTBo hapmaLeBTUYECKUX
cybcTaHumn

(|

Mpon3BOACTBO MEAULIMHCKUX N3aenuii

[Mpon3BOACTBO NPOMEXYTOYHbLIX UMK
HepacdacoBaHHbIX («6ank»)
MEANLNHCKNX N3aenumn

|

dacoBka 1 ynakoBka

BBo3 (nmnopr)

Mpon3BOACTBO MO KOHTPAKTY

MpoBeneHne nabopaTopHbIX
ncnbITaHUM

Bbinyck B peanu3auumio cepum
MeguunHCKOro n3agenund

NHoe

Of O O|o|.|b

[Nata(bl) npoBeAeHUs: OLLEHKW YCIoBUIA NPON3BOACTBA U
cucTembl obecneyeHns KayecTsa

®.U.0.(npy Hann4nMm) aKcnepToB (YNIEHOB KOMUCCUM),
JOJIKHOCTb

Homepa nuueH3mn Ha Npon3BOACTBO, CEPTUDUNKATOB
cooTBeTcTBUA GMP nnn 1ISO13485

2. BeogHas nHdopmaumsa

KpaTkoe onvcaHve opraHvmsaumm- NpousBoauTENs 1
NpoM3BOACTBA

Oata(bl) npeablayLmMx MHCNEKL I

HaumeHoBaHWe opraHnsaumm u cTpaHbl, IPOBOAMBLLEN
npeablayLwme MHCnekumm

OCHOBHbIE N3MEHEHUS], MPOUN30LLEALLNE CO BPEMEHU
npeablayLwen MHCIeKLUn

OcHoBaHne ans NpoBefeHUs OLEHKU yCJ'IOBVIIZ npon3BoacTBa
1 cuctembl obecnevyeHns kadyecTea

Mpon3BOACTBEHHbIE 30HbI, NOAMEXALLME OLEHKe YCIOBUM
MPOM3BOACTBA M CUCTEMbI 06ECNeYeHUs KaYecTBa

MepcoHan opraHn3aLun-npon3BoaUTENs, y4acTBYIOWWIA B
MpOBeOeHNN OLIEHKM YCIOBWIA MPOM3BOACTBA U CUCTEMbI
obecneyeHuns: ka4ecTsa




,D,OKyMeHTbI, noaaHHble opraHmsaumeﬁ-npomaonMTeneM no
nNpoBeAEeHNs OLIEHKN YCNOBUI MPOM3BOACTBA N CUCTEMbI
obecneyeHuns kayecTea

3. HabntogeHvsa n pesynbTaTbl OLLEHKM YCIOBUA NPOM3BOACTBA U CUCTEMbI 0BecneyeHns kadyecTsa

YnpasneHvne ka4ecTBoM

[NepcoHan

MomeLleHVst U obopyaoBaHue

HokymeHTaums

[Mpon3BoacTBo

KoHTposSb KayecTBa

AyTcopcuHroBas 4esiTENbHOCTb

Peknamauum n o0T3bIB NpogyKuum

CamouHcnekuus

Peanusauusi ¥ TpaHCNopTUPOBaHWE NPOAYKUMM

OueHka Jocbe NPoM3BOACTBEHHOIO yyacTka, ecnu
NpYUMEHNMO

PasHoe

4. NepeyeHb HECOOTBETCTBUI®

Kputnyeckue

CyLLEeCTBEHHbIE

HecyLecTBeHHbIe

5. MpunoxeHnst

[okymeHTbl n/unun obpasupl, 0TobpaHHbIE B XO4€ OLEHKM
yCNOBU NPOM3BOACTBA U CUCTEMbI 06ECNEeYeHNs KavecTBa

6. PekomeHpaaumn 1 3aknoyeHne

PekomeHgaumm

3aknoyeHne

*NMpumevanne

«KpuTnyeckoe HecooTBETCTBUE» - 3TO HECOOTBETCTBME, KOTOPOE BbI3bIBAET WM NMPUBOAUT K CYLLECTBEHHOMY
pUCKY BO3MOXHOCTM NMPOU3BOACTBA MEAULIMHCKOIO M3Aenus OnacHoro Ans 300poBbs U XMU3HW YernoBeka.

«CyLlecTBeHHOE HECOOTBETCTBMEY - 3TO HE KPUTUYECKOE HECOOTBETCTBME, KOTOPOE:

NpYBENO K MPOU3BOACTBY U MOXET NPUBECTU K NPOU3BOACTBY MEAULMHCKOIO U3aenms He COOTBETCTBYHOLLErO
OOKYMeHTaM perMcTpaunoHHOro 40Cke AaHHOMO MEANLIMHCKOTO U3nenus;

yKasblBaeT Ha CyLLeCTBEHHOEe OTKINOHeHWe oT cTaHaapTa ISO13485 (GMP);

yKka3blBaeT Ha CyLleCTBEHHOE OTKMOHEHME WnuM TpeboBaHWA MHbIX aKTOB 3akoHodaTenbCcTBa B cdepe
obpalleHns MeaNUMHCKUX U3AENNIA;

KOMOMWHaLMA HECOOTBETCTBUI, HN OOHO M3 KOTOPbLIX CaMo Mo cebe He SIBNSIeTCS CyLLEeCTBEHHbIM, HO KOTOpble B
COBOKYMHOCTW MNpeACTaBnsaloT CyWeCTBEHHOE HECOOTBETCTBME W [OIMKHbI OOBACHATBCA U (PUMKCUpPOBaTLCS B
Ka4yeCcTBe TakoBOrO.

«lMpoyne HecooTBETCTBUSI» - 3TO HECOOTBETCTBME, KOTOPOE HE MOXET KNaccumumpoBaTbCs, Kak KpUTUYECKoe
UK CyLLEeCTBEHHOE, HO YKa3biBaeT Ha OTKINOHeHWe oT ctaHgaptoB 1SO13485 u (unu) ot CtaHgapTa Hagnexaluemn
npoussoacTBeHHon npaktuku (GMP), yTBepxageHHoOro npuka3oMm MwuHuCTpa 34paBOOXPaHEeHUs W COLManbHOro
pa3suTtusi Pecnybnukm KaszaxctaH ot 27 mast 2015 roga Ne 392 «O6 yTBepxaeHun Hagnexawmx bapmaueBTU4eckmx
npakTuK» (3apernctpupoBaH B PeecTpe rocynapCTBEHHOW perncrpauuv HOpMaTuMBHbIX NpaBoBbiX akToB nog Ne
11506).

PyKOBO,ElMTeﬂb KoMuccum

(nognuce) ®.1.0. (npn Hanu4nn), LOMKHOCTb
YneHbl KOMUCCUK:
(mognuceb) ®.N.0. (npn Hann4mu), AOMKHOCTb
(nognucsb) ®.1.0. (npn Hanu4un), LOMKHOCTb
C otyeTom Komuccum osHakomneH PykoBoguTenb Unu yrnorHOMOYEHHOE NNULI0 OpraHn3aumm-
npoussoauTens
(nognuceb) ®.1.0. (npu Hann4yun)
« » 20 roga

MpunoxeHwne 8

K MNMpaBunam nposefeHnst

oLieHkn 6e3onacHoCTH

1 KayecTBa NekapCTBEHHbIX CPEACTB
N MeOMLMHCKMX N3Lenunii,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcrtaH

dopma




MuHucTepcTBO 3apaBooxpaHeHust Pecny6nuku KaszaxcraH

HavmeHoBaHWe v agpec 3KCNepTHOM opraHu3aumm
CepTudukaT cCooTBETCTBUS NMPOAYKLMM (MPY CEPUIAHON OLIeHKe)

oT « » 20__ropa Ne

[encrteutensHo Ao « » 20 roga npu cobnogeHmn ycnoBuin XxpaHeHus
1. HacTosiumi ceptudukaT CooTBETCTBUSA NPOAYKLUK (MPU CEPUAHOM OLIEHKE) YIOCTOBEPSET,
YTO JOMMKHBIM 06pa3om naeHTUMUMpoBaHHasa NPoaYKLUNS

HanMeHoBaHue n Tnn Npoaykummn
npounseeneHHas

CTpaHa, HanuMeHoBaHue NpeanpuATUsi, GUpMbl
cooTBeTcTBYeT TpeboBaHMsAM 6e30NacHOCTU U Ka4yecTBa, YyCTaHOBIEHHbLIM B

HOpPMaTUBHbIViI(€) AOKYMEHT(bI)
2. 3aaButenns

HanMeHoBaHwve, agpec

3. CepTtudpmkat cooTBETCTBUA NPOAYKLUN (MPU CEPUHOW OLEHKE) BblAaH Ha OCHOBaHMM OT4eTa
OLIEHKM YCINOBWI NPON3BOACTBA U CUCTEMBbI 0becneyeHns kavecTsa
n

nara npoTokona(oB) NCMbITaHWI

HanMeHoBaHWME aKKpeauToBaHHOMN na6opaTopMV|, Ne aTTectaTta akkpeamTaumm

4. NononHuTenbHasa nHopmauus

I'Ionnmcm YNOJTHOMOYEHHbIX Nl

noanunce ®.1.0. (npu Hanuuumn)

noanucb ®.1.0. (npu Hanuuun)

MpunoxeHune 9

k MNpaBnnam npoBeAeHUs OLEHKM
6e3onacHOCTM 1 KayecTBa NeKapCTBEHHbIX
CpencTB U MEAMLMHCKUX N3aenun,
3aperncTpupoBaHHbIX

B Pecnybnvke KasaxctaH

dopma

MuHncTepcTBo 3apaBooxpaHeHns Pecnybnukn KasaxcTaH

HaumeHoBaHve n agpec 3kCnepTHON opraHn3auum

MpunoxeHune
K cepTndmkaTy COOTBETCTBMSA NPOAYKLUMM (NPY CEPUIAHON OLIEHKE)
Ne

lMepeyeHb KOHKPETHOWM NPOAYKLMMW, Ha KOTOPYHO pacnpocTpaHaeTcs
Aencteme cepTndnkaTa CooTBETCTBUSA NPOAYKLMM (NPU CEPUNHON OLIEHKE)

HanmeHoBaHue 1 Tun npoaykuumn, cepusa, Cpok roqHoCTH, O6o3HaueHne HOPMaTMBHOIo AOKYMEHTa,Nno KOTOPOMY
pasmep napTun, HaMMeHoBaHMe nNpeanpnAaTuaA, BbIMyCKaeTCAa npoaykuuna
HanMeHoBaHue npeanpuAaTna-npon3BoanTend, ctpaHa-
npounssoguTend

rlO,EI,I'IVICI/I YNOJTHOMOYEHHbIX ML

noanvcb ®.N.0. (npu Hann4ymn)

noanvcb ®.N.0. (npu Hann4mn)




Mpunoxexwne 10
k Mpasunam nposeaexHns
OLieHKMn 6e3onacHoCTn

N Ka4yecTBa JieKapCTBEHHbIX CpeaCcTB

MepeyeHb NokasaTenen HOPMaTUBHOIO JOKYMEHTa

N MeaMLIMHCKMX U3Oenuii,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTtaH

npu nposeaeHnn OLEeHKN ©6e3onacHOCTU 1 KayecTBa JleKapCTBEHHbIX CpeacTB

Ne HanmeHoBaHue pasgena
n/n
1. YKvakue nekapcTBeHHble hopMbl AN NapeHTeparbHOro NpUMeHeHus
1) Onucanve
2) VaeHTnrKaLums akTMBHbIX BELLLECTB
3) [Mpo3payHocTb
4) LIBeTHOCTb
5) pH
6) bakrepunanbHble 9HOOTOKCUMHbBI MY NMUPOTreHbI
7) CTepunbHOCTb
8) KonnyectBeHHOe onpeaenexHve
9) YnakoBka
10) MapkupoBka
11) CpoK xpaHeHus
2. Cyxve nekapcTBeHHble (POpMbl Aflsi NapeHTepPanibHOro NpUMEHEHUS
1) Onwvcanve
2) VaeHTudmrkaumsi akTMBHbIX BELLECTB
3) MokasaTtenu kayecTBa pacTBopa:
MpospayHocTb
LBEeTHOCTb*
KWCMOTHOCTb (LWeno4yHoCcTb) unm pH
4) bakTepunanbHble 9HOOTOKCUMHbBI UM NMUPOTEHbI
5) CTepunbHOCTb
6) KonnyectBeHHOE onpeaeneHve
7) AKTVBHOCTb
8) YnakoBka
9) MapkupoBka
10) CpoK xpaHeHus
3. ['nasHble kannu
1) Onwncaxue
2) VaoeHTnrkaLms akTMBHbIX BELLLECTB
3) Mpo3payHoCTb (AN pacTBOPOB)
4) LIBeTHOCTb (4Ns1 pacTBOPOB)
5) KMCNOTHOCTb Mn LWEN04YHOCTb, nnu pH
6) CTepnnbHOCTb
7) KonuyectBeHHOe onpenenexHvie
8) YnakoBka
9) MapkupoBka
10) CpoOK xpaHeHus (B TOM Yucne nocne BCKPbITUS)
4. YKupgkme nekapctBeHHble OpMbI A1 BHYTPEHHETO Y HAPY)XXHOrO MPUMEHEHNS
1) Onwncaxue
2) VoeHTudrkaumsi akTMBHbIX BELLECTB
3) pH
4) [MnoTHoCTb
5) Mukpobronornyeckas YncToTa Un CTEPUITbHOCTb
6) KonuyectBeHHOE onpeaenexHve
7) YnakoBka
8) MapknpoBka
9) CpoK xpaHeHus
5. Aaposonu
1) OnucaHve
2) VaeHTudrkaumsi akTMBHbIX BELLECTB
3) KonuyecTtBo n3Bnekaemblx 403 B KOHTENHEPE

4)

KonnyectBeHHOE onpeaeneHne




5) YnakoBka

6) MapknpoBka

7) Cpok xpaHeHus

6. TabneTtku

1) Onucanne

2) VaeHTnrKkaLums akTMBHbIX BELLLECTB

3) CpepfHsia Macca U 04HOPOAHOCTb Macchl

4) VcTnpaemocTb

5) PacnapgaemocTtb

6) Mukpoburonornyeckas YymctoTta

7) KonuyectBeHHoe onpegenexHve

8) YnakoBka

9) MapknpoBka

10) CpoK xpaHeHus

7. IMopoLku (cyxue nekapcTBeHHble hOpPMbI A1 HAPY)KHOTO U BHYTPEHHETO NMPUMEHEHWS)
1) Onucanne

2) VpeHTudrkaumst akTMBHbIX BELLECTB

3) O[HOPOAHOCTL MacChl NN OAHOPOAHOCTL CoAePXaHus (415 NOPOLLKOB B OAHOA030BOM KOHTENHEpe)
4) Macca cogepXnumoro KoOHTeHepa (Ans NopoOLIKOB B MHOro030BOM KOHTEWHEPE)
5) CTepunbHOCTb U MUKpobronormyeckas YucToTa
6) KonnyectBeHHoe onpeaenexHve

7) YnakoBka

8) MapknpoBka

9) CpokK xpaHeHus

8. Kancynbl

1) Onucanue (B TOM YMcrie 060104KN Kancynbl U COOAEPXXMMOro)
2) VoeHTnmkaumsa akTUBHbIX BELLLECTB

3) PacnagaemocTtb

4) Mukpobuonoruyeckasi YuncTora

5) KonunyectBeHHOE onpeaenexHve

6) YnakoBka

7) MapkupoBka

8) CpokK xpaHeHus

9. Cynnosutopuu (neccapum)

1) Onwvcanue

2) VoeHTnmkaLumsa akTUBHbIX BELLLECTB

3) CpepfHsia Macca U 0OfHOPOAHOCTb MacChl

4) Mukpoburonornyeckasi Yyuctora

5) KonnyectBeHHOe onpeaenexHve

6) YnakoBka

7) MapkupoBka

8) Cpok xpaHeHus

10. Msrkne nekapcTBeHHble HOpMbI

1) Onwncaxue

2) VoeHTudrkaumsi akTMBHbIX BELLECTB

3) pH

4) CTepunbHOCTb UM MUKpobuonornyeckast YucToTa
5) KonnyectBeHHOe onpeaenexve

6) YnakoBka

7) MapkupoBka

8) Cpok xpaHeHus

11. HacTtorkn

1) Onwncaxue

2) VaeHTnmrkaums akTMBHbIX BELLLECTB

3) CogepxaHue 3TaHorna Uin OTHOCUTENbHAst MITOTHOCTb
4) Mukpoburornornyeckasi YyuctoTa

5) KonnyectBeHHOE onpeaeneHme

6) YnakoBka

7) MapknpoBka

8) CpoK xpaHeHus

12. OKCTpaKThl

1) Onwncanue

2) M aeHTudrkaumsi akTMBHbIX BELLECTB

3) OTHOCUTENbHAs NIIOTHOCTb UK COAEPXAHUE 3TaHOMa (KUAKUE SKCTPaKThI)




4)

KonnyectBeHHoe onpegerneHue

5) Mukpobuonoruyeckas Ynctora
6) YnakoBka
7) MapkupoBka
8) CpoK XpaHeHUs
13. JlekapcTBEHHOE pacTUTENbHOE Chipbe, COOpbI, hacoBaHHast NPoAYKUMS
1) Onvcanne
2) WaeHTudpmkaums:
MaKpOCKOMWS;
MWKPOCKOMWS;
Ka4yeCTBEHHbIE U/UMNN TMCTOXMMUYECKME pPeaKLuu;
Xpomarorpadumyeckne ucnblTaHns (TCX, ra3oBas U BbICOKOI(hEKTUBHASA XKMOKOCTHaA xpomaTorpadums u
Apyrve)
3) OKCTPaKTMBHbIE BELLECTBA UMW KONTMYECTBEHHOE onpeaeneHne
4) Mukpobuonoruyeckas YncTora
5) KonuyectBeHHoe onpegeneHme*
6) YnakoBka
7) MapknpoBka
8) CpoK xpaHeHus
* NpY HanNM4MK NokasaTtensi B HOPMaTUBHOM JAOKYMEHTe
Mpunoxenne 11
k MNpaBunam nposeneHus
oueHkn 6esonacHocTn
N KayecTBa fiekapCTBEHHbIX CPeaCTB
N MEAVLMHCKUX U3OEeNnN,
3apernMcTpMpoBaHHbIX B
Pecny6nuke KasaxcrtaH
dopma
MuHncTepcTBO 3apaBooxpaHeHns Pecnybnukn KasaxcraH
HaumeHoBaHve 1 agpec 3kCnepTHOW opraHn3auum
CepTudumkaT cooTBETCTBUA NpoayKumm (Mpu cepum/naptum)
oT « » 20__ropa Ne
[encteutenbHO A0 « » 20 roga npuv cobnogeHnn yCrnoBuii XxpaHeHns

1. HacTosimit cepTudmkaT COOTBETCTBUSA NPOAYKLUMM (MpY cepumn/napTii) yaoCToBEpsieT, YTO AOSIKHLIM

o6pasom naeHTudmumnpoBaHHas

npoayKuus

HaunmeHoBaHWe 1 TN NpoayKuun, pasmep nNapTun, Cepusi, Cpok roaHOCTU

npoun3eeaneHHas
CTpaHa, HanmeHoBaHuWe npeanpuaTna, HanMmeHoBaHue npeanpuAaTnAa-nponssognTena
cooTBeTCTBYEeT Tpe6OBaHMﬂM ©6e30MacHOCTM U KayecTBa, YCTaHOBJIEHHbIM B

HOpMaTUBHbIVI(€) AOKYMEHT(bI)
2. 3agsuTtens

HaMMeHoBaHue, aapec
3. CepTudukaT COOTBETCTBUS NPOAYKUMK (NPU cepum/napTum) BblAAHO Ha OCHOBAHWUM

npoTokona(oB) UCnbITaHU

HavMeHOBaHWe akkpeanTOBaHHON(bIX) nabopatopuun(in), Ne aTTectata(oB) akkpeauTaumm(i)
4. NlononHuTtensHasa nHdopmaums

Mognucu YNOJTHOMOYEHHbIX ML

noanucb O.N.0. (npy Hanu4um)

noanucb O.N.0. (npy Hanu4um)

Mpunoxenne 12




k MpaBunam npoeeaeHus

OLleHKkK 6e3onacHoOCTH

N KayecTBa NEeKapCTBEHHbIX CPEACTB
N MeaULIMHCKMX U3Oenuii,
3aperMcTpupoBaHHbIX B
Pecny6nuke KasaxcTtaH

dopma

MwuHKCTEpCTBO 3apaBooxpaHeHuss Pecnybnuku KasaxcraH

HanmeHoBaHve 1 agpec akcnepTHOW opraHusaumm

CepTudukaT COOTBETCTBUSA NPOAYKLMM (NPpW AeKnapypoBaHn)

oT « » 20__ropa Ne

[encteutenbHO Ao « » 20 roga npu cobniogeHnmn ycnoBuin XxpaHeHus
1. Hacroswwmin ceptudmkat cooTBETCTBUS NpoayKumu (Mpu OeKnapvpoBaHWMK) YAOCTOBEPSET, YTO AOJIKHbLIM
o6pas3om naeHTudmumpoBaHHasa NpoayKUNS

HavMeHOoBaHWe 1 TN NPOAYKUUN

npounseeaeHHas COOTBETCTBYET
cTpaHa, HanMeHoBaHWe NPeanpuUATUs, PUPMbI

TpeboBaHUsiM Ge3onacHOCTM 1 KayecTBa

2. 3aaBuTENb

HanMeHoBaHue, agpec
3. CepTtudpukat cooTBETCTBMNS NPOAYKLMN (MPU AEKNapupoBaHnM) BblAaH Ha OCHOBaHWU
ceptudmkarta

GMP, Ne, nata Bblgaun, cpok gencteust unu 1ISO 13485, Ne, paTa Bblaayn, Cpok OeNCTBuUS
4. ononHutenbHas Hopmauun

Mognucu YNOJTHOMOYEHHbIX ML

noanucb ®.1.0. (npu Hann4un)

noanvcb ®.N.0. (npy Hann4mK)

MpunoxeHune 13

k MNpaBunam nposeneHus

oueHkn 6esonacHocTn

N KayecTBa flekapCTBEHHbIX CPeacTB
N MEAVNLMHCKUX U3aenuin,
3apernMcTpMpoOBaHHLIX B
Pecny6nuke KasaxcrtaH

Anroputm ot6opa 06pasLoB NpoAyKLUN

1. Anroputm otbopa 06pasLoB nekapCTBEHHbIX CPeACTB

O6pasubl 0TOMPAOT OT Kaxaow cepum (NapTum) NekapcTBEHHOro cpeacTaa.

YnakoBoYHyl0 Tapy (Awwukun, kopobku, mewkun, OyTbinu, GapabaHbl) noaBepratT Hapy>XHOMy OCMOTPY Ans
NPOBEPKM COOTBETCTBUSA TPeOOBaHNAM HOPMATUBHOW JOKYMEHTaLWK.

O6pasubl OTOMpalT TOMBKO W3 HEMOBPEXAEHHbIX, YKYMOPEHHbIX W YMakoBaHHbIX COrMacHO HOPMAaTUBHOMY
AOKYMEHTY YNakoBOYHbIX Tap.

Mpn oTbope 06pasLoB NPUHMMAIOTCA Mepbl NPeOCTOPOXHOCTH, Y4MTbIBAsi TOKCMYHOCTb, B3pPbIBOOMACHOCTb,
OrHeOonacHoOCTb, IMIPOCKONMUYHOCTb NEKAPCTBEHHbBIX CPEACTB, a TakkKe ANs NPefoXpaHeHUs UX OT 3arpsi3HEHUN.

[nsa npoBeaeHWs NCNbITaHWSA NeKapCTBEHHbIX CPeACTB, MEAULIMHCKUX U3OeNuiA Ha COOTBETCTBUE TpeboBaHUAM
HOpPMaTMBHOIO AJOKYMEHTa NPOBOAAT MHOFOCTYNeHYaTbIi 0T6op 06pa3sLoB.

Mpu MmHoroctyneHyatom oTb6ope, obpasubl B KaxgowW CTyneHun oTbupalT cnyyarHbiM obpasom B
NponopuUMOHanbHbIX KONTMYECTBaxX U3 eanHuL, 0TOOpaHHbIX B MpeablayLuen cTyneHn. Yncno ctyneHern onpegensiercs
BMAOM YMNaKoOBKM.

MepBas cTyneHb: 0TO0P eAMHMUL, YNakoBOYHOM Taphbl (SLLMKOB, KOPOGOK, MeLLKoB, ByTeinen, bapabaHoB);

Btopas cTyneHb: OoTOOp YNakoOBOYHbIX €4MHWL, HaxXOAAWMXCS B YNakoBOYHOW Tape (kopobok, (hnakoHoB,
6aHoKk);

TpeTbs cTyneHb: 0TOOP NPoAyKUMM B MEPBUYHON ynakoBke (amnys, orakoHOB, TyD, KOHTYPHbIX YNaKoBOK).



ns pacyeTa oT60Opa KONMMYECTBA MPOAYKLMW Ha KaX/aoi CTyneHu ucronbayloT cdopmyny 0,4 Vn, roe n -
Konm4yecTBo obpasLoB AaHHOW CTyneHn ogHoW cepun (maptum). MonyvyeHHoe B pe3dynbTate nogcyeta no cgopmyne
APOGHOE YMCIO OKPYrMsAOT B CTOPOHY YBENWYEHWUsT A0 LeNOoro Yncna, Kotopoe JOrmKHO ObiTb He MeHee 3 1 He Bonee
30.

B cnyyae HepocTaTo4HOro konuyecTsa 06pasuoB Anst NPOBEAEHUS UCTbITaHUS MOBTOPHO OTOMpatoT obpasubl,
KaK yka3aHo BblLLE.

2. Anroputm oT6opa 06pasLoB MeOUUNHCKMX U3genui

1) B npouecce otbopa o6pa3uoB B obLem criyyae yumTbiBaeTCs:

O[HOPOAHOCTb NapTuK;

npeacTaBUTENBHOCTb BbIGOPKK MO COCTaBY;

npeacTaBUTENBHOCTb BbIGOPKM MO KOMUYECTBY;

COOTBETCTBME 06pa3sL 0B NAEHTUMMKALMOHHBIM NPU3HaKaMm NpoayKLmK;

2) oTbmpaemble obpasLpbl MO KOHCTPYKLMKU, COCTaBy M TEXHOMOIMW U3rOTOBIEHWUS COOTBETCTBYHOT NMPOAYKLMM,
npegHasHayYeHHon Ans peanusauuu;

3) Bblibopka no cocTaBy 00pasuUOB OTpaxaeT BCH COBOKYMHOCTb OAHOPOOHOW MpoAyKuuW, sIBNSAOLENncs
06beKkToM oLeHkn 6e3onacHOCTU M KadecTBa C y4eTOM pasfuyusi CBOWCTB OTAENbHbIX TUMOB (MapoK, pasMepos,
TMNOB, MOAENeNn) Tako COBOKYNHOCTU;

4) 06pasupl, 0TOOpaHHbIE ANS NPOBEAEHUS UCTIbITAHUIA HE BO3BpaLLaloTCs 3akasuunky.

MpunoxeHune 14

k MNpaBunam npoBeaeHns

oueHkn 6esonacHocTn

N KayecTBa feKkapCTBEHHbIX CPeacTB
N MEeAVLMHCKNX U3genun,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTaH

dopma

AkT oTBopa 06pasLoB NPoAYKUMM

oT « » 20__ropa Ne

3asBuTens:

(HaMmeHoBaHWe opraHusauum, agpec)
Anpec 1 mecTo oT6opa:

OT60p Npob npoussen:

damunus, nvsi, oT4ECTBO (MPU €ro HaNU4YMKM) NMLa, ocyLLECTBUBLLErO 0TOOPp 0bOpa3suoB
AKT cocTaBneH:

damunus, Ums, OTYECTBO (NPU ero HanU4MM) NPeacTaBUTENS SKCNIEPTHON OpraHM3aumm
Unn TeppUTOpMarnbHOro AenapTaMmeHTa rocyapCTBEHHOMO opraHa
C y4yacTmem:

damunus, nvs, oT4eCTBO (MPU €ro HaNU4MKM) 3asBUTENS UK ero NpeacTaBMTeNns
O6pasubl NpeabaBNeHHOM NPoAyKUMM 0TOBpaHbl B COOTBETCTBUU C

(HaI/IMEHOBaHVIe HOPMaTuBHOIO ,EI,OKyMeHTa)
O UCMbITaHWI C Lenblo oLeHKM 6e3onacHoCTU U kavecTBa

npoayKuum
MpoaykumMs nony4yeHa no:

(ToBapHO-TPAHCNOPTHON HaknagHou; x/a keutaHumm Ne,

no KoHTpakTy Ne, aata; aorosopy Ne, gara)
MpoussoguTtens:

(cTpaHa, opraHmnsauus (MHAMBUAYanbHbIN NpeanpuHMMaTens), agpec)
[NocTaBLuK:

(cTpaHa, opraHu3auus (MHauBUAyanbeHbI NpeanpyHUMaTens), agpec)
OCMOTPOM YCTaHOBMEHO:

YcnoBusi XxpaHeHus:

Bug n cocTosiHme Tapbl, YNaKoOBKMU, EMKOCTen:



Hagnucum Ha ynakoBke 1 aTUKeTKax:

O6pasubl 0ToGpaHbl OT NPOAYKLMK, NPeAbsBNEHHON NoA HAaMMEHOBaHUEM:

HaumeHoBaHue obpasuoB EgnHuua Homep | Pasmep HaTta Cpok Konnuecteo
npeabABNEHHON n3mMepeHusa | naptum | napTumM | NpouM3BoACTBa | rogHOCTU OTOBpaHHbIX
npoayKumn 06pasLoB Npodykuun
1 2 3 4 5 6 7

KoHTponbHble 06pasLbl B KONIMYECTBAX, PaBHbIX KONMYECTBY OTOOPaHHLIX 06pas3LoB, oneyaTaHbl U XpaHAaTCs B
Haanexalwyx YCroBusIX B TeYeHue cpoka LeWCTBUS cepTudmKaTa COOTBETCTBUS Mpoaykumu (naptusa/ cepust) y
3asBUTENS.

MpeacTaBuTeNb 3KCNEPTHON opraHu3aumu/

TeppuTopuanbHoOro AenaptaMeHTa

YNOMHOMOYEHHOro opraHa:

(noanuceb) ®.1.0.(npn Hann4umu)
3aasutens
(nognuce) ®.U.0.(npy Hannymm)
MpunoxeHune 15
k MNpaBrnam npoBeeHUs OLEHKM
6e30nacHOCTM U kKavecTBa
NEeKapCTBEHHbIX CPEACTB U
MEeOULMHCKMX U3enui,
3aperncTpmMpoBaHHbIX
B Pecnybnvke KasaxctaH
dopma
AKT npuema-nepeaayun o6pasLoB NpogyKUmu
oT « » 20__ropa Ne
3asBuTtens:
(HanmeHoBaHWe opraHusauuu, agpec)
Appec n mecto otbopa:
OT60p Npob npoussern:
®.N.0. (npn Hann4mu) nuua, ocylectemaLlero otéop obpasuos
O6pa3supl NnpeabaBNeHHON NpoayKumnn 0TobpaHbl B COOTBETCTBUM C
(HanmeHoBaHWe HOPMaTUBHOIO JAOKyMEHTA)
ONS UCMbITaHWUIA C LEenNbo OLEHKN 6@30nacHOCTM 1 KavyecTBa NpoayKuum
Mpoaykums nonyyeHa no:
(ToBapHO-TPAHCMNOPTHON HaknagHoW; /A kButaHumm Ne,
no koHTpakTty Ne, narta; gorosopy Ne, nara)
MpoussoguTens:
cTpaHa, opraHusauusi (MHaMBUAyanbHbIA NpeanpuHuMaTens), aapec
[NocTaBLuK:
(cTpaHa, opraHusauus (MHouBUAyanbHbIV NpeanpyHUMaTens), agpec)
O6pa3subl 0To6paHbI OT NPOAYKLUMK, NPpeabABNEHHON NOA HAUMEHOBAHNEM!
HanmeHoBaHue obpasuoB EgmHuua Homep | Pasmep HaTa Cpok Konnuecteo
npeabsBNeHHON n3MmepeHust | napTum | naptum | npousBoacTBa | rogHOCTU 0TOOpaHHbIX
npoayKLmuu 06pasuoB npoaykuum

1 2 3 4 5 6 7

KoHTponbHble o6pa3ub| B KONnn4yecTBax, paBHbIX KOJIM4ECTBY OT06paHHbIX 06pa3LI,OB, one4yaTtaHbl U XpaHATCA B
Hagnexawmnx ycrnoBuax B Te4eHne Cpoka OencTeunsa ceptndurkata cooTBeTCTBUA npoaykuum (I'IapTI/IFl/ Cepl/lﬂ) y
3adaBuTend.




3aaBuTenb:

(mognuce) O.N.0.(npy Hanuumm)
O6pasubl NPUHATLI:
MpepcTtaBuTENb 3KCNEPTHOW OpraHn3aumm

(nogmuce)  ®.N.0. (npun Hannynm)
[ata npuema o6pasLoB 3KCNEPTHOW OpraHn3aLumen:
« » 20_r.

MpunoxeHve 16

k MpaBunam npoeeaeHus

OUeHKn 6e3onacHoOCTH 1

KayecTBa NekapCTBEHHbIX CPEACTB
N MeaMLIMHCKMX U3Oenuii,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcrtaH

MecTto HaHeceHus
3Haka n/unu Homepa attectaTa AKKpeamTauum

dopma

MuHncTepcTBo 3apaBooxpaHeHns Pecnybnukn KasaxcTaH

HanmeHoBaHWe rocyfapCTBEHHOW IKCMEPTHOW OpraHun3aumm

ATTecTaT akkpeauTauum ucnbitatensHoi naéopaTtopum (N2, cpok AerncTBus )

Appec, TenedgoH 3KcnepTHOM opraHnsauum (UcnbiTaTenbHoN naéopatopum)

MpoTokon ucnbiTaHni

Ne oT « » roga CtpaHuua /KonuyecTso NuUcToB __
3asBuTtens (HaumeHoBaHve, afgpec):

HavnmeHoBaHue npoaykunmn:

Bwug ncnbitaHum:

OcHoBaHue:

MpoussoguTens, cCTpaHa:

Cepus, naptus: [ata npousBoacTea: CpoK rogHocTu:
Konuyectso 06pasLoB:

[ata Hayana u aaTta OKOHYaHUS UCMbITAaHWUN:

O603HayeHne HOPMaTUBHOIO AOKYMEHTA Ha MPOAYKLUMIO:

O6o3HaueHne HOPMaTMBHOIoO AOKYyMEHTa Ha MeTOobl NCNbITAHWIA:

PesynbTaTthl UCnbiTaHU

HavmeHoBaHue TpeboBaHMs HOPMATMBHOIO AOKYMEHTa Ha TOC v BnaxHocTb (%)
nokasartenemn NpOoAYKLMIO

1 2 3

3aknioyenne: [peactaBneHHble obpasubl COOTBETCTBYIOT/HE COOTBETCTBYHOT TpeboBaHMAM HOpPMaTUMBHBIX
AokymeHTOB. (HyxHOe noayepkHyTb)
Moanucy ynonHOMOYEHHbIX N

(OOMKHOCTB) (noanuce) ®.1.0.(npy Hanu4mm)

(BomkHOCTB) (mognuce) ®.1.0.(npn Hann4mm)

(BomkHOCTb) (mognuce) ®.1.0.(npn Hann4mn)




npOTOKOJ'I ncnblTaHUn pacnpocTpaHAeTCAa TONbKO Ha 06pa3u,b|, noaBeprHyTble UCMbITaAHNAM.
MonHaa wnn YacTuyHasa nepenedvatka MPOTOKOSiA WCNbITAHUA 06e3 NUCbMEHHOrO paspelleHnss 3KCnepTHOM
OopraHusauunun 3anpetLleHa.

MpunoxeHune 17

k MNpaBunam nposeaeHns
OLleHKN Ge3onacHoCTU u
KayecTBa NnekapCTBEHHbIX
CpeacTB ¥ MEAULIMHCKNX
N3penun, 3aperncTppoBaHHbIX
B Pecnybnuke KasaxctaH

dopma

MuHncTepcTBo 3apaBooxpaHeHns Pecnybnukn KasaxcTaH

HaumeHoBaHVe 1 agpec 3KcnepTHOW opraHusauum
MpunoxeHune
K cepTudmkaTty COOTBETCTBUSA NpoayKumum (cepun/naptumn) Ne

lMepeyeHb KOHKpETHOW MNpOAYKUUKW, HA KOTOPYH PacnpoCTpaHsAeTcsi OAeWCTBUE cepTudukata COOTBETCTBUS
npoaykummn (cepumn/naptmm)

HavmeHoBaHue 1 TMn npoaykuumn, cepua, CpoK rogHoOCTH, O06o3HaveHne HOPMaTMBHOIo AOKYMEHTa, No KOTOpoOMY
pasmep napTun, HaMmeHoBaHMe npeanpnaTuA, BbINyCKaeTCAa NpoayKuna
HanMeHoBaHne npeanpuaTua - npon3BoanTend, ctpaHa-
npounssoguTengd

I'Ionnmcm YNOJTHOMOYEHHbIX ML

noanvchb ®.UN.0. (npn Hann4mn)

noanvchb ®.N.0. (npn Hann4un)

MpunoxeHune 18

k MNpaBnnam npoBeeHUS OLEHKM
6e3onacHOCTA 1 Ka4ecTBa NEKapCTBEHHbIX
CPeACTB U MEANLMHCKUX U3AENNNA,
3aperncTpupoBaHHbix B Pecnybnuke KaszaxctaH

dopma

MwuHKCTepcTBO 3apaBooxpaHeHust Pecnybnuku KasaxcraH

HavnmeHoBaHWe 1 agpec aKCnepTHOW opraHu3auum
MpunoxeHve
K cepTndmkaTy COOTBETCTBMA Npoaykumnn (npy aeknapuposaHmun) Ne

MepeyeHb KOHKPETHOW NPOAYKLMM, HA KOTOPYIO pacnpocTpaHsieTcst AenNCTBUE cepTudukaTa CooTBETCTBUS
npoayKummn (Npv geknapvpoBaHum)

HavnmeHoBaHue, TvMN, Mapka NPOAYKLUK, CEPUSI, CPOK O60o3HaveHne HOPMaTUBHOTO AOKYMEHTa, Mo KOTOPOMY
rogHoCTW, pa3Mep NapTumn, HaUMeHOBaHWe BbIMycKaeTcs NpoayKums
npeanpusaTusi, GUPMbI-U3roTOBUTENS, CTpaHa-
npousBoauTENs

Mognucu YNOJTHOMOYEHHbIX ML

noanvcb ®.1N.0. (npy Hanu4um)

noanvcb O.1N.0. (npy Hanu4um)

Mpunoxenne 19




k MpaBunam npoeegeHUsi

OLleHKkK 6e3onacHoOCTH

M KayecTBa NeKapCTBEHHbIX CPEACTB
N MeaULIMHCKMX U3Oenuii,
3aperMcTpupoBaHHbIX B
Pecny6nuke KasaxcTtaH

dopma

MwuHKCTEpCTBO 3apaBooxpaHeHuss Pecnybnuku KasaxcraH

HanmeHoBaHve 1 agpec aKkcnepTHOW opraHu3aLmm

HaunmeHoBaHue, 3asBuTens

AOJIKHOCTb, UHULUMan nMeHun
n C*)aMVIJ'IVIﬂ pykoBoauTena

agpec 3adasutens

PelueHne o npuocTtaHoBNeHnn, oT3biBe cepTudurkaTa CoOOTBETCTBUS NpogyKumm (Npu cepun/naptun),
cepTudumkata CoOOTBETCTBUS NPOAYKLUN (MPU CEPUNHOWN OLEHKE), cepTudmKaTa COOTBETCTBUS NPoayKLumK (Npu
AeknapmpoBaHumn)

oT « » 20__ropa Ne

HavMeHOBaHWe 3KCNepTHOW opraHunsaunm
coobulaeT:
1. CornacHo Bawen 3asBke OT « » 20___ropa BblgaH cepTudukat COOTBETCTBUA
npoaykumu (Npu cepun/naptum), cepTndnkaT CoOoTBETCTBUA NPOAYKLUN (MPU CEPUAHON OLEHKE),
cepTudmKaT COOTBETCTBMSA NPoAYKUMM (Npu AeKnapupoBaHun) (ykasaTb HyxHoe) Ne
oT « » 20 ropaHa

HanMmeHoBaHue npoaykunn,

2. B cooTtBETCTBUM C

(yka3aTb ocHOBaHue)
cepTudmKaT COOTBETCTBUSA NPOAYKUMM (Npy cepun/napTum), cepTudmnkaT COOTBETCTBUS NMPOAYKLUN
(nNpu cepuiHom oueHkKe), cepTndukaT COOTBETCTBUSA NPOAYKUUN (Npy AeKnapupoBaHum) (ykasaTb
HY>XHO€) MPUOCTaHOBNEHO, OTO3BaHO €ro AencTBue (yka3aTb HYXHOE) C « »
20 roga.
MpunoxeHwue:

(ykasaTb AOKYMEHTbI, HA OCHOBaHUW KOTOPbIX MPUOCTaHOBEHO, OTO3BAHO
cepTudumKaT COOTBETCTBUA NPOAYKLUMM (Npy cepuu/napTun), cepTudukaT CoOOTBETCTBUSA
NpoAyKuMm (Npy CEPUNHON OLEHKe), cepTudukaT COOTBETCTBUSA
npoAayKuMmn (Npv AeknapvpoBaHum)
Moanmcm ynornHOMOYEHHbIX nuL,

noanuch ®.1.0. (npu Hanuuumn)

noanuch ®.1.0. (npu Hanuuumn)



