Mpukas MnHucTpa 3gpaBooxpaHeHus U coumnanbHoro pa3Butua Pecnybnuku KasaxcraH ot 26 Hosi6psa 2014
ropa Ne 269
06 yTBepxaeHun NpaBun npoBeAeHUs oLeHKM 6e30NacHOCTU U KavyecTBa NeKapCTBEHHbIX CPeAcTB U
MeAULMHCKUX U3[ernui, 3apermcTtpupoBaHHbIX B Pecny6nuke KasaxcrtaH
(c usameHeHuUsaMU Mo cocmosiHuto Ha 17.05.2019 e.)

Bazonoeok usnoxeH 8 pedakyuu npukasa MuHucmpa 30pasooxpaHeHusi PK om 17.05.19 e. Ne KP [CM-82 (cm.
cmap. ped.)

B cooTtBeTcTBUM ¢ noanyHkTom 84) nyHkTa 1 ctathm 7 Kopekca PecnyGnuku Kasaxcran ot 18 ceHtabps 2009
roga «O 3gopoBbe Hapoaa u cucteMe 3agpaBooxpaHeHusi» MPUKA3BbIBAIO:
lyHkm 1 usnoxeH 6 pedakyuu npukasa MuHucmpa 30pasooxpaHeHusi PK om 17.05.19 2. Ne KP [JCM-82 (cMm. cmap.
pea.)

1. YTBepanTb npunaraemble [paBuna NpoBeAeHUs oLeHKN 6e30nacHOCT U KayecTBa NekapCTBEHHbIX CPeACTB
N MEAVLMHCKNX U3aenun, 3aperncTtpupoBaHHbix B Pecnybnuvke KasaxctaH

2. KomMuteTy KOHTpONsa MeavumHCKon 1 hapMaueBTUYeCckon aeaTenbHocT MruHucTepcTea 3gpaBooXpaHeHns 1
coumanbHoro pa3sutua Pecnybnukn KasaxctaH B yCTaHOBNEHHOM 3akoHOAATeNbHOM nopsigke obecneunTb:

1) rocynapCTBEHHYO PErMCTPALIMI0 HAcTosLLEro npukasa B MuHucTepcTBe toctuummn Pecnybnukmn Kasaxcrah;

2) B TeyeHWe [eCATW KaneHgapHbIX OHEN MNocne rocy4apCTBEHHOW perMcTpauumM HacTosiLLero npukasa B
MuHuctepcTBe toctuumm Pecnybnuku KasaxctaH HanpaBneHue Ha odwuumanbHoe onybnvkoBaHue B CpeacTBax
MacCoBOW MHOPMaLMK U NHPOPMALIMOHHO-NPAaBOBOM CUCTEME «DaineT»;

3) pa3melLeHne HacToALEero npukasa Ha MHTepHeT-pecypce MUHUCTEpPCTBa 34paBOOXPaHEHMS 1 COLMarbHOro
pas3BuTUS HaceneHusa Pecnybnvkn KasaxctaH.

3. KoHTponb 3a uMCnonHeHMeM HacCTOosLLEero npukasa BO3MNOXWUTb Ha Buue-MuvHUCTpa 34paBoOOXpaHEHUs U
coumanbHoro passutusa Pecnybnukm Kazaxctad MycuHosa C. P.

4. Hacroswuin npukas BBOAMTCS B OEWCTBME MO UCTEYEHWUN OECATU KaneHgapHbIX AHEN Nnocne AHSA ero nepeoro

odomumansHoro OI'IY6J'IVIKOBaHVIF|.

MuHucTp T. OynceHoBa

lMpasuna uanoxeHbl 8 pedakyuu rnpukada MuHucmpa 30pasooxpaHeHusi u coyuanbHozao passumusi PK om 28.06.16
2. Ne 569 (cm. cmap. ped.); npukaza MuHucmpa 30pasooxpaHeHuss PK om 17.05.19 2. Ne KP JCM-82 (cm. cmap.

ped.)
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YTBepXaeHbl

npvikasom MuHuCTpa 3gpaBoOXpaHeHus
1 coumanbHOro pa3suTus

Pecnybnukn KasaxcTtaH

oT 26 Hos6pst 2014 roga Ne 269

MpaBuna
npoBeAeHUs OLEeHKN 6e30NacHOCTU U KavyecTBa NeKapCTBEHHbIX CPEeACTB U MEAULIMHCKUX U3aenun,
3apernctpupoBaHHbIX B Pecnybnuke KasaxcrtaH

MnaBa 1. O6LwWue nonoxeHus

1 Hactoswme [MpaBuna npoBedeHuss oueHKM 6e30nNacHOCTM M KavecTBa NEKApPCTBEHHbIX CPeacTB U
MeOMLMHCKMX U3aenuin (ganee - Npoaykums), 3apermctpupoBaHHbix B Pecnybnuke KasaxctaH (panee - lNpasuna),
onpefenstoT Nopsaok NpoBefeHUs OueHKM 6e30nacHOCTM U KayecTBa NeKapCTBEHHbLIX CPeACcTB UM MeAMLMHCKUX
n3aenuin, saaperncTpmpoBaHHbix B Pecnybnvke KasaxctaH, n pacnpocTpaHsoTcs Ha cybbekTbl B cdepe obpalueHns
NeKapCTBEHHbIX CPEACTB Y MEQULMHCKUX U3OENWI, rOCyAapCTBEHHbIN opraH B cdepe obpalleHus nekapCTBEHHbIX
CcpeacTB U MeOMUMHCKUX M3AEeNWIA (ganee - rocyfapCTBEHHbIN OpraH), rocy4apCTBEHHYHO 3KCMEPTHYHO OpraHM3aLmio B
cdepe obpalleHns nekapCcTBEHHbIX CPeaCTB U MEAMLMHCKUX U3OeNvi (ganee - akcnepTHas opraHnsauus).

2. OueHka 6esonacHOCTM M KadecTBa NPOAYKUMM B COOTBETCTBUM C MyHKTOM 2 cTatbu 63-1 Kopekca
Pecny6nukn Kasaxctan ot 18 ceHtabps 2009 roga «O 300poBbe Hapoda v cucTeMe 34paBOOXpaHeHus» (ganee -
Kopgekc) OTHOCMTCA K roCyAapCTBEHHOW MOHOMOMMM U OCYLUECTBASETCS 3KCMNepTHOM opraHusaumnen -
PecnyGnuvkaHckum rocygapCTBEHHbIM NPEAnpUATMEM Ha NpaBe XO3NCTBEHHOrO BeAeHUs «HaumoHanbHbIA LEHTP
3KCNepTU3bl NEeKapCTBEHHbIX CPeACTB M MeOUUMHCKMX m3genui» KomuTteta koHTpomns kadectBa M 6esonacHocTu
ToBapoB M ycnyr MwuHucTtepcTBa 3gpaBooxpaHeHuss Pecnybnvkvu KasaxcraH, wumerowen ucnbitatenbHble
nabopatopuu, akkpeaMToBaHHbIE B MOpsAAKe, ycTaHOBNeHHOM ab3auem aBa nyHkta 3 ctatbu 14 Kogekca.

3. OueHka 6e30MacHOCTU 1 KayecTBa NPOAYKLMUN OCYLLECTBNSIETCH C LiENbio:

1) noaTBEpXAeHMA 6e3onacHOCTU 1 KayecTBa NPOAYKLUMU B MOCTPEMMCTPALMOHHbBIV NEPUOS;

2) noaTBepxaeHns 6e3onacHOCT M KavecTBa NPOAYKUMMW, U3BATOW C PbiHKA rOCYAapPCTBEHHbIM OPraHoM Mnpu
peknamaumsx, npeabsaBnsaeMbiX K Ka4ecTBy NPOayKUnK;

3) noaTBepxaeHns 6e3onacHoCTM M KadyecTBa MPOAYKUMW, U3BATOW C pblHKa rOCYAapCTBEHHbIM OpPraHoMm C
y4eTOM PUCK-OPUEHTUPOBAHHOIO NOAX0AA;

4) nogTBEpXaeHNs 6e30nacHOCTM M KadecTBa MPOAyKUMM No pesynbTatam dapmakoHag3opa NeKkapCTBEHHbIX
cpeacTB U MOHUTOPWHIa 6e30NacHOCTU, 3MEKTUBHOCTU 1 Ka4ecTBa MEANLIMHCKUX U3OENNA;

5) npenoTBpalleHust obpalleHns hanbcmrLMpoBaHHON NPoaYKUUK Ha pbiHKe Pecnybnukm KaszaxcTaH.

4. Onnara ycnyr no NpPoBeAEHNI0 OLEHKN 6e30MacHOCTM M kavyecTBa NPoayKLUMU NPOM3BOANTCS 3asiBUTENEM Ha
CYET 3KCNEepPTHONW OpraHusauum B COOTBETCTBUM C LieHaMU, YCTAHOBMEHHbLIMW YNOIHOMOYEHHBIM OpraHom B obnactu
30paBOOXPAHEHNS MO COrNMacoBaHUKO C aHTMMOHOMOSbHBIM OPraHOM B COOTBETCTBMM C MYHKTOM 2 cTatbu 63-1
Kopekca.

Fnaea 2. Mopsaok NnpoBeaeHUst OLeHKM 6e30NacHOCTM M KayecTBa NpoayKLum

5. OueHka 6e3onacHOCTM U KayecTBa NPOAYKLMN OCYLLECTBMSETCA Ha 3aperMcTpupoBaHHbIE NEKapCTBEHHbIE
cpencTea v MmeguumHckne usnenus B Pecnybnuke KasaxcraH o vx Beinycka B 06palleHue, a Takke B COOTBETCTBUM
¢ nyHkToM 3 HacTosawwmx Mpasun.

6. OueHke Be3onacHOCTU 1 kKavecTBa NoaBepraTca BBO3nMble B Pecnybnuky KaszaxctaH n nponssegeHHble Ha
Tepputopumn Pecnybnukm KasaxcrtaH nekapcTBeHHble CPeACTBa Y MeANLIMHCKUE U3OEenus.

7. OueHka 6e3onacHOCTM M KayecTBa NPOAYKLMM OCYLLECTBSETCA OAHMM M3 CrieayoLmnx cnocobos:

1) cepuiHas oueHka 6e30MacHOCTM U KavecTBa JIeKapCTBEHHbIX CPEACTB, MPOM3BEAEHHBIX B YCIOBUSIX,
cooTBeTCTBYOWNX TpeboBaHusm CTaHgapTa Hagnexallen npoussBoacTBeHHoln npaktuku (GMP) (nanee - GMP),
yTBEPXAEHHOro cornacHo noanyHkTy 115) nyHkta 1 ctaten 7 Kogekca n MeauLMHCKUX M3Oenuin, NponsBedeHHbIX B
YCrnoBWsIX, COOTBETCTBYHOLLUX TpeboBaHusaM MexayHapogHoro ctaHgapTa 1ISO 13485 nnm GMP;

2) oueHka 6e30nacHOCTY M Ka4yecTBa Kaxxaow cepum (napTum) NpoayKunw;

3) peknapupoBaHme 6e30nacHOCTM M KavecTBa MeKapCTBEHHbIX CPeAcCTB, MPOM3BEOEHHbIX B YCMOBUSX,
COOTBETCTBYHOLLMX TpeboBaHuAM ctaHgapta GMP Pecnybnukm Kasaxctan unu GMP EBpasuinckoro SkoHOMM4eckoro
coto3a (panee - GMP PK nnn GMP EASC) unn tpeboBaHusam cTpaH permoHa MexayHapoOHOn KoHdpepeHuun no
rapmMoHu3auun TexHUYecknx TpeboBaHWA K perncrpaumMm rekapcTBEeHHbIX npenapatoB Ans MeauLMHCKOro
npumeHeHuns (ICH), aBnsiowmincs rocygapcTBoM, perynsaTopHble opraHbl KOTOPbIX BXOAST B COCTaB ydpeauTtenen un
nocTosiHHbIX urneHoB ICH (ctpaHbl EBponenckoro cotsa, CoeavHeHHble LUtatel Amepukun, Anonus, Lsenuapus,
KaHapa) (ganee - GMP ICH), BBO3MMbIX MEOULMHCKUX U3AenuiA, Npou3BeaeHHbIX B YCMOBUSAX, COOTBETCTBYHOLLMX
TpeboBaHusAM mexayHapoaHoro ctaHgapta ISO 13485 w/mnun EN ISO 13485 cepTtudukatbl, KOTOPbLIX BblAaHbl
aKKpeaUTOBAHHOM opraHm3aumen ogHow M3 ctpaH OpraHusaumm 3KOHOMUYECKOTrOo COTPYAHMYECTBA U pPas3BUTUS OIS
3apybexHbix npoussoauTenen (ganee - 1ISO 13485 O3CP, EN ISO 13485), nnu GMP ICH, gns oTeyecTBeHHbIX
Npov3BOANTENEN MEAULMHCKAX U3OENUA U MEeOMUMHCKUX W3OEenui, SBNALWUXCS annapatamu, npubdopamu,
obopynoBaHueM mexayHapogHoro ctaHgapta ISO 13485.

8. 3asBuTENL CaMocTosITENBHO BLIGMpaeT cnocob npoBeaeHUst oLeHKM 6e30NacHOCTM U KavecTBa NPOAYKLNN.

9. OueHka 6e30MacHOCTU 1 KayecTBa NPOAYKLMM BKIHOHAET:
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1) 3aknoyveHVe JoroBopa Ha npoBedeHne paboT Mo oueHke Ge30macHOCTM M KavecTBa NPOAYKLUM MeXay
3asiBUTENEM W rOCyAapCTBEHHOM 3KCNEPTHON OpraHn3aunen B COOTBETCTBUM € [paxkaaHckum kogekcom Pecnybnvku
KasaxctaH o1 27 gekabpsa 1994 roaa;

2) nogavy 3as#BKM Ha MnpoBedeHMe OLEeHKM Oe3onacHOCTM M KavecTBa NpoAyKuuMu (Oanee - 3asiBka) C
NPUIOXeHMeM AOKYMEHTOB 1 MaTepuanos, NpeayCMOTPEeHHbIX nyHkTamu 11, 12 n 13 HacTosawmx MNpasus;

3) NpoBepKy NOMHOTbI JOKYMEHTOB, NPeoCTaBnsAeMbIX NPU NOAaYe 3asABKY;

4) nNpoBepKy OOCTOBEPHOCTU M CBEPKY AaHHbIX B OOKYMEHTax, npedocTaBnsieMblX Npu nogaye 3asiBKUM CO
CcBeeHNsIMM B rocyapCTBEHHOM peecTpe NeKapCTBeHHbIX CPEACTB, MeanUMHCKUX uagenun Pecnybnukn KasaxcrtaH
1 npoayKuun, NpomMsBoauTene, NPon3BoaAnTENe-ynakoBLUUKE, AepXaTene perncTpaumoHHOro yaoocToBEpeHUs, Cpoke
OENCTBUSA PErMCTPALIMOHHOIO YAOCTOBEPEHUS;

5) wucnbiTaHve 06pasyoB nNPoOAyKUMM Ha COOTBETCTBME HOPMAaTUBHOMY [OKYMEHTY MO KayecTBy, 3a
UCKMIOYEHNEM FEKapCTBEHHbIX CPeACTB U MEeAWMLMHCKUX W3[Enuii, KoTopble MpOXOAAT OueHKy 6esonacHocTu u
KayecTBa NyTem OeKrnaprvpoBaHus.

lMopaya 3asBKM M [OOKYMEHTOB 3asiBUTENEM OCYLLECTBMNSETCA B 3MNEKTPOHHOM BuAae B WHGOPMALMOHHOWM
cMcTeMe rocygapCTBEHHON 3KCMEPTHOW opraHu3aLmn.

Naparpad 1. Mopsinok nogayun 3asiBKM Ha NpoBegeHNe oLleHKM 6e30nacHOCTU U KavyecTBa

10. 3asgButenb NOCPEACTBOM MWMHMOPMALMOHHOMW CUCTEMbI TOCY4APCTBEHHOW 3KCMEPTHOW opraHusauun
npencTaBnsdeT 3asBKy Ha MpoBedeHMe oOueHkn 6e3onacHocTM M KavecTBa MpoAaykummM no ¢popme cormnacHo
npunoxexuto 1 k Hactoawmm MNpasunam.

Mpu nopgave 3asABKM Ha NpoBeAeHNEe CepUHOM OLEeHKM 6e30nacHOCTM M KadyecTBa NpPOAyKUMKU, CPOK AENCTBUA
perncTpaLmoHHOro yaoCcTOBEPEHMS COCTaBNSET HE MEHEE LUECTU MeCSILIEB CO OHA Nogaym 3asiBKU.

11. K 3asBKe npu npoBeaeHUM CEPUNHON OLEHKM Ge30MacHOCTU 1 KavyecTBa MpoayKUMWM NpeaocTaBnsaoTCa Ha
3NEKTPOHHOM HOcuTene:

1) Konus NMUUEH3NM Ha 3aHATME (hapMaLeBTUYECKON AeATENIbHOCTb C COOTBETCTBYHOLLUM MPUIMOXKEHUEM K
NLLEH3UN UMK YBELOMIIEHUS O HaYane OesATeNbHOCTU B COOTBETCTBUN ¢ 3akoHoM Pecnybnvku KasaxctaH oT 16 masi
2014 ropa «O paspeweHusax u yBegomrneHusx» (goanee - 3akoH «O paspelleHusX U YBEAOMITEHMSAX»)
(npepocTtaBnsaeTca OAUH pa3 u BHOCUTCA B 6a3y AaHHbIX 3KCNEPTHOW opraHnsaunmn);

2) cnpaBka (npou3BornbHasi popma) O HanMUuMu OONTOCPOYHBIX KOHTPAKTOB HA MOCTaBKY MPOSYKUUW UAKN UX
NMOCTOSIHHbIX NOCTaBKax MO OTAENbHbIM KOHTPaKTaMm;

3) konusA uHopmauMn o NPeanpuSATUM-NPOU3BOAMUTENE: AOCbE MPOU3BOACTBEHHON MNMOLWAAKM C y4eToM
NPOW3BOACTBEHHbIX MIOLAA0K, OCYLLECTBMNAWMX BCE 3Tanbl MNPOU3BOACTBA W KOHTPOMNSA KayecTBa, Ans
MEeOMLMHCKMUX U30eNniA 4OCbe NPON3BOACTBEHHON MIIOLLAAKM UMM PYKOBOACTBO MO Ka4ecTBY;

4) nns BBO3MMBbIX JIEKAPCTBEHHBIX CPEACTB - HOTapuarbHO 3acBUAeTeNnbCTBOBaAHHAS UMW anoCcTUIIMPOBaHHas B
cooTBeTCTBUM C TpeboBaHUsiMU [aarckoi KoHBeHUMK oT 5 okTabpst 1961 roaa «lepeyeHb rocyaapcTs, NPU3HaLLMX
anoctunb» (ganee - Maarckasi KOHBeHUMSA) Konusi cepTudmkata GMP, anst nekapcTBEHHbIX CPeacTB, NPON3BEAEHHbIX
Ha Tepputopun Pecnybnukn KasaxctaH - HOTapuanbHO 3acBUMAETENbCTBOBAHHAsi KOMUSA  OOKYMEHTa,
noaTBepXaalLero COOTBETCTBME MNPOM3BOACTBEHHOM nnowankn TtpeboBaHnsm GMP Pecnybnukm KasaxcrtaH
(npepocTtaBnsAeTca oavH pas n BHOCUTCA B 6a3y AaHHbIX 9KCMEPTHOW opraHusauuu, npu nocnegywowem obpalueHnm
NpeaoCcTaBnAeTCst KONus AOKYMEHTa);

5) HoTapuanbHO 3acBuaeTeNbCTBOBAHHAsA UKW anocTUNMpoBaHHast B COOTBETCTBMU C TpeboBaHuamK [aarckon
KOHBeHUMM konust cepTtudmkata ISO 13485 unu EN ISO 13485 unu GMP anst MeauMUMHCKUX uM3genumn
(npepocTaBnseTcs oAMH pa3 1 BHOCUTCA B 6a3y AaHHbIX 3KCMEPTHOW opraHusauuu, npyu nocregyoowem obpalleHnm
npenocTaBnsieTCcsl KONus JOKYMEHTa).

12. K 3asiBke npu npoBedeHMM OLEHKM 0e30MacHOCTM M KavyecTBa Kaxaon cepun (naptum) npogykKuum
NpeaoCTaBNATCS Ha 3NEKTPOHHOM HocuTene:

1) konNMa NUUeH3nn Ha 3aHATME hbapMaueBTMYECKON AeATENbHOCTBIO C COOTBETCTBYHOLUM MPUIOXKEHUEM K
NULEH3UN WM YBEOOMJIEHMS O Hadvane [edATenbHOCTM B COOTBEeTCTBMM C 3akoHoM «O paspelleHusix u
yBeAOMMEeHnaX» (NpeoCTaBnseTcs OAMH pa3 U BHOCUTCS B 6a3y JaHHbIX 9KCNEPTHOW opraHnsauum);

2) konus cepTudmKaTa kayecTBa NPOAYKLMM OT NPOU3BOAUTENS;

3) Ans nekapCcTBEHHbIX MpenapaToB: BakKUMH, CbIBOPOTOK, GakTepuodaroB, aHaTOKCMHOB, annepreHoB u
npenapaToB KpoBW, BBO3MMbIX B Pecnybnuky KasaxcTaH, JOMONHWUTENBHO NpefocTaBnsieTcs Konus cepTudukata
KayecTBa cepwuv, BblAaHHOrO nabopaTopven CTpaHbl MpoM3BOAMTENS wWnM  oduumansHoOn nabopaTtopuen,
YNOMHOMOYEHHOW PErynaTOpHbIM OpraHoOM NMPOBOAMBLUMIA KOHTPOSb Ka4eCcTBa C LIeNbo BbIMyCKa CepUn Ha PbIHOK;

4) xonusa cepTudmkata O NMPOUCXOXAEHUM ToBapa Afs BBO3MMbIX JEKAPCTBEHHbIX CPEACTB U MEAULIMHCKUX
n3nenun;

5) konua HaknagHown, cyeT-akTypbl UM MHBOKNCA;

6) KOMWs TAaMOXXEHHOW Aeknapaunm Ha NPOAYKUMIO (3NEKTPOHHAs), 3aBEpPEHHast OTTUCKOM NnevaTu 3asBuUTens, 3a
UCKMIYEHNEM MNPOAYKLMN NPOM3BEOEHHOW U BBO3WMOMW W3 rocyAapcTB-4neHoB EBpasviickoro 3KOHOMMWMYECKOro
COoH033;

7) Konusi KOHTpaKTa (goroeopa) Ha NocTaBKy (Mpu BBO3€) NIeKapCTBEHHbIX CPEACTB U MEAMLMHCKUX U3LENNN;

8) cnpaBka (nmpousBonbHas hopma) 0 HanMuMM roTOBbIX K peanv3aunm NeKapCTBEHHbIX CPEACTB, MEANLIMHCKNX
N3Oenni, ykasaHHbIX B 3asiBKe (TONbKO OIS NIEKAPCTBEHHbBIX CPEACTB U MEAULMHCKUX U3LAENWIA, MPOU3BEeAEHHbIX Ha
TeppuTopun Pecnybnukn KasaxcrtaH).

13. K 3asiBke npu npoBeOeHUM OLEHKM Oe3onacHOCTM U KadecTBa MPOAYKUMM MyTEM [eKnapupoBaHus
NpenocTaBnstOTCs HA ANEKTPOHHOM HocUTENE:
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1) Konust NUUEH3NM Ha 3aHATME (hapMaLeBTUYECKON AeSATENIbHOCTb) C COOTBETCTBYHOLLMM MNPUMOXKEHUEM K
NVLEH3MN UNn YBEAOMIIEHVWS O Hadvane p[esTenbHOCTM B cooTBeTcTBMM C 3akoHom «O paspelueHusx u
yBeOOMIEeHUsIX» (NpefoCcTaBnseTcs OAvH pa3 1 BHOCUTCS B 6a3y AaHHbIX 9KCNEPTHOM opraHn3auun);

2) ons BBO3MMBbIX NIEKAPCTBEHHBIX CPEACTB - HOTapuarbHO 3acBUAeTeNbCTBOBaAHHAS UMW anocTUIMpOBaHHas B
COoOTBEeTCTBUM C TpeboBaHMsaMM Maarckon KoHBeHUMM konus ceptudpmkata GMP ICH; ona nekapcTBeHHbIX CPeacTB,
npou3BedeHHbIX Ha TeppuTopum PecnyGnuvkm KasaxctaH - Konusi OOKYMeHTa, MOATBEPXKAANOLIEro COOTBETCTBME
npoussoacTeeHHon nnowagkn GMP PK unu GMP EA3C (npepocTtaBnsieTcs oavH pa3 n BHOCMTCHA B 6a3y AaHHbIX
3KCMEepPTHOM opraHu3aumum, npy nocnegyrowiem obpalleHun npegocTaBnsieTcs Konus JOKyMeEHTa);

3) Ona BBO3UMbIX MEOMLUHCKUX U3AEeNUnA - HOTapuanbHO 3acBMAETENbCTBOBAHHAsA MMM anocTUNMpOBaHHas B
COOTBETCTBUM C TpeboBaHMAMM ["aarckon KoHBeHUMK konus cepTudukaTa ISO 13485 O3CP nnmn EN ISO 13485 unu
GMP ICH, ona meanumMHCKux n3genun, aensaowmnxca annapatamm, npudopamu, o6opygoBaHuem ceptudumkathbl 1ISO
13485 (npepoctaBnseTcs oouH pa3 M BHOCUTCA B 0a3dy OaHHbIX 3KCMEPTHOW OpraHusauuv, npu nocrnegyroLem
obpalleHun npegocTaBnAeTCs KOMUS LOOKYMeHTa), ANS MEAWMUUHCKUX W3Oenuid, B TOM YuUCNe SBMASOLWUXCA
annapatamu, npubopamu, obopyaoBaHvWeM, NpPou3BOAMMbBIX Ha TeppuTopum Pecnybnukn KasaxctaH - Konuio
ceptudumkata ISO 13485;

4) konua geknapawmm o COOTBETCTBUM MPOSYKLMUN COrMacHO NPUNoXeHuto 2 Kk HacToawmm MNpasunam;

5) konua cepTudukaTta kayecTBa NpoayKLUn OT NPOM3BOAMTENS;

6) KonMus [OKYMeHTa O Ha3HayYeHUW YNOMHOMOYEHHOrO nuua MpPOU3BOAUTENS WU [OBEPEHHOCTUM Ha
YMONTHOMOYEHHOE NULO AMCTPUOBLIOTOPCKOM KomnaHum Pecnybnvkvm KasaxctaH Ons nekapcTBEHHbIX CPEeACTB U
[OBEPEHHOCTU OT MPOU3BOAMUTENSA AN MEOULMHCKMX U3AENUii O NpedocTaBneHUN Mpasa NoanvMcu Ha Aeknapauuu
6e3onacHOCTM U KayecTBa NpoAyKUMM (NpenocTaBnsieTcss OAMH pa3 M BHOCUTCA B 0a3dy [AaHHbIX 3KCNEPTHON
opraHusaumm);

7) Ona nekapCTBEHHbIX NpenapaToB: BaKUMH, CbIBOPOTOK, OakTepuodaroB, aHATOKCMHOB, anfiepreHoB WU
npenapaToB KpoBW, BBO3MMbIX B Pecnybnuky KasaxcTtaH, JOMONHWTENbHO NpegocTaBnseTcs Konus cepTudukata
KayecTBa cepuw, BbiAaHHOro nabopartopven cTpaHbl MPOM3BOAUTENS UMW MHOW oddunLMansHON cepTuduLMpoBaHHON
nabopatopueit, YNnorHOMOYEHHBIMU PEryNATOPHLIMYM OpraHaMu MPOBOAWUTbL KOHTPOMb KayecTBa C LEMbl BbiMycka
Cepun Ha pbIHOK;

8) konua cepTudukata MPOUCXOXKOAEHUS NPOAYKUMU ANsi BBO3UMbIX NIEKAPCTBEHHBIX CPEACTB U MEeOULIMHCKMX
n3genun;

9) Konusi HakNagHowW, cHeT-aKTypbl UM NHBOWCA;

10) konNusi TaMOXXeHHOW Aeknapauvm Ha NPOAYKUMIO (3NEKTPOHHas), 3aBepeHHast OTTUCKOM MnevyaTu 3asBuTens,
32 UCKIIOYEHWEM MpoayKUMM NPOU3BEOEHHON M BBO3MMOM U3 rocyaapCTB-4neHoB EBpasvMmnckoro aKOHOMUYECKOro
Col03a;

11) Konusi KOHTpaKTa (goroBopa) Ha NocTaBky (NMpU BBO3€) NIEKAPCTBEHHBLIX CPEACTB U MEANLMHCKUX U3OENWN;

12) cnpaBka (nNpou3BonbHas ¢opma) O HanmMyMu TOTOBbLIX K peanusauuvM neKapCTBEHHbIX CPEeACTB W
MEOMLMHCKMX W3AENUIA, yKa3aHHbIX B 3asiBKe (TOMbKO ANA NEKApCTBEHHBLIX CPEACTB U MEAULMHCKUX W3LEnui,
npou3BeaeHHbIX Ha TeppuTopumn Pecnybnuku KasaxcraH);

13) konua cepTudmkata Ha cOOTBETCTBME TpeboBaHWAM Haanexallen AMCTPUOBLIOTOPCKOM MpakTWKM Ans
OMNTOBON peanu3auun nekapcteeHHbIx cpeacTts (GDP), no dopme npegycmoTpeHHon [1paBunamu MHCMEKTUPOBaHUs
B cepe obOpalleHnNsi NEeKapCTBEHHbIX CPEACTB U MEAMLMHCKAX U3Oenui, YTBEPXOAEHHbIMM npukasom MuHucTpa
3gpaBooxpaHeHus Pecny6nvkn KasaxctaH ot 19 Hosiopsa 2009 roga Ne 742 (3apeructpupoBaH B Peectpe
rocyapCTBEHHON perncTpaumm HOpMaTUBHbIX NPaBoBbIX akToB nog Ne 5942).

14. B cny4ae npegoctaBneHusl He MOMHOro naketa AOKYMEHTOB, NMpedyCMOTPEHHbIX nyHktamu 11, 12 n 13
HacTosawmx [MpaBun, obHapyxeHWs HeLOCTOBEPHOW MHOpMaLMKU, HECOOTBETCTBUS AaHHbIM [OCydapCTBEHHOro
peecTpa NeKapCTBEHHbIX CPEACTB Y MEOULIMHCKMX U3OENnuiA, SKCnepTHas opraHv3aums B TedeHne 10 kaneHaapHbIx
OHEN Co OHsI NOCTYNNEHWS 3asBKU HanpaBnsieT 3asBUTENI0 NOCPEACTBOM MHPOPMALIMOHHOW CUCTEMbI YBEAOMIEHNE
(8 npousBonbHOM opme) 06 yCTpaHeHMM COOTBETCTBYIOLIMX 3ameyaHuln. 3asiButens B Cpok He 6Gonee 10
KaneHgapHblX AHEN CO AHA MOMyYeHWs YBeOOMIIeHWsl, He BXOOAWMWMA B OOWMIA CPOK MNPOBEAEHUS OLIEHKU
0e30MacHOCTM M KayecTBa JEeKApCTBEHHbIX CPeaCcTB U MELMLUMHCKAX M3OEeNuil yCTpaHsieT COOTBETCTBYHOLLME
3amMevaHus.

B cnyyae He ycTpaHeHusi 3amedaHuii 3asBuTento B TeveHne 10 kaneHgapHbIX OHEN BbigaeTcs pelueHne ob
OTKa3e B BblAade cepTudumKaTta COOTBETCTBUSA NPOAYKLUMM (MPY CEPUNHON OLeHKe) Mo hopMe COrnacHo NPUNOXEHNO
3 k HacTosiwmM [NpaBunam n/unu pelueHns o6 oTkase B Bbigade cepTudmkata COOTBETCTBUSI NpoayKumm (npy cepum/
naptum) no copme cornacHo npunoxeHuto 4 Kk HacToswmMm [MpaBunam wu/vnu pelleHnss o6 oTkase B Bblaye
cepTudmkaTa COOTBETCTBUS NpoayKumu (Mpy AeKnapupoBaHumn) no hopMe COrnacHoO MPUIOXKEHUIO 5 K HAaCTOSALLMM
MpaBunam.

15. B cnyyae BbisSIBNeHWst HECOOTBETCTBUMA MO YMaKOBKE M MAapPKMPOBKE 3asiBUTENb MOAaeT 3asdABKy Ha
npoBeAeHne NpoLeaypbl BHECEHNST UBMEHEHUN B PETNCTPALMOHHOE OOCbE B COOTBETCTBMM NyHkTamu 1 n 3 ctaTbm
63 Kogekca nocne nonyyeHusi pelleHusi o6 oTkase B Bblgade cepTudmkaTa CooTBETCTBMSA NPoAyKumnm (Mpy CepUinHom
oueHKke) no dopMe CorfacHo npunoxeHuto 3 K Hactosawwmm [paBunam u/vnu pelweHnss o6 oTkase B Bblgaye
cepTudumkaTa COOTBETCTBUS Npoaykumu (npu cepun/ napTvm) NO OPMe COrMacHO MPUNOXEHUIO 4 K HacTOSLLMM
[MNpaBunam.

Mo pesynbTaTtamM BHECEHHbIX M3MEHEHUW B PErncTpauMoHHOE [OCbe 3asBUTENb MOBTOPHO MNpenocTaBnsieT
3asBKy Ha npoBefdeHMe OoueHKM 6e30nmacHOCTM M KavecTBa MpOAyKUMM C MPUMOXEHWEM nakeTa [OOKYMEHTOB,
npeaycMoTpeHHbIX nyHkTamu 11, 12 HacTosawwmx MNpasun.

Mpn HeBHECEHUN 3aaBUTENEM B TEYEHME LLIECTM MECALEB U3MEHEHMWI B PErMCTPALMOHHOE A0ChE MO YNaKoBKe U
MapkupoBke B cooTBeTCcTBUM C nyHkTamu 1 u 3 crtatbm 63 Kopgekca, akcnepTHasi opraHu3auus HanpaensieT
COOTBETCTBYIOLLYIO WMH(OPMALMIO B FOCYLAPCTBEHHbIA OpraH O HEeoOXOOUMOCTM YHUYTOXEHMS (yTunusaumm)
npoayKuMmn B Nopsiike, NpegycMoTpeHHoOM cTatbert 79 Kogekca unm o Bo3spaTte npoayKLumMu Npou3BoauTento.



http://online.zakon.kz/Document/?link_id=1004004077
http://online.zakon.kz/Document/?link_id=1001254460
http://online.zakon.kz/Document/?link_id=1001177410
http://online.zakon.kz/Document/?link_id=1001177424

MNaparpad 2. MopsiAaok NnpoBeAeHUsA cepUUHOMN OLeHKM 6e30NacHOCTU U KayecTBa NPOAYyKLUN

16. MNpun npoBeAeHnn cepninHON oLeHkn 6e30nMacHOCTM 1 KayecTBa NPOAYKLMM NPOBOASATCS:

1) oueHKa ycrnoBsui NMpov3BOACTBA M CUCTEMbI 0obecneyeHns KavecTBa Win NpusHaHue AN npovssoauTenen
Pecnybnukmn KasaxctaH pe3ynbTaToB OLEHKM YCMOBWMI MPOWM3BOACTBA, NMPOBEAEHHOW B MOcredHvwe Tpu roga npu
rocyapCTBEHHON perncrpaumu;

2) ucnblTaHve o6pasLoB MPOOYKUWMW, 3a WUCKIIOYEHWEM MEAULUMHCKMX W3OEenui, SIBMAILWMEecs annapatamu,
npubopamu 1 obopygoBaHveEM.

CepuinHas oueHka 6e3onacHOCTM U kavecTBa MPOAYKLMM NPOBOAWTCH B CPOK He Bornee AecaTu KaneHgapHbIX
AHel Co AHS NoAaym 3asBku, B CPOK NPOBEAEHNS CEPUNHON OLeHKN 6e30MacHOCTM U KayecTBa NPOAYKLUM He BXOAUT
BPeMs OpraHu3auun 1M NpPoBeAEHNs OLeHKa YCrOBWI MPOM3BOACTBA M CUCTEMbI OGecneveHns KavecTBa, a Takke
ucnbITaHNs 06pasLIoB NPOAYKLMN.

17. OueHky ycrnoBui NPOM3BOACTBA M cUCTEeMbl obecnedyeHns kadecTBa NPOAYKUMM NPOBOAMT KOMMUCCUSA,
Ha3Ha4YeHHas aKCMNepTHOW opraHu3aumen.

18. CepuinHas oueHka 6e3onacHOCTM U Ka4ecTBa NPOAYKLMN BKITOYaET:

1) 3akntodeHne goroBopa Ha nNpoBeaeHne paboT no oueHke 6e30nacHOCTY M KavecTBa NPOAYKLMUUY;

2) npeacTaBneHve 3asBKN Ha NpoBeAeHne OLeHKN 6e30nacHoCTU 1M kavecTBa MPOAYKUMKM MO dOpMe COrMacHo
npunoxexnto 1 kK Hactoawmm MNpasunam;

3) NnpepgocTaBneHne AOKYMEHTOB, yKasdaHHbIX B NyHkTe 11 HacToawmx MNpasun;

4) aKkcnepTn3y AOKYMEHTOB, NpedocTaBnsieMbix Mpy nojadve 3asiBKM Ha MPOBeAeHUe OLEeHKM GesonacHocTn K
KayecTBa NpoAyKLUMK, Ha UX NOMHOTY U AOCTOBEPHOCTb UH(OPMaLnK;

5) oueHKy ycnosuii Npon3BOACTBa U cucTeMbl obecneveHns kavecTsa NPoayKLUK;

6) cocTaBneHve oT4yeTa No OLEeHKe YCNOBMIN MPOMU3BOACTBA N CUCTEMbI 0becneyeHuns kKayectsa NpoayKLumu;

7) oT60p 06pa3uyoB NPOAYKLMM;

8) ncnbiTaHne o6pasuoB NPOAYKUMHU;

9) odopmneHve u perucTpaumio ceptudmkata COOTBETCTBMSA NPOAYKUMM (MPU  CEPUNHOW OLeHKe) B
MHOPMaLMOHHON CUCTEME IKCMIEPTHON OpraHM3aLuunm;

10) Bblgavy cepTudmkaTa COOTBETCTBUSA NPOAYKLMUM (MPU CEPUNHOW OLIEHKE) 3asiBUTENIO;

11) npoBegeHne mcnbiTaHn 06pas3LoB NPOAYKUMU OAMH pa3 B ABa roga nytem otbopa obpasuoB C pbiHKa, B
TOM 4YuCne N MEeAULMHCKMX OpraHvM3aumin cneumanuctaMmm 9KCnepTHOW opraHu3auum B NPpUCYTCTBUWN NPeAcTaBuTens
npoussogutens. paduk otbopa o6pa3LOB COrnacoBbiBaeTCS C NPOU3BOAUTENSAMMW UMN YNOMHOMOYEHHBIM NNLIOM
npoussoanTens.

WcnblTaHna npoBOAsATCSA 3a cYeT CpPeAcTB MPOU3BOAUTENS B COOTBETCTBMM C YCTAHOBMIEHHBIMU LEHaMU Ha
ycnyru, peanuayembiMn cybbekTom rocygapCTBEHHON MOHOMOMWK, YTBEPXAEHHbIMU cornacHo ab3auy ABa NyHkTa 2
ctatbn 63-1 Kogekca.

19. B cnyyae AOMNONHeHWs nepeyHs NpoayKumMun, NPOU3BeAEHHOW Ha TOW e NMPOoM3BOACTBEHHON NioLagke, npu
HanuuMm [encTByloWwero ceptudukaTa COOTBETCTBMSA MPOAYKUMM (NpW CEepPUMHOW OLEHKe) OcyllecTBnseTcs
npu3HaHne pe3ynbTaToB OLIEHKM YCNOBUI NPOM3BOACTBA U CUCTeMbl obecnedeHns kavyecTBa Npyu CEPUNHON OLeHKe
6e3onacHOCTM W KkayecTBa C MpoOBeAEHMEM MCMbliTaHu obpasuoB npoaykumMn. B cnyvae nonoxutenbHbIX
pesynbTaToB WCMbITAHWI BblAAETCA CepTUdUKaT COOTBETCTBMS MNPOAYKUMU (NPU CEPUNHON OLIEHKE) CO CpPOKOM
AENCTBMSA paBHbIM CPOKY AENCTBUS AENCTBYHIOLLEro cepTudukaTta CoOOTBETCTBMSA NPOSYKUMU (NPY CEPUNHON OLIEHKE).
B cnyyae Bbinycka npodykuuMn B OOMNOMHWTENbHOW FPYMNNOBON ynakoBke 6e3 M3MeHeHW NepBUYHOM YNakoBKW,
npon3BeAeHHON Ha TON e NPOM3BOACTBEHHON MIOWaaKe, NPy HanMunM AenNcTBYIOLLEro cepTnudmkaTa cCooTBeTCTBUSA
NpoayKkumMmn (Npu CEPUNHOWN OLIEHKE) OCYLLECTBNAETCA NpusHaHWe pe3ynbTaToB OLEHKW YCMOBWI NMPOM3BOACTBA U
cuctembl obecneveHuss Ka4yecTBa Npu CepuiiHONM oueHke Be3onacHocT M kadvecTBa 6e3 npoBedeHWs UCNbITaHWI
o6pasuoB npogykumn. B gencreyowmii ceptndmkat COOTBETCTBUA NPOAYKLUMU (Npy CEPUINHON oLeHke) aobasnseTcs
AONOMNHUTENbLHAdA rpynnoBasi ynakoska.

20. OueHka ycrnoBuin Npon3BOACTBA M CUCTEMbI OBecneyeHns KayecTBa NeKapCTBEHHbIX CPeaCcTB NPOBOAUTCS
Ha cooTtBeTcTBME TpeboBaHmaM GMP, MeaMUMHCKUX M3OEenui Ha COOTBETCTBUE TPebOBaHWSM MEXAyHapOOHOro
crtaHpapTa ISO 13485 unu GMP.

21. WVcnbiTaHua o6pasuoB NpodykuMu NPOBOASTCS B aKKPeAUTOBAHHOM MCMbiTaTenbHOW nabopaTtopum
9KCMEePTHON opraHmsaumn. VcnbiTaHnsa obpasuoB MPOAYKUMM NPOBOASTCS B nabopatopuy NpousBoauTeENns Wmm
KOHTPaKTHOM nabopatopun B cryyasx, ecnv HOPMaTUBHLIMU JAOKYMEHTaMM MO KayecTBY YCTaHOBIMIEHbl UCMbITaHWS,
cBfA3aHHble C obpasuamu, Tpebywmmy 0cobbix YCNOBWIA TPAHCMOPTUPOBKK, cneumduyeckoro obopyaoBaHus u
BCMOMOraTenbHbIX CPeACTB.

Mpu npoBegeHUM WCMbITAHWA NpOAYKUMM B nabopaTopun MpoOu3BOAWTENS UMW KOHTpPaKTHOM nabopartopuu
3asBUTENb NPU 3aKMOYEHNN OroBOpa NpeaoCcTaBnAeT COOTBETCTBYOLLEE NMMCbMO-060CHOBaHNE.

22. Mpun nocTynneHnn Npoaykumun, NpoLueaLllen cepuinHyto oueHKy 6e3onacHocT 1 KayecTBa C npoBedeHVem
ucnbiTaHniA 0bpasuLoB NpoaykumMn B nabopaTtopum NpPoM3BOAMTENS WM KOHTPaKkTHOW nabopaTtopuun, aKcnepTHas
opraHusauus [0 BblgayuM cepTudpukata COOTBETCTBMSA MNpPOAyKUMM (MPW  CEpPUAHON OLEHKe) oueHuBaeT
npeacTaBreHHble 3asBUTenem obpasubl C NOCNeayLWmnM NX BO3BPAaTOM Ha COOTBETCTBME YNaKOBKW Y MapKUPOBKY
YTBEPXXOEHHOMY MaKeTy YNakoBKV MpWU rocyaapCTBEHHOW perncrpaummv, nepeperncTpaumm u BHECEHN U3MEHEHNI B
permcTpaLuoHHoe Aockbe B MOpsaKe, NpeaycMOTpeHHOM NyHkTom 5 ctatbn 75 Kogekca.

23. Mo 3aBepLUEHUI0 OLEHKN YCIOBMI MPOM3BOACTBA M CUCTEMbI ODecrneyeHnst kKayectsa B TeyeHue ABaguatu
KaneHaapHbIX OHEN CO AHA OKOHYaHUS OLEHKM NPOM3BOACTBA COCTaBMNSAETCS OTYET OLEHKM YCMOBMI NPON3BOACTBA U
cucTeMbl obecneyeHns kavectBa Npu oueHke 6e30nacHOCTVM M KayecTBa NleKapCTBEHHbIX CPeAcTB no dopme B
COOTBETCTBMU C MpunoxeHnem 6 k HactosAwwmm NpaBunam n(unu) oT4eT OLEeHKW YCrIoBMI NPOM3BOACTBA M CUCTEMBI
obecneyeHunss kayecTBa Npu oLeHke 6e30MacHOCTM M KayecTBa MEAULIMHCKUX U3denuii no goopme B COOTBETCTBUM C
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npunoxeHneMm 7 Kk Hactoawmum [lMpaBunam B OBYX 3K3eMnnspax, M3 KOTOpbIX MEPBbIA OCTAETCH B IKCMEPTHOMW
opraHusaummn, BTOPOWN HanpasnseTcs 3asBUTENHO.

24. To pesynbTaTtaMm OLEHKM YCMOBWUW MPOM3BOACTBA WM CUCTEMbl OGecneyeHus KayecTBa M MPOBEAEHHbIX
UCMbITAHUIA NPOAYKLUMM BblAaeTcs cepTudukat COOTBETCTBMSA NMPOAYKUMU (NpW CEepUMHOW OLeHKe) Ha Tpu roga no
dopme cornacHo NpunoxeHuto 8 Kk HacToswmm MpasBunam n NpunoxeHne K cepTudmrkaTy COOTBETCTBUS NPOAYKLMM
(Npw cepuiHON oLEeHKe) cornacHo mpunoxexHuto 9 k HacTosAwmm Npasunam, nNubo pelleHne ob oTkase B Bblgaye
cepTudurkaTa COOTBETCTBUSA NPOAYKUUN (NPY CEPUNHOM OLEHKE) Mo hOpMe COrfacHO NPUNOXEHU0 3 K HAaCTOSALLMM
MpaBunam.

25. Mpu oTpuuaTenbHbIX pe3dynbTaTtax OLEHKU YCNoBWW MPOU3BOACTBA U cuCTeMbl obecnedveHns KayvecTsa
3KCMepTHas opraHv3aumns He NPOBOAWUT WCMbITaHWA NPOAYKUMM W HanpasnsieT 3asBMTENo pelueHve o6 oTkase B
AanbHenweM nNpoBeAeHNN CepuiiHON OLeHKn 6e3omacHOCTV M KadecTBa MPOAYKUWUW, MOAMUCAHHOE KypWpPYHOLWUM
3aMecTuTenemM pykoBoAMTENS SKCNePTHOW OpraHnsaLnu.

Maparpac 3. Mopsaok npoBegeHUs oLeHKN 6€30MacHOCTU U KavyecTBa Kaxaon cepum (napTum)

26. OueHka 6e30MacHOCTU 1 KaYecTBa Kaxaon cepun (NapTum) NPpoAyKLUMM OCYLLECTBNAETCA NyTEM NPOBeAeHNs
3KCMEePTM3bl NPeACTaBfeHHbIX JOKYMEHTOB W WCMbITaHWM 06pasuoB MpPOAYKUMM MO rokasaTensM HOPMaTvBHOMO
AOKYMEHTa Mo KavyecTBY ANSA NeKapCTBEHHbIX CPEACTB U MeANLMHCKUX U3LENUN.

27. Tlpy OTCyTCTBMM peknamauuii B TeveHue Tpex NneT NPUCYTCTBUSA MPOAYKLUMM Ha pPbIHKE - OLeHKa
6e30nacHOCTM 1 KavecTBa Kaxaon cepun (NapTuu) NeKapcTBEHHOTO CPeAcTBa OCYLLECTBNSETCA B COOTBETCTBUM C
[MepeyHeM nokasaTene HOPMAaTMBHOIO [OKYMEHTa Mpu MpoBedeHnn oueHkM 6e3onacHoCTM W KayecTBa
rneKkapcTBEHHbIX CpeacTB cornacHo npunoxenuto 10 kK HactoAwwmm MNpasunam.

28. OueHka 6e30MacHOCTU 1 KayecTBa Kaxaown cepum (napTum) NpoayKuun BKITOYaeT:

1) 3akntoyeHne Joroeopa;
npegocTaBneHve 3asBky No dhopme CornacHo npunoxeruio 1 kK HacToswwmm lNMpasunam;
npegocTaBneHve JOKYMEHTOB, YKa3aHHbIX B NyHKTe 12 HacToswmx MNpasun;

NpoBepKy NOMHOTBI 1 JOCTOBEPHOCTU MHEpOPMaLIMK B JOKYMEHTax, MpefocTaBnsemMblX Npy noagaye 3asBku;
oT60p 0bpasLoB NpoayKUMY;

6) ucnbiTaHne o6pasLOB MPOAYKLUMW, 3a WUCKIMIOYEHWEM MEAULMHCKMX U3OEenuin, siBNSoLIMecs annapaTtamu,
npubopamu n obopygoBaHveMm;

7) odopmneHne n peructpaumio ceptudmkaTa COOTBETCTBUS Mpoaykuun (npy cepuu/naptumn) no dopme
cornacHo npunoxenunto 11 k Hactoawmm lNMpasunam, unu pelleHns o6 oTkase B Bblgaye ceptudurkata CooTBETCTBUS
npoaykummn (npy cepun/napTn) COrnacHo NpuaokKeHunto 4 K Hactoswmm [MpaBunam B UHpOPMaLMOHHON cucTeme
3KCMEePTHON opraHv3aunu;

8) Bblgayy cepTudmkaTa COOTBETCTBMA NPOAYKLMK (Npu cepun/napTnm) 3assutento.

29. OueHka 6Ge3onacHOCTM U KavecTBa Kaxgow cepuv (MapTuv) NpoaykumMu NpoBOAMTCA B CPOK He Gonee
TPVMALATU KaneHAapHbIX AHEN CO AHS MoAaumn 3asiBKU.

2)
3)
4)
5)

Maparpad 4. Mopsigok npoBeAeHUs OLEeHKM 6€30MacHOCTU U KayecTBa NyTeM AeKnapupoBaHus

30. MNpoBeneHunio oLeHkn 6e3onacHOCTH 1 KayecTBa NPOAYKLUMKU NyTEM AeKNapupoBaHus nognexar:

1) nekapcTBEHHble CpeacTBa, WMELME [OOKYMEHT, MOATBEPXOAlLWMUA COOTBETCTBME NPOM3BOLCTBEHHOW
nnowagku TpedboBaHusam ctaHgapta GMP PK unu GMP EAQC;

2) nekapcTBeHHble CpeCcTBa, NPOM3BEAEHHbIE B YCMOBMWSIX, COOTBETCTBYHOLLMX TpeboBaHusaM ctaHgapta GMP
ansa crpax ICH;

3) MeauuuHCKMEe M3genus, NpousBedeHHble B YCMOBUSAX, COOTBETCTBYHOLWUX TPeOOBaHWSM MeXOayHapOAHOro
craHgapta ISO 13485 O3CP unu PK unn EN ISO 13485 unn GMP ICH, ans otedecTtBeHHbIX npounssoautenen ISO
13485;

4) mMeguuMHCKME w3genus, ABMsALWMEecs annapatamu, npubopamu, oGopyLoBaHWEM, MPOU3BEOEHHbIE B
YCNoBWsIX, COOTBETCTBYHOLLUX TpeboBaHMAM MexayHapogHoro ctaHgapTta 1ISO 13485.

31. OueHka 6e3onacHOCTV 1 Ka4ecTBa NyTeM JeKnapupoBaHust BKNOYaeT B cebsi:

1) 3akno4eHne Joroeopa;

2) npeacTtasneHve 3asBky No hopme CornacHo npunoxeHuto 1 k Hactosawwmm MNpasunaw;

3) npegocTaBneHne AOKYMEHTOB, yka3aHHbIX B nyHkTe 13 HacToawwmx Mpaswun;

4) NpoBepKy NOMHOTLI M AOCTOBEPHOCTU MHGOPMALINM B JOKYMEHTaX, NPeAoCTaBnseMbiX Npyu nogade 3asiBku Ha
npoBefeHne oueHkn 6e30NacHOCTM 1 KayecTBa;

5) ocbopmneHne n peructpaumio ceptudpmkaTa COOTBETCTBUS MpoayKumn (Npyu AekrnapupoBaHuu) no dopme
COrnacHoO NpunoxeHuto 12 kK HacTosAwmm NMpasunam B MHPOPMAaLIMOHHOW CUCTEME SKCMEPTHOWM OpraHmM3aLmm;

6) Bblgayvy cepTudmkaTa CoOOTBETCTBUSA NPOAYKLUN (MPU AeKNapupoBaHnM) 3asiBUTENIO;

7) npoBefeHWe MCNblTaHWA OAMH pa3 B ABa roga nytem oTbopa obpasuoB C pbiHka, B TOM 4ucrne U C
MELMLMHCKAX  OpraHuM3aumii  crneuuanuctamm  SKCMepTHOM  OopraHu3aumMmM B NPUCYTCTBMM  MPEACTaBUTENS
npon3BOANTENS.

Mpaduk oTbopa 00pas3uyoB cornacoBbIBAaeTCAd C MNPOM3BOAMTENEM WM YMOJNIHOMOYEHHbLIM  JINLIOM
npon3BOANTENS.

VcnbiTaHus nNpoBOOSATCA 3a cYeT CPeACTB NMPOU3BOAWTENS B COOTBETCTBMU C YCTAHOBIIEHHbIMU LieHaMU Ha
ycnyru, peanuayemMmbiMn cyGbekTOM rocyapCTBEHHOW MOHOMONNK, YTBEPXKAEHHBIMU B COOTBETCTBUM C ab3auem aBa
nyHkTa 2 ctatbk 63-1 Kogekca.
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32. CepTudukat CoOOTBETCTBUA NPOAYKUMM (PN OEKnapupoBaHUN) BblAAETCS HA OCHOBAHUWM MOSMOXWUTENBHON
3KCMepTU3bl AOKYMEHTOB, MPEACTaBMNEHHbIX 3asBUTENEM.

33. OueHka 6e3onacHOCTM M KavecTBa MPOAYKUMW MyTEeM [OeKnapupoBaHWs NpPOBOAUTCS B CPOK He Gonee
AecATN KaneHAapHbIX AHEN Co AHS nNpuema 3asBneHus.

Maparpacp 5. OT60p 06pa3uoB ANA NpoBeAeHUA OLeHKM 6e30NacHOCTU U KayecTBa NpoAyKL MU

34. OT60op 0b6pasLoB NPOAYKUUM ANS OLeHKkM 6e30MacHOCTU M KavyecTBa MPOAYKUUU MPU CEPUAHON OuEeHKe
6e3onacHOCTV MPOM3BOAAT B TeYeHMe ABYX paboumx OHEN nocrne npoBedeHUsl 3KCNepTU3bl JOKYMEHTOB C y4eTOM
TpeboBaHu gencTeyloWwmnx dapmakonen Ha Tepputopum Pecny6nuku KasaxctaH v HOpMaTMBHOIO OOKYMEHTa Mo
KayecTBYy ANS NeKapCTBEHHbIX CPEACTB M MEeOULMHCKMX M3OENUA Ha KOHKPETHYK NPOAYKLUMIO COrMacHo anroputMy
oTbopa 06pasuoB NpoayKLMKU B COOTBETCTBUM € npunoxeHnem 13 k HacToswmm MNpasunam.

Mpn otbope 06pas3LoB NpoAyKUMM COCTaBnsieTca akT oTbopa obpasuoB Npoaykuun no copme CcornacHo
npunoxexunto 14 k HacToawwmm Npasunam.

35. MNpu oTtbope 06pa3uLOB MEAULMHCKUX W3AEnUin TUNopasMepHOro psaa OOHOPOAHOW MpoAyKUUMW wnv
MEeLMLIMHCKOro usaenusi, Bxogawero B Habop Mnv KOMMNNekT, B BbIDOPKY BKNOYaOTCA 06pasLibl M3 pasnuyHbIX cepun,
KOTOpble pacnpefensitoTcs Ans NpoBeAEeHUS UCMbITaHWI MO pas3nuMYHbIM MoKa3aTensiM kayecTBa B COOTBETCTBUM C
HOpPMaTMBHbIM [OKYMEHTOM MO KayecTBY MeOWLMHCKOro wu3genus. PesynbTaTbl NpOBEAEHHbIX WUCMbITaHUM
pacnpocTpaHATCA Ha BCKO NapTuio.

36. lMpu oTbope MeAMUMHCKUX W3Aenuii B BMOE PacTBOPOB, CNpeeB, rernew, masen, Tabnetok v Kancyn
oTOupatoTcsa obpasubl AnA NpOBEAEHUA MWCMbITAHUMI MO MNoKasaTensiM HOPMATMBHOIO AOKYMEHTa MO KayecTBy
npousBoanTens.

37. Otbop o06pa3yoB NpOAYKLUUM MPOU3BOOAT CMNEunanucTbl 3KCMEPTHOM OpraHusaumMm B MNPUCYTCTBUU
3as8BMTENA Ha ONTOBOM CKMage Wnv cknage rotoBOW MPOAYKLUMW MPOU3BOAUTENsI B Criyyae cOOMoaoeHUs B HUX
YCINOBUIA XpaHeHWs1, COOTBETCTBYOLUX TpeOOBaHUSAM HOPMATMBHOIO LOKYMEHTa KayecTBY NPOAYKLNN.

B cnyyae oTCyTCTBUSI TEppUTOPUANbLHOIO MOAPa3neNeHnst SKCNEpPTHON OpraHu3auMm Ha aaMUHUCTPaTUBHOW
TeppuTopun 3asBuTens, oTbop o6pasLoB OCYLLECTBMSAT NPeACcTaBUTENU TeppuUTOpManbHOro noapasfaeneHus
rocyapCTBEHHOro opraHa B NpUCYTCTBUU 3asBUTENS.

Otnpaeky o06pasLoB MpoayKkuMM B SKCMNEPTHYKH OpraHuM3aumio B Cry4yae OTCYTCTBMSI TEppUTOpPMAanbHOro
noapasfeneHnsl SKCNepTHOW OpraHu3auuu OCYLLEeCTBNSET 3asBuTENb C COONIOAEHVWEM YCMOBWUMA XpaHEHUa npwu
TPaHCNOPTMPOBKE.

O6pa3subl nNpoayKumMW, XpaHdawuecs Ha ONTOBOM  CKrnage, MWMELWero ceptudukat  Hagnexaien
ANCTPUOLIOTOPCKOW MPaKTUKM B COOTBETCTBMM C TpeboBaHuamu CTaHaapTa Hagnexailen OuctpubbioTopcKomn
npaktukm (GDP), nnu Ha cknage oTevyecTBEHHOro MpousBoavTensi, umetollero ceptucpukat GMP, otbupatoTcs
OTBETCTBEHHbIM JIULIOM OpraHM3aLun ONTOBOW peanusauuv unv npousBoavTeNeM B KONMMYECTBE, COrnacoBaHHOM C
3KcnepTHou opraHu3auven. OT6op 06pa3uoB npoaykumm odopMIISeTCA akToM npuema-nepegaydn obpasuos
npoaykumm, no hopme cornacHo npunoxeHuto 15 k HactosAwmMm MNpasunam.

38. Obpasupbl NpeacTaBnalT B KONMYECTBE, HEOOXOAMMOM Ans OAHOKPATHOro npoBeAeHus nabopaTopHbIX
UCNbITAHWUNA.

39. OtobpaHHble 06pasubl U30NUPYIOT OT OCHOBHOM MNPOAYKLUMW, YNaKOBbLIBAKOT, OMNevyaTbiBaldT Ha MecTe
oTtbopa.

40. OpgHOBpeEMEHHO C OTOOpoM 00pasLoB MPOAYKUMM Ha MUCMbITaHUS MPOU3BOAMTCH OTOOP KOHTPOIbHbIX
06pa3uoB B KONMUYECTBax, PaBHbIX KONWYECTBY OTOOpaHHbIX 00pasuoB. KoHTponbHble 06pasupbl, XpaHATCa Yy
3asBuUTENs. 3asBUTENb rapaHTUpyeT KayecTBO KOHTPOIbHbIX 06pas3LoB, 4O UCTEYEHMS Cpoka FOOHOCTU MPOAYKUUM
UNM cpoka AeNCTBUsi cepTUdUKATOB COOTBETCTBMSA MpoayKumu (Mpu cepum/mapTvn) O YeM yKasblBaeTCsl B akTe
oT6opa 0bpasLoB NpogyKuUmu.

41. VipeHTudmkaumsi NpoayKLMmn OCyLLECTBIISIETCS HA OCHOBE:

1) aHanusa [OKYMEHTOB, XapaKTepusyrlLlmx cepuio (napTuio) npoaykuum (permctpaumuss B Pecnybnuke
KasaxcTtaH, ToBapoTpaHCnopTHasa HaknagHas, cyeT-hakTypa unu MHBOWC, cepTudukaT KadecTBa, Aeknapauus Ha
TOBap, AOroBOp NMOCTaBKW, KOHTPAKT, cepTUUKaT NPOUCXOXAEHUS, LUTPUXOBOWN KOA, HOMEpPa 0TOBPaHHbLIX cepui);

2) coBnageHus cepuii Ha obpasuax ¢ COOTBETCTBYOLLMMY HOMEPAMMX B CONPOBOAUTENBHOW LOKYMEHTALMN;

3) npMHaanexHocTn oTobpaHHbIX 06pa3LOB K NPOAYKLIMU MPOM3BOAUTENS;

4) cobniogeHust yCnoBuin TPaHCMOPTUPOBKU U XPaHEHUS.

Maparpad 6. Mopsiaok npoBeaeHUs UCNbITaHU 06pa3LLOB NPOAYKLMN NPU NPOBEAEHNM OLIEHKU
6e3onacHOCTH KayecTBa

42. TepeyeHb nokasatenein AnNs MNPOBEAEHUS WUCTbITaHWA MPOAYKUMW oOnpefdensieTcs Ha OCHOBaHWM
HOPMAaTUBHbIX JOKYMEHTOB MO KOHTPOSO 3a 6€30NaCHOCTLIO U KAYECTBOM MPOAYKLMN.

Mpy npoBeAeHUM OLeHKM Ge30MacHOCTM U kavecTBa NPOAYKLUMM CNnocobGOM OLEHKM Ge30nacHOCTU U kadecTBa
Kaxgow cepwuu (napTuv) nNpy OTCYTCTBMM peKnamauvi B TeveHne Tpex neT MPUCYTCTBUS Ha pbiHKE, OLEHKa
©e30MacHOCTM M KavecTBa Kaxxaon cepum (MapTum) NeKapCTBEHHOTO CpeAcTBa OCYLLECTBNSAETCS B COOTBETCTBUM C
I'IepequM rnokasatenemn HOpPMaTMBHOIoO [AOKyMeHTa npu npoBedeHnn OLUeHKN 6e3onacHoCTM W KayecTBa
3aperncTpMpoBaHHbIX NeKapCTBEHHbLIX CPEACTB CorfiacHo npunoxeruto 10 K HacToAwum MNpasunam.

Cpoku ncnblTaHUn NpeaycMOTpeHbl MeToaMKaMu UCMbITaHUA B HOPMATMBHbLIX OOKYMEHTax MO KOHTPOnio 3a
6€e30MacHOCTbIO 1 KaYECTBOM NEKaPCTBEHHbIX CPEACTB.



B cnyyae ecnu cpoku UcnbITaHWI He NpeayCcMOTPEHbI B HOPMATUBHbLIX OKYMEHTaX, TO UCMbITaHUS MPOBOASITCA
B TeyeHue [ABaguaTV KaneHdapHbIX AHeR co AHA oTbopa obpasuoB Ang oueHkM 6GesonacHOCTM M KavecTBa
npoayKumu.

43. PesynbTaTtbl UCNbITaHUA OPOPMASIOTCA NPOTOKOSIOM WUCMNbITaHWIA NO (POpMe COrnacHo npunoxeHuto 16 K
HacTosAwwum MNpaBunam.

Maparpadp 7. Mopsaaok perncTpaumm u Bolaaum ceptuchukata cooTBETCTBUA NPOAYKLUMK (Npy cepun/napTum)
cepTudmKkaTa COoTBETCTBUSA NPOAYKLMM (NPU CEPUMAHON OLIEHKE), cepTUdMKaTa COOTBETCTBUSA NPOAYKLMN
(npu peknapupoBaHUM)

44. Tpn nonoxuTteneHbIX pesynbTaTax NPoBeAeHHbIX paboT no oueHke 6e3onacHOCTM U KayecTBa NPOAyKLUMMU,
3KCMepTHas opraHu3aumns odopmnseT cepTudukaT COOTBETCTBUMA NpoAykuun (npu cepuw/naptum) no dopme
cornacHo npunoxexuto 11 K HacToswmm NpaBunam, cepTudurKaT COOTBETCTBUSA NPOAYKLUMMU (MPU CEPUNHON OLEHKE)
no copme cornacHo npunoxexHnto 8 k HacTtoswmMm [lpaBunam, cepTudMKaT COOTBETCTBUS NPOAYKUMM (Mpn
AeknapupoBaHuv) no dopme cornacHo npunoxeHuto 12 k Hactoswwmm [paBunam (ganee - cepTudmkathbl
COOTBETCTBMSA MPOAYKUUN), N PEerucTpupyeT ero B TeyeHue ABYX paboumx AHern B MHE(OPMALMOHHOW cucteme
3KCMEPTHON OpraHM3aunm.

45. Tlpn yKasaHWM KOHKPETHOM MpOAYKUMW, Ha KOTOpPYKH pacnpocTpaHsaeTcs [AevcTBue cepTudukarta
COOTBETCTBMSA MPOAYKUMW (NPU CEPUMHON OLEHKe), AOMONHUTENbHO odopmnsaeTca [MNpunoxeHne K ceptudukaTy
COOTBETCTBMSA MPOAYKUMWM (NPU CEPUAHON OLEHKe) COrMacHO MpumoXeHuto 9 K Hactoswmm [lpasunam, K
cepTudukaty COOTBETCTBUSA npodykuun (npu cepuu/naptuu), odopmnsetca [lpunoxeHne Kk cepTudukaty
COOTBETCTBMA Mpoaykuun (cepun/naptum) cormacHo npunoxeHuto 17 k HactodAwwmm [paBunam, Kk ceptudukaty
COOTBETCTBMA MpoAykumn (npu peknapvposaHun) odopmnseTtca [lpunoxeHne K ceptudumkaty COOTBETCTBUS
npoayKkumm (Npu geknapupoBaHmmn) no opme, cornacHo npunoxexHvam 18 k HacToswum MNMpasunam.

CepTtudukatbl COOTBETCTBMSA NPOAYKLMM NOAMUCHIBAIOT PabOTHUKN 9KCNEPTHOW OpraHu3aumn, onpeaeneHHbIe u
YNOTHOMOYEHHbIE NPUKa30M PYKOBOAUTENS IKCMEPTHOWM OpraHu3aumu.

46. Cpok gevictBusi cepTndmKaTa COOTBETCTBMA NPOAyKUMM (Npu cepun/naptum), ceptudmkata cooTBETCTBUSA
nNpoayKumm (Mpu AeKNnapupoBaHnM) yCTaHaBNMBaeTCa 40 OKOHYaHWUSA CpoKa rogHOCTU NPOAYKLMM.

Cpok gencreus ceptudpmkata COOTBETCTBMSA NPOAYKUMK (Mpy CEepPUHON OLIEHKE) YCTaHaBnNMBaeTCa Ha nepuog
He Bonee Tpex nert.

47. CBegeHusa O BblgaHHbIX cepTudmKaTax COOTBETCTBUS MPOAYKLUMW, AOCTYMHbI Ha canTe rocyaapCTBEHHOW
SKCNEepPTHON opraHusauuu.

48. lNpwn oTpuuaTtenbHbIX pe3ynbTatax oueHkn 6e30nacHOCTV 1 KavyecTBa MPOAYKLUMM 3KCNepTHas opraHu3aums
ocopmnsAeT B TeyeHne ABYX paboumx AHew nocre AHS NOonyyYeHus NpoToKona WCnblTaHui, pelleHne ob oTkase B
Bbldave cepTudmkaTa COOTBETCTBUS MPOAYKUMM (MPU CEPUAHON OLeHKe) Mo chopmMe COrnacHo MpUIoXeHWo 3 K
HacTosawwmm Mpasunam n pelleHne 06 oTkase B Bbigave ceptudmkata CoOoTBETCTBMSA NPOAYKLMM (Npu cepum/naptnm)
no chopme cornacHo NpunoXxenuo 4 Kk HactoAwwmm Mpasunam.

49. B cnyyae BblHECEHMSA pelleHns 06 OTka3e B Bblgade cepTudUKaToB COOTBETCTBUSA NPOAYKLNW, KCNepTHas
opraHuMsaums B CPOK A0 NSATM pabounx AHen HanpaBnseT COOTBETCTBYHOLLYIO WH(MOPMauMio B rocyaapCTBEHHbIV
OpraH 3a UCKMIYEeHNeM criy4yaeB, NPeayCMOTPEHHbIX NyHkTamu 14, 25 n nepeou Yactu nyHkTa 15. FocyaapCcTBeHHbIN
opraH npuHMMaeT peleHne O HeobXOAMMOCTW  YHUYTOXEHUS  (YTunu3auuu) npogykuum B MOpsake,
npegycMoTpeHHoMm cTtaTben 79 Koaekca unv o Bo3spaTe NpoayKumMu Npou3BoanuTento.

MnaBa 3. MprocTaHOBNeHMe UNu OT3bIB AEUCTBUA cepTUdMKaTa COOTBETCTBUA NpoAyKLUK, cepTudmkaTa o
6e3onacHOCTU U KayecTBe NPOAYKLUMN U cepTUdUKaTa Ka4yecTBa NPOAYKLUN

50. OewnctBne ceptndukaToB COOTBETCTBMSA NPOAYKLMM MPUOCTAHABNMBAETCA UMW OT3bIBAETCA IKCMNEPTHON
opraHusaumMen no WHMLMaTMBE rOCyAapCTBEHHOrO OpraHa unu Briagenbla pervcTpauuoHHOro yOoCTOBEPEHUS
NpoAyKUMM B cnyvasx, npeaycMoTpeHHbIX [pasunaMu 3anpeta, NpuoCTaHOBIEHUS, U3BATUA UMW OrpaHUYeHUs u3
obpalleHuss nekapcTBEHHbIX CPeACTB U MEAUUMHCKUX  W3AEenui, YTBEepXAEHHbIX npukasom MwuHucTpa
30paBooOXpaHeHus U couumanbHoro passutua Pecnybnukn KasaxctaH ot 27 despana 2015 rogpa Ne 106,
(3apernctpupoBaHHhkI B PeecTpe rocyaapCTBEHHOW perucTpauum HopMaTUBHBIX NpaBoBbix aktoB Ne 10670);

51. TocypapcTBeHHas aKcrepTHas opraHu3auns odopMnseT pelleHne O MNPUOCTaHOBIEHUUN, OT3bIBE
cepTudmkaTa COOTBETCTBUS NpoayKUMu (Npu cepuu/naptum), ceptudmkaTa COOTBETCTBUSA NPOAYKLMK (MPU CEPUHOWN
oueHKe), cepTudmkaTa COOTBETCTBUS NpoAyKuun (Mpu AeknapupoBaHuv) no ¢opme cornacHo npunoxexuio 19 k
HacToswum [MpaBunam, M BHOCUT COOTBETCTBYIOLUME 3annucu B WMHAPOPMALIMOHHOW CUCTEME rOoCyAapCTBEHHON
9KCMEepTHOW opraHn3aummn 1 B eamHyto 6a3y gaHHbIX.

52. B cnyyasix Hecornacusi ¢ pelleHueM 3KCMepTHOW opraHusauumn 3asiBuTenb BnpaBe obOpaTWTbCA B Cyd B
yCTaHOBIIEHHOM 3akoHoAdaTenbcTBoM Pecnybnuvkm KasaxcraH nopsgke.

Mpunoxenwne 1

k [paBunam npoBegeHUs

oueHkn 6esonacHocTn

1 KayecTBa NekapCTBEHHbIX CPEACTB
N MeOMLMHCKMX N3Oenui,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTaH
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«_» 20 roa
(naTa nogaun 3asiBku)

dopma

(HanmeHoBaHVe 1 agpec 3KCNepPTHOM opraHusauum)

3asiBKa
Ha npoBeAeHUe OLEeHKU 6e30MacHOCTM U KavyecTBa NPoAYyKLMMY

1. | HanmeHoBaHue 3aaBuTens
2. | Agpec 3aaBsutens
3. | BaHKoBCKkMe pekBM3NTLI 3asiBUTENS
4. | Cnocob npoBeaeHus oueHkn 6esonacHoctn | CepuitHas oueHka 6e30nacHOCTU U O
Ka4yecTtBa KayecTBa O
OueHka 6e30NacHOCTM M Ka4yecTBa KaXKaomn O
cepun (naptun)
OueHka 6e3onacHOCTU 1 KadyecTBa NyTem
OeKnapupoBaHus
5. | MHdpopmaums o 3aaBnsemon npoaykumnm
ToproBoe Homep Cpok Pa3mep naptuu MpoussoguTens CrtpaHa-
Ha3BaHue cepuun rogHoOCTU nponssoauTersb

6. | 3aaButens, B nuue

HacTosLEen 3a9BKOW rapaHTUpYeT AOCTOBEPHOCTb NPegoCTaBNeHHON nHopmaumu.

(Pamunus, nms, 0TYECTBO (NPY €ro HaNM4MKn) PyKOBOAUTENSA UMK YNONHOMOYEHHOTO Nuua, OMKHOCTb)

N

[aTa 3anonHeHus

8. | Mognucek, ©.1.0. (npyn Hanu4um)

Mpunoxexwne 2

k [paBunam npoeeaeHUst

OLleHKkKN 6e30nacHOCTH

N Ka4YecTBa NeKapCTBEHHbIX CPEACTB
N MeaVLIMHCKMX U3Oenuii,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcrtaH

[eknapauusa o cooTBeTCTBUMU npoaykuuu

®opma

TOpFOBOG HanMeHoBaHWe NNekapCTBEHHOro cpeacrtsa nnm meguunHCKoro nsgenma

XapakTepucTuku

(Anst NekapCTBEHHbIX CPEACTB: MeXAyHapoAHOe HeNaTeHTOBaHHOE Ha3BaHWe, 103VpoBKa, hacoBka,
dopMma Bbinycka, Kog aHaTOMO-TepaneBTUHECKO-XMMMUYECKON KnaccudukaLmm)

(4Ns MeQuMUMHCKVX U3OeI - KOMMNEKTHOCTb, Knacc 6e3onacHocTu)

Homep perMcTpaumoHHOro yaocToBepeHus

Homep cepwu (napTtun)

[ponssogntens

Anpec npon3BoACTBEHHOW MITOLLAAKU
(B cnyyae ecnu, 3a4encTBOBaHbI pasHble NMPON3BOACTBEHHbIE NIOWAAKM Ha pasHbIX aTanax
Npou3BOACTBA, TO ykasaTb BCe agpeca)

[aTa nponsBoacTea

[aTta npoBeaeHnsa ucnbiTaHnn

CpOK rogHoOCTH

A, .
(Pamunus, ums, 0TYECTBO (NPY €ro HaNMYUN) N AOMKHOCTb
YMNONTHOMOYEHHOTO NLa NPOU3BOAMTENS NIEKAPCTBEHHBLIX CPEACTB, YNOMHOMOYEHHOIO
NnpeacTaBUTENS NPOU3BOAUTENSA MEANLIMHCKOTO U3AEeNnsi) HaCTOSLLMM NoATBEPXKAA0,
YTO BblLLeyKasaHHas UHGopMaums SBNsieTCA AOCTOBEPHON. BbileykasaHHasa cepusi
NpoAyKummn Obina NnponsBeaeHa, ynakoBaHa v NPOKOHTPONMpoOBaHa B COOTBETCTBUN C




perncTpaunoHHbIM JOCbe J1IeKapCTBEHHOIO cpeacTea (Me/JMLl,I/IHCKOFO M3L|,eﬂl4$|)
n TpeﬁOBaHMHMM MeXAOyHapoaHbIX
CTaHgapToB

ykasaTb HaumeHoBaHue ctaHgapTta (GMP, EN ISO 13485)
Bce Heobxoammble NPOBEPKM W UCTbITaHWUSA Bblnv NPOBEAEHb.

(noanuck, Pamunus, MM, OTYECTBO (MPU €ro HaNMYMM) U SOMKHOCTb
YMONHOMOYEHHOrO Nnua NPoM3BOANTENS NEKaPCTBEHHbIX CPEACTB,
YMONHOMOYEHHOro NPeACcTaBUTENS NPOM3BOANTENS MEONLIMHCKOTO N3aenuns)

[ata
MpunoxeHune 3
k [paBunam npoBegeHUs
oueHkn 6esonacHocTn
N KavecTBa feKkapCTBEHHbIX CPeAcTB
1 MeOWLMHCKMX N3Oenuii,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTaH
dopma
MuHncTepcTBo 3apaBooxpaHeHns Pecnybnukn KasaxcTaH
HaumeHoBaHve n agpec 3kCnepTHON opraHn3auum
HaumeHoBaHwue, 3aaBuTens
[OIMKHOCTb, UHULMAN UMEHN
1 chaMunms pykoBoguTens
appec 3aaButens
PeweHue
06 oTkase B Bblga4e cepTudmkata cCooTBETCTBUA NPOAYKLMU (NP CEePUAHOMN OLIEHKE)
oT « » 20__ropa Ne
HanMeHOBaHMe IKCNEePTHOW OpraHu3aumm
coobLlaeT:
1. CornacHo oT4eTy Mo OLEHKe ycnoBuii npomasoacTea Ne oT
« » 20__ ropga, npeabsaBneHHast NpoayKuus
HaMMeHoBaHue
npoayKkumm

HOMep cepuu, pasmep napTuu, HaMMEHOBaHWE NPeaNPUATUS-NMPOU3BOANTENS,
cTpaHa, Ne perncTpaumnoHHOro yI0CTOBEPEHUS!
Ans NpoBefeHWsi OLEHKN 6e30MacHOCTU U Ka4yecTBa He COOTBETCTBYeT TpeboBaHNsAM

2. CornacHo npoTtokony (am) ucnoitaHui Ne oT « » 20 roga,
npeabsiBNEeHHas NPoAyKUMS Ansi NPOBEAEHNS OLeHKM 6e30nacHOCTM 1 kKayecTBa HE COOTBETCTBYET
TpeboBaHuAM

HavMeHoBaHue 1 0603Ha4YeHe HOPMaTMBHOTO JOKYMEHTa Ha 3asiBMEHHYI0 NMPOAYKLMIO
3. Ha ocHoBaHuu nony4yeHHbIX pedynbtatoB OTYeTa No OLEHKe yCrnoBuii npon3soacTea/ nabopaTopHbIX
ncnbiTaHU NpeabaABNEeHHON NpoaykunmM Bam oTkasaHo B odhopmneHun ceptudmkata cooTBeTCTBUSA
NPOAYKLMU (NPY CEPUNHON OLIEHKE).

MpunoxeHne: OTYET NO OLEeHKe ycnoBun nponssoactaa Ne oT « » 20___ ropa
Ha __ nucTax.
MpoTokon(bl) ncnbitaHun Ne OT « » 20 ropgaHa __ nucTax.
Moanmcy ynornHOMOYEHHBIX nuLy
noanvcb ®.1.0. (npu Hanuuun)
noanvcb ®.1.0. (npu Hanuuun)

MpunoxeHue 4
k [paBunam npoBeaeHUs



oLieHkun 6e3onacHocTn

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

dopma

MuHucTepcTBo 3apaBooxpaHeHns Pecnybnukn KasaxcTaH

HanmeHoBaHve 1 agpec akcnepTHOW opraHu3aumm

HanMmeHoBaHue, 3adaBuTensa

[OOIMKHOCTb, MHULMAN UMEHU U
hamunusa pykosoguTens

agpec 3aasutena

PeweHune
06 oTkase B Bbigaye cepTudmkata CoOoTBETCTBUA NpoAyKuuu (npy cepuu/ naptum)

oT « » 20__ropa Ne

HauMeHOBaHWe 3KCMepTHON opraHM3aumm
coobLlaeT:
1. CornacHo Baluel 3asiBke OT « » 20___ ropa npoBefeHbl nabopaTopHbie
ncnbITaHUSA 3asBNEHHOMN npoaykuuun
HanMmeHoBaHue npoaykuun,

HOMep cepuu, pa3mep NapTumn, HaMMeHoBaHWe NPeanpPUATUSA-NPOM3BOANTENS,
cTpaHa, Ne perncTpaumoHHOro yaocToBepeHus

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

20___ ropa, npeabsiBNeHHas NpPoAyKUuMs A5 NpoBeAeHUs oLeHkM 6e3onacHocTu 1 KavecTsa He

cooTBeTCTBYeT TpeboBaHWAM

HanmeHoBaHne n 0603Ha4YeHe HOPMaTMBHOMO JOKYMEHTa Ha 3asiBMEHHYI0 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___ropa Ha __ nucrax.

Moanucy ynonHOMOYEHHbIX N

noanuch ®.N.0. (npy Hann4mu)

noanuch ®.N.0. (npy Hann4mu)

Mpunoxexne 5

K [paBunam nposegeHus

oLieHkun 6e3onacHoCTH

N KavecTBa fneKkapcTBEeHHbIX CPeAcTB
N MEAVLMHCKNX U3[enun,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcrtaH

dopma

MwuHKcTepcTBO 3apaBooxpaHeHust Pecnybnukmu KasaxcraH

HanmeHoBaHve 1 agpec aKcnepTHOWM opraHu3awmm

HanMmeHoBaHue, 3adaButena

[OIHKHOCTb, UHULMAM UMEHU 1
hamunusa pykoeoguTens

agpec 3aaButens



PeweHne
00 oTka3se B Bblga4ye cepTudmkaTa COOTBeTCTBUS NPOAYKLMM (NpU AeKnapupoBaHumn)

oT « » 20__ropa Ne

HaMMeHOBaHWEe KCNEPTHOW opraHM3auum
coobulaeT:
1. CornacHo Balwueli 3asiBke OT « » 20___ ropa npoBefeHa akcnepTnsa OKYMEHTOB
Ha oLeHKy 6e30nacHOCTY 1 Ka4yecTBa 3asiBIEHHOW NPOAYKLMM

HanMeHoBaHue npoayKunn,

HOMep cepun, pasMep napTun, HaMMeHOoBaHWe NPeanpUATUA-NPoOU3BoaUTENS,
cTpaHa, Ne perncTpaLlmnoHHOro yocToBepeHus

2. CornacHo NpuUnoXeHHbIM AOKYMEHTam
HauMeHOoBaHVe JOKYMeHTa
MpeabasneHHasa npoAyKumsa Ans NpoBeAeHUs OLEeHKU 1 6e30nacHOCTH 1 KayecTBa He COOTBETCTBYET
TpeboBaHUAM
3. Ha ocHoBaHuM pe3ynbTaToB 3KCNepTH3bl JOKYMEHTOB NMpeAbsBneHHON npoaykumum Bam oTkazaHo
B ocpopmneHun ceptmudmkata CooTBETCTBUA NPOAYKLUN (MPU AeKNapupoBaHnm).
Moanucm ynonHOMOYEHHbIX nuL,

noanvckb ®.1.0. (npn Hann4un)

noanucb ®.1.0. (npn Hann4umn)

MpunoxeHune 6

k [paBunam npoBegeHns

oueHkn 6esonacHocTn

N KayecTBa fneKkapCTBEHHbIX CPeacTB
1 MeAVLMHCKNX U3genuvn,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTaH

dopma
OTy4eT OLEeHKN ycrnoBumn

Npou3BOACTBa U CUCTEMbI 06ecneyeHns KauecTsa Npy oLeHKe 6e30MacHOCTU M KayecTBa JIeKapCTBEHHbIX
cpeacTs

1. Pesiome

HaunmeHoBaHue, agpec, pekB13nTbl MPOU3BOACTBEHHOIO
y4yacTka

JInueHans(n)

Pestome neaTensHOCTM opraHM3auMmn-npousBoauTens MponssoacTBo hapmaLeBTUYECKMX
cybcTaHumn

Mpoun3BOACTBO NEKAPCTBEHHbIX
npenaparTos

Mpon3BOACTBO NMPOMEXKYTOYHbIX UK
HepacgacoBaHHbIX («bank»)
reKapCTBEHHbIX CPeACTB

O

dacoBka 1 ynakoBka

BBo3 (umnopT)

MponssoacTeo No KOHTPAaKTy

MpoBeneHue nabopaTopHbIX
MCNbITAHUN

BbII'IyCK B peanun3auunto cepumn
JIeKapCTBEHHOIo cpeacrtsa

al o ojo|oa

WHoe

Hata(bl) npoBeaeHNs OLeHKM YCrnoBuUin NMpon3sBoacTea 1
cucTemMbl obecrneyeHns KayecTsa

®.U.0.(npy Hannunm) aKCNepToB (YNIEHOB KOMUCCUW),
HAOJIKHOCTb

Homepa nuueH3nn Ha Npon3BoACTBO, CEPTUAUKATOB




cooTtBeTcTBUss GMP

2. BeogHas nHdopmaums

KpaTkoe onvcaHue opraHvsaummn- NpousBoauTens u
Npon3BoACTBa

Hata(bl) npegblayLmnx MHCNEKLMN

HaumeHoBaHWe opraHnsaLmmn u cTpaHbl, NPOBOAMBLLEN
npeabiayline UHCNeKUmm

OCHOBHbIE U3MEHEHWUSsI, MPOUN30LLEALLNE CO BPEMEHU
npeabiayLwen MHCNeKLMn

OcHoBaHue gns npoBeaeHNs OLLEHKN YCNOBUIA NPOM3BOACTBA
N CUCTEMbI 0becneYvyeHnss ka4ecTea

[Mpon3BoaACTBEHHbIE 30HbI, NOANEXalLlLMe OLEHKe YCroBUIA
Npon3BOACTBA U CUCTEMbI 06ecneYeHns KayecTBa

MepcoHan opraH13aun-Nnpon3BoAMTENS, yHacTBYHOLLMIA B
NPOBEAEHWN OLEHKN YCNOBUIA MPOMU3BOACTBA U CUCTEMBI
obecneyeHus1 kayecTea

[loKyMeHTbI, NofaHHble opraHM3aumein-npon3BoamMTenemM oo
nposeaeHna oueHKn yCJ‘IOBI/Il7I nponsBoacTBa U CUCTEMbI
obecneyeHns kayecTBa

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

YnpasneHue Ka4ecTBoM

MNepcoHan

[MomeLleHns n obopygoBaHme

[okymeHTaums

[pon3BoacTBo

KoHTponb kayecTBa

AyTCOpPCUHIOBas AeSTENbHOCTb

Peknamaumu 1 0T3bIB NpoayKLum

CamMounHcnekumst

Peanusauusi n TpaHcnopTYpOBaHWe NpPOAyKLUMK

OueHka gocbe npon3BOACTBEHHOIO y4acTKa, ecnu
npuUMeHNMo

PasHoe

4. [NepeyeHb HECOOTBETCTBUI®

Kputnyeckme

CyLLeCTBEHHbIE

HecyliecTBeHHbIe

5. MpunoxeHns

JlokyMeHTbI n/vnun o6pasLibl, 0TOBpaHHbIE B XOA4E OLIEHKM
YCNOBW NPOM3BOACTBA U CUCTEMbI 0BECNIEYEHUs KayecTBa

6. PekomeHgauun 1 3aknoyeHne

PekomeHgauumn

3akntoyeHne

*MpumevaHve

«KpuTnyeckoe HecooTBETCTBUE» - 9TO HECOOTBETCTBME, KOTOPOE BbI3bIBAET WMWY NPUBOAUT K CyLLECTBEHHOMY
PUCKY BO3MOXHOCTM NPOU3BOACTBA NEKapCTBEHHOIO CPEACTBA OMACHOIO Ans 340POBbS U XXU3HWN YeroBeka.

«CyLlecTBeHHOEe HECOOTBETCTBUEY - ATO HE KPUTUYECKOE HECOOTBETCTBME, KOTOPOE:!

npuBeno K MPOM3BOACTBY WM MOXET MpMBECTM K MPOM3BOACTBY J1€KapCTBEHHOrO CpeactBa He
COOTBETCTBYIOLLErO AOKYMEHTaM pPerncTpaumoHHOro 4ocke A4aHHOro fleKapCTBEHHOIO CPeAcTBa;

yKasblBaeT Ha CyLleCTBeHHOe OTkroHeHue oT CTaHgapTa Hagmnexallein npous3BoacTBeHHon npaktuku (GMP),
YTBEPXAEHHOro Npuka3oMm MmnHMCTpa 3apaBooOXpaHeHns u coumanbHoro pa3sutna Pecnybnvkn KasaxctaH ot 27 mas
2015 roga Ne 392 «O6 yTBepxaeHWM Hagnexawmx dapmaueBTUYeckux MpakTuK» (3apernctpupoBaH B Peectpe
rocyapCTBEHHON perncTpaumm HopMaTuBHbIX NpaBoBbix akToB nog Ne 11506);

yKasblBaeT Ha CyLLECTBEHHOE OTKMOHEeHUe OT TpeboBaHMI MHbIX akTOB 3aKoHOAATeNnbCTBa B chepe obpalleHus
neKkapcTBEHHbIX CPeaCTB;

yKasblBaeT Ha HEeCnoCOOHOCTb OpraHuW3auuu-npoM3BOAMTENS] NEKapCTBEHHbIX CPEeACTB  OCYLUEeCTBNATb
CEepUWNHbIN BbINYCK NEKapCTBEHHbIX CPeACTB OAHOPOAHOIO KavyecTBa MMM HecnoCoOHOCTb YNOMHOMOYEHHOro nuua
opraH13aummn-Nnpon3BoaUTENs BbIMOMHATL CBOU AOMKHOCTHbIE 06A3aHHOCTY;

KOMOWHaLMS HECOOTBETCTBUIM, HA OAHO M3 KOTOPbIX Camo Mo cebe He ABMAEeTCS CyLeCTBEHHbIM, HO KOTOpbIe B
COBOKYMHOCTW MNpeACTaBnsalT CyWEeCTBEHHOE HECOOTBETCTBME W [OIMKHbI OOBACHATBCA W (PMKCMpOBaTbCS B
KayecTBe TaKkoBOrO.

«MNpoyne HecooTBETCTBUSA» - 3TO HECOOTBETCTBME, KOTOPOE HE MOXET KNaccudnLumMpoBaThCs, Kak KpUTUYECKoe
UNN CyLLECTBEHHOE, HO YKa3biBaeT Ha OTKINOHeHWe oT CTaHgapTa Hagnexallen Npou3BoACcTBEHHON npakTuku (GMP),
YyTBEPXOEHHOrO Npukaszom MUHUCTPa 3apaBooOXpaHeHns U coumnanbHoro passuTus Pecnybnuku KasaxctaH ot 27 mas
2015 roga Ne 392 «O6 yTBepxaeHMM Hagnexawmx dapmMaueBTUYeCcKUX MpakTUK» (3apernctpuposaH B PeecTtpe
rocyfapcTBeHHOW pernctpaumm HopMaTMBHbIX NpaBoBbix akToB nog Ne 11506).



http://online.zakon.kz/Document/?link_id=1004886540

PykoBoguTenbs komuccum

O.1N.0. (Npy Hanu4mm), 4OMKHOCTb

®.1.0. (Nnpn Hanu4nn), LOMKHOCTb

®.1.0. (Nnpn Hanu4nn), OMKHOCTb

C otyeTtom Komuncecum o3HakoMneH PyKOBO,EI,VITeJ'Ib nnn ynonHOMo4YeHHoe nnuuo opraHusaummn-

(nognuce)
YreHbl KOMUCCUM:

(nognucs)

(noanwucsb)
npoussBoauTens

(nognucs)
« » 20 roga

®.N.0. (npn Hann4mK)

Mpunoxenwne 7

k [paBunam npoBegeHUs

oLieHkun 6e3onacHoOCTn

N KayecTBa feKkapCTBEHHbIX CPeAcTB
N MeOWLMHCKNX N3Oenui,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTaH

OT4YeT OLEeHKHU
yCroBuiA NPOU3BOACTBA U CUCTEMbI 06ecneYyeHus KauecTBa NpU oLieHKe 6e30NacHOCTU U KayecTBa
MeAWLIMHCKUX u3aenumn

dopma

1. Pesiome

HaunmeHoBaHue, agpec, pekBn3nTbl NPOU3BOACTBEHHOTO
yyacTka

JlnueHsns(n)

Pestome gestenbHocTH opraHunsauun-npounssognTensa

MponssoacTBo hapmaLeBTUHECKMX
cybcTaHummn

Mpon3BOACTBO MEAULIMHCKUX N3aenuii

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

afa

dacoBka 1 ynakoBka

BBo3 (nmnopr)

[MponssoacTeo no KOHTPaKTy

MpoeeneHne nabopaTopHbIX
ncnbITaHUN

Bbinyck B peanu3auumio cepum
MeguUMnHCKOro n3genund

NHoe

af al ojojaia

Oata(bl) npoBeAeHUS OLEHKM YCINOBUIA NPON3BOACTBA U
cuctemMbl obecneyeHns KayecTea

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

Homepa nuueH3umn Ha Npon3BOACTBO, cepTUUKATOB
cootBeTcTBUA GMP nnun 1ISO13485

2. BeogHas nHopmaums

KpaTkoe onucaHue opraHusauumn- Npons3BoauTeENs 1
npon3BoacTBa

Hata(bl) npeablayLmx MHCNEKL I

HavmeHoBaHue opraHu3auuun n CTpaHbl, I'IpOBO,EI,I/IBLIJGVI
npegbigyuwine NHCnekunmn

OCHOBHbIE U3MEHEHWS, NPON3OLLIEALLNE CO BPEMEHU
npeablayLen MHcnekumm

OcHoBaHue gns npoeeaeHna OLeHKN yCJ'IOBMI7I npoun3soacTea

N CUCTEMbI 0BecnevyeHnss kKa4ecTea

Mpoun3BoACTBEHHbIE 30HbI, NOAMEXALLME OLEHKe YCIOBUM

npon3BoacTBa U CUCTEMbI obecneyeHnst ka4yecTsa

[NepcoHan opraHnsaunn-npon3BoanTens, y‘-IaCTBy}OLIJMVI B

npoBedeHnn OUEHKN yCJ'IOBI/II7I npon3eBoacTteBa U CUCTEMDbI




obecneyeHuns kayecTea

[lokyMeHTbI, NofaHHble opraHM3aumein-npon3BoamMTenemM oo
NpoBeAeHMs OLIEHKU YCIOBWIA MPON3BOACTBA U CUCTEMBI
obecneyeHns kayecTBa

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

YnpasneHue Ka4ecTBoM

[epcoHan

[MomeLleHns n obopygosaHue

HokymeHTaums

[pon3BoAcTBO

KoHTponb kayecTBa

AyTcopcuHroBas 4esiTENbHOCTb

Peknamauuu 1 0T3bIB NpoayKLUn

CamouHcnekuus

Peanusauusi n TpaHcnopTYpoBaHWe NpoayKuun

OueHka pgocbe npon3BoOACTBEHHOIO y4acTKa, ecnu
NnpUMEeHNMOo

PasHoe

4. NepeyeHb HECOOTBETCTBUN®

Kputunyeckue

CyLLECTBEHHbIE

HecyliecTBeHHble

5. MpunoxeHnst

JlokyMeHTbI n/vnun o6pasLibl, 0TOGpaHHbIE B XOA4E OLIEHKM
YCMOBUI NPON3BOACTBA U CUCTEMbI OBecnedYeHns kKadecTsa

6. PekomeHgauunm 1 3aknoyeHne

PekomeHgaumm

3akntoyeHne

*MNpumeydaHne

«Kputnyeckoe HeCcooTBETCTBMEY - 3TO HECOOTBETCTBUE, KOTOPOE BbI3bIBAET UNU NPUBOAUT K CYLLECTBEHHOMY
PUCKY BO3MOXHOCTM NPOM3BOACTBA MEONLMHCKOro N3Aenums OnacHoro Ans 340opOoBbs U XKU3HU YeroBeKa.

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

NPUBEIIO K NPOM3BOACTBY UM MOXET MPUBECTU K NPOU3BOACTBY MEAMLMHCKOrO U3AENUSA HE COOTBETCTBYHOLLETO
AOKYMEHTaM PErncTpaumMoHHOro oCbe AaHHOMo MEAULMHCKOIO U3nenus;

yKa3blBaeT Ha CyLLEeCTBEHHOE OTKIOHEHWe oT cTaHaapTa ISO13485 (GMP);

yKkasblBaeT Ha CyLIeCTBEHHOE OTKMOHEHME wnuM TpeboBaHW WHbIX aKTOB 3akoHodaTtenbcTtBa B cdepe
obpalleHns MeaNUMHCKUX U3AENNIA;

KOMOUHaLMA HECOOTBETCTBMI, HU OOHO U3 KOTOPbIX CaMo Mo cebe He ABNSAETCS CyLIEeCTBEHHbIM, HO KOTOpble B
COBOKYMHOCTU NpeaCTaBnsilOT CyLEeCTBEHHOE HECOOTBETCTBME U [OOIMKHbI OOBACHATBCA UM (PUKCUPOBATLCA B
Ka4yeCcTBe TakoBOrO.

«lMpoyne HecooTBETCTBUSI» - 3TO HECOOTBETCTBME, KOTOPOE HE MOXET KNaccumumpoBaTbCs, Kak KpUTUYECKOe
UNN CyLLLECTBEHHOE, HO YKa3blBaeT Ha OTKIOHeHue oT crtaHaapToB 1ISO13485 u (unu) ot CtaHgapTa Hagnexailen
npoussBoAcTBeHHoW npaktuku (GMP), yTBepxaeHHoro npukazom MuHWCTpa 34paBOOXpaHEHUS WM COLMArbHOro
pas3suTtusi Pecnybnukm KasaxctaH ot 27 masi 2015 roga Ne 392 «O6 yTBepXAeHWUM Hagnexalimnx hapMaueBTUYeckux
npakTuK» (3apernctpupoBaH B PeecTpe rocygapCTBEHHOW perncrpaumv HOpPMaTUBHbIX MPaBOBbIX akToB nog Ne
11506).

PyKOBO,ElMTeﬂb KoMuccum

(nognuce) ®.1.0. (npn Hanu4mn), LOMKHOCTb
YreHbl KOMUCCUK:
(nognucsb) ®.1.0. (npy HanM4mK), JOMKHOCTb
(nognucsb) ®.1.0. (npn Hanu4un), LOMKHOCTb
C otyeTom Komuccum o3HakomneH PykoBoauTenb UNn YNonHOMOYEHHOE NULIO OpraHM3aumm-
npou3BoauTens
(nognuceb) ®.1.0. (npu Hann4un)
« » 20 roga

MpunoxeHune 8

k [paBunam npoBegeHUs

oueHkn 6esonacHocTn

M KayecTBa fleKapCTBEHHbIX CPeacTB
1 MEAVLMHCKUX U3genun,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTaH
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OT «

dopma

MuHWCTEPCTBO 3apaBooxpaHeHuss Pecny6nvku KasaxcTtaH

HavnmeHoBaHne 1 agpec aKCnepTHON opraHu3auum
CepTudmkaT COOTBETCTBUSA NPOAYKUMU (MPN CEPUAHON OLIEHKE)

» 20__ropa Ne

[encteutenbHO Ao « » 20 roga npu cobnogeHUn ycnoBuini XxpaHeHns
1. HacTosiumi ceptudukaT COoTBETCTBUSA NPOAYKLUM (MPU CEPUAHON OLIEHKE) YIOCTOBEPSET,
YTO JOMMKHBIM 06pa3oM naeHTUMUMpoBaHHaa NPOAYKUNS

HanmmeHoBaHue 1 Tnn npoaykumnm
npounseeneHHas

CTpaHa, HavMeHoBaHWe NpeanpUATHs, PUPMBbI
COOTBETCTBYET TPebOBaHUAM GE30MacHOCTU 1 KayecTBa, YCTaHOBIIEHHLIM B

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

HanMeHoBaHue, agpec

3. CepTtudpmkat cooTBETCTBMA NPOAYKLMN (MPU CEPUMHOW OLEHKE) BblAaH Ha OCHOBaHWM oT4eTa
OLIEHKM YCINOBWI NPON3BOACTBA U CUCTEMBbI 0becneyeHns kavecTsa
n

pata npoTokona(oB) NCMbITaHWI

HavMeHOoBaHWe akkpeaMToBaHHOM NnabopaTopun, Ne aTTectata akkpeauTaumum

4. NononHuTtenbHasa nHopmauus

Mognucu YNOJTHOMOYEHHbIX ML

noanuncb ®.1.0. (npu Hannuumn)

noanucb ®.1.0. (npu Hanuuun)

Mpunoxexwne 9

k [paBnnam npoBegeHns OLEHKN
6e30MacHOCTM 1 KayecTBa NlekapCTBEHHbIX
CpPeacTB U MeaVNLMHCKUX U3Oennia,
3aperncTpupoBaHHbIX

B Pecnybnvke KasaxctaH

dopma

MwuHKCTepcTBO 3apaBooxpaHeHust Pecnybnuku KasaxcraH

HanmeHoBaHve 1 agpec akcnepTHOW opraHm3aLmm

MpunoxeHve
K cepTndmkaTy COOTBETCTBMSA NPOAYKLMM (MPY CEPUINHON OLIEHKE)
Ne

MepeyeHb KOHKPETHOWM NPOAYKLMM, Ha KOTOPYHO pacnpocTpaHsieTcst
JencTeue cepTudukaTa COOTBETCTBUS NPOAYKUMM (MPU CEPUAHON OLIEHKE)

HanmeHoBaHue n Tvn npoaykuuun, cepuda, Cpok rogHoCTu, O6o3HayeHne HOPpMaTMBHOIo AOKYMEHTa,Nno KOTOpOMY

HanMeHoBaHue npeanpuaTna-npon3BoanTend, CTpaHa-

pasmep napTmn, HaMMeHoBaHWe NpeanpuaTuA, BbIMyCKaeTCcAa nNpoayKuna

npounssoguTengd

rlO,EI,I'IVICI/I YNOJTHOMOYEHHbIX L

noanvcb O.N.0. (Nnpn Hanu4yumm)




noanmcb O.N.0. (Nnpn Hanu4umm)

MpunoxeHune 10

k [paBunam npoBegeHUs

oueHkn 6esonacHocTn

N KayecTBa feKkapCTBEHHbIX CPeAcTB
N MeAVLMHCKNX U3genun,
3aperncTpuMpoBaHHbIX B
Pecny6nuke KasaxcTaH

I'Iepequb nokasarenem HOPMAaTMBHOIoO AOKYyMEHTa
npu nposeaeHUn oL eHKU 6e3onacHOCTU 1 kKayecTBa JleKapCTBEHHbIX CpeacTB

Ne HanmeHoBaHue pasgena
n/n
1. YKnpkve nekapctBeHHble hopMbl 4TS NapeHTepanbHOro NPUMEHEHUs!
1) Onwvcanune
2) VaeHTudmrkaumst akTMBHbIX BELLECTB
3) Mpo3pay4yHoCcTb
4) LIBeTHOCTb
5) pH
6) BakTtepuanbHble 3HOOTOKCUHbBI UM MUPOTrEHbI
7) CTepunbHOCTb
8) KonnyectBeHHoe onpeaenexHve
9) YnakoBka
10) MapknpoBka
11) CpoK xpaHeHus
2. Cyxve nekapcTBeHHble hopMbl Arlsi NapeHTepanbHOro NPUMEHEHWs!
1) Onucanve
2) VoeHTnmkaLumsa akTUBHbIX BELLLECTB
3) lMokasaTtenu kayecTBa pacTBopa:
Mpo3payHocTb
LBETHOCTb*
KMCNOTHOCTb (LLIeN0YHOCTL) unn pH
4) BakrepuanbHble 3HOOTOKCUHbBI UMM MUPOTrEHbI
5) CTepnnbHOCTb
6) KonnyectBeHHOe onpeaenexHve
7) AKTUBHOCTb
8) YnakoBka
9) MapkupoBka
10) CpokK xpaHeHus
3. ['nasHble kannu
1) Onwncanve
2) VaeHTudmkaumsi akTMBHbIX BELLECTB
3) Mpo3payYyHoCTb (ANs1 pacTBOPOB)
4) LIBeTHOCTb (4N pacTBOPOB)
5) KncnotHOCTb Mnu WwenoyHocTb, v pH
6) CTepunbHOCTb
7) KonnyectBeHHOE onpeaeneHne
8) YnakoBka
9) MapkupoBka
10) CpoK xpaHeHus (B TOM YMCIE NOCIE BCKPbITUS)
4, YKupgkve nekapctBeHHble OpMbl A1 BHYTPEHHETO Y HAPY)XHOIO NPUMEHEHNS
1) Onwncanve
2) VaeHTnmrkaums akTMBHbIX BELLLECTB
3) pH
4) [MNoTHOCTL
5) Mukpobuornornyeckasi YuCToTa Uinm CTEPUIIBHOCTb
6) KonnyectBeHHOE onpeaeneHue
7) YnakoBka
8) MapkupoBka
9) CpoK XpaHeHust
5. Aapo3sonu




1) OnucaHve

2) VaoeHTurkaLums akTMBHbIX BELLLECTB

3) Konu4ecTtBo n3Bnekaemblx 403 B KOHTEHepe

4) KonuyectseHHoe onpegenexHve

5) YnakoBka

6) MapknpoBka

7) CpoK xpaHeHus

6. TabneTku

1) Onucanve

2) VpeHTudrkaumst akTMBHbIX BELLECTB

3) CpeaHasa macca 1 0AHOPOAHOCTb MacChl

4) VcTnpaemocTb

5) PacnapgaemocTtb

6) Mukpoburonornyeckas YmctoTta

7) KonnyectBeHHOe onpeaenexHve

8) YnakoBka

9) MapkupoBka

10) CpoK xpaHeHus

7. IMopoLku (Cyxue nekapcTBeHHble hOpPMbI A1 HAPY)KHOTO U BHYTPEHHETO NMPUMEHEHWS)
1) Onwncaxue

2) VaeHTudmrkaumsi akTMBHbIX BELLECTB

3) OpHOPOAHOCTb MACcChl UM OAHOPOAHOCTL CoAEPKaHWs (ANt NOPOLLKOB B OAHOA030BOM KOHTENHEpPE)
4) Macca cogepX1umMoro KoHTeHepa (Ans NOPOLIKOB B MHOrO4030BOM KOHTENHEPE)
5) CTepunbHOCTb N MMKpobronoruyeckas YmcToTa
6) KonvnyectBeHHoe onpeaenexHve

7) YnakoBka

8) MapknpoBka

9) CpoK xpaHeHus

8. Kancynbl

1) Onucanue (B TOM YMcrie 060104KN Kancyribl U COAEPXKMMOTO)
2) MaeHTndmkaumsa akTMBHbIX BELLLECTB

3) PacnagaemocTtb

4) Mukpobuonoruyeckasi YncTora

5) KonnyectBeHHoe onpeaenexHve

6) YnakoBka

7) MapknpoBka

8) CpokK xpaHeHus

9. Cynnosutopuu (neccapum)

1) Onwncaxune

2) MaoeHTnmrkaums akTMBHbIX BELLLECTB

3) CpepHsas macca v OAHOPOAHOCTb MacChl

4) Mukpobuonornyeckasi Yyuctora

5) KonnyectBeHHOE onpeaeneHve

6) YnakoBka

7) MapkupoBka

8) CpoK xpaHeHus

10. Msrkne nekapcTBeHHble HOpMbI

1) Onwncanve

2) VoeHTudrkaumsi akTMBHbIX BELLECTB

3) pH

4) CTepunbHOCTb U1 MUKpobronormyeckas YmcToTa
5) KonnyectBeHHoe onpeaenexHve

6) YnakoBka

7) MapknpoBka

8) CpoK xpaHeHus

11. HacTtonku

1) OnucaHve

2) MaeHTnmrkaums akTMBHbIX BELLLECTB

3) CogepxaHue 3TaHora Uin OTHOCUTENbHAst MITOTHOCTb
4) Mukpobuornornyeckasi Yyuctora

5) KonnyectBeHHOE onpeaeneHne

6) YnakoBka

7) MapkupoBka

8)

CpoK XpaHeHust




12. OKCTPaKThbI
1) Onucanve
2) VaeHTudmrkaumsi akTMBHbIX BELLECTB
3) OTHOCKTENbHAsA NNOTHOCTb UKW CcoAepXKaHUe 3TaHomna (KUAKue SKCTpakTbl)
4) KonnyectBeHHOe onpeaenexHve
5) Mukpobuonornyeckas Ynctora
6) YnakoBka
7) MapknpoBka
8) CpoK XpaHeHUs
13. JlekapcTBEHHOE pacTuTenbHoe chipbe, cbopbl, PacoBaHHaA NPOAYKLUMS
1) Onwvcanune
2) WaeHTudpmkaums:
MaKpOCKOMWS;
MWKPOCKOMWS;
Ka4yeCTBEHHbIE U/UNW TMCTOXMMUYECKME peakumu;
Xpomarorpaduyeckne ucnblTaHns (TCX, ra3oBas U BbICOKOI((eKTMBHAS XNAKOCTHaA XpomaTtorpadus u
Apyrve)
3) OKCTPaKTMBHbIE BELLECTBA UMW KONMMYECTBEHHOE ONpeaerneHne
4) Mukpobuonoruyeckas YncTora
5) KonuyectseHHoe onpegeneHve™
6) YnakoBka
7) MapknpoBka
8) Cpok xpaHeHus
* NpU HaNM4uM nNokasaTens B HOPMaTUBHOM JOKYMEHTe
MpunoxeHne 11
k [paBunam npoBefeHUs
oueHkn 6esonacHocTn
N KayecTBa feKkapCTBEHHbIX CPeacTB
N MeOWLMHCKMX U3Oenuii,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTaH
dopma
MuHncTepcTBO 3apaBooxpaHeHns Pecnybnukn KasaxcraH
HaumeHoBaHve n agpec 3kCnepTHON opraHn3auum
CepTudumkat cooTBETCTBMS NPOAYKLMM (Npy cepum/napTin)
oT « » 20__ropa Ne
HencTBnTenbHO A0 « » 20___ ropa npu cobnogeHnn ycnoBui XxpaHeHus

1. HacTtosiwmin ceptudpmkaT COOTBETCTBMS NPOAyKLUN (Mpu cepun/napTnm) yaoCcToBEPSieT, YTO AOIDKHbIM

o6pasom naeHTudmumnpoBaHHas

npoayKuus

HavnmeHoBaHue 1 TMn npoaykuumn, pasmep napTun, cepud, Cpok roqHoCTun

npoun3eBeaneHHasa

CTpaHa, HaMmMeHoBaHue nNpeanpuaTna, HaMmmMeHoBaHUe nNpeanpuaTna-npomns3soanTend

CoOTBETCTBYET TpeGOBaHI/IﬂM ©6e30MacHOCTM 1 KayecTBa, YCTaHOBJIEHHbIM B

HOpMaTKBHbIVi(€) AOKYMEHT(bI)

2. 3agButenb

HanMeHoBaHue, aapec

3. CepTtudpmkat cooTBeTCTBUS NPOAYKLMU (NpW cepum/napTun) Bbl4aHO Ha OCHOBaHUM

npoTokona(oB) NCMbITaHWN

4. JononHutenbHasa nHgopmauus

HavMeHOBaHWe akkpeaMTOBaHHON(bIX) nabopatopuun(i), Ne aTTecTata(oB) akkpeauTaumm(i)




Mognucu YNOJTHOMOYEHHbIX ML

noanucb O.N.0. (npy Hanu4ymm)

noanuch ®.N.0. (npn Hann4un)

MpunoxeHve 12

k [paBunam npoBegeHUs

oLieHkun 6e3onacHoOCTH

1 Ka4yecTBa NekapCTBEHHbIX CPEacTB
N MeONLMHCKNX N3Oenui,
3aperncTpupoBaHHbIX B

Pecny6nuke KasaxcTaH

dopma

MuHucTepcTBo 3apaBooxpaHeHns Pecnybnukn KasaxcTaH

HanmeHoBaHve 1 agpec akcnepTHOW opraHu3aLmm

CepTndukaT COOTBETCTBMSA NPOAYKLMM (NPpW AeKnapypoBaHn)

oT « » 20__ropa Ne

[encteutenbHO A0 « » 20 roga npu cobnogeHn ycnoBuii XxpaHeHus
1. Hacroswwmin ceptudmkat cooTBeTCTBUS Npoaykumu (Mpu OeknapvpoBaHUM) YOOCTOBEPSET, YTO OOIMKHbIM
o6pa3om naeHTUmumnpoBaHHasa NpoayKUMS

HavMeHOoBaHWe 1 TN NPOAYKLUUM
npousBeaeHHas COOTBETCTBYET
CcTpaHa, HaMeHoBaHWe NPeanpUaATUs, PUPMbI
TpeboBaHUsiM Ge3onacHOCTM 1 KayecTBa
2. 3aaBuTEmNb

HaMMeHOBaHwue, agpec
3. CepTudpmkaT cooTBETCTBUS NPOAYKLMN (MPU AEKNApUpPOBaHNM) Bbl4aH Ha OCHOBaHWU
cepTudmkarta

GMP, Ne, nata Bblgaun, cpok gencteus unu 1ISO 13485, Ne, nata Bblgaun, Cpok OENCTBUSA
4. NononHuTtenbHasa nHcopmauun

Mognucu YNOJTHOMOYEHHbIX ML

noanuch ®.1.0. (npu Hanu4yun)

noanvcb ®.UN.0. (npy Hann4mK)

MpunoxeHune 13

k [paBunam npoBegeHUs

oueHkn 6esonacHocTn

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

Anroputm ot6opa 06pa3LoB NpoayKLUM

1. Anroputm otbopa 06pa3LoB NekapcTBEHHbLIX CPeaCcTB

O6pa3subl 0TOMPAaOT OT KaXaow cepum (NapTum) NekapCTBEHHOro cpeacTaa.

YNakoBOYHYI0 Tapy (ALWMKKM, KOPOOKWM, melukn, OyTbinu, 6apabaHbl) noaBepraT Hapy>KHOMY OCMOTPY Ansi
NPOBEPKM COOTBETCTBMSA TPEOOBAHUAM HOPMATUBHOWN AOKYMEHTALNW.

O6Gpa3subl OTOMPAKT TONMBKO M3 HEMOBPEXAEHHbIX, YKYMOPEHHbLIX M YMaKOBAHHBLIX COrfacHO HOPMAaTMBHOMY
LOKYMEHTY YNaKOBOYHbIX Tap.

Mpu otb6ope obpasuoB NpUHUMAKOTCH Mepbl NPELOCTOPOXHOCTU, YYUTbIBAsi TOKCUYHOCTb, B3PbIBOONACHOCTb,
OrHEOoNacHoOCTb, MMrPOCKOMNMUYHOCTb NEKAPCTBEHHbLIX CPEACTB, a TaKxkKe AN NPefoXpPaHEHUs! X OT 3arpsi3HEHWIA.



Onsa npoBeeHWs UCNbITaHWS NEeKapCTBEHHbIX CPEeACTB, MEAULIMHCKUX U3OEeNuiA Ha COOTBETCTBUE TpeboBaHUAM
HOPMAaTUBHOrO AOKYMEHTa NPOBOASAT MHOrocTyneH4aTbin oT6op o6pasLos.

Mpn MHorocTyneHyatom oT6ope, obpasubl B KaxaonW CTyneHn oTbupaloT chnyyalHbiM obpasom B
NPOMOPLMOHAnbHbIX KONMYECTBax U3 eamHuL, 0ToBpaHHbIX B NpeAplayLuen cTyneHn. Yncno cTyneHen onpeaenseTcs
BMOOM YMaKOBKW.

MepBas cTyneHb: oTOOP eAnHML, yNakoBOYHON Tapbl (SLWMKOB, KOPoBOoK, MeLukoB, ByTeinen, 6apabaHos);

BTopas cTyneHb: oTOOP YMNakOBOYHBLIX €OWMHUL, HaxOoAsAWMUXCA B YNakoBOYHOW Tape (KOpobok, (hriakoHOB,
6aHok);

TpeTbsa cTyneHb: 0T60p NPoAyKUUK B NEPBUYHON ynakoBke (amnyn, onakoHoB, Ty6, KOHTYPHbIX YNaKoBOK).

[ns pacuyeTa oT6opa KOnMMYecTBa MPOAYKLMM Ha KaXdoil CTyneHu ucnonbaytoT dopmyny 0,4 n, roe n -
KOnnyecTso 06pasLoB AAHHOW CTyMeHn ogHon cepumn (naptuwm). MonyyeHHoe B pesynbTaTe nogcyeTa no dopmyrne
ApOBHOe YMCI0 OKPYIMNAT B CTOPOHY YBENUYEHNS [0 Lernoro yucna, KoTopoe A0MmKHO BbiTb He MeHee 3 1 He Bonee
30.

B cnyyae HegocTaTOuHOro konmyecTsa obpasuoB ANs NPOBEAEHUSA UCMbITaHUA NOBTOPHO oT6upatoT obpasupl,
Kak yka3aHo BbiLLe.

2. Anroputm oT6opa 06pasLoB MegULNHCKUX U3genui

1) B npouecce otbopa o6pa3uoB B obLiem criyyae yumTbiBaeTCs:

OQHOPOAHOCTb NapTUK;

npeacTaBUTENbHOCTbL BbIBOPKY MO COCTaBy;

npeacTaBUTENbHOCTbL BbIGOPKY MO KONUYECTBY;

cooTBeTCcTBME 06pa3LOB MAEHTU(NKALMOHHBIM MPU3HaKam NpoayKuum;

2) otbupaemble obpasLpbl MO KOHCTPYKLUMKU, COCTaBY M TEXHOMOMUMW U3roTOBMEHNS COOTBETCTBYIOT MPOAYKLNW,
npeaHasHayYeHHoM Ang peanusauum;

3) BblibOopka no cocTaBy 00pasUOB OTpaxaeT BCH COBOKYMHOCTb OAHOPOOHOW MpOJyKuuW, siBNSAOLEencs
06beKkToM oueHkn 6e30macHOCTN M KayecTBa C y4eTOM pasnuyums CBOWCTB OTAErNbHbIX TUMOB (Mapok, pa3mepos,
TUMNOB, MOAENE) Takow COBOKYMHOCTY;

4) obpasLpbl, 0TOBpaHHbIe ANa NPOBeAEeHNs NCNbITaHWI He BO3BpaLLaloTca 3akasyuky.

Mpunoxenve 14

k [paBunam npoBegeHns

oLieHkun 6e3onacHoCTn

N KayecTBa feKkapCTBEHHbIX CPeacTB
N MeOMLMHCKNX N3Oenui,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcTaH

dopma

Akt oTbopa 06pasLoB NpoayKUmMm

oT « » 20__ropa Ne

3asBuTens:

(HaMMeHoBaHWe opraHmusauun, agpec)
Appec n mecto otbopa:

OT60p Npob npoussen:

damunusa, nms, 0T4ECTBO (NPU ero Hanu4uuKn) nuua, ocylecTameLLero otéop obpasLos
AKT cocTaBneH:

damunus, nMs, 0TY4ECTBO (NMPU ero Hanuuun) NpeacTaBmUTeNs IKCNEPTHOM OpraHU3aLmm
UNN TEPPUTOPUANBLHOTO AenapTamMeHTa rocyAapCTBEHHOIoO opraHa
C yyactmem:

damunus, uMs, oT4eCTBO (MPU ero HanM4Knmn) 3asBUTENS UK ero NpeacTaBuTenNs
O6pasubl NpeabsABNEeHHOM NPOAYKLMM 0TOBpaHbl B COOTBETCTBUU C

(HaMmeHoBaHWe HOPMaTUBHOIMO LOKYMEHTA)
OIS UCNbITaHWI C Lenbio OLEHKU 6e30nacHOCTU U KayecTBa

npoayKuum
Mpoaykumst nony4yeHa no:

(ToBapHO-TpaHCNOPTHOW HakKNaaHoW; /4 kButaHuumn Ne,

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



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

(cTpaHa, opraHusauusi (MHAMBUAYanbHbIA NpeanpuHMMaTenb), agpec)
OCMOTpPOM YyCTaHOBMEHO:

YcnoBus xpaHeHus:

Bug n coctosHme Tapbl, YNaKoOBKM, EeMKoCTen:

Hagnucum Ha ynakoBke 1 aTUKeTKax:

O6pasubl 0To6paHbl OT NPOAYKLMK, NpeabsABNEeHHON No4 HAUMEHOBaHNEM:

HaumeHoBaHue obpasuoB EgmHuua Homep | Pasmep HaTta Cpok Konnuecteo
npeabsBreHHON naMmepeHus | naptum | naptum | npoussoacTea | rogHOCTK 0TOGpaHHbIX
npoayKumu 06pasLoB Npodykuum
1 2 3 4 5 6 7

KoHTponbHble 0bpasLbl B KONMMYECTBaX, paBHbIX KONMYECTBY OTOOpaHHbIX 06pa3LoB, onevaTaHbl U XpaHATCS B
HaZanexalux YyCrioBusix B TeYeHMe cpoka AeNCTBUSi cepTudukaTa COOTBETCTBMA Npoaykuuu (napTus/ cepwusi) y
3asaBuUTENS.

MpencraBuTenb 3KCNepTHOM opraHu3aumm/

TeppuTOpuanbsHoOro genaptaMeHTa

YMOMHOMOYEHHOr0 opraHa:

(nognuceb) ®.1.0.(npn Hann4un)
3assuTens

(nognuceb) @ .N.0.(npn Hannymm)
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k [paBnnam npoBegeHNs OLEHKM
6e30nacHOCTM 1 kKavecTBa
neKapcTBEHHbIX CPeacTB U
MeANLMHCKNX N3aenun,
3aperncTpupoBaHHbIX

B Pecnybnuke KasaxctaH

dopma

AKT npnema-nepegaym obpasLoB npogyKumm

oT « » 20__ropa Ne

3asBuTens:

(HaMmeHoBaHWe opraHusauun, agpec)
Appec n mecto otbopa:
OT60p Npob npoussen:

®.N.0. (npn Hann4mK) nuua, ocyuiectemeLlero otbop obpasuos
O6pa3subl NpeabaBIeHHON NPOAYKLUMM 0ToBpaHbl B COOTBETCTBUM C

(HaMmeHoBaHWe HOPMaTUBHOIO LOKYMEHTA)
AN UCNbITaHWI € Lenbto oLeHKM 6e30nacHOCTU 1 KavecTBa NPoAYKLMM
Mpoaykumst nony4yeHa no:

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

no koHTpakTy Ne, aata; gorosopy Ne, gata)
MpoussoguTtens:

CTpaHa, opraHu3auusa (MHAuBUAYanbHbIA NpeanpuHMMaTens), agpec
MocTaBLUKK:

(cTpaHa, opraHn3auus (MHauBUAyanbeHbI NpeanpyHUMaTens), agpec)
O6pasupbl oTobpaHbl 0T NPOAYKLUMU, NPpeabsABNEHHON No4 HAaMMEHOBaHNEM:




HanmeHoBaHue obpasuoB EgmHuua Homep | Pasmep HaTta Cpok Konnyectso

npeabsBNEeHHON u3MepeHusi | napTum | napTvmM | MpousBoAcTBa | rogHocTH oTOGpaHHbIX
npoAyKLMm o6pas3uoB NpoayKuum
1 2 3 4 5 6 7

KoHTponbHble 06pasLbl B KOMYeCTBax, paBHbIX KONMYeCTBY 0TOBpaHHbIX 06pasLioB, oneyaTtaHbl U XPaHATCA B
Hagnexaluux yCrnoBusix B Te4EHNe Ccpoka AeNCTBNS cepTudukaTa CooTBETCTBMSA NPOAYKUMM (napTus/ cepus) y
3anBuTens.

3asaBuTtens:

(nognucs) @ .N.0.(npy Hann4mm)
O6pasubl NPUHATLI:
MNpeacTtaBuTenb 3KCNEPTHOW OpraHn3aumm

(nogmuce)  ®.N.0. (npu Hann4nm)
[ata npnema o6pa3sLoB 3KCNEPTHOM opraHM3aumen:
« » 20_r.
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k [paBunam npoeaeHUst

OLeHKM 6e3onacHOCTH U1

KauecTBa NekapCTBEHHbIX CPEACTB
N MeaULIMHCKMX U3Oenuii,
3aperncTpupoBaHHbIX B
Pecny6nuke KasaxcrtaH

MecTo HaHeceHus
3Haka n/unu Homepa attectaTa AKKpeauTauum

dopma

MuHncTepcTBo 3apaBooxpaHeHns Pecnybnukn KasaxctaH

HanmeHoBaHWe rocyfapCTBEHHOW 3KCMEPTHOW OpraHu3aumm

ATTecTaT akkpeauTauum ucnbitatensHon naéopaTtopum (N2, cpok AeicTBIS)

Appec, TenedoH 3KCnepTHOM opraHn3aLlumn (UcnbiTaTenbHoM naéopaTopum)

MpoTokon ucnbiTaHni

Ne oT « » roga CtpaHuua /KonuyecTBo NncToB __
3asBuTenb (HaumeHoBaHWe, agpec):

HanmeHoBaHue npoaykunmn:

Bug ncnbitanum:

OcHoBaHue:

MpoussoguTens, CTpaHa:

Cepus, naptus: [ara npousBoacTea: CpoK rogHocCTH:
Konuyectso 06pasLoB:

[aTta Hayana u aaTta oKOHYaHUS UCMbITAHWUN:

O603HayeHne HOPMaTUBHOIO AOKYMEHTA Ha MPOAYKLUMIO:

O6o3HaveHne HOPMaTMBHOIo AOKYyMEHTa Ha MeTOobl NCNbITaHWIA:

Pes3ynbTaTthl uCnbiTaHU

HavnmeHoBaHue TpeboBaHMs HOPMATMBHOIO AOKYMEHTa Ha TOC n BnaxHocTb (%)
rnokasartenem NPOAYKLMIO

1 2 3




3akntoyeHne: [lMpeactaeneHHble 06pasubl COOTBETCTBYHOT/HE COOTBETCTBYIOT TPebOBaHMAM HOPMATUBHBLIX
AOKYMEHTOB. (HyXHoe nogyepkHyTb)
MoanucK ynonHOMOYEHHbBIX nuL,

(BomKHOCTL) (nognuce) ®.1.0.(npn Hann4umu)
(BomkHOCTb) (nognucs) ®.1.0.(npn Hann4mm)
(BomkHOCTb) (nognuce) ®.1.0.(npn Hann4mm)

[MpoTokon UcnbITaHU pacnpoCcTpaHAeTCsl TONbKO Ha 06pasLbl, MOABEPrHYThHIE UCTIbITAHUSAM.
MonHaa wnM yacTuyHasa nepenedvaTka MNpPOTOKOMa UCNbITaHWA 6e3 MUCbMEHHOro paspelleHUs JKCNepTHON
opraHusauuu 3anpetleHa.
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k [NpaBunam nposeaeHusi
oLeHkn 6e3onacHOCTH
KayecTBa NnekapCTBEHHbIX
CpeacTB ¥ MeAULIMHCKNX
N3fenuin, 3aperncTprpoBaHHbIX
B Pecnybnvke KasaxctaH

dopma

MwuHKCTepCTBO 3apaBooxpaHeHust Pecnybnuku KasaxcraH

HaumeHoBaHve n agpec 3kCnepTHON opraHn3auum
MpunoxeHune
K cepTudmkaTty CooTBETCTBUSA NpoayKuun (cepmun/naptmum) Ne

MepeyeHb KOHKPETHOW MPOAYKUMW, Ha KOTOPYHO pacnpocTpaHseTcs AencTBue cepTudumkaTa COOTBETCTBUS
npoaykummn (cepumn/naptmm)

HanmeHoBaHue n Tun npoaykuuun, cepusa, Cpok roqHocCTu, O603HaueHne HOpPpMaTMBHOIo AOKYMeHTa, No KOToOpoMy
pasmep napTun, HaMMmeHoBaHMe nNpeanpunaTuA, BbIMyCKaeTCAa NpoayKuuna
HanMeHoBaHne npeanpuaTna - npon3BoanTend, ctpaHa-
npoun3soguTens

Mognucu YNOJTHOMOYEHHbIX ML

nognuncb ®.N.0. (npy Hann4mm)

noanucb ®.UN.0. (npn Hann4un)

MpunoxeHune 18

k [paBunam npoBeeHUs OLEHKN
6e3onacHOCTA 1 Ka4ecTBa NEKapCTBEHHbIX
CcpencTB U MeAUUMHCKUX M38enun,
3aperncTpupoBaHHbix B Pecnybnuke KaszaxctaH

dopma

MuHncTepcTBo 3apaBooxpaHeHns Pecnybnukn KasaxcTaH

HaumeHoBaHve 1 agpec 3KkcnepTHON opraHn3auum
MpunoxeHne
K cepTndmkaTy COOTBETCTBMA Npoaykumn (npy aeknapuposaHmmn) Ne

[MepeyeHb KOHKPETHOM NPOAYKLMK, Ha KOTOPYH pacnpoCTpaHsieTca AeUCTBUE cepTudmkaTa CooTBETCTBUS
npoAayKumm (Npu geknapupoBaHmm)




HanmeHoBaHue, TWMN, Mapka NpoAyKLUUA, CEpUs, CPOK
rogHocTW, pasmep napTuu, HaMMeHoBaHue
npeanpuaTUs, UPMbI-M3roTOBUTENS, CTpaHa-
npousBoauTeEnNs

O06o3HaueHne HOPMaTuBHOIO AOKYMEHTa, N0 KOTOpoOMy
BbllMyCKaeTCA npoayKkuma

Moanucy ynonHOMOYEHHbIX Ly
noanucb

noanucb

®.N.0. (npy Hann4uu)

®.N.0. (npy Hann4mu)

MpunoxeHune 19

k [paBunam npoBeneHUs

oueHkn 6esonacHocTn

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

dopma

MuHncTepcTBo 3apaBooxpaHeHns Pecnybnukn KasaxcTaH

HaumeHoBaHve n agpec akCnepTHON opraHn3auum

HanmeHoBaHve, 3aasutens

[AOIMKHOCTb, MHULMAT UMEHU
n hamunusi pykoBoauTens

afpec 3asBuTens

PeLueHre 0 NpuoCTaHOBIEHUN, OT3bIBE CepTUdUMKaTa COOTBETCTBUSA NpoayKuuy (Npy cepumn/naptium),
cepTuduKaTa COOTBETCTBUS NPOAYKLMM (MPU CePUItHON oLeHKe), cepTudmkaTa cooTBETCTBUSA NpoayKuumn (Npu

JeknapmpoBaHumn)
oT « » 20__ropa Ne
HaVMeHOBaHWe 3KCNEPTHOW opraHM3aumnm
coobLaeT:
1. CornacHo Baluen 3asiBke oOT « » 20 roga BblaaH cepTudukaT cCoOTBETCTBUSA

npoaykumm (Npu cepum/napTum), cepTudukaT COOTBETCTBUS NPOAYKUMK (MPU CePUIAHON OLEHKe),
cepTuduKaT COOTBETCTBUS NPOAYKLUMK (NPU AeknapupoBaHnn) (ykasaTb HyxHoe) Ne

oT « » 20 roga Ha

HanMmeHoBaHue npoaykuuun,

2. B cootBETCTBUM C

(yka3aTb ocHOBaHue)
cepTuukaT COOTBETCTBUSI NPOAYKLMK (NpU cepun/napTum), cepTudmkaT COOTBETCTBUS NPOAYKLMM
(npu cepuiiHo oLeHKe), cepTucukaT COOTBETCTBUS NPOAYKLMN (NpU AeKNapupoBaHum) (ykasaTtb
HY>KHO€) MPUOCTAHOBMNEHO, OTO3BAHO €ro AeNCTBUE (YKasaTb HYXXHOE) C « »

20 roga.
MpunoxeHwne:

(ykasaTb JOKYMEHTbI, HA OCHOBaHUMN KOTOPbIX MPUOCTAHOBIIEHO, OTO3BAHO
cepTudumKaT COOTBETCTBUS NPOAYKLMM (Npy cepuu/napTun), cepTudukaT COOTBETCTBUS
nNpoAayKumm (Npu cepuimnHoOm oUeHKe), cepTudukaT COOTBETCTBUSA

nNpoAayKummn (Npu geknapnpoBaHmm)
Moanmcy ynonHOMOYEHHbIX niLy
noanucb

noanuchb

®.1.0. (npu Hann4ymn)

®.1.0. (npu Hann4ymn)







