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O BHeceHMH W3MEHEHHMH B ImpHKka3 MuauMCTpa 3apaBooxpanenni PecryOmixu Kazaxcran ot
20 pexabps 2020 roga Ne KP ICM-282/2020 "O6 yTBEpKACHAN MPaBUII IIPOBEACHAS OLIEHKH
Ka9eCTBa JIEKApCTBEHHBIX CPEACTB M MEIVIIMHCKUX U3EIHM, 3aperHCTPHPOBAHHBIX B
Pecrry6mke Kazaxcran"

[Tpuka3s u.0. Munuctpa 3apaBooxpanenust Pecriyonuku Kazaxcran ot 14 centaops 2022 rona
Ne KP ICM-99. 3apeructpupoBan B MunucrepctBe octuuu Pecnyonuku Kazaxcran 16
cenTsi0opst 2022 roga Ne 29636

[TPUKA3BIBAIO:

1. Baectn B npuka3z Munuctpa 3apaBooxpanenus Pecryonuku Kazaxcran ot 20 nekabps
2020 roma Ne KP ICM-282/2020 "O6 yTBepkKACHUH MPaBUJI MPOBEACHUS OLICHKH KayecTBa
JIEKAPCTBEHHBIX CPEJACTB U MEAMIMHCKUX H3ENIHM, 3aperucTpUpOBaHHbIX B PecnyOmnuke
Kazaxcran" (3apeructpupoBan B PeecTpe rocygapcTBEHHON pEerucTpanyii HOPMaTHUBHBIX
paBoBBIX akTOB oA Ne 21836) cienyroniue N3MEHEHHUS

npeamMOyITy U3JI0KHUTH B CIEIYIONIEH pelaKIIiu:

"B cootBercTBuu ¢ noanyHkroM 44) crateu 7 Konmekca Pecnyonuku Kazaxcran "O
310poBbe Hapoxda u cucteMe 3apaBooxpanenus’” IIPUKA3BIBAIO:";
npaBuiia MPOBEICHUS OLEHKU KAauyecTBa JIEKAPCTBEHHBIX CPEIACTB MU MEAUIMHCKUX
W3JIeTuH, 3aperucTpupoBaHHbiX B Pecrrybnuke Kazaxcran, yTBep K IeHHbBIE TIPUIIOKEHUEM | K
yKa3aHHOMY MpPUKa3y, U3JI0KUTh B HOBOM peJaklMM COTJACHO MPHUIOKEHUIO K HACTOSIIEMY
MIpUKa3zy.

2. Komutery MeIMIIMHCKOTO M (apMarleBTUYECKOro KOHTpPoJisi MuHHCTEpCTBa
3npaBooxpaneHuss PecnyOnmku KazaxctaH B yCTaHOBIEHHOM 3aKOHOAATEIbCTBOM
Pecny6iiuku Ka3zaxcran nopsiike o0ecnedyuTs:

1) rocy1apcTBEHHYIO PETHCTPALMIO0 HACTOSLIErO MpUKaza B MUHUCTEPCTBE FOCTULIMH
Pecniybnuku Kazaxcran;
2) pa3MelleHHE HACTOAIIEeTo MpHUKa3za Ha HHTEpHET-pecypce MuHHCTepcTBa
3npaBooxpaHeHus: Pecrryonuku Kazaxcran mocie ero ouiuaaIbsHOTO Oy OTMKOBAHUS;

3) B TeueHue ecATu paboumX JIHEW Mociie roCy1apCTBEHHON PErucTpaiiii HACTOSIIETO
npukaza B MuHuctepcTBe roctunuum PecnyOnuku KazaxcraH mnpeacraBieHUE B
KOpunuueckuit nenaprameHT MunuctepcTBa 31paBooxpanenus PecnyOnuku Kaszaxcran
CBEICHUH 00 HCHOJHEHUH MEPONPUITUNA, MPETyCMOTPEHHBIX MOANYHKTaMu 1) u 2)
HACTOSIIIETO IMyHKTA.

3. KoHTponp 3a MCMOJHEHHEM HACTOSIIIEro MpUKa3a BO3JOKUTh Ha KYypHUPYIOIIETO
BUIIe-MUHUCTpA 3apaBooxpanenus Pecnybnuku Kazaxcran.



4. Hacrosmuii mpuka3 BBOAUTCS B JIEMCTBUE MO UCTCYECHUM JIECATU KaJCHJIAPHBIX JHEN
MOCJI€ IHS €0 MepBOro OPUIMaILHOTO OMyOJIMKOBAHMUS.

Hcnonagromunii 0043aHHOCTH

3/IpaBOOXPaHEHHUSA B. Jlyanux

Pecrry6nkn Kazaxcran

[Ipunoxenue
K npukasy Mcnonusionmit
00513aHHOCTH 3/IpaBOOXPAHEHUS
Pecrry6nuku Kazaxcran
ot 14 cenrsa6ps 2022 roga
Ne KP ICM-99
IIpunoxenne 1 k npukazy
MunucTpa 34paBOOXpaHEHUS
Pecrry6mmkn Kazaxcran
ot 20 mexabps 2020 roga
Ne KP ICM-282/2020

IIpaBuia npoBeaeHHs OLIEHKH Ka9eCTBa JICKAPCTBECHHBIX CPEICTB H MEIUIMHCKUX H3/ICIIHiA,
3aperucTpupoBaHHEIX B PecyOimke Kasaxcran

I'maBa 1. O0OnmHe mOMOKEHHAS

1. Hacrosimue mpaBuia MpPOBEACHUS OLICHKH KAadecTBa JIEKAPCTBEHHBIX CPEJACTB U
METUITMHCKUX U3JENH, 3aperucTpupoBanHbix B Pecniyonuke Kazaxcran (nanee — I[IpaBuiia)
pa3paboTaHbl B COOTBETCTBUU C TOANYHKTOM 44) ctatbu 7 Konekca Pecniybnuku Kazaxcran "
O 31m0poBbe Hapoda U cucteMe 3apaBooxpaHeHus” (nanee — Kogekc) u onpeaenstor nopsaok
MPOBEJCHHUS] OLIEHKM KadecTBa JIEKAPCTBEHHBIX CPEACTB M MEAUIMHCKUX W3ETUH,
3apeructpupoBaHHbIX B PecnyOnuke KazaxcraHn.

2. B Hacrosimux [IpaBuiax ucronb3yroTcs CIEAYIONIUE TEPMUHBI U ONPEICTICHHUS:

1) olieHKa KauecTBa JEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3JEIUN (Janee — OleHKa
KauyecTBa MPOJYKIIMH) — ONpeJIeJIEHUe COOTBETCTBUS KauecTBa JIEKAPCTBEHHBIX CPENICTB U
MEJIUIIMHCKUX U3JICJIUA JaHHBIM PErUCTPAIMOHHOTO JOChE, HOPMATHUBHBIX JIOKYMEHTOB IO
KaueCTBY JICKAPCTBEHHBIX CPEJCTB WIIA IOKYMEHTOB M0 Ka4€CTBY MEAUIMHCKUX U3JIETUI, HA
OCHOBAHUHU KOTOPBIX OHU ObLIH 3aperucTpupoBanbl B PecryOnnke Kazaxcrasn;

2) rocymapCTBeHHBIH opraH B cdepe oOpaimieHus JIEKapCTBEHHBIX CPEICTB U
MEIUIIMHCKUX M3JIeNUi (7anee — rocyIapCTBEHHBINM OpraH) — TOCYJIapCTBEHHBIM OpraH,
OCYIIECTBISIONIUA PYKOBOJACTBO B cdepe oOpalieHus JIEeKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3JIeTTUH, KOHTPOJIb 32 00pallleHueM JIEKapCTBEHHBIX CPEJICTB U METUIIMHCKHUX
W3S,

3) rocyaapcTBeHHas IKCIEpPTHAsl OpraHu3aius B cepe oOpaileHus JeKapCTBEHHBIX
CpPEICTB M MEIUIIMHCKUX W3JeNuil (ajnee — HKCIepTHas opraHu3amus) — CyObeKT
rOCyJapCTBEHHOW MOHOMOJMUHU, OCYLIECTBIISIIOIIMNA TPOU3BOJICTBEHHO-X03MCTBEHHYIO
JEeSTENbHOCTh B 00JIaCTH 3ApaBOOXPaHEHHUs 10 oOecreueHnto 0e30MacHOCTH, 3P(HEKTUBHOCTH
1 KaueCTBa JIEKAPCTBEHHBIX CPEJCTB U MEAUIIMHCKUX U3EITUH;



4) mponykuusi — JIEKapCTBEHHBIE CPEACTBA WU MEIULIMHCKUE W3AEIHs,
3apETUCTPUPOBAHHBIE B MOPSJKE, YCTAaHOBJIECHHOM NyHKTOM 3 crtarbu 23 Koxaekca u
paspernieHHbIe K MeTUIIMHCKOMY TTpuMeHeHnto B PeciyOnmke Kazaxcran;

5) 3asBuTenb — (U3MYECKOE WIM IOPUIMYECKOE JIMI0, OCYIIECTBISIONIEE
(hapMaIneBTHYECKYIO JesATebHOCTh B PecmyOnmke Kaszaxcrtan, koTopoe mpeaocTaBisieT
IPOIYKIIUIO JIJIsl OLIEHKH KauyecTBa;

6) perucTpamoHHOE J0Che — KOMIUIEKT JJOKYMEHTOB M MaTEPHaIOB, MPEICTABISIEMbIX Ha
AKCHEPTU3Y JIEKAPCTBEHHOT'O CPEACTBA, METULIMHCKOTO U3EIIHS.

3. OueHka KadyecTBa MPOAYKIMU B COOTBETCTBUU C MyHKTOM 2 ctartbu 241 Konekca
OTHOCHUTCS K TOCYJAPCTBEHHONW MOHOITOJIMU U OCYLIECTBIISICTCS SKCIIEPTHOM OpraHU3alnen ¢
LETBIO:

1) onpenenenust KauecTBa 3apErUCTPUPOBAHHON MPOAYKIUU;

2) ompenesieHUs KadyecTBa NPOAYKIHMH, OTOOpPAHHOW C pBIHKA C Yy4YETOM
PUCK-OPUEHTHPOBAHHOT'O TTOAXO0/1a;

3) nmpenotrBpaiieHus obpamieHust ¢GanbcUUIMPOBAHHON MPOIYKIIMU Ha PBHIHKE
Pecny6iinku Ka3zaxcran.

4. Onnara yclyr mo MNPOBEICHUIO OLIEHKHM KAa4ecTBa NPOAYKIUU MPOU3BOIHUTCA
3asIBUTEJIEM Ha CUET AKCIIEPTHOW OpraHu3alii B COOTBETCTBUHU C IEHAMHU, YCTAHOBJICHHBIMU
VIIOJTHOMOYEHHBIM OPTraHOM B O0O0JacTH 3IPaBOOXPAHEHHUS II0 COTJIACOBAaHUIO C
AHTUMOHOTIOJIbHBIM OPraHOM B COOTBETCTBUHM C MPUKA30M HCHOJHSAIOMIETO O0S3aHHOCTH
Munuctpa 3apaBooxpanenus Pecniyonuku Kazaxcran ot 20 ssuBaps 2021 roga Ne KP JICM-7
"OO6 yTBep:KJICHHUH 1IeH Ha TOBapbl (paboThl, YCIYyTH), MPOU3BOJIUMBIE U (W) peaTnu3yeMble
CyOBbEKTOM TocynapcTBeHHOM MoHomonuu" (nmanee — Ilpukaz Ne 7) (3apeructpupoBaH B
Peectpe rocynapcTBeHHON perucTpaliii HOPMAaTUBHBIX MPABOBBIX akKTOB 1o Ne 22096).

5. OueHka KayecTBa MPOAYKIHMHU OCYIIECTBIISIETCA B CIEAYIOMINX BUIAX:

1) skcnepTU3a JOKYMEHTOB MPHU JACKIAPUPOBAHUH JIEKAPCTBEHHBIX CPEJICTB HA KAXKAYIO
ceputo (MapTHiO), SIBISIOUICHCS KOHKPETHBIM KOJIWYECTBOM JIEKAPCTBEHHOI'O CPEJICTRA,
MOJYYEHHOI'0 B PE3YJIBTATE TEXHOJIOTUYECKOTrO MTPOLECCa WU CEPUU MPOLIECCOB;

2) sKcnepTH3a JOKYMEHTOB MPU JEKJIAPUPOBAHUU MEIUIIMHCKUX U3ACIHA HAa KaXIYIO
cepuio (MapTUIo), IBJISIONIEHCS COBOKYITHOCThIO YCTAHOBJIEHHOTO KOJIMUECTBA MEIUIIMHCKUX
U3JIeNIUM, MPOU3BEICHHBIX IO OOIIEMY TEXHOJOTHYECKOMY IMPOIECCY WM CTaHIAapTy
MpEeANPUSITHUS,

3) oKcrepTr3a JOKYMEHTOB U JJA0OpAaTOPHBIE MCTIBITAHUS 0OpPa3IOB JIEKAPCTBEHHBIX
CPEJCTB IIPU CEPUNHON OIIeHKE JIJis TpousBoauTeneit Pecriyonuku Kazaxcran;

4) sKcrmepTr3a JOKYMEHTOB U JA0OpAaTOPHBIE MCIBITAHUS OO0Pa3lOoB MEIUITUMHCKUX
U3JIeTIUN NPU CEpUMHOMN OlleHKe 1)1l mpousBoauTeneit Pecyonuku Kazaxcran;
5) sKcrepTU3a JOKYMEHTOB M JJAOOPATOPHBIE UCIBITAHNS BAKLIWH;
6) oTO0p 00Pa31OB MPOAYKIIUHU C PIHKA C YUETOM PUCK-OPUEHTUPOBAHHOTO MOIX0/IA.



OT60py € phIHKA C YY€TOM PUCK-OPUEHTUPOBAHHOTO MOIX0/1a MOJIEKAT JIEKaPCTBEHHbIE
CpeACTBa MU MEAULMHCKUE M3JEus, MPOLISAIINE OLEHKY KayecTBa B COOTBETCTBUU C
noanynkramu 1), 2), 3), 4) u 5) HacTofAIlIero MyHKTa, COTJIACHO IMYHKTY S5 MpHKa3a
UCIIOJIHSIIOIIEr0 00si3aHHOCTH MUHUCTpa 3apaBooxpaHeHus Pecnybnuku Kazaxcran ot 24
nexadps 2020 roma Ne KP ICM-323/2020 "O6 yTBep:k1eHUHU IpaBUil 0TOOpa C PHIHKA, B TOM
YUCJIE B MEIULIMHCKUX OpPraHU3aLHUsIX, JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX U3JIEINN,
MOJUIeKAIIMX KOHTPOJIO KAadyecTBA C YYETOM pPHUCK-OPUEHTHPOBAHHOTO moaxona" (
3aperucTpupoBaH B PeecTpe rocygapcTBEHHON pErucTpalui HOPMaTUBHBIX MPABOBBIX aKTOB
o Ne 21923) (manee — [puka3z Ne 323).

6. OueHka KadyecTBa MPOAYKIMHU MPOBOJUTCS Ha KAXKAYIO CEPUIO (IAPTHIO)
JEKapCTBEHHOI0 CpPEACTBA M KaXIyl0 cepuio (MapTUI0) MEAUIUHCKOrO H3JeNHus,
npousBeneHHol B PecnyOnuke Kazaxcran mnum 3aBe3eHHoil B PecnyOnuky Kaszaxcran no
OKOHYaHHS JEUCTBUSA PETHUCTPALMOHHOIO YJOCTOBEPEHUS, BBIJAHHOTO B COOTBETCTBUU C
npuka3oM MunHucTpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 9 ¢eBpans 2021 roga Ne
KP JICM-16 "OG yTBep>KIeHUHU MPaBWI TOCYJAPCTBEHHON PErucTpalvu, epeperucTpanuu
JEKapCTBEHHOI'O0 CPEJACTBA WJIM MEAULIMUHCKOTO W3/eNIUsl, BHECEHUS HM3MEHEHHH B
PETUCTPAIIMOHHOE JIOChE JIEKAPCTBEHHOTO CPEACTBA WM MEIUIIMHCKOTO wu3aenus” (
3aperucTpupoBaH B PeecTpe rocyapcTBEHHON perucTpanyd HOPMaTUBHBIX MPABOBBIX aKTOB
noj Ne 22175), 3aperucTpupoBaHHOM B cOOTBETCTBUU ¢ pemieHrueM CoBera EBpasuiickoi
SKOHOMHUYECKON Komuccuu oT 3 Hos0psa 2016 roga Ne 78 "O mpaBuiax perucTpaluv H
AKCHEPTU3bI JICKAPCTBEHHBIX CPEJICTB JIJI1 MEIUIIMHCKOTO MpuMeHeHus" u pemienruemM CoBeta
EBpaswuiickoii skoHoMuueckoit komuccuu ot 12 despans 2016 roma Ne 46 "O mpaBunax
pPErUCTpallii U SKCIEPTU3bl 0€30MacHOCTH, KadecTBa M I(P(PEKTUBHOCTH MEIUIIMHCKUX
n3nennit".

7. J1ns mpoBeneHus OIEHKU KauecTBa MPOAYKIIMU 1O BUAaM, YKa3aHHBIM B TOAMYHKTax 1
), 2), 3), 4), 5) nynkra 5 Hacrosiux [IpaBun, 3asBUTENb B COOTBETCTBUU € [ pakIaHCKUM
kojekcoMm PecnyOnuku Kazaxcran 3akiroyaeT ¢ SKCHEPTHOM opraHu3anueld JI0roBop Ha
npoBeJeHHe paboT MO OLIEHKE KauecTBa MPOAYKIIHH.

[Ipu oneHke kayecTBa MO BUIY, YKa3aHHOMY B TMOJIYHKTE 6) MyHKTa 5 HACTOSILIUX
[IpaBui, npou3BoaUTENb (IEPKATENb PETUCTPALMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOTO
CpelICTBa, YIIOJHOMOYEHHBIN MPEICTABUTETh MTPOU3BOAUTENSI MEAUIIMHCKOTO M3/IENHs) UM
UX JOBEpPEHHbIE Jula (Aajiee — MPOU3BOJUTEND), B COOTBETCTBUU € ['paXkTaHCKUM KOJIEKCOM
Pecny6nuku Ka3zaxcran 3akirodaeT ¢ SKCIEPTHOW OpraHHM3alldeil TOTOBOpP HA MPOBEJICHHE
paboT o oTOopy 00pa3LOB MPOIYKIIMH C PHIHKA C YIETOM PUCK-OPUEHTUPOBAHHOIO MOIX0a
JUTSI TIPOBEICHUS MCTIBITAHUIA 00Pa3I0OB MPOTYKIIHH.

8. Ilomaua 3asBKM M JOKYMEHTOB 3asiBUTEJIEM, BblJjaya cepTH(UKATa COOTBETCTBUS
MPOAYKIIUU OCYIIIECTBISETCA B JICKTPOHHOM BHUJE B MH(POPMAIIMOHHOM CUCTEME HKCIEPTHOM
OpraHU3aluu.



9. Ilpn BO3ZHMKHOBEHUM YPE3BBIYANHBIX CUTYyalHd MPUPOJHOTO WM TEXHOTE€HHOTO
XapakTepa, OpraHM3alud M MPOBEJACHUM CAHUTAPHO-NPOTUBOIMUIEMUYECKUX U
CaHUTAPHO-IPOPUIAKTUUECKUX MEPONPUATHUA U CBSI3aHHBIX C HUMH OTPaHUYUTEIBHBIX
MEpONPUATHI, B TOM YHCJI€ KapaHTUH, MPU ToJave 3asBJICHHUS Ha OILIEHKY KayecTBa
MPOIYKIMH U OTCYTCTBHHM HOTApUAJIBHOTO 3aBEPEHUS WJIM AllOCTUIMPOBAHMS JOKYMEHTOB,
TpeOYIOIUX 3aBEPEHUS, 3asIBUTENb JOTOIHUTEIBHO MPEOCTABISIET TAPAHTUHHOE MUCHMO (B
MPOU3BOJIBHOW (QOpME) O MPEJOCTaBICHUHM JIOKYMEHTOB, TPEOYIOIIMX HOTAPUAIBHOTO
3aBEpPEHUs WIN allOCTUJIMPOBAHMS, a TAK)KE KOMUI JOKYMEHTOB, MOJANMCAHHBIX U 3aBEPEHHBIX
neyaTsMu npeanpusaTis (Ipy HAIUYKMK), B TEUEHHE MIECTUIECCATH KaJeHAapHbBIX AHEH mocie
CHSITUSI OTPAHUYUTEIIBHBIX MEP.

[Ipu opranuszanum U NOPOBEAEHUHM CAHUTAPHO-TIPOTUBOIMUAEMUYECKUX U
CaHUTAPHO-IPOYUIAKTUUECKIUX MEPONPUATHA U CBSI3aHHBIX C HUMH OTPaHUYUTEIHHBIX
MEPONPUATHNA, B TOM YUCJIE KAPAaHTHH, OLIEHKA Ka4eCTBA MPOIYKIIMU MPOBOJUTCS B CPOK HE
0osee Tpex pabouux AHEHN co AHS MpHUeMa 3asBKU U JIOKYMEHTOB.

10. [e#ictBue cepTu(UKATOB COOTBETCTBUSA MPOIAYKIIUHU MPUOCTAHABIUBACTCS WIIU
OT3bIBAETCS AKCIEPTHOM OpraHu3alyeidl MO HWHHUIIMATUBE T'OCYJApCTBEHHOIO OpraHa Wi
BJIAJIEJIbIIa PErUCTPALMOHHOTO YJOCTOBEPEHUS NMPOAYKLIUHA B COOTBETCTBUHU C IPHKA30M
Munuctpa 3apaBooxpanenus Pecniyonuku Kazaxcran ot 24 nexabpst 2020 roga Ne KP JICM-
322/2020 "O6 yTBep>KAeHUY TTPaBUII MPUOCTAHOBJICHHS, 3aMIPeTa WA U3BSITUS U3 00paIeHus
7100 OrpaHUYEHUs] TPUMEHEHUS JIEKAPCTBEHHBIX CPEACTB U MEAMIIMHCKUX M3aenui" (naiee
— Ilpukaz Ne 322) (3apeructpupoBaH B PeecTpe rocygapCTBEHHOW perucTpanuu
HOPMAaTHBHBIX MPaBOBBIX akTOB 1o Ne 21906).

11. DkcneptHast opranu3zanus 0hoOpMIIsIeT PEIlIeHUE O TPUOCTAHOBICHUU UJIU OT3bIBE
cepTuduKaTa COOTBETCTBUS NPOAYKIMH MO (POpME COTJacHO MPUIIOKEHUIO | K HACTOAIIUM
[IpaBunam, 1 ¢ MOMEHTA NOJIYYEHHS PEIICHHS TOCYAapCTBEHHOTO OpraHa B TEYEHHE OJTHOTO
paboyero IHA BHOCUT COOTBETCTBYIOIIME 3aIIUCH B HH()OPMALIMOHHYIO CUCTEMY SKCIIEPTHOM
opranuzanuu U B ['ocylnapcTBEeHHBIN peecTp JEKAPCTBEHHBIX CPENCTB M MEAMIIUHCKHUX
W3JIEIIAN.

I'maBa 2. Ilopsnox mpOBEACHAA OLCHKH Ka9eCTBa IPOAYKIIHA

ITaparpad 1. OxcnepTi3sa JOKyMEHTOB IPH JACKIApPUPOBAHUA PO IyKITHH

12. JIns mpoBeleHHs] SKCHEPTU3bl TOKYMEHTOB IMPHU JIEKJIAPUPOBAHUU MPOAYKIIUU
3asIBUTENb MPEJOCTABIISIET:
1) 3assBKy Ha TNpoOBEJECHUE OLEHKU KA4eCcTBa JIEKAPCTBEHHOIO CPEICTBA WU
MEJIUIIMHCKOTO U3/eus 10 (hopMe COTIIACHO MPUIIOKEHUIO 2 K HacToamuM [IpaBunam;
2) AJist BBO3UMBIX JIEKAPCTBEHHBIX CPEJCTB — HOTAPUAIBHO 3aCBUAETEILCTBOBAHHAS WU
anoCTWJIMPOBAHHAS B COOTBETCTBUU C TpeOOBaHMSAMU ['aarckoil KOHBEHLIMH OT 5 OKTAOPS
1961 rona "llepedyens rocyaapcTs, MPU3HAIOMINX anlOCTUIL" (Hanee — ["aarckasi KOHBEHIIHS)



Komus cepTudukaTa HajuIexKaield mpou3BoACTBEHHOM pakTuku (nanee — GMP (Jxudmlln)
), B popmate PDF (IIu/ludd), aeficTByroniero Ha MOMEHT MPOU3BOACTBA MPOIYKIIUU WU
Jleknapanuio OT MpoM3BOAUTENS ¢ TeKkymuMm ctatrycoM GMP Ha caiite YmopaBieHus: mo
CaHUTAPHOMY HA/I30pYy 3a KAYECTBOM IHUIIEBHIX MPOAYKTOB U MeaukameHToB (CILIA) (nanee
— FDA (D¢ uDdit)) 6e3 amoctuis, U agpec caidTa peecTpa BBLAAHHBIX YHOJIHOMOYEHHBIM
opraHom cepTudukaToB cooTBeTcTBUs TpeboBanusiM GMP (ripu Hanuuum) — ¢ nepeBoJoM Ha
Ka3aXCKUU WU PYCCKUM SI3BIK (MPU MPEICTABICHUU JOKYMEHTA Ha MHOCTPAHHOM SI3BIKE), JJIS
JIEKapCTBEHHBIX CPEACTB, MPOM3BEIACHHBIX Ha Tepputopuu Pecnybnmuku Kazaxcran —
JIOKYMEHT, MOJTBEPKIAIOIIUNA COOTBETCTBUE MPOU3BOJICTBEHHON IUJIOMIAAKUA TPEOOBAHUSIM
GMP Pecny6nuku Kaszaxcran (mpw HalWdWu) W aJpec cailTa peecTpa BBIIAHHBIX
YIIOJTHOMOUYEHHBIM OpPTaHOM cepTU(HUKATOB COOTBETCTBUS TpeboBaHusiM GMP (ripu Hamuyun)
;

3) AJsig BBO3UMBIX MEAUIIMHCKHUX U3JIEIUN — HOTapUaIbHO 3aCBUIETEIHCTBOBAHHAS WU
aroCTUJIMPOBAHHAs B COOTBETCTBUU ¢ TpeOoBaHWsMU ['aarckoif KOHBEHIIMU KOMUS
ceprudukara [ISO (MCO) 13485, ISO 9001 wiu GMP, B popmare PDF, 3a uckinrouenuem
MEIUIUHCKUX u3nenuit 1 u 2a kimacca (HECTEPUIIbHBIX), JAEUCTBYIOIIEr0 Ha MOMEHT
MPOU3BOACTBA MNPOAYKIMH C IEPEBOJAOM Ha Ka3aXCKUMl WM PYCCKUM $A3bIK (IIpH
MPEJICTABIICHUH JJOKYMEHTa Ha MHOCTPAHHOM SI3bIKE), U O(DUITHATBLHBIN aipec JIEKTPOHHOTO
caiiTa peecTpa BBIJIAHHBIX YMOJHOMOYCHHBIM OPTaHOM CEPTU(PUKATOB COOTBETCTBUS
TpeboBanusiMm GMP 11 oTeuecTBEHHBIX TPOU3BOAUTENEH (MPU HATUYHHN);

4) KONUIO JTIOKYMEHTA, MOJATBEPXKIAIOIIETO KA4YECTBO CEPUU MHPOAYKIHUH OT
OPOU3BOJUTEINSI C MEPEBOJOM HAa Ka3aXCKUM WM PYCCKUU S3bIK (IIpU IMPEACTABICHUU
JIOKYMEHTa Ha UHOCTPAHHOM SI3bIKE);

5) ans BBO3MMOW MPOAYKIHMH — KOMHUIO JOKYMEHTa O MPOMCXOXKJICHUU TOBapa,
YIOCTOBEPSIONIETO CTpaHy MPOUCXOXKACHUS TOBapa W BBIIAHHOTO YIOJIHOMOYECHHOMU
OpraHu3alyen B COOTBETCTBUHU € 3aKOHOJATEIHLCTBOM JIAHHOTO TOCYAapCTBa UM TOCYJapCcTBa
BBIBO3a, €CJIM B TOCYJapCTBE BBhIBO3a CEpPTU(HUKAT BBIJACTCA HAa OCHOBE CBEJCHHH,
MOJIYYEHHBIX U3 CTPaHbl IPOUCXOKICHUS TOBApA;

6) AJisi BBO3UMOMW MPOAYKIIMU — KOIUIO HAKJIAIHOM, cueT-(hakTypbl Wik UHBOMca. s
JIEKAPCTBEHHBIX CPEACTB WJIM MEIUIIMHCKUX HU3JCNIHI, MPOU3BEICHHBIX HA TEPPUTOPUU
Pecniy6nuku Kaszaxcran, 3asgBUTeNeM MpeaoCTaBIiseTcs cripaBka (Ipou3BoibHAs Gopma) o
HaJIMYUM TOTOBBIX K peaju3allid JEKapCTBEHHBIX CPEJCTB WU MEIULMHCKUX HW3JETuH,
YKa3aHHBIX B 3a5BKE;

7) N BBO3UMOM MPOAYKIIMU — KOTHIO TaMOXKEHHOM JeKJIapaluyd Ha MPOayKIHUI0 (
AJEKTPOHHAs), 3a HUCKIIYEHHEM NPOAYKIUU, MNPEIyCMOTPEHHOM MOCTAHOBJIECHHEM
[IpaButenscrBa PecnyOnuku Kazaxcran ot 21 utonst 2018 roga Ne 441 "O6 yTBep)aeHUH
MepeyHs TOBAPOB, B OTHONIIEHWU KOTOPBIX YCIOBHBIN BBHIMTYCK HE nomyckaetcs'. IIpu BBO3e



MPOAYKIINHU, MPOU3BEACHHON W (MJIM) BBO3UMOM M3 rOCyJapCTB-wiIeHOB EBpa3zuiickoro
AKOHOMHMYECKOTO COI03a MPEAOCTABIAETCS AOKYMEHT, MOATBEPXKIAAIOIINN TEpPECECUECHHUE
TPAHUILBI.

13. DkcnepTHasi opraHu3aius B Cpok He Oojiee msATU pabouux JHEH cO JHS Mpuema
3a8BKM M JIOKYMEHTOB, MPEAYCMOTPEHHBIX NMyHKTOM 12 Hactosmux [lpaBwi, mpoBoauT
IPOBEPKY MPEIACTABICHHBIX JOKYMEHTOB U CBEPKY YKa3aHHBIX B HUX JAHHBIX CO CBEJICHUSIMU
, IPEAyCMOTPEHHBIMU B [ 0CYITapCTBEHHOM PEECTPE JTEKAPCTBEHHBIX CPEJCTB U MEAUIIUHCKHUX
15691 (017178

[Ipu npenocraBiaeHun B OJHOM 3asiBKe Oojiee NECSITH HaMMEHOBAHUMN JIEKApCTBEHHBIX
CPEACTB WM MEIUIIMHCKUX U3JIENINIA, B pAMKax OJIHOTO BBO3HOTO JJIOKYMEHTa (MHBOKCA), CPOK
paccMOTpEHUS 3asBKU COCTABIISIET HE O0Jiee JeCATU pabounX JTHEH.

14. TIpu npegocTaBI€HUH HEMOJIHOTO MAKETa TOKYMEHTOB, MPEyCMOTPEHHBIX TyHKTOM
12 nactosimux IIpaBui, HECOOTBETCTBUS CBEACHUMN B IPEACTABIECHHBIX JOKYMEHTAX JaHHBIM
['ocymapcTBEHHOrOo peecTpa JEKapCTBEHHBIX CPEACTB M MEIUUHMHCKUX W3JICJIUN,
NPENOCTABICHUS HEIOCTOBEPHBIX CBEICHUH, HKCIEPTHAs OpraHU3alMs B TEUCHHUE ISATH
pabouux JgHEW cOo JHS MOCTYIUICHUS JOKYMEHTOB HAIpaBIISIET 3asBUTEIIO MOCPEICTBOM
MH()OPMAIIMOHHONW CUCTEMBI SKCIEPTHOM OpraHu3aluK yBEIOMJIECHHE O HEOOXOIUMOCTHU
YCTPaHEHHUS! COOTBETCTBYIOIIMX 3aME€UaHUi. 3asiBUTENIb B CPOK He Oojiee aecsiTh pabouux
JTHEW CO JHS TOJyYeHUS! YBEIOMIICHUS, HE BXOJSIINX B OOIIUN CPOK MPOBEACHUS OICHKH
KauecTBa JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX U3IEIUHN, YCTPAHIET COOTBETCTBYIOIINE
3aMEUYaHUsl.

15. Tlo pe3ynbpTaTaM 3KCHEPTU3bI JOKYMEHTOB IPU OTCYTCTBUU 3aMEUAHUM, SKCIIEPTHAs
opraHu3anus B TeueHHUE NATH pabouux AHEeH o0QOopMIIET U PETUCTPUPYET B
MH(DOPMAITMOHHON CHCTEME IKCIIEPTHOM OpraHu3aluu cepTUGUKAT COOTBETCTBUS MPOAYKIIUH
1o ¢opMe COrJlacHO MPUIIOKEHUIO 3 K HacTosmuM [IpaBunam.

[Ipu ykazaHum MPOAYKIIMH, HA KOTOPYIO PACIpOCTpaHseTCs AeHCTBUE cepTU(UKaTa
COOTBETCTBHSl TMPOJIYKIIMU, OPOPMISLECTCS MNPUIOKEHHUE K CepTU(]PUKATYy COOTBETCTBUS
MPOIYKIIUU TTO (hOpMe COTIACHO MPUIIOKEHUIO 4 K HacTosuM [IpaBumam.

16. IIpu nmpegocTaBIECHUHA HEMOJIHOTO MAKETa TOKYMEHTOB, PEYCMOTPEHHBIX TyHKTOM
12 nacrosimux [IpaBuii, HAIMYKS B HUX HECOOTBETCTBUM JAHHBIM PETHCTPALMOHHOTO JOCHE U
['ocynapcTBEHHOro peecTpa JIEKapCTBEHHBIX CPEACTB M MEIUIMHCKUX U3AEIUM,
OoOHapy>KeHUH HEJA0CTOBEPHOU MHGPOPMAIIUU, OTCYTCTBUS TaHHBIX O HAIMYMUM JIUIICH3UN HA
noptaine elicence (emaicrHC), a TakkKe MPU HE YCTPAHCHUU B YCTAHOBJICHHBIE CPOKHU
3asBUTEJIEM 3aMEUYaHUM, SKCIIEPTHAsl OpraHu3allusl BhIIACT pelleHre 00 OTKa3e B BblJaue
cepTuduKaTa COOTBETCTBUS MPOIYKIIUH 1O POopMe COTTACHO MPHUIOKECHUIO 5 K HACTOSIIIAM
[IpaBunam.

17. Cpok neiicTBusl cepTHU(PHUKAaTa COOTBETCTBHS MPOIYKIMU yCTAaHABIUBAETCS N0
OKOHYAHHUS CpPOKa TOJHOCTH (PKCIUTyaTaluu) MNPOAYKIMH, MPU ATOM CPOK TOAHOCTH (
AKCIUTyaTaluu) NPOAYKIHUH OMPEACISIETCS 10 MOCIEIHETr0 YUciaa YKa3aHHOTro Mecsiia (s



MGI[HI.[HHCKOﬁ TCXHHUKHU B COOTBCTCTBHH C TCXHHUYCCKHM IIaCIIOPTOM HIIH CepTI/I(I)I/IKaTOM
Ka4eCTBa, IIPOMU3BOACTBA UJIN aHAJIM3a, BBIJIAHHOTO HpOI/ISBOI[I/ITﬁJ'IﬁM) BKIIFOUHUTCJIIBHO.

ITaparpad 2. Oxcnepru3a JOKYMEHTOB U JaOOpaTOpHEIE HCHBITaHUA 00pa3oB IpH CEpHIHOM
OIICHKE JIEKapCTBEHHEIX CPENICTB

18. Jlis mpoBeneHus SKCIEPTU3bl JOKYMEHTOB U JJa0OPaTOPHBIX MCHBITAHUN 00pa3IoB
JEKApCTBEHHBIX CPEJICTB IPU CEpUMHON OLleHKe aiisg mnpousBouteneit PecnyOnuku
KazaxcraH, 3a HCKIIOYEHUEM BaKIIMH, 3asBUTEIb HA JIEKTPOHHOM HOCUTEJNE MPEJOCTABIISIET:

1) 3asiBKy Ha MpOBEIEHHE OLEHKH KadyecTBa JICKAPCTBEHHBIX CPEACTB, MPOU3BEACHHBIX
OJIHUM TMPOU3BOAMUTENIEM, IO (POPME COTTACHO MPUIIOKEHHUIO 2 K HacTtosuuM [IpaBunam;

2) HOTApUAJIBHO 3aCBHUJIETEIHCTBOBAHHYIO KOIMIO JTOKYMEHTA, MOATBEPKIAIOLIETO
COOTBETCTBHE IPOU3BOJCTBEHHON miomanaku TpeboBanusiMm GMP u aapec caiita peectpa
BBIJIAHHBIX YIIOJTHOMOYEHHBIM OpraHOM CcepTHU(UKATOB COOTBETCTBUSI TpeboBaHusimM GMP (
IPU HAJTUYHH ).

OO0pa3uel NPOAYKIMH, B TOM YUCIE CTaHIAPTHBIE 00pa3Iibl JUIsl IPOBEACHUS UCIIBITAHUHN B
KOJIMYECTBAX, JJOCTATOYHBIX JUIsl OTHOKPATHBIX UCIBITAHUN C OCTATOYHBIM CPOKOM F'OAHOCTH
HE MEHEe TpeX MECAIIeB ¢ cepTU(PUKaTaMU aHAIU30B (ITPOTOKOJIAMU UCTIBITAHUI) HA JaHHYIO
cepurio 00pa3IoB JIEKAPCTBEHHBIX CPEICTB 0(OPMIISIETCS aKTOM IpUeMa-niepeaun 00pasion
NpOAYKIMHU, MO (opMe corjacHo mpuiioxkeHuro 6 k HactosuuMm IlpaBunam. OTnpaBky
00pa3loB MPOAYKIMU B 3KCIEPTHYIO OPraHU3ALMIO MPU OTCYTCTBHH TEPPUTOPHATBHOTO
HOJpa3/IeJICHUs] HKCIEPTHON OpraHU3allMM OCYIIECTBIISIET 3asiBUTENb C COOJIIOJACHUEM
YCIIOBHM XpaHEHUs IPU TPAHCIOPTUPOBKE.

[Togaya 3asiBKM ¥ JOKYMEHTOB 3asBUTEJIEM OCYIIECTBISAETCS B JIEKTPOHHOM BHUJE B
MH(OPMAIMOHHON CUCTEME HKCTIEPTHON OpraHU3aluu.

HcnpiTanust 00pa31ioB OCYLIECTBIISAIOTCS B JAOOPATOPUSIX IKCIEPTHOM OpraHu3aluy.

Pe3ynbrarsl vcnibITaHU 00pa3loB NPOAYKIKUHA, OTOOPAHHON C phIHKA, 0(QOPMIISIOTCS
MIPOTOKOJIOM UCIIBITAaHUH TI0 (popMe CoracHO MPUIIOKEHUIO 7 K HacTosmuM [IpaBuiam.

IIpu HEBO3MOKHOCTH IPOBEIECHMS TAOOPATOPHBIX UCITIBITAHUM JIEKAPCTBEHHOI'O CPEJICTBA
[0 OTJAEJBbHBIM IIOKa3aTeNsiM B JA0OpAaTOpPUSX SKCHEPTHOM OpraHU3alHUM BCIEACTBHE
TPYJIHOAOCTYIIHOCTH OOpa3lloB JIEKApCTBEHHBIX IpEenapaToB, CTaHAAPTHBIX 0OOpPa3LoB,
cneuu(puUecKux peareHTOB, HEBO3MOXKHOCTH COOJIIOJEHUS YCIOBHU TPaHCIOPTUPOBKH
yKa3aHHBIX 00pa3lloB, a TAaK)KE€ OTCYTCTBHUS CIELUAIbHOTO O00OPYJOBaHUS M PACXOIHBIX
MaTepuanoB B DSKCIEPTHON OpraHu3aluy, HCHBITAaHUS MPOBOASATCA B MPUCYTCTBUH
NpeACTaBUTENel HKCIEepTHOM OpraHu3anud B JIabopaTOpUM KOHTPOJISI KauecTBa
MPOU3BOAUTEINS UM B KOHTPAKTHOM J1a0OpAaTOPUU, UCIOIb3YyEeMON MTPOU3BOAUTENIEM, B TOM
YHCJIE C UCIIOJIB30BAHUEM CPEJCTB IUCTAaHIMOHHOTO B3aUMOJECHCTBUS, BKIIIOYAs ayJU0- WA
BUJICOCBS3b IIPU OPraHU3allMM W IIPOBEIACHUHM CAHUTAPHO-NPOTUBOSIHIAEMUYECKUX U
CaHUTAPHO-NPOPUIAKTUYECKUX MEPONPUITHI U CBSI3aHHBIX C HUMH OTPAaHUYUTEIbHBIX
MEPOIPUATUHI, B TOM YUCIIE KaPAHTHH.



[To pe3ynbraTam nabopaTOpPHBIX HUCHBITAHUN cocTaBisgercss OT4ET O pe3ybTarax
MPOBEICHHUS JTAOOPATOPHOI'O UCTBITAHUSA B JIAOOPATOPUH KOHTPOJISI Ka4yeCTBA MPOU3BOIUTEIS
WIM B KOHTPAKTHOU J1TaOOpaTOpHH, UCIOIb3yeMON MPOU3BOIUTEIEM COTJIACHO MPHIIOKEHUIO
8 k HacrosiuM [IpaBunam.

19. Cpoxk paccMoTpeHus 3asBOK Ha S3KCIEPTU3Y JOKYMEHTOB M JIAOOPATOPHBIE UCIIBITAHUS
IpU CEpUNHHON OLIEHKE JIEKapCTBEHHBIX CPEACTB COCTABIIAECT HE Oojee TpUILATH padbodnx
JTHEH.

20. IIpn npenocTaBiIeHU HEMOJIHOIO MaKeTa JOKYMEHTOB, IPEAYCMOTPEHHBIX TyHKTOM
18 Hacrosimux IIpaBuil, HECOOTBETCTBUS CBEICHUI B IIPEICTABICHHBIX TOKYMEHTAX JaHHBIM
['ocynapcTBEHHOIO peecTpa JEKapCTBEHHBIX CPEACTB M MEAULMHCKUX U3JENIHH,
MpEeAOCTAaBICHUS HEJOCTOBEPHBIX CBEICHHM, SKCIEPTHAs OpraHu3alus B TEUCHHE IISTH
pabouux HEW CO AHSA MOCTYIUIEHHS JOKYMEHTOB HalpaBiseT 3asBUTENI0 MOCPEICTBOM
MH(POPMALIMOHHON CHUCTEMBbI SKCIIEPTHOM OpraHU3alMM YBEJAOMJIICHHE O HEOOXOAMMOCTHU
YCTpaHEHUs1 COOTBETCTBYIOUIUX 3aMe4YaHUil. 3asBUTENIb B CPOK He Oosee aecatu pabodux
THEHN CO JHS NOJIyYEeHHsI YBEIOMIICHUS, YCTPaHIET COOTBETCTBYIOIINE 3aMEUaHU.

21. Ilpu OTCYTCTBMM 3aM€UaHUU IO pe3yJbTaTaM HKCHEPTU3bl JOKYMEHTOB U
MOJIOXKUTENIbHBIM pe3yJibTaTaM JaObOpaTOPHBIX HCIBITAHUM, SKCIEpTHas OpraHu3aius B
TeYeHUe JBYX pabouyux IHEW odopMisieT U perucTpupyer B MHPOPMALMOHHOW CHCTEME
HKCIIEPTHOM OpraHu3auuu cepTU(UKAT COOTBETCTBUS MPOAYKIUU MO (POpME COTJIACHO
OPWIOKEHUIO 9 Kk HacTosmuM [IpaBunam.

IIpy yka3zaHuM NpPOAYKLMHU, HA KOTOPYIO paclpoCTpaHsieTcs AeHCTBHE cepTU(UKaTa
COOTBETCTBHUSl NPOIYKLHH, O(OPMIIIETCS NPUIOKEHHE K CepTU(UKATY COOTBETCTBHUS
MPOIYKUUHU 1O popMe corsiacHo npuioxkeHuto 10 xk Hactosium [IpaBuiam.

22. Ilpn npenocTaBiIeHU HEMOJIHOIO MAKeTa JOKYMEHTOB, IIPEAYCMOTPEHHBIX ITyHKTOM
18 nacrosimux [IpaBui, HaMMYUS B HUX HECOOTBETCTBUN JAHHBIM PETUCTPALIMOHHOTO AOCHE U
['ocynapcTBEHHOro peecTpa JEKapCTBEHHBIX CPEACTB M MEIULMHCKUX U3JENIHH,
0OHapy>KeHUH HEJIOCTOBEPHOU MH(OpPMAIMU, OTCYTCTBUSA JAHHBIX O HAJUYUH JIMLIEH3UU Ha
nopTane elicence (emaiicdHC), HE YCTpPAaHEHUH B YCTAHOBJICHHBIE CPOKH 3asBUTEIIEM
3aMEuYaHui, a TaKKe IPHU ONPENEICHUM HECOOTBETCTBHUI IO pe3yjbTaTaM J1aDOpaTOPHBIX
UCIIBITAaHUH, SKCIIEPTHAsI OpraHU3alis BbIIAET penieHue o0 OTKa3e B BblJaye cepTU(UKaTa
COOTBETCTBHS MPOAYKLUU 10 (hopMe coriacHo npuioxenuto 11 k Hactosumm [IpaBunam.

23. Ilpu BBIABIEHUU HECOOTBETCTBHUI MO YNMAKOBKE M MAapKUPOBKE 3asiBUTEIb MOAAET
3asBKy Ha NPOBEJACHHUE IMPOLEAYypbl BHECEHHS M3MEHEHUN B PErMCTPAlMOHHOE JOChE B
COOTBETCTBUM C TNpuKa3zoM Munuctpa 3apaBooxpanenus PecnyOnuku Kazaxcran ot 27
aaBaps 2021 roma Ne KP JICM-10 "O6 yTBepKJieHMHU MpaBUil NPOBEICHUS SKCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB M MEIAUIUHCKUX wu3nenuin”" (mamee — mnpukaz Ne 10) (
3aperucTpupoBaH B PeecTpe rocy1apcTBEHHOM perucTpali HOpPMaTUBHBIX IPABOBBIX aKTOB
o Ne 22144).



ITo pe3ynpraTaM BHECEHHBIX U3MEHEHHI B PETUCTPALIMOHHOE JOChE 3asBUTEIb TIOBTOPHO
MPEJOCTABIAET 3aiABKY Ha IPOBEICHUE CEPUHHON OLEHKM KadyecTBa JIEKaApCTBEHHOTO
CpeaCTBa.

[Tpn HEBHECEHUU 3asIBUTENIEM B T€UEHUE LIECTH MECSIIEB U3MEHEHUH B PETUCTPAIMOHHOE
I0ChE MO YIMAKOBKE M MapkupoBke B cooTBeTcTBUU lIpmkazom Ne 10, skcneprHas
OpraHu3alysl HalpaBJsIEeT COOTBETCTBYIONIYIO MH(OPMAILIUIO B FOCYJAPCTBEHHBIA OpraH o
HEOOXOJUMOCTH YHUYTOXEHUA (yTHUIM3ALMKM) NPOAYKUUU B MOPSAIKE, MPETyCMOTPEHHOM
npukazom Munuctpa 3npaBooxpanenus: Pecrryonuku Kazaxcran ot 16 ¢espans 2021 roga Ne
KP ACM-19 "OO0 yTBepkIe€HUHM MPABUJI XPAHEHHUS W TPAHCIIOPTHUPOBKU JIEKAPCTBEHHBIX
CpPEACTB U MEAMUMHCKUX u3nenuil" (manee — mpuka3z Ne 19) (3apeructpupoBan B Peectpe
roCcyJapCTBEHHOW perucTpaluu HOpPMaTUBHBIX MPABOBBIX akTOB Mo Ne 22230).

24. Cpok neiicTBusi cepTuuKaTa COOTBETCTBUS MPOAYKIIMU MPU CEPUNHON OIIEHKE
yCTaHABJIMBAETCS Ha MEpUOJ] He OoJiee Tpex JeT 0e3 yKa3aHus CepuHu.

ITaparpad 3. OxcmepTHsa JOKyMEHTOB H JaOOpaTOpHEIE HCIBITAHUA 00pa3IoB P CEPHIMHON
OILICHKE MEUITMHCKUX H3eIHH

25. Jlna npoBeeHUs KCIEPTU3bl TOKYMEHTOB U J1JA0OPAaTOPHBIX MCHBITAHUM 00pa3IoB
MEUITMHCKHUX U3/ TIPU CEPUIHON OlleHKe JJisl TpousBoauTener Pecmy6nuku Kazaxcran,
3asBUTEJIb HA DJIEKTPOHHOM HOCUTEJIC MPEOCTABIISCT:

1) 3asiBKy Ha MpPOBEJICHUE OIIEHKU KaueCTBA MEAULMHCKUX HU3ENU, MPOU3BEICHHBIX
OJIHUM TPOU3BOAMUTENIEM, IO (POpME COTTACHO MPUIIOKEHHUIO 2 K HacTosuM [IpaBunam;
2) HOTapUaJIbHO 3aCBUJIETEILCTBOBAHHYIO KOIMIO JIOKYMEHTA, MOJTBEPKAAIOIIETO
COOTBETCTBHE MPOU3BOACTBEHHOM utomaaku TpedoBanusm ISO 13485, ISO 9001 wim GMP.
OO6pa31pl MPOAYKIMHU, B TOM YKCIIE CTaHIapTHBIE 00pa3Ilbl AJis MPOBEICHUS UCTIBITAHUN B
KOJIMYECTBAX, IOCTATOYHBIX JIJI1 OJJHOKPATHBIX UCIBITAHUM C OCTATOYHBIM CPOKOM T'OJIHOCTHU
HE MEHEe TpeX MECAIeB ¢ cepTU(PUKATAMU aHAIU30B (ITPOTOKOJIAMU HCTIBITAHUN) HA JaHHYIO
cepuro 00pa3lloB U METOJUKAMHU MCIBITAHUN TSI MEIUIIMHCKUAX H3JEIHN 71 TIoKa3aTeneH,
yKa3aHHBIX B cepTudUKaTe aHaiu3a (MPOTOKOJE HCIHBbITaHUM), O0hOpMISETCS aKTOM
npuema-tepenadn 00pasnoB NPOAYKIUH, 10 (OpPME COTIACHO MPUTIOKEHHUIO 6 K HACTOSIIUM
[IpaBunam. OTnpaBky 00pa3IoB NPOAYKIMU B IKCIEPTHYIO OPraHU3AIUIO NP OTCYTCTBHUU
TEPPUTOPUATHLHOTO MOJAPA3/ICICHHUS KCIEPTHOW OPraHU3alluu OCYILIECTBISET 3asIBUTEIb C
COOJTIO/IEHNEM YCIIOBUN XPaHEHUsI IPU TPAHCTIOPTUPOBKE.
[Tonaua 3asBKM U JOKYMEHTOB 3asBUTEJIEM OCYIIECTBISIETCS B JIEKTPOHHOM BHU/JIEC B
UH()OPMAITMOHHON CUCTEME PKCIIEPTHON OpTaHU3aIuH.
WcnpiTanust 00pa3ioB OCYIIECTBISIIOTCS B JIAOOPATOPUSIX SKCIIEPTHOM OpraHU3aIuu.
Pe3ynbratsl ucnblTaHu 00pa3loB MPOAYKIIUHA, OTOOPAHHON C PHIHKA, 0(QOPMIISIOTCS
IPOTOKOJIOM UCIIBITaHUH MO (hopMe COrTacHO MPUIOKEHUIO 7 K HacTosiuM [IpaBuam.

[Ipy HEBO3MOXKHOCTH MPOBECHUS JTA00PATOPHBIX UCIBITAHUNA MEIUIIMHCKOTO U3JETus

0 OTHAEJIbHBIM TOKA3aTeNsiM, UCIBITAHUSA TMPOBOJSTCSA B NMPHUCYTCTBUU NPEACTABUTEIECH



HKCIIEPTHON OpraHu3aluu B JIa0OPATOPUU KOHTPOJIS KayecTBa MPOU3BOJAUTENS WU B
KOHTPAaKTHOW Jab0paTOpUU, UCIOJIb3YEMOM MNPOU3BOAUTENEM, B TOM 4YHCIE C
WCIIOJBb30BAHUEM CPEJACTB AUCTAHIIMOHHOTO B3aMMOJEHCTBHUSA, BKJIIOYAS ayIHO- WIU
BUJIEOCBSI3b MPU OpPraHU3alMM W TPOBEIACHUU CAHUTAPHO-NPOTUBOSNUIEMUYECKUX U
CaHUTAPHO-POYUIAKTUUECKIUX MEPONPUATHA U CBSI3aHHBIX C HUMH OTPaHUYUTEIHHBIX
MEpONPUATUI, B TOM YUCJIE KAPAHTHH.

[To pesynpratam 7a0OpATOPHBIX UCHBITAHUM cocTaBisgeTcss OTUeT O pe3ysbTaTax
MPOBEICHHUS JTA0OPATOPHOT'O UCTIBITAHUS B JIAOOPATOPHH KOHTPOJIS Ka4eCTBA MPOU3BOIUTEIS
WM B KOHTPAKTHOM 1abopaTopuu, UCIONb3YEMOM MTPOU3BOAUTENIEM COTIACHO MPHUIIOKEHUIO
8 k HacTosimuM [IpaBuiiam.

26. Cpok pacCMOTpEHHUS 3asBOK Ha SKCHEPTU3Y JTOKYMEHTOB U JIa0OpATOPHBIC UCTIBITAHUS
MIPU CEPUIMHON OTIEHKE MEIUIIMHCKUX M3JEINIA COCTABIIsET HE Oojiee TPUAIIATH pabounX JHEH

27. 1Ipu npenoCcTaBiIeHUH HEMOJIHOTO MAKeTa JOKYMEHTOB, IPELYCMOTPEHHBIX ITYHKTOM
25 nHacrosinux [IpaBuii, HECOOTBETCTBHUS CBEICHUM B MIPEICTABICHHBIX JOKYMEHTAX JaHHBIM
['ocymapcTBEHHOro peecTpa JEKAapCTBEHHBIX CPEACTB M MEIMUMHCKUX HW3JICIUN,
IIPEAOCTABICHUS HEJOCTOBEPHBIX CBEIECHMI, SKCIIEPTHAs OPraHU3alysl B TEUECHHE IISTH
pabouux JHEW cO JHS MOCTYIUIEHUS JOKYMEHTOB HampaBisieT 3asgBUTENI0 MOCPEICTBOM
MH(OPMAIIMOHHON CHCTEMBI SKCIIEPTHOM OpraHM3alMH yBEAOMJIEHHE O HEOOXOAMMOCTHU
YCTpaHEHUS! COOTBETCTBYIONIMX 3aMeuaHuil. 3asBUTENb B CPOK HE Ooiiee AecsiTH paboumx
THEHN CO JHS NOJy4YEeHHs YBEIOMIIEHUS], YCTPAHIET COOTBETCTBYIOIIME 3aMEUaHNU.

28. Ilpu oTCyTCTBUM 3aM€UaHUU IO pe3yJbTaTaM JIKCHEPTU3bl JOKYMEHTOB U
MOJIOKUTENIbHBIM pe3yJibTaTaM JIa0OpaTOPHBIX HCHBITAHUM, HKCIEPTHAs OpraHu3alus B
TeUeHUEe NBYX pabouyux IHEW oopMisieT U perucTpupyeT B MHPOPMAIMOHHOW CHCTEME
AKCHEPTHOM OpraHu3aluu CEpTUPUKAT COOTBETCTBUS MPOAYKIHUU MO (OpME COIIACHO
MpUIOKEeHUIO 9 K HactoamuM [IpaBunam.

[Ipu ykazaHuu NpOAYKIMH, HA KOTOPYIO paclpocTpaHsieTcs AeicTBUe cepTu(UKaTa
COOTBETCTBHUSl MPOIYKLIHUH, OGOPMIIIETCS NPUIOKEHHE K CepTU(UKATY COOTBETCTBHUS
OPOYKIMHU 10 opMe coraacHo npuioxkeHuto 10 k Hactosimum [IpaBunam.

29. 1Ipu npenocTaBIeHUH HEMOJIHOTO MAKETa JOKYMEHTOB, IPENYCMOTPEHHBIX ITYHKTOM
25 nacrosimux [IpaBun, HAIMYUS B HUX HECOOTBETCTBUM JIAHHBIM PETUCTPAIIMOHHOTO JTOChE U
['ocymapcTBEHHOrOo peecTpa JEKapCTBEHHBIX CPEACTB M MEIMUMHCKUX HW3JICJIUN,
OOHapyXEHUH HEJOCTOBEPHON MH(POpPMAIUHU, OTCYTCTBUS JAHHBIX O HAJIMYWU JIMLIEH3UH Ha
nopraiie elicence (enmaiiciHC), HE YCTPAaHEHHUM B YCTAaHOBJICHHBIE CPOKH 3asBUTEIIEM
3aMeuyaHui, a Takke IpU OMPEEICHUH HECOOTBETCTBHI MO pe3yibTaTaM J1abopaTOPHBIX
UCHIBITAaHUH, SKCIIEPTHAsI OpraHU3allMsl BbIJAET pelleHrue 00 OTKa3e B BblJaue cepTudUKaTa
COOTBETCTBHS MPOAYKITHH 10 (hopme cormacHo mpmwioxeHuto 11 k Hactosmum [IpaBunam.



30. IIpu BBISBIEHMH HECOOTBETCTBHUI MO YIAKOBKE M MapKUPOBKE 3asBUTENb MOJAET
3asBKy Ha NPOBEJACHHE MPOLEAYPbl BHECEHUS W3MEHEHUW B PErMCTPALIMOHHOE JIOCHE B
cootBeTcTBUH ¢ [Iprkazom Ne 10.

[1o pe3ynpTaTaM BHECEHHBIX U3BMEHEHUN B PETUCTPALIMOHHOE 1I0CHE 3aBUTEIL TOBTOPHO
IIPENOCTABIIACT 3asIBKY Ha IPOBEACHUE CEPUMHOM OLICHKU KauyeCTBa MEAULMHCKOTO U3/IEIINS.

[Ipy HEeBHECEHHHM 3aBUTEIEM B TEUECHHE IIECTH MECSLIEB U3BMEHEHUN B PETUCTPALIMOHHOE
I0ChE MO YIAKOBKE M MapKUpoBKe B cooTBeTcTBUU Ilpmkazom Ne 10, skcneprHas
OpraHu3alnusl HalpaBiseT COOTBETCTBYIOIIYIO MH(POPMAIMIO B TOCYJapCTBEHHBIH OpPraH o
HEOOXOJUMOCTH YHUYTOXEHUA (yTHIM3aLMK) NPOAYKUUU B MOPSAIKE, MPETyCMOTPEHHOM
npuka3zoM Ne 19.

31. Cpok neiicTBus cepTuduKaTta COOTBETCTBUS MPOAYKIUU MPU CEPUUHON OLICHKE
YCTaHaBJIMBAETCS HA NEPUOJ HE OOJIee Tpex JIET 03 yKa3aHUs CEPUH.

IMTaparpad 4. OxcrepTH3a JOKYMEHTOB U Ta00OpaTOPHEIC HCIILITAHUS BaKI[UH

32. /Ins npoBeAeHUsl SKCIEPTU3bl JOKYMEHTOB U JIa0OPATOPHBIX MCHBITAHUI BaKLIUH
3asIBUTEJIb HA 3JIEKTPOHHOM HOCHUTEIIE MTPENOCTABIISET:

1) 3asBKy Ha MpOBEJCHUE OIEHKU KaueCTBa BaKIMH MO (popMe COrJIacHO MPUIOKEHUIO 2
K HactosimuMm [IpaBuinam;

2) HOTApUAJIbHO 3aCBHJIECTEIHCTBOBAHHYIO KOMHIO JTOKYMEHTA, MOATBEPKIAIOLIETO
COOTBETCTBHE MPOU3BOJCTBEHHOU Tutomanku TpedoBanusiMm GMP u aapec caiita peectpa
BBIJIAHHBIX YIIOJIHOMOYEHHBIM OpPraHoM cepTu(ukatoB cooTBeTcTBUsI TpeboBaHusiM GMP (
[IpU HAJTUYUN);

3) CBOJHBIN MPOTOKOJ MPOU3BOJIUTEISI HA KAXKIYH CEPUIO BAKIIUHBI B COOTBETCTBUU C
tpedoBanusimu GMP u pykoBoactBom BecemupHoil opranuzanueit 31paBooxpaHeHus (1anee —
BO3) no BeIMycKy HE3aBUCHUMBIX NAPTUN BAKIWH PETYIUPYIOIIMMU OpraHaMu, IPUHATHIM Ha
61 coBemanuu Komurera sxkcneproB BO3 no 6uonoruyeckoit crangapruzauuu, 2010 roga ¢
MEpEeBOJIOM Ha Ka3aXCKHIl WIIHM PYCCKUM $S3bIK (IpU MOPEJACTABICHUU JOKYMEHTAa Ha
MHOCTPAHHOM si3bIKe). Jlng BakuuH, mpomenmux npekBanudukanuio BO3, a Takxke
MPOU3BEACHHBIX B CTpaHax pernoHa MexayHapoJIHON KOH(EpeHIMU MO0 TapMOHU3AIHNH
TEeXHUYECKUX TpeOOBaHMH K peructpauuud QapManeBTHUUYECKUX MPOIYKTOB,
npeJHa3HaYeHHbIX [ npuMeHeHus yenoBekoMm (The International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human Use) (nanee - ICH
(ACuDiiu) cBOJHBIN TPOTOKOJI MTPOU3BOIUTENIS HE MPEIOCTABIISCTCS;

4) KONMIO JOKYMEHTA, IMOATBEPKAAIOLIEr0 Ka4eCTBO CEPUHM NPOAYKLHH OT
npousBoAUTENs (cepTUUKAT aHAIU3a) C MEPEBOJOM Ha Ka3aXCKHUM MM PYCCKUH S3bIK (IIPU
MPEACTABICHUH IOKYMEHTa HA UHOCTPAHHOM SI3BIKE);

5) nns BBo3uMbixX B PecnyOnnky Kazaxcran BakuMH NpenoCTaBiseTCs cepTU(PUKAT
KauecTBa cepuu (cepTu(duKaT BHITYCKA), BHIAAHHBIA HAIIMOHAJIBHBIM KOHTPOJIUPYIOIIUM
OpraHoM WJIM JA0OpaTOpUel KOHTPOJISI KayecTBa CTPaHbl MPOU3BOJIUTENS] WM HHOU



opunuanbHON sabopaTtopuei, YIOJTHOMOYEHHOW PETYyJSITOPHBIM OPraHOM CTPaHbI
MPOU3BOJIMUTEINS MPOBOJUTH KOHTPOJb KAueCTBA C LIEJbI0 BBIIIYCKAa CEPUM HA PBIHOK C
MIEPEBOJIOM Ha Ka3aXCKUM WM PYCCKUU SA3BIK (€CIM JOKYMEHT IPEJCTaBIEH HA HHOCTPAHHOM
SI3BIKE).

JIabopaTopHbIE UCTIBITAHUS MTPOBOIATCS HA KAKIYIO CEPUIO0 BAKIMH, IPOU3BEACHHBIX HA
tepputopun Pecnybnuku Kaszaxcran, a Takke Ha BBO3uMble B PecnyOnuky Kaszaxcran
BaKIUHBI MU

1) HexenaTeNbHbIX SIBICHUSAX MOCIE UMMYHH3aLUU Ha ONPEEICHHYIO BaKIUHY U
MIPOU3BOAMTENSA, IO pe3yibTaTaM (papMaKoHaA30pa;

2) nadopmanuu o mpobIeMax ¢ KauecTBOM, O€30MaCHOCThIO MM 3P (HEKTUBHOCTHIO
BaKIIMH T10 pe3yJbTaTtaM (papMakoHaI30pa.

HcnbiTanust oOpa3loB BaKIMH OCYIIECTBISIOTCS B JAa0OpPaTOPUSAX HKCIEPTHOU
opranuzanuu. Ilpu »>TOM s mOpoBeaeHHS J1aOOPATOPHBIX MCIHBITAHUN 3asiBUTENb
MPEJOCTABIAET O0pa3lbl BAaKUMHBI B KOJHMYECTBAX, JOCTATOYHBIX I OJHOKPATHBIX
UCTIBITaHUN ¢ cepTU(UKaTaMu aHATU30B (MPOTOKOJIAMHU HUCIBITAHWN) Ha JTAHHYIO CEPHIO
00pa310B 1 HOPMATUBHBINA JJOKYMEHT 110 KaYECTBY.

IIpy HEBO3MOKHOCTH MPOBEAECHUS UCIBITAHUI 110 OTAEIBbHBIM MOKA3aTEISIM UCIIBITAHUS
BaKIMH OCYIIECTBIISIIOTCA B CYOKOHTPAKTHOM JJa0OpaTOpUK HA OCHOBAHHUM JOTOBOPA MEXKIY
AKCIIEPTHOM OpraHu3alMel u CyOKOHTpPaKTHOM J1abopaTopueill COTIacHO 3aKOHOJATEIhCTBY
Pecny6nnku Kazaxcran o rocy1apcTBEHHBIX 3aKyITKaXx.

33. Cpok paccMOTpeHUs 3asiBOK Ha SKCIEPTU3Y JOKYMEHTOB U JIA0OPATOPHBIE UCIIBITAHUS
BaKIIMH COCTaBIIsIET HE O0Jee TPUIATH TSATH PaboUHX JHEH.

34. IIpu npenocTaBICHUHA HEMOJIHOTO MMAKETa JTOKYMEHTOB, IPEyCMOTPEHHBIX ITyHKTOM
32 Hacrosmux [IpaBuil, HECOOTBETCTBUS CBEJICHUN B IPEICTABIECHHBIX TOKYMEHTAX JaHHBIM
['ocynapcTBEHHOTOo peecTpa JEKapCTBEHHBIX CpPEACTB M MEIULMHCKUX U3JENHH,
MPEAOCTABIEHUS HEJOCTOBEPHBIX CBEIECHMI, 3KCIEPTHAs OpraHu3alus B TEUCHHE IISTH
pabouux JHEW cO JHS MOCTYIUICHUS JOKYMEHTOB HampaBisieT 3asgBUTEII0 MOCPEICTBOM
MH(OPMAIIMOHHON CHCTEMbI SKCIIEPTHOM OpraHU3alMH yBEAOMJIEHHE O HEOOXOAMMOCTHU
YCTpaHEHUS] COOTBETCTBYIOIIMX 3aMeuaHuil. 3asBUTENb B CPOK He Ooiiee AecsiTH paboumx
JHEHN CO JHS NOJy4YEeHHs YBEIOMIICHUS], YCTPAHSIET COOTBETCTBYIOLIME 3aMEUaHU.

35. Ilpu OTCYTCTBHM 3aMEUaHUM NO pe3yiabTaTaM 3KCHEPTU3bl JOKYMEHTOB U
MOJOKUTEIbHBIM pe3yJbTaTaM J1a0OpPAaTOPHBIX MCHBITAHUM, a TaKXke OTCYTCTBUU
MIOTEHIMAIBHBIX OTKJIOHEHH B IOCJIEIOBATEIBHOCTH CEPUN BaKIMHBI, 3KCHEPTHas
opraHuszanus B TedeHHe [JByX pabouux JHedl oQopMIsgeT U PErUcCTpUpPYET B
MH(POPMAIIMOHHON CHUCTEME SKCIIEPTHON OpraHU3aliy CepTUPHUKAT COOTBETCTBUS MPOTyKIIUU
1o opme coriacHo npuiioxeHuto 12 k HactosmuM [IpaBunam.

36. IIpu npenocTaBiaeHNN HEMOIHOTO MMAKETa TOKYMEHTOB, IPEIyCMOTPEHHBIX TyHKTOM
32 nactosimux IIpaBuit, HaMMYMsg B HUX HECOOTBETCTBUM JAHHBIM PETUCTPALMOHHOTO JTOCHE,
oOHapy>KEHHH HEJIOCTOBEPHOW MH(OpPMALUU, OTCYTCTBUA JAHHBIX O HAJWYUH JIMLEH3UU Ha



noptaine elicence (emaiicoHC), HE YCTpAaHEHUHM B YCTAHOBJICHHBIE CPOKH 3asBUTEIIEM

3aMEUaHMui, a TaKXe MPHU ONPEICIICHUN MOTCHIIMABHBIX OTKJIOHEHUM B MOCIEI0BATEILHOCTH
CepUil BaKIMHBI U (WJIM) HECOOTBETCTBUM MO pe3yJibTaTaM J1a0OpaTOPHBIX HMCHBITAHUM,

AKCIIEPTHAsI OpraHu3aIus BhIIACT pelieHue 00 0TKa3e B Bbljlaue cepTrudrkaTa COOTBETCTBUS
MPOIYKIINHU IO hopMe COTTacHO mpuiiokeHuto 13 x Hactosimum [IpaBumam.

37. Cpok neiicTBusi cepTudurKaTa COOTBETCTBUS HAa BAKIIMHY YCTAaHABIMBAECTCS 0
OKOHYAaHHUS €€ CPOKa TOJHOCTH, MPHU 3TOM CPOK TOAHOCTH MPOAYKIMU ONPENECTACTCA 0
IIOCJIETHETO YMCIIa YKa3aHHOTO MecsLa.

38. Pe3ynpraTel O OLIEHKE KAayeCTBAa BAKIMH Pa3MENIAIOTCA HA CANUTE DKCIEPTHOU
OpraHu3aIuu.

ITaparpag 5. Or60p 06pa3oB NPOAYKIWH C PEIHKA C yIETOM PHCK-OPHEHTHPOBAaHHOTO ITOJIX0a

39. Ot60p 00pa3oB NPOAYKIIUU C PHIHKA C YIETOM PHUCK-OPUEHTUPOBAHHOTO MOIXO0/Ia,
Haxojdieics B oOpaimeHun Ha Tepputopun PecnyOnuku Kazaxcran, ocyuiecTBisiercs
AKCIEPTHOM OpraHu3anuei B coorBercTBuu ¢ IIpukazom Ne 323.

40. ns npoBenaeHus oToopa oOpa3iioB MPOAYKIIMH C PhIHKA IKCIIEPTHAS OpraHU3aIus
€XKEroJIHO, B CPOK 70 1 HOsOps, hopmupyeT miaH oTOopa oOpas3IoB JJisl OLICHKU KayecTBa,
HaxoJsAIuxcss B oOpamieHuu Ha Ttepputopun PecnyOnuku KaszaxcTan nexkapCTBEHHBIX
CPEJICTB U MEIULIMHCKUX U3EIHUIA U pa3MeIlaeT ero B CBOOOJHOM JIOCTyIE Ha OPUIIMAIbBHOM
CalTe 3KCNEPTHON OpPraHU3alUH.

41. UcnbiTanus oOpa3loB NPOIYKIIMH, OTOOPAaHHON C phIHKA, MPOBOASTCSA 3a CUET
CPEACTB MPOU3BOJIMUTENS B COOTBETCTBHUM C II€HAMU HA YCIYTH, YCTAaHOBJIEHHBIMU
YIOJTHOMOYEHHBIM OpraHOM B 00JacTH 3JpaBOOXPAHEHHS IO COIJIACOBAHUIO C
AHTUMOHOITOJIBHBIM OpraHoM B cooTBeTcTBUU ¢ [Ipnkazom Ne 7.

Bo3menienue crouMocTd OTOOpaHHBIX JJIsI MPOBEACHUS HCIBITAHUNW 00pa3LoB
MPOJIYKUUU CYOBEKTY, Y KOTOPOTO OCYLIECTBIEH OTOOp, OCYILIECTBISETCS TPOU3BOAUTENIEM B
KPaTHOCTH MPOU3BEACHHOTO 0TOOpa 00pa3IOB B 3aBUCUMOCTH OT KOJUYECTBA CYOBEKTOB (
00BEKTOB) MeCT O0TOOpa (IO peruoHaMm, MO KOJHMYECTBY IUCTPUOBIOTOPOB, aNTEeK U
MEIUUUHCKUX OpTraHU3aLNN).

42. UcneiTanuss oOpa3loB MNPOAYKIMH, OTOOPAHHOW C pbIHKA MPOBOJATCS B
UCIBITATEABHBIX J1a00OpATOPHUSAX HKCHEPTHOW OpraHU3alld, aKKPEIMTOBAaHHBIX B
COOTBETCTBUM C MPUKA30M MCHOJHSIOUIEI0 O0A3aHHOCTH MUHHUCTpa 31paBOOXpaHEHUS
Pecny6onuku Kazaxcrtan ot 27 okts10pst 2020 rona Ne KP JICM-157/2020 "O6 yTBep:xaeHuu
IpaBuil TMPOBEACHUS aKKPEAUTALMU HCHBITAaTEIbHBIX J1a00paToOpuil, OCYIIECTBIISIOMINX
MOHOIOJIbHYIO JI€SITeIbHOCTh MO 3KCIEPTHU3€ MU OLEHKE Oe30IMacHOCTHM M KayecTBa
JIEKapCTBEHHBIX CPEJICTB M MEIMIIMHCKUX u3nenui" (3apeructpupoBaH B Peectpe
rocyJapCTBEHHON perucTpaluu HOpMaTUBHBIX MPAaBOBBIX akTOB Mo Ne 21540).

43. UcnpiTanus ONpoAyKIHH, OTOOPAaHHOM C PBIHKA C YYETOM PUCK-OPUEHTUPOBAHHOIO
M0/IX0/1a TIPOBOJIATCS MO TIOKA3aTeNIsiM MAapKUPOBKU M YIAKOBKU B YaCTH ONpPE/ICIICHUS €€



COOTBETCTBMSI MakeTy (MakeTraMm), YTBEpXKJIEHHOMY B locymapcTBEeHHOM peecTpe
JICKapPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX U3ACTUH C MPEIOCTABICHUEM OJTHON YIaKOBKH.

[Ipu cOOTBETCTBMM MAapKUPOBKU U YIMakoBKU ['oCymapCcTBEHHOMY peecTpy
JICKapCTBEHHBIX CPEJCTB M MEIUIMHCKUX W3AENUi, 00pa3libl JICKAPCTBEHHBIX CPEJCTB U
MEAUIIMHCKUX U3JENNNA, 0OTOOpAHHBIX C PhIHKA, BO3BPAIIAIOTCS 10 MTUCHbMEHHOMY OOpaIeHHIO
(B mpon3BOJILHOM (popMeE) 3asiBUTEIIS.

[Ipu ycTaHOBIEHHH HECOOTBETCTBUN MO MApKUPOBKE M YMAKOBKE MPOU3BOAHUTCS
MOBTOPHBIN OTOOP 00pa3lioB JaHHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO CPEACTBA WIIU
MEIUIIMHCKOTO H3Jeius, OOpallarommnxcsi Ha pPBIHKE, W TPOBOIATCS JabopaToOpHBIC
uCHbITaHus (KpoMe IMoKa3aTesell MapKUpOBKa M yIAaKOBKA) HA COOTBETCTBUE TpeOOBaHUSIM
HOPMAaTHBHOTO JOKYMEHTa MO KayeCTBY JUIsl JICKAPCTBEHHBIX CPEJCTB M JOKYMEHTa IO
Ka4yeCTBY U MEIUIIMHCKUX W3JICITHH.

Jliist mpoBe/ieHNsI UCTIBITAHUM 00pa3lbl JTEKAPCTBEHHBIX CPEJCTB MM MEIAUIIMHCKUX
U3/IeNIN, OTOOpPAHHBIX C pPBIHKA C YYETOM PHCK-OPHEHTHPOBAHHOIO TOJAXO0Mda, HE
COOTBETCTBYIOIIMX [0 TMOKa3aTelsM MapKUPOBKAa W YyIAaKOBKA MPEJOCTABISIOTCS B
KOJIMYECTBAX, OCTATOUHBIX JUISI OJHOKPATHBIX UCIIBITAHUIN C OCTATOUYHBIM CPOKOM T'OJHOCTH
HE MEHee TpeX MECAIEB C cepTUPUKATaMU aHAJIU30B (IIPOTOKOJIAMHU UCIBITAHUHN) HA TAHHYIO
cepuio 00pasloB JEKAPCTBEHHBIX CPEACTB M MEAMIIMHCKUX H3JETUNd M METOJIUKaMHU
WCIIBITAHUMA 1T MEIUIIMHCKUX HW3ACNHM I MOoKa3aTelei, yKa3aHHBIX B cepTU]UKaTe
aHau3a (MPOTOKOJIE UCTIBITAaHU).

[Tpr HEBO3MOKHOCTH BOCTIPOM3BENICHUS OTAEIBHBIX MOKa3aTelell KauecTBa COTIACHO
HOPMAaTUBHOMY JIOKYMEHTY JIEKapCTBEHHOTO CpPEICTBA WJIM JOKYMEHTY IO KayeCTBY
MEIUIIMHCKOTO H3JeNHs, OTOOpPAaHHBIX C pPBIHKA, MPOU3BOAUTEIEM MPEIOCTaBISETCS
cepTudUKaT KauyecTBa WJIM MHOW aHAJIOTUYHBIM JOKYMEHT C Pe3yJIbTaTaMu WCIBITAHUN IO
JaHHBIM TOKA3aTeNSIM JUIS IPU3HAHUS Pe3yIbTaTOB AKCIIEPTHON OpTaHU3AIMel MO JaHHBIM
MOKa3aTeIsIM.

JIist mpoBeieHUsI UCTIBITAHUM OTOOpaHHBIX 00pa3loB MPOIYKLIHUH C pblHKA U (WJIH) B
MEIUIMHCKUX OpraHu3alusax corijacHo NyHKTy 41 Hactosmux [IpaBun mpou3BoAUTEND
IpEeOCTaBISET CTAaHIApTHBIE O0pa3lbl XMMHUYECKHX BEIIECTB, CTaHIApTHBIE OOpa3Ilbl
OMOJIOTHYECKHUX MPEernapaToB, Crenu(UIecKue peareHThl B KOJIMUECTBAX, TOCTATOYHBIX IS
OJIHOKPATHOT'O MCHBITAHMS C YYETOM BepU(DUKAIMU METOJUK J1abopaTOpUsIMH IKCIIEPTHON
OpraHM3aIy AJsl TPOBEIEHUS UCTIBITAHUN Ha JIEKAPCTBEHHOTO CPENICTBA U MEAUIIMHCKOTO
U3JICIIHSL.

44. 1o TeXHMYECKUM OIIMOKaM, CBSI3aHHBIM C MTPOU3BOJICTBEHHBIM MTPOILIECCOM HAaHECEHUS
uH(pOpMAaIMHU Ha YITAKOBKY (32 UCKIIOUeHHEM WH(OpMaIuU O JieKapcTBeHHOU (popme, hopme
BBINIYCKA, JI03UPOBKH, CPOKA FOJHOCTHU, YCIOBUNM XpAHEHUS ), HE BIUAIONIMM Ha Ka4eCTBO U
0€30MacHOCTh MPOIYKIUH, HE TPEOYIOIINM BHECEHUS N3MEHEHUN B PETUCTPALIMOHHOE JOCKE,
Ipy YCIOBUM JTA0OPATOPHOTO MOATBEPKIACHUS KadecTBa MPOAYKIUMHU, 32 HUCKIIOYECHHUEM
MOKa3aTeNsi MApKUPOBKA M YIIAKOBKA, MPOU3BOIUTEIND MIPEIOCTABISAET FapaHTHITHOE TUCHMO B



rOCYJIapCTBEHHBIN OpraH O MOJTBEPKICHUU MOJIUHHOCTA MPOJIYKIMHU, a TAK)KE MOCTAaBKU
CJIEIYIOLIUX CEpU B COOTBETCTBUU C YTBEPKACHHBIM MAKETOM YIAKOBKHU MPOIYKIUH.

45. Cpoku 1abopaTOpHBIX HUCHBITAHUN 00pa3Il0B MPOIYKIIUH, OTOOPAHHOUN C PBHIHKA,
OTPEENSIOTCA B COOTBETCTBUU C HOPMATUBHBIM JIOKYMEHTOM IO Ka4eCTBY NpoAyKiuu. Eciu
CPOKHM HCIBITAHUN HE MPEIyCMOTPEHbI B HOPMATHUBHBIX JOKYMEHTAaX, TO HUCIBITAHUS
POBOJIATCA B TEUCHUE JBAJIATU MATH KAJICHAAPHBIX JHEW CO JIHSA MOCTYIUICHHUS 00pa3lioB
JUIs OLIEHKM KauecTBa MPOAYKIMU B aKKPEIMTOBAHHYIO Ja0OpAaTOpPUIO IKCHEPTHOMU
OpraHU3alHu.

JI1st mpoBeieHUS TOTIOJHUTEIbHBIX UCIIBITAHUM MPU CIIOPHBIX PE3yJIbTaTaxX MUCIbITAHUN
00pa31oB NPOAYKIMH, OTOOPAHHON C PBIHKA, MPEIOCTABIISIIOTCS JAOMOJHUTEIBHO JBAIATh
n4Th pabouyux AHEW, B KOTOpPbIE HE BXOJMT BpeMs MPEIOCTABICHHS 3asBUTEIEM
JOTIOJTHUTENIbHBIX 00pa3IloB.

46. JlaGopaTopHble HMCHBITAHUS BIEPBBIC 3aPETUCTPUPOBAHHBIX HAa TEPPUTOPHUU
PecnyOnnku Ka3zaxcraH neKkapCTBEHHBIX CPEACTB, JEKAPCTBEHHBIX MPENapaToB TPEOYIOIIHNX
0COOBIX YCIIOBUU XpaHEHHUs (XpaHsIIUecs Mpu TeMmieparype ao +15 ), mapeHTepaibHbIe
JEKApCTBEHHBIE CPEJCTBA, a TAK)KE MPOAYKIMU C BBISIBIEHHBIMH HECOOTBETCTBHUSIMHU IO
pe3ynbraTam (apMaleBTUIeCKOro KOHTPOJIs, MHCIIEKTUPOBaHUs, (hapMaKoHa130pa, 0TOopa ¢
PBIHKA 32 MPEeAbIAYIIHE TPU T0J1a, OTOOPAHHBIX C PHIHKA C YYETOM PUCK-OPUEHTUPOBAHHOTO
MOAX0/a, MPOBOJATCS B COOTBETCTBHM C HOPMAaTHBHBIM JOKYMEHTOM IO KadeCTBY IS
JIEKapCTBEHHBIX CPEACTB U IOKYMEHTOM 0 Ka4eCTBY JUISl MEIULIMHCKUX U3/CIIUN.

477. Pe3ynbTaThl UCHIBITAHUI 00pa3LoB MPOAYKIIMH, OTOOPAHHOM C PbIHKA, O(OPMIISIOTCS
IPOTOKOJIOM UCIIBITaHUH MO (hOpME COrTACHO MPHIOKEHUIO 7 K HacTosiuM [IpaBuam.

[Ipy MOJIOKUTENBHBIX pE3yJbTaTax MUCIBITAHUNA 00pa3LOB MPOAYKIIMU, OTOOPAHHOM C
pBIHKA, HKCIEPTHAs OpraHu3allus B T€UEHUE JBYX paO0ouMX JHEW TMOCie JHS MOTy4YEeHHS
MPOTOKOJa UCIIBITAHUI U3BELIAET (B MPOU3BOJIIBHON (pOpME) MPOU3ZBOIAUTENSL O COOTBETCTBUH
MPOAYKIIMA HOPMATUBHBIM IOKYMEHTAM I10 Kau€CTBY.

48. Ilpu oTpHIIaTENbHBIX Pe3yJbTaTaX UCTIBITAHUNA 00Pa310B MPOAYKIIMH, OTOOPAHHOM ¢
pBIHKA, SKCIIEpTHAsE OpraHu3auus opopMisSeT B TEUEHHUE NBYX pabouyux THEH mocie THS
MOJIyYeHHS MPOTOKOJIa UCTIBITAHUI OTPHUIATENIBHOE 3aKII0YEHUE O KauyeCTBE MPOIYKIUU IO
dbopme cornacHo npuioxkeHuto 14 k HactosiuuM [IpaBunam. Pe3ynbTarsl 10 BBISBICHHBIM
HECOOTBETCTBUAM MPOIYKIIUU Pa3MENIAIOTCs HA CalTe SKCIIEPTHONU OpraHU3aIiHy.

49. IIpu BbIHECEHMHU OTPHULIATENIBHOTO 3aKJIIOUEHUS MO pe3yibTaTaM J1abopaTOPHBIX
UCIBITAaHUH 00pa3lioB MPOAYKIIMH, OTOOPAHHON C PbIHKA, B COOTBETCTBUU C IyHKTOM 48
Hacrosiuux [IpaBuil, sKcepTHAsl OpraHu3alys B CPOK JI0 MATH pabOyuX JHEW HampaBisieT
uHpOpMAIMI0O B TOCYJApPCTBEHHBINM OpraH Uil NPUHATHS MEp MO MPUOCTAHOBICHUIO
cepTuduKaTa COOTBETCTBHUS M HM3BATHIO W3 OOpalleHHUs JIEKAPCTBEHHOTO CpEJCTBA U
MEIHUIMHCKOTO HW3JEeJus, HE COOTBETCTBYIOLIETO TPEOOBAaHMAM 3aKOHOJATENbCTBA
Pecny6niuku Kazaxcran B 0651actu 31paBooxpaHeHus, mpexycmMorpeHnbix [Ipukazom Ne 322.



[Ipu HECOrIacuK C OTPULIATENBLHBIM 3aKIIOUEHUEM IKCIIEPTHOM OpraHU3aluu, 3asIBUTEIIb
00XajyeT peleHue B COOTBETCTBUM €O cTaThe 91 AJMUHUCTPATUBHOTO

MIPOIICAYPHO-TIPOIIeCCyaIbHOTO Kojiekca PecrryOmmku Kaszaxcras.
IIpunoxenue 1
K IIpaBHJIaM IPOBEACHUS
OLIEHKH Ka4eCTBa JIEKAPCTBEHHBIX
CPEICTB M MEAULIMHCKUX U3JETIHH,
3aperucTpUPOBAHHBIX
B PecnyOnmuke Kazaxcran

MunucrepcTBo 3apaBooxpanenus Pecyonuku Kazaxcran

HanmenoBanme 1 afjpec 3KCHEPTHON OpraHU3anun

Pemennie o npuocTaHOBIEHUH WM OT3bIBE CEPTU(PHUKATA COOTBETCTBUS MTPOYKIMU
or" " 20 roma Ne

HaumeHnoBanue npoaykuuu:

JlekapcTBeHHOE CPENICTBO (C YKa3aHHEM JIEKapCTBEHHOM
(GhopMBI, J03UPOBKH, KOHIGHTpPAIlUK U o00beMma
3alloJIHEHUs, KOJIMYEeCTBa JI03 B YIAaKOBKE, HOMEp
PETUCTPAIIIOHHOTO YJOCTOBEPEHUS )

MepunmHckoe wu3genue (KOMILIEKTHOCTB, KJIacc
0e30macHOCTH,  HOMEp  PEruCTParMOHHOTO
YIOCTOBEPEHUS)

Cepus (maptus) npoaykuuu Ne (cepuilHbIil HOMep A
MEIUIUHCKUX W3AEHH, SBISIOIIMXCS alnapaTaMy,
nprbopamu 1 000pyAOBaHUEM), pa3Mep MapTUH

Cpok romHOCTH (KCIUTyaTalu — JJIsl MEAUIIMHCKUX
W3MeNNH, SBISIOMNXCS anmnapaTaMy, NpUOOpamMu H
000pyI0BaHNEM)

HaumeHnoBanue OpraHu3aluru-Ipou3BOAUTEIIA, CTpaHa

JleiicTBue cepTu(uKaTa COOTBETCTBUS MPOLYKIIUU

(Ne ceptudukara, nata Bbl1auu) NPUOCTAHOBJIEHO, OTO3BAHO (yKa3aTh HY>KHOE)
B COOTBETCTBUU C

(YKaszaTh JOKYMEHTHI, OCHOBaHUE) C " " 20 roja.
[Toanucu yrnoJTHOMOYEHHBIX JIMII;

noanuch ®.N.O. (mpu ero HanU4KM)

noanuck O.N.O. (mpu ero HaIUIUN)

[Tpunoxenue 2
K [IpaBUIIaM MPOBEACHUS
OILIEHKH Ka4yecTBa JIEKapCTBEHHBIX
CPEICTB U METULIMHCKUX U3JIENINH,
3apEerHuCTPUPOBAHHBIX



B PecnyOmmuke Kazaxcran
" " 2 0 ron
(mata moaum 3asBKH)

(HauMeHOBaHHE U azipec
9KCIEPTHOM OpraHu3alun)

3asBKa Ha OPOBCACHNE OLCHKH KQ4YCCTBA JICKAPCTBCHHOI'O CPECACTBA HIIM MECOIUIITMHCKOI'O U3ACIIAA

1 HanMeHoBaHue 3asBUTENS
) MecToHaxOXICHHE IOPHITICCKOTO
JIAA
3 Anpec OCYIIECTBIECHUS
JESTETFHOCTH FOPUIUICCKOTO JIHIIA
4 BaHKOBCKHE pEKBU3UTHI 3aBUTENS
[IpoBeneHrE IKCTIEPTU3BI JOKYMEHTOB MPH JICKIAPHUPOBAHUU
MIPOAYKIIUU
[IpoBenenne aKCHEpTH3Bl JOKYMEHTOB M JTA0OPATOPHBIX
HCIIBITAaHUN 00Pa3IOB JCKAPCTBCHHBIX CPEACTB MPH CEPUUHON
OIICHKE
5 Crioco0 OIIEHKH KauecTBa
[IpoBeneHne »KCmepTH3Bl JOKYMEHTOB M JTA0OPATOPHBIX
HCIBITAaHUHA 00pa3oB MEAUINHCKUX H3ICIHN TIPH CEPUIHON
OIICHKE
[IpoBenenne »KcmepTH3Bl AOKYMEHTOB H J1TaOOPATOPHBIX
HUCITBITAHUI BaKIIUH
CBeJicHUST O JIMICH3UHM Ha 3aHATHE
(hapMareBTHYECKON JIESITETbHOCTHIO
C COOTBETCTBYIOIIUM IPHIOKEHUEM
(Mpou3BOACTBO, OTTOBAas
peanuzamnus) K JUIECH3UH WU
6 YBEJIOMIICHHE 0 Hayvajie

JCATEIBHOCTH (ONTOBAs peaU3aLust
) B COOTBETCTBHH C 3aKOHOM
Peciy6nuku  Kazaxcran "O
paspelIeHusIX U yBEJOMIICHUSX, U
CCBUIKA Ha JHIICH3UIO B MOpTale
elicence (emaricaHc)

7 WNudopmanus o 3asBIseMOil MpOayKIIUI*



Toprosoe
Ha3BaHHE

Howmep
cepun  (
CEpUIHBIN
HOMep JUIst
MEeIUINHCK
n X
U3JICITUH,
SIBIISTIOIIINX
o Jlara npousBoacTBa
anrmaparam
u -,
npudopamu
u
obopynoBa
HHEM)

Cpok
TOTHOCTH

Pazmep
(Cpoxk

napTuu
JKCILTyaTa
UM

IIpousBoau
TENb

Crpana-mp



OU3BOAUTE
JIb

3asBUTEIIb, B JIUIIE

8 (®.1.0. (ipu ero HATMYHN) PYKOBOIUTEIS WIH YIIOTHOMOYEHHOTO JIUIA, TOKHOCTD) HACTOAIICH
3asBKOM rapaHTHUPYET JTOCTOBEPHOCTH MPEAOCTABICHHOW HH(DOpMALIUK

9 Jlara 3anoyiHeHHs

[onmuce, ®.M.0. (pu ero HaTHIUN

)
[Ipumeyanue

10

* OneHka KayecTBa MPOAYKIUM HE MPOBOJUTCS HA OTACIHHO BBO3UMBIC (IIPOU3BOIUMBIC)
KOMIUIEKTYIOIINE, BXOJSIIME B COCTAB MEAULUMHCKUX HM3ACIUNA M HE HCHOJIb3YEMBIE B
Ka4eCTBE CaMOCTOSITEIbHOTO U3JEIUS WM YCTPOMCTBA, & TAKKE HA PACXOAHBIE MATEPUATIBI K
MEIULMHCKUM U3JAENHAM, CIEIUaTbHO MPEAHA3HAYEHHbBIE TPOU3BOIUTEIEM MEIULIMHCKOTO
W3JCNHS JISI UCTIOJIB30BAHUS C MEUIIMHCKUMU U3JIENIUSIMU, CIOCOOHBIE (PYHKIIMOHUPOBATh
TOJBKO C JAHHBIMU PACXOJHBIMH MaTepHUaIaMHu.

3asiBKa Ha OIICHKY KauecTBa MmojaeTcs: Juis mpousBojauteneit Pecyonuku Kazaxcran — B
paMKax OpoOU3BOJUMOM MPOAYKIUU; Il BBO3UMOMW MPOAYKIMU — B PAMKaX OJTHOI'O BBO3HOTO

JOKYMCHTA.
[Tpunoxenune 3
K IIpaBWJIaM IIPOBEICHUS
OLICHKH Ka4eCTBa JIEKapCTBEHHBIX
CPE/ICTB U MEAMLIMHCKUX U3/1eNNni,
3aperuCTPUPOBAHHBIX
B PecrryOmmuke Kazaxcran

HaunmenoBanme u afjpec 3KCHEPTHON OpraHU3anun
Cepradukar COOTBETCTBHA NPOAYKIMH (IIPH JEKIapUPOBAHNH)

" " 200 Tt Ne
HevictButensbHo 10 " " 20 roJia TPy COOJTIOICHUH YCIIOBHM XpaHEHUS
1. HacTostiuit cepTudukaT COOTBETCTBHS MPOIYKIIMHU YIOCTOBEPSET, YTO MPOTYKIIHUS

(HaMMEHOBaHUE M TUTI POAYKIIUU COTIIACHO | 0CyJapCTBEHHOMY peecTpy JIeKapCTBEHHBIX
CPEIICTB U METUITMHCKUX W3JICTUH, HOMEp PETUCTPAIMOHHOTO YAOCTOBEPEHUS, CEPUS
(cepuitHbIii HOMEp IJIs1 MEIUIIMHCKUX U3CIUH, SIBISFOIIUXCS armapaTamMmu, mprudopaMu U
000pyI0BaHUEM), CPOK TOJTHOCTH, KOJTUYECTBO MAPTUI) TPOU3BEACHHAS

(cTpana, HAaMMEHOBAHUE TPOU3BOIUTENIS) TIPEACTaBICHHAS

(HaMeHOBaHUE, MECTOHAXO0K/ICHUE IOPUINYECKOTO JIUIIA, aJJpeC OCYIIECTBICHUS
NEeATENbHOCTU IOPUANYECKOTO JIUIA) POIILJIa OIIEHKY KauecTBa MyTEM JIEKJIapUPOBAHUS
2. Ceptudukar cOOTBETCTBHS MPOIYKIIMHU BbIIaH HA OCHOBAaHUU CEPTUPHUKATOB



(GMP, No, nata Bbiaun, cpok neiictBus unu [SO 13485, Ne, nara BeI1aun, CpoK JEHCTBUS)

(cepruduxat kauecTBa mpousBoauTes Ne, nara BbIAauN)
3. lonoaHuTENbHAS HHPOPMALIHS

(3amostHsIeTCs MPU HEOOXOAMMOCTH)
[Toamucy yrmoJTHOMOYCHHBIX JIHII:

noanuck ®.N.O. (ipu ero HaIUUKU), JOJKHOCTh

noanucs G.1.0. (HpH €ro HaJ'II/I‘{I/II/I), JOJDKHOCTD
[Tpunoxenne 4
K IIpaBUJIaM IIPOBEICHUS
OLICHKH Ka4eCTBa JIEKapCTBEHHBIX
CPE/ICTB U MEAMLIMHCKUX U3/1eNNni,
3aperuCTPUPOBAHHBIX
B PecryOmke Kazaxcran

®opma

HanmenoBanme 1 afipec 3KCIEPTHOM OpraHU3anin

[punoxenne ceptudurary
COOTBETCTBUS MPOTYKIIHU
Ne

ITepegeHp KOHKPETHOM NMPOIYKINH, Ha KOTOPYIO pacIIpOCTpaHseTcs AeicTBHe cepTH(HKaTa
COOTBETCTBHSA IPOAYKIWH (IIpH JAEKIApAPOBAHHN)

HauMmeHoBaHHEe MNpOOyKIHMH B

cooTtBeTcTBUU ¢ ['ocynapctBeHHbIM Cepust (cepuiHBIH HOMep s
peecTpoM JEKapCTBEHHBIX CPEACTB U MEIUIMHCKUX nu3genui,
MEIMIMHCKUX W3JCJINH, HOMEp  SBISIOMINXCS arrnaparami,
PETUCTPAIIIOHHOTO YAOCTOBEPEHHUs, MpuOopaMu U 000pyIOBaHHEM),
HaUMEHOBAaHUE MPOU3BOAUTENSA,  CPOK FOAHOCTH, pa3Mep MapTHH

Cpok pgeiicTBusi ceprudukara
COOTBETCTBUS

CTpaHa-TPOU3BOTUTEIH

HOI[HHCH YIIOJIHOMOYCHHBIX JIMIT:

noanuck ®.MN.O. (ipu ero HaIUYKHU), JOJKHOCTh

noanuck ®.N.O. (ipu ero HaIUYKU), JOJKHOCTh
IIpunoxenue 5
K IpaBUjIaM MPOBEACHUS



OLICHKH Ka4eCTBa JIEKapCTBEHHBIX
CPEICTB M MEAULIMHCKUX H3ICIHH,
3aperucTPUPOBAHHBIX
B Pecnybmmuke Kazaxcran

®opma

HanmenoBanme 1 afjpec 3KCHEPTHON OpraHU3anun

HaunmenoBanue 3asBuTes

nomkHocTh, ©.1.0.
(Ipu ero HaJTM4KN)
pyKoBOAUTENS

MecTOHaX 0K IEHIE
FOPHUMYECKOTO JINIIA,
ajipec OCYIIECTBICHUS
JESITEIbHOCTH IOPUINYECKOTO JIMIIA
or" " roga Ne

Pemenne 06 oTka3e B BEIjade CepTH(HKATa COOTBETCTBUA MPOAYKIMH (IIPH JEKIapUPOBAHNH)

1. OOmue cBeneHUs

HanmeHoBaHUE IPOTYKIUH:

JlexapCTBEHHOE CPECTBO (C yKa3aHUEM JICKapCTBEHHOM
(opMBI, HO3UPOBKH, KOHIEHTpAUH U o0Bema
3aII0JIHEHUs, KOJIMYeCTBa J03 B YIAaKOBKE, HOMEp
PETHCTPAIIMOHHOTO YAOCTOBEPEHUSI)

MenuuuHckoe wu3nenue (KOMIUIEKTHOCTh, KIIacc
0e30MacHOCTH,

HOMEp PETUCTPALIMOHHOTO YI0CTOBEPEHHS)

Cepus (maptus) nponykiuu Ne (cepuitHBIN HOMEp A
MEIUIMHCKHX H3JENUH, SBIIOMINXCS armapaTaMH,
npubopamu U 000pyIOBaHHEM), pazmep mapTun Cpok
TOAHOCTH (PKCILTYaTalluK — AJIsl MEAMLIUHCKUX U3
, SIBISIIONIMXCS —ammapaTtaMy, HOpUOOpaMH U
000pyI0OBaHUEM)

HanmMeHoBaHne opraHu3anui-NIpON3BOIUTENS, CTPaHa

2. OcHoBaHus )15 0TKa3a (OTMETUTH HY>KHOE)

TPEJOCTaBICHUE HEMOJIHOTO TakKeTa JOKYMEHTOB
COTJIACHO TIEPEYHIO, MPEIYCMOTPEHHOMY ITyHKTOM 12
[IpaBwn npoBeneHNs OIEHKH Ka4eCTBa JIEKapCTBEHHBIX
CpencTB u MEJHUIIHHCKUX U3IeIni,
3aperucTpupoBaHHbiX B Pecrybnmke Kazaxcran

MPEA0CTABJICHUSA HEAOCTOBEPHBIX CBEJICHUM



HECOOTBETCTBHE CBEICHMM B IPEJICTaBICHHBIX
JOKyMEHTax JAaHHbIM [ocynapcTBeHHOro peecTpa
JIEKapCTBEHHBIX CPEACTB U MEIUIUHCKUX HU3AENHH
Pecnryonmku Kazaxcran

OTCYTCTBHS JIAHHBIX O HATMYHMH JIMICH3UH Ha MOpTale
elicence (enaiicanc)

HE YCTpaHEHHE B YCTAHOBJIEHHBIE CPOKU BBICTABICHHBIX
SKCIEPTHOM OpraHu3alnuen 3aMmeyaHui

HOI[HI/ICI/I YIOJIHOMOYCHHBIX JIUIT:

noanuck ®.N.O. (ipu ero HaIUUKU), JOJKHOCTh

noanuch ®.N.0O. (npu ero HaITU4KM), JOIKHOCTD

[Tpunoxenne 6
K IIpaBUJIaM IIPOBEICHUS
OLICHKH Ka4eCTBa JIEKapCTBEHHBIX
CPE/ICTB U MEAMLIMHCKUX U3/1eNNni,
3aperuCTPUPOBAHHBIX
B PecryOmke Kazaxcran

®opma
Akt nopucMa-nepeaain 06])33]103 OPpOAYKIIHHA

or" " 20 romaa
3asiBUTEID:

(HaMMeHOBaHUE OPraHU3aIlH, aJIPec)
Anpec 1 Mecto oToopa:

OT60p Mpob mpou3Be:

®.1.0. (mpu HAIMYWN) JIAIIA, OCYIIECTBUBIIIETO OTOOP 00pa3IoB
OO0pa31sl MpeabsIBICHHON MPOIYKIIMA OTOOpPaHbI B COOTBETCTBUU C

(HaMeHOBaHUE HOPMATUBHOTO JOKYMEHTA)
JUTSL UICTIBITAaHUM C LIETBIO OLICHKU KadyecTBa npoaykiuu [Ipoaykius moaydeHa mno:

(TOBapHO-TPAHCTIOPTHOM HAKJIAIHOM; K/JT KBUTAHIINHU Ne,

(mo xoHTpakty Ne, nara; norosopy Ne, nara)
IIponsBonuTens:




(cTpana, opranuzanus (MHIMBUAYaJIbHbBIN IPEAIPUHUMATED ), aPEC
[TocTaBuuk:

(cTpaHa, opranu3anys (MHIAUBUyaJIbHBIA IPEANPUHUMATEND), aJIPEC)
OO0pa31pl 0TOOpaHbl OT IPOAYKIMH, IPEIBbABICHHON 0] HAUMEHOBAaHUEM:

HaunmenoBanu KonnuecTBo
e oOpasmoB Enpuaunna Pasme aTta Cpok 0TOOpaHHBIX
pasil 8 Howmep maptun P A P P
MPEIBSIBICHHO H3MEPEHUS apTUu MPOM3BOJICTBA TOXHOCTH 0o6pas31ios
i mpoayKIMu MPOAYKITUH

1 2 3 4 5 6 7

KoHTposbHbIE 00pa3Lbl B KOJIMYECTBAX, PABHBIX KOJIMYECTBY OTOOPAHHBIX 00Pa3LOB,
0TOOpaHbl, ONleYaTaHbl U XPAHATCS B HAJAJICXKAILIUX YCIOBUSAX B TEUEHUE CPOKa JIEHCTBUS
cepTuduKara COOTBETCTBUS NPOAYKIUHU y CyObeKTa B chepe oOpalleHHsl JIEKapCTBEHHBIX
Y MEIULUHCKHAX U3JEIHI.
3asiBUTEINb:

(moanuce) ®©.M1.0O.(npu HATUYUN)
OO0pa3Lpl IPUHATHIL:

IIpencraBuTens 3KCIEPTHON OPraHU3aLAN
(moanuce) ®.M.0. (mpu HAIUYUN)

JlaTta npueMa 00pa3loB 3KCIEPTHON OpraHU3alUEeH:
" n 20 T

IIpunoxenue 7
K IpaBUJIaM IPOBEACHUS OLIEHKH
Ka4yecTBa JIEKaPCTBEHHBIX CPEIICTB
U METUIIMHCKUX HU3JIeNNH,
3apErUCTPUPOBAHHBIX
B PecyOmmuke Kazaxcran

®dopma
MecTo HaHeceHHs 3HaKa U (WJIM) HOMEpa arTectara AKKpeaUTAINH

HaumeHOBaHHE H aJipec 3KCIEPTHOH OpraHu3aIiH

ATTecTaT akKKpeAUTaIHH HCLITATENEHOH JTaboparopuu (Ne, CPOK KeHCTBHA)

Anpec, TeneoH 3KCIEPTHON OpraHM3ayy (ACIBITATEIbHOH 1abopaTopun)

[IpoToxon ncnbiTanuit Ne or " " rojaa
Crpannna / KonuuecTBo ITUCTOB

CyOBeKT (HaMMEHOBaHHUE, aJIpec):

HaumeHnoBanue npoaykuuu:




Bun
HCIIBITAHHI:

OcHo
BaHUE

IIpousBoaurens, cTpaHa:

Cepu

Jlata —
a, ~ Cpox
MIPOU3BOJICTRA!
mapTu - _ TOAHOCTH:
o -
KomnuuecTtro
Jara nocTyruieHus: 00pa3IoB:
006pasIos:

I[aTa Hayajla 1 JaTa OKOHYaHMA HCIBITAaHNH:

O0o03HavYeHIe HOPMAaTUBHOTO JIOKYMEHTA 10 Ka4eCTBY Ha MPOLYKIUIO:

O06o03HavYeHNEe HOPMATHBHOTO JOKYMEHTA II0 Ka4€CTBY Ha METO/IbI HCIIBITAHUH:

Pesynbrarel ncnibitanmit

TpeboBanus
DaKTUUYECKH Kparkoe onucanue
HaumenoBanue HOPMAaTHBHOTO 0
N t 1 BnaxHocThb (%)  MOJNy4YeHHBIE COOTBETCTBUSL (
moKa3aTenei MOKyYMEHTa Ha
pe3yJbTaThI HECOOTBETCTBHS)
MPOYKIIUIO
1 2 3 4 5
3aKIIr0YeHue:

[IpencraBnennbie 00pa3libl COOTBETCTBYIOT (HE COOTBETCTBYIOT) TPEOOBAHUAM
HOPMATHBHBIX JIOKYMEHTOB (HY>KHOE TOTYEPKHYTh).
[Toanucu yrnoJTHOMOYEHHBIX JIMII;

(momxHOoCTh) (moanuck) G.M.O.(npu ero HaTU4INM)

(momxHOCTh) (moanuck) ®.M.O.(pu ero HaTUINK)

(momxnocTh) (moanuck) @.M.O.(ripu ero HaNU4Un)
*IIpOoTOKOI UCTIBITAHUN PACTIPOCTPAHSIETCS TOIBKO Ha 00pasIibl, TOABEPTHYTHIE UCTIBITAHUSIM.
[TonHast wiu yacTUyHAas repenevyaTka MPoTOKOJa UCIIBITAaHUI 6€3 MHMCHbMEHHOTO pa3peieHus

3KCH€pTHOI71 OpraHu3anuuy 3aIpcCuIcHa.
ITpunoxenue 8
K IpaBUIaM IPOBEAEHUS OLIEHKH
Ka4yecTBa JICKAPCTBEHHBIX CPEICTB
Y MEJUIMHCKUX M3,
3aperuCTPUPOBAHHBIX
B Pecrry6nuke Kazaxcran

®dopma

Otuaer
0 pe3yJIbTaTax IpOBeICHU JIa00paTOPHBIX HCIIBITAHUM B KOHTPAKTHOM JIabopaTopum,



I/ICHOJIBB}’CMOﬁ IIPOU3BOAUTEIICM

(HamMeHOBaHHE OpraHU3aAH-IIPON3BOANTEILT)

(HamMeHnOBaHHE KOETPAKTHO# 1a00OpaTOpHH KOHTPOJIA Ka9eCTBA)

(HammeHOBaHHE JIEKaPCTBEHHOTO CPEICTBA, MEAUIIMHCKHAX HU3MIEIIHiA)

1. Pe3rome

HammeHoBaHHe  JeKkapcTBEHHOTO  cpeactBa
MeauImHeKoro m3aenus) (nanee — JIC (MIN))

HaumenoBanue, aapec peKBU3UTHI MPOU3BOACTBEHHON
IUIOIIA KT

HaumenoBanme, angpec, pPEKBHU3UTHI KOHTPAKTHOM
71ab0paTOpUX KOHTPOJIS KauecTBa

OcHoBaHHUE NPOBEICHUS Ta00PATOPHBIX UCTIBITAHUN
Jatbl npoBeieHns 1ab0PaTOPHBIX UCIIBITAHUN

@®.M.0. (mpu ero HaIW4YMM) 3KCIEPTOB (UJICHOB
KOMHCCHH), TOJDKHOCTb

2. HaGmronenus u PE3yJIbTaThl IPOBCACHUA Ha60paTOpHLIX HUCIBITAaHUN
Haumenosanwne JIC (M)
Cchllka Ha HOPMATHUBHbII JJOKyMEHT
Howmep cepun, nata mpou3BoCTBa

IMoka3arenu KadecTBa, MO KOTOPHIM TPOBEICHBI
nabopaTOPHBIE UCTIBITAHHS

CootBeTcTByeT (HE COOTBETCTBYET) (HYXHOE

Pesynbrarsl
MTOTYCPKHYTH)
[IpoTokoi ncnbITaHUN TPOU3BOAUTENS (HOMED M NaTa)
*[Ipumeuanue

K otuery o pe3ynbprarax nmpoBeeHus 1a00paTOPHBIX UCIBITAHUH B Ta00paTOPUU KOHTPOJIS
KauyecTBa Ha MIPOU3BOJICTBE MPUIOKHUTH KOO MPOTOKOJIa UCIIBITAaHUHN J1abopaTopuu
KOHTPOJISI KauecTBa. Bee MpritokeHust K OTU ¥ Ty SBIISIFOTCS HEOThEMIIEMOM €T0 YacCThIO.
Unens! Komuccun:

[Moanucy damuinus, uMs, 0T4€CTBO (TIPU €r0 HATTUYNH )

[Toanuce @amunus, UM, OTYECTBO (IIPHU €r0 HATUYUN)

ITpunoxenue 9
K IIpaBHJIaM IPOBEACHHS
OILIEHKH Ka4eCTBa JIEKapPCTBEHHBIX
CPEJ/ICTB U MEMIIUHCKUX U3/ICIUH,
3aperuCTPUPOBAHHBIX
B Pecrry6nuke Kazaxcran



HaumeHoBaHHe H aJjpec SKCIEPTHON OpraHA3aIH
CepTH(uKaT COOTBETCTBUA NPOAYKIMH (IIPH CSPUIHOMN OLIEHKE)

" " 20 r Neo
JlewicTBuTenpHO 10 " " 20 roJia Mpy COOJIFOJICHUHN YCIOBUN XpaHEHUS
1. Hacrosimmii ceptudukaT cOOTBETCTBHS NPOAYKIUH (IPU CEPUITHON OLIEHKE)
YJIOCTOBEPSIET, YTO MPOTYKIUS

(HaMMEHOBaHUE U TUII IPOAYKIMHU cOTsIacHO ['ocy1apCTBEHHOMY peecTpy JIEKAPCTBEHHBIX
CPEACTB U MEIULIMHCKUX W3JIEJINI, HOMEP PETUCTPALMOHHOTO yIOCTOBEPEHHUS, CEPHS
(cepuitHbIi HOMED 711 MEIUIIMHCKUX U3AENHH, SIBISIOMINXCS annapaTaMu, IpudopamMu u
000pyI0BaHUEM ), CPOK TOJTHOCTH, KOJIMYECTBO MAPTUI) IPOU3BEACHHAS

(cTpaHna, HAaUMEHOBAHUE TTPOU3BOIUTETIS)
MIpe/ICTaBICHHAS

(HaMeHOBaHUE, MECTOHAXO0KIEHUE IOPUINUECKOTO JIULIA, aJPeC OCYIIECTBICHUS
NEATEIbHOCTU IOPUANYECKOTO JUIA) MPOIILJIa OI[EHKY Ka4eCTBa IyTEM SKCIIEPTU3BI
JOKYMEHTOB U JJaOOPaTOPHBIX UCIIBITAaHUI 00pa310B MPOIYKIIMU TPU CEPUNHOMN OLIEHKE
2. Ceptudukar cOOTBETCTBUS MPOAYKIUU (IIPU CEPUITHOM OLICHKE) BbIJJaH Ha OCHOBAHUU
cepTU(PUKATOB U IPOTOKOJIA UCTILITAHUI

(GMP, Ne, nata Bergaum, cpok neiictBus uinu [ISO 13485, Ne, nara BeI1aun, CpoOK JEHCTBHSA)

(mata mpoToKo1a(0B) UCTIBITAHKM, HANMEHOBAHHUE aKKPEAUTOBAHHOW J1abopaTopuH,
Ne atTecrara akkpeauTalym)
3. lomomHuTENbHAS HHPOPMAIIHS

(3amomnHsieTCsl Ipu HEOOXOAUMOCTH)
[Tonmucu yrmoJIHOMOYEHHBIX JTUIL:

noanuck ®.N.O. (ipu ero HaIUYKU), JOJTKHOCTh

noanuck ®.N.O. (ipu ero HaIUYKU), JOJKHOCTh
[Ipunoxenue 10
K IpaBUJIaM MPOBEACHUS
OLICHKHU Ka4€CTBa JICKAPCTBEHHBIX



CPE/ICTB U MEMIIMHCKUX U3/IENNnH,
3aperuCTPUPOBAHHBIX
B PecrryOmmuke Kazaxcran

®opma

HanmenoBanme 1 afipec 3KCIEPTHOM OpraHU3anin

[punoxenne ceptudurary
COOTBETCTBUS MPOTYKIIHU
Ne

ITepegeHp KOHKpPETHOM NMPOIYKINH, Ha KOTOPYIO pacIIpOCTpaHseTcs AeiicTBHe cepTH(rKaTa
COOTBETCTBHS POAYKITMH (IIPH CEPUIHHON OICHKE)

HaumeHoBaHue mnpoayKuuu B

cooTtBeTcTBUU ¢ ['ocynapctBeHHbIM Cepust (cepuiHBIH HOMep s
peecTpoM JEKapCTBEHHBIX CPEACTB U MEIUIMHCKUX u3nenui,
MEIULIUHCKUX W3JENHUi, HOMEp  SBISIOLMUXCS anmnaparami,
PETHCTPAIIIOHHOTO YAOCTOBEPEHUs, TpuOOpaMu U O0OOPYJOBAHUEM),

HaUMECHOBAaHUE MPOU3BOAMTENS,  CPOK FOAHOCTH, pa3Mep MapTHH
CTpaHa-NPOU3BOJUTEIND

Cpok pneiicTBus ceprudukara
COOTBETCTBUS

HOI[HHCH YIIOJIHOMOYCHHBIX JIMIT:

noanuck ®.N.O. (ipu ero HaIUYKU), JOTKHOCTh

noanuck ®.N.O. (ipu ero HaIUYMU), JOJKHOCTh

Ipunoxenne 11
K IpaBHJIaM IPOBEACHUS
OILIEHKH Ka4eCTBa JIEKaPCTBEHHBIX
CpPEZCTB U MEIMLIMHCKUX U3/eNui,
3apEeruCTPUPOBAHHBIX
B PecnyOnuke Kazaxcran

dopma

HaumMenoBanue ¥ aipec SKCIICPTHOM OpraHU3aluy

HaunmeHnoBanue 3asBUTEIIS

nomkHocTh, ©.J1.0.
(TIpu ero HATUYHN)
PYKOBOIHTEIIS

MecTonaxoxaeHue
OPUINYECKOrO JIHIIA,
aJpec OCYIIECTBICHUS
JeSITENIbHOCTH FOPUIUIYECKOTO UL
or" "

romga Ne



Pemenwe 06 oTKa3e B BEIa9e CEPTUHKATA COOTBETCTBUA MPOLYKI[HH
(upu cepmiiHO#M OI[CHKE)

or" " 20 roma Ne

HanmMenoBanue u agpec SKCepTHON opraHu3alud COOOIIaeT:
1. CornacHo Bamnreii 3asBke ot " " 20 rojia MpPOBEJEHBI SKCIIEPTHU3a

JIOKYMEHTOB U JJA0OPATOPHBIE UCTIBITAHUS 3asBJICHHON MPOIYKIIUH

(HaMMEHOBaHUE U TUI NPOAYKIIHUHU COTIACHO ['0CyJapCTBEHHOMY pEecTpy JIeKapCTBEHHBIX
CPEIICTB U MEULIMHCKUX U3/I€TTUH, HOMEp PErUCTPALMOHHOIO YAOCTOBEPEHUS, CEPUS
(cepuitHblil HOMEp 1711 MEIULMHCKUX U3AETUH, SBIISIOIINXCS annapaTraMu, npudbopaMu

1 000pyI0BaHUEM), CPOK TOJTHOCTH, KOJTUYECTBO MAPTUIA)

2. OcHOBaHHMS 1711 OTKa3a MPH OINPEAECIIEHUH HECOOTBETCTBUI 1O pe3yiIbTaTaM 3KCIEPTU3bI
JOKYMEHTOB (OTMETUTH HY>KHOE)

MIPEIOCTABICHNE HEMOJIHOTO IAaKeTa IOKyMEHTOB
COTJIACHO TIEPEYHIO, MIPEIyCMOTPEHHOMY ITyHKTamu 18
u 25 IlpaBuyn mpoBeNeHHS OIEHKH KadecTBa

JIEKapCTBEHHBIX CPEACTB M MEAUIIMHCKUX HW3JENuH,
3aperucTpUpOBaHHEIX B PecrryOmmke Kazaxcran

IpeaoCTaBICHUA HEAOCTOBECPHBIX CBGHCHI/Iﬁ

HECOOTBECTCTBHC CBG,HGHI/Iﬁ B MPCACTABJIICHHBIX

JAOKYMCHTAX JdaHHBIM rOCyZ[apCTBeHHOFO peecTpa

JICKAPCTBEHHBIX CPEJCTB M MEIUIIMHCKUX H3JEIui
Pecniy6onuku Kazaxcran

OTCYTCTBUS NAHHBIX O HANMYHHU JUICH3NH Ha TOpTalie
elicence (emaiicIHc)

HE yCTpaHEeHHE B YCTAaHOBJIEHHBIE CPOKH BBICTABICHHBIX
SKCIIEPTHON OpraHu3anueil 3amedanui

2. OcHoBaHMsI ISl OTKa3a MPH ONPEEICHUN HECOOTBETCTBHH 10 pe3yabTaTaM
71a00paTOPHBIX UCTIBITAHUH (3aIOJIHACTCS IPH HATUYHHA HECOOTBETCTBHI)
CornacHo pOTOKOITY (aM) UcTbITaHUI Ne or" " 20 ropa,

NpeabsBICHHAS TMPOAYKIUS IS TPOBEICHHUS OICHKH KadecTBa HE COOTBETCTBYET
TpeOOBaHUSIM

(HauMeHoBaHUE U 0003HAYEHUE HOPMATUBHOI'O JIOKYMEHTA Ha 3asIBJICHHYIO MPOYKIIHIO)
I1o nmokaszarenam



3. Ha ocHOBaHMM omnpeziesieHnsl BhIEyKa3aHHbIX HECOOTBETCTBUM (OHOTO WU
HECKOJIbKMX) BaMm oTkazaHo B oopmiieHnn cepTudukara COOTBETCTBUS MPOAYKIIHH.
[Toanucy ynoJHOMOYEHHBIX JIMII:

noanuchk ®.N.O. (npu ero HaITU4KM), JOIKHOCTD

noamuch G.MN.0. (mpu ero HaTUYUM), JOIKHOCTD

[punoxenne 12
K IpaBHJIaM IPOBEACHUS
OIIEHKU Ka4ecTBa JIEKapCTBEHHBIX
CPEICTB U METUIIMHCKUX HU3JICNINH,
3apErUCTPUPOBAHHBIX
B PecyOmmuke Kazaxcran

HanmeHoBaHHE H afjpec 3KCIEPTHOM OpraHu3alid
CepTu(dHKaT COOTBETCTBHA BaKIIAHEI

" " 20 r No
HevictButensbHo 10 " " 20 ToJIa TP COOJTFOICHUH YCIIOBHUM XpaHEHUS

1. Hacrosimuii ceprudukaT COOTBETCTBHS MPOAYKIIMU YIOCTOBEPSET, YTO BaKI[MHA

(HauMeHoOBaHUE NPOAYKIMHU coriacHo ['ocygapcTBEeHHOMY peecTpy JIEKapCTBEHHBIX CPEJICTB
Y MEJIMLIMHCKUX W3EJIMM, HOMEP PErUCTPaAalMOHHOTO YAOCTOBEPEHUS, CEPUS, CPOK
TOJTHOCTH, KOJIMYECTBO MAPTUN, HOMEP PETUCTPALMOHHOTO YOCTOBEPEHUS) IPOU3BEACHHAS

(cTpaHa, HAMMEHOBAHUE U a/IPEC MMPOU3BOAUTENS, IPOU3BOICTBEHHON IIOIIAIKH )
IIpeJICTaBICHHAs

(HaI/IMeHOBaHI/Ie, MCCTOHAXOKIACHNEC IOPUANYCCKOIO JIMIA, aApCC OCYIICCTBICHUA
ACATCIIbHOCTH IOPUANICCKOTI'O J'II/IHa) COOTBCTCTBYCT Tpe6OBaHI/I$IM OLICHKH M Ka4YCCTBa,
YCTAaHOBJICHHLIM B

(HopmatuBHbIH(e) ToKyMeHT(bI)) 2. CepTu(duKaT COOTBETCTBUS BaKIIMHBI BbIJIaH
Ha OCHOBAHHH CEPTU(HUKATOB M MPOTOKOJIA UCTIHITAHHHA

(GMP, No, nata Bergaun, cpok neiictBus unu [SO 13485, Ne, nara BeI1auu, CpoK JEHCTBUS)



(mata mpoTokoia(oB) UCMIBITAHUM, HAUMEHOBAHHUE aKKPEAUTOBAHHOW J1abopaTopuu,
No arrecTara akkpeauTaIINM)
3. HononnutenbHas uHGopMaius (yCIOBUs XpaHEHUS)

(3amomHsieTCs IpU HEOOXOAUMOCTH)

BrlieykasanHas BakIMHA MPOLIUIA OLIEHKY KauecTBa JJIsl BBIITYCKa cepuu (TTapTUH)

B oOpanienue. JlaHHbIi cepTUUKAaT OCHOBAH Ha CBOJHOM MPOTOKOJIE TPOU3BOAUTENS

(3a uCkITIOUEHNEM BaKIWH, MpekBatuduimpoBadHbix BO3 u mpon3BeeHHBIX B CTPaHAX
peruona ICH (AitCuDdiiu), cepTudukare BbIITycKa JaHHON cepuu, BBIIAHHOTO
HallMOHAJIBHBIM KOHTPOJUPYIOIIMM OPIaHOM WJIH JIaDOpaTOpHe KOHTPOJIS KauecTBa
CTpaHbl IPOU3BOAUTENS WIM UHOU OpUIIMATBHON TabopaTopre, yIOJTHOMOYEHHOM
PEryISTOPHBIM OPraHOM CTpPaHbl IPOU3BOAUTEIIS MPOBOJAUTH KOHTPOJIb KAYE€CTBA C LIETBIO
BBIITyCKa CEpUU Ha PHIHOK, a TAK)Ke MOJIHOTO (/1 BaKIMH, MPOU3BEACHHBIX B Pecmybiuke
Kazaxcran) niau BBIOOPOYHOTO (JIJ11 UMIOPTUPYEMBIX BAaKIIMH) HE3aBUCUMOTO
71a00paTOPHOTO UCTIBITAHUS B TAOOPATOPUU I'OCYIaPCTBEHHON 3KCIEPTHOM OpraHu3aluu
B cpepe oOparieHus JeKapCTBEHHBIX CPEJICTB U MEIUIIMHCKUX U3ICITUH.

[Toanucu yrnoJHOMOYEHHBIX JIMLL:

noanuch ©.MN.0. (pu ero HaTU4IKMM), JOJKHOCTb

noanuchk ©.M.0. (mpu ero HaJIMYUH), TOJDKHOCTh
IIpunoxenue 13
K MpaBUJIaM MIPOBEACHHUS
OLICHKH Ka4€CTBa JICKAPCTBCHHBIX
CPEICTB M MEAULIHCKIX U3/ICITHH,
3aperHCTPUPOBAHHBIX
B PecniyOnmuke Kazaxcran

®dopma

HaumeHOBaHHE H aJipec 3KCIEPTHOM OpraHU3aIiH

HanmenoBanue 3asBuTens

JomkHocTh, ©.1.0.
(TIpu ero HaJIMYHN)
PYKOBOAMTEIS

MecTtonaxoxxaeHue
FOPUINYECKOTO JIHIIA,
aJpec OCyIIECTBICHUS



ACATCIbHOCTU IOPUINYCCKOTO JIMIa

or" " rojga Ne

Pemenne 006 oTka3e B BEIaYe CEPTH(HKATa COOTBETCTBUA BaKIIMHEI

or" " 20 roma Ne

HanMeHoBaHMe U apec SKCHEepTHON OpraHu3aluyd cOOOUIAeT:
1. CornacHo Baiueii 3asiBke oT " " 20 rojia NpOBEICHBI SKCIIEPTHU3a

JIOKYMEHTOB U JIA0OpAaTOPHBIE UCTILITAHUS 3asBJICHHOW CEpUM BaAKIIMHBI

(HanMeHOBaHUE NMPOAYKIMU coriacHo ['ocygapcTBeHHOMY peecTpy JIEKapCTBEHHBIX CPEJICTB
Y MEJIUIIMHCKUX W3/CNINI, HOMEpP PErUCTPAllMOHHOTO YAOCTOBEPEHUSI, CEPUSL, CPOK
TOJTHOCTH, KOJIMYECTBO MAPTUN, HOMEP PETUCTPAIMOHHOTO YOCTOBEPEHUS) IPOU3BEACHHOM

(cTpaHa, HAMUMEHOBAHUE U aJPEC MTPOU3BOIUTEIS, POU3BOICTBEHHOM TIIIOIIAIKH )
IIPEJICTABIICHHOU

(HaMMEeHOBaHUE, MECTOHAXOKJCHUE IOPUANUECKOTO JINLIA, a/IPEC OCYILLECTBICHUS
JESITEIbHOCTH I0PUIUYECKOTO JINLIA)

2. OcHOBaHMsI 1151 OTKa3a MPH ONPEACIICHUH HECOOTBETCTBUM IO pe3ysbTaTam
AKCIEPTU3bI JOKYMEHTOB (OTMETUTH HYKHOE)

IPEJOCTaBICHNE HEIOJTHOIO IMakKkeTa IOKyMEHTOB
COTJIACHO TEPEYHIO0, MPeIyCMOTPEHHOMY IIYHKTOM 32
IIpaBun npoBeneHNs OLEHKH KaueCTBa JIEKAPCTBEHHBIX

CpEACTB u MEJUIMHCKUX U3JeNHH,
3aperucTpupoBaHHbIX B PecrryOnnke Kazaxcran

IpeaOCTaBICHUA HECAOCTOBCPHBIX CBeZ[GHI/Iﬁ

HECOOTBETCTBHE CBEACHHM B MPpEeACTaBJICHHBIX
JOKYMEHTaX JaHHBIM PErUCTPAllMOHHOI0 10CHE

OTCYTCTBI/IG JAaHHBIX O HAJIMYWU JIMICH3WU HA MOPTAJIC

elicence (emaiicIHc)

HC YCTPpAaHCHUE B YCTAHOBJICHHBIC CPOKH BbICTABJICHHBIX

SKCIIEPTHON OpraHu3anueil 3amedanuit

OIPEACICHUE MMOTCHIHUAIBHBIX OTKJIIOHCHHUH B

IMOCJICAOBATCIIPHOCTH cepnﬁ BaKIIMHBbI



2. OcHOBaHUs IJ1s1 0TKa3a MPHU ONPEIeICHUH HECOOTBETCTBUM MO Pe3yIbTaTam
Ja00paTOPHBIX UCTIBITAHUH (3aMOTHSAETCS MPU HATMYUUA HECOOTBETCTBUIA)
CornacHo npoTOKOy (aM) ucubITaHUN Ne ot " " 20 roja,

npeabsABICHHAS TPOAYKIUS JUIsl TMPOBEJACHUS OIICHKHM KadecTBa HE COOTBETCTBYET
TpeOOBaAHUSIM

(HauMeHoBaHUE U 0003HAYEHUE HOPMATUBHOTO JIOKYMEHTA Ha 3asIBJICHHYIO MPOYKIIHIO)
Ilo nmokaszarenam

3. Ha ocHOBaHMM OIpeeIIeHNs] BBIIIECYKA3aHHBIX HECOOTBETCTBUM (OHOTO WU
HECKOJIbKHUX) BaM oTKazaHo B oopmileHUU cepTU(UKATa COOTBETCTBUS HA BAKIIMHY
[Toanucu yrnoJHOMOYEHHBIX JIMIL:

noanuck ®.N.O. (pu ero HaIU4YKU), JOJKHOCTh

noanuck ®.N.O. (pu ero HaIUUKU), JOJKHOCTh

[Ipunoxenue 14
K IpaBHJIaM IPOBEACHHS
OIIEHKH Ka4eCTBa JIEKAPCTBEHHBIX
CPE/CTB ¥ MEAMIIMHCKUX U3/ENNi,
3apErHCTPUPOBAHHBIX
B Pecniyonuke Kazaxcran

dopma

HaumeHOBaHHE H aJipec 3KCIEPTHOM OpraHU3aIiH

" " 20 T.

HaunmenoBanne, ®.11.0 (mpu ero Hamramm) cyObeKTa

JoJIDKHOCTh, @.1.O (IpH €ro HAIMIUA) PyKOBOIUTEIA

MecToHaxoxaeHre OPATAIECKOTO JIHIIA, AAPEC OCYIMIECTBICHHS AEATEIEHOCTH IOPAANIECKOTO
mIa
OTpHIaTeIbHOE 3aKII0ICHHE O KA9SCTBE MPOAYKIHH

[IpoBenennl 1a00paTOPHBIE UCTIBITAHUS:

HAaMMEHOBaHUE MPOyKLIUU
1.
HOMED PErMCTPALMOHHOrO YIOCTOBEPEHHUS, HOMEDP CEPUH, CPOK FOJIHOCTH, pa3Mep MapTHH,




HAaMMEHOBAHUE NPEANPUATHSI-IIPOU3BOAUTENSA, CTPAHA

2. CornacHo NpOTOKOIY UCTIBITAHHUI Ne

" "

oT 20 ropma, oTOOpaHHas MPOAYKIHS HE COOTBETCTBYET TPEOOBAHUSIM

HaMEHOBaHKE U 0003HAUYCHNE HOPMATUBHOT'O IOKYMCHTA Ha 3asABJICHHYIO ITPOAYKIIUIO

HOI[HI/ICI/I YIOOJIHOMOYCHHBIX JIMIT:

noanuch G©.MN.O. (mpu ero HamU4KM)

noanuck O.N.O. (mpu ero HaIUYUN)
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