Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 21.02.2023

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 26.02.2023
s iGN I DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB JlaTa pesaKiyu 21.02.2023
Pecny6nnku Kazaxcran B 3J€KTPOHHOM BH, pos
ecmryG, a3aXCTaH B SIICKTPOHHO e JlaTa ckaunBaHUS 26.02.2023
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 21 ¢espainst 2023 roga
Ne 27. 3apeructpupoBaH B
MHUHHCTEPCTBE OCTULHN
Pecny6nuku Kazaxcran 22 ¢espans
2023 roma Ne 31959

O BHeceHMHU M3MEHeHUI B NPUKa3 MUHHMCTPA 31PABOOXPAHEHUSA
Pecnny6imku Kazaxcran ot 20 nexadpsi 2020 roxa Ne KP JICM-282/2020
«O0 yTBep:KIeHUN NMPABUJI NMPOBeIeHUs OLEHKN Ka4eCTBA JIeKaPCTBEHHbIX
CPeACTB U MeIUIMHCKHUX U3/1eJIUil, 3aperucTPUPOBAHHBIX
B PecnnyOsimke Kazaxcran»

ITPUKA3BIBAIO:

1. Baectu B mpuka3z Munuctpa 3apaBooxpanenus Peciyonmku Kazaxcran ot 20
nexadps 2020 roga Ne KP ICM-282/2020 «O0 yTBep>KI€HUU TIPaBUII POBEACHUS
OLICHKM KayeCTBa JIEKAPCTBEHHBIX CPEACTB U MEAULIMHCKUX U3EIIHM,
3apeructpupoBaHHbIX B PeciyOnnke Kazaxcran» (3apeructpupoBal B Peectpe
rocyJapCTBEHHOW PErucTpali HOPMATUBHBIX IPABOBBIX akTOB 1o Ne 21836)
CJIEIyIOIME U3MEHEHMUS:

B IIPaBWJIAX NPOBEICHMSI OLICHKH Ka4eCTBA JIEKAPCTBEHHBIX CPENICTB U
MEAMLMHCKUX U3JENINH, 3aperucTpupoBaHHbiX B Pecriyonuke Kaszaxcran,
YTBEPKIACHHBIX MPUIIOKEHUEM | K yKa3aHHOMY IIpUKa3y:

MYHKT 2 U3JIOKUTH B CIECAYIOLIEH PEIaKIIUN:

«2. B mactosmux [IpaBunax ucnosib3yroTcs CIEAyOIKE TEPMUHBI U
OIIPEIEICHUS:

1) rocynapcTBeHHbII opraH B cdepe oOpallieHus JeKapCTBEHHBIX CPEJCTB U
MEIUIMHCKUX U3JIEINH (J1aree — ToCyAapCTBEHHBIA OpraH) — roCyAapCTBEHHBINA OpraH,
OCYIIECTBISIOUINI PyKOBOJCTBO B c(hepe oOpaleHust IEKapCTBEHHBIX CPEICTB U
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MEIUIMHCKUX U3/IeNIUMA, KOHTPOJb 32 00pallieHueM JIEKapCTBEHHBIX CPEJICTB U
MEJIMLMHCKUX U3JICIHUM;

2) rocynapCTBEHHasl SKCIIEPTHAsl opraHu3anus B chepe oopalieHus
JIEKapCTBEHHBIX CPEJICTB M MEIUIIMHCKUX U3/IETHUi ([aee — SKCIepTHAsI OpraHu3aIus)
— CyOBEKT rocyAapCTBEHHOW MOHOIIOJINHU, OCYIECTBIISIONINMA TPOU3BOICTBEHHO-
XO3SIICTBEHHYIO JESTEIbHOCTh B 00JACTH 3[paBOOXPAHEHUS 110 00ECIICUEHHIO
0e3omacHOCTH, 3P(HEKTUBHOCTH M KaUE€CTBA JIEKAPCTBEHHBIX CPEJICTB U METULMHCKHUX
U3ICINN;

3) o1eHKa KauecTBa JICKAPCTBEHHBIX CPEACTB U MEIUIIMHCKHUX U3ACIHM (J1amee —
OIICHKA KauyeCcTBa MPOIyKIIUN) — ONPEIeIIEHUE COOTBETCTBHS Ka4eCTBA JICKAPCTBEHHBIX
CPEACTB U MEIUIIMHCKHUX M3JCIIMKA TaHHBIM PETUCTPAIIMOHHOIO JIOChE, HOPMATHBHBIX
JOKYMEHTOB I10 KaUeCTBY JICKAPCTBEHHBIX CPEJICTB MJIN JOKYMEHTOB I10 KAYECTBY
MEIUITTHCKUX W31, HA OCHOBAaHUU KOTOPBIX OHU OBLTH 3apETUCTPUPOBAHBI B
Pecnybnuke KazaxcraHn;

4) NTOKYMEHT MOATBEPKAAIOIINNA KaUeCTBO CEPUH JIEKAPCTBEHHOI'O CPEJICTBA —
JOKYMEHT Mpou3BoauTens (cepTudukaT kayecTBa / cepTuukar aHanusza / ceprudukar
cepur / aHATMTUIECKUN TTACTIOPT / IPOTOKOJ aHAIK3a / MPOTOKOJ UCTIBITAHHH ),
HOJTBEPKAAOIINI COOTBETCTBUE KaUeCTBA 3asIBJICHHOIN CEpUH JIEKAPCTBEHHOTI'O
CpeICTBa MOKa3aTeNsIM KauyecTBa, yCTAHOBJICHHBIM B HOPMATHBHOM JOKYMEHTE 110
Ka4yecTBY;

5) NOKyMEHT MOATBEP KAAIOIIUN KaUeCTBO CEPUN MEAULIMHCKOTO U3/IENIUS —
JOKYMEHT Mpou3BoauTeNs (cepTudukaT kayecTBa / cepTuukar aHanusza / ceprudukar
cepu / MacmopT / aHATUTUYECKUN TTACTIOPT / MPOTOKOJ aHaIU3a / MPOTOKOJI
UCIIBITAHU ), TOATBEPKIAIOLIUN COOTBETCTBHE KaUeCTBA MEAUIIMHCKOTO U3/IETHS
TEXHUYECKUM XapaKTEPUCTUKAM U TapaMeTpaM, 3asiBIICHHBIM B TOKYMEHTE 110
Ka4yecTBY;

6) IpoTyKLHs — JIEKAPCTBEHHBIE CPEACTBA U MEIULIMHCKUE U3ENHS,
3apETrUCTPUPOBAHHBIE B MOPSAJIKE, YCTAHOBIEHHOM yHKTOM 3 ctaThu 23 Kozaekca u
paspenieHHble K MEIUIIMHCKOMY ITpuMeHeHnto B PecniyOnuke Kazaxcran;

7) 3asiBUTEND — (PU3UIECKOE WIIN IOPUIUIECKOE JIUII0, OCYIIECTBIISIONICE
dbapMaleBTHUYECKYIO JesTeNbHOCTh B Pecnybnuke KazaxcraH, KOTOpoe MpeoCcTaBiseT
MPOIYKITUIO JIJIsl OIIEHKU KauecTBa;
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8) aHanM3 TEHACHIINI — METO/IbI OOHAPY>KEHUS CKPBITHIX OCHOBHBIX
3aKOHOMEPHOCTEW MOBEJCHUS CEPUH BAKIIMH BO BPEMEHHOM MOCIIEI0BATEILHOCTH

9) PErucTpannoOHHOC JOCHC — KOMIIJICKT JOKYMCHTOB U MaTCpHUaAJIOB,
IMPCACTABIIICMBIX HAa OKCIICPTUIY JICKAPCTBECHHOI'O CPEACTBA, MCIUITMHCKOT'O U3JICIIUS. ),

MYHKT 5 W3JI0KUTH B CJICYIONIEH pelaKIuu:
«5. OneHka KayecTBa MPOAYKIHHU OCYIIECTBIISIETCSA B CIEAYIOMINX BUIAX:

1) sxcnepTr3a TOKyMEHTOB MPH JEKJIAPUPOBAHUH JIEKAPCTBEHHBIX CPEJCTB Ha
KKy CEPHIO (IMAPTUIO), ABIISIOIIEHCS KOHKPETHBIM KOJIMYECTBOM JIEKAPCTBEHHOIO
CPEACTBA, MOJIYYEHHOIO B PE3YJIBTATE TEXHOJIOTMUYECKOTO MPOLECCA U CEPUU
IIPOLIECCOB;

2) 3KCIepTU3a JOKYMEHTOB NP ACKIAPUPOBAHUU MEIUIIMHCKUX U3 Ha
KKIYI0 CEpUIO (MapTHIO), SBISIOIICHCS COBOKYITHOCTHIO YCTAHOBJICHHOT'O KOJMYECTBA
MEJUIIMHCKUX U3JIENIUMA, MPOU3BEJIECHHBIX MO 00IIEMY TEXHOJIOTHUYECKOMY MPOIIECCY
WJIN CTaHAAPTy NPEANPUSTHS;

3) sKcmepTr3a TOKYMEHTOB U JIa0OpaTOPHbBIE UCTIBITAHMS 00Pa3I0B
JIEKapCTBEHHBIX CPEJICTB MPU CEPUMHON OlIEHKE Il Mpou3BoauTenel PecmyOnuku
Kazaxcran;

4) sKkcriepTU3a JOKYMEHTOB U J1a0OPATOPHBIE UCIIBITAHUS 00pa3I0B
MEUIIMHCKUX U3JICIIUNA MPU CEPUMHON OIIEHKE IS Mpou3BoauTenei PecryOnuku
Kazaxcran;

5) aKcnepTU3a JOKYMEHTOB M TJAOOPATOPHBIE UCTIBITAHUS BaKLMH;

6) oTOOp 00pa31I0B MPOAYKIIUHU C PhIHKA C YYETOM PUCK-OPUEHTUPOBAHHOTO
MOJIX0/1a.

OT100py C ppIHKA C YUETOM PUCK-OPUEHTHUPOBAHHOTO MOAX0/1a TOJIeKAT
JIEKapCTBEHHBIE CPEJICTBA U MEAUIIMHCKUE U3/1eIUs, TPOLIEAIINE OLIEHKY KauecTBa B
COOTBETCTBHHM C MOJNMyHKTamu 1), 2), 3) u 4) HACTOSIIETO MyHKTA, COTIaCHO MYHKTY 5
IPUKa3a UCTIOIHSIOMEro 00s13aHHOCTH MUHHCTpa 3/ipaBooxpaHeHus PecryOnuku
Kazaxcran ot 24 nexa6ps 2020 roga Ne KP JICM-323/2020 «O6 yTBepKACHAN TIPaBHIT
oT0opa C ppIHKa, B TOM YHUCJI€ B MEAUIIMHCKUX OpraHU3alHsIX, JIEKApCTBEHHBIX CPE/CTB
U MEAUIMHCKUX U3JEIHM, MOAJIeKAITUX KOHTPOJIIO Ka4eCTBa C YYETOM PUCK-
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OPUEHTUPOBAHHOTO MOAX0/1a» (3aperucTpupoBaH B Peectpe rocynapcTBeHHOM
perucTpauuy HOpMaTUBHBIX MPaBOBbIX akTOB Mo Ne 21923) (nanee — [Ipuka3 No
323).»;

NyHKTHI 18, 19 u310uUTh B clienyromen peakium:

«18. [Ins mpoBeieHns S3KCepTU3bl JOKYMEHTOB U JaOOPATOPHBIX UCTIBITAHUI
00pa31oB JEKAPCTBEHHBIX CPEJCTB MPU CEPUUHON OLEHKE JJIsI MPOU3BOAUTENEH
Pecny6nuku KazaxcraH, 3a HCKIIIOUEHHEM BaKIIUH, 3asIBUTENb HA SJIEKTPOHHOM
HOCHUTEJE IPEAOCTABIISET:

1) 3asiBKy Ha TpOBEACHUE OIIEHKHN KaueCTBa JICKAPCTBEHHBIX CPE/ICTB,
IPOM3BEICHHBIX OJHUM ITPOU3BOIUTEIIEM, 10 (DOPME COTIIACHO MPUIIOKEHHUIO 2 K
HactosmuM [IpaBunawm;

2) HOTapHaJIbHO 3aCBU/IETEIHLCTBOBAHHYIO KOIUIO IOKYMEHTA,
NOATBEPKAAIOIIET0 COOTBETCTBUE MPOU3BOICTBEHHOM TI01aiKu TpeboBanusiMm GMP u
ajZipec caiTa peecTpa BbIIAHHBIX YIIOJTHOMOYEHHBIM OPTaHOM CEpTU(PHUKATOB
cooTBeTcTBUs TpeboBanusiM GMP (nipu Hanmuum).

OO0pa31el MPOYKIIMH, B TOM YHCIIC CTAaHAAPTHBIE 00Pa3Ilbl XUMHYECKHIX
BEIIECTB, CTAaHapTHBIE 00PA3Ibl OMOJIOTMYECKUX MPENnapaToB, crienuduieckue
peareHThl I MPOBEACHUS UCIIBITAHUNA B KOJTMYECTBAX, TOCTATOYHBIX IS
OJTHOKPATHBIX UCITBITAHUH C YIETOM BepU(PHUKAITNN METOIHK JIA00PATOPHUIMHU
AKCIIEPTHOM OpraHU3aliy C OCTATOYHBIM CPOKOM TOJHOCTH HE MEHEE TPEX MECSIIEB C
cepTuduKaTaMy aHAIN30B (ITPOTOKOJIAMU UCTIBITAHUI) HA JJAHHYIO CEpUI0 00pa3IoB
JIEKapCTBEHHBIX CPEACTB O(POPMIISIIOTCS aKTOM TMIpHeMa-Tiepeiadl 00pas3IoB
POIYKITNH, TI0 (popMe corjacHO MPUIIOKEHUI0 6 Kk HacTosmuM [IpaBmnam. OTrpaBKy
00pa3IioB MPOIYKIIMH B SKCTIEPTHYIO OPTaHU3AINIO TTPH OTCYTCTBUU TEPPUTOPUATEHOTO
NoJIpa3AeNICHUs SKCTIEPTHOM OpraHU3aI[iH OCYIIECTBIISIET 3asIBUTEIb C COOTIOICHUEM
YCIIOBUM XPAaHEHHUsI IPU TPAHCTIOPTUPOBKE.

[Tomaya 3a9BKM U JOKYMEHTOB 3asBUTEIIEM OCYILIECTBISETCS B JIEKTPOHHOM
BU/JIE B MH(OOPMAITMOHHON CUCTEME PKCIIEPTHON OpraHU3aIiu.

HcnpiTanus o0pasoB OCYIISCTBIISIIOTCS B JIAOOPATOPHSIX SKCIIEPTHOM
OpraHu3alvu.
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PesynbraTel ucnibiTaHui 00pa3ioB MPOIyKIIMHA, OTOOPAHHOMU C PHIHKA,
0(pOpMIISIOTCS MPOTOKOJIOM UCIIBITAHUM 110 (POPME COTJIACHO MPUIIOKEHHIO 7 K
HactosiuM [IpaBuam.

[Tpr HEBO3MOKHOCTH MPOBEACHUA Ta00PAaTOPHBIX UCTIBITAHUH JIEKAPCTBEHHOTO
CpEeJICTBA O OTJIEIBHBIM IMOKA3aTENSIM B JIA00OPATOPUSIX SKCIIEPTHON OpraHU3aluu
BCJIEAICTBUE TPYAHOJOCTYITHOCTH 00pa3L0B JEKAPCTBEHHBIX MIPENapaToB, CTaHAAPTHBIX
00pa31oB, crenupuIecKuX peareHTOB, HEBO3MOKHOCTH COOJIOICHUS YCIOBUN
TPAHCHIOPTUPOBKHU YKA3aHHBIX 00PA3LOB, a TAKKE OTCYTCTBUS CIEUATBHOTO
000pyI0BaHUS U PACXOJHBIX MAaTEPUAJIOB B SKCIIEPTHOW OpraHu3aliu, UCIIBITAHUS
IIPOBOJISITCS B IPUCYTCTBUM MPEICTABUTEIIEH IKCIIEPTHOM OpraHu3aiiy B JIa00paTopuu
KOHTPOJISl KaueCTBa MPOU3BOAUTENIS UM B KOHTPAKTHOM J1abOpaTOpHH, UCIIONIb3YyEMOM
IIPOU3BOJIUTEIIEM, B TOM YHUCIIE C UCIIOIB30BAHUEM CPEACTB IUCTAHIIUOHHOTO
B3aMMOJEHCTBUS, BKIIFOYAs ayAUO- WY BUIEOCBA3b IIPH OPraHU3alluy U IPOBENECHUN
CaHUTAPHO-ITPOTUBOIMUAEMUYECKUX U CAHUTAPHO-MPODUIAKTUYECKUX MEPOIIPUATUN U
CBSI3aHHBIX C HUMH OIPAHUYUTENBHBIX MEPOIIPUSATHI, B TOM YHCIIE KaPAHTHUH.

ITo pe3ynbraTam J1abOpaTOPHBIX UCTIBITAHUM COCTABIIETCS OTUYET O Pe3yiabTaTax
IPOBEICHUS TAOOPATOPHOTO UCTIBITAHUS B JTA0OPATOPUHN KOHTPOJISI KAUeCTBa
IPOU3BOIUTENS WK B KOHTPAKTHOH J1aOOpaTOPHH, UCIOJIB3YEMOM MTPOU3BOIUTEIIEM
COrJIaCHO MPUJIOKEHUIO § K HacTosmuM [IpaBuiiam.

19. Cpok paccMoTpeHus 3asiBOK Ha SKCIEPTU3Y JOKYMEHTOB COCTABIISIET HE
Oonee 5 pabounx AHEN CO THS X MOCTYIUICHUSI.

Cpoku 1abopaTOpHBIX UCIBITAHUN 00PA3I0B MPOIYKIIUH OMPEICISIIOTCS B
COOTBETCTBUM C HOPMATUBHBIM JOKYMEHTOM I10 Ka4eCTBY NpOoAyKUuU. Eciu cpoku
VCIIBITAHUN HE MPEyCMOTPEHBI B HOPMAaTUBHBIX JOKYMEHTAX, TO HCIIBITAHUS
IPOBOJAATCA B TEUCHUE JABAALIATH MATH pabOYMX JHEH CO JTHS MOCTYIUIEHUs: 00pa3oB
JUTSL OLIEHKH KayecTBa MPOAYKIMU B aKKPEIUTOBAHHYIO Ja0OPATOPHUIO SKCIEPTHON
OpraHMU3aLNH.

J71st mpoBeieHUsT TOTIOJIHUTENIbHBIX UCTIBITAHUM MPU CIIOPHBIX pe3yJibTaTax
UCIIBITAHUM 00pa310B MPOAYKIIUU, OTOOPAHHOM C PhIHKA, TPEIOCTABISIOTCS
JOTIOJIHUTEINIBHO JIBAALIATh MATh pabounX JHEW, B KOTOPHIE HE BXOAUT BpeMs
MIPEIOCTABICHUS 3asIBUTEIIEM JIOTIOJHUTEIBHBIX 00Pa3IloB.»;

MYHKTHI 25, 26 U3JI0KUTH B CICAYIOIIEH peIaKIuu:
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«25. JIns mpoBeieHns S3KCIEePTU3bl JOKYMEHTOB U JAOOPATOPHBIX UCIIBITAHUI
00pa3iioB MEUIIMHCKUX U3IETTUN TIPU CEPUNHOMN OLICHKE /IJIsI TPOU3BOAUTENEH
Pecny6nuku Ka3zaxcraH, 3asiBUTENb HA 3JIEKTPOHHOM HOCHUTEIIE MPEAOCTABIISET:

1) 3asiBKy Ha IPOBEACHUE OIIEHKHU KauyeCTBa MEAUIIMHCKUX U3JICITUH,
IIPOM3BEICHHBIX OJHUM IIPOU3BOIUTEIIEM, 10 (DOPME COTIIACHO MPUIOKECHHUIO 2 K
HactosmuM [IpaBunam;

2) HOTapHaAJIbHO 3aCBUAETEIBCTBOBAHHYIO KOIIUIO JOKYMEHTA,
NOJITBEPKAAIOLIET0 COOTBETCTBHE MPOU3BOCTBEHHOM TuIonIaaKku TpeboBaHusam [SO
13485, ISO 9001 nnu GMP.

OOpas31bl IPOYKIMH, B TOM YHCJE CTaHAAPTHBIE 00pa31bl XUMHUUECKUX
BELIECTB, CTAaHAAPTHBIE 00PA31bl OMOJIOrMYECKUX MPENnapaToB, crieuuuueckue
peareHThl AU MPOBEACHUS UCTIBITAHUNA B KOJTMYECTBAX, TOCTATOYHBIX IS
OJIHOKPATHBIX UCIIBITAHUH C y4eTOM BepUu(PHUKAIIMK METOAUK JIA00PATOPUSIMU
AKCIIEPTHOM OPraHU3alUU C OCTATOYHBIM CPOKOM F'OJTHOCTU HE MEHEE TPEX MECSLIEB C
cepruduKaTaMu aHaTU30B (ITPOTOKOIAMH HCTIBITAHUN) Ha TAHHYIO CEPUIO0 00pa3IoB U
METOIMKaMU UCIIBITAHUM [Tl MEAULIMHCKUX U3EIHUM IS ToKa3aTesel, yKa3aHHbIX B
ceptudukare aHanuza (IPOTOKOJIE UCTIBITAaHU ), 0pOpMIIIETCS aKTOM NpUEMa-
nepenayu o0OpasioB MPOYyKIHH, IO (OpME COTTACHO MPUIIOKEHUIO 6 K HACTOSAIIUM
[TpaBuiam. OTopaBKy 00pa3loB MPOAYKIIUH B SKCIIEPTHYIO OPraHU3AIUIO MPU
OTCYTCTBHUH TEPPUTOPUAIIBHOIO MTOAPA3IEICHUS SKCIIEPTHON OpraHu3aluu
OCYULIECTBJISIET 3aBUTEIb C COOJIIOJIEHUEM YCIOBHM XpaHEHUs IIPU TPAHCIIOPTUPOBKE.

[Toayua 3a9BKM U JOKYMEHTOB 3asBUTEIIEM OCYILIECTBISECTCS B JIEKTPOHHOM
BUJIe B MHOOPMAITMOHHON CUCTEME DKCIIEPTHON OpTaHU3aIiH.

Wcnbrtanust o0pa3iioB OCYIIECTBISIOTCS B TA0OPATOPUSIX IKCIIEPTHOM
OpraHU3aI1U.

Pe3ynbratel ucnpiTanuii 00pa3LoB NpOAYyKLUNH, OTOOPaHHOM C phIHKA,
0(OpMIISFOTCS MPOTOKOJIOM UCIIBITAHUN 110 (POPME COTTIACHO MPUIIOKEHHIO 7 K
HacTtosmuM [IpaBunam.

[Ipu HEBO3MOKHOCTHU MTPOBEACHHUS TAOOPATOPHBIX UCTIHITAHUN METUITUHCKOTO
W3JENHS 110 OTAETbHBIM MOKA3aTEeIIsIM, UCTIBITAHUS MPOBOASATCA B IPUCYTCTBUU
IIPEICTaBUTEINICH AKCIIEPTHOW OpTaHU3aIuy B 1a00paTOPUU KOHTPOJIS Ka4yecTBa
POU3BOIUTENS WM B KOHTPAKTHOM JTaOOpaTOPUH, UCTIOJIb3yEMOW MTPOU3BOAUTENIEM, B
TOM YHCJIE C UCITOJIB30BAHUEM CPEJICTB JUCTAHIIMOHHOTO B3aUMOICHCTBUS, BKITFOYAs
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ayJuo- WIN BUJACOCBA3b PU OPTraHU3AIUU U MPOBEAECHUN CAHUTAPHO-
MPOTHUBOAMUIAEMUYECKUX U CAHUTAPHO-TIPODUIAKTUYECKUX MEPOTIPUSTUN U CBA3AHHBIX
C HUMU OTPAHUYUTEIbHBIX MEPONPUSATHM, B TOM YHCIIC KAPAHTHH.

ITo pe3ynbpTaTaM 1a00paTOPHBIX UCTIBITAHUI COCTABISETCS OTUYET O pe3yJibTaTax
IPOBEICHUS TAOOPATOPHOTO UCIIBITAHUS B JIA0OPATOPUH KOHTPOJISI KA4eCTBa
POU3BOIUTENS WM B KOHTPAKTHOM TaO0OpaTOpUH, UCIIOJIb3YyEeMON MTPOU3BOAUTENIEM
COIJIaCHO MPUJIOKEHUIO § K HacTosmmM [IpaBuiiam.

26. CpoK pacCMOTpPEHHS 3asIBOK HA SKCIIEPTU3Y TOKYMEHTOB COCTABJISAET HE
0onee 5 pabouymnx qHEH CO THS WX MOCTYIUICHHS.

Cpoxu 1a00paTOpHBIX UCTIBITAHUIM 00Pa3I0B MPOAYKIIUH ONPEACIISIIOTCS B
COOTBETCTBHHM C JIOKYMEHTOM M0 Ka4eCTBY MPOAYKIIUU. ECIM CpOKM UCTIBITAHUN HE
NPEAYyCMOTPEHBI B IOKYMEHTaX 10 Ka4€CTBY, TO UCTIBITAHUS IPOBOJISITCS B TEUEHUE
JBAJIATH MATH pabounXx AHEH co AHS MOCTYIUIEHHUS 00pa3loB JJid OLEHKH KauecTBa
MPOIYKIIMU B aKKPEUTOBAHHYIO JJA0OPATOPUIO SKCIIEPTHOM OpraHU3alNH.

JInst mpoBeieHUs TOTIOJHUTENBHBIX UCTIBITAHUH MPU CIOPHBIX PE3YJIbTaTax
UCIIBITAHUM 00Pa31I0B MPOAYKIIUHA, OTOOPAHHOM ¢ PhIHKA, MPEIOCTABIISIOTCS
JOTIOJIHUTEJIHO JIBAALIATh MSATh pabounX JHEH, B KOTOPhIE HE BXOAUT BpeMs
IPEAOCTABJICHUS 3aBUTEIIEM JIOITOTHUTEIBHBIX 00Pa3IioB.»;

IyHKTBI 32, 33 ¥ 34 U3JI0KATH B CIEAYIOIIEN PEIaKIUN:

«32. Jl5is mpoBeieHus SKCTIEPTU3bI TOKYMEHTOB U 1a00OPATOPHBIX UCIIBITAHUM
BAKIIMH 3asBUTENIb HA JIEKTPOHHOM HOCHUTEJE MPETIOCTABIISET:

1) 3asBKy Ha IPOBEJCHHUE OLIEHKU Ka4eCTBA BAKIIMH 110 (JOPME COIJIACHO
IPUIOKEHMIO 2 K HacTtoAmuM [IpaBunam;

2) HOTapHAJIbHO 3aCBU/IETEILCTBOBAHHYIO KOIUIO IOKYMEHTA,
HNOATBEPKAAIOIIET0 COOTBETCTBUE MPOU3BOICTBEHHOM III01IaiKu TpeboBanusiMm GMP u
ajZipec caiita peecTpa BbIIAHHBIX YIIOJTHOMOYEHHBIM OPraHOM CEepTU(PUKATOB
cootBeTcTBUs TpeboBaHusiM GMP (ripu Hanuuun);

3) CBOJIHBIN MPOTOKOJI MPOU3BOAUTEINS HA KAXK]IYIO CEpUIO BaKI[MHBI B
cootBeTcTBUM ¢ TpeboBanusimu GMP u pykoBoscTBoM BeemupHoit opranuzanueit
3npaBooxpaHeHus (nanee — BO3) 1o BeIMyCKYy HE3aBUCUMBIX NMAPTUIl BaKLIMH
pEryJIMpYIOIUMH OpraHaMu, NpuHITHIM Ha 61 coBemanun Komurera skcnepro BO3
o 6uosornueckoi cranaaptusamnuu, 2010 roga c mepeBoOM Ha Ka3aXCKUN WU
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pPYCCKUH S3bIK (ITPU MPEICTABICHUHU JOKYMEHTA Ha MHOCTPAHHOM si3bIKe). [l BaKLIMH,
npomeamux npekBanudpukauio BO3, a Takke mpor3BeeHHBIX B CTPaHaX peruoHa
MexyHapoaHOU KOH(GEPEHIIUN 110 TAPMOHU3AINN TEXHUYECKUX TPEOOBAaHUMN K
peructpanuu papMaleBTHUECKUX MPOAYKTOB, MPEAHA3HAUCHHBIX JJIs1 IPUMEHEHUS
yenoBekoM (The International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use) (nanee - ICH (A#tCudiiu) cBOHBIN POTOKOJI
MIPOU3BOIUTENSL HE MPEIOCTABIISAETCS;

4) KonuI0 TI0KYMEHTA, MOATBEPKIAI0IIET0 KAaUECTBO CEPUU MPOTYKIIHUHU OT
npou3BoUTENs (CepTU(dUKAT aHaKM3a) C MEPEBOJIOM Ha KA3aXCKUU UM PYCCKUM SI3bIK
(Opu npesICTaBIeHUU JOKYMEHTAa HaA HHOCTPAHHOM SI3bIKE);

5) niist BBo3uMbIxX B PecrmyOnuky Ka3zaxcran BakiiMH Ipe10CTaBIISIETCS
cepTuduKaT KauecTBa cepuu (cepTu(ukaT BbIMycKa), BbIJAHHBIN HAIIMOHATIBHBIM
KOHTPOJIMPYIOIINUM OPraHOM HJIU JJabOpaTOpHeEil KOHTPOJISI KAYECTBA CTPAHbI
MIPOU3BOIUTENS WM HMHOU OUIIMATBLHON TabopaTopre, yIIOJTHOMOYEHHOM
PETYISATOPHBIM OPTraHOM CTPAHbI POU3BOIUTEINS TPOBOIUTH KOHTPOJIb KAYECTBA C
LEJIbI0 BBIIIYCKA CEPUHU Ha PHIHOK C IEPEBOJIOM Ha Ka3aXCKHIl WM PYCCKUH S3bIK (€CIIH
JOKYMEHT MPEJCTaBICH Ha HHOCTPAHHOM SI3bIKE).

JlabopaTopHble UCTIBITAHUS TPOBOJIATCS HA KAXKIYIO CEPUIO BaKIIHH,
POU3BEICHHBIX Ha TeppuTopun Pecriyonnku Kazaxcran, a Takke Ha BBO3UMBIE B
Pecny6nuky Kazaxcran BakiMHbBI TIPH:

1) Hex)kenaTenbHbBIX SBJICHUSX MMOCIE UMMYHH3ALUH HA ONPEIEICHHYIO BaKIIMHY U
IPOU3BOIUTES, TIO pe3ybTaTaM (papMaKoHaA30pa;

2) uadopmanuu o npodIeMax ¢ Ka4eCTBOM, 0€30MACHOCTHIO WU
3¢ (PEKTUBHOCTHIO BaKIIMH IO pe3yiabTaTaM hapMaKkoHaI30pa.

Pe3ynpTarsl mpoBEAEHHOTO SKCIEPTHOM OpPraHU3alUEeN aHAIN3a TCHACHIUH B
TE€UEHHUE MATH pabovYuX JTHEW HAIPABIISIOTCS TPOU3BOIUTEIIO JIJIsl IPOBEICHUS
KOPPEKTUPYIOIIMNX U TPEAYTPEXKIAONIUX MEPOITPUATUI, U BHEAPEHHUS YIIYUIICHUHN B
1eJsIX 00eCIeYeHus] OJTHOPOHOCTH CEPUH BaKITHH.

HcnpiTanus o0pa3noB BaKIUH OCYIIECTBIISIOTCS B JIA0OPATOPHSIX IKCIIEPTHON
opranuzauuu. [Ipu 3ToM U1t mpoBeieHUs 1a00PATOPHBIX UCIIBITAHUN 3asBUTEIh
IpenocTaBiIsieT o0pa3Lbl BAKIIMHbI, B KOJIMYECTBAX, JOCTATOUYHBIX JIJISl OJTHOKPATHBIX
UCHIBITAHUM ¢ cepTUdUKATAMHU aHAJIM30B (IPOTOKOJIAMHU UCIIBITAHUI) HA JaHHYIO CEPUIO
00pa3loB 1 HOPMATUBHBIN JOKYMEHT 10 Ka4€CTBY, B TOM UHCJIE CTaHAAPTHBIE 0OpA3IbI
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XUMHUYECKUX BEIIECTB, CTAHIAPTHBIE 00pa3Ilbl OMOJOTMYECKHUX ITPenapaTroB, TECT-
IITaMMbl MUKPOOPI'aHU3MOB, KyJIbTYpPbI KJIETOK U CHEU(PUUECKHE peareHThl 1Jis
IPOBEICHUS UCTIBITAHUM B KOJIMYECTBAX, JOCTATOYHBIX JJIs1 OTHOKPATHBIX UCIIBITAHUH C
y4eToM Bepu(UKALUKA METOIUK J1a00paTOpUsIMHU IKCIIEPTHON OpraHu3aluu C
OCTATOYHBIM CPOKOM F'OAHOCTH HE MEHEE TPEX MECSALEB ¢ cepTU(dUKATaMHU aHAJIU30B
(MpOTOKOJIAaMHU UCIIBITAaHUI) HA JAHHYIO CEPHI0 00pa3LOB U METOJAMKAMU UCIIBITAHUM
BaKIIMH I [TOKa3aTelel, yKka3aHHbIX B cepTU(UKaTe aHan3a (IPOTOKOJIE
UCIBITAHUI ), 0POPMIISIETCSL AKTOM ITpUEMa-Tepeadr 00pa3uoB IpOAYKIUH, IO popme
COIJIaCHO MPUJIOKEHUIO 6 K HacTosmmM [IpaBuiiam.

OTtnpaBky 00pa310B NPOAYKLIUHU B SKCIEPTHYIO OPTaHU3ALIMIO IPU OTCYTCTBUU
TEPPUTOPUATIBHOTO MOIPA3ACIICHUS IKCIIEPTHOW OPTaHU3ALMHU OCYLLECTBIISIET
3asiBUTENb C COOIOACHUEM YCIOBUN XPAaHEHUS [IPU TPAHCIIOPTHUPOBKE.

IIpy HEBO3MOKHOCTH IPOBEACHUS UCTIBITAHUM MO OTAEIBHBIM NTOKA3aTENAM
UCTIBITAaHUS BAaKLMH OCYIIECTBISIOTCS B CYOKOHTPAaKTHOM J1abOpaTOpUHM Ha OCHOBAaHUU
JIOTOBOPA MEXKY SKCIEPTHOM opraHu3anuel 1 cyOKOHTpaKTHOM nabopaTopuei
COTJIaCHO 3aKOHOaTeNnbCTBY PecyOnuku Ka3zaxcTran o rocy1apcTBEHHBIX 3aKyTIKaX.

33. Cpok paccMOTpeHHs 3asiBOK Ha SKCIEPTU3Y JOKYMEHTOB COCTABIISIET HE
oosee 5 paboumx JAHEW CO THS MX MOCTYTUICHUSI.

Cpoxu 1a00paTOpHBIX UCIIBITAHUM BaKIIMH, OMPEJEIISIIOTCS B COOTBETCTBUU C
HOPMAaTUBHBIM TOKYMEHTOM IO Ka4eCTBY. ECIIM CPOKM UCIIBITAHUI HE MPEyCMOTPEHBI
B HOPMAaTUBHBIX JIOKYMEHTAX, TO UCIBITAHUS IIPOBOASATCS B TCUCHUE ABALIATH IIATH
pabouux JHEW CO IHA MOCTYIUIEHUs 00pa3I0B BaKIIMH ISl OLIEHKH KayecTBa
IPOAYKIUHU B aKKPEAUTOBAHHYIO JJAOOPATOPUIO SKCIIEPTHON OPraHU3ALIMH.

JIist TpOBEICHUS TOTIOJTHUTEILHBIX UCTIBITAHUH IPU CIIOPHBIX PE3yJIbTaTax
UCIIBITAHUI 00pa3IoB BaKIIMH, IIPEI0CTABIIAIOTCS JOMOJHUATEIBHO ABAALATH ST
pabouunx JHEH, B KOTOPBIC HE BXOJUT BPEeMsI MPEIOCTABICHUS 3asiBUTEIIEM
JOTIOJTHUTEIIBHBIX 00pa3IloB.

34. [Ipu npegocTaBIE€HUN HETOIHOTO MMAKETa JOKYMEHTOB, IPEyCMOTPEHHBIX
nyHKTOM 32 Hactoamux [IpaBuii, HECOOTBETCTBUS CBEICHUM B MPEACTABICHHBIX
JOKYMEHTAaxX JaHHBIM [ 0Cy1apCTBEHHOr0 peecTpa JIEKaPCTBEHHBIX CPEJACTB U
MEIMIMHCKUX U3EIUN, IPEIOCTABICHUS HEJOCTOBEPHBIX CBEACHUM, IKCIIEPTHAs
OopraHu3alys B TEUCHUE MATU padounX JHEU CO AHS MOCTYIUICHUS! JOKYMEHTOB
HAIPABJISIET 3asBUTEIIO MMOCPEICTBOM MH(DOPMAIITMOHHON CHCTEMBI SKCIIEPTHOU
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OpraHU3allii YBEIOMJIEHHE O HEOOXOIMMOCTU YCTPAHEHUSI COOTBETCTBYIOIIUX
3aMedaHuii. 3asBUTEIh B CPOK HE OoJiee ecsaT pabodynx JHEH CO THS MOITyYSHUS
YBEIOMJICHUS, YCTPAHSIET COOTBETCTBYIOIINE 3aMEYaHUs U TPEAOCTABIISIET OTYET O
KOPPEKTUPYIOIWNX U IPEAYIPEKTAOMMNX TEUCTBUAX. »;

MyHKTHI 46, 47, 48 1 49 U3710KUTh B CICAYIOIIECH peIaKIIvu:

«46. JTabopaTopHbI€ UCTIBITAHUS BIIEPBbIC 3aPETUCTPUPOBAHHBIX HA TEPPUTOPUU
Pecny6nuku Kazaxcran gekapcTBEHHBIX CPEACTB, JIEKAPCTBEHHBIX MPEMapaToB
TpeOYIOLINX 0COOBIX YCIOBUM XpaHEHUs (XpaHAluecs pu remneparype 10 +15
(rpanyc Llenbcus)), napeHTepaibHbIe JIEKAPCTBEHHBIE CPEACTBA (32 UCKIIIOUEHUEM
MOHOKJIOHAJIbHBIX aHTUTEIN), @ TAKKE MPOJYKIUHU C BbISIBICHHBIMH HECOOTBETCTBUAMHU
10 pe3yJibTaTaM (papMaleBTUYECKOr0 KOHTPOJISI, MHCIEKTUPOBaHUs, (hapMaKoHaI30pa,
oTOOpa ¢ phIHKA 32 MPEAbLAYLIUE TPU I0J1a, OTOOPAHHBIX C PHIHKA C YYETOM PUCK-
OPUEHTHUPOBAHHOI'O MOIX0/1a, IPOBOASATCS O KPUTHYECKUM MOKa3aTeNsIM B
COOTBETCTBHH C HOPMATUBHBIM JOKYMEHTOM I10 KaU€CTBY JIJIsl JIEKAPCTBEHHBIX CPEJICTB
U JIOKYMEHTOM IO Ka4eCTBY ISl MEIULIMHCKUX U3EIIUM.

477. Pe3ynpTaThl UCTIBITAHUN 00pa3LoB MPOIYyKLIHUH, OTOOPAHHOM C PbIHKA, IPU
CepUiHOI OIIEHKE, a TaK)Ke JJabopaTOPHbIE UCIIBITAHUS BAaKLIUH OPOPMIIIOTCS
IPOTOKOJIOM UCHBITaHUM 1O (hOpME COrIacHO NPUIIOKEHUIO 7 K HacTosuM ITpaBunam.

[Ipu NONOKUTENBHBIX PE3YJIbTATAX UCIIBITAHUI 00PA3O0B MPOIYKIUH,
OTOOPAaHHOM C PbIHKA, SKCIEPTHAsA OpraHu3alys B TEUEHHE IBYX pabounX JHEH mocie
JIHSI TIOJTYYEeHMsI IPOTOKOJIa UCIIBITAHUH U3BeIaeT (B IPOU3BOIbHON (opMme)
IIPOU3BOJIUTENSL O COOTBETCTBUM MPOAYKIIMM HOPMATUBHBIM JOKYMEHTAM 110 Ka4eCTBY.

48. IIpu oTpuaTEIBHBIX pe3yJibTaTaX UCIBITAHUN 00pa3IloB MPOAYKIIUH,
OTOOpPAaHHOM C PBIHKA, IPU CEPUIMHOMN OIICHKE, a TAKXKE JTA0OPATOPHBIE UCTIBITAHUS
BaKIIMH 2KCIIEPTHAS OpraHu3anus opopMiIsieT B TeUCHUE IBYX padouuXx AHEH mocie aHs
MOJYy4YE€HUS MPOTOKOJIA UCIIBITAHUN OTPULIATEIIBHOE 3aKIFOYEHNE O KAYECTBE
MPOYKIIMHU TIO popMe COTTACHO MPpUiIoKeHUt0 14 k Hactosimum [IpaBunam.
Pe3ynbTarhl MO BBISIBICHHBIM HECOOTBETCTBUAM MPOAYKIIMHU Pa3MENIAIOTCS HA CalTe
AKCIIEPTHOM OpraHu3allyiHu.

49. Ilpu BbIHECEHUU OTPUIIATEIHHOTO 3aKIIOUCHHUS IO pe3yJibTaTam
71a00paTOPHBIX UCTIBITAHUN 00Pa31OB MPOIYKIIMU, OTOOPAHHOM C pbIHKA, IPU CEPUUHOMN
OIIEHKE, a TaKXke JJabOpaTOPHBIC UCTIHITAHUS BaKIMH B COOTBETCTBUU C IMTYHKTOM 48
HacTosimux [IpaBui, skcniepTHas opraHu3aiiis B CPOK JI0 MATH pabouux JHEH
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HanpasJsieT HHPOPMALIUIO B TOCYIAPCTBEHHBIN OpraH sl IPUHATHS MEP 10
IPUOCTAHOBJICHUIO CEPTU(UKATA COOTBETCTBUS U U3BITUIO U3 OOpaIeHUS
JIEKapCTBEHHOT'O CPEACTBA U MEAUIIMHCKOIO U3JIENHSL, HE COOTBETCTBYIOLLETO
TpeOoBaHMIM 3aKoHOaaTenbcTBa PecnyOnuku Kazaxcran B 0061acTu 31paBOOXpaHeHus,
npeaycMoTpeHHbIX [Ipukazom Ne 322.y.

2. KoMuTeTy MEAMIIMHCKOTO U (hapMaleBTUYECKOTO KOHTPOJIs MUHHCTEPCTBA
3npaBooxpaHeHus PecmyOnuku Ka3zaxcran B yCTaHOBIEHHOM 3aKOHOIATEILCTBOM
Pecny6nuku Kazaxcran nopsinke o0ecnednTh:

1) rocy1apcTBEHHYIO PETUCTPALMIO HACTOSIIETO TPUKa3a B MUHUCTEPCTBE
roctuiuu PecnyOnuku Kazaxcran;

2) pa3MellleHre HACTOSIIEro MprKa3a Ha UHTEpHET-pecypce MuHucrepcTBa
3npaBooxpaHeHus PecyOnuku Kazaxcran nocie ero opuiuaibHOTO OmyOIuKOBaHUS;

3) B TeueHUE AeCATH PabOUYUX AHEHN MOCIE rOCYyIapCTBEHHON PErnuCTpaliuu
HACTOsIIIIEero NnpuKa3a B MunucrepcTse toctuiinu Pecryonuku Kazaxcran
npeacrasiaeHne B Opuanueckuil aenapraMeHT MUHUCTEPCTBA 3paBOOXPAHEHNUS
Pecniy6nuku Kazaxcran cBenenuii 00 UCTIOTHEHUH MEPOIPUATHH, MPETyCMOTPEHHBIX
NOAMYHKTaMH 1) U 2) HACTOSIIIETO MyHKTA.

3. KOHTpOb 32 UCMIOJTHEHUEM HACTOSILETO MPUKa3a BO3JIOKUTH Ha
KypHUPYIOIIEro BUIIE-MUHKUCTPA 3/IpaBooxpaneHus Pecybnuku Kazaxcran.

4. Hacrosmui npuka3 BBOAUTCS B ICMCTBUAE MO UCTCYECHUU JECATH KAICHIAPHBIX
JTHEH TToCIe THS €ro MepBoro opuIMagIbHOTO OMyOJIMKOBAHHMS.

Munuctp 3apaBooxpanenusi Pecnyosmku Kazaxcran A. Funusar
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