O BHeCeHUM U3MeHeHUH B npukKa3 MuHucTpa
34paBooxpaHeHuna Pecnybonukm KasaxcrtaH ot 20 pekabpsa
2020 ropa N2 KP 1ICM-282/2020 "O6 yTBep>XxageHum
npasu NpoBeneHUA OUEeHKU KaYyecTBa JIEKapPCTBEHHbIX
cpencTB U MEAULMUHCKUX U3AeJIMNA, 3aperucCTpupoBaHHbIX
B Pecnybnuke KasaxcraH"

Mpukas, N3meHeHnsa. MUHNUCTEPCTBO 34paBooxpaHeHusa Pecnybnukm KazaxctaH (O6pa3oBaH
Ykasom [lpe3sumpeHta PK o1 25.01.2017 r. Ne 412; cTapoe Ha3BaHue: MWHUCTEPCTBO
30paBooOXpaHeHnsa n coumansHoro pa3suTusa PK; KomuteT 3apaBooxpaHeHns MuHobpasoBaHus,
KYbTYypbl n 3/1paBOOXpPaHEeHUS PK; KoMuteT  34paBOOXpaHeHus MuHucTepcTBa
30paBoOXpaHeHmns, obpa3oBaHusa u crnopta PK; AreH-seo PK no pgenam 34paBooxp.). OT
21.02.2023. Ne 178803. pegakumnsa ot 21.02.2023

TekcT
MPUKA3bIBAIO:

MyHkT 1

1. BHecTn B npunkas MmnHuctpa 3apaBooxpaHeHunsa Pecnybnnkmn KasaxctaH oT 20 gekabpsa 2020
roga Ne KP HOCM-282/2020 "O6 yTBepxAaeHMUM NpaBua MNPOBEAEHUS OLEHKM KayecTBa
JIEKapPCTBEHHbLIX CPeacTB U MeAUUWHCKUX W3LAEeNNNA, 3aperncTpupoBaHHbiX B Pecnybnunke
KasaxcTaH" (3apeructpumpoBaH B PeecTpe rocyaapCTBEHHOW perncrpaumm HOPMaTUBHbIX
npaBoBbiX akToB nog Ne 21836) cnepnyoLime n3MeHeHus:

B NMpaBuiax NpoBefeHNs OLEHKN KavyeCTBa IEKAPCTBEHHbIX CPEACTB Y MeAULNHCKUX N3LENNR,
3apernucTpmMpoBaHHbiXx B Pecnybnvke KasaxcTaH, YTBEPXAEHHbIX MpuioxeHnem 1 K
yKa3aHHOMY npuKasy:

NYHKT 2 U3JT0XKUTb B CIeAyoLen peaakumnmn:

"2. B HacToawmx MNMpasnnax NCNonb3yTCca cneayoume TepMnUHbl 1 onpeneneHns:

MoanyHKT 1

1) rocynapCTBEHHbLIN opraH B cdepe obpaweHns NeKapCTBEHHbIX CPencTs U MeguUMHCKUX
n3gennin (ganee - rocyfapCTBEHHbIN OpraH) - rocyfapCTBEHHbIN OpraH, OCyWeCcTBASIOWNn
PYKOBOACTBO B cdepe obpaleHns NeKapCTBEHHbIX CPeacTB M MeaAUUUHCKUX n3penun,
KOHTPOJ1b 3a 0bpalleHneM SIeKapCTBEHHbIX CPEACTB N MEONLMHCKUX U3OENNIA;

MoanyHKT 2

2) rocygapCTBeHHas 3KCNepTHas opraHmM3aums B cepe obpalleHns JIeKapCTBEeHHbIX CPeaCcTB
N MeOVLUVHCKUX u3nenuin (ganee - sKCrnepTHas opraHusaums) - cybbekT rocynapcTBEHHOWN
MOHOMMOJINN, OCYLLECTBAIOWMA NPON3BOACTBEHHO-XO3SIICTBEHHYO OesATeslbHOCTbL B obnactu
34paBoOXpaHeHUs no obecrnevyeHuto 6e3onacHOCTU, 3SPPEKTUBHOCTM U KayecTBa
JIEKAPCTBEHHbIX CPEACTB U MeANLNHCKUX U3aeNnii;



MoanyHKT 3

3) oueHKa KayecTBa JIEKAPCTBEHHbLIX CPencTB M MeONUMHCKUX mnsgenuin (panee - oueHKa
KayecTBa MpoOyKuun) - ornpenesieHNe COOTBETCTBUS KadeCTBa JIEKAPCTBEHHbLIX CPeacTB U
MeONLUMNHCKUX U30eNMn OaHHbIM pPerncTpaunoHHOro Aocbe, HOPMATUBHLIX OOKYMEHTOB MO
Ka4yeCcTBY JIEKapPCTBEHHbLIX CPeACTB UM OOKYMEHTOB MO KayeCTBY MEeAULMHCKUX U3Oesni, Ha
OCHOBaHUW KOTOPbIX OHW BbIN 3aperncTpupoBaHbl B Pecnybnnke KasaxcTaH;

MoanyHKT 4

4) DOKYMEHT MOATBepXAAlLWMN KAayecTBO CepuU JIeKapCTBEHHOro cpencTtBa - LOOKYMEHT
npomssognTena (ceptudunkaT KavecTtBa / cepTudukaT aHanmsa / cepTudumkatT cepum /
aHaNUTNYeCKMN nacnopT / NMPOTOKON aHanm3a / NMPOTOKOJS WUCMbITaHWNA), NOATBEpP>XOatoLuni
COOTBETCTBME Ka4deCcTBa 3asB/IEHHOW Cepun JleKapCTBEHHOro CpeacTBa MNoOKa3saTensm
Ka4yecTBa, YCTAHOB/IEHHbIM B HOPMATUBHOM [OKYMEHTE N0 Ka4yecTByY;

MoanyHKT 5

5) LOOKYMeHT noATBEpPXAAWMNN KaYeCcTBO CEpUnm MeOUUUMHCKOro wusgenns - OOKYMEeHT
nponssognTensa (ceptudurkaT KavyecTBa / cepTudmnkaT aHanmsa / cepTudmkaT cepun / macnopT
/ aHaNUTUYeCKM nacnopT / NPOTOKONA aHanm3a / NPOTOKOJ UCMbITaHUW), NOATBEPXKAAOLW NN
COOTBETCTBME Ka4veCcTBa MeAUUWMHCKOro W3LAEeNNa TeXHUYEeCKMM XapakKTepucTukam u
rnapamMeTpamM, 3asBJIEHHbIM B IOKYMEHTE MO KavyecTBy;

MoAanyHKT 6

6) NPOAYKLUMSA - NIEKAPCTBEHHbIE CPeACTBa U MEeOAULNHCKME U3Oenuns, 3aperucTpupoBaHHbIe B
nopsifike, yCTaHOBJIEHHOM MYHKTOM 3 cTaTbh 23 Kogekca W paspelleHHble K MeAULNHCKOMY
nprvMeHeHuto B Pecnybnmke KasaxcTaH;

MoanyHKT 7

7) 3aaBuTENb - M3NYECKoe NN pugndeckoe nnuo, ocyllecTeasouwee hapMaleBTUYECKYIO
neatenbHOCTb B Pecnybnunke KasaxcTaH, KOTOpoe nNpefocTaBnseT MPOAYKUUIO AN OLEHKW
KayecTBa;

MoanyHKT 8

8) aHanu3 TeHaeHuun - MeToabl 06Hapy)KeHI/IFI CKPbITbIX OCHOBHbIX BaKOHOMepHOCTeI7I
nopeneHMsa cepmn BakKunH BO BpeMeHHOVI nocnenoBaTesIbHOCTN

MoanyHKT 9

9) perncTpauMoHHOE [0Cbe - KOMIMJEKT [OKYMEHTOB W MaTepuasioB, MNpeacTaBisemMbiX Ha
3KCMepTn3y NeKapCTBEHHOro CPeacTBa, MEAVLIMHCKOro nsaenms.”;

MYHKT 5 N3/10KUTb B cnep,yrou_l,elh penakynn:

"5. OueHkKa KayecTBa npoayKUunm ocyLwlecTBnAaAeTCd B cnegyruwmnx snaax:

MoanyHKT 1

1) aKcnepTr3a OOKYMEHTOB NpU AEKIAPMPOBAHMN JIEKAPCTBEHHbBIX CPEACTB Ha Kaxkaylo Cepuio
(napTuio), ABASIIOWENCA KOHKPETHBLIM KOJINYEeCTBOM JIEKAPCTBEHHOIO CPeACcTBa, NMOJIy4eHHOro B



pe3ynbTaTe TEXHOJZIOTNMYECKOro npouecca niam cepmn npoueccos,

MoanyHKT 2

2) 3KCrnepTn3a AOKYMEHTOB MpX OEKJAPUPOBAHMN MEAULMHCKMX U3OESINA Ha Ka)XKayl ceputo
(napTuio), ABNAOLLENCS COBOKYMHOCTbLIO YCTAHOB/IEHHOIr0 KOJIMYECTBa MeAULIMHCKUX U3aeNni,
NpPon3BefeHHbIX MO 06LLEMY TEXHOMOMrMYECKOMY MPOLIECCY UM CTaHAAPTY NpeanpuaTus;

MopanyHKT 3

3) 3KcnepTu3a OOKYMEHTOB U nabopaTopHble UCMbITaHWSA 06pPa3LOB JIEKAPCTBEHHbIX CPEACTB
Nnpu CEPUINHON oLleHKe A1 Npou3BoauTenein Pecnybnukn KasaxcTaH;

MoanyHKT 4

4) skcrepTn3a AOKYMEHTOB 1 labopaTopHble ncnbiTaHna o6pa3yoB MeANLMHCKUX N3AeNNA Npn
CepuynHonm oueHKe ansa npoussoanTenen Pecnybnmkn KasaxcTaH;

MoanyHKT 5

5) akcnepTM3a OOKYMEHTOB 1 1abopaToOpHbIe UCMbITAHUSA BaKLIUH;

MoanyHKT 6

6) oTH6op 06pasuLOB NPOAYKLMN C PbIHKA C YH4€TOM PUCK-OPUEHTUPOBAHHOIO Nogxoaa.

OTbopy C pblHKA C Y4€TOM PUCK-OPUEHTMPOBAHHOrO MNoAxoda MOANeXKaT JieKapCTBEHHble
cpencTBa M MeguUMHCKME Wu3fenus, npoweauwune OLEeHKY KayecTBa B COOTBETCTBUU C
noanyHkTamu 1), 2), 3) n 4) HacTosAWeEro NyHKTa, COrJlaCcHO MYyHKTY 5 npuka3a ncnoaHsaoWwero
06s3aHHOCTN MnHUCTpa 3apaBooxpaHeHnsa Pecnybnukn KaszaxcTtaH oT 24 pnekabpsa 2020 roga
Ne KP [ICM-323/2020 "O6 yTBEep>XAeHUN npasui oT6opa C pbiHKa, B TOM YAC/E B MEeAULIMHCKMX
opraHm3aunsax, JIeKapCTBEHHbLIX CPeacTB U MeOULMHCKMX N3Lennn, nogfe)xkawmx KOHTPOJIo
KayecTBa C Y4YeTOM pPUCK-OPUEHTUPOBaAHHOro noaxopa" (3apernctpupoBaH B PeecTpe
rocyfapCTBEHHON perncrpaumm HOpMaTUBHbIX MNpPaBoOBbiX akToB mnod Ne 21923) (panee -
Mpunkas Ne 323).";

NYyHKTbI 18 , 19 N310)XUTb B C/iegyloLlen peaakLumnmn:

"18. [Ona npoBeAeHWUs 3KCNepTU3bl AOKYMEHTOB M JlabopaTopHbIX WCMbITaHU obpa3LoB
NeKapCTBEHHbIX CPEACTB NMpU CEPUNHON OLEHKe AN npom3BoaunTenen Pecnybnmku KasaxcTaH,
3a UCKJIIOYEHNEM BaKLIWH, 3asiBUTEJIb Ha 3/IEKTPOHHOM HOCUTeNle NpefoCcTaBaseT:

MoanyHKT 1

1) 3a4BKY Ha rnposepgeHme oueHKn KadeCTBa JIEKapCTBEHHbIX CpeacTB, npomnssegeHHbIX OAHNM
rnpoussoguTesieM, No popMe COrslacHO NPUIIOXKEHMUIO 2 K HacTosAwmuM lNMpasunam;

MoanyHKT 2

2) HOTapuwasibHO  3acBUOETEeNIbCTBOBAHHYIO  KOMUIO  OOKYMEHTa, nogTBepXXAatoLlero
COOTBETCTBME MNPOU3BOACTBEHHOW nJjowankn TpeboBaHuam GMP mn agpec camTa peecTpa
BblAAaHHbIX YNOJIHOMOYEHHbLIM OpraHoM cepTudunkaToB cooTBeTCTBUA TpeboBaHnaM GMP (npu
Hanm4ymm).



Obpa3ubl npoOoykuuMuM, B TOM YuUCNe CTaHOapTHble o06pasubl XMMUYECKUX BELLECTB,
CTaHOapTHble obpa3ubl 6Monornyeckux npenapaToB, CrneunduyYeckne peareHTbl AN
npoBefeHns NCMbITaHUM B KONMYECTBaX, OCTAaTOYHbIX A1 OAHOKPATHbIX NCMbITAHUN C y4eTOoM
BepudmKaunum mMeToamk nabopaTopmsaMm 3SKCMEPTHOW OpraHmM3aumMm C OCTaTOYHbIM CPOKOM
rogHOCTU He MeHee Tpex MecsueB C cepTudmnkaTaMmm aHaan3os (MPOTOKOJAMU UCMAbITAHWUA) Ha
OaHHYl0 ceputo 0bpa3LoB NeKapCTBEHHbIX CPeAcTB ODOPMAAIOTCA aKTOM MpuemMa-nepenayn
obpa3uoB npoaykuum, No hopMe CorjacHo NMPUIOXKEHNO 6 K HacToAwmm MpaBunam. OTnpaBky
obpasuoB MNpoAyKUMM B SKCNEPTHYK OpraHM3auumio Npu OTCYTCTBUM TEPPUTOPUASIbHOIO
noppa3sfenieHns SKCNepTHOM OpraHn3aunm oCcyLLLECTBASAET 3asaBUTENb C COB0AEeHNEM YCI0BUIA
XPaHeHUs NMpu TPaHCMOPTUPOBKE.

Mopa4a 3a89BKU N [OOKYMEHTOB 3asBUTEsIEM OCYLLeCTBAAeTCA B 3JIEKTPOHHOM Buge B
MHPOPMALIMOHHON CUCTEME 3KCMEPTHOM opraHusauunn.

NcnblTaHusA 06p83LI,OB OCYLLEeCTBNAOTCA B na6opaTop|/|$|x 3KCI'IepTHOIZ opraHmsaunn.

PesynbTaTbl wucnbiTaHun o06pasuoB npoaykuuu, oTobpaHHOM C pblHKa, odopMasaTcs
MPOTOKOJIOM UCMAbITaHU MO hopMe COrlaCHO NPUIOXKEHNIO 7 K HacToAw MM lMpaBuiam.

MpX HEBO3MOXXHOCTX MNpoBeAeHus NabopaTopHbIX UCMbITAHUIA NIEKAapCTBEHHOro cpeacTBa Mo
OTAeNIbHbIM  MoKa3aTensM B  slabopaTopusix  3KCMEpPTHOW  oOpraHusauum  BCIencTBUE
TPYAHOO4OCTYNHOCTM 06pa3LOB JIeKAapPCTBEHHbIX MpenapaToB, CTaHAapTHbIX 06pa3uos,
cneumUYecknx peareHToB, HEBO3MOXXHOCTU COBMIOAEHMS  YCNOBUA  TPaHCMOPTUPOBKU
yKa3aHHbIX 06pa3LoB, a TakXe OTCYTCTBUS crneuunanbHoro obopynoBaHWsS U pPacXoOHbIX
MaTepuasoB B 3KCMEPTHOW oOpraHuMsauunM, WCMbITaHUS TMPOBOASATCA B MPUCYTCTBUK
npeAcTaBUTENe  JKCMEepPTHOW  opraHu3auum B nabopaTopum  KOHTPOAA  KayecTBa
NPOV3BOAUTENS UM B KOHTPAKTHOW nabopaTopuun, MCNONb3yeEMOW MpPOU3BOAMTENEM, B TOM
4yucne C UCMNoJsib30BaHMEM CPeACcTB AUCTAHLMOHHONO B3aUMOLENCTBUSA, BKJKOYAs aynuo- Uau
BMOEOCBSA3b MNpPW OpraHmM3auMm W NpoBeAEeHUM CAHUTAPHO-MPOTUBOIMUAEMUYECKUX W
CaHUTAPHO-NMPOMUNAKTUYECKMX MEPOMNPUATUA U  CBA3AHHLIX C HUMU OrpaHUYUTESIbHbIX
MEpPONPUSATUIA, B TOM YUCE KAapaHTUH.

Mo pesynbTaTam nabopaTOpPHbLIX NCMbLITAHWA COCTaBAETCA OTHYET O pe3ysibTaTax NpoBeAeHuns
nabopaTopHOro wucnbiTaHua B JsabopaTopun KOHTPOSS KavecTBa MPOU3BOAUTENA WA B
KOHTpakTHOM nabopaTopun, UCNOSAbL3YEMOWN MNPOU3BOAUTENIEM COrNacHO MPUIOXKEHNIO 8 K
HacToawmm lMNpasunam.

MyHkT 19

19. CpoK pacCMOTpPEHUA 3aABOK Ha IKCNEepTU3y OAOKYMEHTOB coCcTaBndeT He bonee 5 paboumx
OHen Co AHA NX NOCTYrJeHUs.

Cpoku nabopaTopHbIX UCMbLITAHUA 06pa3LoB MPOAYKLMM ONMpeaensiioTca B COOTBETCTBUU C
HOPMATUBHBLIM  [OKYMEHTOM TO Ka4yecTBy MPOAYKUUW. ECAM CPOKM WUCMbITAaHUA He
npegycMoTpeHbl B HOPMAaTUMBHLIX [OKYMEHTax, TO WCMbITaHUS TMPOBOASTCS B Te4YeHue
OBaguaTu nNATKU pabouymx OHEN CO [AHA NOCTyrJieHus o6pa3uoB O1A OLEHKM KavyecTBa
NPOAYKLINN B aKKpeaMTOBaHHY0 NabopaToputo 3KCMEPTHOM OpraHu3aumnu.

Ona npoBefeHWs [OOMNOJHUTESNIbHLIX WCMAbITAHWA MNpPW  CNOPHbLIX pe3ysbTaTax WCAbITaHUN
obpa3uyoB npoaykumm, otobpaHHOM C pbiHKA, NPEeAOCTAaBASATCA LOMNONHUTENLHO ABafuaTbh
nate paboynx [OHENW, B KOTOpble HEe BXOOWT BpPeMs MNpefocTaB/ieHUs 3asBUTENEM
JonosHUTEeNbHbIX 06pa3LoB.";

MYHKTbI 25, 26 N310XKNTb B C/leaylowen pegakunm:



"25. OnA npoBedeHUsA 3KCNEpPTU3bl OOKYMEHTOB M JabopaTopHbIX MCNbITaHMA ob6pa3uyos
MeAULNHCKNX U34eNnn Npu CepMnHON oueHkKe ana npomssogutenen Pecnybnuku KasaxcTaH,
3as8BUTENb Ha 3JIEKTPOHHOM HOCUTENEe NpenocTaBaseT:

MoanyHKT 1

1) 3a4BKY Ha npoBeageHme oueHKn Ka4deCTtBa MeANUNHCKUX n3genun, npomn3BseneHHbIX OOHUM
npomssogunTenem, no cpopMe COrnacCHoO rnpuJio>XXeHuto 2 K HacToALWMNM I'IpanmaM;

MoAanyHKT 2

2) HOTapuwasbHO  3acBUOETENIbCTBOBAHHYIO  KOMUIO  OOKYMEHTa, MoATBepXXAaloLwero
COOTBETCTBME NPOU3BOACTBEHHON Niowanku TpebosaHusam ISO 13485, ISO 9001 nnan GMP.

O6pasubl nNpoaykuuMu, B TOM YUCAe CTaHOapTHble o06pasubl XUMUYECKUX BELLECTB,
CTaHOapTHble ob6pa3ubl 6Guonormyeckux npenapaToB, cneynduyeckne peareHTbl ANas
npoBefeHna NCMbITaHNN B KOJIMYeCTBaX, OCTATOYHbIX 418 OAHOKPATHLIX NCMbITaHUN C y4eToM
Bepudukaunm metoank nabopaTopmaMn IKCMEPTHOM OpraHmM3aumm C OCTaTOYHbIM CPOKOM
roOAHOCTU HE MEHee Tpex MecsiueB C cepTudmnkatTamm aHaamsoB (MPOTOKOJAMN UCMLITAaHWA) Ha
OaHHyl0 ceputo obpa3uoB M MeToouKaMun WUCMbITaHUA OAS MeOUUWMHCKUX un3gennnm pns
rMokasaTesier, YKasaHHbIX B CepTUduMkKaTe aHasmida (MpoTOKosie MCMNbITaHU), odopmaseTcs
aKTOM npuemMa-nepegadn o6bpa3yoB nNpoaykumm, no opMe COrsiacHO MPUIOXKEHUI 6 K
HacToawmM MMpaBunam. OTnpaBkKy 06pa3LoB MNPOAYKUMW B IKCMEPTHYK OpraHusauuto npu
OTCYTCTBUN TeEpPpUTOPMANLHOrO MnoAapa3fesieHns 3KCNEepPTHOM OpraHM3auun ocylecTBiaseT
3as8BUTENb C coOBNogeHNneM yCI0BUN XPaHEHNS MPU TPaHCMOPTMPOBKeE.

Mopaya 3asBKN K OOKYMEHTOB 3aABUTENIEM OCYyLleCcTBNdeTCcaA B 3JIEKTPOHHOM BUAEe B
MHq30pMaL|,MOHHOI7I cncremMe 3KCI'IepTHOI2 opraHmnsaunn.

NcnbiTaHna 06pa3LoB OCYLLLECTBASIOTCA B JTIabopaTopusix 3KCNepTHOM opraHn3aLunm.

PesynbTaTbl wucnbiTaHun o6pasuoB npoaykumu, oTobpaHHOM C pblHKa, odopmMmasaTcs
MPOTOKOJ/IOM UCMbITaHU MO hopMe COraacHO NPUNOXKEHUIO 7 K HacToAwmMM lMpaBuiam.

MpX HEBO3MOXXHOCTK MNpoOBefeHUs s1abopaTOoPHbIX MCMbITAHUA MEeAUUUHCKOro nu3nenus o
OTAE/NbHbIM MOKa3aTesnsaM, WCMbITaHWS MPOBOASATCA B MPUCYTCTBUM NpencTaBuUTesnen
3KCMEepTHON opraHmMsaumm B JsabopaTopun KOHTPOAS KavecTBa MPOU3BOAUTENS WM B
KOHTpPaKTHON nabopaTopuun, NCNOSIb3YEMON NPON3BOANTENIEM, B TOM YMC/E C UCMOJIb30BaHUEM
CpencTB AWUCTAHLUMOHHOINO B3aMMOLEWCTBUS, BKJOYas ayauo- WM BUAEOCBSA3b  MNpu
opraHmsaummu n nposegeHnn CaHUTAPHO-MPOTUBOIMNAEMUYECKMX n
CaHUTAPHO-NPOPUNNAKTUYECKMX MEPOMNPUATUA N CBA3AHHLIX C HUMU OFPaAHUYUTESbHBIX
MEpPONPUATUIA, B TOM YUCNE KAapaHTUH.

Mo pe3synbTaTaM nabopaTOpPHbIX UCMbITAaHUA COCTABJISIETCH OTYET O pe3ysibTaTax NpoBeAeHMns
nabopaTopHOro wucnbiTaHna B JNabopaTopun KOHTPOAA KavyecTBa MPOU3BOAUTENS WUAM B
KOHTpakKTHoW nabopaTopun, WUCNOSb3YEMOMW MNPOWU3BOOUTENEM COrNacHO MPUJIOXKEHUNIO 8 K
HacToAwmMMm lNMpasunnam.

MyHKT 26

26. CpOK pacCMOTPEHMs 3asBOK Ha 3KCMepTMU3y AOKYMEHTOB COCTaBsiseT He H6onee 5 pabounx
ﬂ,HeIﬁ CO AHA NX NOoCTynJeHna.



Cpoku nabopaTopHbIX UCMLITaHUIA 06pa3LoB MPOAYKLMM ONMpeaensioTca B COOTBETCTBUU C
IOKYMEHTOM MO Ka4yecTBYy MPOAYKUUW. ECAM CPOKU UCMbITAHWA He npeaycMOTpPeHbl B
OOKYMEHTax Mo KayecTBY, TO WCMbITAHWUS MPOBOAATCA B TeyeHWe ABafuaTyv naTu paboumx
OHEeN co OHA NocTynseHus obpa3LoB AJ1S OLEHKW KayecTBa NMPOAYKLUM B aKKPeOAUTOBaHHYIO
nabopaTopuio 3KCNEepTHOM OpraHu3aLunu.

Ona npoBefeHWs [OOMNOJIHUTESNIbHbLIX WCMbITAHWA MNPW  CNOPHbLIX pe3ysbTaTax WCAbITaHUN
obpa3uyoB npoaykumn, oTobpaHHOM C pbiHKA, NPEeAOCTaBASATCA LOMNOJHUTENbLHO ABafuaTbh
nate paboymx [OHENW, B KOTOpble He BXOOWT BpPEeMSA MNpefocTaB/ieHUs 3asBUTENEM
J0onosHUTENbHbIX 06pa3LoB.";

NYHKTbl 32, 33 1 34 N3N10XXKNTb B Ciegyowen pegakunn:

"32. [Ons nNpoBeAEeHMs 3KCNepTU3lbl [AOKYMEHTOB W NlabopaTOPHbIX WCMbITAHUA BaKUUH
3as8BUTEJIb Ha 3/IEKTPOHHOM HOCUTENe NpeaoCcTaBseT:

MoanyHKT 1

1) 3aABKy Ha nNpoBedeHMe OLEHKN KadecTBa BaKUWH Mo opMe CornacHoO MNPUIOXKEHUI0 2 K
HacTosAwmM lMpasunam;

MoanyHKT 2

2) HOTapumanbHO 3acCBUOETEeNbCTBOBAHHYIO  KOMNUIO  AOKYMEHTa, MNOATBep)XAaloLero
COOTBETCTBME MNPOM3BOACTBEHHOW njowankn TpeboBaHmam GMP m agpec canTa peecTpa
BblAaHHbIX YNOJIHOMOYEHHbIM OpPraHoM cepTudunkaToB cooTBeTCTBUA TpeboBaHuaM GMP (npu
Hann4un);

MoanyHKT 3

3) CBOAHbLIA MNPOTOKOJ MNPOU3BOAUTENISS Ha Ka)KAyl Ceputo BaKUWHbI B COOTBETCTBUUN C
TpeboBaHusmMn GMP n pykoBoaCTBOM BceMupHOW opraHm3aumnen 3apaBooxXpaHeHus (nanee -
BO3) no BbINYCKYy HE3aBUCMMbIX NAPTUAN BaKLUUH PErYANPYIOWNMN OpraHamMm, MPUHATbIM Ha 61
coBellaHnn KomunteTa 3kcneptoB BO3 no 6buonormdeckonm cTtaHpapTtmsaumu, 2010 ropa c
MepeBOoAOM Ha Ka3axCKUM WM pPYCCKUMN 43blK  (Npy  NpeacTaBieHMU L[OKYMeHTa Ha
MHOCTPaHHOM A3blke). [Ond BakuuH, npowenwnx npeksanmpukauymio BO3, a Takxe
MPOM3BEeAEHHbLIX B CTpaHax pernoHa MexayHapoOoHOM KOHgepeHUMM MNO FapMOHM3auunmn
TexXHN4YecKnx TpeboBaHUM K perncTpaumn dapMaueBTUYECKUX MPOOYKTOB, NpeaHa3HavYeHHbIX
ons npumeHeHusa dYenosekom (The International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use) (pnanee - ICH (AnCn3ii4) cBOOHbIA NPOTOKON
npon3BoanTeNsa He NpefoCTaBfeTCs;

MoanyHKT 4

4) KoNMio OOKYMeHTa, MOATBEep)XAaloLWero Ka4yecTBO Cepum MNpoaykuum OT Mpou3BOAUTENSA
(cepTudmnkaT aHanmM3a) C NepeBOAOM Ha Ka3aXCKUM MM PyCcCKUU A3blK (NpW npencraBiieHun
OOKYMeHTa Ha MHOCTPaHHOM £3blKe);

MopanyHKT 5

5) nna BBO3UMbIX B Pecnybnmky KasaxcTaH BakUWH MpenocTaBisieTcsa cepTUdUKaT KayvecTsa
cepyn (cepTUdMKaT BbIMyCKa), BblAAHHbLIA HALWOHAJIbHbIM KOHTPOJIMPYIOLMM OpPraHOM Wau
nabopaTopuvenn KOHTPOJSS KayecTBa CTpaHbl MPOM3BOAUTENS WAN WHOW oduLManbHON



nabopaTtopue, yroJIHOMOYEHHOW PEryNSTOPHBLIM OPraHoOM CTPaHbl NPOVU3BOANTENS MPOBOANTL
KOHTPOJIb KayecTBa C LESbI BbiMyCcKa CEPUU Ha PbIHOK C MEPEBOAOM Ha Ka3axCKUin man
PYCCKUI 53blK (€CNN AOKYMEHT NpefcTaB/eH Ha MHOCTPaHHOM fi3blKe).

NlabopaTopHble MCAbITaHMA MPOBOAATCH Ha KaXOyl Cepuio BaKLUWH, MPOM3BEOEHHbLIX Ha
Tepputopun Pecnybnmkun KasaxcTaH, a TakXXe Ha BBO3MMble B Pecnybanky KasaxcTaH BaKLMHbI
npu:

MoanyHKT 1

1) HexenaTesbHblX SABNEHUAX MOC/Ae WMMYHM3AUUW Ha OnNpefesieHHYI BakKUUHY W
npounsBoanTeNs, Nno pesyabTaTaM (hapMakoHan3opa;

MoAanyHKT 2

2) nHopMaumm o npobremax ¢ Ka4ecTBoM, 6€30MaCHOCTbIO NN 3PPEKTUBHOCTLIO BaKLIMH MO
pe3ynbTaTaM hapMakKoHaa3opa.

Pe3ynbTaTbl NMPOBEAEHHOIO 3KCMEPTHOM OpraHM3aunen aHanvmsa TeHAEHUUN B TeYeHue NATU
paboymx [pOHe HanpaBAATCA TMPOU3BOAUTENIO [ANA TMPOBEAEHUS KOPPEKTUPYIOLWNX W
npeaynpexnawwmnx MepornpusTuii, W BHEAPEHUs yNydlWeHun B uUensx obecrneyeHus
OLHOPOAHOCTY CEPUN BaKLMH.

NcnblTaHna obpa3uoB BaKLUWH OCYLWECTBAAKTCA B JlabopaTopumsAX 3KCMEPTHOW OpraHu3auuu.
Mpwn 3ToM Anga npoBefeHUs nabopaTopHbIX UCMBLITAaHUIA 3a8BUTENb NpefocTaBnseT obpasubl
BaKUMHbI, B KOJWYeCTBax, OOCTAaTO4YHbIX AN OOAHOKPATHbLIX UCMbITAaHUA C cepTudumkaTamum
aHanM30B (MPOTOKO/AaMM UCMbITAHNN) Ha AaHHYIO cepuio 06pa3LL0B U HOPMATUBHbBIN AOKYMEHT
Mo KayecTBy, B TOM 4ucie cTaHAapTHble o6pa3subl XMMWUYECKMX BELLeCcTB, CTaHAApPTHble
obpasubl brnonorm4ecknx npenapaToB, TeCT-WTaMMbl MUKPOOPraHM3MOB, KyNbTypbl KNE€TOK ”
cneyndunyeckmne peareHTbl A7 NPOBEAEHUS UCMbITAHUA B KOMYECTBax, AOCTATOYHbLIX ANA
OOHOKPaTHbIX MCMNbITAaHWA C y4eTOM BepuduMKaumm MeToAUK nabopaTopusMM SKCNEPTHOWN
opraHM3aumm C OCTAaTOYHbIM CPOKOM FOAHOCTW HEe MeHee Tpex MecsueB C cepTudukaTamu
aHa/M30B (MPOTOKOIAaMN UCMNbITAHWUA) Ha OaHHYIO ceputo obpa3uoB U METOAUKAMN UCMbITaHUN
BaKUMH [ON5 MOKa3aTesiel, yKasaHHbIX B cepTudukaTe aHaam3a (NpoToKoJse WCMbITaHun),
ohopMnISeTCA aKTOM npuemMa-nepepayn obpasuoB nNpoAykKuMKM, N0 GOpMe COoriacHo
NPUNOXXeHUIO 6 K HacToAwmMM MNMpasunam.

OTnpaBky 06pa3uoB MNPOAYKUUM B  IKCMEPTHYK  OpraHmMsauuio  npu  OTCYTCTBUM
TEppPUTOPUANILHOro MNoapa3fesieHUs 3KCMEePTHOW opraHm3auun OCyLLeCcTBASIeT 3asaBUTENb C
cobnoaeHneM ycnoBuii XxpaHeHns npu TPaHCNOPTUPOBKE.

|-|pVI HEBO3MOXXHOCTWN nMpoBeageHnaA NCMNbITaHWA Mo oTAOe/IbHbIM NOKa3aTeNndM UCNbITaHUA
BaKLUMH OCyLLeCcTBNAOTCA B CybKOHTpakTHOW nabopaTopum Ha OCHOBaAHUW AOroBopa Mexay
SKCMepTHOW opraHm3aumen m cybkoHTpaKTHOM nabopaTopuen COorsiacHO 3aKOHOAATesIbCTBY
Pecnybnnkn KasaxcTaH o rocyflapCTBEHHbIX 3aKyrnKax.

MyHKT 33

33. CpoK pacCMOTPEHMs 3asBOK Ha 3KCMEepPTU3y AOKYMEHTOB COCTaBsiseT He H6onee 5 pabounmx
[IHEeN Co AHSA UX NOCTYMNIeHus.

Cpokun nabopaTopHbIX WUCMbITAHUN BaKUWH, ONpeaesnstoTca B COOTBETCTBUM C HOPMATUBHbLIM
[OKYMEHTOM MO KayecTBy. ECAn CpokM wnCnbiITaHUA He MnpefycMOTPeHbl B HOPMaTUBHbIX
[OKYMEHTax, TO MCMbITaHWS NPOBOAATCSA B TeyeHWe ABajAuaTu naTM paboymx AHen co AHS



NoCTynneHnsa o6pa3LoB BakKUWH A1 OLEHKW KavyecTBa MPOAYKLUM B aKKPeAUTOBAHHYIO
nabopaTopuio 3KCNepTHOM OpraHn3aLmm.

Ons npoBeOeHWs [OOMOJIHUTEsIbHbLIX WCMbITAHUNA TMPU  CMOPHbLIX pe3ysbTaTax WCMbITaHWA
06pasuUoB BaKLWH, NPenoCTaBAATCS [OOMOJIHUTENbHO ABaduaTbh NATb paboynx OHen, B
KOTOpble He BXOAUT BPEMS NpeaoCTaBleHNs 3aaBUTENEM AOMNOJIHUTENbHbIX 06pa3LoB.

MyHkT 34

34. MNpwn npenocTaB/ieHNUM HEMOJIHOMO MakeTa LOKYMEHTOB, MNPefyCMOTPEHHbIX MYHKTOM 32
HacTosAwmx [paBus, HECOOTBETCTBUA CBeAEeHWW B NpefAcTaBJ/IeHHbIX LOKYMeHTaxX OaHHbIM
FfocynapCTBEHHOrOo  peecTpa  JIeKapCTBEHHbIX CPeACTB U MeAUUUMHCKUX  U3Oenun,
npefocTaB/ieHNs HeAOCTOBEPHbIX CBEAEHUN, 3KCNepTHas opraHusauna B TeyeHue naTu
paboynx [OHEeN CO [AHA MNOCTYMJIEHUA [OOKYMEHTOB HarfpasaseT 3asBUTeN0 MNoCcpenCcTBOM
WH(OPMALIMOHHOM CUCTeMbl 3KCMEepTHOW opraHm3auum ysegomsieHne o HeobxoauMocTu
YCTPaHEeHNsA COOTBETCTBYOLWMNX 3aMedYaHnn. 3asBUTENb B CPOK He Bonee aecatn paboynx gHen
CO OHSA NoJslyYeHUs yBeOOMJIeHUs, YCTpaHaeT COOTBETCTBYOWME 3aMedaHna 1 npegocrtasngaeT
OTYET O KOPPEKTUPYIOLLMX N NpeaynpexxAatowmx 4encTeumsax.";

NYHKTblI 46 , 47 , 48 n 49 N310XXNTb B C/IEAYIOLWEN pedaKunn:

"46. JlabopaTopHble UCMBLITAaHUA BMNepBble 3aperncTpUpoBaHHbLIX Ha TeppuTopun Pecnybamnku
Ka3saxcTaH JflekapCTBEHHbIX CpPeACTB, JieKapCTBEHHbIX MpenapaTtoB Tpebyoowmnx o0cobbix
YyCNOBUIA XpaHeHus (XxpaHsawmecs npu TemnepaType Ao +15 °C (rpagyc LUenbcus)),
napeHTepasibHble IeKapCTBEHHbIE CPEACTBa (3@ UCK/OYEHNEM MOHOKJIOHa/IbHbIX aHTUTeN), a
Tak>Xe MPOoAYKLUK C BbISIBJIEHHBIMW HECOOTBETCTBMAMU MO pe3dysbTaTaM papMaLeBTUYeCKoro
KOHTPONSA, UHCNEKTUPOBaHMSA, hapMakKoHaa3opa, oTbopa C pbiHKa 3a npeabiaylive Tpu roaa,
OTOBpaHHbIX C pblHKAa C Y4eTOM pPUCK-OPUEHTUPOBaAHHOro Moaxoda, MPOBOAATCA MO
KPUTUYECKNM MoKa3aTesiiM B COOTBETCTBMW C HOPMATUBHbLIM AOKYMEHTOM MO KayecTBy A
JIeKapCTBEHHbIX CPEACTB M ALOKYMEHTOM MO KavyeCTBY AN MEANLNHCKUX U3Lenun.

MyHkT 47

47. Pe3ynbTaTbl ucnbiTaHun obpa3uoB npoaykumm, oTobpaHHOM C pbiHKA, MPU CEPUNHON
ouEeHKe, a TakXXe nlabopaTopHble UCMbITAaHUSA BaKLUMH OPOPMAAIOTCA NPOTOKOOM UCMAbITAHUN
no popmMe cornacHo NPUIoXXeHuto 7 K HacTosawmm lNMpasunam.

Mpu NoNoXXMTenbHbIX pe3ysibTaTax UCMbITaHU 06pa3uoB NpoaykKLuun, oTobpaHHOM C pbiHKA,
3KCMepTHasa OpraHmM3auns B TeyeHue ABYxX paboymx gHen nocse OHA MoJiydYeHUs NpoTOoKoJa
ncnblTaHUN nU3BewaeT (B NMPOU3BOJILHON hopMe) NMPOU3BOAUTENSA O COOTBETCTBUU MPOAYKLUN
HOPMaTMBHbIM LOKYMEHTaM Mo Ka4vecTBy.

MyHKT 48

48. MNpw oTpuUaTeNIbHbIX pe3ysbTaTax NCNbITaHUN 06pa3L0B NPOAYKLMN, OTOBPaAHHOW C pbIHKaA,
NMpu CEPUNHON OLIEHKE, a TakXXe NabopaTopHble UCMBITAaHUA BaKLWH 3KCMepTHas opraHusayms
odopMnseT B TedyeHme ABYX paboymx AHen nocse OHA MNOoJlyYeHUS MPOTOKOJA MCMbITaHUN
oTpuuaTeslbHOEe 3aKJII04YeHNEe O KayecTBe npoaykumm no popmMe CorsacHoO rnpuaoXxeHuwo 14 K
HacToawmMm [lpaBunam. Pe3ynbTaTbl MO BbISIBJIEHHBIM HECOOTBETCTBUAM  MPOAYKLUN
pasMeLlalnTCa Ha calTe 3KCMepTHOM opraHu3auunu.

MyHKT 49



49. MNpwn BbIHECEHUN OTPULLATENBHOIO 3aKJ4YeHNa No pesyabTaTaM nabopaTOpHbIX NCAbITAHUN
obpa3uoB npoaykuuu, oTobpaHHOM C pbiHKA, NPU CEPUNHOW OLEHKe, a TakXXe nabopaTopHble
WCMbITAHUA BaKUWH B COOTBETCTBUMM C MYyHKTOM 48 HacToAwmx [lpaBua, 3KcnepTHas
opraHm3aumsa B CpoK A0 NATK paboymx gHen HampaBaseT MHGPOPMAUUK B rOCyAapCTBEHHbIN
opraH ANna MNpPUHATUS Mep MO NMPUOCTaHOBJIEHUIO CepTUdMKaTa COOTBETCTBUA U U3BATUIO U3
obpalleHns NeKapCTBEHHOro CpeAcTBa M MEOMUUMHCKOrO U3fenus, He COOTBETCTBYHLLEro
TpeboBaHNAM 3akoHopaTenbCTBa Pecnybnmkum KaszaxcTtaH B 061acTu 34paBOOXPaHEHUS,
npefycMoTpeHHbIX Mpukasom Ne 322 .".

MyHKT 2

2. KomuteTty MeONUUMHCKOro " hapMaueBTNYECKOro KOHTpONS MuHucTepcTBa
340paBooxpaHeHmns Pecnybnmku KasaxcTaH B yCTaHOBJIEHHOM 3aKOoHOA4ATeNbCTBOM Pecnybankn
KasaxcTaH nopsagke obecneynTb:

MoanyHKT 1

1) rocypapCTBEHHYI perucrtpaunto HacToswero npukasa B MUHUCTEPCTBE OCTULMK
Pecnybnnkn KasaxcTaH;

MoAanyHKT 2

2) pa3MeLlLeHNe HACTOSsLLErO NpuKasa Ha UHTepHeT-pecypce MUHUCTEPCTBA 34PaBOOXPAHEHNS
Pecnybnunkun KasaxcTaH nocsie ero ouumasbHoOro onybankoBaHms;

MoanyHKT 3

3) B TeyeHue pecatu paboymx OHeMn nocne rocyfapCTBEHHOW perucTpaunum HacTOSLEro
npukasa B MuHuUcTepcTBe loCcTuumm Pecnybnukn KasaxcTaH npeacTtasseHne B KOpuandeckni
nenapTtamMeHT MuHUCTepCcTBa 34ApaBooxpaHeHus Pecnybnmkm KasaxcTtaH cBeneHmn o6
WNCMOJIHEHUWN MepPONpPUATUIA, MPEeAYCMOTPEHHbIX NOANMYHKTaMN 1) 1 2) HacTosWEro nyHKTa.

MyHKT 3

3. KOHTpoOJsIb 3@ MWCMNOJIHEHMEM HACTOoALWEro rpuKasa BO3JIOXKUTb Ha KypupytoLwero
BULE-MUHUNCTpPA 34paBooxpaHeHns Pecnybnnkn KasaxcTtaH.

MyHKkT 4

4. HacToslWuniA NpukKa3 BBOAUTCSA B AeNCTBME MO UCTEYEHUN OEeCATU KasleHAapHbIX AHen nocne
OHSl ero Nepeoro ouunansHoro onybankoBaHus.

| MuHucTp 3npaBooxpaHeHnsa Pecnybnukn KaszaxctaH | A. FUHmnAT |
||

NCTOYHMK: 3TaNlOHHbLIN KOHTPONbHbIN 6aHK HIMA Pecnybnukn KasaxcTaH. Mpu pacxoxaeHuu
npuopuTeT uMeeT oduumranbHasa nybankayms.



