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O BHECEHMH U3MCHEHMH U JOMOMHCHAN B COBMECTHEIN ITpHKa3 MUHUCTpa 3ApaBOOXPaHCHUA
Pecmy6maxu Ka3zaxcran ot 11 mapra 2026 roga Ne 30 1 MunMCTpa HCKYyCCTBEHHOTO
UHTEIUIeKTa ¥ mu(poBoro paspurua Peciry6mixu Kazaxcran ot 12 mapra 2026 rozga Ne 140/
HK "O npoBeneHMH MAIOTHOTO MPOEKTA IO TOCYJapCTBEHHOM PErHCTpauy JICKapCTBEHHBIX
CPEICTB ¥ MEAWIMHCKUX M3ACIAN IO IPHHIMITY "€QMHOI0 OKHA"

CoBMecTHBIN MpUKa3 U.0. MuHKUCTpa 3apaBooxpanenus Pecnyonuku Kaszaxcran ot 30 uroHs
2026 roma Ne 71 u 3amecturens IIpembep-Munuctpa — MUHHCTpa HCKYCCTBEHHOTO
MHTEIIeKTa 1 nu@poBoro pazsutus Pecnyonuku Kazaxcran ot 3 uronst 2026 roga Ne 385/HK

[TPUKA3BIBAIO:

1. BHecTu B coBMecTHBIN npuka3 MuHUCTpa 3apaBooxpaHeHus: PecnyOnuku Kazaxcran
or 11 mapra 2026 roga Ne 30 m MuHUCTpa MCKYCCTBEHHOT'O MHTEJUIEKTa W IU(POBOTO
pasButus Pecnybnuku Kazaxcran ot 12 maprta 2026 roma Ne 140/HK "O mpoBenenuu
MUAJIOTHOTO MpPOEKTa IO TOCYJIapCTBEHHOW PErucTpaluH JIEKapCTBEHHBIX CPEACTB U
MEIUIUHCKUX HW3JEIUl MO0 MNPUHUUNY "€JUHOTrO OKHA" CleAyolHe HW3MEHEHUS H
JOTIOTHEHUS:

npeaMOyJTy U3JI0)KUTh B CIIEYIOIIEH pelaKIMU:

"B cooTBercTBUM cO cTatbeid 22 3akona PecnyOnuku Kazaxcran "O rocyaapcTBEeHHBIX U
COLIMAJIBHO OTBETCTBEHHBIX yCiIyrax', a TakKe B LEIAX ONTUMHU3ALMHU IPOLECCOB OKa3aHHUs
rocynapcreernoi yeayru IIPUKA3BIBAEM:";

B [IpaBunax peructpauuu JIEKapCTBEHHBIX CPEACTB MU MEAULUMHCKHUX HU3IEIUN IO
npuHIuny "eaquHoro okHa" (manee — I[lpaBuiia) yTBEpKICHHBIX YKAa3aHHBIM COBMECTHBIM
MIPUKA30M:

MYHKT | U3JI0KUTH B CIEYIONIEH peIaKIUu:

"1. HacTosimue npaBuiia perucTpauuu JeKapCTBEHHbBIX CPEJACTB U MEIUIMHCKUX U3AEIIUN
no npuHnumy "eauHoro okHa" (manee — [IpaBuiia) pazpaboTaHbl B COOTBETCTBUU C YACTHIO
nepBoil nmyHkrta 1 IlpaBun peructpauuu M SKCHEPTU3bl OE30MACHOCTH, KayecTBa U
3¢ (PEKTUBHOCTH MEIUIIMHCKUX W3JAeNni, yTBepkaeHHBIX Pemennem CoBera EBpaszuiickoit
Oxonomuueckor Komuccum ot 12 depans 2016 roma Ne 46 (nanee — Pemenune Ne 46),
nyHKToM 3 [IpaBun peructpaii 1 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB ISl MEIULIMHCKOTO
npUMEHEHUs, yTBepKIeHHbIX Pemenuem CoBera EBpa3uiickoil 5KOHOMUYECKON KOMHCCUU
ot 3 Hos10ps 2016 roga Ne 78 (manee — Pemenue Ne 78), a takke Pemenuem CoBeta
EBpa3zuiickoil s3xoHoMuueckoit komuccuu ot 10 urons 2022 roga Ne 96 "O BpeMeHHBIX Mepax
M0 YCTaHOBJIEHUIO OCOOEHHOCTEHW 00pallleHUs JIEKApCTBEHHBIX CPEACTB JJIsi MEIUILIMHCKOTO
npuMeHeHus", co cratbeir 22 3akoHa PecmyOnukum Kazaxctan "O rocynapCTBEHHBIX U
COIIMAJIbHO OTBETCTBEHHBIX ycayrax" (mamee — 3akoH), crarbed 19 3akona PecmyOnuku



Kazaxcran "O6 wndopMaruzanuu" M ONpEeACNSIOT MOPSAOK OKa3aHWsS IO MPUHIHUMIY
€IMHOr0 OKHA" KOMIIO3UTHOW TOCYJApCTBEHHOW Yyciayru "Bbigaua 3akiiOUYeHUs o
0e3omacHOCTH, KadecTBEe M A(DPEKTHBHOCTU JICKAPCTBEHHBIX CPEACTB M MEIUIIMHCKHUX
u3aenui", "l'ocygapcTBeHHasi perucTpalnus, MnepeperucTpamnus JEKapCTBEHHOIO CpPECTBa
WU MEJUIIMHCKOTO W3JIeJINs, BHECEHHE U3MEHEHUW B PETUCTPAIMOHHOE J0ChE
JEKapCTBEHHOI'0 CpPEACTBAa WIJIM MEAUIMHCKOro wu3aenus’, "Peructpauus IE€Hbl Ha
JIEKapCTBEHHBIE CpEJICTBA W MEIUIIMHCKUE wu3Aenus’, a TakXkKe NPOBEICHHUE
npodecCHOHANBHON HKCHEPTU3bl sl BKJIOUeHHs B KaszaxcTaHCKui HalMoOHaTbHBIN
nekapcTBeHHbIN hopmyssip (nanee — [Ipodeccuananbhas sxcneptuza).”;
MYHKT 6 U3JI0KUTH B CIEYIONIEH pelaKIUu:

"6. DkcnepTusza, B TOM 4HCIIe TpoBeAeHHE (papMaleBTUUECKON HWHCHEKIUU HIH
MHCTIEKIIUH TPOU3BOJICTBA MEAUIIMHCKUX U3JIENUN (J1ajie€ B COBOKYITHOCTH — MHCIICKIUS WIIH
B OTJEIbHOCTH — (apMmaleBTHUYEeCKasi HWHCHEKIUS WM MHCIEKUHUS MPOU3BOACTBA
MEIUIIMHCKUX W3JEIui), OCYIIECTBICHUE NEpeBoja JTOKYMEHTOB Ha Ka3axXCKUU S3BIK,
peructpauusi UEHbl, BHECEHHE W3MEHEHUW B I1EHY MPOU3BOJIMUTEINS, a TaKKe
npodeccuoHalibHas JKCIEePTH3a JIEKAPCTBEHHBIX CPEACTB WM MEAULUMHCKUX H3JCIIHI
MPOBOJIUTCSI HA OCHOBAHUHU 3aKJIIOYEHHOTO JOrOBOpPa B COOTBETCTBUM C TPa)kKAaHCKUM
3aKkoHOAaTeNhCcTBOM Pecnybnuku Kazaxcran.";

MYHKT 28 U3JI0KUTh B CIACIYIONMICH peaaKIuu:

"28. Jlna npoBeneHusl SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB MPU UX TOCYAAPCTBEHHOMN
pPErUCTpAllM U TEePEePETUCTpAIlUU YCIAYTONoydaTellb MOCPEACTBOM HHGPOPMALIMOHHOMN
CUCTEMBI YIIOJIHOMOUYEHHOI'O OpraHa IpeA0CTaBIISIET CIEAYIOIINE JOKYMEHTHI:

1) 3asBIeHME HA MPOBENCHHUE IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJCTBA (Aajiee - 3asiBICHUE)
B DJICKTPOHHOM BHJI€ TI0 (popMe coraacHO npuiokeHuto 1 k Hacrosmmm [Ipasunam;

2) perucTpalMoHHOE JOChe B 3JEKTPOHHOM BHUJIE B (popMare MekKIIaT(GOpPMEHHOro
anekTponHoro gokymenta ("pdf" dopmar):

MepeueHb JOKYMEHTOB, MPEIOCTABISIEMbIX [JII IKCHEPTHU3bl MPOU3BOIUTEIISIMU
PecnyOnuku Kazaxcran o ¢popme cornacHo npuioxkennto 13 k HacrosiuuMm [IpaBunam;

nepeveHb IOKYMEHTOB, IpelocTaBisieMbIX B popmare OOIIEro TeXHUYECKOTO JOKYMEHTa
, Io (hopMe cornacHo npusiokeHuto 14 k Hactosimum [IpaBunam;

3) cBeneHus, MOATBEPKIAOUINE OIUIATY YCIYrONOJy4yaTelleM Ha pPacueTHBIA CUET
roCyJIapCTBEHHOM SKCIIEPTHON OpraHU3allii CYMMBI JJIsl TPOBEACHUS SKCIIEPTU3HIL;

4) oOpa3iibl JIEGKapCTBEHHBIX CPEACTB, CTAHIAPTHBIE 00pa3Ilbl XUMUYECKUX BEIIECTB,
CTaHJapTHbIE O0Opa3lbl OWOJOTMYECKUX JIEKAPCTBEHHBIX MpPEenapaToB, TECT-IITaAMMBbI
MHUKPOOPTaHU3MOB, KYJIbTYphl KJIETOK, B KOJHUYECTBAX, JAOCTATOUHBIX ISl TPEXKPATHBIX
7a00paTOPHBIX UCIBITAHUN U Bepu(UKAIMN AHATUTUYECKUX METOJIUK KOHTPOJISI KauecTBa ¢
OCTaTOYHBIM CPOKOM T'OJJHOCTH HE MeHee 9 (AeBATH) MecCSIIEB (32 UCKIIOUCHHEM CIy4aeB, HE
TpeOYIOIMX MPOBEACHUS J1a00OPATOPHBIX MCHBITAHUM), a TAKXKe CIeU(PUIECKUE PEareHThl,
pacxoJHble MaTepuajbl, MPUMEHSIEMbIe NPU MNPOBEICHUHU JIAOOPATOPHBIX HCIHBITAHUN



JIEKapCTBEHHBIX CPEJCTB, 00pa3Lbl JIEKApCTBEHHBIX CPEACTB, COJAEpKalINe HAPKOTUYECKUE
CpelCTBa, MCUXOTPOIHBIE BEIIECTBA U MPEKYPCOPHI, a TAKXKE TPEOYIOIINEe 0COOBIX yCIOBHIMA
XpaHEeHUsl (TEMIIEpaTypHBI PEXUM, BIAXKHOCTH) YCIYyromoJy4aTellb MpPEeIOCTaBIISIET B
TeueHue 2 (nBa) pabouMx JHEH € MOMEHTA MOJAa4YM 3asBJICHUS HAPOYHO IO aKTy
npuema-niepenaun B LleHTp oOcimyxuBanus 3asBUTENEH U JOKYMEHTAIIHOHHOTO O0ecTieueHus
(manee — [1O3u/1O) rocyrapcTBEHHOM SKCIIEPTHON OpraHU3aIluH.

[Ipn mepeperucTpauuu JIEKapCTBEHHBIX CPEICTB NPENOCTaBI€HHE 00pa3loB,
MPETYCMOTPEHHBIX IAaHHBIM ITYHKTOM HE TpeOyeTcs.

5) nepedeHb NPeIOCTaBISIEMbIX MATEPUATIOB PETUCTPALIMOHHOTO IOChE B 3aBUCUMOCTH OT
THUIIA JIEKAPCTBEHHOI'O CPEJICTBA COOTBETCTBYET MpuiIokeHuto 15 k HacrosimuM [IpaBunam.";

JOTIOJIHUTH ITYHKTOM 28-1 Cleayroniero cogepkatus:

"28-1. Ilpu mpoBeeHUN YCKOPEHHOM SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB B pamMKax
COBMECTHOM MpOLIEAYpPHl pErucTpaluu JIEKapCTBEHHOTO cpelncTBa co BcemupHoi
opranuzauueil 3apaBooxpaHenus (manee — BO3) wim npouenypsl npekBadu(UKaALHUM
JekapcTBeHHoOro cpenctsa BO3  ycayromonydaTenlb NPEIOCTaBISIET JOKYMEHTHI,
MpeayCMOTpEHHbIE B MOANMYHKTaxX 1), 2) u 3) nynkra 28 [IpaBui, a Taxxe:

1) nmucemo BO3 o cornacuu B MpeaoCTaBICHUHU JOCTyIa K SKCIEPTHOMY OTYETY IO
OLICHKE U oTyeTaM ¢apmaneBTuyeckux nacnekuuii BO3;

2) nexjapaiuio 00 MASHTUYHOCTU (OJHU M T€ K€ MPOU3BOJCTBEHHBIC IJIOIIAJIKU
aKTUBHOM (apmalneBTHUUECKOM CyOCTaHUMM M TOTOBOTO TIperapara, HWJICHTUYHBIN
KAUECTBEHHBIA U KOJIMYECTBEHHBIM COCTaB JIEKAPCTBEHHOI'O Mpenapara) perucTpauiuoHHOro
J0OChE 3asBICHHOTO JIEKApCTBEHHOTO Tpemnapara mnpekBanuduiumpoBanHomy BO3
JIEKapCTBEHHOMY Ipernapary.

IIpu npoBeAeHNUN YCKOPEHHOM 3KCIIEPTU3bI ITyTEM MPU3HAHUS JIEKAPCTBEHHBIX CPEACTB,
MpOU3BENIEeHHBIX U 0100peHHbIX cTpaHamu (CLA, BenukoOpuranusi, EBponeiickuii coro3,
Iseitnapus, Kanana, SAnonusi, Apctpanus, Pecmy6nuka Kopesi, CaynoBckas ApaBus u
CuHranyp) ¢ CWJIbHBIMU PETYJISTOPHBIMUA OpraHaMH, 00JaIaloMHU 4-ypOBHEM 3peEioCTH (
Maturity Level 4) mo ['moGanpHOMYy HHCTpyMeHTY cpaBHHTeNbHOW oueHku (Global
Benchmarking Tool) BO3 (manee — mnporeaypa Npu3HAHUA), YCIyTromojydaTelb
MPEAOCTABISAET JOKYMEHTBI, TPEAYCMOTPEHHBIE B MOANYHKTaX 1), 2) u 3) myHkra 28 IIpasu,
a TaKxe:

1) HOTapuanbHO 3aCBUJIETEIHLCTBOBAHHBIN JOKYMEHT, MOATBEPKIAIOIINNA PETUCTPALIUIO
JIEKapCTBEHHOI'O CPECTBA, BBIJAHHOTO YIIOJIHOMOUYEHHBIM OPIaHOM OJHOTO U3 3apyOexHBIX
rocynapcts (CILIA, Benukobpuranus, EBponeiickuii coros, IlIetinapus, Kanana, Snounus,
ABsctpanusi, Peciyonuka Kopes, CaynoBckas ApaBust u Cunramyp);

2) pAexJapaluio JAep>KaTelis PEerucTPallMOHHOTO YJIOCTOBEPEHHUS O TOM, YTO B
NPEICTABICHHOM PErUCTPAllMOHHOM JIOChE€ JUISi TOCYJApCTBEHHOW pErucTpanuu
JekapcTBeHHoro cpezcTBa B PecnyOnuke Kazaxcran B popmare OT]] oTCyTCTBYIOT OTIAMYHMS
OT YTBEP>KJICHHOI'O PETHCTPALMOHHOTO J10ChE, HAXOIAUIEroCs y YIOJIHOMOYEHHBIX OPraHOB



onHoro u3 3apyoOexubix rocynapctB (CLIA, BenukoOpurtanus, EBpomneickuii coro3s,
seitnapusi, Kanana, Anonusi, Asctpanus, Pecnybnuka Kopesi, CaynoBckas ApaBus u
CuHramyp);

3) 3aBepeHHYIO AepxaTeneM peructpaiuonHoro yaocrosepenus OXIJIII, cogepxaias
uH(OpMAIMIO NI MEIULUHCKUX M (apMaleBTUUECKUX PAOOTHHKOB O 0OE€30macHOM U
3 PEeKTUBHOM MEAUIIMHCKOM MPUMEHEHUHU JIEKAPCTBEHHOTO IMpernapara, oao0peHHas (
COrJJaCOBaHHAsl) YIOJHOMOYEHHBIM OPraHoOM OJIHOTO U3 3apyOexHbIx rocyaapcts (CIIA,
BenukoOpuranus, EBpomnelickuii coros, Ilperimapus, Kanana, Snonus, ABctpanus,
Pecnnybnuka Kopesi, CaynoBckass ApaBust u CuHramyp) ¢ nepeBoJOM Ha PYCCKHUH S3bIK,
3aBEpEHHAs OPraHU3alue, OCyIECTBUBIIEN IEPEBO;

4) 3aBepeHHYIO YCIYyTOIMOJy4yaTelieM KONHUI0 3KCIEPTHOTO OTYeTa IO OILIEHKE
JIEKapCTBEHHOT'O CPEJICTBA, BHIIAHHOTO YITOJTHOMOYEHHBIM OPTaHOM OJHOTO U3 3apyOeKHBIX
rocynapcts (CILIA, Benukobpuranus, EBponetickuii coros, IlIsetimapus, Kanama, Snonus,
ABctpanus, Pecniyonuka Kopes, CaynoBckas ApaBus u CuHramyp), npu HEepBHYHOU
pPErUCTpalK JIEKAPCTBEHHOTO CPEACTBa (/1ajee — SKCHEPTHBIM OTUET), a TaK)Ke MepeyeHb
BCEX HM3MEHEHUU, BHECEHHBIX B PETHCTPALMOHHOE JOCHhE JEKAPCTBEHHOI'O CPEACTBA C
MOMEHTA €T0 rOCYy/IapCTBEHHOI PETUCTPALIMU U SKCIEPTHBIE OTYETHI IO BCEM YTBEPKICHHBIM
M3MEHEHUSIM, JIMOO SKCHEPTHBIM OTYET, aKTyaJbHBIM Ha AaTy 3aKJIIOYEHHUs JOroBopa Ha
rOCYJapCTBEHHYIO PETMCTPALMIO JEKAPCTBEHHBIX CPEJICTB C MEPEBOJIOM HA PYCCKUU S3BIK (
BEpHOCTh IM€peBOJIa WJIM TMOJJIMHHOCTh TOANUCU TEpeBOAYMKA JOJDKHA OBITh
3aCBUAETEICTBOBAHA HOTAPHAIIBHO);

5) OXJII, MHCTPYKIMIO N0 MEAUIMHCKOMY MPUMEHEHUIO0 (JIMCTOK-BKIJIAIBIII)
JIEKapCTBEHHOTO Mpernapara B 3JEKTPOHHOM Buje B popMmare "doc (10Kk)" Ha Ka3aXCKOM U
PYCCKOM s3bIKaxX, O(QOpPMIICHHBIE B COOTBETCTBHMU TPEOOBaHUSIMHU TNpHKaza MwuHuHCTpa
3npaBooxpaHenus Pecriyonuku Kazaxcran ot 10 centsiopst 2020 roma Ne KP JICM-101/2020
"OO6 yrtBepxaenuu [IpaBun cocraBieHuss u 0HOPMIICHUS HHCTPYKIIUU 1O MEIUITUHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHBIX CPEACTB U MEIUILIMHCKUX M3JIETUN U 00IIel XapaKTepUCTUKU
JIEKapCTBEHHOTO cpeacTBa" (3aperucTpupoBaH B PeecTpe rocymapcTBEHHOW perucTpaiviu
HOPMATHUBHBIX TMPaBOBbIX akTOB moja Ne 21200), mBeTHbIE MaKeThl YIaKOBOK, dTHKETOK,
CTHUKEPOB B JJICKTPOHHOM BUJIE B popMmare "jpeg (kumer)" Ha Ka3aXCKOM U PYCCKOM SI3bIKaX,
o(pOpMIICHHBIE B COOTBETCTBUU TPEOOBAHUSIMHU TpHKaza MUHHCTpa 3ApaBOOXpaHCHHUS
Pecny6onuku Kazaxcrtan ot 27 auBapst 2021 roga Ne KP ZICM-11 "O6 yTBepk1eHUH NpPaBUII
MapKUPOBKH U MPOCIEKUBAEMOCTH JIEKAPCTBEHHBIX CPEJICTB U MAPKUPOBKU MEIUIIMHCKUX
u3nenuil" (3aperucTpupoBaH B PeecTpe rocyiapcTBEHHOM perucTpaludd HOPMAaTHBHBIX
MPaBOBBIX akTOB 1Mo Ne 22146), cnenudukanuy 1 aHATUTUYECKUE METOIUKH TPONU3BOTUTEIS
C MEPEBOJIOM Ha PYCCKUU S3BbIK (BEPHOCTH IEpeBOJA WM MOJJIMHHOCTb MOJMNHUCU
NEePeBOIUMKA TOJIKHA OBITh 3aCBHIETEIHCTBOBAHA HOTAPHAIIBHO).

B ciiyuae npenocrtaBiieHusl yCIayronoiayqyaTeaeM YKa3aHHbIX JOKYMEHTOB B HEMOJHOM
o0beMe UM HaJIU4Msl 3aME€UaHU K HUM, TOCYAapCTBEHHAs IKCIIEPTHAS OpraHu3allusl BIIpaBe



OTKa3aTb B IPOBEICHUM IMPOLEAYpPbl IPU3HAHUSA C BBbLAAYEH YCIyrONOJIY4YaTesro
yBEJOMIIEHHUS (B MPOU3BOJIBHON (popMe) O MpeKpaleHuu NPOBEICHUS MPOLEAYPbl IPU3HAHUS
, @ IPOU3BEJCHHAs UM OIlIaTa HE BO3BPAIACTCS.

[Ipu mpoBeaeHU MpoLEypbl TPU3HAHUS TOCYAAPCTBEHHAs! HKCIEPTHASI OpraHU3alus
OCYLIECTBJISIET MPU3HAHUE NPEICTABIIEHHOIO YCIYroNoJy4yaTeeM PEeruCTPAlMOHHOTO J10ChEe
JIEKapCTBEHHOTO CPEACTBA, OJOOPEHHOT0 PETyJSATOPHBIMU OpraHamMu ¢ 4-M YpOBHEM
3penoctu (ML4) BbllIeyKa3aHHBIX CTPaH, a TAKXKE€ HAMPABIAET B TOCYJaPCTBEHHBIN OpraH B
AIEKTPOHHOM (hopmaTe JOKYMEHT O MOATBEPKICHUU COOTBETCTBUSA ¢ npuioxkennem OXJIII,
MHCTPYKIIMU MO MEIUIMHCKOMY NPUMEHEHHUIO (JMCTOK-BKIIAJbII) JIEKAPCTBEHHOTO
npenapara, MakeTOB YIAaKOBOK, ITUKETOK, CTUKEPOB Ha Ka3aXCKOM M PYCCKOM SI3bIKAaX,
cneuu(puKanuu M aHAJIUTUYECKUE METOJAMKH IPOU3BOJUTENSI HA PYCCKOM S3BbIKE, IS
OPUHATHS PELICHHUs O BbIJAYe MM PETUCTPALMOHHOTO YJIOCTOBEpPEHHUs, Mo (dopme
IpEeAYCMOTPEHHOM NpuioxkeHueM 4 Hacrtosuux [Ipasui.

YcayrononyyaTtenap rapaHTHPYET MOJHOTY UM JOCTOBEPHOCTh MPEJACTAaBIEHHOIO
PETUCTPALIMOHHOTO JOChE JIEKAPCTBEHHOTO CPEACTBA.

[Ipouenypa npu3HaHusi OCyLIECTBIsETCA B TeueHue 15 (msaTHaauaTsh) pabouux aHeu 6e3
MPOBEACHUS IKCIEPTU3BI Ha 0E30MaCHOCTh, 3 (HEKTUBHOCTh U KAUYE€CTBO JIEKAPCTBEHHOTO
cpeactna.”;

MYHKT 35 U3JI0KUTh B CIACIYIONMICH peaaKIuu:

"35. YckopeHHas 3KCIepTr3a JIEKapCTBEHHBIX CPENICTB OCYILECTBIISIETCS TAKKE B pAMKax
COBMECTHOM MPOLEAYpPbl PErUCTpallMU JIEKapCTBEHHOTO cpeiactBa ¢ BO3 unu npouenypsl
npekBanupuKauu JieKapcTBeHHoro cpeacrBa BO3 (majnee — coBMmecTHas mporueaypa
peructpauuu ¢ BO3) B coorBectBuM ¢ npuiioxkeHneM Ne§ Cepun TexHUYECKHX TOKJIAI0B
BO3, Ne 996, 2016 roma "IIpouegypa COBMECTHOM PETHCTpAallMM MEXKAY TPYIIIOW IO
npeaBapuTeabHOM oleHke BcemupHoil opranuszauun 3apaBooxpaHenuss (BO3) wu
HAallMOHAJIbHBIMH OPraHaMH PETyJIHPOBAHUS I OLEHKHM M YCKOPEHHOM HAlMOHAJIbHOMN
perucTpauu (HapMaleBTUYECKUX MPOAYKTOB M BAKIMH, MPOILIEAIINX MPEIBaApPUTEIIbHYIO
kBamupukanuio BO3" unu B cootBecTBuu c npunokeHueM Nell Cepum Texamueckux
noksianoB BO3, Ne 1010, 2018 roaa "IIpoueaypa COBMECTHOM PErucTpaliii MEXAY TPYIIION
10 MpeIBapUTENbHON OLEeHKe BcemupHoil opranuzauuu 3apaBooxpaneHuss (BO3) u
HAallMOHAJIBHBIMU OpPraHaMH PETyJIMPOBAHUS ISl OLEHKM M YCKOPEHHOW HAIlMOHAJIbHOU
peructpauuu (papmManeBTHYECKUX MPOAYKTOB M BAKLUHUH, OJOOPEHHBIX PETYJIATOPHBIM
OpraHoOM CO CTPOroil peryiasiTopHoi cucremoit (SRA)".";

MYyHKTHI 36 1 37 U3710KUTh B CIEAYIOLIEH peIaKIINu:

"36. Ilocne peructpanuv JOKYMEHTOB, yKa3aHHBIX B myHkTax 28, 29, 30, 31 u 32
HacTosmux [IpaBui mpoBOAUTCS HaYaIbHAs SKCIEPTU3A JIEKAPCTBEHHOIO CPEICTBA:

IIpU TOCYAAPCTBEHHOM PErMCTPALMH, EPEPErNCTpaly, IPU BHECEHUU U3MEHEHUN B

PETUCTPALMOHHOE JIOChE, YCKOPEHHOM peructpanuu - B teuenue 10 (necsats) pabounx qHEl;



IpU COBMECTHOW mpouenype peructpauuu ¢ BO3 (3a HCKIIFOYEHHEM MHPOILETYPHI
MPU3HAHUA) — B CPOK HE MPEBbIAIOMINK 3 (Tpu) paboumx AHS.

B cpoku npoBenieHusi COBMECTHOM mpoueaypsl peructpaunn ¢ BO3 He BXOaUT Bpemsi
nperocTaBieHus AocTyna k oryeram ot BO3.

B ciyuae Hanmuuus 3aMe4aHUl yCIyromnoJydareib ycTpaHser 3aMedyanus B Teyenue 30 (
TPUIIATH) pabOUUX JTHEH.

37. Ilpu HayanbHOW 3KCNEPTU3E JIEKAPCTBEHHOTO CPECTBA MTPOBOJIUTCS OIIEHKA MOJHOTHI,
KOMIUJIEKTHOCTH M TNPAaBUIBHOCTH OGOPMIICHUS JOKYMEHTOB, MPEJACTABICHHBIX
YCIIYrOMnoay4yaTeleM B PErUCTPAllMOHHOM J0ChE€ B OTHOUIEHUU JOKA3aTeIbCTB 0€30MacCHOCTH,
KauecTBa U 3 (PEKTUBHOCTH JICKAPCTBEHHOTO CPECTBA.";

JOTIOJTHUTH MYHKTOM 37-1 clienyromero coaepx aHus:

"37-1. Ilpm 3asBAeHUH HOBOW (HOBBIX) MHPOU3BOJICTBEHHOW IIOMAAKU (
IIPOM3BOICTBEHHBIE IJIOMIAKH) JIEKAPCTBEHHOTO Mpenapara HazHavyaeTcs hapMaleBTuyecKast
MHCIEKLIHUS B TMOPSIAKE M CPOKM mpeaycMoTpeHHble IlpaBunamu mnpoBeAeHHS
(dbapManeBTHUECKUX HMHCIEKIUM 1O HaaiexamuMm (apMarieBTUYeCKUM MpPaKTUKaM,
YTBEPXKACHHBIMU NpUKa3oM MuHuctpa 3apaBooxpanenus PecnyOnuku Kaszaxcran ot 27
aaBapst 2021 roma Ne KP JCM-9 (3apeructpupoBan B PeecTtpe rocygapcTBEHHOU
perucTpaluuu HOpMaTUBHBIX MPaBOBbIX akTOB Noja Ne 22143) (nanee — npuka3 Ne KP ICM-9)
, 32 WCKJIIOYEHHMEeM Hanuuusg ceptudurkara BbimaHHOTO PecnmyOmmkoii Kaszaxctan B
coorBercTBUU ¢ [lpaBunamMu Hamiexamieil NpOW3BOACTBEHHOW NpakTUKKW EBpa3zuiickoro
AKOHOMMYECKOT0 COI03a, yTBepkAeHHbIM Pemennem CoBeta EBpa3uiickoil 53KOHOMHUUYECKOM
komuccuu oT 3 HOsiOpst 2016 roga Ne 77, u ciydaeB MPOBEJCHUSI YCKOPEHHOM SKCIIEPTHU3BI
JIEKapCTBEHHBIX CPEICTB WM IIPU COBMECTHOM npouenype peructpanuu ¢ BO3, a taxxke
MpoIEeAYphl NPU3HAHUS.";

MYHKT 44 U3JI0KUTH B CIEIYIOMIEH PEAAKIUN:

"44. Tlo pe3ynbpTaraM H3y4Y€HHS JTOKYMEHTOB PETrMCTPAIMOHHOTO JIOChE Ha 3Tare
CIELUATU3UPOBAHHON SKCIIEPTU3bl YCIYTrONMoJyyaTeNl0 HAMpPaBIISIeTCs] CBOJHBIN 3ampoc (B
MPOU3BOILHON (opMe) Mo 0e30MacHOCTH, KaueCTBY M A3(P(EKTUBHOCTU JIEKAPCTBEHHOTO
CpeACTBa:

1) mpu rocy1apCTBEHHOM perucTpanuu, B TOM YUCJI€ BHECEHUE U3MEHEHUH, TPEOYIOINX
HOBOM pErucTpanuu, Ipyu MepeperucTpanuu, Npu BHECCHUU U3MEHEHUN B PErUCTPAllMOHHOE
nocke Tuna Ib m tuma II ¢ mpoBeneHueM na0OpPaTOPHBIX HUCHBITAHUN - B TeueHue 60 (
IIECTHICCAT) PadOUNX JTHEH;

2) npu BHECEHUHU U3MEHEHUN B peructpaunonHoe aocbe tTuna IA, tuna Ib u tuna II 6e3
MPOBEICHUSI TAOOPATOPHBIX UCTIHITAHUH - B TeueHue 30 (Tpuanarh) paboynx qHEH;

3) npu YyCKOPEHHOW pEeTucTpaluu JIEKapCTBEHHOTO CPEJCTBA - B TeueHue 35 (Tpuauath
Th) pabovmXx THEH;

4) mpu coBMecTHOU mporeaype peructpauuu ¢ BO3 (3a uckiroueHueM mpoueaypsl
MPU3HAHUA) — B CPOK HE MPEBBIMIAIOIMINNA 5 (MSTh) pabounx JTHEH.



CBonHBIN 3ampoc, BKJIOYas 3aMeYaHusi K oOIel XapaKTepUCTHUKE JICKapCTBEHHOTO
npernapara, MHCTPYKIIMUA 1O MEIUIMHCKOMY MPUMEHEHHUIO JIEKApCTBEHHOrO TMpemnapara (
JMCTOK-BKJIAIBIII), MAKETaM MapKHUPOBKU YIAKOBKHU, 3TUKETOK, CTUKEPOB C MApPKUPOBKOM,
HOPMATHUBHOMY JIOKYMEHTY, 3aBEPEHHBIN MOCPEACTBOM JJIEKTPOHHOU IU(PPOBON MOANMKUCH
HaIpaBJIsAETCs Yepe3 MHPOPMAIMOHHYIO CUCTEMY YCIYTOTOMydaTes o B "TMYHbIN KaOuHET" B
JI€Hb MOJIMCAaHNs UCXOIAILETO 3amnpoca.";

MYHKT 46 U3JI0KUTH B CIEAYIONIEH PEAAKIN:

"46. Ilo pe3ynpTaTaM CHeMaTM3UPOBAHHON IKCIIEPTU3BI B CPOK He npesbimatonuii 10 (
JIECATh) pabo4MX THEW rocyapCTBEHHON SKCIIEPTHON OpraHu3allue COCTaBIsSETCS CBOAHBIM
OTYET DKCIEPTOB IO OIEHKE JIEKAPCTBEHHOTO Mpemnapara mo (GopMe COTJIACHO MPHUII0KEHUIO
20 x nHactosimuM [IpaBusiaM U CBOJHBIM OTYET IKCHEPTOB IO OIIEHKE JIEKAPCTBEHHOTO
npernapara npu U3MEHEHUAX, BHOCUMbBIX B PETUCTPALIMOHHOE JOChE COTJIACHO MPHIIOKEHUIO
21 x HactosiuuMm [IpaBuiiam.

[Ipu skcnepTu3e Mo COBMECTHOU mpoieaype peructpanuu ¢ BO3 (3a uckitoueHuem
OpouUEeaypbl MPU3HAHMS) MO PE3yJbTaTaM CIEUAIU3UPOBAHHON SKCIEPTU3bl B CPOK HE
npeBblatonmi 3 (Tpu) pabounux AHS COCTABISIETCS CBOAHBIM OTYET SKCIEPTOB MO OLEHKE
JIEKapCTBEHHOTO Tpenaparta no Gopme coriacHo npuiiokeruto 20 k HacTosimuM [IpaBunam u
CBOJIHBIM OTYET JKCIEPTOB IO OIIEHKE JICKAPCTBEHHOTO IIpernapara MNpu HU3MEHEHHSX,
BHOCHMBIX B PETUCTPALMOHHOE JOChE COTJacHO Mpuiioxkenuto 21 k HacrtosiuuM [IpaBunam.";

MYyHKTHI 48 1 49 U3710KUTh B CIEAYIOLIEH peIaKIvu:

"48. B ciiydyae BbIHECEHHSI OTPULATEIBHOTO CBOJAHOTO OTYETAa MO OCHOBAHUSIM,
yKa3aHHbIM B MyHKTe 47 HacTosimux [IpaBui, rocygapcTBeHHas SKCIIEpTHAS] OpraHu3anus He
no3aHee 4eM 3a 3 (Tpu) paOouyux AHS, a OPU IKCIEPTU3E MO COBMECTHON Mpoleaype
peructpanuu ¢ BO3 (3a uckiiroueHreM nporeyphbl Ipu3HaHus) He 1Mo3/Hee yeM 3a 1 (oauH)
pabouuii AeHb /10 3aBEPIICHUS CPOKA OKA3aHMSI TOCYIaPCTBEHHOMN YCIyTH COTJIACHO CTaThe 73
AIITIK PK HampaBisieT ycayTronony4daTeNio YBEJJOMICHHE O TIPEIBAPUTEILHOM PEIICHUH 00
OTKa3e B OKa3aHUM roCyJapCTBEHHOM yCIyru (B IPOU3BOJILHON (popMe), a TaKKe BpEMEHHU U
MECT€ NPOBEACHUS 3acCHyLIMBAaHUS JJISI BO3MOXKHOCTH BBIPA3UTh YCIYTONOJYyYaTeNlro
NO3UIMIO N0 TpeABApUTEIbHOMY pemreHuto. IIpounenypa 3aciymuBaHus TPOBOAUTCS B
cootBeTcTBHM O crarbent 73 AIIIIK PK.

Pe3ynpTarhl CBOAHOTO OTYETA HKCIEPTOB IO OLEHKE JEKAPCTBEHHOI'O Ipenapara C
OTPUIATENILHBIM PEIICHUEM MU MaTepHuajbl PETrUCTPAIMOHHOTO JI0ChE HAINpPaBIISIIOTCS B
OKCIEPTHBIN COBET ISl IPUHATHS PELICHUS.

DOKCHEPTHBIM COBET paccMaTpUBAET IMOCTYIHUBIIME MaTepUalIbl €KEMECSYHO, U
pEe3yJIbTaThl PELICHHS C YKa3aHUEM MPUYUH HAIMPABIISIIOTCS 3asiBUTEIIO B T€UeHHE S5 (IITh)
pabouux JHeN MOoCpeICTBOM HH(OPMAITMOHHON CUCTEMBI YIIOJTHOMOYEHHOT'O OpTaHa.

[Ipu sxcnepTu3e Mo COBMECTHOU mpoieaype peructpanuu ¢ BO3 (3a uckitoueHnem
IpoLeAYphl TMPU3HAHUS) pPe3yibTaThl PEHICHUS C yKa3aHWEeM IMPUYUH HaIpaBIsSIOTCA



YCIIYTOIMOIY4YaTe0 MOCPEACTBOM U(PPOBON CUCTEMBbI YIIOJIHOMOUYEHHOTO OpPTaHa B TEUCHHE
2 (nBa) pabo4MX JTHEM.

49. I1o pe3ynpTaram DKCIEPTHOTO COBETA rOCyAapCTBEHHAS SKCIIEPTHASL OpraHu3anus B
TedeHue S5 (mATh) paboumx JHEH MOMOJIHSAET CBOJHBIA OTYET HKCIIEPTOB MO OIICHKE
JIEKapCTBEHHOTO Tpemnapara no Gopme cormacHo npuwiokeruto 20 k HacTosimuM [IpaBmnam u
CBOJIHBIM OTYET JIKCHEPTOB IO OLIEHKE JIEKAPCTBEHHOTO Ipernapara Npu HU3MEHEHHSX,
BHOCUMBIX B PETUCTPALMOHHOE JIOChE COTJIACHO MPUIOKEeHUIO 21 k HacTosinuM [IpaBuiiam.

[Ipu coBmecTHO# mponeaype peructpanuu ¢ BO3 (3a uckiItoueHHEM MPOIEaypPhl
MPU3HAHMS) TOCYJapCTBEHHAs dKCIEepTHAs opranuzanus B TedeHue 1 (oauH) pabodero aHs
JIOTIONTHSET CBOJHBIM OTYET SKCIEPTOB IO OICHKE JICKAPCTBEHHOTO Mpernapara mo Gopme
coryiacHO nipuiioxkennto 20 K HactosiuM [IpaBuiiam u CBOAHBIN OTYET SKCIEPTOB IO OLEHKE
JICKapCTBEHHOTO Mpenapara Npyu H3MEHEHHSX, BHOCHUMBIX B PETHCTPALIMOHHOE JOCHE
corjlacHo npuioxenuto 21 k HacrosmuMm [IpaBunam.

B oTryere 3KcnepToB MO OLEHKE JIEKAPCTBEHHOTO IIPENaparTa OTPAXKAKOTCS BCE aCIEKTHI
6e3omacHOCTH, KauecTBa U 3 (PEKTUBHOCTH JIEKApCTBEHHOTO Mpernaparta.";

NOAMYHKT 3) MyHKTa 64 U3J0KUTH B CIEAYIOIIEH pelaKIuu:

"3) coBmecTHOM nponeaype peructpanuu ¢ BO3 u npouenyps! npusHanus;";

MYHKT 71 U3II0XKUTH B CIEAYIONMIEH PEAAKIUN:

"71. T'ocynapcTBeHHasi SKCIIEpTHAST OpTaHU3alMs MTPOBOAUT CBEPKY MPEICTaBICHHOU
uH(pOpMAIMK YCIIyTOMOIyYaTeNIeM, a TakyKe MPHU BbISIBIEHUH HECOOTBETCTBUSI KOPPEKTUPYET
3aHECEHHBIE JaHHbIE U OOHOBIISIET UTOTOBBIE JJOKYMEHTHI:

IIPU TOCYIapCTBEHHOM PErvuCTpallii, B TOM YUCJIE BHECEHHUE M3MEHEHUMN, TPeOyIoImmX
HOBOW PETUCTpALUH, IPU MIEPEPETUCTPALMHA, IPU BHECEHUH U3MEHEHUN B PETUCTPALIMOHHOE -
B CPOK HE mpeBblaronui 3 (Tpu) pabouux THEw;

IIPU YCKOPEHHOM PErMCTpalMU JIEKAPCTBEHHOIO CPEICTBA U P COBMECTHOM IPOLIEAYpE
peructpanuu ¢ BO3 (3a uckiiroueHueM npoueaypbl NpUu3HaHus) — B CPOK HE MPEBBIIIAIOIINAN
1 (opun) pabounii neup.";

IIYHKT 72 U3JI0KUTH B CIEAYIOLIEN PEAAKIINN:

"72. Ilo pe3yibTaraM NPOBEAEHHON HKCIEPTU3bl JEKAPCTBEHHOIO CpEACTBA
roCyJapCTBEHHAsl 3KCIEpPTHAas OpraHu3alMs COCTaBIISIET 3aKJIIOYEHHE O O€30MacHOCTH,
KauecTBe U 3(P(PEKTUBHOCTU JEKAPCTBEHHOI'O CPENICTBA, 3asABICHHOTO HA SKCIEPTHU3Y
COTJIaCHO MpUJIOKEHUI0 25 Kk HactosmuM IlpaBunaM u 3akiodyeHue o0 OE€30MacHOCTH,
KadecTBe M A(DPEKTUBHOCTU JEKAPCTBEHHOTO CPEJICTBA, 3asABICHHOTO Ha JKCIEPTHU3Y
W3MEHEHUM, BHOCUMBIX B PETUCTPAIMOHHOE JOCHE COTJIACHO MPUIIOKEHHIO 26 K HACTOSIIIUM
[IpaBunam:

pU TOCYIapCTBEHHOM PErucTpalii, B TOM YUCJIE BHECEHHUE M3MEHEHUM, TPeOyIoImmX
HOBOW PEruCTpaLuU, NP NMEPEPETUCTPALNY, IPU BHECEHUU U3MEHEHHUIN B PETUCTPALIMOHHOE
nocke tuna [A, tuma Ib u tuna Il ¢ mpoBeaeHrneM 1a00paTOPHBIX UCIIBITAHUMN, TIPH BHECEHUHU
M3MEHEHHI B peructpanuoHHoe nocbe Ttumna IA, tuna Ib u tuna Il 6e3 mpoBeneHus



71a00paTOPHBIX UCTIBITAHUN, MPU YCKOPEHHOW PETHUCTpAIlMU JIEKAPCTBEHHOTO CPENICTBA - B
CPOK HE MpeBbIaonuil 7 (ceMb) pabouux JHEH;

IpU COBMECTHOM mpoueaype peructpauuu ¢ BO3 (3a HCKIIIOUEHHEM MHPOIETYPHI
NpU3HAHUS) — B CPOK HE IpeBblatomuid 1 (oguH) pabouunit aeHs.";

NOAMYHKT 2) myHKTa 80 UCKIIIOUUTD;

MOAMYHKT 2) MyHKTa 82 UCKJIIOUUTB;

MOAMYHKT 2) MyHKTa 83 UCKJIIOUUTD;

NOAMYHKT 4) MyHKTa 87 UCKIIIOUUTb;

a63an nepbid myHkTa 105 U3710KUTh B CIEAYIOIEH peaaKIUu:

"105. ®opmupoBanue npenenbHbix 1eH B pamkax 'OBMII u (uin) B cucreme OCMC nHa
JIC npoBomutcs B HWHGPOPMAIMOHHOW CHCTEME YIIOJHOMOYEHHOTO OpraHa myTeM
aBTOMATHUYECKOTO JTOOABJICHUS K 3apETUCTPUPOBAHHON 11eHe HarleHkHu B pamkax ['OBMII u (
win) B cucteMe OCMC, nuddepeHunpoBaHHON UCXO/I U3 BEJIMYMHBI 3apETUCTPUPOBAHHOMN
LICHBI MPOU3BOMUTENS 3a €AUHULYY U3MEPEHUS U COCTABIISIIOT:

NoANyHKT 4) nmyHkTa 117 U3710KUTh B CIEAYIOIIEH peaaKIuu:

"4) oOpa3upl MEIUIIMHCKOTO W3S, MOJJIekKAIIETO JTaOOpaTOPHBIM HCIBITAHUSIM,
CTaHJapTHBIE 00pa3Ibl XUMUUECKUX BEIIECTB, TECT-IITAMMOB MUKPOOPTAHU3MOB, KYJIbTYpP
KJIETOK, CHEeIU(PUUECKHUX pPEareHTOB, PAaCXOJHBIX MaTEpUATIOB, HEOOXOJAUMBIX IS
BOCIIPOM3BOJAUMOCTH METOJHMK J1TA0OPATOPHBIX HCIBITAHUN MEIUIIMHCKOTO W3JCNIHs B
KOJIMYECTBaX, JOCTATOUHBIX ISl TPEXKPATHBIX HUCIBITAHUNA U BEPUPUKALMHU aHATUTHUECKUX
METOJIMK KOHTPOJIS Ka4eCTBa, C OCTATOYHBIM CPOKOM TOJTHOCTU HE MEHEE IIECTU MECSIIEB C
COOJIIOICHUEM YCIIOBUM XpaHEHUS W TPAHCHOPTUPOBKH, €CJIM HWHOE HE MPEITyCMOTPEHO
JOKYMEHTaMU IO Kauye€CTBY MPOU3BOAUTEIS, B COOTBETCTBUM C MPUIIOKEHUEM 38 K
HactosuM [IpaBunam yciayromnoiydarensb MpeoCTaBiIsIET B TeUeHue 2 (J1Ba) pabouux THen
CO JHSA TOCTYIUICHUS] JOKYMEHTOB M MAaTepHajoB Ha CIEIUATU3UPOBAHHYIO SKCIIEPTHU3Y
MEJIUIIMHCKOTO M3JIEIUsl HApOUHO Mo akTy npuema-nepenayu B 11O3u/lO rocynapcTBeHHOI
DKCHEPTHOW OpraHu3aluu.";

nyHKT 119 u3noxurs B cnenyromen peaakuym:

"119. B mepuon wiu 10 NPOBEACHUS SKCIEPTU3bI MEAUIIMHCKOTO H3ACIUS
yCIyronojayyarelib NPUHUMAET MEpbhl MO OpPraHu3ald W MPOBEICHUIO HHCIEKIHU
MEIULMHCKOTO M3JEIUs B MOPSAJKE U Cllydasix IpeaycMoTpeHHbIX [IpaBuiamu nmpoBeaeHus
MHCIEKIUNA MEAUUMHCKUX U3JeNIHUH, YTBEPXKJACHHBIMH MpuUKazoM MuHuUCTpa
3npaBooxpaHenus Pecry6aukn Kazaxcran ot 23 nexadbps 2020 roga Ne KP JICM-315/2020 (
3aperucTpupoBaH B PeecTpe rocyapcTBEHHON perucTpanyy HOPMaTUBHBIX MPABOBBIX aKTOB
o Ne 21898) (nmanee - mpuka3z KP JICM-315/2020) B OTHOIIEHUH MEIUITMHCKOT'O W3CIIHS
2a (cTepwiibHOT0), 20 U 3 KJIaCCOB MOTEHIIMATIBLHOTO PUCKA €ro MPUMEHEHHS MPOU3BOJICTBA
pacnojgoXeHHoro 3a npeaenamu Pecriyonuku KazaxcraH, a Takxke MEIUIIMHCKOTO W3JCNHS
BHE 3aBHCUMOCTH OT KJjlacCca MEAUIMHCKOIO HU3IEIUs MPOU3BOACTBA PACIOI0KEHHOIO HA
teppuropun PecnyOnuku Kazaxcras.



B ciydae monoXKHUTENbHOTO pe3yJibTaTa WHCHEKUUM MEIHIUHCKUX HU3IEIHil,
yCIyromnojydaTeiab MPEeAOCTaBISET OTUET O pe3yJibTaTaX HHCIEKIIMU TPOU3BOJICTBA
MEUITMHCKOTO U3/ 1o ¢popme ycranoBiaeHHoM npukazom KP JICM-315/2020, coriacHo
npuioxkenuto 29 k HacrosiuM [IpaBunam.

[Ipu npoBeIcHUH YCKOPEHHOM 3KCIEPTU3bI MEAUITMHCKOTO U3/ICIIHS WM IIPU SKCIIEPTU3E
MEIUIMHCKOTO H3ENHsI, UMEIOIIETO CepTUPUKATHI PETYISITOPHBIX opraHoB EBpomneiickoit
komuccun B Epomneiickom Coro3ze (CE marking) unu Mexaynapoanoro dopyma
perynstopoB meaunmackux wuigenudt (IMDRF) co cnemyromumu ero ocHoOBaTeIsIMH
CTpaHaMu — yupenurensiMu — ABctpanus, bpasunus, EBponerickuii Coro3, Kanana, CIIIA,
SAnonus (manee — peryysITOPHbIE OpraHbl CO CTPOTOW PEryisiTOPHOM CHUCTEMOW) WU
MEJIUIIMHCKUX M3AeIni npekBauduipoBanubix BO3 HHCTIEKIMSA METUIIMHCKUX U3/ICIIUNA HE
Ha3HAYaEeTCsl, a YCIYyromoJiydyarejleM HE€ NPEeIOCTaBISAECTCS MOJO0XKHUTEIbHBI OTYET O
pe3yJibTaTax HMHCIEKUWH TPOU3BOACTBA MEIWUIMHCKOTO H3JENUs, NPELyCMOTPEHHOTO B
nyHkre 37 npunoxxenus 28 [IpaBuil.

[Ipu sKcniepTH3e MEIULIMHCKOTO U3JETUs, TPOU3BEIECHHOIO U 3apETUCTPUPOBAHHOTO
PEryJSTOPHBIMU OpraHaMu CO CTPOTOW PETYJIATOPHOM CHUCTEMOHN YCIyromnoJiydarelib B
JNOMOJIHEHUE K JOKYMEHTaM yKa3aHHbIM B NOANyHKTax 1) - 3) mynkra 117 IlpaBun
MIPE0CTaBIsAeT HOTAPUATBHO 3aCBUJICTEIILCTBOBAHHBIN CePTUDUKAT PETYISATOPHBIX OPraHOB
CO CTPOTOH PETYIATOPHON CHCTEMOM, Il MEAUITMHCKUX U3ICIUI MPEeKBATU(PUITIPOBAHHBIX
BO3 mnpenocraBisiercss IOKYMEHT NOATBEpKAamomuid ux mnpekBanudukanuo BO3,
yKa3aHHbIE JOKYMEHTBI MPEJAOCTABISIOTCA B COOTBETCTBUM C MEXKIYHAPOIHBIMH HOPMaMHU
3aBEpEeHMsI © HOPMaMU 3aBepeHUs yCcTaHOBJIEHHBbIMU B PecnyOnuke Kazaxcran.";

MyHKTHI 127 1 128 U310KUTH B CIEAYIOUIEH PEIAKIINN:

"127. YckopeHHas dKCTePTU3a MEIUIIMHCKUX U3CIUNA OCYIIECTBISAECTCS B CICIYIOIIUX
Cydasx:

1) npu nepeperucTpau MEIUIUHCKOTO U3EIHS;

2) MO peIICHUI0 YIOJHOMOYEHHOT'0 OpraHa B 00JIaCTH 3JpaBOOXPAHCHUS B CIIydasx
BOCHHBIX JIEMCTBUM U JTUKBUJALMU UX TMOCIEICTBUN, BOBHUKHOBEHUS, MPEAYIPEKICHUS U
JUKBUJAIMUA TOCHEACTBUM YpPE3BBIYAMHBIX CUTyallHil, YTPO3bl BO3HUKHOBEHHS,
pacrnpoCcTpaHEeHHs] HOBBIX 0CO00 OMacHbIX MH(MEKIMOHHBIX 3a00JIeBaHUN U JTUKBUJALINU UX
MMOCJICJICTBHH;

3) mpu 3KCNepTU3e MEIUIIMHCKOTO U3JEIusl, TPOU3BEACHHOIO U 3apETUCTPUPOBAHHOTO
PETYIATOPHBIMUA OPraHaMH CO CTPOTOU PEryIATOPHON CUCTEMOM.

[Ipu momade 3asBJICHUS HA SKCIEPTU3Y MEIUIIMHCKOTO MU3JEHUs, YCIYronoiaydaTeib
npujaraetT JOKyMEHT, OOOCHOBBIBAIOIIMN MTPUMEHEHHE TMPOIEAYPhl YCKOPEHHOU
pErucTpanuu.

[Tpu mpoBeneHnH YCKOPEHHOM IKCIIEPTU3BI HE CHUKAIOTCS TpeOOBaHUS K O€30MacHOCTH,
KayecTBY ¥ 3PPEKTUBHOCTU METUIIUHCKUX U3/ICTUH.



[Ipu HacTymueHuH ciaydasi, MPelyCMOTPEHHOTO B MOAIMYHKTE 2) HACTOSIIEr0 MyHKTa
[IpaBun, penieHue yrnoaiHOMOYEHHOTO OopraHa B 00JIaCTH 3/ipaBOOXPAHEHHUS 110 YCKOPEHHON
KCHEpPTHU3E BBIJAACTCS HAa MEAMIMHCKOE M3JeNHe C YyKa3aHueM MOAPOOHOro
MOTHBUPOBAHHOI'O OCHOBAHUS U CPOKaA JIEUCTBUSI BBITAHHOTO pellIeHus.";

IYHKT 128 U3710KUTH B CIENYIOLIEN PEAAKIIVN:

"128. Ilocne peructpanuu JOKYMEHTOB, YKa3aHHBIX B myHKTax 117 wim 121 nacrosmmx
[IpaBun B MH(POPMALMOHHON CHCTEME YNOJHOMOYEHHOIO OpraHa, MPOBOAMUTCS HayajabHas
AKCIIEPTU3A MEIMIIMHCKOTO U3ENNsI B CPOK He mpeBbimaromuii 10 (necsats) pabounx gHE.

HavanpHast skcniepTr3a MEAMIMHCKOTO U3JENUs MPU YCKOPEHHOW IKCHEPTH3E WU
DKCHEPTHU3€ MEIULMHCKOTO H3JENIUs, IPOU3BEIEHHOIO M 3aperucTPUPOBAHHOIO
PEryJIATOPHBIMU OpraHaMH CO CTPOTOM PEryJIsTOPHOW CHCTEMOU MPOBOIUTCS B CPOK HE
MPEBBIMIAIINNA 5 (TI5ITh) pabounx THEH.";

B myHKTe 137:

MOAMYHKT 3) U3JI0XKUTh B CIAEAYIONIEN peaaKIuu:

"3) mpu 3KCHEepTU3E MEAUIIMHCKOTO U3JEIUs, POU3BEICHHOTO U 3apEruCTPUPOBAHHOIO
PEryJIATOPHBIMU OpraHaMU CO CTPOrOil PeryjasTOpHOM cucTemMoil — B TeueHue S5 (TIATh)
pabouux mHen.";

YacTh BTOPYIO U3JIOKUTH B CIETYIOUIEH peaKIINN:

"3ampoc ¢ 3aMeYaHUsIMH, yI0CTOBEPEHHBIN AIEKTPOHHON MU(PPOBON MOIUCHIO, B JICHD
€ro MOJIMUCAHUS HAIMpPAaBISETCS YCIYTONOJdydaTedato B €ro "IWyHbId KaOuHeT" uepes
UH(GOPMAIIMOHHYIO CUCTEMY YIIOJTHOMOUYEHHOTO OpraHa.";

4acTh BTOPYIO MyHKTa 140 U370KUTH B CIEAYIOLIEN PEAAKIINN:

"I[Ipu skcriepTU3e MEIUIIMHCKOTO U3/EIHUs], TPOU3BEACHHOTO U 3apETUCTPUPOBAHHOIO
PETYJIITOPHBIMU OpPTaHaMH CO CTPOTOM PEryJIATOPHOM CHUCTEMOW YBEIOMJECHUE O
MIpeIBaPUTEIILHOM pEUIEHUU 00 OTKa3€ B MPOBEACHUU SKCHEPTU3bI MEAUIIMHCKOTO U3AEHs (
B IIPOM3BOJIBHON (hOpME CO CCHUIKOM Ha HOPMBI 3aKoHOAaTenbcTBa PecmyOonmku Kaszaxcran,
HapylI€HWE KOTOPBIX MOCIYXKUJIO OCHOBAaHMEM JJIsI €r0 BBIHECEHHUs) HampaBisieTcs
YCIYTONOJy4YaTel0 TOCyAapCTBEHHONW H3KCHEPTHOM OpraHu3alued MoCpeaCTBOM
MH(GOPMAIIMOHHON CUCTEMBI YITOJIHOMOYEHHOI'0 Oprana B reueHue 1 (oaun) padboyero ans.";

4acTh TPETHIO MYHKTA 141 U310KUTH B CIEAYIOMIEN PENAKIIAN:

"Pe3ynbTaThl pacCMOTPEHUSI DKCIEPTHOIO COBETA B OTHOIIEHUN MATEPUAJIOB SKCIIEPTU3BI
MEJULMHCKOTO W3JeNHs], MPOU3BEAEHHOIO M 3apEerHCTPUPOBAHHOTO PETYISTOPHBIMU
OpraHaMHU CO CTPOTOM PETYJISITOPHOM CHUCTEMOW HAMPABJISIOTCS YCIYTONOJIYy4aTeto
rocyJapCTBEHHON AKCIIEPTHOM opranu3anueil B teuenue 1 (oaun) padodero nH4.";

4acTh BTOPYIO IMyHKTa 142 U3II0KUTH B CIEIYIONIEH pelaKIuu:

"ITomOKUTENBHBIA OTUET CHENUATN3UPOBAHHON SKCIIEPTU3bl MEIUIIMHCKOTO HU3IEIUs,
MPOU3BEICHHOTO U 3aperuCTPUPOBAHHOTO PETYISTOPHBIMU OpraHaMH CO CTPOroi
PETYJISTOPHOMN CUCTEMOM COCTaBJIsIETCSl B CPOK He mo3anee 1 (oguH) pabouero qHs.";

NYHKT 144 U310KUTh B CIEAYIOLIEN PEAAKIIVN:



"144. JlabopaTopHbIe UCTIBITAHHUS 00PA3II0B MEAUITUTHCKOTO U3JENIHS OCYIIECTBISIOTCS B
UCIIBITATEIbHBIX JTA0OPATOPUSAX TOCYAAPCTBEHHOM 3KCIEPTHOW OpraHu3allid B CPOK HE
npesblmatomuii 40 (copok) pabounx AHEHN O JHS MOCTYIUICHUS] JOKYMEHTOB U MaTepUalioB,
yKa3aHHbIX B NyHKTe 132 wHactosmux [IpaBun Ha mpoBeneHHE CIeUATU3UPOBAHHON
AKCHEPTU3bI METUIIMHCKOTO U3Aeus.";

NOANMYHKT 4) myHKTa 147 U3I0XKUTH B CIEAYIOEH pelaKIu:

"4) yCKOpPEHHOW HKCIEpPTU3E€ MEIUIMHCKOTO H3JeNUs, B TOM UHCIE IKCIEPTU3E
MEIUIUHCKOTO HW3JENUsl, MPOU3BEACHHOTO U 3apETUCTPUPOBAHHOIO PETYISATOPHBIMU
OpraHaMH CO CTPOTOU PETryJIATOPHON CUCTEMOM.";

MNOAMYHKT 2) MyHKTa 157 U310KUTH B CIEAYIOMIEH peIaKIIUN:

"2) mpu yCKOPEHHOM SKCHEPTU3E MEIUIMHCKOTO M3JENHS, & TAKKE MPU IKCIEPTU3E
MEIUIMHCKOTO HW3JeNUsl, MPOU3BEACHHOTO U 3apETUCTPUPOBAHHOIO PETYISTOPHBIMU
OpraHaMH CO CTPOTOH PETYJISITOPHON CUCTEMOM — B CPOK HE MPEBBIMAIOIMIMN S5 (TIAThH)
pabounx qHEn.";

MOAMYHKT 2) myHKTa 158 U3710KUTh B CIEAYIONIECH peIaKIUu:

"2) mpu KCHEePTU3E MEAUITUMHCKOTO U3JIEIusl, MPOU3BEICHHOTO U 3apErUCTPUPOBAHHOIO
PETYIATOPHBIMUA OPTraHaMU CO CTPOTOU PETYJIATOPHOU CUCTEMOM — B CPOK HE ITPEBBILIAIOIINMI
2 (nBa) paboumx AaHs.";

MpUJIOkKEeHUE 2 K yKazaHHbIM [IpaBuiaM HM3JIOKHUTh B HOBOM peJaKIMHU COTIJIACHO
IPWIOKEHHIO K HACTOSIIIEMY MPHKA3Yy;

B npuiiokeHuu 14 k ykasanueim [IpaBuiiam:

NyHKT 17 npuinoxxeHust 14 U3J10KUTh B CIEIYIOLIEH pelaKIUu:

"17. YckopeHHas 3KCnepTr3a JISKApCTBEHHOTO CPEJCTBA

[Ipu mpoBeneHnn YCKOPEHHOM IKCIIEPTU3bI HE CHUXKAIOTCS TpeOoBaHUs K O€30MacHOCTH,
KauecTBY U 2(P(HEKTUBHOCTH JICKAPCTBEHHBIX CPE/ICTB.

1) YckopeHHas skcniepTr3a JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISAETCS MO PEMICHUIO
YIIOJIJHOMOYEHHOI'O0 OpraHa U IPOBOJUTCS B CIy4asX:

peHA3HAYEHUS JICKAPCTBEHHBIX CPEACTB I PO IIIAKTUKH, JICUCHHS, TUAaTHOCTHKA
peaKuX 3a00JIEBaAHMI;

BO3HUKHOBEHUS U YCTPAHEHUM MOCIEICTBUN AMUJEMUU, NaHIEMUU HUH(EKIIMOHHBIX
3a0o0sieBaHUM (JIEeKapCTBEHHBIE MIPEMapaThl ITUOMATOI€HETHUECKOM Teparuu, MPUMEHsIEMbIe B
AKCTPEHHBIX CUTYaIIUSIX B OTBET Ha YTPO3bI 3/I0POBBIO0 HaceIeHUs (TaHIEMHUH) U BKIIFOUCHHBIC
B KJIMHUYECKHE MPOTOKOJIbI JICUCHHUS;

BOEHHBIX JICCTBUM U JIMKBUJIAIIMHU UX MOCIEICTBUN, BOSHUKHOBEHUS, IPEAYTIPEKICHUSI U
JUKBUJAIMUA TOCHEACTBUI 4YpE3BBIYAMHBIX CUTyallUil, YTpo3bl BO3HUKHOBEHHS,
pacnpoCcTpaHEHUs. HOBBIX 0CO00 OMACHBIX MH(PEKIIMOHHBIX 3a00JIEBAHUI U JIUKBUJALUN UX
MOCJICACTBUH;



NpeIHa3HAUYCHUS JICKAPCTBEHHOrO Ipenapara, HHOCTPAHHOTO MPOU3BOAUTENS, s
TpaHc(epa TEXHOJOTHI Ha MPOW3BOACTBEHHYIO IUIOIIAJKY Ha TeppuTopuu PecmyOnuku
KazaxcraH.

2) B paMKax COBMECTHOM IpPOLEIypbl pErUCTpalliU JeKapCcTBEHHOro cpeactBa ¢ BO3
WU TIPOTIEAYPHI MpeKBaMMpUKAIINU JIeKapcTBEHHOTO cpencTtBa BO3 u ocymecTBiseTcs B
cooTBeTcTBUU ¢ TipunoxenreM 8§ Cepun Texuuueckux noknanoB BO3, Ne 996, 2016 roxa "
IIpouenypa COBMECTHOW pErucTpanuyu MEXKAYy TPYNION MO MPEABAPUTEIBHOM OLIEHKE
BcemupHoii opranuzanuu 3apaBooxpaHeHus (BO3) u HaumoHalbHBIMH OpraHaMu
peryJIMpoBaHus 1JIS OLICHKU U YCKOPEHHON HaIlMOHAJILHOU perucTpanuu (papmarneBTUUeCKuX
NPOAYKTOB M BaKIWH, MPOMIEAIINX NpeABapuTeabHy0 kpanudpukanuio BO3" u
npuioxenuem 11 Cepum Texnmueckux goxiagoB BO3, Ne 1010, 2018 roma "IIpouenypa
COBMECTHOM PETrUCTPallUd U YCKOPEHHOM 3KCIEPTU3BI JICKAPCTBEHHBIX MPENApaTOB U BaKIIMH,
MPOIIEIINX OIIEHKY CTpaH co cTporoi perynstopHoi cuctemoit”" (CRP SRA);

3) myTeM npu3HaHUS JEKAaPCTBEHHBIX CPEJICTB, MPOU3BEICHHBIX U OJOOPEHHBIX CTpaHaAMU
(CIIA, BenukobOpuranus, Espomnelickuii coro3, IIeeinapusi, Pecnybnuka Kopes,
CaynoBckass ApaBus u Cunranyp, Kanaga, Smnonuss u ABcTpanus) C CHJIbHBIMU
PEryJIATOPHBIMU OpraHamu, obnanmatomumu 4-ypoBHeM 3penoctu (Maturity Level 4) mo
['mobanbHOMYy HHCTpyMEHTY cpaBHUTENbHOM onieHkH (Global Benchmarking Tool) BO3.

Hactosiee nmpuiokeHUe paclnpoCTpPaHSETCSl TAKXKE Ha JICKAPCTBEHHBIE CPEJCTBA,
HAXOJSIIIUECS Ha 3TAle SKCIEPTHBIX paboT 0 BCTYIUIEHUS B cuily HacTosimux [IpaBun.".

2. Komurery MEOUIMHCKOTO U (papMarieBTUUECKOTO KOHTpossi MuHHCTEpCTBa
3npaBooxpaneHuss PecnyOnuku KazaxctaH B yCTaHOBIEHHOM 3aKOHOAATEIbCTBOM
Pecny6ninku Ka3zaxcran nopsiike 00ecnevyuTs:

1) pa3MelnieHue HacTOSIIEro MpHKa3a Ha MHTEPHET — pecypce MwuHucTEpCcTBa
3npaBooxpaHenus Pecnybnuku Kazaxcran nocie ero opuiuaibHOro onyOJuKOBaHNUS,

2) B T€UEHHUE MATH KAICHAAPHBIX JTHEH CO JHS YTBEPKICHUS HACTOSIIETO COBMECTHOTO
npuKa3a HampaBiieHMe B PecnyOinkaHckoe rocyaapCTBEHHOE MpEeANpHusiTUE Ha IpaBe
X03SMCTBEHHOTO BeeHus "MHCTUTYT 3aKOHONIATENbhbTBA M TMPaBaBOW HWHGOpPMAINHU
Pecny6onukun Kazaxcran" MunucrepctBa roctuiiuu PecnyOnuku Kazaxcran mins
o(QUIMATIBHOTO OMNYyOJMKOBAHUS M BKIIOYEHUS B OTAJIOHHBIA KOHTPOJBHBIM OaHK
HOpPMAaTHBHBIX MPaBOBBIX akTOB Pecryonuku KazaxcraHn.

3. KoHTpoJsib 32 MCHOJHEHUEM HACTOSIIEI0 COBMECTHOIO IMpPHKa3a BO3JOXHUTH Ha
KypHUPYIOILIET0 BUIE — MUHUCTpA 37jpaBooxpanenus Pecnyonmku Kazaxcran u Kypupyromero
BUIIE — MUHUCTpPa UCKYCCTBEHHOTO MHTEJIJIEKTa U IiudpoBoro pazputus PK.

4. HacTosAmuii COBMECTHBIA TpPHKa3 BBOJUTCS B JCUCTBHUE CO JHS €ro MEpBOTO
O(pUIIMATIBLHOTO OMYOJIMKOBAHUSA, PACTIPOCTPAHSIETCS HA MPaBOOTHOLIEHHUS, BO3HUKIINE C 1
utons 2026 roga u aeiicrByet no 31 gexadbps 2026 roxa.



3amectutens Ilpembep-Munuctpa — Munuctp HcnomHsomui 00s13aHHOCTH MUHHCTpA
MCKYCCTBEHHOT'O HMHTEJUIEKTa M IU(PPOBOTO pa3BUTHs 31apaBooxpaHeHus: Pecydimkn Kazaxcran
Pecnyonmkn Kazaxcran K. Manues T. Cynranraszues

[Ipunoxenue k npuKazy
3amecturens [Ipembep-MunucTpa
— MUHHCTpP HCKYCCTBEHHOTO
WHTEIUIEKTa ¥ HU(POBOTO
pasButms Pecniy6imkn Kazaxcran
ot 3 wrons 2026 roma Ne 385/HK
u Vcnonusomuii 00513aHHOCTH
MHHHUCTpPA 3/]paBOOXPAHEHUS
Pecny6nmkn Kazaxcran
ot 30 urons 2026 roma Ne 71
[punoxenne 2 k npaBUIaM
perucTparuu JeKapCcTBEHHbIX
CPEACTB ¥ MEJULIUHCKUX
U3JeNui 0 NPUHLUITY
"eIMHOTO OKHA"
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3asgBieHHE Ha IIPOBEACHHUE IKCIICPTHU3EI, I‘OCYI[aPCTBeHHOﬁ PETUCTpanuH, MCPEPETHCTPALIHHA,
BHCCCHHA W3MCHCHHUM B PETHCTPAITHOHHOC AOCHC MCAUITUHCKOI'O U30CIIHA
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Jlannbie

s Yenyronomyu oo
aTenp JOBEpeH
HOCTH
20 V3MeHeHHs, BHOCUMBIC B PETHCTPAIMOHHOE JOChE (3aMOMHIIOTCS MIPH TUIIC 3aIBKH — BHECCHUE U3MCHCHMIA)
" (ykasaTh BHOCUMBIE M3MEHEHHMS)
Ne  Penakims 1o BHECEHUS U3MEHEHUN BHocuMble n3MeHEHU
21. JlaHHBIE TIO JOTOBOPY HA MPOBEACHUE KCIIEPTU3EI MEIUIIMHCKOTO U3ICITUS
I. Ne moroBopa Ha MPOBEACHNE SKCIIEPTU3HI MEAUIIMHCKOTO U3IEITHS
2. Jara 3akmtoueHus
3. Cpok nericTBus
22. CyOBeKT, OCYIIECTRIIAIONIHI OIJIATy 3a MPOBEACHUE IKCIIEPTU3bI MEAUIIMHCKOTO U3CITHUS
1. HaumeHoBaHHE I0PHINYECKOTO JIHIIA
2. Crtpana
3. IOpunuueckuit anpec
4. DaKkTHYECKHH aapec
5. @.1.0. (npu ero HaNU4MM)
6. Temedpon
7. ®dakc
8. ONEeKTPOHHBIN azipec
9. Busnec-uneHTHUKAIMOHHBIA HOMEP
10. WNuauBuyanbHEI HACHTU(PUKAIIMOHHEIN HOMEP
11. Bank
12. Pacuernslit cuer
13. BamtoTHsrit cuer
14. Kon
15. BaHkoBCKUi HOCHTH(HUKAITMOHHBIN KO
VYeayrononyyarens:

l'apanTupylo: ROCTOBEPHOCT HMH(MOPMALMH, aJeKBATHOCTh IIEPEBOJOB METOAUK KOHTPOJS KauyecTsa,
AKCIUTYaTaIllMOHHOTO JOKYMEHTa, MHCTPYKIUH MO MEIUIIMHCKOMY MPUMEHEHHUIO MEIUIIMHCKOI'O W3JeNHs,
Npe/ICTaBICHUE IO Havyaja JJabopaTOPHBIX UCTIBITAaHUH 00pa31ioB MEAUIIMHCKOTO H3JIENHs, CTaHAapTHBIE 00pasIbl
B KOJIMYECTBAX, JOCTATOUHBIX JJISI TPEXKPATHOTO aHaJIM3a, Crie(UIecKue peareHThbl, pacXoJHbIe MaTepHaIbl,
MIPAMEHSEMBIE ITPU TIPOBEACHNH UCTIBITaHNH (B UCKIIOUYNTEIBHBIX CIydasX M HA YCIIOBHSAX BO3BPATa), a TAKKE UX
COOTBETCTBHE JOKYMEHTaM IO KaueCTBY, IPEJICTABICHHBIM Ha YKCIIEPTH3Y.

O0s3y10Ch OCYIIECTBIISATh IIOCTaBKY MEIUIMHCKOrO m3zenus B PecnyOmuky KasaxcraH, cooTBeTcTByOLIHE
TpeOOBaHUAM, yKa3aHHBIM B PETHCTPAIIMOHHOM J0ChE, M COIIPOBOXKIATH MEAUIIMHCKOE N3/IETINE HHCTPYKINEH 10
MEIUIUHCKOMY IPUMEHEHHUIO (PYKOBOJACTBOM) IO SKCIUTyaTallUd Ha Ka3aXCKOM M PYCCKOM SI3BIKaX, C
cOOJTI0/IEHHEM JTIOCTOBEPHOCTU M Ay TEHTHYHOCTH TIEPEBOJIOB.

I'apanTupyio coxpaHeHHe 0€30MaCHOCTH M KauecTBa MEAMIIMHCKOTO H3JelHs B TEUEHHE BCEro Cpoka
UCIIOJIb30BaHMsL, IIPU COOJIIOAEHUH YCIOBUH TPAaHCIIOPTUPOBAHUS M XPaHEHUSI B COOTBETCTBUU C TPeOOBaHUSIMU
3aBOJA-IIPOU3BOIUTENS.

O06s13y10ch coobmars 000 BceX M3MEHEHUSX B PETHCTPALMOHHOE JIOChE, a TAKXKe IMPECTaBIATh 3asBICHHE U
MaTepHajbl IpH OOHAPYKEHUN MOOOYHBIX BO3AEHCTBHI IPU NMPUMEHEHWH MEIUIMHCKOTO HM3/eNus, paHee He
yYKa3aHHBIX B HMHCTPYKIMH 1O MEAWIUHCKOMY INPUMEHEHHUIO W/WIM B JKCIUIyaTalHOHHOM JIOKYMEHTE
MEAUIMHCKOTO M3/IEITHSL.
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@®.1.0. (mpu ero HaNU4MHU) yCITyroNoaydaTess
Ionmucs

[Ipnmeuanue:
* HarmMeHOBaHUE Ha aHIVIMHCKOM SI3bIKE 0053aTeIbHO AJIs 3apyOeKHbBIX PEANPUATHIHI
** Mpu HaTMYMKM HECKOJIBKUX MOJienel (MOAN(pUKALIMIT) JaHHBIE 3aII0JIHAIOTCS OTIEIbHOM
CTPOKOM Ha KKy MOJIeTh (MOIU(UKAIUIO)
*H* 3anoaHAeTCS TPU HATMYUHU
*AEXK MOMHMO yKa3aHHBIX JOKYMEHTOB, YCIYTrOMmoJy4aTeidb MPEJOCTABISET OTUYET
BaJIMJAI[MU MEJUIIMHCKOTO U3EIINs, MPEICTABICHHBIX Ha SKCIEPTU3Y WM OTYET BaIMIALUN

H3M€H€HHI>1, BHOCHMBIX B PpCTUCTPAIMOHHOC JOCHC MCIUIIMHCKOI'O U3 ACINA
dopma

(HanMeHOBaHHE IrOCyJapCTBEHHOM
9KCTIEPTHON OpraHU3alnH)

3asBieHUE

IULA PEerHCTpalyH [IeHbI, BHECEHUA H3MEHEHHA B IICHY MMPOM3BOAUTEIIA H3IEIAA MEAUIMHCKOTO
Ha3HAYCHMA, BBO3UMOTro Ha TeppuTopmio Pecy6mku Kasaxcran

[Ipenocrapisato wHGOPMAIUIO IS PETUCTPAIlUU IICHBI, BHECEHUS U3MCHCHUS B IICHY
MPOU3BOAUTENS W3JACTUS MEAUIIMHCKOTO HA3HAYCHHUS, BBO3UMOIO HAa TEPPHUTOPHUIO
Pecny6nuku Kazaxcran

1. Ycnyrononyyarens
1.1. IIpousBoauTenn
HanmeHoBaHue 10puIMYECKOro Juna
Crpana
IOpunuueckuii anpec

dakTr4ecKui agpec

Tenedon

daxc

e-mail
@®.1.0. (mpu ero HATNIHN)
JlomKHOCTH

KonraktHOE MU0 Tenedon
®daxc

e-mail

Hamuune B PecmyGnuke KazaxctaH CTpyKTypHOTO
MoJIpa3iesicHus! (FOPUIUICCKOE U0, (HUITAAI)



1.2. Bnagenen perucTpaiioHHOTO yI0CTOBEPEHHUS

HazBanue

Crpana

IOpunuueckuii anpec

dakTU4ecKuil axpec

Ten.

®daxkc

e-mail

@®.1.0. (pu ero HaNU4NHU) PyKOBOJUTEIS
IIpu Hanuuuu
JomkxHOCTB

KonraxtHoe numo Tenedon
Daxkc
e-mail

Hamuune B PecmyOnuke Kazaxctan cTpyKTypHOTO
nojapasieicHus (FOPUAMYECKOE JIMIO, (QUIHa)
HAJEJICHHOr0 (DYHKIMEH peanu3aiuu Ui OMTOBBIX
JICTPUOBIOTOPOB

1.3. YnoiHOMOYEHHBIH MpeACTaBUTEIb MPOU3BOAUTENS JIMOO JTOBEPEHHOE JIMIIO,
YIIOJJHOMOYEHHOE MPOBOJUTH JEWCTBUS BO BpPEMS MPOLEAYpPbl TOCYAapCTBEHHOMN

peructparuu B Pecnyonuke KazaxcraH.

Hazsanue (mmu ©.1M.0. ans dus.
nvna (IpH ero HATUYUH))

Crpana
IOpunuueckuii anpec
dakTu4ecKuil agpec
Tenedon

®dakc

e-mail

®.1N.0. (upu ero HAIUIHNH)
PYKOBOIHTEIIS

Ne noBepeHHOCTH
JlaHHbIe O JOBEPEHHOCTH Jara Bbl1auu
Cpok nmericTBUs

2. Uudopmanusa o UMH

Toprosoe HauMEHOBaHUE
MCIUITUHCKOT'O U3ACIINA

Homep  perucrpanunoHHOTO
2. YIOCTOBEpEHHUs, NaTa BHIJAYU B
Pecny6inke Kazaxcran

BapI/IaHT HCIIOJIHCHHUS

4. Enununa namepenus



5. CocCTaBIgIOIINE OJHON €IUHUIIBI
HU3MEpEeHUs

Kjacc | - ¢ HU3KO CTENeHbI0 pHUCKa
Kjlacc 2 a - CO CpeJHel CTEeNeHbIo
MenuurHCKOe U3/enne OTHOCUTCS K PUCKA
6. Klaccy Oe3omacHOcTH (HYXkHO€ kmacc 2 6 - C TOBBINIECHHOM
OTMETHUTH) CTETIEHBIO pUCKa
Kiacc 3 - ¢ BBICOKOH CTENEHbIO
pHcka

Yemyromnomnaydarens:

["apanTUpyIO: TOCTOBEPHOCTH, ITOJHOTY U COJAEPKAHUE MPEIOCTABICHHBIX JOKYMEHTOB B
COOTBETCTBHH C 3aKOHOJIaTebcTBOM PecryOnuku Kazaxcran u HacTosimumu [IpaBriamu.

JlaTa

@®.1.0. (npu ero HaIU4YMK) YCIyTrONnoay4daTess

IToanuce

[Ipumedanue: *Peructpaius eHbl WK BHECEHNUE U3MEHEHUS B 3apETUCTPUPOBAHHYIO
LEHY MMPOU3BOAUTENS HA TOPrOBOE HAMMEHOBAHUE U TEXHUYECKYIO xapakrepuctuky IMH B
pamkax 'OBMII u (unu) B cucteMe OCMC ocymiectBisieTcst B TeHre. [lpu koHBepTanuu
IIEHBI YCIYTOMOoJy4aTesis B TEHI'€ UCTIOIB3YIOTCS O(QUIIMATbHbBIE KypChl MHOCTPAHHBIX BaJIIOT
B CpEIHEM 3a Mecsll, NPeAlIeCTBYIONIMI Noaade 3asiBICHUS (CpeaHUl OOMEHHBIN KypcC)
Hammonaneaoro banka Pecny6nuku Kazaxcran.

**[Ipu oTcyrcTBUU 00OMeHHOTO Kypca B HamnmonansnoM banke Pecny6nuku Kaszaxcran
uHdopmarusa o pedepeHTHOM 11eHe nonaercsa B aoutapax CoenuneHnsix [lltatoB AMepuxu
COTJIACHO PACUYETHOMY KYypCy ONEpaluil 3a MPEeAlIeCTBYIOIIMI MeCsl, MPEaOCTAaBICHHBIX
kazHadeiictBom Opranuzannn O0wequHeHHbIX Haruii, Ha caiite www.treasury.un.org.

®.1.0. (mpu ero HAIMYUMU) YCIYTONoTy4daTess, OMUCh

[lara
dopma
(HauMeHOBaHME TOCyJapCTBEHHOM
9KCIEPTHOM OpraHu3alyn)
3asBICHHE

JUIA PETHCTPAalVHY [EHBl, BHCCCHUA U3MCHCHHUA B IICHY IPOMU3BOAUTENA H3ACIHI MEAUIMHCKOIO
Ha3HAYCHA, MPOM3BOAMMOro Ha Tepputopun Pecryomixu Kazaxcran

HaumeHoBaHME IOPHINYCCKOTO JIHIIA
Crpana
IOpunnuecknii anpec

dakTU4eCKni agpec



Tenedon

e-mail
®UO (npu ero HaIU4UN)
JlomKHOCTD

KonraktHoe 1110
Tenedon

e-mail

Toprosoe HanmeHoBanue IMH

*PY
*No

BapI/IaHT HCIIOJTHCHMUA

Ennnuna namepenus MMH

Cocranstoniue oqHOW enuHUIBI u3mepenus MMH

Knacc 6e3onacuocTr

*Panee 3apeructpupoBanHas 1ieHa npousBoautenss UMH 3a enunuily usmepeHus

3asBreHHas ueHa npousBoautenss UMH 3a enunuily namMepeHus

[Ipomy 3apeructpupoBath neny MMH, npousBenennoro B Pecrybnuke Kazaxcran,
COCTOSIIIYIO U3 HIDKEYKa3aHHBIX (DAKTUUYECKU TOHECEHHBIX 3aTpaT

CTOHMMOCTb,
No HaumeHoBaHHe pacxo10B
TEHTe

3aKynka ChIpbS H  (HJIH)
KOMIUIEKTYOIUX

JOTHCTAKA CHIphA W  (WIIH)
KOMILJICKTYFOLIHX

CTpaxoOBaHKE, TAMOKCHHBIC TUIATSIKU
3 U TaMOXXCHHOE O(OPMIICHHUE CHIPHS
1 (MJIH) KOMITICKTYIOIIHX

MIPOEKTUPOBKA
pa3paboTka

JU3aiH

TpaHCc]ep TeXHOIOTHH

KOHTPAKTHOE ITPOM3BOACTBO

© 0 9 a w»n A

NMaTCHTUPOBAHUC



10

11

12

13

14

15
16
17

18

19

20

21

22

MIOKYTKa  NPOHU3BOACTBEHHOI'O
o0opynoBaHUS

oOydyeHrWe  TmepcoHalla  Ha
MPOU3BOJACTBCHHLIX IJIoOMIaAKax
3apy0eKOM

BHEJIPEHUE  MEXIyHapOIHBIX
CTaHAAPTOB Ka4eCTBa

noixydyeHue ceprudukara o
MIPOUCXOKICHNUHU TOBapa

MOJIy4YeHHe HHIYCTPHAIHHOTO
ceprudukata HarpionanpHas mangara
npeanpuHumarenceii PecrnyOmuku
Kazaxcran

71a00paTOPHbIE UCIIBITAHUS
TEXHUYECKHE UCTIBITAHUS
KIIMHUYECKHE MCIIBITaHUS

J1a00paTOPHO-KINHUYCCKHE
UCTIBITAHUS

JKCHEPTH3A B Hensx
TOCYJAPCTBEHHON pETUCTpPAlNH,
MepeperucTpallul M BHECEHUU
U3MEHEHUH B perucTparioHHOe
J10Che

OII€CHKa Ka4yeCTBa

cucTeMy MOHUTOPHHTA
0e30MacHOCTH, KadecTBa H
3 PEKTUBHOCTH MEIUIIMHCKUX
U3OEIINN

COZCPIKAHUEC IEpCcoHAIa

Hroro cymma:

Ycenyronony4darens:

["apaHTHpYyIO: TOCTOBEPHOCTD, MOJHOTY W COAECPKAHUE MPENOCTABICHHBIX JOKYMEHTOB B

COOTBETCTBHH C 3aKOHOJIaTebcTBOM PecniyOnuku Kazaxcran u HacTosimumu [IpaBuiiamu.

*B cimydae oTcyTcTBHs HOMepa PY y 3asBisieMoro Ha perucTpaIuio 1eHbl IPOU3BOIUTENS

NMH unu panee 3aperucTprpOBaHHOM IIEHBI COOTBETCTBYIOIINE rpadbl HE 3aNOJIHAIOTCS.

[lara
®.1.0. (nmpu ero HaJTUYUH) YCIyTOMoayqaTelis

IToanuce
dopma

HaumenoBaHue rocy1apCTBEHHOM YKCIEPTHOM OpPraHU3aLUN

3asBneHuE



Ha OKa3aHWe YCIYTH IO IPOBEAEHHUIO aHAIN3a IICH Ha MEJMIIUHCKOE H3/IeNHe I AUATHOCTUKA
BHE XHBOT0 opraamsMa (in vitro), mpousBogumeie Ha Tepprroprn Pecrry6mixu Kasaxcran B
paMKax JOJITOCPOTIHBIX JOTOBOPOB IIOCTABKH, 3aKIIIOYCHHEIX ¢ EnqurbmM qucTpubsioTropoM

(HauMEeHOBaHUE OpraHU3aAlUU-3asIBUTEIIS])
JUIst npOBeIeHMsI aHAIM3a LIEH HA MEIUIIMHCKOE U3JIETue JUIsl JUArHOCTUKU BHE )KUBOTO
opranusma (in vitro), mpou3BoguMbie Ha Tepputopuu PecnyOnuku Kaszaxctan B pamkax
JOJITOCPOYHBIX JOTOBOPOB ITOCTABKH, 3aKJIIOYEHHBIX ¢ ENMHBIM TUCTPHOBIOTOPOM:

MEJIUIIMHCKOTO H3JIeNus sl JUAarHOCTHMKM BHE >KMBOTO opranu3ma (in vitro),
MPOU3BOIUMBIEC Ha TeppuTopuu PecnyOnuku KazaxctaH B paMkax JOJTOCPOUYHBIX JIOTOBOPOB
MOCTaBKH, 3aKIIOYEHHBIX ¢ EMUHBIM AUCTPUOBIOTOPOM, TPOU3BOCTBA

(Tpou3BOIUTEIb, CTPaHA MIPOUZBOAUTENS), HOMEP PETUCTPAIMOHHOTO YI0CTOBEPEHUS
PK-MU- No B LIEJISIX

(YKa3aTh 1eb, TOIBKO JJIs1 Ka3aXCTAHCKUX TOBAPOIPOU3BOIUTENEH)
JloroBop BO3ME3IHOTO OKa3aHus yciayr Ne OT 20 ropa:

HacrosdmuM rapantupyro U MOATBEPKAAI0 JOCTOBEPHOCTH, IOJIHOTY U COAEPIKAHUE
[IPEIOCTAaBICHHBIX JOKYMEHTOB U MaTEPUAJIOB.
PykoBoaurens

®UO (ripu ero HAJIUYKHN) (moamnuce)

© 2012. PT'TI na I[TXB «MHCTUTYT 3aKOHOAATENBCTBA U ITPpaBoBoii nHGopMaru Pecriybnuku Kazaxcramy
Munucrepcera roctuiun Pecnyonuku Kazaxcran



