Mpuka3s MuHuctpa 3gpaBooxpaHeHust Pecny6nuku KazaxcrtaH ot 18 Hos6ps 2009 roga Ne 735
06 yTBepxxaeHuu NMpaBun rocyaapcTBEHHOW perucTpaumm, nepeperncTtpauum 1 BHECEHUsSI UI3SMEHEeHUN B
perucTpaumMoHHoe AoCchbe NeKapCTBEHHOro cpeacTBa UMM MeAULIMHCKOTO usaenust
(c uameHeHuUsAMU U QOMOIHEHUSMU 10 COCMOsIHUI Ha 27.05.2019 2.)

Bazonoeok usnoxeH 8 pedakyuu npukasa MuHucmpa 30pasooxpaHeHusi PK om 27.05.19 e. Ne KP [CM-87 (cm.
cmap. ped.)

lpeambyna usnoxeHa 6 pedakyuu npukaza MuHucmpa 30pasooxpaHeHuss U coyuanbHo2o passumus PK om
26.06.15 2. Ne 523 (cm. cmap. ped.)

B cootBeTcTBUM co cTatben 71 Kopekca Pecny6nukn Kasaxctan ot 18 ceHtabpst 2009 roga «O 3g0poBbe
Hapoaa u cucteme 3gpaBooxpaHeHusi, MPUKA3bIBAIO:
lMyHkm 1 usnoxeH 6 pedakyuu npukasa MuHucmpa 30pagooxpaHeHus u coyuanbHo20 pazsumusi PK om 26.06.15 e.
Ne 523 (cm. cmap. ped.); npukaza MuHucmpa 30pasooxpaHeHusi PK om 27.05.19 e. Ne KP [JCM-87 (cm. cmap. ped.)

1. YTBepauTb npunaraemble [IpaBuna rocyfapCTBEHHOW perucTpauuv, nepepernctpaumn u BHECEHUS
W3MEHEHWUI B PErmMcTpaLmMoHHOE A0Che NeKapCTBEHHOrO CPEACTBa UN MEQULIMHCKOrO U3aenus.

2. MNpusHaTb yTpaTUBLLMMU CUMY HeKoTopble npukasbl MuHucTpa 3apaBooxpaHeHus Pecnybnukm KasaxcraH,
n.0. MuHncTpa 3gpaBooxpaHeHnst Pecnybnukm KazaxctaH cormacHo npunoxeHuto 3 K HacTosILLEeMY NpuKasy.

3. KomuteTy KOHTpONnsa mMeavumuHCKoW M chbapmaleBTudeckon aestensHocTu MuHWCTepcTBa 3apaBOOXpPaHEHUS
Pecnybnukn KasaxctaH obecrneunTb B YCTAHOBIIEHHOM 3aKOHOAATENbCTBOM MOPSAKE  TroCy4apCTBEHHYH
perncTpaumio HacTosiLero npukasa B MuHnctepctse octuummn Pecnybnuku KasaxcraH.

4. [lenapTameHTy aaMUHUCTpaTMBHO-NpaBoBow paboTel (BucmunbanH ®.b.) obecneuntb B yCTaHOBNEHHOM
3aKOHOAATENbLCTBOM nopsgke oduumanbHoe onybrnvkoBaHWe HacTosAWero npukasa B CpeacTBax MacCoBOW
WH(OpMaLuM Nocne ero rocyAapCTBEHHOW perncTpauum.

5. KoHTponb 3a uMCnomHeHMeMm HacTosLWero npukasa BO3MOXWTbL Ha Buue-muHucTpa 3gpaBooxpaHeHus
Pecnybnukn KazaxctaH BupTtaHosa E.A.
lMyHkm 6 usnoxeH e pedakyuu npukasa MuHucmpa 30pasooxpaHeHusi PK om 23.01.14 2. Ne 32 (cm. cmap. ped.);
npuka3da MuHucmpa 30pasooxpaHeHusi u coyuarnbHozo pazsumusi PK om 14.01.15 2. Ne 9 (cm. cmap. ped.)

6. HacTtosiumin nprkas BBOAUTCSA B AENCTBUE MO UCTEYEHUN AECATU KaneHAapHbIX AHEN nocrne OHS ero nepBoro
omumanbHOro  onybnukoBaHus, 3a UCKMYeHneM nyHkta 5 [lpaBun  rocyaapCTBEHHOW — perucrpaumu,
nepeperncTpauMm u BHECEHUS W3MEHEHUWN B perucTpaumoHHOe [OCbe NEeKapCTBEHHOro CpeacTsBa, wsgenui
MEOMLUMHCKOTO HasHaYeHns W  MeOMUMHCKOM TeXHWKW, KOTOpbI BBOAUTCSA B AEWCTBME [AONA  OpraHusaummn-
npoussogutenen Pecnybnuku KasaxctaH ¢ sHBaps 2018 roga.

MuHuctp XK. OockanueB

lMpunoxeHue 1 uznoxeHo e pedakyuu npukada MuHucmpa 30pasooxpaHeHus PK om 15.02.12 2. Ne 84 (cm. cmap.
ped.); npukasza MuHucmpa 30pasooxpaHeHusi u coyuanbHo2o pazsumus PK om 14.01.15 2. Ne 9 (cm. cmap. ped.);
npukasda MuHucmpa 30pasooxpaHeHusi PK om 27.05.19 2. Ne KP [JCM-87 (cm. cmap. ped.)
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YTBepXaeHbl

npvikasom MuHuCTpa 3gpaBoOXpaHeHus
Pecnybnukn KasaxcTtaH

oT 19 Hos6pst 2009 roga Ne 735

MpaBuna
rocyfapcTBeHHOW perncrTpauuu, nepeperucTpaumm n BHeCEHUA MU3MEHEHUN B perucTpaumMoHHoe Aochbe
neKkapcTBEHHOro cpeAcTBa MNU MeAULIMHCKOro usnenuvs

MnaBa 1. O6LwWue nonoxeHus

1. Hactosawwme [lpaBuna rocygapCTBEHHOW perucrpaumn, nepeperucTpaumm n BHECEHWS W3MEHEHUA B
perncTpaumoHHoe AOCbe NeKapCTBEHHOro cpeacTBa UM MeauumMHCKoro nsgenuvs (ganee - lNpasuna) onpegensior
nopsifok MNpoBedeHUs1 roCy4apCTBEHHOW — peructpauun, nepepeructpaumm U BHECEHUS  U3MEHEHUA B
perncrTpaumoHHoe JOChe NeKapCTBEHHOIO CpeacTBa unn MmeamumHekoro nsgenuns B Pecnybnuke KasaxcraH.

2. TocynapCTBEHHYIO peructpaumio, nepeperncTpauuio M BHeCEHWEe W3MEHEHWA B peructpaumoHHoe AoChbe
NeKapcTBEHHOrO CpeacTBa WM MeOUUMHCKOTO M3OEenus OCYLLEeCTBMNSeT roCyAapCTBEHHbI opraH B cdepe
o6paLleHnsi NekapCTBEHHbIX CPEACTB U MEAMLMHCKUX U3Oenui (4anee - rocyAapCTBEHHbIA OpraH) B COOTBETCTBUM C
HacTosiwumun [MpaBunamu, nocpeacTtBoM Beb-mopTana «3MeKTPOHHOro npaBuTenbCTBa» (aanee - optan) npu
B3aumopencTsum ¢ CuUCTeMOW ynpaBrieHusi NnekapcTBeHHOro obecnedeHuss EguHoOn nHGOpMaUMOHHOW cucTembl
3npaBooxpaHeHus Pecnybnukn KasaxctaH (ganee - CYJ10).

naBa 2. NMopsapok rocynapcTBeHHOW perucTpauuu, nepeperucTpaumm, BHECEHUA U3MEHEeHU! B
perMcTpauMoHHoe Aocbe NeKapcTBeHHOro cpeacTBa UMM MegULIMHCKOTo usaenusi

3. [Ins rocynapCTBEHHOW perucrpauuy, nepeperncrtpaumm u BHECEHUSI U3MEHEHUI B PEMMCTPALIMOHHOE [0Chbe
pecny6rMKaHCKUM roCy4apCTBEHHbIM NPeanpuaTUEM Ha NpaBe XO3SINCTBEHHOrO BeAeHus «HauuoHanbHbIN LEeHTP
3KCMEePTU3bl NEKAPCTBEHHbIX CPEACTB M MEeOUUMHCKMX m3genuin» KomuTeTa KOHTpons kavectBa U HesonacHOCTU
TOBapoB M ycnyr MuHucTepcTBa 3gpaBooxpaHeHus Pecnybnuku KasaxctaH (ganee - akcnepTHas opraHv3auuns)
NPOBOAUTCHA 3KCMEPTU3a feKkapCTBEHHbIX CPEeACTB M MEOMLUMHCKMX u3aenui Ha ©6e3onacHOCTb, KavyecTBO W
3(pPEeKTMBHOCTb B COOTBETCTBUM C [1paBunamu nNpoBeAeHUs 3KCNepTU3bl NeKapCTBEHHbIX CPeaCcTB U MeOULMHCKMX
W3aenuin, yTBepxaeHHbIMU Npuka3om MuHucTpa 3gpaBooxpaHeHus Pecnybnukn KazaxctaH ot 19 Hosi6pst 2009 ropa
Ne 736 (3apernctpupoBaH B PeecTpe rocygapCTBEHHON perMcTpauum HOpMaTUMBHbIX MpaBoBbIX akToB 3a Ne 5926)
(nanee - NpaBuna aKcnepTu3bl).

4. InA rocynapCTBEHHOW perucTpauum, nepeperucTpaumm n BHECEHUSA U3MEHEHWI B PETMCTPALMOHHOE J0Chbe
NeKkapCcTBEHHOrO cpeacTBa WM MeauuMHCKoro u3genvss Ha [optane pas3paboTyuMk wMnvM  Npou3BoAWTENb
NEKapPCTBEHHOrO CPEeACTBa MM MEAULMHCKOrO U3Aenusi, UM UX OOBEPEHHOEe 1O, YMONTHOMOYEHHOE NnofaBaThb
3asBreHne, AOKYMEHTbl W MaTepuanbl Ha MNpOBedeHMEe TOCyAapCTBEHHOM perncrpauun, nepeperucrpaumm u
BHECEHUS N3MEHEHWI B PErMCTPaLMOHHOE OOChE NEKAPCTBEHHOIO CpeacTBa MM MeQUUUHCKOro usgenvs (oanee -
3asBuTEND) (hOPMMPYET SMEKTPOHHOE 3asiBNIEHWE Ha perucTpauuto, nepepeructpaumio U BHECEHUE U3MEHEHWUA B
peructpauuoHHoe pocbe. K 3asBneHVIo npunaralTcs  SNMEeKTPOHHAs KOMWs  MAaTeXHOro  [LOKYMEHTa,
noATBepXaatoLlero onnaTty CyMMbl perMctpauuoHHoro cbopa, 3a WCKMIYeHMEM onnaTbl, COBEpLUEHHON 4epes
NNaTexXHbIN LUMI03 «3MEKTPOHHOTO NPaBUTENbLCTBAY.

5. B3asBneHve Ha nepeperucTpaumio, B TOM YuUCMEe Ha 3KCMepTM3y Ans nepeperucrpaumu, nogaetcs [o
OKOHYaHWSA OEeNCTBUSA PErMCTPALMOHHOIO YAOCTOBEPEHUS.

6. locypnapcTBeHHas peructpauusi, nepepeructpauusi, BHECEHUE W3MEHEHWIA B PErncTpauvoHHOe [0Cbe
NEKapCTBEHHOrO CpPeAcTBa UM MeauUMHCKOro usgenusi B Pecnybnvke KasaxctaH unu o6 0Tkas B rocygapCTBEHHOMN
perncrpauumn, nepepernctpaumm, BHECEHUW M3MEHEHUMI B PErMCTPaLMOHHOE [O0Chbe OCYLLUEeCTBISETCS COrfacHo
CTaHaapTy rocyaapcTBEHHON ycnyru «lFocyaapcTBeHHas perncrpauums, nepeperncTpaums ¥ BHECEHME U3MEHEHUI B
perucTpaLuoHHOe JOCkbe NIeKapCTBEHHOMO CpeacTBa, MEAULMHCKOTO N3Nennsy, yTBepXaeHHOro npukasom MuHucTpa
30paBoOXpaHeHus un couuanbHoro passutus Pecnybnvkm KasaxctaH ot 28 anpens 2015 roga Ne 293
(3apeructpupoBaH B PeecTpe rocynapCTBEHHON perncrpaumm HopMaTuMBHbIX NpaBoBbix akToB 3a Ne 11338).

Cpoku okasaHus rocygapcTBeHHon ycrnyrmu Ha [loptane - 5 (nsatb) paboumx AHew. [OeHb nogayv nakeTta
OOKYMEHTOB 3asBuTenem yepes lMoptan He BXOOUT B CPOK OKa3aHWs roCyAapCTBEHHO YCIyru.

7. Tlpn nNONOXWUTENbHOM pELIeHMM O perucTpauum, nepeperncTpauun, BHECEHUN U3MEHEHUA B
pPEerncTpaLmoHHoe [OCbe JIeKapCTBEHHOro cpeacTBa MM MeAMUMHCKOro usgenusa Ha [loptane dopmupytoTcs
crnepylowme  3NEKTPOHHblE  [AOKYMEHTbl, MOAMWCaHHbIE  3NEKTPOHHO-LUMGPOBON  MOAMUCLID  PYKOBOAMTENS
rocyapCTBEHHOro opraHa:

1) peructpaumoHHOe YyOOCTOBEpeHue, [OeWcTBylollee Ha Tepputopum Pecnybnukm KasaxctaH cornacHo
dopmam 1, 2, 3 npunoxenus 1 k HacToAwmm MNMpasunawm;

2) 3aperncTpyMpoBaHHble WHCTPYKUMSA (FTMCTOK-BKMAAbIW) MO MEOUUMHCKOMY MPUMEHEHWUIO NeKapCTBEHHOIro
CpeAcTBa MMM MEeOMUMHCKOrO us3genust u obliasi XxapakTepucTuKka JeKapCTBEHHOIO CPeACTBa Ha Ka3axCKOM U
PYCCKOM A3bIKax;

3) 3aperMcTpupoBaHHbIE MaKeTbl YNAaKOBOK, STUKETOK, CTUKEPOB Ha JIEKAPCTBEHHbIE CPeacTBa, MeaULMHCKMe
N3[1enusi Ha ka3axckoM U PYCCKOM si3blKax.
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8. Tlpu oTkase B rocynapCTBEHHOW perucTpaumu, nepeperucTpaumm Wnu BHECEHUW W3MEHEHUA B
perncTpaLmnoHHoe [0Cbe NEeKapCTBEHHOro CPeAcTBa unu meauumHckoro musgenus B Pecnybnvke KasaxctaH Ha
[MNopTane popmupyeTcs oTkas no opmMe COrfacHoO NPUIOKEHUIO 2 K HacToawmM Npasunam.

9. MeguumHckoe usfenve, coaepxaliee B COCTaBe WM B KavyecTBe COCTaBHOM YacTu JleKapCTBEHHOe
CPeacTBO, NOAMEXMT rocyAapCTBEHHON perncTpaummn, nepeperncTpaumm B KayecTse MeAMLMHCKOTrO U3genvs npu
YyCNoBUW perncTpauumn B CTpaHe Npon3BoAMTENs B KAYECTBE MEANLIMHCKOrO U3Aenus.

10. NocypapcTtBeHHas peructpaums opdaHHbIX JNEeKapCTBEHHbIX MpenapaTtoB MPOBOAUTCH MO YCKOPEHHOW
npoueaype npoBeAeHNs 3KCNepTn3bl B COOTBETCTBMK C lNpaBunnamMmn aKCcnepTusbl U NO COrMacoBaHuIo C 3asBuTenemM
Npu HEeQOCTaTOYHOCTU AaHHbIX Pe3yrnbTaToB AOKIUHUYECKUX (HEKMMHUYECKUX) W KIMHUYECKUX WCCneaoBaHuw, B
crneayoLwmx cnyyasx:

1) ecnn ypoBeHb Hay4HblX 3HaHWN B AeHb NOAAYN 3asiBKU Ha roCyAapCTBEHHYI0 perMcTpaumio He nossonseT
cobpaTb 6onee nonHyo nHpopmaumio;

2) ecnu nonyyeHne 6onee NOMHbIX AAHHLIX NPOTUBOPEYNT OBLLENPUHATLIM NPUHLMIAM MEOULMHCKON 3TUKN.

11. He ponyckaeTca rocygapCTBeHHas perucrpaumsi NekapCTBEHHbIX CpeacTB NoA OOHWM  TOProBbIM
HavMeHOBaHWEM, UMEIOLLMX Pa3HbIN COCTaB akTUBHbLIX BELLECTB.

12. TMpwn rocyoapCTBEHHOM perncTpaumMnm nekapcTBEHHOro CpeacTBa OTEYECTBEHHOro MNpOM3BOACTBA,
npefHasHa4YeHHoro Ans 3KCnopTta, B PerMcTpauyoHHOM YAOCTOBEPEHUM MOryT ObiTb ykasaHbl pasHble TOprosble
Ha3BaHUs MpU YCNOBWMM MOATBEPXAEHUS NPOU3BOAUTENEM WAEHTUYHOCTM COCTaBa, TEXHOMOIMYECKOro npouecca,
MeTOAO0B U METOAMK KOHTPOSS KayecTBa fiekapCTBEHHOro cpeacTaa.

13. TocypapcTBeHHas pervcTpauvsi BOCMPOW3BEAEHHOro NeKapCTBEHHOro npenapaTta OCyLUecTBRASeTCs C
BblJavey perncTpaumoHHOro yaocToBepeHus, 6e3 npaea peanv3aumu NekapCTBEHHOro nmpenaparta A0 UCTeYeHUs
CpoKa OenCTBMSA OXPaHHOro AOKYMEHTa OpUrMHanbLHOro nekapcTBEHHOro npenapara.

3adBuTenb nNpyM 3TOM B MNUCbMEHHOM BWAe WHMOPMUPYET O HEe HapyweHun npasB TPeTben CTOPOHbI,
3aLUMLLEHHBIX NAaTEHTOM B CBA3W C perncrpaumen nekapcTBeHHOro npenapara.

14. B cnyyae nocTynneHns B roCyAapCTBEHHbIM OpraH MHOopMauun O HapyweHUN UCKMYUMTENbHbLIX Npas
OXpaHHOro [OKyMeHTa Ha n3o0peTeHvne unv nomesHyl Mofenb B cdepe obpalleHns nekapcTBEeHHbIX CPEeAcTs,
MEOVLMHCKUX W3AenuWin naTeHTbl Ha wu30bpeTeHusi, npoMbllneHHble obpasubl M nonesHble Mogenn -
rOCYyAapCTBEHHbIN OpraH npuocTaHaBnMBaeT [AelCTBME PEermcTpaLlMoHHOTO YAOCTOBEPEHUss A0  NOMyyYeHus
pesynbTaToB cyaebHoro pasbypartenscTBa Ha OCHOBaHWM CreayloLmX JOKYMEHTOB:

1) 3asBneHue nateHToobnagatens OXpaHHOro AOKYMeHTa Ha msobpeTeHne unu nonesHyl mogenb o dakTe
HapyLUEeHNs ero UCKNIYUTENbHBIX MpaB Apyrum 3assutenem nvbo ero npeacrasutens (MpW HanNMyYMM HoTapuanbHO
3aBEPEHHON JOBEPEHHOCTN);

2) HoTapuanbHO 3aBepeHHasi Konusa naTeHTa Ha M3obpeTeHre nnu NonesHyr Moaenb;

3) peweHne cyga O Ha3HayeHuuM pena o6 ocnapuBaHUM (HapyLleHUW) WCKMIYUTENbHBIX NpaB K
pa3bupaTenscTBy B cyaebHoOM 3acedaHuu.

Mpy BCTyNNeHnn B 3aKOHHYIO CUMY PELUeHUs CyAa O HapylweHWW UMW He HapyLeHWW MCKITIYUTENbHbIX NpaB
TPETbUMM NMLAMM  YNOMTHOMOYEHHBIA OpraH OT3blBaeT perncTpauMoHHOe YAOCTOBEepeHue Wnum BO30OHOBMsSeT
AeNCcTBME PEerucTpauMoHHOro yAOCTOBEPEHWS, B COOTBETCTBMM C [IpaBunamu 3anpeTta, NPUMOCTaHOBIEHUS WU
n3bATUS u3 obpalleHnss NekapCTBEHHbIX CPeAcCTB, MEAULMHCKUX M3Oenui, yTBepXAEHHbIX npuka3om MuHucTpa
30paBoOXpaHeHus u coumansHoro passutusa Pecnybnukm KasaxctaH ot 27 despana 2015 roga Ne 106
(3apernctpupoBaH B PeecTpe rocyaapCTBEHHOM perncrTpauum HopMaTUBHbIX NpaBoBbix aktoB Ne 10670).

15. lNMpu rocyaapCTBEHHOW perncTpaumMmn ycTaHaBrMBaeTCs CPOK AENCTBUS PErMcTpaLuoHHOro yaoCTOBEPEHUS
AN NekapCTBEHHbIX CPeACTB U MEANLIMHCKUX n3genun - 5 ner.

Mpw nepepernctpauum BbigaeTca 6eccpoyHoOe perncTpaumoHHoOe YA0CTOBEPEHME Ha NekapCTBEHHble CPeAcTBa,
npousBefeHHble B cooTBeTCTBUM C TpeboBaHnammn GMP Pecnybnukm KasaxctaH, cTpaH-pernoHoB MexagyHapogHom
KOHdEepeHUMM MO0 rapMOHMU3aUMN TEeXHUYecKkux TpeboBaHuW K pernctpauuv fekapcTBEHHbIX MpenapatoB Ans
MeanumMHckoro npumeHenus (ICH).

16. B nepuwop OencTBMSA PErMcTpauuoHHOTrO YAOCTOBEPEHWS NEeKapCTBEHHOro CPEeAcTBa WM MeaWLMHCKOro
N3aenusa BHOCATCS N3MEHEHUS! B PErMCTPaLMOHHOE A0CkE.

17. BHOCVMMbIE M3MEHEHWS He OOMXKHbl CHKaTb 6e30MacHOCTb M Ka4yecTBO JEKapCTBEHHOro cpeacTBa WMiu
MeAMLMHCKOro n3genus.

18. MNpun BHeCEHUN N3MEHEHUI B perncTpaumMoHHoe 4OCke PermcTpaLMoHHoe yaocToBepeHne hopMmpyeTcs nog
NPeXHNUM HOMEpPOM C yKasaHueM [aTbl BBEAEHUS M3MEHEeHUs, AaTbl BbiAa4n U CpoKa AEWCTBUS PerncTpaumoHHOro
YAOCTOBEPEHMS Ha OCTaTOYHbIA CPOK AEVCTBUSI rOCY4apCTBEHHOW pernctpauuu, B cryyae Hanmuuust 6eccpoyHoro
pPerncTpaLnoHHOro yaOCTOBEPEHNS - MOA MPEXHUM HOMEPOM C yKasaHueM AaTbl BHECEHHbIX U3MEHEHUI 1 [auun
Bbl4a4yn 6eCcCpoYHOro ya0CTOBEPEHNUS.

19. NHopmauuss 0 nekapcTBEHHOM CpeAcTBe MM MEAULMHCKOM M34enuu, NOAaHHbIX Ha roCyAapCTBEHHYHO
peructpauuio, nepeperncTpaumio WM  BHECEHME W3MEHEHVWA B PEerucTpauuMoHHOe Jocbe  ABnseTcs
KOH(MaeHUnanbHom.

Jlnua, nmetowme JocTyn K KOHMAeHUMansHOW MHOPMaLMK, OTHOCSLLENCS K npoueaype rocygapCTBeHHOM
pernctpauum, nepeperucTpaunm n BHECEHNS N3MEHEHUA B PermcTpauuoHHoe 4OCbe NeKapCTBEHHOro cpeacTBa Unm
MEAMLMHCKOrO W3denusi, BCNeACTBUE 3aHMMaeMOW [OIDKHOCTM, MOMOXEHWUS WNW  BbINOMHEHUs 06583aTenbCcTB
COXPaHST U NPUHUMAIOT MEpPbI K ee OXpaHe.

20. MNocne npoueayp nepeperucTpauny U BHECEHNSA U3MEHEHUI B PETMCTPALIMOHHOE JOChEe B TeYEHME BOCbMM
Hefenb [OMyCKaeTcs MPOM3BOACTBO MEKapCTBEHHOrO CPeAcTBa MMM MEeAULMHCKOrO M3genvs B COOTBETCTBUM C
NPEXHMM PermcTpaLuoHHbIM 4OChE.

21. B cnyyae nepeperucrpauum unv BHECEHNS U3MEHEHWUI B PErMCTPaLMOHHOE A0Cbe TOMbKO MO MapKMpOBKE U
Mo YynakoBKe feKapCTBEHHOro cpeacTBa WM MEAMUMHCKOro M3genus  [oryckaeTcss BBO3 B paHee
3aperncTpupoBaHHON ynakoBKe Ha CPOK A0 LUeCTU MecsAueB nocrne nepeperucTpauum unu BHECEHUS U3MEHEHWUN B
perncTpaunoHHoe Aocbe, NPou3BedeHHble A0 Mepepernctpauuv Unu BHECEHUS U3MEHEHU U OOHOBPeMeHHas
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peanu3auusi nekapcTBEHHOrO CpeAacTBa, MeAUUMHCKOrO W3denusi B paHee M BO BHOBb 3apernctpypoBaHHOW
ynakoBKe [0 OKOHYaHWUsi CpOKa rOAHOCTM fIeKapCTBEHHOro CpeacTsa, MeANLMHCKOTO U3Aenus.

22. B cnyyae BHECEeHUS U3MEHEHWI B MHCTPYKLMIO NO MEAULIMHCKOMY NPUMEHEHNIO NIEKapCTBEHHOIO CpeacTBa,
MEeAVLMHCKOro u3fenus (NUCTOK-BKNaabIl) 1 OBLLYI0 XapakTepuUCTUKY feKapCTBEHHOro CPpeAcTBa, He KacatoLmxcs
6esonacHocTn, KavecTBa M 3PEKTVBHOCTM OCYLLECTBMAETCS BBO3 W peanusauus NeKapCTBEHHOro CpeAcTsa,
MEeOMLIMHCKOTO U3AEenns C paHee 3aperucTpyMpoBaHHOM WMHCTPYKUMEN N0 MEAULMHCKOMY MPUMEHEHWI0 OO LWeCTu
MecsLeB Nocrne BHECEHUS U3MEHEHUA M OJHOBPEMEHHas peanu3aums nekapcTBEHHOro CpeacTsa, MeAULMHCKOro
N3[enus ¢ HOBOW M paHee 3aperncTpupoBaHHON MHCTPYKLMEN NO MEANLMHCKOMY NPUMEHEHMIO 0O OKOHYaHUS cpoka
roAHOCTW NeKapCTBEHHOrO CPEACTBa, MEANLMHCKOrO U3fenus.

Mpy aTom AepxaTenb PerncTpauMoHHOrO yAOCTOBEPEHUS AOBOAWT MH(OPMAaUMIO O BHECEHHbIX N3MEHEHUSIX,
cofepxalumxcs BO BHOBb 3aperncTpypoBaHHON MHCTPYKLMM MO MEAULMHCKOMY MPUMEHEHMNIO (MMCTKe-BKNagplie) u
061Uyt XxapaKTepUCTUKY NekapCTBEHHOTO CPeACTBa, A0 BCex CyObeKToB hapMaLeBTUYECKOro PbiHKa N MeANLIMHCKUX
opraHusauun.

23. JlekapcTBeHHble cCpeacTBa, BBE3eHHble U Npou3BedeHHble Ha Tepputopum Pecnybnukm KasaxctaH go
UCTEYEHUs1 cpoka AENCTBUSA PErmcTpauLMoOHHOIO YOOCTOBEPEHUS, XPaHATCA U peanusyloTca OO UCTEYEHUs Cpoka
rOAHOCTM.

MeaouumHckme nsgenus, BBe3eHHbIE N NpousBeaeHHble Ha TeppuTopumn Pecnybnuku KasaxctaH oo ucteveHus
Cpoka [eNcTBMSA PerncTpauMoHHOrO YAOCTOBEPEHWs, MPUMEHSTCS, obpalaloTcs W 9KCnnyaTupyloTcs  Ha
Tepputopun Pecnybnunkn KasaxctaH 6e3 orpaHnyeHus unm Ao MCTeYeHUs Cpoka rogHOCTY (3KecnyaTaumm).

24, Ha 3aperMctpupoBaHHble JleKapCTBEHHble CPeAcTBa WM MeAMUMHCKUE  M3genns  MnpoBOoAMTCS
nepuognyeckass oOLeHKa COOTHOLUEHUS MNOMb3a/PUCK Ha OCHOBaHUWM pe3ynbTaTtoB dapmakoHaa3opa Ha
NeKapCTBEHHbIE CpeacTBa U MOHUTOPUHra 6e3oMacHOCTU, KayecTBa N 3PPEKTUBHOCTM MEOULIMHCKUX U3OENNIA.

25. [lencteBne perncTpaumMoHHOro yAOCTOBEPEHUSA MOXET ObiTb NMPUOCTAHOBIIEHO WM OTO3BAHO MO PELUEHUIO
rocyapCTBEHHOrO OpraHa B CreAyloLmX cry4yasx:

1) HeBbINOMHEHUM [epXxaTenem perncTpaumoHHOro yAoCTOBepeHuss 06A3aTensCcTB Mo dhapmakoHaa3opy
neKkapCcTBEHHOro npenapaTa, Mo MOHUTOPWHIY 6e30MacHOCTK, kayecTBa U aPPEeKTMBHOCTM MEAULIMHCKOIO N3Aenus;

2) BbISIBMEHUN B NOCTPErNCTPaLMOHHBIA Nepnog He4OCTOBEPHbIX AaHHbIX B PErMCTPaLMOHHOM [OChE;

3) Ha ocHoBaHWUM MHGOPMaLUMK (3akntoyveHusi, oTyeTa) 06 M3MEHeHMsX B OLieHKe COOTHOLUEHWS MOfb3a-puck
NeKapCTBEHHOro CpefcTBa, M34enus MEeOULUMHCKOrO HasHa4yeHus W MEeQUUMHCKOW TeXHWKM, peKoMeHZauun
SKCNEepPTHON opraHusauuu;

4) no obpalLeHnto 3aaB1TeNS;

5) no pelweHunio (onpegenexHnio) cyaa.

26. lNocne 3aBeplwleHns npoLeaypbl roCy4apCTBEHHON perncrpaumu, nepepeructpauum nekapcTBEHHOro
cpeacTBa MM MeOMLMHCKOTO MU3OeNnusi 3KCnepTHas opraHu3auus hopMmnpyeT 3MeKTPOHHBIN apXUBHBIA 3K3eMNisp
perncTpaLnoHHOro AOCbE, BKIOYaOLWMIA:

3MEeKTPOHHOE PerncTpauroHHoe 4OoCke 3asBUTENS;

3MEKTPOHHYIO KOMWIO PErMCTPaLIMOHHOIO YAOCTOBEPEHUS;

3MEKTPOHHOE 3aKMoYeHne HavanbHOWM SKCnepTu3bl (Banuaaums perncTpaumoHHOro AOCke);

CBOJHbIN SMEKTPOHHBIN OTHET Cneumnanm3npoBaHHON SKCNepTU3bl;

3MNEeKTPOHHbIV NPOTOKOM MCNbITaTensHOM naboparopwuy;

3apEerncTpMpoOBaHHYI0 3MEKTPOHHYIO MHCTPYKLUMIO MO MEOULIMHCKOMY NMPUMEHEHWIO0 NEeKapCTBEHHOrO CpeacTea
(nMcTOoK-BKNaAbIW) U MEAULIMHCKOTO n3genus 1 obLLyto XxapakTepucTuka nekapcTBEHHOro CpeacTBa;

3MEeKTPOHHbIN HOPMAaTMBHBIN OKYMEHT MO KOHTPOSIO kayecTBa 1 6e30nacHOCTV NekapCTBEHHOTO CPeACTBa;

3aperncTpupoBaHHble ANEKTPOHHbIE MaKeTbl YNaKkoBOK, STUKETOK, CTUKEPOB;

3MEeKTPOHHbIE MaTepuanbl MO Nepenncke ¢ 3asiBUTENeMm.

OKkcnepTHas opraHuMsauust OCYLLEeCTBNAET XPaHeHWe 3MEeKTPOHHOrO PerMcTpaumMoHHOro AoCbe B apxvuee C
cobnogeHnem TpeboBaHUI KOHpMAEHUMANBHOCTH.

27. Bo Bpems [encTBus PErncTpaumoOHHOrO YAOCTOBEPEHWS 3IEeKTPOHHOE pPerncrpaunoHHOe [OOCbe,
Haxopasleecs B apxvBe, AOMOMHAETCA KOMUAMU PELUEHWA O BHECEHUN W3MEHEHUW CO BCEeMW MPUIOXEHHBbIMU
AOKyMeHTaMu 3asBuTens, ot4yetamm o 6e3onacHOCTN 1 3 MEKTUBHOCTU.

Mpunoxexwne 1

k [paBunam rocyaapcTBEHHOW perucTpaumu, nepeperncTpaumum

N BHECEHUS U3MEHEHMI B PEMMCTPALIMOHHOE JOChE NEKaPCTBEHHOMO
CpeacTBa, MeANLIMHCKOrO n3aenusi

dopma 1
lep6
Pecny6nukn KasaxcraH

MuHncTepcTBo 3apaBooxpaHeHns Pecnybnukn KasaxcTaH

PernctpaumoHHoe yaoctoBepeHue
PK-JIC - Ne

B cooTtBeTcTBMM ¢ Kogekcom PECFIy6J'Il4KI/I KasaxctaH «O 3g00poBbe Hapoda M cucteMe 34paBOOXPaHEHUSI»
HacTodLllee yooctoBepeHne BblaHo:
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1. HanmeHoBaHve gepxaTtensa perucTpaumoHHOro yaocToBEPEHUS

2. CTpaHa gepxartens perMcTpauyoHHOro yaoCTOBEPEHUS]

B TOM, 4YTO NEeKapCTBEHHOE CPEACTBO 3aperncTpupoBaHO M paspeLlleHO K MPUMEHEHWI0 B MeAMLMHCKON
npakTuke Ha Tepputopumn Pecnybnuku KasaxcraH

NHdopmaLmsa o 3aperncTpMpoBaHHOM JieKapCTBEHHOM CpefcTBe

Toprosoe HavMeHoBaHWe npenapara

[ns oTe4ecTBEHHbIX npomseo,qmenelh TOproBoe HanMmeHoBaHMe Anga aKcnopTta

MexayHapofgHoe HenaTeHTOBaHHOE Ha3BaHWe (NP Hanuyum)

Ho3upoBka

dacoBka

3
4
5.
6. JlekapcTBeHHas opma
7
8
9

Kog ATX

10. CocTaB aKTUBHbIX BELLLECTB

11. CpoK XpaHeHus

12. Mopsapok otnycka (no peuenty, 6e3 peuenTta)

UHdopmaumsa o npoussoauTerne nekapcTBEHHOro cpeacTea

Ne Tun opraHnsaumm nnun y4actok Npomn3BoACcTBa HavnmeHoBaHve opraHusauum CTpaHa

[ponssogntens

2. YnakoBLUMK

[ata rocynapcTBeHHoON peructpauum (nepepermctpauum) « ». 20 roga Ne peLueHms.
OencTButensHo Ao « » 20 roga unun «beccpovHo» (Hy>xHoe ykasaTb).
[arta BHeceHns1 U3BMeHeHUN « » 20 roga Ne peLueHus.

damunusa, uMs, OTYECTBO (NpY Ero HanMuuM) PyKoOBOAUTENS rOCYAapCTBEHHOMO opraHa (Mnu ynosIHOMOYeHHoe
nmuo)

dopma 2

lepb
Pecny6nukn KasaxctaH
MwuHucTepcTBO 3apaBooxpaHeHus Pecnybnuvkm KasaxctaH

PerncrpaumnoHHoe ygoctoBepeHme
PK-(MMH/MT) - Ne

B cooTtBeTcTBMM ¢ Kogekcom PECFIy6J'IMKVI KasaxctaH «O 340pOoBbe Hapoaa U cuctemMe 34paBOOXpPaHEeHUA»
HacTodLllee permcTtpaumoHHoe ygoctoBepeHne BbiaaHo:

NHopmaums HanmeHoBaHve

[MpounssoauTens, cTpaHa -

[Mpon3BoacTBEHHanA Nnollaaka, cTpaHa -

YNONHOMOYEHHbIN NPpeACcTaBUTENb NPOM3BOANTENS -

B TOM, 4YTO

(HaMmeHoBaHWe MeaMLMHCKOro U3aenusi)

(knacc 6e3onacHOCTU B 3aBUCMMOCTUN OT NOTEHLUMANBHOIO pUcka NpUMeHeHs1)
3aperMcTpupoBaHa/o U paspelleHa/o K NPUMEHEHUIO B MEOMLMHCKON NpakTuke Ha Tepputopum Pecnybnuvku
KasaxcTtaH.

MepeyeHb pacxogHbIX MaTepuanoB U KOMMIEKTYIOLWNX K MEAULUMHCKOMY U3AENUI0 B MPUIIOXKEHUM K OAHHOMY
perncTpaLuoHHOMY YAOCTOBEPEHMIO cornacHo opmMe 3 (yka3aTb KONMMYECTBO NINCTOB).
[aTta rocygapctBeHHOW permctpaumm (nepepermctpaumm).

« » 20 roga Ne peLleHus.
JdencTButensHo Ao « » 20 roga unu «beccpoyHo» (HyxHoe yKkasaTb).
[ata BHeceHus1 U3BMeHeHUN « » 20 roga Ne peLlueHns

damunusa, uMsl, OTYECTBO (NpY Ero HanMuuM) PyKOBOAUTENS rOCYAapCTBEHHOrO opraHa (Mnu ynoriHOMOYeHHoe
nmuo)

MprvMeyaHue: B crnyvyae Bblgayn perMcTpauuoHHOIO YAOCTOBEPEHUS Ha M3Oenve MeaMUMHCKOrO HasHayeHus
ykasbiBaetca PK-VIMH - Ne.
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B cnyuyae Bbiaum perucTpaLmoHHOro yA0CTOBEPEHNSI HA MeOMLMHCKYI0 TEXHUKY ykasbiBaeTcs PK-MT - Ne.

dopma 3
MuHucTepcTBO 3gpaBooxpaHeHus Pecnybnuku KaszaxctaH
MpunoxeHue k pernctpaunoHHomy yaoctoseperuto PK-MMH/MT Ne__
MepeyeHb pacxoHbIX MaTepuarnoB 1 KOMMMEKTYIOWUX K MEAULUHCKOMY U30ENNI0
Ne HaumeHoBaHVe pacxogHbIX MaTepmnarnoB U KOMMNMEKTYIOLWMX K Mogenb MpoussoaunTenb CrtpaHa
n/n MEeAVLIMHCKOMY U3LEnuio (n3roToBUTEnND)
1.
2.
3.
4,

damunusa, UMs, 0THECTBO (NPU €ro HanNN4YUKM) pyKoBOAUTENS roCyAapCTBEHHOTO
opraHa (Unm ynosiHOMOYeHHOe NnLO)

« » 20 roga

Mpunoxexwne 2

k [paBunam rocyaapCTBEHHOW perncTpaumu, nepeperncrpaumm

N BHECEHUSI U3MEHEHUI B PErncTpauLMOHHOE JOChE NEKapCTBEHHOIO
cpeAcTsa, MeAVLMHCKOTO U3genus

PelweHne o6 oTkase
B roCyapCTBEHHOWN pernctpaunm, nepeperncTpaumm unm BHECEHUM U3MEHEHUN B PErMCTPALMOHHOE LOChEe
NeKapCcTBEHHbIX CPEACTB, MeaULUMHCKMX usgenui B Pecnybnuke KasaxcrtaH

Homep 3asaBneHus

[aTta 3asBnexHuns

3aaBuTenb

Homep pelueHns o6 oTkase

[ata pelueHns o6 oTkase

HauMeHOoBaHWe rocy4apCTBEHHOrO opraHa
yBegomnsieT Bac 06 oTkase B peructpauuv, nepepernctTpaunmn Unm BHECEHUN M3MEHEHNI B PErMCTPaLMOHHOE A0Che
1 MEAMLMHCKOM NPUMEHEHUN NeKapCTBEHHOrO CPeAcTBa/MeaANLIMHCKOro n3aenus (Hy>kKHoe NoayYepKkHyTb) Ha
TeppuTopun Pecnybnukun KasaxcraH.

[pnynHa oTtkasa:

damunus, nMs, 0THECTBO (NPU €ro HanNUuuNM) pyKoBOAUTENS roCyAapCTBEHHOrO opraHa (v ynoriHOMOYEHHOro
niua)




