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O BHeCeHHMH M3MEHEHHI B IpHKa3 MuHMCTpa 3apaBooxpaneHUA PecmyOmmku
Kazaxcras ot 18 Hos6ps 2009 roga Ne 735 "O6 yrBepxaernm IIpasun
TOCYAapCTBEHHO! PETMCTPALIUH, IIEPEPEruCTpaliii 1 BHECEHUA H3MEHEHUH B
PETHUCTPAHOHHOE JTOChE JIEKAPCTBEHHOTO CPEICTBA, H3/IEIWii MEUITMHCKOTO
Ha3HA9CHUA U MCIUIMHCKON TEXHUKHU"

YrparuBmmii caTy
[Ipuka3z Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 27 mast 2019 roga Ne
KP JICM-87. 3apeructpupoBan B Munucrepctse octunun Pecriyonuku Kazaxcran 28
Mmast 2019 roma Ne 18739. Vrpatun cuny npukazom MUHHCTpa 31paBOOXpaHEHUS
Pecnybnmuku Kazaxcran ot 9 despans 2021 roma Ne KP JICM-16 (BBoguTcs B
NEWCTBUE IO UCTEYEHHUM JECATH KaJEHIApHBIX [HEH MOCIe JHS €ro MepBOro
0(pUIHATIBHOTO OMYOJIUKOBaHUS)

CHocka. YTpatun cuiny npukazoMm Munuctpa 3apasooxpanenus PK ot 09.02.2021
Ne KP JICM-16 (BBOaMTCS B ASHCTBHE IO MCTCUCHHMH ACCITH KaJCHAAPHBIX JTHEH
TIOCJIE JIHSI €T0 TIePBOTr0 O(PHUITMATBLHOTO OIyOJIMKOBAHHUS ).

B cootBerctBuu co cratheit 71 Konekca Pecnyonuku Kazaxcran ot 18 ceHTs0ps
2009 roga "O 310poBbe Hapoaa u cucteme 31apaBooxpanenus”, [IPUKA3SBIBAIO:

1. Buectu B npuka3 Munuctpa 3apaBooxpanenus: Pecnyonuku Kazaxcran ot 18
HOs10ps1 2009 roga Ne 735 "O6 yrBepxkaenuu [IpaBui rocy1apcTBEHHOM perucTpaimi,
NEPEPETUCTPALIMN U BHECEHUSI N3MEHEHHI B PETHUCTPALIMOHHOE 10ChE JIEKAPCTBEHHOTO
CpelCTBa, W3ACIUNA MEIUIIMHCKOrO HAa3HAYEHUS U MEAULUMHCKOM TeXHUKu" (
3aperucTpupoBaH B Peectpe rocy1apcTBEHHON PErHCTPALIMM HOPMATUBHBIX ITPABOBBIX
akToB mog Ne 5935, ony6nukoBan 5 mas 2010 roga "FOpuaudeckas razera" Ne 63 (
1859)) cnenyroiire U3MEHEHUS:

3aroJIOBOK M3JIOKHUTH B CIEIYIOLIEH pelaKInu:

"O6 ytBepxaeHuu [IpaBwr ToCy1apCTBEHHOM PETUCTPAIIUH, TIEPEPETUCTPALINHA U
BHECEHHSI M3MEHEHUN B PETHUCTPALMOHHOE JOChE JIEKAPCTBEHHOTO CPEACTBA WU
MEJIMIIMHCKOTr0 M3AeIus";

MYHKT | W3JI0KUTH B CIEAYIOLIEH pelaKIUu:

"1. YTBepauTs npuiiaraemsle I[IpaBmiia rocyaapCTBEHHOW PETUCTPALUH,
NEPEPETUCTPALIMN U BHECEHUSI N3MEHEHHI B PETHUCTPALIMOHHOE 10ChE JIEKAPCTBEHHOTO
CpEACTBa WM MEIUIIMHCKOIO U31enus.";

[IpaBuna rocy1apCcTBEHHOW PETHCTpALNU, MEPEPErucTpallud U BHECEHUS
U3MEHEHHI B PETHCTPALIMOHHOE [I0Ch€ JIEKAPCTBEHHOI'O CPEACTBA, HW3IEIIHI



MEIMIMHCKOTO HAa3HAYEHHUS U MEIUIUHCKONW TEXHUKHU, W3JIOKUTh B DPEIAKLUU
COTJIACHO IMPUJIOKEHUIO K HACTOSIEMY IIPUKA3y.

2. Komurery dhapmanuu MunuctepcTa 3apaBooxpanenus Pecyonmmku Kazaxcran

B YCTaHOBJIEHHOM 3akoHoJaTenbcTBOM Pecny0nuku Kazaxcran nopsiake o0ecrneunTs:
1) rocyaapCTBEHHYIO0 PErMCTpalyi0 HACTOSLIEro Ipuka3za B MuHucTepcTBe
toctuniuu Pecry6onuku Kazaxcran;

2) B TeUEHUE ACCATU KAICHAAPHBIX JTHEH CO JHS rOCyAapCTBEHHOM perucTpanuu
HACTOSAIIET0 NMpUKa3a HAIPABJIEHNUE €r0 KOMUU B OYMa)KHOM U 3JIEKTPOHHOM BHJIE Ha
Ka3aXCKOM M PYCCKOM si3bIKax B PecnyOnuKkaHCKOe rocy1apCTBEHHOE PEANpUsiTUE Ha
npaBe XO3SUCTBEHHOTro BeleHUsA "WHCTUTYT 3aKOHOJATEIbCTBA M IMPaBOBOU
unopmaruu Pecny6nuku Kazaxcran" s oduuuanbHOro onyOiIMKOBaHUS U
BKJTIOYEHHS] B DTAJOHHBIM KOHTPOJBHBIM OaHK HOPMATHBHBIX IPABOBBIX AKTOB
Pecny6nuku Kazaxcran;

3) pa3menieHrne HACTOSIIErO MpUKaza Ha MHTEpHET-pecypce MuHucrepcrna
3npaBooxpaHeHus Pecryonuku Kazaxcran nmocie ero opuuuaibHOTO Oy OIMKOBAHUS;

4) B TeueHUe NeciATU pabOUYUX JHEW MOCIe TOCYIapCTBEHHOW PErucTpanuu
HACTOSIIIETO MpHKaza MpeicTaBieHue B JlemapraMeHT OpUANYECKON CIIyKOBbI
MunucrepcTBa 3apaBooxpaHeHust Pecnyonuku Kazaxcran cBeieHuil 00 UCIIOTHEHUU
MEPOMIPUATUI, TPEAYCMOTPEHHBIX MOAMYHKTaMH 1), 2) 1 3) HACTOSIIIETO MyHKTA.

3. KoHTpOJIb 32 HCIIOJHEHUEM HACTOAILIETO MTPUKa3a BO3JI0KUTh Ha KypHUPYIOIIETO
BUIIE-MUHHCTpA 3ApaBooxpanenus PecryOnmku KazaxcraH.

4. Hacrodmuii npuka3 BBOAUTCS B JE€UCTBUE 110 UCTEYEHUU JIECSITH KaJeHAAPHBIX

JTHEH TOCJIe AHS €ro MepBoro oPuIMaIbHOro OMyOJIMKOBAHMUS.
Mpmunnctp 31paBooxpaHeHHS
Pecrry6mnkn Kazaxcran
IIpunoxenue
K npuka3sy MuHucTpa
3/IpaBOOXPAHEHNUS
Pecrry6nuku Kazaxcran
ot 27 masg 2019 roma Ne KP JICM-87
Y TBepKIEHbI TPUKA30M
MunucTtpa 31paBoOXpaHEHUS
Pecnyonmuku Kazaxcran
ot 18 Hos6pst 2009 roma Ne 735

ITpaBuia TOCyIapCTBEHHOM PErHCTPAlliH, IIEPEPErHCTPALAN H BHECCHUA
A3MEHEHHI B PETHCTPAIHOHHOE JOCHE JIEKAPCTBEHHOTO CPEACTBA HIIH
MEIUITMHCKOT'0 H3eIHA

I'maBa 1. O0mue monMoXeHUS



1. Hacrosimue IlpaBuiia rocy1apCcTBEHHOM perucTpanuiu, MNepeperucTpanuu 1
BHECEHUSI U3MEHEHUN B PETUCTPAIMOHHOE JIOChE JICKAPCTBEHHOTO CPEICTBA WU
MeIUIMHCKOro u3aenust (nanee - IlpaBuna) omnpenensitoT MOPSAOK MPOBEICHUS
rOCyJapCTBEHHOW pErucTpaiuu, MNepeperucTpaliui U BHECEHUs] U3MEHEHUM B
PETUCTPALIMOHHOE JI0ChE JIEKAPCTBEHHOTO CPEJCTBA WM MEAUIMHCKOIO U3JCIUs B
Pecny6nuke Kazaxcran.

2. 'ocy1apCTBEHHYIO PETUCTpaIvIO, IEPEPErUCTPAII0 U BHECEHUE U3MEHEHUN B
PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOI'O CPEACTBA WJIM MEIULMHCKOTO HW3AEIus
OCYILIECTBIISIET TOCY/IAPCTBEHHBIN opraH B cepe 0OpalleHus JeKapCTBEHHBIX CPE/ICTB
U MEIUIMHCKUX W3AeNui (Janee — rocyJapCTBEHHbIM OpraH) B COOTBETCTBUHU C
HacrosMu [IpaBuiiamu, mocpeAcTBOM BeO-mopTaia "3JeKTPOHHOIO ITpaBUTEIbCTRA"
(manee — Ilopran) npu B3aumoneiictBuu ¢ CucTeMol ynpaBieHUs JEKAPCTBEHHOTO
obecnieuenust Equnoil mHdopManmoHHON cucTeMbl 3ApaBooxpaHeHus PecnyOinuku
Kazaxcran (manee — CYJIO).

I'maBa 2. ITopamok rocyapCTBEHHOM pPErUCTPaIH, IIEPEPETHCTPALHH,
BHECCHMS W3MCHEHHUH B PETHCTPAHOHHAOE JIOCHE JIEKAPCTBEHHOI'O CPEACTBA
WM METUIUHCKOT'O M3IEIIHs

3. Ins rocy1apCTBEHHOM PETUCTPALINH, IEPEPETUCTPALIMN U BHECEHUSI U3MEHEHU I
B PETUCTPAILMOHHOE J0ChE PECIyOIMKaHCKUM TOCYIapCTBEHHBIM MPEANPUATHEM Ha
paBe XO35UCTBEHHOTO BeAeHUs "HanmoHanbHbIN LEHTP 3KCIEPTU3bI JIEKAPCTBEHHBIX
CpPEeACTB U MeAUIUHCKUX u3aenuil" KomuTera KOHTpOJsS KayecTBa U O€30MacHOCTH
TOBapOB U yciyr MuHucrepcTBa 3apaBooxpanenus Pecniyonuku Kazaxcran (nanee —
SKCHEpPTHAs OpraHu3alus) MNPOBOJUTCA SKCIEpPTHU3a JEKAPCTBEHHBIX CPEACTB U
MEIUITMHCKHUX M3IeNTUi Ha 0€30MacCHOCTh, Ka4eCTBO U 3((HEKTUBHOCTH B COOTBETCTBUU
¢ IIpaBusiamu NpoBeAEHUs AKCHEPTU3BI JEKAPCTBEHHBIX CPEACTB U MEOULIMHCKHUX
U3JIeNINNA, YTBEPKJICHHBIMH NpHKa3oM MUHHCTpa 31paBooxpaHeHus PecnyOiuku
Kazaxcrtan ot 19 nos6psa 2009 roma Ne 736 (3apeructpupoBan B Peectpe
rocyJapCTBEHHOM perucTpauuu HOPMaTUBHBIX IPABOBBIX akTOB 3a Ne 5926) (nanee —
[IpaBumna sKcriepTU3bI).

4. JIns Tocy1apCTBEHHON perucTpaluu, NePeperucTpali 1 BHECEHUSI U3MEHEHU N
B PETUCTPALIMOHHOE J1I0ChE JIEKAPCTBEHHOTO CPEJICTBA MU MEAUIIMHCKOTO U3ENHs Ha
[Toprane pa3paboTUMK WM MPOU3BOAMUTENL JEKAPCTBEHHOTO CPEACTBA WIIH
MEIUUHUHCKOTO W3JAENHs, WIH HUX JOBEPEHHOE JIMIO, YIOJHOMOYEHHOE IOJaBaTh
3asBJICHHE, IOKYMEHTBI U MaTEpHAIIbl HAa MPOBEJICHUE IOCYAAPCTBEHHON PETUCTPALIUH,
NEPEPETUCTPALMHN U BHECEHUS N3MEHEHUU B PETUCTPALIMOHHOE T0CHE JIEKAPCTBEHHOTO
CpelCTBa WM MEIUIIMHCKOTO U3/eus (Janee — 3asaBUTENb) (OPMUPYET AIEKTPOHHOE
3a8BJCHUE HA PETUCTPALNI0, IEPEPETUCTPALIMIO U BHECEHUE W3MEHEHUU B



perucTpaimoHHoe Jnochke. K 3asdBICHUI0 MNPHIATalOTCS SIEKTPOHHAs KOIHUS
IJIaTEKHOTO JIOKYMEHTa, MOATBEPKAAIOLIEr0 OIUIATY CYMMBI PETHCTPALIMOHHOTO
cOopa, 3a HCKJIIOUEHHMEM OIUIaThl, COBEPIICHHON dYepe3 IUIaTeKHBbIM muI03 "
AJEKTPOHHOTO MPABUTENBCTBA' .

5. 3asBlieHME HA MEPEPEruCTPALUI0, B TOM YHUCIE Ha HKCIEPTU3Y I
NepeperucTpalu, MOJAeTCd [0 OKOHYaHUA JEHUCTBUS PErUCTPALIMOHHOTO
YAOCTOBEPEHMUS.

6. 'ocynapcTBeHHasi perucrpaims, nepeperucTpanus, BHECEHUE U3MEHECHHI B
PETUCTPAIMOHHOE JT0ChE JIEKAPCTBEHHOTO CPEACTBA WJIM MEAULMHCKOIO H3IEHUS B
Pecniy6nuke Kazaxcran wuim 00 0OTKa3 B TOCYJAapCTBEHHOW pPETUCTPAIIUU,
NepeperucTpani, BHECEHUH U3BMEHEHUI B PErUCTPAIMOHHOE 1I0ChE OCYIIECTBIISIETCS
COTJIACHO CTaHAApTy ToCyJapcTBeHHOUN ycinyru "['ocynapcTBeHHasi perucrtpanus,
NEPEPETUCTPALINS U BHECEHUE U3MEHEHUN B PETUCTPALIMOHHOE J1I0ChE JIEKAPCTBEHHOTO
CpPEACTBa, MEIULMHCKOTO WU3JEIHsA", YTBEPXKICHHOTO Ipuka3oM MuHuUCTpa
3IpaBOOXPAHECHUS U colMaibHOro passutus Pecnybnmuku Kazaxcran ot 28 ampens
2015 roma Ne 293 (3apeructpupoBaH B PeecTpe rocynapcTBEHHON perucTpanuu
HOPMAaTUBHBIX IPaBOBbIX aKTOB 3a Ne 11338).

Cpoxku okazaHus rocyaapcTBeHHON yciayru Ha [loprane — 5 (nath) pabouux aHEH.
JleHb TojauM MakeTa JIOKYMEHTOB 3asBuTelieM uepe3 [lopranm He BXOAUT B CpOK
OKa3aHUs rOCy1apCTBEHHO YCIIyTH.

7. IIp1 MONOKUTEILHOM PELIEHUN O PETUCTPALUH, IEPEPETUCTPALIMH, BHECEHUU
WU3MEHEHHUM B PETUCTPALIMOHHOE J0ChE JIEKAPCTBEHHOI'O CPEACTBA WIIM MEIULIUHCKOTO
uznenuss Ha Iloprane QopmupyroTCs ClEAyIOIIUE 3JIEKTPOHHBIE JIOKYMEHTBHI,
HOJIMCAaHHBIE AJIEKTPOHHO-IU(POBON MOAMUCHI0 PYKOBOAUTENS TOCYIapCTBEHHOTO
opraHa:

1) perucTpanoHHOE yA0CTOBEPEHHE, ACUCTBYIOIEe HA TeppuTtopuu PecrmyOnmku
Kazaxcran cornacuo ¢popmam 1, 2, 3 npunoxxenus 1 xk Hactosium [IpaBunam;

2) 3aperucTpupoOBaHHbIC MHCTPYKUHS (JIMCTOK-BKJIAJBIII) MO MEIUIIMHCKOMY
IPUMEHEHUIO JIEKAPCTBEHHOTO CpPEICTBA WJIM MEIUIMHCKOTO M3JeNus U o0Iias
XapaKTEpUCTHKA JIEKAPCTBEHHOTO CPEACTBA HA Ka3aXCKOM M PYCCKOM S3bIKaX;

3) 3aperucTpupoBaHHBIE MAaKEThl YNAaKOBOK, JTHUKETOK, CTHUKEPOB Ha
JIEKapCTBEHHBIE CPEJCTBA, MEAUIIMHCKUE U3/I€NUs HA Ka3aXCKOM M PYCCKOM SI3bIKAX.

8. IIpu 0TKa3e B roCy1apCTBEHHON PETUCTPALINU, IEPEPETUCTPALIMN U BHECEHUU
U3MEHEHHUI B PErUCTPALIMOHHOE JIOChE JIEKAPCTBEHHOI'O CPEJICTBA WIIM MEIUIIMHCKOTO
uznenust B PecnmyOnuke Kaszaxcran nHa Iloprame dbopmupyercs otkasz mo dopme
COTJIACHO MPUJIOKEHUIO 2 K HacToAuM [IpaBunam.

9. MenuuuHCKOE U3JeNne, CONEPIKAILEEe B COCTABE WM B KAYECTBE COCTABHOU
YacTH JIEKapCTBEHHOE CPEJICTBO, IOMJIEKHUT TOCYJapCTBEHHON pEruCcTpaluy,



NEPEPEeTUCTpaIiii B Ka4eCTBE METUIIMHCKOTO U3JIETUs TIPU YCIOBUM PETUCTPAINHU B
CTpaHe MPOU3BOAMUTENS B KAYECTBE MEIUITMHCKOTO U3/ICTIHSI.

10. IN'ocynapcTtBenHas peructpaius opdaHHBIX JEKApCTBEHHBIX MpenapaToB
MIPOBOAMTCS 1O YCKOPEHHOMW MpOoIeype MPOBEASHUS IKCIEPTU3BI B COOTBETCTBHH C
[IpaBunamu SKCIEPTU3bI U MO COTJIACOBAHUIO C 3asBUTEJIEM MPH HEAOCTATOUYHOCTH
JAHHBIX PE3yJbTaTOB JOKJIMHUYECKUX (HEKJIUHUYECKUX) M KIMHUYECKUX
UCCIICJIOBAHUM, B CIICYIOMINX CIydasx:

1) ecnu ypoBeHb HayYHBIX 3HAHUH B JIEHb MOJA4M 3asiBKM Ha TOCYJapCTBEHHYIO
perucTpaIuio He Mo3BOJIsIeT cOOpaTh OoJee MONHYI0 HH(DOpMAIIHIO;

2) ecnu monydeHue 0oJiee MOJTHBIX JAaHHBIX MPOTUBOPEYUT OOIIECTIPUHSITHIM
IPUHITUIIAM MEAUITMHCKON YTHKH.

11. He momyckaeTcst rocyapCTBEHHAsI PETUCTPAIINS JICKAPCTBEHHBIX CPEACTB IO/
OJIHUM TOPTOBBIM HAMMEHOBAaHUEM, UMEIOLIUX PA3HbI COCTAB AKTUBHBIX BEIIECTB.

12. Ilpm rocynapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOTO CPEACTBA
OTE€YECTBEHHOTO TMPOU3BOJACTBA, IMPEAHA3HAYEHHOTO [Jsi DOKCIOpTa, B
PETUCTPAIIMOHHOM YJIOCTOBEPEHHH MOTYT OBITh YKa3aHbI Pa3Hbie TOPTOBbIC Ha3BAHUS
OpU  YCIOBUU TOATBEPXKICHUS MPOUZBOJUTEIEM HIACHTUYHOCTH COCTaBa,
TEXHOJOTHYECKOTO TpoIlecca, METOAOB W METOJMK KOHTPOJS KadecTBa
JIEKapCTBEHHOTO CPECTBA.

13. l'ocynapcTBeHHass perucTpanus BOCHPOU3BEIAECHHOI'O JIEKAPCTBEHHOIO
npernapara OCyIIECTBISIETCS C BbIJa4el pEruCTPallMOHHOTO YI0CTOBEpEeHUS, 03 mpaBa
peanu3alny JEKapCTBEHHOI0 Mpenapara 10 UCTEUECHHs] CPoKa JEHCTBHS OXPAHHOTO
JOKYMEHTa OPUTMHAIBHOTO JIEKApPCTBEHHOTO Mpemnapara.

3asgBUTENH TIPU STOM B MUCHbMEHHOM BHUJE UHPOPMUPYET O HE HAPYIICHHUH MPaB
TPETbel CTOPOHBI, 3AIIUIIEHHBIX MATEHTOM B CBS3HM C PETUCTPAIMEH JIEKApCTBEHHOTO
npermapara.

14. B ciy4ae mocTyIUICHHsI B TOCYJapCTBEHHBIN opraH HHGOpMaIlUU O HapyIICHUH
UCKIIIOUNTEIBHBIX IMPaB OXPAaHHOTO JOKYMEHTa Ha H300pETEeHHE WM IOJIE3HYIO
Mozenb B cdepe oOpalieHusl JEeKapCTBEHHBIX CPEACTB, MEIULMHCKUX HU3ACNIHM
NaTEeHTHl Ha W300peTeHHs, MPOMBIIUICHHbIE OOpa3lbl M TOJE3HbIE MOJAEIU —
roCy/IapCTBEHHBIN OpraH NPUOCTAHABIMBAET JCHCTBUE PETHUCTPALIMOHHOTO
yAOCTOBEPEHHUSI /O TMOJYYEHHs pPe3ylbTaToOB CyneOHOro pa3dmparenbcTBa Ha
OCHOBAHUU CIEAYIOLIUX JOKYMEHTOB:

1) 3asBieHUe maTEHTOOOIaAaTENsl OXPAHHOTO JIOKYMEHTa Ha U300pETeHHE WU
MOJIC3HYI0 MOJIeNIb O (paKTe HAPYUICHHS €ro HUCKIIOYUTENBHBIX TpaB JIPYyrUM
3asBUTENIEM JMOO ero mpeacTaButens (IpU HAIUYUM HOTapHaIbHO 3aBEPEHHOU
JIOBEPEHHOCTH);

2) HOTapuaJIbHO 3aBEPEHHAS KOMUS MaTEeHTa Ha U300pETEHHE WIIU TOJIE3HYIO
MO/IeITb;



3) pemeHwe cylna O Ha3HA4YeHUM Jeja 00 ochapuBaHWU (HAPYIICHUH)
UCKIIFOYUTEIBHBIX MPaB K pa30OUpaTeabCTBY B CY/IeOHOM 3aceaHuMU.

[Ipu BCcTymieHHU B 3aKOHHYIO CUJIy PEIICHUs] CyJa O HapyUIEHHU WIIH HE
HApPYILICHUHU MCKIIOYUTEIbHBIX MpPaB TPETbUMH JHUIAMU YMNOJHOMOYEHHBIA OpraH
OT3BIBAET PETUCTPAIUOHHOE YJAOCTOBEPEHUE UM BO300HOBISET JACUCTBUE
PETUCTPAlMOHHOTO YJIOCTOBEpPEHMS, B COOTBETCTBUMU C IlpaBunamm 3ampera,
NPUOCTAHOBJICHUS WM U3BATHS U3 OOpalleHusi JIEKapCTBEHHBIX CPEJICTB,
MEIULMHCKUX HU3JIENINI, YTBEPKACHHBIX MPHUKa30M MUHHCTpa 31paBOOXPAaHEHUS U
conanbHoro passutusi Pecny6nuku Kazaxcran ot 27 despans 2015 roma Ne 106 (
3aperucTpupoBaH B Peectpe rocy1apcTBEHHON PErHCTPAlM HOPMATUBHBIX TPABOBBIX
akToB Ne 10670).

15. Ilpu rocynapCTBEHHOW PErUCTpPAIMM YCTAHABIMBAETCS CPOK JIEMCTBUSA
PETUCTPAlMOHHOTO yIOCTOBEPEHUS ISl JIEKAPCTBEHHBIX CPEACTB WM MEOULIUHCKUX
U3JIENNN - 5 JIET.

[Tpu nepeperucTpanvu BblIaeTCsl OECCPOUYHOE PETUCTPALIMOHHOE YIO0CTOBEPEHUE
Ha JIEKapCTBEHHBIE CPEJICTBA, IPOU3BEICHHBIE B COOTBETCTBUU ¢ TpeOoBanusiMu GMP
Pecnybnukn KazaxcrtaH, cTpaH-perHoHOB MexayHapoaHOW KOH(EpeHIuu Mo
rapMOHU3AIMHU TEXHUYECKUX TPEOOBAHUN K PETUCTPALIMH JICKAPCTBEHHBIX MTPENapaToB
111 Meauiackoro npuMenenus (ICH).

16. B nepuon AeHCTBUSA PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
CpEIICTBA WJIM MEIUIIMHCKOTO M3JEIUS BHOCATCA W3MEHEHUS B PETUCTPALMOHHOE
JOChE.

17. BHOCUMBbIE M3MEHEHHSI HE JIOJKHBI CHHMXXaTh 0€30MacCHOCTh M Kaue€CTBO
JIEKaPCTBEHHOI'O CPEACTBA WJIM MEIULIMHCKOTO U3IEIH.

18. IIpn BHECEHMM U3MEHEHUN B PETUCTPALMOHHOE JOCHE PETHCTPALMOHHOE
yaocToBepeHre GopMupyercs Moj Mpe>KHUM HOMEPOM C YKa3aHHEM JIaThl BBEIICHUS
W3MEHEHUS, JaThl BbIIAYM U CPOKa JCUCTBUSI PETUCTPAIMOHHOTO YJIOCTOBEPEHHUS HA
OCTAaTOYHBIM CPOK JEUCTBUA TOCYAAPCTBEHHOM PETHCTpAllMU, B CIly4yae HaJlU4us
0OECCpPOYHOr0 PErucTPalMOHHOIO YJIOCTOBEPEHUS — MOJ MPEKHUM HOMEPOM C
yKa3aHUEM JaThl BHECEHHBIX U3MEHEHHI U JJauu BbIJJAYU OECCPOUYHOTO yI0CTOBEPEHHUS

19. Undopmanus o JeKapCTBEHHOM CPEACTBE WM MEAUIMHCKOM HU3JEIIUH,
MOJIAHHBIX HA TOCYJAPCTBEHHYIO PETHUCTPALIMIO, MEPEPETUCTPALMIO0 WM BHECEHUE
W3MEHEHUM B PETUCTPALIMOHHOE JTOChE SBJISIETCS KOHPUACHIIUATLHOM.

Jluma, uMeromme J0CTyl K KOH(DUACHIIHAIBHON HH(pOpMAaIIHU, OTHOCSIICHCS K
MpOLEIYyPE TOCYAAPCTBEHHON PErUCTPALINH, TIEPEPETUCTPAIIMHA U BHECEHUS] U3MEHEHUI
B PETUCTPALMOHHOE JIOChE JICKAPCTBEHHOTO CPEJCTBA WM MEIUIMHCKOTO H3JIEIIHS,
BCJIEACTBHE 3aHMMAeMOM JOJKHOCTH, ITOJIOKEHHUS WM BBIINOJHEHHUS 0053aTEeIbCTB
COXPAHSIOT U MPUHUMAIOT MEPBI K €€ OXpaHe.



20. Ilocne mpormeayp nepeperucTpaidd U BHECEHUS HU3MEHEHHUU B
PETUCTPAIIMOHHOE JOChE B TEYEHHE BOCBMHU HEAEIb JIOMYCKAETCS MPOU3BOACTBO
JIEKaPCTBEHHOT'O CPENICTBA WIIM MEIUIIMHCKOIO M3JENIUS B COOTBETCTBUU C MPEKHUM
PETUCTPAIMOHHBIM J10ChHE.

21. B cnydae nepeperucTpanuy Ui BHECEHNSI U3MEHEHUN B PETHCTPALMOHHOE
JOChE TOJBKO IO MApPKUPOBKE M IO YMAKOBKE JIEKAPCTBEHHOT'O CPEJCTBA WU
MEIMIUHCKOTO U3JENUS JIOMYCKAETCS BBO3 B PAHEE 3aPETUCTPUPOBAHHON YIAKOBKE Ha
CPOK J0 IIECTH MECSLEB MOCJe MEPEeperucTpaluv WU BHECEHUS W3MEHECHUU B
PETUCTPALMOHHOE JI0ChE, MPOU3BEACHHBIE [0 MEPEPETUCTPALMU WM BHECCHUSA
VU3MEHEHUN U OJHOBPEMEHHAS peaIn3alus JICKAPCTBEHHOIO CPEICTBA, MEULIMHCKOTO
M3JEIMs B PaHEE U BO BHOBb 3apPETUCTPUPOBAHHON YMAKOBKE 10 OKOHYAHHUS CpPOKa
TOJAHOCTH JIEKAPCTBEHHOI'O CPEACTBA, MEAULIMHCKOTO U3AEITHSL.

22. B ciydyae BHECEHMS M3MEHEHHH B HMHCTPYKIUIO MO MEIUIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOTO CPEJICTBA, MEIUIIMHCKOTO M3AENHS (JTMCTOK-BKJIAIBIIII)
U OOIIYIO XapaKTePUCTHUKY JIEKAPCTBEHHOTO CPEJICTBA, HE KACAIOIINXCS O€30MMacHOCTH,
KaduecTBa U d(PGHEKTUBHOCTU OCYIIECTBISETCS BBO3 U pealu3aliusl JIEKapCTBEHHOIO
CpEeICTBa, MEAULIMHCKOTO M3JIENIUS C PAaHEEe 3apPErUCTPUPOBAHHON MHCTPYKLMUEH I10
MEIUIMHCKOMY MPUMEHEHUIO 10 MIECTH MECSIEB MOCJIE BHECEHUS M3MEHEHUU U
OJHOBPEMEHHAsl pean3alys JIEKAPCTBEHHOIO CPEICTBA, MEAULIMHCKOTO U3JIEIUS C
HOBOW M paHee 3aperUCTPUPOBAHHOM MHCTPYKLUMEN MO MEIUIIMHCKOMY MPUMEHECHUIO
JI0 OKOHYaHMS CPOKA TOJTHOCTH JIEKAPCTBEHHOT'O CPEJICTBA, MEIUIIUHCKOTO U3/ICIIHS.

[Ipu aTOM AeprkaTeslb perucTPalliOHHOIO YAOCTOBEPEHUS JOBOAUT HH(OPMAIIUIO O
BHECECHHBIX N3MEHEHHUSX, COAECPKAIIUXCA BO BHOBb 3aPETUCTPUPOBAHHON UHCTPYKIUU
0 MEIUIIMHCKOMY NPHUMEHEHUIO (JIMCTKE-BKIIAMBINIE) U OOIIYI0 XapaKTepUCTUKY
JIEKApCTBEHHOTO CPEJACTBa, 1O BCEX CYOBEKTOB (hapMalleBTUUECKOTO pPBIHKA H
MEIUIMHCKAX OpPraHU3alni.

23. JlekapCTBEHHBIE CPEACTBA, BBE3CHHBIE U MPOU3BEICHHBIE HA TEPPUTOPUU
PecnyOnuku KazaxcTtan [0 HCTeUEHHUS] CpoKa JAEWCTBHUS PETUCTPALIMOHHOTO
YIOCTOBEPEHUS, XPAHATCS U PEATU3YIOTCS 10 UCTEUECHUS CPOKa TOJIHOCTH.

MenuuuHCKAEe W3AENIUsl, BBE3CHHBIE M MPOU3BEICHHBIE HAa TEPPUTOPUU
PecniyOnuku KazaxcTtaH 1m0 HCTeUeHHUs Cpoka JASHCTBHS PETHUCTPAlMOHHOTO
YAOCTOBEPEHUSI, TPUMEHSIOTCS, 00paIaloTCs U JKCIUTYaTUPYIOTCS. HA TEPPUTOPUU
Pecnybnuku Kazaxcran 6e3 orpaHuyeHus WIM JO HCTEYEHHUS CpPOKa TOIHOCTH (
AKCIUTYaTaIlum).

24. Ha 3apeructpupoBaHHbIE JICKAPCTBEHHBIE CPEJICTBA WIIM MEAUIIUMHCKUE U3/IEIIUS
MPOBOJUTCS TEPUOJUUYECKasl OIlIEHKAa COOTHOIICHHUS I10JIb3a/pUCK Ha OCHOBAaHHUU
pe3ysibTaToOB (papMaKoHAA30pa Ha JEKAPCTBEHHBIC CPEJACTBA W MOHHTOPHHTA
0e301acHOCTH, KauecTBa U 3(OPEKTUBHOCTH MEIUIIMHCKUX WU3CIIHM.



25. JlelicTBUE PErHCTPAIIMOHHOTO YIOCTOBEPEHUS MOXKET OBITh MPUOCTAHOBJICHO
WJIM OTO3BAHO IO PELICHUIO TOCYIapCTBEHHOTO OPraHa B CIEIYIOIINX CIydasX:

1) HEBBITIOJTHEHUU JIEPKATEIIEM PETHUCTPAIIMOHHOTO YAOCTOBEPEHUS 0053aTEIHCTB
no (apmakoHaA30py JEKAPCTBEHHOIrO IMpernapara, M0 MOHUTOPUHTY O€30MacHOCTH,
KadecTBa U A(HEKTUBHOCTH MEIUIIMHCKOTO U3/IEIHS;

2) BBISIBJICHUM B MOCTPETUCTPALIMOHHBIA MEPUO]] HEJJOCTOBEPHBIX JTAaHHBIX B
PErHCTPAlMOHHOM JI0ChE;

3) Ha ocHOBaHuM MH(}OpMaIUU (3AKIIOYEHHS, OTYETa) 00 UBMEHEHUSAX B OICHKE
COOTHOILIEHHUS TO0JIb3a-PUCK JIEKAPCTBEHHOTO CPEACTBA, U3ACNHS MEIULMHCKOIO
Ha3HAYCHUS U MEAULUHCKOW TEXHUKH, PEKOMEHIALIUN SKCIIEPTHOM OpraHu3aly;

4) o oOpallleHUIO 3asIBUTEIIS,

5) no peuieHuto (ONpeaeIeHHI0) Cyaa.

26. Ilocne 3aBepuieHHs OPOUEAYPbl TOCYJAapCTBEHHON pETUCTpPALUH,
NEPEPEruCTPALMH JIEKAPCTBEHHOI'O CPEACTBA WIIM METULIMHCKOIO U3/1€JIUs SKCIIepTHAs
opranuzaiusi GOpMHUpPYET SIEKTPOHHBIN apXUBHBINH SK3EMIUIAP PETUCTPAIMOHHOTO
JIOChE, BKIIOYAIOIIHA:

ANEKTPOHHOE PETUCTPALIMOHHOE JTOCHE 3asIBUTEIIS,
AIIEKTPOHHYIO KOIHUIO PETUCTPALIMOHHOTO yI0CTOBEPEHHS;

AIEKTPOHHOE 3aKII0YEHUE HAYAJIbHOM 3KCIIEPTU3BI (BAIMAALMS PETUCTPALTMOHHOTO
JIOCheE);

CBOJHBIN JIEKTPOHHBIA OTYET CIIEHUAIN3UPOBAHHOM DKCIIEPTHU3HI;

AJIEKTPOHHBIN MPOTOKOJI UCIIBITATENIbHON 1ab0paTopuu;

3apEeTUCTPUPOBAHHYIO DJICKTPOHHYI) HMHCTPYKIUIO MO MEIAUIMHCKOMY
IPUMEHEHUIO JIEKAPCTBEHHOTO CPEICTBA (JIMCTOK-BKIIAJIBIII) U MEAUITTHCKOTO U3IETHUs
1 OOLIYI0 XapaKTepUCTUKA JIEKAPCTBEHHOI'O CPE/ICTBA;

AIIEKTPOHHBIA HOPMATUBHBIA JOKYMEHT IO KOHTPOJIO Ka4yecTBa M 0€30MaCHOCTH
JIEKAPCTBEHHOTO CPENCTBA;

3apETUCTPUPOBAHHBIC ATEKTPOHHBIE MAKEThI YIIAKOBOK, ’TUKETOK, CTUKEPOB;
ANEKTPOHHBIE MAaTEPUAIIBI 10 MIEPEMUCKE C 3aSIBUTEIIEM.

DOKcnepTHass OpraHu3alus OCYIIECTBISET XPAaHEHUE HIEKTPOHHOTO
pEeTUCTPAIMOHHOTO JOChe B apXuBe ¢ coOJojaeHueM TpeOoBaHUM
KOH()UIEHIUATbHOCTH.

27. Bo BpeMsl IEMCTBUS PErUCTPAIMOHHOTO YJAOCTOBEPEHUS 3JIECKTPOHHOE
pPErucTpaloOHHOE 1I0Che, HAXO/ISIICECs B apXUBE, JOTOJHSIETCS KOMUIMHU PEIISHUM O
BHECEHUU U3MEHEHUN CO BCEMU MPUIIOKEHHBIMUA JOKYMEHTAMU 3asiBUTEJSI, OTYETAMU
0 0e3omacHOCTH U 3G (PEKTUBHOCTH.

[Ipunoxenne 1
k [IpaBunam rocyaapcTBeHHOU
perucrpanuu, nepeperucTpanuu u
BHECCHHS U3MEHEHUN B



PETUCTPAIMOHHOE 10ChE
JICKApPCTBEHHOTO CPENICTBA, MEAUITUHCKOTO
W3NS

®opma 1

I'ep6 Pecny6:mxu Kasaxctan MuHHCTEpCTBO 3ApaBoOXpaHeHHd PeciryOmiku
Kazaxcran

Peructpamuonnoe yaocroeperue PK-JIC - Ne

B cootBercTBUM ¢ Konmekcom Pecnybnuku Kazaxcran "O 310poBbe Hapoaa u
CHUCTEME 37]paBOOXPaHEHHUs" HACTOSIIIIEE YIOCTOBEPEHUE BbIJIAHO:

I. HaumeHnoBanue nepskaTeiis pErucTpalOHHOrO yA0CTOBEPEHUS

2. CTpaHa ACPIKaATCIIA PETUCTPALUOHHOTO YAOCTOBCPCHUS

B TOM, YTO JIEKapCTBEHHOE CPEICTBO 3apErUCTPUPOBAHO M PA3PEIICHO K
IPUMEHEHUIO B METMIIMHCKOW MpakTuKe Ha Tepputopuu Pecniyonuku Kazaxcran

Hudopmalus o 3aperHCTpHPOBAHHOM JICKAPCTBEHHOM CPEZICTBE

3. ToproBoe HauMeHOBaHUE Npenapara

4. JIiist OTeYeCTBEHHBIX IPON3BOIUTENEH TOPrOBOE HAMMEHOBAHUE IS KCIIOPTa

Memz[yHapo,uHoe HCIIAaTCHTOBAHHOC HAa3BaHHUC (HpI/I HaJ'[I/I‘—II/II/I)

JlexapcTBeHHas popma

5

6

7. Jlo3upoBka
8 ®dacoBka

9 Kog ATX

10. CocTaB akTUBHBIX BEIIECTB
11.  Cpok xpaHeHHs

12.  Topsmoxk otmmycka (1o perenty, 6e3 perenTa)

Hudopmalms o0 mpou3BOAUTENIE JIEKAPCTBEHHOT'O CPEACTBA

Ne  Twum opraHu3aIyy WIKA Y4acTOK MPOU3BOACTBA HaumeHoBaHue opraHu3aiyu Crpana
1. IlpowsBogurens

2. YnakoBIIMK

JlaTa rocyiapcTBEHHOW peructpanuu (nepeperucrpauuu) " " 20
r 0 hi| a
N pemeHH" s .
JlelicTBUTENBHO 10 " " 20 roja win "beccpouno” (HyXHOE yKa3aTh).
Jlata BHeCEeHMs W3MEHEHUU " 20 roga Ne peueHus.

damuius, UMs, OTYECTBO (MPU €ro HAJIUYUK) PYKOBOAUTENS TOCYJAPCTBEHHOIO



oprana (unm YOOJIHOMOUYEHHOE JUIO)

®opma 2

I'ep6 Pecry6muxn Kazaxctan MUHHCTEPCTBO 3ApaBOOXpaHeHH PeciryOmiku
Kazaxcran

Perucrpanuonnoe yaocroBepenue PK-(MUMH/MT) - Ne

B cootBercTBumM ¢ Konmekcom Pecnybnuku Kazaxcran "O 310poBbe Hapoaa u
CHUCTEME 3JpaBOOXPAaHEHHUSI" HACTOSIIEE PETUCTPALMOHHOE YI0CTOBEPEHHE BBIIAHO:
Wndopmanus HaumenoBanue
IIponsBonutens, cTpaHa -

IIpousBoacTBEHHAs IUIOIIAAKA, CTPaHa -

VYNoJIHOMOYEHHBIH OpeACTaBUTCIIb TPOU3BOANUTEIIA -

B TOM, 4TO

(HauMEeHOBaHWE MEAUIIMHCKOTO H3JCIus)

(kacc 0€30MaCHOCTH B 3aBUCUMOCTH OT TMOTEHIIMAJIBHOTO PHCKA MPUMEHEHHUS)
3aperuCcTPUPOBAHA/0 U pa3pelieHa/o K MPUMEHEHHUI0 B MEAUIIMHCKON MPAKTUKE Ha
tepputopun Pecnyonmku KazaxcraH.

[TepeueHb pacXxogHBIX MAaTEPUAIOB U KOMIUICKTYIOIIUX K MEAUIIMHCKOMY U3JIETTHIO
B MIPWIOKEHUU K IAHHOMY PETHUCTPAIMOHHOMY YAOCTOBEpeHUto coriacHo (opme 3 (
yKa3aTh KOJIMYECTBO JIUCTOB).

JlaTa rocy1apcTBEHHOM peructpanuu (mepeperucTpaiun).

" " 20 roga Ne pelICHUS.
JlerictBuTeNnsHO 10 " " 20 rona mim "beccpouHo" (Hy’KHOE yKa3aThb
JlaTa BHECEHUS N3MEHEHUM " 20 roxa Ne peleHus

damunusi, UMs1, 0TYECTBO (IIPU €ro HAIMYUHU) PYKOBOJIUTENS FOCYAapCTBEHHOTO
oprasa (Wiv yOJHOMOYEHHOE JIUILIO)

[Iprmeuanue: B cilydae BbIIa4M PETMCTPAIIMOHHOIO YIOCTOBEPECHUS HA U3JEINE
MEIHUIMHCKOTro Ha3HaueHus ykaspiBaetcss PK-MIMH - No.
B cnyyae BbIgaun perucTpaldoOHHOTO YJIOCTOBEPEHUS HA MEIUIIMHCKYIO TEXHUKY

ykaszbpiBaercs PK-MT - Ne.
®dopma 3

MunuctepcTBo 3apaBooxpaneHus Pecmybimxn Kazaxcran



ITpunoxxenne k perucTpanuoHHOMy yaocroBepennio PK-UMH/MT Ne

ITepedeHs pacXOJHBIX MATCPHAIIOB M KOMILIEKTYIOIMUX K MEIUIIMHCKOMY
H3JESIINI0

Ne 1/ HammenoBaHme PaCXOAHbIX MATCPHUAIOB U KOMINUICKTYIOIINX K M HpOI/IBBO,I[I/ITeHB (
OACIb

Crpana
n MEIUIIMHCKOMY H3/IEITUI0 W3rOTOBHUTEID)

Sl Il

damuinus, uMs, OTYECTBO (IIPU €T0 HATMYUH) PYKOBOJIUTEINS TOCYJapPCTBEHHOIO
opraHa (WM YHOJHOMOYEHHOE JIUIIO)

" " 20 roja

[Tpunoxenue 2
K [IpaBunam rocyaapcTBeHHOM
perucrpanuy, nepeperucTpaluu u
BHECEHUSI U3MEHEHUH B
PEruCTPaMOHHOE 1OChE
JIEKapCTBEHHOT'O CPENICTBA,
MEIULMHCKOT0 U3AEIus

Pemenne 06 0TKa3e B roCyJapCTBEHHON PETUCTPAIHH, IIEPEPErNCTPAIIMH I
BHECCHMM H3MEHECHHN B PETHCTPAMOHHOE AOCHE JICKAPCTBEHHEIX CPEICTB,
MeIUIMHCKUX m3aemii B Pecry6imke Kazaxcran

Howmep 3asiBenus

JlaTa 3asBIeHUs
3asBUTEIb

Howmep pemenust 06 oTkasze

[ara penienust 00 oTkase

HaMMEHOBaHUE rOCyJapCTBEHHOTO opraHa

yBenomisieT Bac 00 oTkasze B perucrpaiyy, nepeperucTpaliy Wil BHECEHUH U3MEHEHHH B PErMCTPallMOHHOE
JIOChE U MEJUIMHCKOM ITPUMEHEHHH JIEKAPCTBEHHOTO CPEJCTBA/MEUIIMHCKOT0 N3eHs (Hy>KHOE TTOTYEPKHYTH)
Ha Tepputopuu Pecyoimkn Kazaxcran.

IIpnunHa oTkasa:

Damunst, UMs1, OTIECTBO (TIPU €T0 HAJTHYUH) PYKOBOJUTEIS TOCYAapCTBEHHOTO OpraHa (MIH YIOTHOMOYCHHOTO
JIUTIA)
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