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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 JIEKAPCTBEHHBIX CPEZCTB, W3 e/l MEAUIMHCKOTO
Ha3HA9CHUA U MCIUIMHCKON TEXHUKHU"

YrparuBmmii caTy

[Ipuka3 MuHucTpa 3ApaBOOXpAHEHUsS M COLMAIBLHOrO pa3BuTusa PecnyOnuku
Kazaxcran ot 14 suBaps 2015 roma Ne 9. 3apeructpupoBad B MUHUCTEPCTBE HOCTULIMHI
Pecniy6nuku Kazaxcran 19 ¢epans 2015 roga Ne 10295. Yrparun cuny npukasom
Munuctpa 3npaBooxpanenust Pecnyonuku Kazaxcran ot 9 despans 2021 roma Ne KP
JACM-16 (BBOAMTCS B IeCTBHE MO UCTECUCHHUH JACCATH KaJICHJAPHBIX JTHEH Mocie AHs
€ro MnepBoro oPuIHUaILHOTO OMYOJIMKOBAHMS)

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 3mopoBbe Hapoaa u cucteme 3apaBooxpaneHus’, [IPUKA3BIBAIO:

1. B npuka3z Munuctpa 3npaBooxpanenus Pecriy6iuku Kazaxcran ot 18 HOs0ps
2009 roma Ne 735 "OO6 ytBepxknenuu [IpaBui TocyaapCTBEHHON pETHCTpaIvu,
NEPEPETUCTPALIMU U BHECEHHS] N3MEHEHUI B PETUCTPALIMOHHOE 10ChE JIEKAPCTBEHHBIX
CpPEIICTB, W3JEIUN MEIUIIMHCKOTO Ha3HAYeHHSI M MEIUIIMHCKON TexHUuku" (
3aperucTpUpoOBaHHbIl B PeecTpe rocynapCTBEHHOM PErucTpaluyd HOPMATHUBHBIX
npaBoBbIX akTOB 3a Ne 5935, onyOnukoBanublii B CoOpaHue aKTOB IEHTPaJIbHBIX
UCTIOTHUTEIBHBIX ¥ HWHBIX IEHTPAIBHBIX TOCYAApCTBEHHBIX OpraHoB PecmyOmuku
Kazaxcran, Ne 6, 2010 roga) BHECTH CIEAYIONTUE U3MEHEHUS:

B 3ar0JIOBOK BHECEHO M3MEHEHHE Ha Ka3aXCKOM SI3bIKE, 3ar0JIOBOK Ha PYCCKOM HE
MEHSETCS;

IYHKT 6 U3JIO)KUTh B HOBOM peIaKIIUU:

"6. Hacrosimuii nmprka3 BBOOUTCS B ICMCTBUE MO UCTEUCHUU AECATU KaJleHIAPHBIX
JTHEW mociie JHA ero mepBoro oQUIManIbHOTO OMyOJMKOBAHUS, 332 HCKIIOYECHHEM
nyHkta 5 IIpaBuil roCcynapCTBEHHOM PErUCTpaluM, MEPEPErUCTpalil U BHECECHUS
U3MEHEHHH B PETrUCTPALlMOHHOE JI0Che JIEKApCTBEHHOI'O CPEJCTBA, WU3JCIHI
MEIUIMHCKOTO HA3HAYECHUS U MEIUIIUHCKON TEXHUKH, KOTOPbIA BBOAUTCS B ACHCTBHE
JUIsl opraHuzanui-npouspoaureneit Pecnyonuku Kazaxcran ¢ saBaps 2018 roga.";



[IpaBuna rocy1apCTBEHHOW PETHCTpALNU, MEPEPErucTpallud U BHECEHUS
U3MEHEHUN B PETUCTPAILMOHHOE JI0OChE€ JIEKAPCTBEHHOTO CPEJCTBA, HW3JCIUN
MEJIUIIMHCKOTO HA3HAYEHUS U MEIUUMHCKOM TEXHUKU YTBEPXKICHHbIC YKa3aHHBIM
MPUKA30M, U3JIOKUTH B PEJIAKIIUK COTJIACHO MPUJI0KEHUIO K HACTOAILIEMY IIPUKA3Y.

2. KoMurtetry KOHTpPOJS MEAULMHCKON M (hapMalleBTUUECKON AEATEIbHOCTH
MuHucTepcTBa 3PaBOOXPAHCHUS U COIMANbHOTO pa3Butus Pecnybnuku Kazaxcran
00eCTIeUnTh:

1) rocyiapcTBEHHYI0 PETUCTPALMIO HACTOSAIIEr0 MpuKaza B MUHHCTEpPCTBE
roctuiuu PecyOnuku Kazaxcran;

2) odunmanbHOE OMyOJIMKOBAHHME HACTOSIIETO MpPHKa3a YCTAaHOBICHHOM
3aKOHOJIATEILCTBOM MOPSIIKE;

3) pa3MelnieHUe HACTOSIIEro MpUKa3a Ha MHTEpHET-pecypce MuHucTepcTBa
3IpaBOOXpaHEHUs U collanbHOro pazsutus Pecnyonuku Kazaxcran.

3. KoHTpoJib 3a HCINONHEHHEM HACTOSIIEr0 MpPUKa3a BO3JIOXKUTh HA
Bune-munucTpa 31paBooXpaHeHus U colalibHOTO pa3Butus Pecryonuku Kazaxcran
[oit A.B.

4. Hacrosamuii npuka3 BBOAUTCA B JEUCTBUE 110 UCTEYEHUU JIECSITH KaJeHAApPHBIX
JTHEW CO JHS €ro MepBoro oPuIMaIbHOrO OMyOJIMKOBAHMS.

MuHuCTp 31paBOOXpaAHEHUS
Y COLIMAJILHOTO Pa3BUTHUS

Pecrry6nuku Kazaxcran T. dyiicenoBa

IIpunoxenue
K pukasy MuHHUCTpa 3jpaBOOXpaHEHHsI
Y COLIMATILHOTO Pa3BUTHUSA
Pecny6nmku Kazaxcran
oT 14 auBaps 2015 roga Ne 9
YTBepKIEHbI
MpUKa30M MHHHUCTpA 3APaBOOXPAHEHUS
Pecniyonnku Kaszaxcran
ot 19 Hos6ps 2009 roma Ne 735

IIpaBuna

rOCyJapCTBEHHOM pErucTpanyy, epeperucTpanyy 1 BHECEHAS H3MEHEHUM
B PETHCTPAMOHHOE JOChE JICKAPCTBECHHBIX CPEICTB, H3HCIIHIA
METUIMHCKOr0 Ha3HAYCHHUA H MEIUIMHCKOH TEXHHAKH

1. O6nmue mooKeHnA

1. Hacrosimue IIpaBuiia rocy1apCTBEHHOW PErMCTpALMM, MEPEPETUCTPALUNA U
BHECCHUS U3MEHEHUM B PETMCTPALIMOHHOE JOCHE JIEKAPCTBEHHBIX CPEICTB, U3JEIIHU
MEIUIMHCKOTO Ha3HAYCHHS U MEIUIIMHCKON TexHUKHU (nanee - [IpaBuina) onpenenstor
NOPSIAOK NMPOBENECHUSA TOCYAAPCTBEHHOW PETUCTPALIUH, IEPEPETUCTPALIMY U BHECEHUS



U3MEHEHUH B pETUCTPAIMOHHOE JOChE JIEKAPCTBEHHBIX CPEICTB, W3IEIHI
MEUIIMHCKOTO Ha3HAYEHUS U MEIUIIMHCKOM TeXHUKU B Pecnyonuke KazaxcraH.

2. 'ocy1apCTBEHHYIO PETUCTPALMIO, IEPEPETUCTPALIMIO U BHECEHHE U3MEHEHHI B
PErUCTPAIIMOHHOE JIOChE JIEKAPCTBEHHBIX CPEACTB, HU3ACIUN MEIUIIMHCKOTO
Ha3HAYCHHUS U MEJUIMHCKON TEXHUKHU OCYIIECTBISET TOCYJapCTBEHHBIA OpraH B
chepe obOpalieHus JTeKapCTBEHHBIX CPEACTB, U3ECTUNA MEIUIIMHCKOTO HAa3HAYCHUS U
MEIULMHCKOM TEXHHUKHU (Hanee — TOoCyIapCTBEHHBIH OpraH) B COOTBETCTBHH C
HacTosiimumu [IpaBunamu, mocpeacTBoM BeO-mopraia "IeKTPOHHOTO MPaBUTENHCTBA"
(nanee — Ilopran) mpu B3aumoaeicTBur ¢ CUCTEMON YIpaBIEHHUS JEKaPCTBEHHOTO
obecrieuennst EqmHoit mHDOpManMOHHON cHUCTEMBI 37paBoOXpaHeHus PecmyOnuku
Kazaxcran (manee — CYJIO).

3. lo noxauu 3adBi€HUsI HA TOCYAAPCTBEHHYIO PETUCTPALINIO, IEPEPETUCTPALUIO U
BHECEHUE W3MEHEHUM B PETUCTPALIMOHHOE JOChE IPOBOAUTCS JKCIEPTHU3A
J€KapCTBEHHOTO CPEACTBA, M3JEIUs MEIULUHUHCKOIO Ha3HAYeHUS U MEIULUHCKOU
TEXHUKH Ha 0e30MmacHOCTh, I3P(HEKTUBHOCTh U KAYECTBO JIEKAPCTBEHHOTO CPEACTBA,
U3JIeJIUS MEAUIIMHCKOTO HAa3HAYEHUS] U MEIUIIMHCKON TEXHHKU B TOCYJapCTBEHHOM
AKCTIEPTHONU OpraHu3anuu B cdepe oOpaiieHus JTeKapCTBEHHBIX CPEICTB, U3ICIHMA
MEIUIIMHCKOTO Ha3HA4YeHUS U MEAUIMHCKOW TEeXHUKU - PecnyOmukaHCcKuM
FOCYJIapCTBEHHBIM TNpPEANpUSITHEM Ha TpaBe XO3SWCTBEHHOTO BejaeHus "
HaunonanbHbIN HEHTP SKCHEPTHU3BI JIEKAPCTBEHHBIX CPENICTB, U3IETNNA MEAUIIUHCKOTO
Ha3HAYEHHS M MEIULUMUHCKOW TeXHHKH"' MUHHCTEpPCTBA 3ApaBOOXPAHEHUS U
conmanbHoro pasButusi Pecny6nuku Kazaxctran B COOTBETCTBUHM C MPUKA30M
Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 19 Hosi6psa 2009 roga Ne 736
"OO0 ytBepxkaeHun IlpaBun mpoBeNEeHUS IKCIEPTH3BI JIEKAPCTBEHHBIX CPEJNCTB,
u3Jeauil  MEIUIIMHCKOTO  Ha3HA4YeHUss W  MEAUIUMHCKOM  TeXHUKH",
3aperucTpupoBaHHbIM B PeecTpe rocyJapCTBEHHOW PErucTpaliid HOPMATHUBHBIX
IIPaBOBBIX aKTOB 3a Ne 5926.

4. B Hactosimux [IpaBunax uCnoib3yrOTCs CIECIYIOINIME OCHOBHBIE TOHATHS:

1) rocymapcTBeHHass JKCIlepTHas opraHuzamus B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJACTB, W3ACIUN MEIUIIMHCKOTO HA3HAYEHUS U MEAUIMHCKOU
TeXHUKU (Janee — OKCIEpTHash OpraHW3alusl) - OpraHu3alus, OoImpeaesieMas
YIOJTHOMOYEHHBIM OpPraHoM B 00JIACTH 3ApaBOOXPaHEHHS ISl MPOBEACHUS
AKCIIEPTU3bl JIEKAPCTBEHHBIX CPEICTB, M3ACIUNA MEIHIMHCKOTO HAa3HAYCHUS U
MEUIIMHCKON TEXHUKH;

2) 3akiroueHre 00 3¢ HEKTUBHOCTH, OS30IMACHOCTH M KaueCTBE JICKAPCTBEHHOTO
CPEACTBA, U3AENUSA MEIUIIMHCKOTO Ha3HAYEHUSI U MEULIUHCKON TEXHUKH - TOKYMEHT,
COJIEPKAIIMM pPE3yabTaThl SKCHEPTU3bl MATEPUAIOB PETUCTPALIMOHHOIO JOChE
3as1BJICHHOT'O JIEKAPCTBEHHOI'O CPENICTBA, M3JENIHMS MEOULMHCKOTO HAa3HAYEHHS H
MEJIUIIUHCKON TEXHUKU U PEKOMEHAAIUM 00 UX TOCYJapCTBEHHOW pErucTpaivi,



NepeperucTpalui, BHECCHUN U3MEHEHUN B PETUCTPAIIMOHHOE TOChE UM 00 OTKa3e B
HUX;
3) 3asgBUTENH - pa3zpabOTUMK, MPOU3BOIUTEIND, JAEPKATEIh PETUCTPAIIUOHHOTO
YJIOCTOBEPEHUS WM UX JOBEPEHHOE JIMIIO, YIOJIHOMOYEHHOE TMOJaBaTh 3asBJICHHUE,
JOKYMEHThl W MaTepuajbl Ha NPOBEIACHHE TOCYJapCTBEHHOW pErucTpanui,
NEPEPETUCTPALIMN U BHECEHUSI U3MEHEHUI B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHBIX

CPEACTB, U3/ICNINI MEAUITUHCKOTO HA3HAUYCHUS U METUIIMHCKON TEXHUKH;

4) nepkarenb PEruCTPAlMOHHOTO YIOCTOBEPEHHUS - Pa3pabOTYUK, TPOU3BOAUTEND,
opraHu3aius, UMewIas JTOKyMEHT OT MPOU3BOJAUTENSI HA MPaBO BIAJCHUS
PETHUCTPAIIMOHHBIM yAOCTOBEPEHUEM, KOTOpHIH oOecrnieunBaeT 3¢P(HEKTUBHOCTD,
Ka4ecTBO W 0€30IMacHOCTh JICKAPCTBEHHOI'O CPEJICTBA, H3JCIHUS MEIUIIMHCKOTO
HA3HAYCHUS U MEJIUIIMHCKON TEXHUKH;

5) perucTpaimmoHHOE J0Ch€ - KOMIUIEKT JOKYMEHTOB M MaTepHalioB
YCTAHOBJIEHHOT'O COAEPKaHUs, MPEACTABIISIEMbIA HA TOCYITAPCTBEHHYIO SKCIIEPTHU3Y;

6) perucTpallMOHHOE yAOCTOBEPEHUE - IOKYMEHT, BBIJABAEMbI 3asIBUTEIIO
roCyJIapCTBEHHBIM OpraHoM nocpenactsoM lloprana npu B3anmoneiicteuu ¢ CYJIO Ha
3apErUCTPUPOBAHHOE U PA3PEIICHHOE K MEAUIIMHCKOMY TPUMEHEHUIO Ha TEPPUTOPUH
PecniyOnuku KazaxcTtaH JieKapCTBEHHOE CPEACTBO, U3JAEINE MEIUIIMHCKOTO
HA3HAYCHUS U MEJIUIIMHCKYIO TEXHHKY;

7) perucTpalMoHHbIA HOMEp - KOJI0BOE€ 0003HA4YeHUE, MPUCBAUBAEMOE
JIEKapCTBEHHOMY CPEACTBY, M3ACIUI0 MEIUIMHCKOTO HAa3HAYEHUS] U MEIMIIMHCKOMN
TEXHUKE NpPU TOCYJAPCTBEHHOM pErucTpanuuu, MoJ KOTOPBIM OHO BHOCHUTCS B
l'ocymapcTBEHHBIN peeCTp JEKApCTBEHHBIX CPEACTB, H3ACIUNA MEIUIUHCKOTO
HA3HAYEHUS U MEIUIIMHCKON TEXHHUKU U COXPAHSIETCS HEM3MEHHBIM B TEUEHUE BCETO
nepuoia NpedbIBaHUs JIEKAPCTBEHHOT'O CPEICTBA, U3ACIIHUS METUIIMHCKOTO HA3HAUCHUS
U MEAUIIMHCKON TEXHUKHU Ha (apMarieBTUIecKoM pbinke PecyOnuku Kazaxcran;

8) dhapmakoHaa30p — cucTemMa HaOIIOICHUS, aHalIM3a U OIICHKU MH(OpMAIUHU O
0€30MacHOCTH 3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB.

5. 'ocynapcTBEHHOM peTHCTpaluu, NEPEPETUCTPALMN U BHECEHUS U3MEHEHUN B
PETUCTPAMOHHOE JOChE TMOJMJIEKAT OPTAaHU3AUUU-TIPOU3BOJUTEIN HUMEIOIINE
ceprudukar Haanexarnieit mpousBoacTBeHHOM npaktuku (GMP) nnst nekapcTBeHHBIX
CpPElICTB, OpraHU3aAlMU-TNIPOUZBOJUTENS HUMEKIMEe CEepTUPUKAT CUCTEMBI
MEHEHPKMEHTa KauecTBa Ha cooTBeTcTBUE TpeboBanusMm [SO 13485, 3a uckimoyeHnem
OPTraHU3aALUU-TTPOU3BOAUTEIIEN U3AEINN MEIUIIMHCKOTO HA3HAYCHUSA U MEIUIMHCKOU
TEXHUKHU Kjiacca 0€30MacHOCTU MOTEHIMAIBLHOrO0 pUCcKa mpuMeHeHus: 1 u 2a (kpome
CTEPUJIbHBIX ), OpPTraHU3aIUU-TIPOU3BOIUTENSI CTEPUIIBHBIX BaTHO-MAPJIEBbIX U3CIINMA,
OeIbst 1 KOMIUIEKTOB O€JIbsl, IEPUYaTOK.



6. 'ocyaapcTBEeHHOM pernucTpauuy U NEPEPErucTpalnuy MoAJIekKaT IPOU3BEACHHbBIE
B PecnyOnuke Kazaxcran, a Takke BBO3MMBIE Ha €€ TEPPUTOPUIO JICKAPCTBEHHbBIE
CPEACTBA, U3/IENINs MEAULMHCKOTO Ha3HAYEHUS U MEIULIMHCKAsI TEXHUKA, BKIIIOYAs:

1) nexapcTBeHHBIE MpenapaThl MOl TOPrOBEIMU HAUMEHOBAHUSIMU C yKa3aHUEM
JIeKapCTBEHHOM (POPMBI, T03UPOBKH, (PACOBKH;
2) 6anK-MpoayKThI JIEKAPCTBEHHBIX CPEICTB, U3/1IETUI METUIIMHCKOTO Ha3HAUCHUS;
3) HOBBIE KOMOMHAILIMK paHee 3aperucTpupoBaHHbIX B PecnyOnuke Kazaxcran
JIEKapCTBEHHBIX CPEJICTB C YKa3aHUEM JIEKapCTBEHHON (POPMBI, JO3UPOBKHU, (PaCOBKHU;
4) nmexkapCTBEHHBIE CPEJICTBa, 3aperucTpUpoBaHHbIE paHee B PecnyOnmke
KazaxcraH, HO NpPOM3BEIECHHBIE IAPYTMMHU OpPraHU3ALUAMU-IPOU3BOIAUTEIAMU, B
JIPYTUX JIEKAPCTBEHHBIX (hOpMax, C HOBOM TO3MPOBKOM, HOBOW (hacOBKOM, HOBOM
YIAKOBKOH, APYTUM COCTaBOM BCIIOMOTATEJIbHBIX BEIIECTB, IPYTUM HAa3BaHUEM,;
5) nexapcTBEHHbIE CyOCTaHIIMH, IIPOM3BEACHHBIC HE B YCIOBUAX HaJJexallen
IIPOU3BOJICTBEHHON NIPAKTHUKU;

6) JIeKapCTBEHHbIE CPEACTBA OJHOTO JIepKaTesisi PEerucTpaliMOHHOTO
YAOCTOBEPEHHUSI, IPOU3BOAUMBIE B Pa3HBIX CTPaHaX HAa Pa3HbIX MPOU3BOACTBEHHBIX
IUIOIIAIKAX;

7) MEIUUMHCKAs] TEXHUKA C YYETOM UX KJIacCU(UKAIMU B 3aBUCUMOCTH OT CTENIEHU
NOTEHIUAJIIBHOIO PUCKA IPUMEHEHUS B MEIUIIMHCKUX LIEIIAX;

8) m3aenus MeIULIUHCKOIO Ha3HAUEHUs, IPEeJHA3HAUEHHbIE JJI1 TUarHOCTUKU BHE
OpraHM3Ma 4YeJIOBEKa, 3a HCKIIYEHUEM JIHAarHOCTUYECKHX pPEareHToB, HeE
OTHOCSIIUXCA K MEAMIMHCKMM HMMMYHOOHOJOTHYECKUM MpenaparaM, JUH3bI
KOHTAKTHBIE U1 KOPPEKIMHU 3pEHMS, CPEICTBA 110 YXOAY 3a HUMU;

9) u3genus MEAULUMHCKOTO HA3HAUECHUS W MEJIUIMHCKas TEeXHUKa,
3aperucTpupoBaHHble paHee B PecnyOnuke KazaxctaH, HO MpoOU3BEEHHBIE IPYTUMHU
OpraHU3aLUAMU-TIPOU3BOIUTEIISIMY;

10) wm3genuss MEOUIIMHCKOTO Ha3HAUY€HUS W MEIMIUHCKas TEXHHKA,
3aperucTpupoBanHbie panee B PecnyOmuke Kazaxcran, HO mpou3BeeHHBIE B IPYTUX
Mou(pUKaIUAX, HOBOM (DacCOBKOM, JPYIMM COCTaBOM KOMIUIEKTYIOUIUX YacTed WM
JIPYTUM HA3BAHUEM;

11) nznenus MEAUIIMHCKOTO Ha3HAYEHUS U MEIULIMHCKAs TEXHUKA, U3TOTOBJICHHBIE
OJIHUM TMPOU3BOJMTENEM Ha IPOU3BOACTBEHHBIX IUIOMIAAKAX, PACIOJIOKEHHBIX (
Pa3MEILEHHBIX) B Pa3HbIX CTPaHax;

12) pacxoaHbple Martepuaibl K H3AEIUAM MEAUIUHCKOTO Ha3HAYEHUS U
MEIULMHCKON TEXHUKE, ABIIIOLINECS U3ACIUAMA MEIULIMHCKOIO Ha3HAYEHUs, KpOME
CIIELIMAJIBHO NPEIHa3HAYEHHBIX OpraHUu3anyen-IIpOU3BOIUTEIIEM I UCIIOJIb30BAHHUS C
U3JIETUEM MEIULHUHCKOTO HA3HAYCHHS U MEJUIMHCKOM TEXHUKOM, CIOCOOHBIX
(YHKIIMOHUPOBATH TOJBKO C JAHHBIM PACXOJIHBIM MaTE€pPHAIIOM;



13) uzpaenuss MEAUUMHCKOTO HA3HAYEHUS U MEJIUIIMHCKAsl TEXHUKA, BXOMSIINE B
COCTaB CHEIUATM3UPOBAHHOTO TPAHCIIOPTHOTO CPEJICTBA JUIsl OKa3aHUSI MEIUITMHCKOM
MOMOIIIH;

14) HaGopbl (KOMILUIEKTHI) U3ACTUI METUITMHCKOTO Ha3HAYCHUS,
15) naboparopHble AMArHOCTUYECKUE TPUOOPHI;

16) w3nmenuss MEOUIIMHCKOTO Ha3HAUYCHUS U MEIHMIMHCKAs TEXHHKA,
npeaHa3HaueHHBIC IS MPO(UIAKTUKY, JTUATHOCTUKH, JICUCHUS 3a00JICBaHUM, OLICHKU
(U3HOTOTUYECKOTO COCTOSTHUSI OpraHu3Ma, peabuiuTaIluy, MPOBEACHHUS METUITMHCKIX
poLeayp, UCCIEAOBAaHUN MEIUIIMHCKOTO XapaKTepa;

17) uznenus MEIUUMHCKOTO Ha3HAYEHUSI U MEAULMHCKAs TEXHUKA U1l 3aMEHbI U
MoAu(pUKAIIUYA YaCTeH TKaHEH, OpraHOB YeJ0BeKa; BOCCTAHOBJICHUS WM KOMIIEHCAIIUU
HAPYIICHHBIX WM YTPAYCHHBIX (PU3UOTOTHIECKUX (PYHKITUH;

18) uznenust MEAUMIIMHCKOTO Ha3HAYEHUS JUIsl KOHTPOJISI HAJl 3a4aTHEM.

7. V3nenus MeAUIIMHCKOTO Ha3HAYEHUS WM MEIUIIMHCKAsI TEXHUKA, COJIepKAIIUe
B COCTaB€ WJIM B KAYECTBE COCTABHOW YACTH JIEKAPCTBEHHOE CPEICTBO, MOJJIEKAT
rOCyJIapCTBEHHOW pETUCTpalluM, TMEepPeperucTpalui B KadeCcTBE U3JEIUS
MEIUIMHCKOTO0 Ha3HAYEHUS WJIM MEAUIMHCKON TEXHUKU MPU YCIOBUH PETUCTPALINH B
CTpaHe MPOU3BOJUTEINSI B KayecTBE U3JACIUS MEIUIMHCKOTO Ha3HAYCHUS WU
MEIMIIUHCKON TEXHHKH.

8. ['ocy1apCTBEHHOI perucTpanuy He MoJiexKar:

1) mekapCTBEHHBIE TIpemapaThl U paguodapMaieBTUUECKUE JEKApPCTBEHHbBIC
npenaparbl M3rOTOBJIEHHBIE B AalTE€KaX WJIM B alTeKax [0 MPOU3BOJACTBY
JIEKAPCTBEHHBIX CPEJICTB B MEUIIMHCKUX OPTraHU3aIUsIX;

2) nexapCTBEHHBbIE CyOCTaHIIUM, MPOU3BEICHHBIE B YCIOBUSIX HAJICKAIICH
IIPOU3BOJACTBEHHOM ITPAKTUKH;

3) u3nenus MEJUIMHCKOTO HAa3HAYEHUs, U3rOTOBJICHHBIE B Mara3mHax
MEJUIMHCKON TEXHUKH U U3JIeTUNA METUIIMHCKOTO HA3HAUCHHUS;
4) u3aenusi MeIUIMHCKON ONTUKH, U3TOTOBJIICHHBIE B Mara3uHax ONTHUKHU;

5) BbICTaBOYHBIE 00pa3lbl JIEKAPCTBEHHBIX CPENICTB, U3ACIHN MEIUIIMHCKOTO
Ha3HAUYCHUS U MEJUIIMHCKON TEXHUKHU JJIsl MPOBEJCHHS BBHICTABOK 0€3 mpaBa UX
JTAJIbHEUIIEH peanu3alnu;

6) 00pa3libl JICKAPCTBEHHBIX CPEACTB, U3ACIUN MEIUIIMHCKOTO HAa3HAYEHUS U
MEIUIMHCKON TEXHUKHU, NOCTyNalwIue JJs MPOBEACHUA JTOKIMHUYECKUX (
HEKJIMHUYECKHUX ), KIMHUYECKUX UCCIEA0BAHUMN U (MJIN) UCTIBITAHU;

7) Hay4YHO-HCCIIEIOBATEIbCKUE Ta00OpaTOPHBIE JTUATHOCTUYECKHE MPUOOPHI U
pEareHThl K HUM,;

8) nabopatopHsbie MPUOOPHI, HE UCTIOIB3yEMbIE JJIs1 TUArHOCTUKH 3a00JICBaHUI;



9) KOMIUIEKTYIOIME, BXOJALIME B COCTAB U3JEIUS MEAUIIMHCKOIO HA3HAYEHUS U
MEJIUIUHCKONW TEXHUKHU, U HE MCMOJb3yEMbIE€ B KAUECTBE CAMOCTOSTEILHOTO U3EIIHS
WJIY yCTPOMCTBA.

9. T'ocynapctBeHnHoil peructpauuu B PecnyOnuke Kazaxcran mojiexar
JEKAPCTBEHHBIE CPEJCTBA, M3JEIUd MEJULUMUHCKOIO HAa3HAYECHUS U MEIULMHCKas
TE€XHUKa, 3aPErUCTPUPOBAHHBIE B CTPaHE-ITPOU3BOIUTEIIE.

10. He nomyckaercsi rocyJapCTBEHHAsI pETUCTPalUs JIEKAPCTBEHHBIX CPEJCTB IO/
OJIHUM HaMMEHOBAHUEM, UMEIOIMX Pa3HbI COCTAB AKTUBHBIX BEILIECTB.

11. I'ocynapcTBeHHas perucTpanus BOCIPOU3BEIEHHOTO JIEKaPCTBEHHOTO CPEJICTBA
OCYILECTBJISIETCS C BbIJAYEH PEruCTPAllMOHHOIO YJOCTOBEpEHHUs, 0Oe3 ImpaBa
peanu3aluy JIEKapCTBEHHOI'O0 CPEJICTBA /10 MCTEUEHHUS CPOKa JIEUCTBUS OXPAaHHOTO
JOKYMEHTa OPUTHHAIBHOTO JIEKAPCTBEHHOT'O CPE/ICTBA.

3asBUTENb PU STOM B MUCbMEHHOM BHUJE UHPOPMUPYET O HE HAPYIICHHUH IPaB
TPEThEN CTOPOHBI, 3AMUIIEHHBIX TATEHTOM B CBSI3H C PErUCTPALMEH JEKAPCTBEHHOTO
CpeACTBa.

12. T'ocynapcTBeHHas perucrpauus opdaHHBIX JEKapCTBEHHBIX IpenapaToB
IPOBOJUTCS MO PELIEHUIO TOCYAAPCTBEHHOIO OPraHa U COIJIaCOBAHUIO C 3aBUTEIIEM
OpU HEOCTATOYHOCTH JAHHBIX PE3yJbTAaTOB NOKIMHUYECKUX (HEKIMHUYECKHX) U
KJIIMHUYECKUX UCCIIEIOBAHUM, B CIEAYIOIINX CIIyqasiX:

1) ecnu ypoBeHb HayUYHBIX 3HAHUH B JIEHb MOJAYU 3asIBKM Ha TOCYJapCTBEHHYIO
PETHCTPAIIMIO HE MO3BOJISIET cOOpaTh OoJee MOTHYI0 HH(OPMAITHIO;

2) ecnu nojydeHue 0oJiee MOJHBIX JTAHHBIX MPOTHUBOPEUYUT OOIIECIPUHSITHIM
MPUHIIAIIAM MEAUIIUHCKOMN STHUKHU.

13. B nepuoxa IeWCTBUS PETMCTPALMOHHOTO YIOCTOBEPEHHMS JIEKAPCTBEHHBIX
CPEACTB, U3JEIUN MEIUIMHCKOTO Ha3HAYECHUS M MEAUIMHCKOM TEXHUKU BHOCATCS
U3MEHEHMS B PETUCTPALIMOHHOE J0ChE.

14. BHOCUMBbIE M3MEHEHHSI HE JOJDKHBI CHHXKATh 0€30MacCHOCTh M KauecTBO
JIEKapCTBEHHOTO CPEICTBA, M3JEIUN MEAUIMHCKOrO HAa3HAYEHHUs U MEIULHUHCKON
TEXHUKHU.

15. N3meHeHHs B PETUCTPALMOHHOE [OCBHE JIEKAPCTBEHHBIX CPEICTB
KJ1acCU(UIMPYIOTCA Ha:

1) uamenenus tTuna I, BHOCUMbIE B PErHCTPALIMOHHOE J10ChE JIEKAPCTBEHHOTO
CpeICTBa, KOTOpPbIE HE TPEOYIOT HOBOM perucTpaliu:

HE3HAUYUTEJIbHbIE U3MEHEHHUs, Kacalolluecsi BHECEHHs TIONPABOK B COAEPIKAHUE
PETUCTPALIMOHHOTO J10ChE, B MEPUOJ IECUCTBUS PETMCTPALMOHHOIO YIOCTOBEPEHMS
JIEKAPCTBEHHOTO CPEICTBA;

CPOYHBIE BPEMEHHBIE OIPAHUYEHHUS, CBSI3AHHBIE C 0€30MIaCHOCTHIO UCIOJIb30BAHMS
JIEKapCTBEHHOTO CPEJICTBA U KOTOPHIE BBOISATCS 3asIBUTEJIEM B CIIy4a€ BBISBICHHS
pUCKa JJs 3J0pOBbS 4YEJIOBEKAa MpPU NPUMEHEHHH 3apETUCTPUPOBAHHOTO



JIEKapCTBEHHOTO CPEJNICTBA, JOJKHBI COOOIIAThCS B TOCYAapCTBEHHBIM OpraH B
CPOYHOM TOPSIAKE ISl MPUHATHS PEIICHUS TOCYJIapCTBEHHBIM OpraHoM o0 HuX
BHeApeHuu. [Ipu MoJIOKUTENBHOM PEHIEHUH TOCYJapCTBEHHOIO OpraHa 3asiBUTEIb
MPEOCTABISACT HE MO3/JHEE MATHAAATH paboYuX JIHEW ¢ MOMEHTAa Hadaja BBEJICHUS
OTpaHWYCHUN OTHOCHUTEIIBHO 0€30MaCHOCTH COOTBETCTBYIONIYIO JOKYMEHTAIMIO JIJIS
OCYILIECTBJIEHUS MTPOLIEAYPbl BHECEHUSI N3MEHEHUI;

2) uamenenus tuna II, TpeOyrome HOBOM TOCyJapCTBEHHON perucTpauuu
JIEKapCTBEHHOTO CpEJICTBA M KOTOPBIE COMPOBOXKIAKTCSA CYILIECTBEHHBIMU
U3MEHEHUSIMU XapaKTEPUCTHUK JICKAPCTBEHHOTO CPE/ICTRA.

16. smenenus tuna I nensarca Ha n3menenus tumna IA u tuna Ib.

17. I3MeHeHus B PETUCTPAITMOHHOE JOChE U3ACIIUN METUIIMHCKOTO HA3HAUCHUS U
MEIUITTHCKON TEXHUKHU KIIACCU(DUIMPYIOTCS Ha:

1) usmenenus tumna I, koTopele HE TPEOYIOT HOBOM pErucTpaluu, U3MEHEHHUs,
KacaroIllHecsl BHECEHUS ONPABOK B COJIEP)KAHUE PETUCTPALIMOHHOTO J10ChE;

2) usmenenus tuna II, TpeOyromue HOBOW perucTpanuud KOTOpbIE
COIMPOBOXAAIOTCS CYIIECTBEHHBIMH HW3MEHEHUSIMU XapaKTEPUCTUK U3JEIIHUI
MEIMIUHCKOIO Ha3HAYEHUS U MEAUIIMHCKON TEXHUKHU.

18. 3a rocynapCTBEHHYIO PETUCTPALUIO, NEPEPETUCTPAIMIO JTEKAPCTBEHHOIO
CpeACTBa, U3AECIUS MEIUIIMHCKOTO HA3HAYEHUS U MEAUIMHCKON TEXHUKHU B3UMAETCS
cOOp B COOTBETCTBUM cO cTaTthsiMu 455, 456 Konekca Pecniy6iauku Kazaxcran ot 10
nekadps 2008 roga "O Hanmorax u Ipyrux o0sA3aTeNbHbIX IUIaTeXkax B OroKeT".

19. Mndopmarua o JIEKapCTBEHHOM CpPEICTBE, HU3JEIUU METUIIMHCKOTO
HA3HAYCHUS U MEAUIIMHCKON TEXHUKHU, MOJJAHHBIX HA TOCYIapCTBEHHYIO PETUCTPAIHIO,
NEPEPEruCTPaALMI0 UM BHECEHHE U3MEHEHUN B PETUCTPALMOHHOE JOChE SBISETCS
KOH(UIEHIUATIBHOM.

Jluma, umeromme J0CTyl K KOH(DUACHIIHAIBHON HH(pOpMAaIiHU, OTHOCSIICHCS K
poleaype roCcyIapCTBEHHON perucTpalfy, mepeperucTpalui 1 BHECCHUSI N3MEHEHUI
B PETUCTPAllUOHHOE JOCh€ JIEKAPCTBEHHBIX CPEACTB, H3JEIHI MEIUIIUMHCKOIO
HAa3HAYECHUS M MEIHUIMHCKOW TEXHUKHU, BCJIEACTBHE 3aHUMAEMON JIOJKHOCTH,
MOJIOKEHUSI WJIM BBIMOJHEHUSI 0053aTEIBCTB COXPAHSIIOT U MPUHUMAIOT MEPHI K €€
OXpaHe.

20. Ilocme mpouenyp HOepeperucTpallid U BHECEHUUW HM3MEHEHUU B
PETUCTPALIMOHHOE JIOChE pPa3pelIaeTCcsl MPOU3BOJICTBO JEKAPCTBEHHBIX CPEACTB B
TEUEHHE BOCHBMHM HEJeJIbh B COOTBETCTBUM C paHEE 3aperucTPpUpPOBAHHBIM
PETUCTPALMOHHBIM JIOChE.

21. B cnydae nepeperucTpaiuy Uid BHECEHUS] U3MEHEHUM B PETHCTPALMOHHOE
JIOChE TOJILKO MO MapKHPOBKE W MO YMAKOBKE JIEKAPCTBEHHOTO CPEACTBA, M3ACIUS
MEIULMHCKOTO Ha3HAUYEHUSI Pa3peIIaeTCsl BBO3 B PAHEE YTBEPKICHHOUN yNaKOBKE 10
IIECTU MECSAIIEB MOCIIe IEPEPETUCTPAIINN WIIM BHECEHUS U3MEHEHUM, TPOU3BEICHHBIC



N0 TEepPEePEeTUCTpPallUy WM BHECCHUs W3MEHEHUM U OJHOBPEMEHHAs peanu3anus
JIEKAPCTBEHHOTO CPEJICTBA, U3JAENUsA MENULIMHCKOTO HAa3HAYCHHUS B PAHEE U BHOBD
YTBEPKIAECHHON YIAKOBKE 10 OKOHYaHUs CPOKA FOJAHOCTH JIEKAPCTBEHHOT'O CPEACTBA,
U3JIENINS. MEAULMHCKOTO Ha3HAYEHUSI.

22. Ilpn BHECEHMM W3MEHEHMH THHNa | B perucrpanmoOHHOE NOChE B YACTHU
U3MEHEHUN B MHCTPYKUUIO MO MEIULMHCKOMY HPUMEHEHHIO JIEKApCTBEHHOTO
cpencrBa, tuma | nnd w3genus MEOUUMHCKOTO HA3HAYEHUs, TOCYIapCTBEHHBIM
OpPraHOM YTBEPKJIAeTCs U BBIJACTCS 3asiBUTEII0 HOBAs MHCTPYKLHUA 10 MEJULIUHCKOMY
IIPUMEHEHUIO B COOTBETCTBUU C MHCTPYKIMEN TPOU3BOINUTENS HA TEKYIIIMI MOMEHT.

23. Ilpu BHecenuu u3MeHenuil Tuna I b B perucrpalnoHHOE IOChE B 4acTH
U3MEHEHUM B HMHCTPYKUUIO MO MEIULMHCKOMY NPUMEHEHHIO JIEKApCTBEHHOTO
cpeacrBa, tumna | nng w3genus MEOUIMHCKOTO HA3HAYEHUs, TOCYIapCTBEHHBIM
OpraHOM YTBEPKJIA€TCS ¥ BBIACTCS 3asIBUTEIIO HOBAsA MHCTPYKIHUS IO MEAULUHCKOMY
IpUMEHEHNIO. J[ommycKaeTcss OQHOBPEMEHHAs peanu3alvs U BBO3 JIEKAPCTBEHHOI'O
CpeaCTBa, M3JENIHNS MEIUIMHCKOTO HAa3HAUYCHUS C paHEEe U BHOBb YTBEPKICHHOMN
MHCTPYKLIHEN MO MEIMIMHCKOMY NPUMEHEHHIO J0 OKOHYAHUSA CPOKA T'OJHOCTHU
JIEKAPCTBEHHOI'O CPEACTBA, U3/IEJIN MEAUIMHCKOIO Ha3HA4YeHUsA. B ciiyyae BHeceHUs
U3MEHEHUM B HMHCTPYKUUIO MO MEJULMHCKOMY HPUMEHEHMIO JIEKApCTBEHHOTO
CpencTBa, H3AENHs MEIUIMHCKOTO Ha3HAYeHHMs], Kacalouuxcsi O0e30MacHOCTH,
3 PEeKTUBHOCTU W KayecTBa JIOMYCKAaeTCsd BBO3 M pealu3alus JEKapCTBEHHOTO
CPEACTBA, U3AEIINS MEAULMHCKOTO Ha3HAYEHUS C IIPUII0KEHUEM BHOBD YTBEPKIACHHON
uHCTpYKIuU. [Ipu 3TOM Biiaziesner] perucTpalMoOHHOTO YA0CTOBEPEHUsI 00eCTeurnBaeT
NOBEJICHHE HMH(POpPMAalMU O BHECEHHBIX HM3MEHEHUSX, COJEPIKAIUXCA BO BHOBb
YTBEPKJAECHHOM HMHCTPYKIUHU MO MEAMIIMHCKOMY INPUMEHEHHIO, 10 BCEX CyOBEKTOB
(apMalleBTUYECKOTO pbIHKA M MEIULMHCKUX OpPraHu3aluil BCEMHU JOCTYNHBIMU
CIOCOOAMHU.

24. B TeueHHE CPOKa JEUCTBUS PETUCTPALMOHHOIO YIOCTOBEPEHUS AEPHKATEIb
PETUCTPALMOHHOIO  YJIOCTOBEPEHMS JIEKAPCTBEHHOTO CPEICTBA, U3AEIUs
MEIUIIMHCKOTO Ha3HAUYECHUS U METMIIMHCKON TEXHUKU 00eCTeunBaeT:

Ka4ecTBO, 3((PEKTUBHOCTH U O€30MIaCHOCTh OCTABIISIEMOTO 3aPETUCTPUPOBAHHOTO
JIEKapCTBEHHOTO CPENICTBA, M3AENHUS MEIMIIMHCKOTO HA3HAYEHUS U MEAULUHCKOU
TEXHUKH B COOTBETCTBUM C OOpa3liaMyd M JAHHBIMH PETHCTPALMOHHOIO J0ChE,
IIPEACTABICHHBIM Ha TOCYJAPCTBEHHYIO PErUCTPALUIO, IEPEPETUCTPALINIO, BHECEHHE
WU3MEHEHUN B PETUCTPALIMOHHOE JIOCKE;

co3faHue U (PyHKIIMOHMPOBAHUE CHCTEMbI (papMaKoHaI30pa JUIsl MPOBEACHUS
MOHUTOpPUHTa 0€30MaCHOCTU U OLIEHKH COOTHOILIEHHUS TO0JIb3a/PUCK JIEKAPCTBEHHOTO
CpeaCTBa, BHEAPEHHUs IUIAHA YNPABICHUS PHUCKAMH, & TAKKE 3a CBOEBPEMEHHOE
uH(pOpMUpOBaHHE TOCYJAPCTBEHHOTO OpraHa O JIOObIX M3MEHEHUsX B Mpoduie
0€301aCHOCTH, OTPAaHUYEHUU PUMEHEHHMS JIEKAPCTBEHHOT'O CPEACTBA, B TOM YHUCIE O



BPEMEHHOM 3ampeTe (MPUOCTAHOBICHUE PETUCTPAIIMOHHOTO YAOCTOBEPEHUS), OT3hIBE
PETHCTPAIIMOHHOTO YIOCTOBEPEHHUSI, CBSI3aHHBIX C HEOJIAroMpHUsATHBIM COOTHOIIEHUEM
T10JTh3a/PHUCK.

25. BBe3eHHbIE U MPOU3BECHHBIE Ha TeppuTopuu Pecy6iaukm Kazaxcran mo
UCTEUYEHUS CPOKa PETHCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHBIE CPEJICTBA,
XPaHATCSA M PEAM3YIOTCSA J0 HUCTECUYCHUS CPOKA TOJHOCTH, M3ICIHS MEIUITUHCKOTO
Ha3HAYEHWsS W MEIUIIMHCKAas TEXHHUKA TMPHUMCEHSIOTCS, oOpamanTcs U
IKCIUTYaTHPYIOTCs Ha TeppuTopun PecryOnuku Kazaxcran 6e3 orpaHUYeHHS WIH J10
UCTEUEHHUS CPOKa TOJHOCTH (IKCILTyaTalllu).

2. Ilopsimok roCcyAapCTBEHHOM PETHCTPAINH, IEPEPETUCTPAIH, BHCCCHHS
W3MEHCHMM B PETHCTPALMOHHOE IOCHE JICKAPCTBEHHBIX CPEACTB, U3ACIHN
MEIUIMHCKOTO Ha3HAYECHUA ¥ MEAUIIMHCKON TEXHUKH

26. 1o nojgayu 3asBJIEHUS B FOCYJApCTBEHHBIA OpraH Ha rOCyJapCTBEHHYIO
PEruCTpalnIo, MEPEPErUCTPALINIO U BHECEHUE U3MEHEHUI B PETMCTPALIMOHHOE JI0ChE
JEKAPCTBEHHBIX CPEJCTB, W3JEIUA MEIUIMHCKOrO HAa3HAYEHUs U MEJULHUHCKON
TEXHUKH 3asBUTENb MOAACT 3asBJICHUE U DJIEKTPOHHYIO BEPCUIO PETUCTPALMOHHOTO
Iochke B (hopmaTe MEXIUIaTPOPMEHHOTO AIEKTPOHHOTO MokyMeHTa (pdf ¢opmar) B
AKCIIEPTHYIO OPTraHU3AIMIO JJIsl TPOBEJACHUS IKCIIEPTHU3HI.

27. DKcnepTHAs OpraHu3anus Ipy MPOBEICHUH dKCIIEPTU3BL:

1) obecnieurBaeT MOJHOTY M HANOJHAEMOCTD JIAaHHBIX | 0Cy1apCTBEHHOTO peecTpa
JE€KAPCTBEHHBIX CPEJCTB, W3AEIUA MEIUIMHCKOrO Ha3HAYEHUs W MEJULIUHCKON
TEXHUKU B pPAMKax IPOBEICHUS SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB, W3JEIUN
MEJIUIMHCKOTO HAa3HAYEHUS M MEIULUHUHCKON TEXHUKH W MPEJOCTaBIEHUE MOJHON
unpopmaruu B CYJIO;

2) HampapisieT B 3JEKTPOHHOM BHUJE MO pe3yibTaTaM IKCIEPTU3bI JIEKaPCTBEHHBIX
CPEICTB, U3/IETUN MEAUIIMHCKOIO HA3HAUYECHUS U METULIMHCKON TEXHUKU:

3aKJIIOUYeHHE 0 0e30macHOCTH, F(P(PEKTUBHOCTH M KAvyeCTBE JIEKAPCTBEHHOIO
CpPEeACTBA, M3JEIUS MEAMIMHCKOTO HAa3HAYeHHUS M MEIULHMHCKOW TEXHHUKU IpU
roCyJapCTBEHHON PETHCTPalMU U IIEPEPErUCTPALINN;

3aKJIIOUYEHHE O BIMSHUM BHOCHUMBIX U3MEHEHUH B PErUCTPAllMOHHOE JOChE Ha
06e30macHOCTb, 3(P(PEKTUBHOCTh M KAueCTBO JIEKAPCTBEHHOI'O CPENCTBA, H3ICIIHS
MEJUIIMHCKOTO HA3HAYEHUS U MEJMIIMHCKOW TEeXHUKU MPU BHECEHUU HU3MEHEHHUH B
PErHCTPAlMOHHOE JTOCHE;

HOPMATHUBHBIA JOKYMEHT IO KOHTPOJIIO KayecTBa U O€30MaCHOCTH JIEKApCTBEHHOTO
CpPEACTBA, M3JEIUs MEAUIMHCKOTO HAa3HAYEHMS, YTBEPKIEHHBIA 3asiBUTEIEM U
COIUIACOBAHHBIN IKCIEPTHOM OPraHU3aLUEH;



WHCTPYKIHMH IO MEAUIIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOTO CPEACTBA, U3/IEIIUS
MEIMIMHCKOTO HAa3HAYEHHS, COIVIAaCOBAHHBIE JOKCIEPTHOW OpraHu3anuel Ha
rOCy1apCTBEHHOM U PYCCKOM SI3bIKAX;

MAaKeThl MAPKHUPOBKH YNAKOBKH, 3TUKETOK, CTUKEPOB JIEKAPCTBEHHBIX CPE/CTB,
V3AEIUNA MEAUIUHCKOTO HAa3HAYCHUS, COIIAaCOBAHHBIX YKCIEPTHOW OpraHU3aluend Ha
rOCyJIapCTBEHHOM M PYCCKOM SI3bIKaX.

3) u3BelaeT 3asBUTEINS Yepe3 uHTepHeT-pecypc www.dari.kz (B paznen "CBenenus
00 sKcTIepTHBIX paboTax') IKCIEPTHOTO OpPTraHa O HANIPABJICHUH BBIIIENIEPEUUCIECHHBIX
JOKYMEHTOB B TOCY/IAPCTBEHHBIN OpTraH.

28. T'ocynapcTBeHHBI OpraH MPUHUMAET PEHIEHHE O TOCYJIapCTBEHHOM
perucTpanuu, NepeperucTpalui, BHECEHUH U3MEHEHUN B PETUCTPALMOHHOE JOCHE
JIEKapCTBEHHOTO CPENICTBA, W3JAENIHUS MEIMIIMHCKOTO HA3HAYEHUS U MEAUIUHCKOU
TexHuku B Pecnybnmke Kazaxcran wnm o0 OoTka3ze Ha OCHOBAHUHU JOKYMEHTOB,
IIPEACTaBICHHBIX:

3asBUTEJIEM COIJIACHO CTAHAAPTY roCyAapCTBEHHOW yciyru "['ocynapcTBeHHas
perucrpanusi, NepeperucTpalnsi ¥ BHECEHUE U3MEHEHUN B PETHCTPALMOHHOE JI0CHE
JIEKapCTBEHHBIX CPEACTB, M3ACIUNA MEIMUIIMHCKOTO HA3HAYEHUS U MEIUIUHCKOU
TEXHUKHU", YTBEPKJIEHHOMY nocTtaHoBieHueM [IpaButenscTBa Pecniyonuku Kazaxcran
ot 24 despans 2014 roga Ne 142;

AKCIIEPTHOM OpraHU3alMen coracHo MyHKTy 27 HacTosiuux [IpaBui.

29. I'ocytapCTBEHHBIM OpraH IPU MOJIOKUTENBHOM PELIEHUN O PETUCTPALNH,
NepEepPErucTpaluy, BHECCHUE U3BMEHEHNUN B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOTO
CpEACTBA, U3JEIUS MEIUIMHCKOTO HA3HAYECHUS W MEIULIUHCKOW TEXHUKHU
MPEAOCTABIISAET 3asIBUTEIIO U SKCIIEPTHOM OpraHu3aluy B JJIEKTPOHHOM BUJIE:

1) peructpaliiOHHOE yI0CTOBEpEHHUE, ACHCTBYIONIEE Ha TeppuTtopuun PecryOnnku
Kazaxcran cormacuo ¢opmawm 1, 2, 3 Tlpunoxxkenust 1 k Hacrosium [IpaBunam;

2) YTBEPXKJICHHYIO0 HHCTPYKIIUIO 110 MEAUITUHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOTO
CpPEeACTBa, M3JEJIMS MEIUIMHCKOTO HA3HAYEHHUS HA TOCYJAPCTBEHHOM U PYCCKOM
A3BIKAX;

3) corylacoBaHHBIII HOPMAaTHUBHBIM JOKYMEHT IO KOHTPOJIIO KayecTBa H
0€30MacHOCTU JIEKAPCTBEHHOTO CPEACTBA, U3JENUS MEIUIIMHCKOrO HAa3HAYEHUS C
MIPHUCBOEHHBIM HOMEPOM;

4) yTBEpK/ICHHbIE MAKETHl YIIAKOBOK, 3THKETOK, CTUKEPOB Ha JICKAPCTBEHHbIEC
CPEACTBA, U3IEIIHUS MEAULMHCKOTO Ha3HAYEHUS.

IIpyu BHECEHMM U3MEHEHUH B PETUCTPALUOHHOE JOCHE - PETUCTPALMOHHOE
YAOCTOBEPEHHE MOJ MPEKHUM HOMEPOM C YKa3aHHEM JaThl BBEICHUS W3MEHEHUS,
JaThl BBIJIAYM U CPOKA JECUCTBHS PETMCTPALIMOHHOIO YIOCTOBEPEHHS HA OCTATOYHBIN
CPOK AEHCTBHS TOCYJAaPCTBEHHOW PETrUCTPALUU.



30. IIpu rocymapCTBEHHOW PErUCTPALMM YCTAHABIMBAETCS CPOK JIEMCTBUSA
PErUCTPALIMOHHOTO YOCTOBEPEHHUS S JIET AJi JIEKapCTBEHHBIX CPENCTB, 10 10 neT Ha
JEKAPCTBEHHYIO CYOCTaHIMIO, JIEKAPCTBEHHOE PACTUTEIIBHOE CHIpbE, 5 JIET I
U3JIEUI MEUIIMHCKOTO Ha3HAYeHUs, 7 JIEeT JAJI1 METUIUHCKONU TEXHUKU.

31. Ilo ucredyeHun cpoka IAEUCTBUSA PETUCTPALUOHHOIO YIAOCTOBEPEHUS
JIEKapCTBEHHOE CPEACTBO, M3AECIME MEIUIMHCKOIO HAa3HAUYCHUS W MEIUIIMHCKAas
TEXHUKA MOJICKUT NEePEePEerucTpalnm.

[Ipu rocynapCTBEHHOU MEPEPETUCTPALlMM YCTAHABIMBAETCS CPOK JACHUCTBUS
PErUCTPALIMOHHOTO YIOCTOBEPEHHUS B COOTBETCTBUU ¢ MyHKTOM 30 HacTosimux [IpaBun
, 38 ICKJIFOYEHUEM CIIy4aeB, IPElyCMOTPEHHBIX B IyHKTe 33 Hactosumx [IpaBui.

32. 3agBUTENb MOJAET 3asBJICHUE HA NEPEPETUCTPALMIO 10 OKOHYAHUSA U HE
NO3/HEE WIECTH MECALEB IOCJIE€ OKOHYAaHUS JEWCTBHUS PETMCTPALIMOHHOIO
YAOCTOBEPEHMUSI.

33. Tlocne peructpauuu U ogHOM nepepeructpaiuu B Pecnyonnke Kazaxcran
BbIIa€TCsl 0€CCPOUHOE PETUCTPALIMOHHOE YJIOCTOBEPEHHE C IEPHUOJUYECKON OLIEHKOM
COOTHOILIEHHUS MOJb3a/PUCK HAa OCHOBaHUU (papMaKOHAA30pa Ha JIEKaPCTBEHHBIE
CpEeJICTBa, MPOU3BEACHHBIE B COOTBETCTBUU ¢ TpeboBaHusMu GMP cTpaH-pernoHos
ICH (MexnyHapoHas KoH(epeHLHs 110 rapMOHU3aLUNA TEXHUYECKUX TPEOOBaHMI K
pEerucTpaInyy JEKapCTBEHHBIX MpemnapaToB s uenoBeka), PIC/S (MexnynapoaHas
CUCTEMA COTpyAHHYECTBa apMaleBTUUECKUX MHCTeKuil), PeciyOnuku Kazaxcran u
U3JIeNUsd MEAULMHCKOrO Ha3HAYeHUs M MEAULMHCKAas TEXHHKA, [POU3BEJCHHBIE B
cootBeTcTBUM ¢ TpeboBanusmu ISO 13485 u GMP.

34. Ha nepepeructpupoBanubie B PecmyOnuke KazaxcTan nexkapcTBEHHbIE
CpeJICTBa, MPOU3BEACHHBIE B COOTBETCTBUU ¢ TpeboBaHusMu GMP cTpaH-pernoHos
ICH (MexnyHapoHas KoH(epeHLHs 110 TapMOHU3aLUNA TEXHUYECKUX TPEOOBAHMI K
pEerucTpanuy JEeKapCTBEHHBIX MpemnapaToB s denoBeka), PIC/S (MexnynapoaHas
CUCTEMa COTpyAHUYECTBa (hapMaleBTUUECKUX MHCIEeKIi), PeciyOnuku Kazaxcran u
U3JIeNUsd MEAULMHCKOrO Ha3HAYeHUs M MEAULMHCKAas TEXHUKA, [POU3BEJCHHBIE B
cooTBeTcTBUM ¢ TpeboBanusmu I[SO 13485 u GMP mnpoBoauTcs nocpodHas
HepeperucTpanms ¢ BblAaueil 0€CCPOYHOr0 PETHCTPALMOHHOIO YJIOCTOBEPEHUS C
NEPUOUYECKOM OLIEHKOM COOTHOIIEHUS M0JIb3a/PUCK HA OCHOBaHUM (papMaKoHa130pa.

35. Ilpu rocyaapCTBEHHOM PETHUCTpallMU JIEKAPCTBEHHOI'O CPEACTBA,
OTEYECTBEHHOI'0 MPOU3BOJICTBA, MPOU3BOJIUMOrO JIJIi BHYTPEHHETO PHIHKA CTPaHbl U
peIHa3HAaYeHHOT 0 JIsl SKCIOPTa, TOCYAaPCTBEHHBIN OpraH BbIJIAET 3asBUTEIIO:

1) perucTpaiMOHHOE YIOCTOBEPEHUE C YKa3aHHEM TOPrOBOTO HAa3BaHUS
JIEKapCTBEHHOIO CPEACTBA JJISI BHYTPEHHErO PBIHKA CTPaHbl, TaKke€ TOPTOBOTO
Ha3BaHUs Ui OKCIOpTAa NpPU YCIOBUU TNOATBEPKACHUS NPOU3BOIUTEIEM
UJEHTUYHOCTU COCTaBa, TEXHOJOTHYECKOTO MPOoIiecca, METOJI0OB U METOJIUK KOHTPOJIS
KayecTBa JIEKapCTBEHHOI'O CPE/ICTBA;



2) 3aKJIIOYEHHE O COOTBETCTBUH (hapMaIeBTUUECKOTO MPOAYKTa (JIEKAPCTBEHHOTO
cpenctea) B PecnyOnuke Kazaxcran TpeOoBaHUSIM TPOU3BOJCTBA HaJJIexKallei
npou3BojcTBeHHOU npakTuku (GMP), npouenype perucrpauuu, CUCTEME KOHTPOJIS
KauecTBa, MH(GOpPMAILUHU, COOTBETCTBYIONIEH pPETUCTPALIMOHHBIM JOKYMEHTaM IO
¢dopme cornacHo MPUIIOKEHUIO 2 K HacTosAuuM [IpaBuiam.

36. Ilocne 3aBepuieHHs TMPOLEAYPbl TOCYIAPCTBEHHOW PETrUCTpaIlUU,
NEepeperucTpaluu JEKapCTBEHHbBIX CPEACTB, U3ACIUA MEIULUMUHCKOTO Ha3HAYEHUS U
MEIUIIMHCKON TEXHUKU OKCIEpPTHAas opraHu3anus QOpMHUPYET 3JIEKTPOHHBIN
aApPXUBHBIN HK3EMIUISIP PETUCTPALMOHHOTO 10CHE, BKIFOUAIOIIHA:

AIIEKTPOHHOE PETUCTPALMOHHOE J0ChE 3asIBUTENS;

KOITHIO PETUCTPALIMOHHOTO Y/IOCTOBEPEHHUS,;

3aKJIFOYEHHE IEPBUYHOMN 3KCIIEPTU3HI,

3aKJII0YEHUE CIeNUATIM3UPOBAHHON (apMaleBTUUeCKo U papMaKoIOoru4ecKon
AKCIIEPTU3;

MIPOTOKOJ UCTIBITATEIHHOM Tab0paTOpHUu;

YTBEPKACHHYIO HHCTPYKIHMIO IO METULIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO
CpPEeACTBa U WU3JCNIHS MEAUIIMHCKOTO Ha3HAYEHUS,

COTJIacCOBaHHBIM HOPMATUBHBIN JOKYMEHT 110 KOHTPOJIIO KauecTBa U 0€30MacCHOCTH
JIEKApCTBEHHOTO CPEACTBA, M3JEIUS MEJULUMUHCKOTO HA3HAYEHUS C MPHUCBOCHHBIM
HOMEPOM;

YTBEP>KJICHHBIE MAKEThI YIIaKOBOK, 3TUKETOK, CTUKEPOB;

MaTepHalIbl 10 MEPEMUCKE C 3asIBUTEIIEM.

OcymiecTBIsSIET €ro XpaHEHHE B apXuUBe € COOJIoJIeHHeM TpeOoBaHUA
KOH(UICHIINATLHOCTH.

37. Bo BpeMs OEUCTBUS PETUCTPALMOHHOTO YJIOCTOBEPEHUSI PETUCTPALIMOHHOE
JOChE, HaXOJdAIleecs] B apXWBE, JOMOJHSAETCA KOMUSIMH PETrHUCTPallMOHHBIX
YAOCTOBEPEHU O BHECEHWM M3MEHEHHH CO BCEMM MPUIIOKEHHBIMU JOKYMEHTaMHU
3asIBUTEINS, OTYETaMH O 0e30macHOCTH U 3(h(PEKTUBHOCTH.

3. Ilopsaok yCKOPEHHOH IpoLeayphl FOCYJapCTBEHHON PETUCTPAIUU
JIEKApCTBEHHEBIX CPEACTB, H3EIINi MEIUIIMHCKOIO HAa3HAYCHHUA U
MCOUOUHCKON TCXHUKH

38. Pemenne 00 yCKOpPEeHHOM MpOILEAYpe TOCYIapCTBEHHOW pErucTpauuu
JEKAPCTBEHHBIX CPEJCTB, W3AEIUA MEIUIMHCKOrO Ha3HAYEHUs W MEIULHUHCKON
TEXHUKHU (Jlajiee - yCKOpPEHHas! Mpolielypa) MPUHUMAETCS] YIIOJTHOMOYEHHBIM OPraHOM
00 MHUCBMEHHOMY OOpallleHHIO 3asiBUTENI C MOTHBHPOBAHHBIM OOOCHOBAaHHEM
HEO0OXOIUMOCTH €€ TPOBEICHUS.



39. YckopenHas mpoiieaypa He JI0OJDKHA CHIDKATh TpeOoBaHUS K 0€30MacHOCTH,
3(pdEeKTUBHOCTH M KAauyeCTBY JIEKAPCTBEHHBIX CPEJCTB, H3ACIUNA MEIUIIUHCKOTO
HA3HAYCHUS U MEJIUIIMHCKON TEXHUKH.

40. YckopeHHOH mpolieaype MoJjiexaT JIEKapCTBEHHbIE CPEICTBA, B TOM UYHUCIIE
MEIUIMHCKUE UMMYHOOHOJIOTUYECKUE MTPEenapaThl:

1) npenHa3HavYeHHbBIE JJIS IPEAOTBPAICHUS YPE3BbIUYAHHBIX CUTYAIINM, a TAaK¥KE B
LEJISIX HallMOHAIbHOM 0€301acHOCTH;

2) aBTOpU30BaHHbIE T€HEPUKH;
3) nexapcTBEHHbIE CyOCTaHIIMU U OANK-IPOTYKTHI;
4) opdanHbIe TpENapaThI.

41. YckopeHHOH Mpoleaype MoAJIeKaT U3Aeanusl MEAUIUHCKOTO Ha3HAYCHUS U
MEIMIIUHCKON TEXHUKH:

1) B ciiyyasix mpeAaHa3HaueHUs UX JJIs NPOPUIAKTHKHY, JI€USHUs, JTUArHOCTHUKU
penkux 3a00JieBaHU;

2) BO3HMKHOBEHHMS W YCTPaHEHHS TOCJIEICTBUU SNHUAECMUH, MaHIEMHU
MH(EKIMOHHBIX 3a00JI€BaHUI;

3) nedumnura Ha dapmaneBTHueckoM pbeiHKe Pecnyb6nuku Kazaxcran
HEOOXOUMBIX U3JICTUN METUIIMHCKOTO HA3HAYCHUS M MEUIIMHCKON TEXHUKH.

42. YckopeHHas npolieaypa rocy/1IapCTBEHHONW PErucTpaluu, nepeperucTpanuu
IIPOBOJIMTCS. HA OCHOBAHUH JIOTOBOPA SKCIEPTHON OpraHU3alUu C 3asIBUTEIIEM.

43. Cpoku mpoBENIeHUSI YCKOPEHHOM PErucTpaiu JEeKapCTBEHHBIX CPEACTB,
U3JICJINI MEAUIMHCKOTO HAa3HAYEHUS] U MEIUIIMHCKON TEXHHKU PETrIAMEHTUPYIOTCS
npukazoM Munuctpa 3npaBooxpanenus PecnyOnuku Kazaxcran ot 18 Hoa0ps 2009
rona Ne 736 "OO6 yrtBepxnenun [IpaBui mpoBeneHUsS SKCIEPTHU3BI JIEKAPCTBEHHBIX
CPEACTB, W3JCIUA MEIUIMHCKOTO HA3HAYEHUS M MEIAULUUHCKOM TEXHUKH',
3aperucTpUpOBaHHbI B PeecTpe rocynapCTBEHHOM PEruCTpaluyd HOPMATHBHBIX
IIPaBOBBIX aKTOB 3a Ne 5926.

4. Ilopsagok 0TKa3a B rOCYJapCTBEHHOMN PETHCTPANiH, ICPEPErHCTPALIvH,
BHECEHMH H3MEHEHUH B PETHCTPANMOHHOE JOCHE JICKapCTBEHHEBIX CPEICTB,
H3ACIHHA MEIUIUHCKOr0 Ha3HAYCHUA ¥ MEAUIMHCKON TEXHUKHU

44. T'ocynapcTBeHHbI opraH mnocpeactBoMm [loprana mocie paccMOTpeHUs
JOKYMEHTOB (POPMHUPYET OTKA3 B TOCYAAPCTBEHHON PErUCTpaliu, IEPEPErucTpaluy u
BO BHECEHUWU HM3MEHEHUN B PETMCTPALMOHHOE JIOChE JIEKAPCTBEHHOIO CPEACTBA,
U3JIENIHsI MEIULIMHCKOIO HAa3HAUEHUSI U MEIUIIMHCKON TEXHUKU MPU OTPULATEILHOM
3aKIr04eHr 00 3(h(PEeKTUBHOCTH, OE30MaCHOCTH U KAYECTBE JIEKAPCTBEHHOT'O CPEICTBA



, U3ACIINA MCIUIMHCKOI'O HAa3HAYCHUA U MGI[I/IHI/IHCKOI\(JI TCXHUKHNU FOCYI[apCTBeHHOﬁ

AKCIIEPTHOM OPraHM3alld M OCYIIECTBIAET PETUCTPALMIO PELICHHs 00 OTKase,

COTJIACHO MPUJIOKEHUIO 3 K HacTodmuM [IpaBunam.

[punoxenue 1
k IIpaBunam rocyjapcTBEHHOI perucTpaium,
MIEPEPETUCTPALINH ¥ BHECEHUSI N3MEHEHUH
B PETHCTPALMOHHOE JOChE JIEKApPCTBEHHBIX
CPEACTB,
U3JeNUN METUIIMHCKOTO Ha3HAUEHUS U
MEAULIUHCKON TEXHUKH
®opma 1

I'ep6

Pecrry6mukm Kazaxcran

MuHuCTEpCTBO 3APaBOOXPAHEHHUS U COITUATBHOTO PA3BUTHS

Pecny6nuku Kazaxcran

PeructpanronHnoe yJ1ocToBepeHue

PK - JIC - Ne

B cootBercTBUm ¢ Kogexcom Pecry6nuku Kazaxcran "O 310poBbe Hapoaa
U CUCTEME 3JIpaBOOXPAHECHUS" HACTOSIIEE YIOCTOBEPEHUE BbIIAHO:

HawnmMeHoBaHne nep)xaTerst peruCTPanioOHHOTO YA0CTOBEPEHHS

CrpaHa Jepxatesst perUCTPAIHOHHOTO YIOCTOBEPEHHS

B TOM, YTO JIEKAPCTBEHHOE CPEICTBO 3aPErUCTPUPOBAHO U PA3PELIEHO K
NPUMEHEHUIO B MEIMLIMHCKON MpakTUKe Ha Tepputopuu Pecniyonuku Kazaxcran
HNudopmarus o 3aperucTpupoBaHHOM JIEKAPCTBEHHOM CPEJICTBE

TOpl"OBOC HaMMCHOBAHUC IpCriapaTa
IIJ'I}I OTCYCCTBCHHBIX HpOI/I3BO,Z[I/ITCHeI71 TOProBO€ HAMMCHOBAHUEC IJISA OKCIIOPTa

MexyHapoIHOE HEMaTeHTOBAaHHOE Ha3BaHUE (P HAJIMYHH)
JlexapcTBenHas popma

Jo3upoBka

®dacoBka

Kon ATX

CocTaB aKTHBHBIX BEIIECTB

Cpok xpaHeHUs

IMopsinok ormycka (110 penenty, 6e3 perernTa)

I/IH(I)OpMaLII/ISI O IIPOU3BOJUTEIIC JICKAPCTBCHHOI'O CPCACTBA
Tum opraHu3anuy Wix y4acToK MPOU3BOJCTBA HanmMeHnoBanne opranusanuu Crpana
IIpousBoauTens

VYakoBIIHK



aTa rocyJapCTBEHHOU perucrpauuu (nepeperucrpanuu) ' " 20 ronpa
yAap p p pep p 4V

n

HevictBuTensHo 10 " 20 rona uim "beccpouno" (HyKHO€ yKa3aTh)

"

JlaTta BHECEHUS U3MEHEHHUM " 20 rona
damunus, UMsi, OTYECTBO (IIPU €ro HAIMYKU) TOCYIAPCTBEHHOTO OpraHa

(WM YTIOJTHOMOYEHHOE JIUIIO)

®opma 2

I'ep6

Pecny6nuku Kazaxcran

MuHHCTEPCTBO 3paBOOXPAHEHHUS U COLIUATBLHOTO Pa3BUTHUS
Pecny6nuku Kazaxcran

PerucrpannoHHOE y10CTOBEPEHUE

PK-MUMH/MT - Ne

B cootBerctBuu ¢ Konexcom Pecniyonuku Kazaxcran "O 310poBbe
HapoJia ¥ CUCTEME 3/IPABOOXPAHEHUS" HACTOSAIIEE PETUCTPALTMOHHOE
YAOCTOBEPEHHE BBIJIAHO:

1. HanmMeHoBaHne nep)kaTerst peruCTPalioOHHOTO YA0CTOBEPEHHS

2. Crpana epkarensi perucTpalioHHOrO YJ0CTOBEPEHUS

B TOM, 4TO

(HaMMEHOBaHUE U3JEIU MEAUIIMHCKOTO Ha3HAYCHUS WU
MEIUITMHCKOM TEXHHUKH )

(kmacc 6e30MacHOCTH B 3aBUCMMOCTHU OT OTEHIIMAILHOTO PHUCKa
MIPUMEHEHMUS)

3aperucTpUpOBaHa/O U pa3penieHa/o K IPUMEHEHUIO B METUIIUHCKON
npakTuke Ha Teppuropun PecnyOnuku Kazaxcran.

[lepedeHb pacXoIHBIX MaTEPUATIOB U KOMIUIEKTYIOIIUX K U3JIETTUIO
MEUITMHCKOTO Ha3HAYCHHSI/MEAUITMHCKON TEXHUKE B TIPHIIOKCHUH K JAHHOMY
PETUCTPAIIMOHHOMY yIOCTOBEPEHHIO corjacHo (popme 3 (ykazaTrh KOJIUYECTBO

JIUCTOB)

Jata rocyiapcTBeHHOM peructpauuu (nepepeructpamuu) " " 20 rona
HeiictBurensno 1o " " 20 rona unm "beccpouno" (Hy)KHOE yKa3aTh)
JlaTa BHeceHus1 u3MeHeHuit " " 20 ronma

damunus, UMsi, OTYECTBO (MIPU €r0 HAIMYUK) PYKOBOJUTENSI TOCYAAPCTBEHHOTO
opraHa



(WM YyIIOJTHOMOYEHHOE JIUIIO)
[IpuMeuaHue: B CIydae BBIMCHIBAHUS PETUCTPALMOHHOTO YAOCTOBEPEHUS Ha
W3eIue MEIUIMHCKOro Ha3HaueHus ykasbiBaeTcss PK-MIMH-Ne.
B cityyae BBIIMCBIBaHMS PETUCTPALIMOHHOTO YIOCTOBEPEHUS HA MEAULMHCKYIO
TexHUKY ykasbiBaercst PK - MT - Ne.
dopwma 3

MUHHCTEPCTBO 3APABOOXPAHEHUS U COLMAIBHOTO pa3BuUTHUs PecmyOnuku

Kazaxcran

" HauMeHOBaHHE PACXOIHBIX MAaTEPUAIOB M KOMILIEKTYIOIIUX K M3IEIIUI0
MEIUIIMHCKOr0 Ha3HAYEHMS U MEIUIIMHCKON TEXHHUKE (M3rOTOBUTEIID)

[Tpunoxenue k perucrparmonHomy ynoctoBepernio PK-MUMH/MT - Ne
[Iepedyenn pacxoAHBIX MATEPUAIOB M KOMIUIEKTYIOIIUX K U3JICIIHIO
MEIMIMHCKOI0 HA3HAYEHHUSI U MEITUIIUHCKON TEXHHUKE

[IpousBoaurenn

Mopenb Crpana

2.
3.
4.
damMuinusi, UMs, OTYECTBO (IIPU €ro HAIMYHMHN) PYKOBOJIUTEINSI TOCYAAPCTBEHHOTO
opraHa

(W11 yIIOJTHOMOYEHHOE JIULIO)

non 20 roma
IMpunoxenue 2

k [IpaBumaM rocy1apcTBEHHOH peTHCTpALHH,

MIEPEPETUCTPALINH ¥ BHECEHUSI N3MEHEHUH

B PETUCTPALHOHHOE IOChE JIEKAPCTBEHHBIX

CPEACTB,
U3JeNUH METUIIMHCKOTO Ha3HAUYEHUs U
MEAULUHCKON TEXHUKU

3aKIr0YeHre 0 COOTBETCTBUU (hapMaIleBTUUECKOTO MPOIyKTa (JIEKapCTBEHHOTO
cpeacta) B PecniyOnuke Kazaxcran TpeOoBaHUSIM MPOU3BOACTBA HaJJISKAIIICH
npou3BoJicTBeHHOM npakTuku (GMP), npouenype perucrpanuu, cucreme

KOHTPOJII Ka4CCTBaA, I/IH(I)OpMaHI/II/I, COOTBGTCTBYIOHICﬁ PETUCTPALNOHHBIM

)101<yMeHTaM1

(CTpykTypa 3aKJIFOUeHHs] COOTBETCTBYET PEKOMEHIOBAaHHOMY BceMupHoit
opranuzainuei 3apaBooxpanenus (BO3))

HOMep 3aKJIIOUCHHUA



Okcnoprupyomias crpaHa (BbAAIONIAs CTpaHa)
Hmnoptupytomias cTpaHa (3anpalirBaroniasi CTpaHa)

ToproBoe HaumMeHoBaHKe 1 (hOpMa BBIITYCKa JIEKAPCTBEHHOTO CPEJICTBA!
B crpane-3kcnioptepe
B crpane-umnoprepe

1.1. HaumeHOBaHUE U KOJIHMYECTBO aKTUBHBIX BGI.I.IGCTB2 Ha €ANMHUILY ,Z[O3I)I3

I/IH(I)OpMaLII/Iﬂ O ITOJTHOM COCTaB€, BKIIKOYasa BCIIOMOTI'aTCIIBHBIC BeH_leCTBa4

1.2. meetcs n pa3penieHne Ha MPaBo pearn3aliii B CTpaIAIe-echnopTepe5 ?
ma/aer

1.3. Peanusyertcs nu haKTHUCCKU JICKAPCTBEHHOE CPEIICTBO B CTPaHE-3KCIOpTe?
Ecnu otBeT Ha Bompoc 1.2 — "na", 3amoNHUTE NYHKT 2A U IPOIyCTUTH MyHKT 2B

Ecmu otBeT Ha Bompoc 1.2 — "HeT", mpoITyCTUTH MyHKT 2A U 3aIIOJTHATH ITYHKT 2B®
Jla/HeT/Hen3BeCcTHO

2.A.1 Homep perucTpannoHHOTO yzLOCTOBepeHI/Iﬂ7 (JTMLIEH3WH) U 1aTa BhIIAYH

2.A.2 Jlepkatenb perHCTPAIlMOHHOTO YI0CTOBEpEeHUs (JTUIIeH3MH) (Ha3BaHUE U aJIpec)

2.A.3 Cratyc nmepkarelnsi perucTpaliiOHHOTO y,Z[OCTOBepeHI/IﬂS (nmuien3un) (B COOTBETCTBUM C KAaTETOPUSIMH,
yKa3aHHBIMH B TipuMedanuu 8) a/s/c/d

2.A.3.1 lnsa kareropuii (B) u () Ha3BaHUE U aJIpeC MPOU3BOAUTENS JIEKAPCTBEHHOTO cpeL[CTBa9

2.A.4 [Tpuaraercs Jid KpaTkoe 00OCHOBAHHE PEIICHHUS O peFI/ICTpaHI/II/Ilo (perucTpamoHHOE YIOCTOBEPEHNUE)
Ha/uer

2.A.5 SIBnsercs nM mpeAcTaBieHHas MH(OpMAaunus O JICKApCTBEHHOM CPEJCTBE YTBEP)KIACHHOW, MOIHOW U

COOTBETCTBYIOLIEH perucTpaniioOHHbIM ):[OKyMeHTaM?l !

Ja/aer/He npencraBicHO

2.A.6 3asgBuTenp Ha MOJIYUYCHHUEC 3aKIIIOUYCHUA, €CIIM OH HE SBIACTCA ACPIKATCICM PErucTpaiuoOHHOTO

YAOCTOBEpeHUs (JIMIICH3UH) (Ha3BaHUC U a;lpec)12
2.B.1 3asgBuTens Ha MOTyYeHNE 3aKIIIOUCHHNS (Ha3BaHNE U aJIpec)

2.B.2 Craryc 3asBuTens (B COOTBETCTBHH C KaTETOPUSIMH, yKa3aHHBIMH B IPUMEUaHUH §)

2.B.2.1 [Inst xateropuu (B) 1 (C) Ha3BaHHWE U aAPEC MPOU3BOAUTENS JICKAPCTBEHHOTO cpeHCTBa9



2.B.3 IIpuuuHBI OTCYTCTBHS pa3peIIeHus Ha pealn3alnio Ha PhIHKE:
He TpeOyeTcsi/He 3anpaniuBaioch/B CTaAuy PACCMOTPEHHUS1/0TKAa3aHO

2.B.4 3amevanusa >

3. OpraHmyeT Jikn Oprat, BI)I,HaIOIlII/Iﬁ 3aKJIIOYCHUS, IICPUOANICCKUEC NHCIICKINU MTPECANIPUATHA, BBIITY CKAIOLICTO

T'OTOBBIC JICKAPCTBCHHBIC CpeI[CTBa? 14

Ja/ner/ne npumeHnMo (eciu "Het" WK "HeNpUMEHHMO" NepeXxoIuTh K 1.4)
3.1 nepuoANYHOCTH IIAHOBBIX MHCIIEKIIUN

3.2 lara mocieqHel WHCIEKIIMOHHOW MPOBEPKH IIPOU3BOACTBA (TIPOBOIIUINCH JIH KaKHUEe-THOO WHCHEKINH Y
TIPOU3BOIUTENS JIEKAPCTBEHHOTO CpeicTBa)?

Ja/aHer/HenpuMeHnMO

3.3 CoOTBETCTBYET JIM MPOM3BOACTBEHHBIN 00BEKT, 000pYJOBAaHHE U IPOU3BOJICTBEHHBIE MPOLIECCHI CTAHAAPTAM
Gmp 1

Ja/aer/ne npuMeHUMO

4, HpI/I3HaeT JI1 OpTraH, BBIJAIOITHAM 3aKJIIOYCHUs, TPEACTABICHHYIO I/IH(l)OpMaHI/I}O yZ[OBJ'IeTBOpHTeJ'ILHOﬁ 10 BCEM

ACIICKTaM IMPOU3BOACTBA JICKAPCTBCHHOT'O cpeucmam

Ha/uer (ecnu "HeT" pa3bsCHUTD)

HaumeHnoBaHue n agpec opraHa, BbIAIOIIETO 3aKIFOUCHUS
TemedoH, pakc

damuns, UM, OTYECTBO (IIPH €ro HAIUYUH) PYKOBOIUTEIS
ITonnuce

Jara, meuath

IIprumeyanue K cCblIKaM:
®opma 3akiaroueHUs Ha (papMareBTUUYECKUN MPOMYKT 3aIMOJHSIETCS
MaIIMHOMUCHBIM CIOCOOOM (Ha KOMIBIOTEPE) U TMPEJAOCTaBISETCS BCerja Ha
OyMa)XHOM HOCHTEJIE.
[Ipr HEOOXOAMMOCTH MOTYT MPUKIAIBIBATHCS JOMOJHUTEIbHBIEC JIUCTHI C
MOSICHEHUSIMU Y 3aMEYaHUSIMHU.
1. Hacrosiiiee 3akiIt04€HHE, COCTABIIEHHOE B COOTBETCTBUM C PEKOMEHI0BAHHBIM
BO3 ¢opmarom, ycraHaBiuBaeT craryc (hapMaleBTHYECKOrO Mpernapara U CTaTyc
OpraHu3aiuy, oopalaroneiicss 3a 3aKJIIOUeHUEM Ha MpernapaT B CTpaHe-3KCIOpTEPE.



3aKIr0YeHNE BBIIaHO TOJIBKO HA OJIMH KOHKPETHBIN MPOIYKT, MOCKOJIBKY TPEOOBAHHMS K
MPOU3BOJICTBEHHOMY TPOIIECCY U 00beM UH(POPMAIUU, HEOOXOAUMOM ISl TTOJTYyYEHUSI
COTJIaCOBAHUS, MOTYT Pa3IMYaThCS IS PA3HBIX JIEKAPCTBEHHBIX ()OPM U JJO3UPOBOK.

2. Ilo BO3MOXXHOCTH HEOOXOJMMO HCIOJb30BaTh MEXKIYHAPOIHOE
HEMAaTeHTOBAaHHOE HAa3BaHWE WJIM HAIIMOHAJIbHbIE HEMATEHTOBAHHbBIC Ha3BAHMUSI.

3. B 3aki04eHUU WIM B MPUIIOKEHUU K HEMY JOJKEH ObITh YKa3aH TMOJIHBIM
KaueCTBEHHBIN COCTaB rOTOBOTO JIEKAPCTBEHHOTO CPEACTBRA.

4. KenatenbHO MpenCTaBUTH MOAPOOHYIO MH(GOPMAILIUIO O KOJIMYECTBEHHOM
COCTaBe, HO Takas WH(OpMaIus NMPEJOCTABISIETCS TOJIBKO C COTJIAcHs JeprKaTels
PETUCTPALMOHHOTO YAOCTOBEPEHMUSI.

5. B xadecTBe NMpuiiokKeHUs CJIeAyeT NMPeICTaBUTh MOAPOOHYI0 UHGOPMALIUIO O
TO0OBIX YKa3aHUSIX B PETUCTPALMOHHBIX JTOKYMEHTAaX Ha JIEKapCTBEHHOE CPECTBO,
OTPAaHUYECHUSAX B OTHOUIEHWH peajv3allH, PACIpEeeNICHUs] WIM NPUMEHEHUS, €CIU
takue umerores. [lpu orBere "na", nepexomdar k n.2.A, n.2B mpomyckaroT, mpu oTBeETE
"HeT", mepexodT k 2.B u nmpomnyckarot m.2.A.

6. [IynkTel 2A 1 2B B3aMMHO UCKIIFOYAIOT APYT ApPYyra.

7. B ciyuae, eciyi perucTpalliOHHOE YAOCTOBEPEHUE BPEMEHHOE WIIU Ipernapar
€llle HE 3apEeTUCTPUPOBAH, TO 3TO HEOOXOUMO YKa3aTh.

8. Heobxoammo ykazaTh CTaTyc JepiKaTelis pErucTPalliOHHOTO YIOCTOBEPECHUS Ha
JIEKAPCTBEHHOE CPENICTBO:

(a) — ABAsIETCA IPOU3BOAUTENEM JICKAPCTBEHHOTO CPEJICTBA U OTBETCTBEHHBIM 32
KauyeCTBO U BBIITYCK B 000POT;

(B) — ocyiecTBasieT pachacoBKy, YIIAKOBKY U/UIIM MAPKUPOBKY JIEKAPCTBEHHOTO
CpEelCTBA, MPOU3BEACHHOTO JPYIUM MPEANPUATHEM, B TOXKE BpEMS SBISETCS
OTBETCTBEHHBIM 32 €0 KaueCTBO U BBIITYCK B 000POT;

(c) — He ydacTByeT B MPOU3BOJCTBE, pachacoBKe, YIIaKOBKE, HO SBISETCS
OTBETCTBEHHBIM 32 €T0 Ka4yeCTBO U BBIITYCK B 000POT;

(d) — He yJacTByeT HU B OJJHOM IIPOIIECCE.

9. Undopmanusa MoxkeT OBITh MpEICTaBIEHA TOJBKO C COTJACUs JiepikKaTems
PErUCTPALIMOHHOTO YJOCTOBEPEHHUSI, €CIIM I'pada HE 3al0JIHEHA, TO 3TO O3HAYAET, YTO
JIepKaTellb PEeruCTPAllMOHHOTO YIOCTOBEpeHUsl He nan cornacus. Undpopmarus o
MeCT€ TTPOU3BO/JICTBA SABJISIETCS YaCThIO PETUCTPALIMOHHOTO YJOCTOBEpeHHUs. B ciyuae
U3MEHEHHUSI MECTa MPOU3BOJACTBA B PETHCTPALIMOHHOE YIOCTOBEPEHHE JIOJKHBI OBITH
BHECEHBl COOTBETCTBYIOIIME HM3MEHEHHS, B MPOTHUBHOM CJIy4Yae OHO CTaHOBUTCS
HEJICVICTBUTEIIBHBIM.

10. ITox xpaTkuM OOOCHOBAHMEM MOHUMAETCS JOKYMEHT, COCTAaBIISIEMbIN
PEryJISITOPHBIM OPTaHOM, B KOTOPOM KPaTKO OTpa)kaeTcs TEXHUYECKOe 000CHOBaHUE
JUISl BBIAAYM PETUCTPALIMOHHOTO YIOCTOBEPEHUS.



11. Uudopmanuss OTHOCUTCA K YTBEPKACHHOM PETyISATOPHBIM OPraHOM
UHCTPYKIIMH MO0 METULIMHCKOMY TPUMEHEHHUIO.

12. Jlns BBIIAUM 3aKJIIOYEHUS JOJDKHO OBITh paspelieHue AeprKaTens
PErucCTpaIllMOHHOTO YJIOCTOBEPEHHUS, KOTOPOE AOJKEH MpPEJCTaBUTh 3asBUTENb Ha
BbI1aUy 3aKJIFOUYEHHUS.

13. Yka3arh npuunHy OTCYTCTBHUSI PETUCTPALIUHN:

(a) JnexkapCTBEHHOE CPEACTBO ObLIO pa3pab0OTaHO HCKIIOYUTENIBHO s
3a00JIeBaHMM, HE PACIIPOCTPAHEHHBIX B CTPAaHE 3KCHOpTa (HAmpUMep, TPOIIUYECKUX
3a00JICBaHMI);

(B) cocTaB JIEKQpCTBEHHOT'O CPEJCTBA OBbLT M3MEHEH C IEJIbIO MOBBIIIEHUS €T0
CTaOMJIBHOCTHU B TPOITUYECKUX YCIOBUSX;

(c) cocTaB JIEKapCTBEHHOTO CPEICTBA ObUI M3MEHEH C LIEJIbI0 HMCKIIOUYECHUS
BCIIOMOTaTEIbHBIX BEUIECTB, HE PA3PELICHHBIX K IPUMEHEHUIO B CTPAHE UMIIOPTA;

(d) cocTaB eKapCTBEHHOTO CPEACTBA ObLT U3MEHEH C IIEJIbI0 BBIOJIHEHUS] UHBIX
TpeOOBaHUN B OTHOIICHWHW MAaKCHMAaJIbHOTO COJIEpKaHWS aKTUBHOTO BEIIECTBA B
TOTOBOM JIEKAPCTBEHHOM CPEJICTBE;

(e) apyrue nNpuYrHbI, KOTOPbIE JOJKHBI OBITh O0BSCHEHBI.

14. "He npumeHuM" - 03HAa4aeT, 4YTO JIEKAPCTBEHHOE CPEACTBO IIPOU3BOJIUTCS HE B
TOH CTpaHe, IJ€ BBIJACTCS 3aKIOYEHHE Ha HEro, MO3TOMY HHCIEKTUPOBAHHE
IIPOBOJMTCS MO KOHTPOJIEM OPTaHOB CTPAHBI-IIPOU3BOIUTEIIS.

15. TpeGoBaHusl IO COOTBETCTBYIOUIEH MPAKTUKE MPOU3BOJCTBA U KOHTPOJIS
KauecTBa JICKAPCTBEHHOT'O CPEJICTBA, YKA3aHHbBIE B 3aKIIFOYEHUN, COOTBETCTBYIOT TEM,
KOTOpble BKIIOYEeHBl B oTueT 32 Komurera OIKCHnepToB MO cepTUPUKALNHU
nexkapctBeHHbIX cpenactB (Cepus Texuuueckux otduetoB BO3 Ne 823, 1992,
npunoxenue 1). Komurerom BO3 mo Ouonoruyeckod cTaHIapTHU3AMU OBLIH
chopMyJIMPOBAHBI ClIEIUATIbHbIE PEKOMEHIAINH 110 OMOJIOrMYECKOl cTaHaapTU3aui (
Cepus Texuuueckux otuetoB BO3 Ne 822, 1992, npunoxenue 1).

16. IIyHKT 3amoJyiHsIeTCA B TOM Clly4yae, €CJU JepKaTellb PETUCTPALUOHHOIO
YAOCTOBEPEHUS, WIM 3asBUTEIb COOTBETCTBYIOT cTarycy (B) wiM (C), KOTOpbIE
onucaHbl B MyHKTe 8. B Takom cilydae 3asBUTENb JOJDKEH MPEICTaBUTh B OpraH,
BBIIAIONINH 3aKiItoueHue, HHHOPMAIIMIO O TOM, KaKUe CTOPOHBI KOHTPAKTa OTBEYAIOT
3a KXy CTaJuI0 Mpoliecca MPOU3BOJICTBA KOHEUHOTO MTPOYKTa, a TaKxke 00 00beMe
U XapakTepe JI0ObIX THIIOB KOHTPOJIS KauecTBa, MPOBOJUMBIX KaXKIbIM U3 ITHUX
IPEAIPUATHH.

[Tpunoxenue 3
k [IpaBunam rocy1apCcTBEHHOM perucrpanuu,
nepeperucTpaiui 1 BHECCCHUA H3MEHCHUHN
B PCTUCTPALIMOHHOC IOCHE JICKAPCTBCHHBIX
CpPEICTB,

H3JICTUHA MEIUIIMHCKOTO Ha3HAYCHUS U
MEIUIIMHCKON TEXHUKU



Pemenne 00 otkaze
B IOCYIAPCTBEHHOMN PETUCTPALINH, IIEPEPETUCTPALMH UM BHECEHUU U3MEHEHU M
B PCTUCTPAINMOHHOC NOCHC JICKAPCTBCHHBIX CPCIACTB, I/ISI[GJII/Iﬁ MCEIUITUHCKOI'O
Ha3HA4YCHUA U M€}IHHHHCKOﬁ TEXHUKHU B Pecny6nm<e Kazaxcran

Howmep 3asBnenus

JlaTa 3asBeHus

3asBUTEND

Howmep pemennst 06 otkaze

[ara penienust 00 oTkase

Komuter KOHTpONS METUIIMHCKONH M (DapMameBTUYECKON AeATeNbHOCTH MUHHCTEpCTBA 3paBOOXpaHEHUS U
couuanbHOro pazButus Pecnyonmuku Kazaxcran yBemomiser Bac 00 oTkaze B perucrpaliuu, nepeperucTpainum
WM BHECEHUH U3MEHEHUH B PErHCTpallMOHHOE A0oche M MenuimHckoM npuMmenennu JIC, UMH u MT (ayxHoe
MOJIYEPKHYTh) Ha Tepputopun Pecrryonmku Kazaxcran.

ITpuunna oTkasa:

damunust, UMs, OTYECTBO (IIPU €r0 HATMYUK) PYKOBOHUTEIS TOCYIAPCTBEHHOT0 OpraHa (UM YHOJIHOMOYEHHOTO
JIUTIA)
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