Mpukas u.o. MuHucTpa 3apaBooxpaHeHUs U couunanbHoro pa3utua Pecny6nuku KasaxcrtaH ot 30 uions
2015 ropga Ne 639
MpaBuna chopmnpoBaHus npeaenbHbIX LIEH U HaLleHOK Ha NeKapcTBEHHbIe cpeAcTBa U usgenusi
MeAULMHCKOro HasHayeHusl, 3aKkyrnaemMbiX B paMKax rapaHTUpoBaHHOro o6bema 6ecnnaTtHou MegULIMHCKOWN
nomMoLM U B cucTemMe o6si3aTtenbHOro counanbHOro MeauLMHCKOro cTpaxoBaHUs
(c uaMeHeHuUsIMU U QOrONIHEHUSIMU 10 cocmosiHuro Ha 08.02.2018 2.)

Ympamun cuny 8 coomeemcmeuu ¢ npukazom MuHucmpa 30pasooxpaHeHusi PK om 19 anpensi 2019 eoda Ne KP
LCM-42

Baecornoeok usnoxeH 8 pedakyuu npukada MuHucmpa 30pasooxpaHeHusi PK om 08.02.18 2. Ne 53 (cm. cmap. ped.)

B cooTtBeTcTBUM € noanyHkTom 112) nyHkTa 1 ctatbu 7 Kopekca Pecnybnukm KaszaxctaH «O 3gopoBbe Hapoga v
cucteme 3gpaBooxpaHeHus» ot 18 ceHtabps 2009 roga, MPUKA3bIBALO:

IMyHkm 1 usnoxeH 6 pedakyuu npukasa MuHucmpa 30pasooxpaHeHus u coyuasibHo20 pazeumusi PK om 23.10.15 e.
Ne 820 (cm. cmap. ped.)

1. Y1BepauTe [lpaBuna dopmunpoBaHMa LEH Ha rnekapcTBEeHHble cpeacTsa W u3genus MeguLMHCKOro
Ha3HayeHus B paMkax rapaHTMpoBaHHOro obbema 6ecnnaTHON MEeAWLMHCKON MOMOLLM COrMacHO MpUnoxeHuo 1 K
HacTodaweMy npukasy (aanee-lMpasuna).

2. lMpusHaTb yTpaTMBLUMMW CWIy HEKOTOpble npukasbl MuHWCTEpCcTBa 34pPaBOOXPAHEHUA U COLMANbHOMO
pa3BuTust Pecnybnukm KaszaxctaH cornacHo NpunoxeHuo 2 K HacTosALWeMy npukasy.

3. KomuTeTy KOHTpONsa MeauumHCKoOn 1 dhapmaueBTUYecKon AesaTenbHOCTM MuHMcTepcTea 3apaBooOXpaHeHnst n
coumanbHoro pa3sutua Pecnybnukm KasaxctaH B yCTaHOBNEHHOM 3aKOHOA4ATENbCTBOM Mopsiake obecneunTsb:

1) rocynapCcTBEHHY permcTpaLmio HacToawero npukasa B MuHuctepctae toctuunm Pecnybnukun Kaszaxcrtan;

2) B TeyeHue [ecATVM KaneHOapHbIX OHEeW mnocre rocyaapCTBEHHOW perncTpaumMm HacTosILLero npukasa ero
HanpaBneHue Ha odwumaneHoe onybrnukoBaHWe B MNepUoaMYeckue neyaTtHble W3gaHus U MHAOPMAaLMOHHO-
NpaBOBYIO CUCTEMY «DAineT»;

3) pasmeLLeHre HacTOsLLEro nNpukasa Ha MHTepHeT-pecypce MuHMCTepCTBa 30paBoOOXpaHEHMs U CoLManbHOro
pa3BuTtusi Pecnybnukm KasaxcraH;

4) B TeuyeHwe pgecsaTM pabouMx [OHEW nocre rocygapCTBEHHOM pervcTpauum HacToswero npukasa B
MunuctepctBe toctuumm  Pecnybnukn KasaxctaH npegctaBneHve B [lenaptameHT  OpvaMYECKOW  CriyxObl
MuHucTepcTBa 34paBOOXpaHEHUss M coumansHoro passutus Pecnybnuvkvm KasaxctaH cBegeHui 06 MCMONHEHWUU
MepOonpuATUI, NPeAYCMOTPEHHbIX nognyHkTamun 1), 2) n 3) HaCcTosLLEero nyHKTa.

4. KoHTpomnb 3a MCMOMHEHMEM HACTOSILLErO MpuKasa BO3MOXWTb Ha Buue-MuHucTpa 3gpaBooxpaHeHus u
couunanbsHoro pa3sutusa Pecnybnuku KaszaxctaH Lion A.B.
lMyHkm 5 usnoxeH 8 pedakyuu npukasa MuHucmpa 30pagooxpaHeHus u coyuanbHo2o pazsumus PK om 23.10.15 e.
Ne 820 (cm. cmap. ped.)

5. HacToswmin npuka3 BBOAMTCS B OEWCTBME CO OHS €ro rocy4apCTBEHHOW DEervcTpauuvu, 3a UCKIYeHUEM
nyHKTOB 4 1 25 lNpaBun, KoTopble BBOAATCA B Aencteue ¢ 1 nona 2016 roga.

Mpw atom nyHkT 3-1 Mpasun gencrteyeT Ao 1 nionga 2016 roga.

UcnonHsAwwWwmMrM o6s13aHHOCTU

MuHucTpa 3apaBooXpaHeHUs

M couMansHoOro pasBuTUs

Pecny6nukn KaszaxctaH B. Hypbim6eToB

lpasuna usnoxeHb! 8 pedakyuu rnpukada MuHucmpa 3dpasooxpaHeHusi PK om 08.02.18 2. Ne 53 (cm. cmap. ped.)
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Mpunoxenwne 1

K MpuKasy UCMOMHALLEro 06g3aHHOCTM
MuHWcTpa 3apaBoOXpaHeHNst

1 coumanbHOro pas3suTus

Pecnybnukn KasaxcTtaH

ot 30 utonsa 2015 roga Ne 639

MpaBuna coopmmupoBaHnA npeaenbHbIX LEH U HaLleHOK Ha NIeKapCTBeHHbIe cpeacTBa U uspenus
MeaAULMHCKOro HasHa4eHus 3akynaemMmbiX B paMKax rapaHTupoBaHHOro ob6bema 6ecnnaTHON MeaULIMHCKOMN
NOMOLLM U B cUCTeMe 065A3aTeNIbHOro coLuManbHOro MeauLMHCKOro CTpaxoBaHusA

MnaBa 1. O6wme nonoxeHusn

1. Hactoswume lMpasuna dpopmrpoBaHua npeaenbHbIX LeH U HaLEHOK Ha NekapCcTBeHHble CpeacTBa U n3genus
MEeLMLMHCKOro Ha3Ha4yeHUsa 3aKkynaemMblX B paMKkax rapaHTMpoBaHHOro obbema 6ecnnaTHOM MeanLMHCKOM MOMOLLN U
B cuctemMe ob6sA3aTenbHOro CouuanbHOrO MEAMLMHCKOro cTpaxoBaHus (ganee - NpaBuna) onpenenslT nopsgok
hopMMpOBaHUS NpeaenbHbIX LIEH W HaLEHOK Ha NeKapCTBEHHblE CPEACTBA W U3OEeNnUs MEAWLMHCKOrO HasHayeHus
3aKynaeMmbix B paMKax rapaHTMpoBaHHoro obbema OecnnartHon meguumHckon nomowm (nanee - TOBMI) u B
cucTeme 0653aTenbHOro coumanbHOro MeauLMHCKOro cTpaxoBaHus (ganee - OCMC).

2. B HacTosAwmx MNpaBunax ncnonb3yTcsa cneayroLme OCHOBHbIE MOHATUS:

1) npegenbHasi UeHa Ha IeKapCTBEHHOE CPeacTBO U M3fenve MELMLMHCKOrO HasHadYeHus B paMKax
rapaHTMpoBaHHoro obbema OecnnaTHOW MeEOUUMHCKOM MNOMOLWM M B CUCTEMe 00a3aTenbHOro CcoLumanbHOro
MELMLMHCKOro CTpaxoBaHus (Oganee - npefenbHasd LUeHa) - LeHa Ha NeKkapCcTBEHHOE CPeAcTBO M u3genve
MEOMLIMHCKOTO Ha3HayeHusi, Bbille KOTOPOW He MOoXeT ObiTb Mpou3BedeH 3akyn eauHbIM OUCTPUOBIOTOPOM U
OopraHnsaumMsMun 30paBoOXpPaHEHs!, OKa3blBaIOLWLMMN MEOMLIMHCKYIO MOMOLLb B pamMKax rapaHTMpoBaHHOro obvema
6ecnnaTHON MeAMLMHCKOW MOMOLLM U B cucTeMe 00a3aTenbHOro couuansHOro MeauLMHCKOTrO CTpaxoBaHUs;

2) BHellHee pedpepeHTHOE UeHOOOpa3oBaHME Ha BBO3WMbIE JEKAPCTBEHHbIE CPEACTBA - CPaBHUTENbHBIN
aHanu3 ueHbl PpaHko-3aBog 3adBuTena ¢ ueHamu OpaHko-3aBog OZHOMO WM TOMO XXe NPOM3BOAUTENS
NEeKapCTBEHHOr0 cpeactBa C OAHMM M TEM >Xe aKTUBHbIM BELIECTBOM, C Y4YEeTOM JleKapCTBEHHOW OOpMbl,
KOHLeHTpauum 1 Jo3NpoBKN B pedbepeHTHbIX CTpaHax, onpeaeneHHbix nyHkTom 16 HactoAwwmx MNpaeun, a Takke, B
cny4ae OTCYTCTBMSA LEeHbl B pehepeHTHbIX CTpaHax, B CTpaHax, rae nekapcTBeHHOE CpeaCcTBO 3aperMcTpupoBaHo;

3) rocynapcTBeHHbI opraH B cdepe obpalleHusi NeKapCTBEHHbIX CPEACTB WM U3AENUA  MEeLULMHCKOro
HasHayeHusl (ganee - rocyaapcTBEHHbIA oOpraH) - BEAOMCTBO YMOJIHOMOYEHHOrO OpraHa, OCYLLEeCTBAsioLlee B
npegenax CBOEN KOMMETEHLMW perynsaTuBHble, peanv3auloHHbIe, WCMOMHUTENbHbIE, KOHTPOMbHblE (YHKUMM B
cdepe obpalleHns nekapcTBEHHbIX CPeACTB U U3OENUA MEANLMHCKOrO Ha3HaYeHUs;

4) rocynapCTBEHHbIA PEECTp feKapCTBEHHbIX CPeACTB, U3Aenuii MeaWLMHCKOTO HasHa4YeHUst U MeLMLUHCKON
TexHVkn (panee - [ocydapCTBEHHbI peecTp) - AOKYMEHT y4yeTa 3aperucTpuMpoBaHHbIX W paspelleHHbIX K
MeLMLMHCKOMY npumeHeHuto B PecnyGnvke KasaxctaH nekapCTBEHHbIX CPEACTB, M3OeNuin  MeaWLMHCKOro
Ha3Ha4YeHUs N MeANLIMHCKOW TEXHUKM;

5) rocypnapcTBeHHasi akcnepTHas opraHu3aumsi B cdepe obpaleHunsi nekapCTBEHHbIX CPEeACTB, M3genum
MEOMLMHCKOTO HasHa4YeHUs U MEeAMUMHCKOW TEXHWKU (Janee - 3KcnepTHas opraHusaumsl) - pecnybnvkaHckoe
rocyqapCTBeHHOE MpeanpusiTue Ha mnpaBe XO3\AWCTBEHHONO BeAEHMSl, OCYLLECTBMSIOLLEE MPOU3BOACTBEHHO-
XO3SIVICTBEHHYIO OEeATENbHOCTb B 06nacTv 3apaBooxpaHeHus no obecneveHuto 6esonacHocTu, 3ddeKTMBHOCTU U
KayecTBa NEKapCTBEHHbIX CPEACTB, @ TakkKe HayyHble UccnefoBaHusi B obnactu paspaboTky HOBbIX OPUrMHANbHbIX
nekapCcTBEHHbIX CpeacTs, hapmaumm, hapmakonormu;

6) 3aperncTpyMpoBaHHasl LeHa - LeHa Npov3BOAWTENS Ha JeKapCTBEHHOE CPEeACTBO, yCTaHaBnMBaemas Mo
TOProBOMY HauMEHOBAHWMIO HA OCHOBaHWM LeHbl PpaHko-3aBod M C y4eToM (haKTUYECKM MOHECEHHbIX 3aTpaT Ha
NOrUCTUKKY, CTpaxoBaHWe, TaMOXeHHOe ocbopMIieHne, oLueHKy 6e30nacHOCTM M KavyecTBa, a Takke, Ha MapKEeTUHT U
cofepXaHvne puauMdeckoro nuvua, B cnydyae Hanmuma B Pecnybnuke KasaxctaH npencraBuTenbCTBa
OCYLLLECTBISIOLLErO TOProBYH AEATENbHOCTh;

7) 3asiBATENb - OPraHM3aLmsa-Npon3BoaANTENb UNW AepXKaTernb PerncTpaumMoHHOro YA0CTOBEPEHWS, ABMSAIOLLEECS
HOPUONYECKMM TMUOM, MPaBOMOYHOE MoAaBaTh 3asiBMEHWS, OOKYMEHTbl M MaTepuanbl Ha YCTAHOBMEHWE LiEHbI
NpOV3BOANTENS Ha NEKapCTBEHHOE CPEACTBO UIN N3aenMe MeguLUHCKOro HasHauYeHus;

8) mexagyHapooHOoe HenaTeHTOBaHHOE Has3BaHWe neKapCTBEeHHOro cpeactea (aanee - MHH) - HasBaHue
NEKapCTBEHHOrO CpeacTBa, peKoMeHAoBaHHOe BceMmpHon opraHMsauuneit 3paBooOXpaHeHms;

9) onTtoBas HaueHka - HagbaBka K 3aperMcTpUpOBAHHOM LEHe JeKkapCTBEHHOro cpeactsa M um3genve
MeOMLMHCKOro HasHaveHus, 3akynaemoro B pamkax TOBMIT n OCMC no perpeccvBHOW LUKane, BKMvaroLas
pacxofbl U NpubbINb, CBSI3aHHbIE C OCYLLECTBNIEHWEM OMNTOBOWN peanu3aumu NnekapcTBEHHbIX CPeacTB, B TOM yucre
pacxofbl Ha TPaHCMOPTMPOBKY U TaMOXEHHbIE MraTeXu B COOTBETCTBUM C OEWCTBYIOLUUM 3aKOHOAATENbCTBOM
Pecny6nukn KasaxcTah;

10) perpeccuBHas Lkana OMNTOBOW HAaLUEHKM - pasMep OMNTOBOM HaLEHKM B MPOLEHTHOM BbIPAXEHWMU,
yCTaHaBNMBaeMas B 3aBMCMMOCTM OT BEJIUYMHbBI 3apPErMCTPUPOBAHHON LieHbl JIEKAPCTBEHHOIO CPeacTBa U nsaenve
MELMLIMHCKOrO Ha3Ha4YeHUs;

11) pecbepeHTHbIE CTpaHbI - CTpaHbl Bxogswme B OpraHmsauunto AkoHoMmmnyeckoro CotpyaHuyectsa u Passutus
n EBpasuinckuin 3koHommyecknin Cotos;

12) NOMN MHKOTEPMC 2010 - mexagyHapoOHbli TOProBbld TEPMWUH CTaHAaApTHbIX YCMOBWUA [OroBOPOB
MeXOyHapOAHOW Kynnu-npoaaxu, KoTopble paspaboTaHbl U onpeaeneHsl MexayHapoaHoW ToproBoi nanaTton, koraa



TOoBap AOCTaBMSETCH 3aka3yuMKy B MECTO HasHayeHus, ykasaHHOe B [OroBOpe, OYMLLEHHbIM OT BCEX TaMOXEHHbIX
MOLLINH N PUCKOB;

13) npavic-nMcT eanHoro AMcTpubbioTopa - LEeHOBOE MPeAsioXeHne Ha Tosapbl, chopMupoBaHHOe B nopsake,
yCTaHOBNEHHOM HacTosAwwmmn [paBunamu, yTBepxgaemoe enuHbiM  AUCTPUOLIOTOPOM ANS  3aKa3yukoB U
MOCTaBLUMKOB YCAYr MO Yy4yeTy W peanusauuy TOBapoB, coAepXaliee nepeyeHb 3aKyMmieHHbIX eAuHbIM
ANCTPNOLIOTOPOM TOBApOB C YKa3aHMEM WX XapaKTepuCTUKW, efuHuubl u3MepeHus, dacoBku, HauMeHOBaHWUs
npoussBoauTens, CTpaHbl NPOU3BOAUTENS, LEHbl, He npeBbllualowen npegernbHON LeHbl MO CUCKY efuHOro
AncTpnbbioTopa, C Y4eTOM HaueHKW eauMHOro AMCTpubbioTopa 3a eavHuly, a Takke Ans nekapCTBEHHbIX CpeacTB
TOProBOro M MEXAYHapOOHOro HenaTeHTOBAHHOrO HaMMEHOBaHWS WNW cocTasa, AN M3genuin MeavuUHCKOro
Ha3HayeHnsi TOProBoro HaVMeHOBaHUS UMW COCTaBa;

14) dwvKcrpoBaHHas LeHa - LeHa JeKapCTBEHHOro CpPeAcTBa, W3denus MeAMUMHCKOTO  HasHaveHus,
onpegenieHHas no pesynbTatam 3akyna, No KOTOPOW MOCTaBLUMK 06513yeTcst NOCTaBWUThb NeKapCTBEHHble CPeAcTBa,
n3genusa MeauLMHCKOro Ha3HaYeHns eguHOMY AMCTPUbLITOpPY.

3. dopmupoBaHue LieH Ha NeKapCTBEHHbIE CPeacTBa U M3genns MeguuUHCKOro HasHadyeHus B pamkax TOBMI
1n OCMC v HaueHOK BKIIOYaeT 3aperncTpupoBaHHYHO LIEHY C y4ETOM:

1) ueHbl PpaHKO-3aBOA NPOU3BOAUTENSA C Y4ETOM BHELUHEro pedepeHTHOro LeHoobpasoBaHnsa Ansa criyydaes
BBO3a NEKapCTBEHHbIX CPEACTB M W3Aenui MeOUUMHCKOTrO HasHayeHus unu ueHbl PpaHko-3aBoh AnA cryyvaes
HaxoxaeHusi nponssoacTea Ha Tepputopun Pecnybnunkn KazaxcTah;

2) onTOBbIX HALIEHOK Ha NekapCTBEHHbIe CPeACTBa U Ha U3Aenvs MeaANLMHCKOTO HasHaveHns;

3) ueH Ha nekapcTBeHHble CPeAcTBa No TOProBbIM HaumMeHoBaHUAM 1 MHH;

4) ueH Ha wu3genuMsa  MeOUUMHCKOTO Ha3HaveHuss MO TOProBbIM HAUMEHOBaHUAM W TEXHWUYECKUM
XapaktepucTtukam (ganee - TX).

4. Nnua, nverome JOCTyn K KOHUAEHUManbHON nHopmaLmMmn, OTHOCALLIENCS K Mpoueaype perucTpaumm LeHbl
Ha rnekapCcTBEHHOE CPeACTBO MMM M3genve MeaMUMHCKOrO Ha3HavyeHus, BCMEeACTBME 3aHMMaeMOW OOMKHOCTMH,
NOMOXEHNSA UNN BbINOMHEHUS 06A3aTeNbCTB, COXPAHSAIOT U MPUHMMAIOT MEPbI K ee OXpaHe.

5. MNpegenbHas LeHa Ha nekapcTBeHHble CPeACcTBa M U3OeNns MEeAULIMHCKOrO HasHavyeHusl, Mpon3BefeHHble B
YCMOBUSAX Hagnexallen Npou3BoACTBEHHON NpakTukn (ganee -GMP (Ixn3wmln) n noctaBnsemble 0TeHECTBEHHLIMU
Npon3BOANTENSAMM B paMKax OOMrOCPOYHbIX [OroBOPOB, OMpedenisieTcs Ha OCHOBe LeHbl (hakTM4eckoro 3akyna
npeablayLlero roga n exerogHo B TedeHue nocregyowmx 5 net, cHwkaeTcs Ha 5 %. B cnyyae ecnu 3assneHHas
LeHa HuMxe LeHbl hakTmyeckoro 3akyna npeabigywero roga, npefenbHas LieHa Ha NekapCTBEHHble CpeacTsa U
n3genusa MeamuUMHCKOro HasHadeHus, npoussefeHHble B ycnosuax GMP (Ixu3wmlu) unn MCO n noctasnsiemble
OTeYeCTBEHHbIMU MPOM3BOAUTENSAMY B paMKaxX AOMTOCPOYHLIX OrOBOPOB, ONpeAenseTcs no 3asBreHHON LieHe.

6. LleHa Ha nekapcTBeHHble npenapaTbl, U3rOTOBIEHHbIE B YCMOBUAX anTeku, onpeaenseTca pykoBOACTBOM
anTeyHoW opraHnsaumm.

MnaBa 2. MopsaAokK ycTaHOBIEHUs LieH Ha NleKapCcTBeHHble cpeAcTBa U u3penus MeauUMHCKOro HasHavyeHus B
pamkax FOBMIT nu OCMC MHOCTpaHHbIX U OTe4YeCTBEeHHbIX Npou3BoguTenen

7. F'ocynapcTBeHHas aKcnepTHasi opraHM3auus OCyLLEeCTBNSET:

1) MOHMTOPUHr BHelHero pedepeHTHOro LeHoobpa3oBaHMs Ha BBO3UMble Ha Tepputopuio Pecnybnuvkn
KasaxcTaH 3apernctpmpoBaHHbIe NeKapCTBEHHbIE CPeacTBa U U3aennsi MegULUHCKOrO HasHaYeHus;

2) MOHUTOPUHI COOTBETCTBUS 3aperMcTpUpoBaHHON LieHbl TpeboBaHuam nyHkToB 15, 16, 17, 18, 19 HacTosLWwmX
Mpasun;

3) pacuyeT npoekTa npefernbHbIX LUEH Ha TOProBble HAVMEHOBAHUS FEKapCTBEHHbIX CPEACTB U U3AEnui
MEeLMLMHCKOro Ha3Ha4YeHus;

4) pacyeT npoekTa npegernbHbIX LeH Ha MHH nekapcTBeHHbIX CpeacTs;

5) pacyeT npoekTa npepenbHbIX LEH Ha TeXHWYeckue xapaktepuctuku (ganee - TX) usgenuin MeaunumMHCKOro
Ha3Ha4YeHus.

8. LeHbl Ha nekapCTBEHHble CpeacTBa WM U3genuss MeOUUMHCKOTO Has3HaYeHus Npou3BoAUTENEN
yCTaHaBNMBalTCA B HauMoOHanbHow BantoTe. [pu KoHBepTauMu LEeHbl NPOU3BOAWTENS B HaUMOHAlbHY BamnoTy
ucnonb3yeTcst ouLmanbHbIi CPeaHUA MeCAYHbIN 0OMeHHbIN Kypc HaumoHanbHoro BaHka Pecny6nukn KasaxctaH
3a npoweaLunin mecs.

9. UeHbl Ha nekapCcTBEHHble CpeacTBa W U3Aenus MEAMLMHCKOTO Ha3Ha4eHWst ycTaHaBnuBalTCA 3a
MVUHUMAnbHY eOUHNLY N3MEPEHNS.

10. [Ina ycTaHOBNEHMS LIeH Npou3BoauTENEN NEKapCTBEHHbIX CPEACTB U M3OENUA MEOMLUHCKOTO Ha3HayYeHus,
3apErMCTPUPOBAHHBIX, MOAAHHBbIX Ha perncTpauvio, nepeperncTpauuio wnu  ans BHECEHUS W3MEHEeHWA B
perncTpaumoHHoe aocke Ha Tepputopum Pecnybnukn KasaxctaH, 3asBuTenb NpeaocTaBnsieT B rocy4apCTBEHHYHO
SKCNEPTHYH OpraHM3aumio 3asBneHme no opMe cornacHo npunoxexuto 1 1 2 k HacToswmm MNMpasunam.

11. K 3asBneHuio npunaratTcs cnegyowme 4OKYMEHThI:

1) wHdopmauma o ueHe dpaHko-3aBoa npousBoauTens, a Takke MHdopmauus o ueHe PpaHko-3asog B
pedepeHTHbIX CTpaHax C ykazaHWeM WCTOYHUKA MHpopMaLMK (3a UCKMHYEHNEM OTEYECTBEHHOIO NPOU3BOAMTENS).
B cnyyae otcytctBust HopMauumn o ueHe PpaHko-3aBog B pedhepeHTHbIX CTpaHax, 3asBuUTeNb NpPeaocTaBnsieT
WHopMauunio o LeHe PpaHko-3aBog B HE MEHee 4YeM MATU anbTEePHATUBHLIX CTPaHax C yKka3aHMeM MCTOYHMKA
WHopMaLun, B KOTOPbLIX 3asiBMEHHOE FeKapCTBEHHOE CPEACTBO, M3AenvMe MeAWMUMHCKOrO HasHauyeHusk uUmeroT
roCyapCTBEHHYIO PErMcTpauuio;

2) pacyeT 0BGOCHOBaHWe ANl YCTAHOBMNEHUSI 3aperncTPUpPOBaHHON LEHbl - AaHHble haKTUYECKU MOHECEHHbIX
3aTpaT Ha NOr1CTUKYy, CTpaxoBaHWe, TaMOXeHHOoe odopMrieHue, oLeHKy 6e30nacHOCTM U KavecTBa, a Takke, Ha
MapKeTUHI U cofdepXXaHue lopuanyeckoro nuua, B cnyvyae Hanuuus B Pecnybnuvke KasaxctaH npegcraButensctsa
OCYLLLECTBISIIOLLErO TOProBYH AEATENBHOCT;




3) DOBEpEeHHOCTb UMM ee KoMnusi (3aBepeHHasi HoTapuasnbHO), NOATBepXAalllasi NMONIHOMOYUS 3asiBUTENS
npeacTaBnATb MHTEpecbl MNPOW3BOAMTENs, Bragenbla uWnu gepxatena perucTpauuoHHbIX  YAOCTOBEPEHUN
NeKapCTBEHHbIX CPEACTB U U3AEeNUA MEOWMLUMHCKOrO Ha3HaveHWs Ans YCTAHOBMEHWS LeHbl MNpou3BoauTens
npenocTaBnseTcss B rocy4apCTBEHHYHO 3KCMEPTHY0 OpraHmsaumio OOHOKPaTHO W AEeNCTBUTENbHA OO OKOHYaHUS
CpoOKa ee oencTBuS.

4) Konuio OOKyMEeHTa, MOATBEPXKAAMLWY OeNCTBMe NaTeHTHOW 3aliuTbl OPUTMHANbHOMO neKapCTBEHHOro
cpeacTBa/opuUrMHanbHOro G1UoNOrMYecKoro fekapCcTBEHHOro CPEeACTBa;

5) konuio gonrocpoyHoro gorosopa (ans J1C n MH npownssefeHHbix B ycnosuax GMP (Ixu3mln) nnn UCO n
NnocTaBfseMbIX OTEYECTBEHHBIMU NPON3BOANTENSAMUN B paMKax SONITOCPOYHbIX JOrOBOPOB);

6) konumio ceptudmkata GMP (Oxun3dmln) nnm UCO (ans JIC n MUMH npousBeneHHbix B ycnosusx GMP
(Oxn3mIMn) nnn UCO n nocTaBnsieMbIX OTEYECTBEHHBIMU NMPOU3BOANTENAMN B paMKax JONTTOCPOYHbIX JOrOBOPOB);

12. OnekTpoHHyto hopmy 3asiBNeHNs 3asiBUTENb OPOPMIISIET Ha CanTe IKCNEPTHOM opraHmnsaumm (www.dari.kz)
B OHNauH (online) pexwvmMe, ¢ 4anbHENLINM NpeaocTaBreHmem Ha BymaxHom HocuTerne.

13. locynapcTBeHHasi akcnepTHasa opraHm3auunsa B TedeHue 10 (gecaTtn) pabounx gHe ¢ MOMEHTa nonyyeHus
3as1BIEHUS N CONPOBOANTENBHBLIX OKYMEHTOB OCYLLECTBNAET:

1) npoBepKy NOMHOTLI NPEeACTaBNEHHbIX MaTeEPUanoB B COOTBETCTBUM C TpeboBaHuAMN nyHkTa 10 HaACTOAWMX
Mpasun;

2) pesynbTaToB BHELUHEro pedepeHTHOro LieHoobpas3oBaHMsa Ha COOTBETCTBUE C TpeboBaHMAMM MyHKTOB 15,
16, 17, 18, 19 HacToswmx MNpaswun.

14. B cnyyae npefocTaBneHus 3asiBUTENEM HEMOMHOro nakeTa [OKYMEHTOB rocyAapCTBEHHas 3aKcrepTHast
opraHuMsaums B TedeHue 5 (nNaTu) paboumx OHEW HanpaBnseT 3asBUTENO YBEOOMIIEHME O HeobXoOUMOCTU WX
yCTpaHeHus B cpok He Bonee yem 5 (nATb) pabounx gHen. MNMpn NOBTOPHOM BHECEHUWN OOKYMEHTOB C YCTPAHEHHbIMMW
3aMeyaHusMK, CpOK NpoBeAeHus pedepeHTHOro ueHoobpa3oBaHUs NpoAafieBaeTCAd Ha KOMMYeCTBO AHeNn,
3aTpayveHHbIX 3aABUTENEM Ha uX yCcTpaHeHue. B cnyyae NOBTOPHOrO BHECEHWS JOKYMEHTOB C HapylleHWeM Cpoka
npeacTaBnNAeMoro Ha yCTpaHeHne 3ameyaHuin, CpoK pacCcMOTPEHUS 3asiBNeHns BO3o6HoBnsAeTCs.

15. BHelwHee pedepeHTHOE LeHOOOpa3oBaHME OCYLLECTBSETCA HA OCHOBE CPaBHUTENLHOIO aHanuaa LieHbl
®paHko-3aBop 3aaBuTens ¢ ueHaMmm ®paHko-3aBof B pehepeHTHbIX CTpaHax.

16. [Ins ycTaHOBMNEHWS1 3apeErMcTPMpPOBaHHOW LieHbl Ha FEHEPUK ANS NEKapCTBEHHbLIX CPEACTB NPOM3BEAEHHbIX
Ha TeppuTopumn Pecnybnukm KasaxcraH, (3a MCKNOYEHUEM NEKAPCTBEHHbIX CPEACTB, NPOM3BEAEHHbIX B YCIOBUSIX
GMP (Oxn3mlu) 1 nocraBnsiembix OTEYECTBEHHBIMU MPOU3BOAUTENSMU B pPaMKax LONrOCPOYHbIX OOrOBOPOB, B
paspese ogHoro MHH ¢ yyeTom nekapcTtBeHHON hOPMbI, KOHLEHTpaLMM 1 OO3MPOBKU, 3apermcTpupoBaHHas LeHa
AOmkHa 6biTe He MeHee YeM Ha 30 % Hwke 3aperncTPUpPOBaHHOW LieHbl OPUIMHANBHOIO feKapCTBEHHOrO CpeacTaa,
BO BpeMs [OEeWCTBWA NaTeHTHOW 3awmTbl, ¢ cooTBeTcTBylowmMm MHH. B cnyyae OTCyTCTBUSI OPWUrMHanbLHOrO
NeKapCcTBEHHOrO  CpeacTBa He  Bbllle  MakKCMMarnbHOW  3aperncTpupoBaHHOM  LiEHbl  BOCMPOM3BEOEHHOrO
nekapcTBEHHOro cpeacTBa ¢ cooTeeTcTByOWMUM MHH (3a ucknioyeHnem nekapcTBEHHbIX CPeacTB, NPON3BEAEHHbIX B
ycnousix GMP  (Ixm3mln) 1M noctaBnsiemMbiX OTEYECTBEHHbIMU MPOU3BOAUTENSIMU B paMKax [LONrOCPOYHbIX
[OroBOpOB, 3akmntoveHHbIX Ao 1 aHBapsa 2018 roga).

17. [Ona yCTaHOBMEHMS 3aperucTpMpoBaHHOM LeHbl Ha Ovocumunnap [Ansi NeKkapcTBEHHbIX CpeacTB
npou3BedeHHbIX Ha Tepputopum Pecnybnuku KasaxctaH, (3a UCKNIOYEHWEM NEKapCTBEHHbIX CPEACTB,
npoussedeHHbix B ycrosmax GMP (Oxn3wmln) n noctaBnAgemMbix OTEYECTBEHHLIMW MPOU3BOAUTENAMU B pamKax
AOMroCpOYHbIX JOrOBOPOB, B pa3pese ogHoro MHH ¢ yyeTom nekapcTBEHHOW POPMbI, KOHLEHTpaUMn 1 JO3UPOBKHU,
3aperucTpupoBaHHasl ueHa He MeHee 4em Ha 10 % HWKe 3aperucTPUpOBAHHOM LIEHbl OPUTMHAIBLHOIO
BGuonoruyeckoro nekapcTBeHHOro cpeactsa c cooTeeTcTByowmMm MHH. B cnyyae oTcyTcTBUMS OpurMHanbHOro
B1onorMyecKkoro NeKapCcTBEHHOrO CpeAcTBa He Bbille MaKCUMarbHOW 3aperncTpupoBaHHONW LieHbl Guocumunsipa c
cooTtBeTcTByHOWMM MHH;

18. Ons v3genuii MEOWLMHCKOrO Ha3HadeHWst NMpouM3BEAEHHbIX Ha Tepputopun Pecnybnukm Kasaxctad (3a
WCKITIOYEHNEM, MOCTaBNSAEMbIX B pamMKax OOJNITOCPOYHbIX JOrOBOPOB) B paspe3e ogHoM TX, 3aperncrpmpoBaHHas
ueHa JorkHa ObiTb He BbIlLE MakCumarbHOW 3aperucTpyMpoBaHHOW LEHbl U3OEenus MeAMLUMHCKOTO HasHayYeHus ¢
cooTBeTCTByHOWEN TX;

19. [Ons ycTaHOBMNEHWS 3aperucTpyMpoBaHHOW LEHbl Ha TreHepuk un Guocumunsp (3a UCKMYEHneM
Npou3BeaeHHbIX Ha Tepputopun Pecnybnukm KazaxctaH) LieHa Npov3BOaUTENS YyTBEPXKAAETCS HUXE 3HAYEHUS LieHbI
OpWIrMHarnbLHOro NeKapCTBEHHOIO CpeacTBa:

1) ons reHepuka - Ha 30 % OT LEeHbl NPOU3BOAUTENS OPUMMHANBHOIO NEKApPCTBEHHOIO CPEACTBa BO Bpems
OEeNncTBusA NnaTeHTHon 3awwmnTel B paspese MHH;

2) ana 6uocumunsapa - Ha 10 % OT uUeHbl NPOU3BOAUTENS OPUIMHANBHOrO BGMONOrMYECKOro NeKapCTBEHHOro
CpeacTBa BO BpeEMS AENCTBMSA NAaTEHTHOW 3awwmThl B pa3pese MHH.

20. Mocne npoBegeHHOro BHELHEro pedhepeHTHOro LeHoobpasoBaHus, B cryyae:

1) ANS BBO3MMbIX NEKapCTBEHHbIX CPEeACTB, ecnun ueHa PpaHko-3aBof NeKapCTBEHHbIX CPEACTB UNv M3genun
MEOMLMHCKOTO Ha3Ha4YeHUs paBHA WU HUXE CpedHero 3HayeHus NSATU MUHUManbHbIX UeH PpaHko-3aBog B
pedepeHTHbIX CTpaHax, rocyapCTBEHHAs! IKCNepTHasi opraHM3aluus, ycTaHaBnMBaeT 3aperncTpupoBaHHyto LIEHy (C
y4eTOM B3aVMOCBSI3V LieHbl OPUrMHANbHOMO NIEKapCTBEHHOTO CPEACTBA U reHepuKa);

2) Anst Npou3BeaeHHbIX Ha Tepputopun Pecnybnuvkn KasaxctaH reHepukoB (3a UCKMYEHUEM NEKapCTBEHHbIX
cpencTB, MOCTaBNAEMbIX B pamMKax OONTOCPOYHbIX AOroOBOPOB), €CNW 3aperncTpupoBaHHas LieHa OTeYEeCTBEHHOro
Npou3BOANTENS HUXKE 3aperMcTPUpOBaHHOWM LieHbl OPUIMHANbLHOTO NIEKapCTBEHHOIO CpeacTBa BO BpeMs AENCTBUS
nateHTHon 3awmutbl He MeHee 30 % B paspese MHH wnu B cnydae OTCyTCTBMSA 3aperMcTpypoBaHHOIO
OPWUIMHarNbLHOTO MEeKapCTBEHHOrO CpPeACTBa, HWKe WM paBHA MakCUMarnbHOW  3aperMcTpypoBaHHOW LieHe
3aperncTpupoBaHHOro reHepuka, rocyJapCcTBEHHAs 3KCNepTHas opraHn3auns ycTaHaBnNMBaeT 3aperncTpupoBaHHYo
LleHy OTEe4YEeCTBEHHOIO NPOM3BOAUTENS;

3) Aana npousBedeHHbIXx Ha Tepputopum Pecnybnukn KasaxctaH OMoCUMWMNAPOB (3@  WCKIIOYEHMEM
NeKapCTBEHHbIX CPEACTB, MOCTaBMASiEMbIX B paMKax [OMrOCPOYHbLIX [JOrOBOPOB), €CNU 3aperucTpyMpoBaHHasi LieHa
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NPOM3BOAUTENS HUXE 3aperycTpPMpOBaHHON LiEHbl OpUrMHaNbHOrO GUONOrMYeckoro NekapcTBEHHOrO cpeacTsa BO
BpemMsA [encTBusi naTeHTHoOM 3awmTel He meHee 10 % B paspeze MHH wnu B cnyvae oTcyTCTBUS
3aperncTpupoBaHHOIO OPUrMHaNbLHOrO BGUONOrMYECKOro NIeKapCTBEHHOTO CPEACTBA, HUXE UMW paBHa MakKCUManbHON
3aperncTpupoBaHHON LieHe 3aperMcTpupoBaHHOro 6uocumunspa, rocydapCcTBeHHast 3KCnepTHas oOpraHv3aums,
yCTaHaBnnBaeT 3apermcTpupoBaHHYO LIeHYy OTEe4EeCTBEHHOTO NMPOM3BOANTENS;

4) ansa npowvsBedeHHbIX Ha TeppuTopumn Pecnybnukn KasaxcTaH u3genun MeauMuMHCKOrO HasHa4veHus, ecnu
3aperncTpupoBaHHas LeHa MpPOU3BOAUTENSA HMXE WM paBHa MakCMManbHOW 3aperncTpupoBaHHON LeHe
3aperncTpupoBaHHOro M3fenns MeauMUMHCKOro Ha3HaveHus, aHanorm4Horo no TX, rocygapcTBeHHas aKchnepTHas
opraHusaums ycTaHaBnmMBaeT 3aperMcTpUpoBaHHYHO LIEHY OTEYEeCTBEHHOrO Npou3BoanTens;

5) Ans BBO3MMbIX JlIeKapCTBEHHbIX CPEACTB, ecnu LeHa PpaHko-3aBo 3asBMTeNs (C y4eTOM B3aUMOCBA3MN LieHbI
OPUIVHAMbLHOIrO NMEeKapCTBEHHOro CpeAacTBa W reHepuka) MpesblllaeT CpedHee 3HayYeHWe NATM MUHMMAlbHbIX LeH
®paHko-3aBog B pediepeHTHbIX CTpaHax, rocyAapCTBEHHAs 3KCMepTHas opraHusaums HanpasfnseT 3asBUTENto
MOTUBMPOBAHHbIV OTKa3 B MPOU3BONbHON DOPME B PermcTpaumnm LeHbl MPOM3BOAUTENS;

6) ecnu pasHuiUa Mexay 3aperMcTpupoBaHHOW LIEHOW reHepuka npov3BegéHHoro Ha Tepputopum Pecnybnuvku
KasaxctaH coctaBnset meHee 30 %, nubo OOpoXe 3aperncTpMpoBaHHOM LieHbl OPUrMHANbBHOMO fEeKapCTBEHHOro
cpeacTsa BO BpeMs AENCTBUS MaTEeHTHOM 3awuTbl B paspese ogHoro MHH (3a uvcknioyeHnem nekapcTBEHHbIX
cpencTB, NoOCTaBnseMblX B pamkax AOMroCPOYHbIX [OrOBOPOB) WM B Clyvae OTCYTCTBUS 3aperncTprupoBaHHOIO
OPUIMHAMbLHOrO NIeKapCTBEHHOTO CPeAcTBa, BbIEe MaKCUMManbHOM LeHbl 3aperMcTpyupoBaHHOIO  reHepuka,
rocyAapCTBEHHas 3KCMepTHas OpraHvM3aums HanpasnseT 3asBUTeNilo MOTMBMPOBAHHBIN OTKa3 B MPOU3BOSIbHON
dopme B pernctpaumm LieHbl 0Te4EeCTBEHHOTO NMPON3BOANTENS;

7) ecnu pasHuua Mexgy 3aperMcTpMpoBaHHOM LEHOM Ouocumunsapa npou3BEeAEHHOTo Ha TeppuTopun
Pecny6nukn KasaxctaH coctaeBnsietr meHee 10 % nmbo Jopoxe 3aperMcTpuMpoBaHHOM LIEHbI OPUrMHANbHOro
©Ouronornyeckoro nekapcTBEHHOro CpeacTBa BO BpeMsa AENCTBMSA MaTEHTHOW 3awwnThbl B paspese ogHoro MHH vnu B
criyyae OTCYTCTBMS 3aperncTpupoBaHHOINO OpPWUIrMHanbHOrO 6GKMONOrMyeckoro nekapcTBEHHOrO CPeacTBa, Bbille
MaKCMManbHOW LieHbl 3aperncTpmpoBaHHOro brocumunspa, rocygapCTBeHHas aKkcrnepTHas opraHnsauns HanpasnseT
3asBUTEN0 MOTMBMPOBAHHBIN OTKa3 B MPOM3BOMbHOM (hOpPMe B perncTpaumn LieHbl buocumunapa oTevecTBeHHOro
npousBoAUTENS;

8) ecnu 3apernctpvpoBaHHas LeHa M3genus MeOWLUMHCKOTO Ha3HayeHWs, NMpov3BEedEeHHOro Ha TeppuTopun
Pecnybnukn KasaxctaH, Bbille MakCMManbHOWM LieHbl aHamorMyHoro no TX u3genus MeauUMHCKOro HasHayeHwus,
rocygapCTBeHHas 3KCrnepTHas opraHv3auMs HanpaenseT 3asBUTEN0 MOTMBMPOBAHHBIA OTKa3 B MPOM3BONBHOM
dopmMe B permcTpauum LeHbl 0Te4ECTBEHHOIO NPOM3BOAUTENS.

21. Tocne nony4YyeHuss MOTUBMPOBAHHOrO OTKasa B MPOU3BOMIbLHON OpMe B YCTaHOBMNEHUWU LiEHbl
npoussoauTens, 3aseuTtenb no uctedeHun 10 (gecatn) paboumx AHew npedcTaBnseT MOBTOPHOE 3asBreHue Ha
yCTaHOBIEHWNE LieHbl MPOM3BOANTENS C YH4ETOM Pe3ynbTaToB BHELLHEro pedpepeHTHOro LeHoobpa3oBaH1s 1 aHanmsa
pacyeTa-060CHOBaHNSA CTOMMOCTM, NPOBEAEHHOrO rOCY4apCTBEHHOW SKCMEPTHOWM OpraHn3aumen.

22. B cny4ae M3MEHeHMs LUeH 3asBuTenb MPeACTaBnseT B roCydapCTBEHHYIO 3KCMEpPTHYH OpraHu3auumio
3asBreHne Ha BHECEeHWe W3MEHEHWA B 3aperncTpMpoBaHHYIO LEeHy Ha nekapCTBeHHble cpeAcTsa M M3genus
MeAMLMHCKOro Ha3HayYeHus no hopme CornacHo npunoxexuto 1 nnu 2 k HactosAwmm MNpasunam.

naBa 3. NMopsagok onpeaeneHus 3aperucTPMPOBaHHLIX LieH Ha JleKapCTBEeHHbIe CPpeAcTBa U u3genus
MeAVLMHCKOro Ha3HauyeHus, nognexawmx 3akyny B pamkax FO6MIM n OCMC

23. BHeceHne uW3MeHeHVWN B 3aperMcTpupoBaHHyl LEeHYy Ha reKapCTBEHHOe CpedCTBO Wnu um3fenvie
MEeAMLMHCKOrO HasHavyeHuss gonyckaeTcs He Gonblue OJHOro pas3a B TeyeHune Tpex MecsleB, Mocfe permcrpauum
LieHbl Ha MHTEPHET pecypce.

24. 3apernctpupoBaHHas LeHa BCTynaeT B cuny 4vepes 60 (wectnaecatn) kaneHaapHblX AHEW ¢ MOMEHTa ee
rocyapCTBEHHON perncrpaumu.

25. TocynapcTBeHHas 3KcnepTHas opraHu3daumsa nybnukyetT Ha CBOEM UWHTepHeT-pecypce www.dari.kz
3aperncTpupoBaHHbIE LieHbl Ha NEKapCTBEHHbIE CPEACTBA U U3OENUs MEAMNLMHCKOrO HadHadYeHus.

26. OTBETCTBEHHOCTb 3a [[OCTOBEPHOCTb, MOMHOTY W codepXaHuWe npenoCcTaBiieHHbIX OOKYMEHTOB HeceT
3assutens. NpeacraBnexHne 3asBuTenemM 3aBefOMO HEAOCTOBEPHBIX CBEAEHUI ABMSETCH OCHOBaHMEM AN 0TKasa B
yCTaHOBMNEHUU LieHbl MPOU3BOANTENS.

27. Pervctpauus 3aperMcTpMpoBaHHOM LieHbl Npov3BoanTcs B TedeHue 20 (oBaguaTtu) kaneHgapHbIX OHeN
nocne npegocTaBneHns naketa 4OKYMEHTOB.

naBa 4. Nopsagok onpepeneHusi npeaenbHbIX LIEH HA JIeKapCTBEeHHbIe CPpeAcTBa U U3aenvsa MeauLUHCKOro
Ha3Ha4veHus, noanexawmx 3akyny B pamkax FO6MIM n OCMC

28. Ha oOCHOBaHUW 3aperncTtpMpoBaHHbIX LEH Ha JeKapCTBEHHble CpeactBa W u3genus MeauUMHCKOro
HasHayeHuss B TedeHne 10 (oecsATn) paboumx AOHE CO OHA WX perucTpauuun, rocygapCTBEHHast 3aKcrepTHasi
opraHvsauus paspabaTbiBaeT MPOEKT MpeferibHbIX LEH MO TOProBbIM HAaUMEHOBAHWUSIM JIEKAPCTBEHHbIX CPeaCTB U
n3genuin MeanuUHCKOro HasHadeHusi C y4eTOM perpeccrMBHON LLKanbl ONTOBOW HaLEHKU B COOTBETCTBUW C [1aBow 5
HacToawwmx MNpasun n HanpaenseT B YNONHOMOYEHHbIN OpraH Ans yTBepXKOeHuUs.

29. Ha ocHoBaHUM yTBEPXKAEHHbIX NPeAenbHbIX LeH Ha TOProBble HaMMEHOBAHMWS NEKAaPCTBEHHbIX CPEACTB U
n3genuin MeauuUMHCKOro Ha3HayeHusi rocydapCTBEHHas 3KCnepTHas opraHusauus B CpPok He no3gHee 10 anpens
paspabaTbiBaeT NPOEKT NpefernbHbiX LUEeH Ha Chneaylowuin kaneHgapHbld rog Ha TX u3genuii MeguumMHCKOro
Ha3HaveHusa n Ha MHH nekapcTBeHHbIX CPeACTB C y4eTOM feKapCTBEHHON (POpMbI, AO3MPOBKN, KOHLLEHTPALUN.



30. MpepenbHas ueHa Ha MHH cdopmMupyeTca Ha OCHOBaHWM MakCMMarbHOro 3Ha4YeHUs1 U3 TpexX MUHUManbHbIX
npeaenbHbIX LLEH MO TOProBbiIM HAMMEHOBAHUSAM C YYETOM NeKapCTBEHHON (DOPMbI, O3NPOBKN, KOHLLEHTPaLUN.

31. MNpepenbHas ueHa Ha TX wu3genus MeOWUMHCKOTO HasHayeHus OpMUMPYyeTcs Ha OCHOBaHWM
MaKCMMaIbHOro 3Ha4YeHWs U3 TPEX MUHUMAanbHbIX NPEeAErbHbIX LEH MO TOProBbIM HAMMEHOBAHMWSAM.

32. B cnyyae oTCyTCTBUS TPEX 3aperMcTpMpoBaHHbIX LIEH Ha TOProBble HAMMEHOBaHUS, NpeaenbHas ueHa Ha
MHH dopmupyeTcs Ha OCHOBaHWMM MaKCUManbHOIO 3HAYeHUA 3aperucTpuMpoBaHHbIX LEH MO  TOProBbiM
HaMMEHOBaHUSM C YYETOM NeKapCTBEHHON (hOPMbI, AO3MPOBKM, KOHLIEHTPaLWK.

33. B cnyyae oTcyTCTBMSA TpEX 3aperncTpypoBaHHbIX LIEH Ha TOProBble HAMMEHOBaHUS, npeaenbHas ueHa Ha
TX wusgenus  MeOUMUMHCKOrO  HasHayeHus  popMmupyeTcs Ha  OCHOBaHUM  MaKCMMAarnbHOro  3HaveHus
3aperncTpupoBaHHbIX LIEH MO TOProBbIM HAMMEHOBaHUSM.

34. B cnyyae otcyTcTBMSA peructpaumm opdaHHbIX NekapCTBEHHbIX CpeacTB Ha Tepputopum Pecnybnuvku
KaszaxctaH npegenbHas ueHa onpegensetca Ha AaHHoe MHH rocypapcTBeHHOW 3KCMepTHOW opraHu3aumen Ha
OCHOBE BHeLLUHEro pedepeHTHOro LieHoobpasoBaHus, NPOBEAEHHOMO roCyJapCTBEHHON 3KCNEPTHONM OpraHv3aLumei.

35. B cnyyae otcytcTBuA npegenbHom uUeHbl Ha MHH nekapctBeHHOro cpeacrtsa BBMAY OTCYTCTBUSA
3aperncTpupoBaHHON LieHbl Ha TOProBOe HauMeHOBaHWEe NeKapCTBEHHOrO CPeAcTBa, ero 3akyn B pamkax TOBMI1 n
OCMC 0o MOMeHTa yCTaHOBMNEHUS LieHbl MPOU3BOAMTENS NeKapCTBEHHbIX CPeACTB HE OCYLLECTBMSETCS.

36. Cnmcok npepfenbHbIX LEH Ha nekapcTBeHHble CPeacTBa W M3Oenus MeAMLMHCKOrO HasHadeHwus,
chopmMUpoBaHHbIX Ha ocHoBaHuMK TX 1 MHH, a Takxe npegenbHbIX LIeH MO TOProBOMY HAMMEHOBAHMUIO.

naBa 5. MNopspok HaYMCNeHUs oNTOBbIX HALKEHOK K LieHaM Npou3BoAuTernien Ha fiekapcTBeHHbIe cpeacTBa U
uM3genusi MegULMHCKOro Ha3HauyeHusi U pacyeTa LeHbl NPanc-nMcTa U HaueHKU eAMHOro AUCTpUObLIOTOpa Ha
nekapcTBeHHble cpeacTBa U U3fenust MegULMHCKOro HasHadyeHus B pamkax FOBMIM u OCMC

Maparpadc 1. Mopsapok HaYUMCNEeHUs ONTOBbIX HALLGHOK K LleHaMm Npou3BoguTernen Ha fiekapcTBeHHbIe
cpeAcTBa U u3aenusi MeaMLUMHCKOro HasHa4yeHus

37. OnToBble HaLEHKM K 3aperMcTpupoBaHHbIM LieHaM Ha fekapCTBEHHble CPeACTBa U U3Oenns MeguuuHCKOro
Ha3HayeHus1 yCcTaHaBMNMBAKTCS AN OpraHM3auuii ONTOBOW peanu3auuu Ha NekapCTBEHHble cpeacTBa U M3genuvs
MeOMUMHCKOro HazHaveHus B pamkax FOBMIT n OCMC Ha TeppuTopun Pecnybnukn KazaxcraH.

38. lNpepenbHbie LieHbl HA NeKapCTBEHHbIE CpeacTBa U U3aennst MeQUUMHCKOrO HasHavyeHust B pamkax TOBMI
n OCMC ycraHaenusatwTca nyTém fobasBneHns onTOBOW HaueHKW, AuddepeHUMpOBaHHON UCXOAA U3 BENUYUHbI
3aperncTpupoBaHHON LiEHbI, K 3aperucTprpoBaHHON LieHe.

39. YcTaHoBneHne npegenbHbIX OMNTOBbIX HALEHOK Ha NEeKapCTBEHHble CPeACcTBa M MU3Lenusi MeguLMHCKOro
Ha3Ha4YeHUsi OCYLLLECTBMNAETCS B COOTBETCTBUN C PEFPECCUBHON LLKANOW HAYUCIIEHNS HALLEHOK:

1) 20 % pnsa ToBapos, ctonmocTblo A0 1 000 TeHre BKNIOYUTENBHO 3a €4UHULY U3MEPEHUS;

2) 19 % pns ToBapos, ctoumocTbio OT 1 001 TeHre go 3 000 TeHre BKMIOYMTENBHO 32 AVHULY U3MEPEHNS;

3) 18 % nonsa ToBapos, ctoumocTbio oT 3 001 TeHre go 5 000 TeHre BKMIOYUTENBHO 32 QUHULY U3MEPEHUS;

4) 17 % pns ToBapoB, ctoumocTbto oT 5 001 TeHre go 30 000 TeHre BKMOUUTENBHO 3a eANHULY U3MEPEHMS;

5) 16 % ponsa ToBapos, ctoumocTbio 0T 30 001 TeHre ao 100 000 TeHre BKMIOYMTENBHO 38 €AVHNULY M3MEPEHNS;

6) 15 % pns ToBapos, cTommocTbto cBbiwe 100 001 TeHre 3a eguHMLY N3MepeHuUs.

Maparpadc 2. Mopsaaok pacuyeTa LeHbl Npanc-nMcTa U HaUeHKU eAMHOro AUCTPUGLIOTOPA Ha NleKapCTBEHHbIe
cpeacTBa v U3genusa MeAULMHCKOro HasHavyeHus B pamkax FOBMIM n OCMC

40. Pac4yeT ueHbl npanc-nucTa eanHoro ANCTpmMbbIoTOpa OCYLLLECTBNSETCA:

1) nyTem npubaBneHnsa HaueHKNn eQUHOro ANCTpMObIOTOpa K (OMKCUPOBaHHOW LieHe ToBapa, NOCTaBMNEeHHOro Ha
ycnosusix MOM MHKOTEPMC 2010;

2) nytem npnbaBneHns HaueHKn eauHOro AMCTprnbbioTopa K MKCUPOBaHHON LieHE NOCTaBMEHHOMO Ha YCNOBUSIX
otnnyHbix oT MOIM MHKOTEPMC 2010 nocne ynnaTbl TaMOXEHHbIX MOLWIMUH U cOOpOoB, CBA3AHHLIX C MOCTaBKON
TOBapOB €4MHOMY ANCTPUBBLIOTOPY;

3) nytem npubaBneHnss HaueHKn eauHOro AMcTpubbioTopa K (OMKCUPOBAHHOW LieHe B Crydasx BO3MELLEeHUs
MOCTaBLUMKOM PacxodoB e4MHOro AUCTPUObLIOTOPa, CBA3AHHBIX C YNNATON TaMOXEHHbIX MOLUMNH U COOPOB, N UHBIX
pacxofoB CBA3AHHbIX C NOCTaBKOW TOBApOB €4UHOMY AUCTPUDBLIOTOPY;

4) nytem npubaBneHus HaueHKn eanHoro AMcTpubbioTopa K (hMKCMpPOBaHHOW LeHe ToBapa nocne ynnaTbl
TaMOXEHHbIX NownMH 1 cBopoB, KOMUCCUMOHHBLIX COOpPOB, pPacxodoOB Ha TPaHCMOPTMPOBKY, CTpaxoBaHuWe U
WHCMEKLMIO, CBSA3aHHbLIX C MOCTaBKOW TOBapOB €AMHOMY AMCTPUOBLIOTOPY, B Criydasix MOCTaBkM TOBapoB B
cooTBeTCTBMU ¢ naparpacdom 8 rnasbl 14 [NpaBun opraHu3auuym u NpoBefdeHWs 3akyna NeKkapCTBEHHbIX CPeacTs,
NPoUNaKTUYECKMX (MMMYHOBMOMOrNYECKMX, AMarHOCTUYECKUX, [Ae3nHUuMpyoWmMX) npenapaToB, W3Aenuin
MEAMLMHCKOrO Ha3HayYeHUst N1 MeOMLMHCKON TEeXHWUKW, hbapMauLeBTUYECKUX YCIyr MO OKa3aHWio rapaHTUMpPOBaHHOIO
obbema OecnnaTtHOM MeOWMLMHCKON MOMOLLM M MEOMLIMHCKON MOMOLM B cucTeme obs3aTenbHOro coumanbHOro
MELMLMHCKOrO CTpaxoBaHWUs, YTBEPXAEHHbIX nocTaHoBreHuem [paButenbctBa Pecny6nvkm KasaxctaH ot 30
okTs16psa 2009 roga Ne 1729;

5) nytem npubaBneHusi HaUeHKM eanHOro AMcTpubbioTopa K CymMe 3aTpaT 3a efuHuuy ToBapa Ha ynnaTy
TaMOXEHHBIX MOLLIUH 1 cOOPOB, NPY NOCTaBKe TOBApPOB eANHOMY ANCTPUOBLIOTOPY MO Hyrneson LeHe (becnnaTtHo);

6) B crydasix MocTaBkv ToBapa Mo HyneBoW LieHe eauHoMy aucTpubbtoTopy Ha ycnosusx MOM MHKOTEPMC
2010 wnn BO3MeLLEHNS NOCTaBLUMKOM pPacxofoB €AMHOro AMCTPUObIOTOpa, CBSA3aHHbIX C YNNaToW TaMOXEHHbIX
MOLUNWH 1 cBOPOB, U NHBIX PACXOO0B CBA3aHHbIX C MOCTABKOW TOBapOB MO HyNeBOW LeHe eAuHOMY AMCTpUbbLIoTOpY,
LieHa npac-nvcTa 3a eamMHuLy ToBapa ycTtaHaBnusaetcs B pasmepe 0,01 TeHre.
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LleHbl npaic-nucTa eguHoro AucTpubbloTopa Ha ToBapbl HE NMPEBLILIAIOT NPeaernbHYH LEHY.

41. HaueHka K LieHaM Ha NeKapCTBEHHbIE CPeACTBa U U3AeNus MeAMUUHCKOro Ha3HayeHus yCTaHaBnMBaeTCs B
anddepeHUMpoBaHHbiX % MO perpeccuBHOM wkane. [lpy 9TOM HaueHka eauHoro pguctpubbioTopa  oT
(PUKCUPOBAHHOW LieHbl yCTaHaBNMBAETCSA B pa3Mepe:

1) 7 % pnsa ToBapos, ctonmocTeio Ao 100 000 TeHre 3a egUHMLY N3MEPEHUS;

2) 6 % Ansa ToBapoB, CTOMMOCTb KOoTopbixX BapbupyeTcs oT 100 001 u go 139 999 TeHre 3a eanHULY M3MeEpPEHMS;

3) 5 % ans ToBapos, ctommocTbio OT 140 000 TeHre 3a eAnHNULLY U3MEPEHUS.

42. MNpw pacyeTe BblAENEHHON ANA 3aKyna CyMMbl eAunHbIA OUCTPUOLIOTOP YMEHbLUAET npedenbHble LeHbl Ha
nekapcTBEHHbIe cpeacTBa M U3Oenvs MeQULMHCKOro Ha3HayeHus No Kaxaomy NoTy, Ha HaLeHKY B COOTBETCTBMM C
nyHKTOM 41 HacTosAwwmx Mpasumn.

43. HaueHka eguHoro ouctpmbbioTopa OCYLLIECTBMNAETCA B COOTBETCTBUM C noanyHkTom 20) nyHkTa 1 ctateu 7
Kopekca Pecnybnuvku KaszaxctaH ot 18 ceHTsabpst 2009 roga «O 300poBbe Hapoaa v cucTeMe 34paBOOXPaHEHUSI».

44. HaueHka 3a hbapMaLeBTUYECKYIO YCNYry Anst OOBEKTOB PO3HWYHOWM peann3auumn NekapCTBEHHbIX CPeacTB U
nM3genuin MeguLMHCKOro HasHavyeHus coctaensieT He 6onee 12 %.

Mpunoxerwve 1

K [MpaBunam popmmnpoBaHms
npenenbHbIX LEH N HALLEHOK

dopma

(HanmeHoBaHWe rocyfapCTBEHHOW 3KCNEPTHOW OpraHnsaumm)

3asiBneHue Ha ycTaHOBJI€HMe LeHbl npOVISBO,DMTenﬂ/ BHeCeHue U3MeHeHUl B LueHy npousBoauTensa Ha
JNieKapcTBeHHoe cpeacTBO

Mpenoctasnsem wuHdopMaumo ans YCTaHOBIIEHNA LeHbl nNpou3BoguTend Ha nekapCTtBeHHOe CpenctBo

1. 3agButenb

1.1. MNMpounsBoguTenb NekapCTBEHHOIO CpeacTBa

HanmeHoBaHne

CtpaHa

KOpuaundeckun agpec

DakTn4ecKknin agpec

TenedoH

dakc

e-mail

KoHTakTHOE Nunuo damnnus, UMsi, 0T4ECTBO
(mpw ero Hann4nn)
[onXHOCTb
TenedoH
dakc
e-mall

Hanunune B Pecnybnuke KasaxctaH CTPyKTYpHOro nogpasgenenus (ropyandeckoe nuuo, dovnvan un
npoyne) HageneHHoro yHKUMen peannsaumm 4ns onToBbIX AUCTPMOLIOTOPOB

1.2. Bnapgenew perncTpaunoHHOro yaoCTOBEPEHNS

HasBaHune

CTpaHa

KOpuaundeckun agpec

dakTnyeckm agpec

TenedoH

dakc

e-mail

damunus, nMs, 0T4ECTBO (NPU Ero HaNUYuNn) pykoBoaNTENs

KoHTakTHOE nuuo damunus, nmsi, oT4ECTBO
(Npu ero Hanu4um)
[OmKHOCTb
TenedoH
dakc

e-mail
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Hanuune B Pecny6nvke KasaxcTaH CTpyKTypHOro nogpasaernexus (opuanyeckoe nuuo, dunvan u
npoune) HageneHHoro pyHKUMEN peanunsaumm Ans onToBbIX ANCTPUGLIOTOPOB

1.3. [osepeHHoe nnuo/komnaxus, npeacTaBUTENLCTBO OT 3a8BUTENS, YNOSTHOMOYEHHOE NMPOBOAMTL AENCTBUSA BO

Bpems npouenypbl perncrpaumm ueHsl B Pecnybnvike KasaxcraH

HassaHune (unv damunus, ums, oT4eCTBO (NPW ero Hanuymm)

CTpaHa

HOpuanyeckuin agpec

dakTnyeckun agpec

TenedoH

dakc

e-mail

damunnus, nMs, 0THECTBO (NPU Er0 HANMYMN) PyKOBOAUTENS

[aHHble 0 goBepeHHOCTU Ne foBepeHHOCTU

[ata Bblgaun

Cpok gencraus

2. NudhopmaLnms o nekapcTBEHHOM CpeacTBe

1. | ToproBoe HasBaHune
2. | Homep n gata pernctpaumoHHOro yaoctosepeHus B Pecnybnuke KasaxcraH
3. | nekapcTBeHHOEe cpeacTBo opuzuHarnbHbil JIC (nod delicmeuem nameHmMHoU 3awjumai)
SIBNSIETCS: (HY>KHOE OTMETUTD) D
Cpok gencreus naTeHTa go:
(ykasaTb gaTy ncTeyeHus nateHTa)
opueuHarsbHoe buoI02uYecKoe fiekapcmeeHHoe cpedcmeo
M
(nog mencTeMeM NaTeHTHOM 3aLmThbl)
Cpok gencreus naTeHTa go:
(ykasaTb AaTy UcTedeHunst nateHTa)
2eHepukK
L]
D Buocumnnsp
OpcbaHHbill
L]
4. | MexpgyHapogHoe HenateHToBaHHoe Ha3BaHue (MHH) npy Hanu4mm
5. | Cocras |
6. | JlekapcTBeHHas copma
7. | [o3supoBka
8 KoHueHTpauus
9. | O6bem

10. | KonnyecTBo BO BTOPUYHON (NOTPEOUTENBLCKOW) YNaKOBKE

11. | Kog cornacHo AHaToMO-TepaneBTUYECKO-XMMUYECKOM knaccudpmkaumm (ATX koa)

12. | Cnocobbl BBEOEHUS

13. | LeHa ®paHko-3a800 Ornisi uHOCmpaHHbIX rpou3sodumenel

[

LleHa MHOCTpaHHbIX Npou3BoauTeNei ANst perncTpaumm (C y4eToM NOHECEeHHbIX
pacxofoB)

14. | LleHa ®paHKko-3as0od Onsi omevyecmeeHHbIX npousgodumerneli

[

LleHa oTe4yecTBEHHbIX Npou3BoAMTENEN ANst perucTpauum (C y4eToM NOHECEHHBIX
pacxogos)

15 | leHa Ha nekapcmeeHHoe cpedcmeo, rpoussedeHHoe 8 ycriosusix GMP (Ixudmlu) u
rnocmassiieMoe omeyYecmeeHHbIMU MPou38odUMensMu 8 pamkax 00/120CPOYHbIX
doeoeopos

[

16. | CeegeHust 0 LeHe OpaHKo-3aBOA NPOU3BOAUTENS B PedepPEeHTHbIX CTpaHax 1 (Unn) B cTpaHax, rae MmeeTcs

rocygapcrtBeHHasa perncrtpauna nekapCcrtBeHHoro cpeactea.

CtpaHa ToproBsoe LleHa cppaHko-3aBog LleHa dppaHko-3aBop,
HanMmeHoBaHue npounssoguTena npounssoauTend B

TEHre




Pecnybnuvka benapycb

Poccuiickas Pepepaunsi

Kuprunsus

ApMeHus

ABCTpanus

ABCTpPUSA

benbrus

BenukobputaHus

BeHrpus

"epmaHus

"peuus

[aHunsa

N3pannb

Vpnanaus

WNcnangnsa

WcnaHusa

NTannsa

KaHnapa

Kopes

JlaTBKA

JlrokcemOypr

NTannsa

Mekcuka

Hupepnangpl

Hosas 3enaHansa

Hopeerus

[Nonblwa

MopTyranus

dpaHums

Yexus

Yunn

LLisevinapus

LBeumns

OCTOHUSA

AnoHus

(anbTepHaTMBHas CTpaHa

(anbTepHaTMBHaAdA cTpaHa

)
(anbTepHaTMBHAsA cTpaHa)
)
)

(anbTepHaTMBHAgA cTpaHa

(anbTepHaTMBHAsA cTpaHa)

17.

[laHHble 0 MOHECEHHbIX pacxoAax (3a MUHUManbHYH eanHNULLY U3MEPEHUS):

HanmeHoBaHue

TeHre, (3a eguHMLY
n3MepeHus)

Jlornctnyeckme pacxogpl

Pacxofgbl Ha cTpaxoBaHue

Pacxofbl Ha TAMOXEHHbIE yCNyru

Pacxogpbl Ha OLIEHKY ©6e30MacHOCTM U KayecTBa

Pacxogbl Ha MapKeTUHI U cogep)XaHne KOMMEPYECKOro HO,EI,paS}J,erIEHVIFI/OpFaHMSaLI,I/II/I

FapaHTVpyo: 4OCTOBEPHOCTb NPEAOCTaBEHHON NHOPMALIMM O LlEHaxX Ha NeKapCTBEHHbIE CPpeacTBa.
O6sa3ytocb coobiatb 060 BCEX M3MEHEHWSX B LieHax Ha feKapCTBEHHble CPeACTBa, a Takke NpeacTtaBnAaTb

3adBrieHne u martepuansbl, HeobxoauMble Ans nposeneHns pedepeHTHoro Ll,eHOO6p830BaHVIF| N yCTaHOBIIEHUA LIeHbI
npon3BoanTenAa Ha nekapcTtBeHHble cpencTBa.

Data

OOJDKHOCTB, nognuck, .1.0. (npy ero HanMumMmM) OTBETCTBEHHOIO NMLA 3asiBUTENS
MecTo neuatu (npy Hanuynm)

MpunoxeHune 2

K MpaBunam popmmnpoBaHms
npenenbHbIX LLEH Y HALLEHOK

dopma




(HauMeHOBaHWe rocyapCTBEHHOW SKCNepTHOW OpraHu3aumm)

3asBneHue Ha ycTaHOBI1€HMe LeHbl I'lpOVI3BO,DMTenF|/ BHeCeHue U3MeHeHuUl B LueHy npou3BoauTensa Ha
n3genve veguMUMHCKOro HasHav4eHus

npeﬂOCTaBJ’IﬂeM VIHCbOpMaLI,VII'O Ona yctaHoBleHUa UueHbl npon3soanTend Ha nsagenuve
MeONLUMHCKOro HasHa4eHusa

1. 3aaBuTtenn

1.1 lNMpounssogutens

HanmeHoBaHue
CrtpaHa
KOpuanyeckuin agpec

dakTnyeckun agpec

TenedoH

dakc

e-mail

KoHTakTHOEe nuuo damunusa, nmsa, oT4ecTBo (Npu ero
Hann4nn)
[omKHOCTb
TenedoH
dakc
e-mail

Hanunune B Pecnybnuke KasaxctaH CTpyKTypHOro

nogpasgenenus (topuandeckoe nuuo, unuan n npouue)

HageneHHoro PyHKUMEn peansaunm ans onToBbIX

ONCTpUObLIOTOPOB

1.2. Bnagenevy perctpaumoHHOro yAoCToBepeHNs

HasaHue

CTpaHa

KOpuamndeckunn agpec

dakTnyeckm agpec

Ten.

dakc

e-mall

damunus, nMs, 0THECTBO (NPU Ero HaNUYuKn) pykoBoaUTENS

KoHTakTHOEe nuuo damunus, nms, oT4ecTBo (Npu ero
HanmM4mm)
[onXHOCTb
TenedoH
dakc
e-mail

Hanunune B Pecnybnuke KasaxcrtaH CTpyKTypHOro

nogpasgerneHus (fopyamdeckoe nuuo, unuan n npoyuve)

HageneHHoro PyHKUMENn peanvsaunm ans onToBbIX

ANCTpUOLIOTOPOB

1.3 JoBepeHHOE NULO/KOMMaHWs, NPeacTaBUTENBCTBO OT 3aABUTENSs, YNOMHOMOYEHHOE NMPOBOAUTL AENCTBUS
BO Bpems npoueaypbl rocygapCcTBeHHON peructpauum B Pecnybnvke KasaxcraH.

HasBaHue (Mnu dpamunus, ums, 0T4eCTBO (NpY ero Hanu4mm) I

CTpaHa

KOpuaundeckun agpec

dakTnyeckmin agpec

TenedoH

dakc

e-mail

damunus, nMs, 0T4ECTBO (NPU Ero HANUYUKN) PyKOBOAUTENS

[aHHble o Ne noBepeHHOCTH

A0BEPEHHOCTU [aTa Bblgauun
Cpok nencraus




2. UHdpopmauus 06 usgenmax MeauLMHCKOro HasHaueHust

=

TOpFOBOG HanmeHoBaHue n3genna MmeguunHCKoro HasHavyeHus

n

Homep pervcTpaumoHHOro yaoCToBeEpeHUs, AaTa Bbigayu

3. | Napgenve meanumnHCKoro HasHayeHnsa OTHOCUTCS K Knaccy

6e3onacHoCTH (Hy)KHoe OTMeTVITb) Kriacc 1 - C HU3KOW CTENEeHbIo pucka

i

Kriacc 2 a - Co cpeHen cTeneHbio pucka
Knacc

2 6 - C NOBbILLEHHOWN CTEMNEHbIO

i

pucka3 - C BbICOKOM CTEMEHbIO pyUcKa

4. | LeHa ®paHko-3as00 Ot uHOCmMpaHHbIX fnpousgodumernel

[

LleHa MHOCTpaHHbIX NPOM3BoAMTENEN ANs perMcTpaumn (C y4eTOM MOHECEHHbIX PacXooB)

5. | UeHa ®paHko-3a800 0risi omeyecmeaeHHbIX rpoudsodumernel

[

LleHa oTe4yeCTBEHHbIX MPON3BOAMTENEN ANs pernctpauun (C y4eTomM NoHECEHHbIX
pacxofoB)

6 | LeHa Ha u3denue MeduUUHCKO20 Ha3Ha4YeHuUs, rnpousgedeHHoz0 8 ycrosusix MCO u
rnocmasrnsieMoe ome4ecmeeHHbIMU pou38ooumersiMu 8 pamkax 00120CPOYHbIX
0oz080po8

[

7. | CBegeHus o ueHe npounssBoaunTena B Apyrux ctpaHax, rae nMmeeTca perucrtpauna nsgenma megmumnHCKoro
Ha3Ha4YeHusa

CrtpaHa Toprosoe [HaTa perncrtpauuu LleHa ppaHko-
HaMMeHoBaHune 3aBo[,
npon3BOANTENS

Pecnybnuka benapycb

BeHrpusa

JlatBusa

Yexus

Bonrapus

Poccunckasa ®egepauus

Typuws

CnoBeHus

[Nonbwa

ABCTpUS

CnoBakus

Benbrus

VicnaHnsa

"peuns

"ocypnapcTteo Mspaunb

(anbTepHaTMBHas cTpaHa)

(anbTepHaTMBHas cTpaHa)

(anbTepHaTVBHas cTpaHa)

(anbTepHaTMBHas cTpaHa)

(anbTepHaTMBHas cTpaHa)

8. | JaHHble 0 NOHEeCEeHHbIX pacxodax (3a MMHUMAanNbHYI eQNHULY N3MEPEHNS):

HaumeHoBaHne TeHre, (3a eanHnly
n3MepeHns)

Jlornctuyeckmne pacxogbl

Pacxogbl Ha cTpaxoBaHue

Pacxofbl Ha TaMOXEHHbIE ycnyru

Pacxogpl Ha OLIEHKY 6e30MacHOCTM U KayecTBa

Pacxoabl Ha MapKeTUHT 1 cofepXaHne KOMMepP4eCKoro
nogpasgenennsi/opraHnsaumm

[apaHTUpyl0: [OCTOBEPHOCTb MNpPeAoCTaBMeHHON WHGOpMauuM O UeHax Ha u3genust MeauuMHCKOro
Ha3Ha4yeHus..

O6si3ytocb cooblate 060 BCEX W3MEHEHMsIX B LeHax Ha u3genus MeOQMUMHCKOrO HasHayeHus, a Takke
npeacTaBnsATb 3asiBlieHMe U matepuansl, Heobxogumble ANA NpoBedeHus pedepeHTHOro LeHoobpasoBaHus u
YCTaHOBIEHWS LieHbl NPON3BOAUTENS HA U3AeNnUs MeaAULMHCKOTO HasHa4YeHus.




[ata

AormkHocTb nognuck ®.1.0. (Npu ero HannyMmn) OTBETCTBEHHOIO NuLa 3asiBUTENS
MecTo neuatu (npy HanuymMm)

MpunoxeHwne 2

K NpuKasy UCMomHsALero 06a3aHHoOCTH
MuHucTpa 3gpaBooxpaHeHuns

1 coumanbHOro pas3suTus

Pecnybnukn KasaxcTtaH

o1 30 nrons 2015 roga Ne 639

MepeyeHb
yTpaTMBLUMX cuny npukazoB MuHucTpa 3ppaBooxpaHeHus Pecnybnuku KasaxcrtaH
1 MuHucTpa 3gpaBooxpaHeHus U coumnanbHoOro pa3sutusa Pecnyonukm KasaxcraH

1. Mpukas MuHuctpa 3gpaBooxpaHeHuss Pecnybnuvkm KasaxctaH ot 12 anpena 2013 roma Ne 223 «O6
yTBepxaeHuun NpaBun opraHM3aumm 1M OCyLLECTBNIEHUA MOHWTOPUHra LIEH Ha NeKapCTBEHHble CPeACTBa, M3nenus
MEOMLMHCKOTO Ha3HayeHusi, a Takke MX (OpMMpOBaHUA B paMKax rapaHTupoBaHHoro obbema 6GecnnaTtHom
MeOMLMHCKON NoMoLLM» (3aperncTpMpoBaHHbIi B PeecTpe rocyqapCTBEHHON perncTpaumm HopMaTUBHBIX NMPaBOBbIX
aktoB Ne 8467, onybnukoBaHHbIN B raszete «KasaxctaHckas npasga» 23 oktabpsa 2013 roga Ne 299 (27573)).

2. Mpuka3 MuHnctpa 3gpaBooxpaHeHnsa Pecny6nukn KasaxctaHn ot 2 mionga 2014 roga Ne 370 «O BHeceHun
n3MeHeHus B npukas MuHucTpa 3apaBooxpaHeHns Pecnybnuku KasaxctaHn ot 12 anpens 2013 roga Ne 223 «O6
yTBepxaeHun lMpaBun opraHvM3auum 1M OCyLLECTBMEHUS MOHUTOPUHIa LEH Ha NeKapCTBEHHble cpeacTBa, usgenus
MEOMLIMHCKOTO Ha3HayeHusi, a Takke MX (OpMMPOBaHUS B paMKax rapaHTupoBaHHoro obbema 6GecnnaTtHoi
MEeOMLIMHCKON MoMOoLLMY (3aperncTpupoBaHHbIi B MuHnctepcTBe toctuuum Pecnybnukn Kasaxcrtan 3 wona 2014
roga Ne 9559, onybnukoBaHHbIN B rasete «KasaxcraHckas npaBga» 13 Hosi6pst 2014 roga Ne 222 (27843)).

3. MNpwvka3 MuHncTpa 3gpaBooxpaHeHns U coumanbHoro passuTtns Pecnybnuku KasaxctaH ot 20 sHBapsi 2015
roga Ne 21 «O BHeceHun nsmeHeHu B nNpuka3 MuHucTpa 3gpasooxpaHeHns Pecnybnuku KadaxctaH ot 12 anpens
2013 roga Ne 223 «O6 ytBepxaeHun NpaBunn opraHnsauny n ocyLLEeCTBNEHNS MOHUTOPUHIa LEH Ha NlekapCTBEHHbIE
cpencTea, nsgenvs MeavUMHCKOrO HasHayeHus, a Takke nx (hOpMUPOBaHUSA B paMKax rapaHTMpoBaHHOro obbema
6ecnnaTtHON MeaMLMHCKON NMOMOLLMY (3aperncTpupoBaHHbii B MuHuctepcTee octuuumn Pecnybnuku Kasaxctan 21
deBpansa 2015 roga Ne 10316, onybnukoBaHHbIl B rasete «KasaxcrtaHckas npasga» 30 uiona 2015 roga Ne 143
(28019)).

4. MNpuka3z MuHUCTpa 3ApaBOOXPaHEHUst N coumansbHoro pas3sutusa Pecnybnuvkm KasaxctaH ot 30 utonsa 2015
roga Ne 548 «O BHeceHun n3meHeHuin B npuka3 MuHncTpa 3apaBooxpaHeHus Pecnybnuku KasaxctaH ot 12 anpens
2013 roga Ne 223 «O6 ytBepxaeHun NpaBunn opraHnsaunm U oCyLLECTBMNEHNSI MOHUTOPUHIA LiEH Ha NleKapCTBEHHbIE
cpencTea, nsgenvsa MeauuMHCKOro HasHayveHus, a Takke MX (hoOpMMPOBaHUA B paMKax rapaHTupoBaHHOro obbema
6ecnnatHON MeaMLMHCKON MOMOLLMY (3aperncTpupoBaHHbii B MuHuctepcTee octuuumn Pecnybnuku KasaxctaH 16
uiona 2015 roga Ne 11683, onybnmkoBaHHbIN B MHOPMaLMOHHON MpaBoBon cucteme «dainet» 23 uwons 2015
roga).
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