O COBEPILLIEHCTBOBAHUN MEXAHU3MA I'OCYJIAPCTBEHHOI'O
PET'YJIMPOBAHUS I[IEH HA HAUBOJIEE BOCTPEBOBAHHBIE
JIEKAPCTBEHHBIE MTPEMTAPATBI M U3JIEJINS MEAULIMHCKOT'O
HA3HAYEHUS TTIEPBOM HEOBXOMMOCTH
(TEKYIIAS PEJAKIIMS HA 11 ATIPEJIS 2020 TO/IA)

[TIOCTAHOBJIEHUE

HHPABUTEJIbCTBO
I[MPUIHECTPOBCKOUN MOJIZABCKOMH PECITIYBJIIMKHN

B cooTBeTcTBUM ¢ MOANYHKTaMHU a) U y) NyHKTa 1 cTtatbu 56, MOAMYHKTOM 0)
nyHkTa 1 crateu 76-5 Koncturymuu [lpunnectpoBckoit Mongasckoit Pecrybnuku,
cTaTbeil 3, MOAIMYHKTOM 0) myHKTa 1 cTtaTeu 13, HOAIYHKTOM I') YaCTH NEPBOW CTAThU
14, crarbeit 25 KonctutynmonHoro 3akoHa IlpumnectpoBckoit MonaaBckoit
Peciyoimuku ot 30 wHosiOps 2011 roma Ne 224-K3-V  «O IlpaButenbctBe
[IpunnectpoBckoit MomnmaBckoit PecnyOmuku» (CA3 11-48) ¢ u3MEHEHUSIMH U
TOTIOJTHEHUSIMHA, BHECEHHBIMA KOHCTHTYIITMOHHBIMH 3akoHaMu [IpuaHECTpOBCKOM
Monnasckoit Pecniyosmku ot 26 oktsiopst 2012 roma Ne 206-K3/1-V (CA3 12-44),
or 2 utoHsa 2016 roma Ne 145-K3U-VI (CA3 16-22), ot 9 nexabps 2016 rona
Ne 285-K3/1-VI (CA3 16-49), 3akonom [IpugnectpoBckoit Monnasckoit Pecryonuku
ot 31 nexabpsa 2004 roga No 513-3-l11 «O nenax (tapudax) u 11eHO0OpPaA30BAHUID)
(CA3 05-1) ¢ wu3MeHEHMSIMH U JIOTIOJHEHUSMH, BHECEHHBIMH 3aKOHAMH
[TpuanectpoBckoit MonmaBckoi Pecriyonuku ot 3 aBrycra 2006 roma Ne 68-3U/1-1V
(CA3 06-32), ot 12 utons 2007 roma Ne 223-3UJI-1V (CA3 07-25), ot 24 okts0ps
2007 roma Ne 327-3U-IV (CA3 07-44), ot 29 nHos16ps 2007 roma Ne 348-3/1-1V
(CA3 07-49), ot 6 mapra 2008 roma Ne 414-3UM-1V (CA3 08-9), or 8 wurons
2008 roma Ne 487-3U-IV (CA3 08-27), or 29 wurona 2008 roma Ne 509-3U-1V
(CA3 08-30), ot 26 HosiOpst 2008 romga Ne 597-3UJI-IV (CA3 08-47), ot 25 uroHs
2009 roma Neo 788-3U-IV (CA3 09-26), or 7 urona 2009 roga Ne 801-3UI-1V
(CA3 09-29), ot 10 HOs16pst 2009 roga Ne 900-31-1V (CA3 09-46), ot 28 ceHTs0ps
2010 roga Ne 172-3U-1V (CA3 10-39), ot 25 nostOpst 2010 roga Ne 236-3U-1V
(CA3 10-47), or 8 nmexabpst 2010 roma Ne 243-3/1-1V (CA3 10-49), ot 24 mas
2011 roma Ne 62-3U-V (CA3 11-21), or 13 wurons 2011 roma Ne 86-3U-V
(CA3 11-24), ot 23 nexabpsa 2011 roga Ne 244-3]1-V (CA3 11-51), ot 25 sHBaps
2013 roma Ne 33-3U1-V(CA3 13-3), ot 21 stuBaps 2014 rona Ne 18-31-V (CA3 14-4),
or 6 mas 2014 roma Ne 96-3U-V (CA3 14-19), or 11 mapra 2016 rona
Ne 49-3U-VI (CA3 16-10), or 10 mas 2016 roma Ne 120-3-VI (CA3 16-19),
or 30 smBaps 2017 roma Ne 20-31-VI (CA3 17-6), ¢ uenbl0 MOBBIIICHHS
JOCTYMHOCTH M HeAomylieHus  aeduuura  Hanbojee  BOCTPEOOBAHHBIX
JIEKQpCTBEHHBIX TIpenapaToB U W3JAEIUNH MEIMIIMHCKOTO Ha3HA4YeHUs IEePBOM
HeoOxoaumoctu, [IpaButenscTBo [lpunnectpockoit Mongasckoi PecryOnuku

HOCTAaHOBIACT:

1. YtBepauth Ilonoxxenne o mopsake ¢opmupoBanus Ilepeunss Haunbosee
BOCTPEOOBAHHBIX  JICKAPCTBEHHBIX  TpenapaToB W  M3JEIUH  MEAUIIMHCKOTO
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Ha3HAUYCHUS MepBoi HeoOxomumocTu coriacHo [Ipunoxkenuro Ne 1 k HacTosmemy
[TocTanoBEeHUIO.

2. VtBepauth  Ilopsgok  ¢opmupoBanuss ~ (QUKCHpOBAaHHBIX  IIEH  HA
JIeKapCTBEHHBIE MpenapaTtbl W HM3ACIHs MEIULIMHCKOTO HAa3HAUEHUS, BOILIEAIINE B
[lepeyenp Hambosiee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB W W3JAEIHIA
MEAMIMHCKOIO0 Ha3HA4YeHMs MEPBOM HEOOXOAMMOCTH, coryacHo Ilpunoxxkenuto Ne 2
K Hacrosmemy [locraHOBIEHHIO.

3. Exemecssuno B cpok n0o 10 yucia mecsina, CIEAyIOLMIEro 3a OTYETHBIM,
['ocypmapcTBeHHOMY TaMOXE€HHOMY KoMuTeTy IlpuaHectpoBckor MommaBckon
PecniyOiivku HampaBiATh B aJpec OpraHa TOCYyJapCTBEHHOIO PETYIMPOBAHUS LIEH
u TapudoB uHPopMaIUi0 00 WMIIOPTE JIEKAPCTBEHHBIX MpPENapaToB W U3AEIUN
MEAMIIMHCKOTO Ha3HaueHus, Bomenmux B Ilepeuenr Hambosee BOCTpEOOBAHHBIX
JIEKapCTBEHHBIX MPENapaToB W MU3JIEIUHd MEIUIMHCKOIO Ha3HAYeHUs NEepBOM
HEOOXOJUMOCTH, 3a mpomeAmuid  (OTYETHBIH) Mecsl corjacHo  (opwme,
onpexaeneHHo [Ipunoxennem Ne 3 k HacTosiemy [locTaHOBIEHUTO.

4. CyObeKTbl 1IeHOOOpa30BaHUsI, OCYIICCTBISIONIME ONTOBYHD U (WJIH)
PO3HUYHYIO  peau3aluio  MeIUKO-(hapMalleBTUYECKOM  MPOAYKIMU, OOsI3aHbI
peann30BbIBaTh JIEKAPCTBEHHBIE MpenapaTbl U U3ACIUS MEAUIIMHCKOTO Ha3HAYCHHUS,
Bomenmue B Ilepedenr Hambolsiee BOCTpEOOBAaHHBIX JIEKAPCTBEHHBIX IPENapaToB
U u3JIeui MEIUITUTHCKOTO Ha3HAYCHUS nepBoi HEO0OXO0IUMOCTH,
10 (PUKCUPOBAHHBIM IICHAM.

B po3nuuHOil ceTm CyOBEKTOB II€HOOOpa30BaHUs, OCYIIECTBISIOMIMX
PO3HUYHYIO peau3alfi0 MEAUKO-(apMaIleBTUYECKON MNPOAYKIIMH, HEOO0XO0IUMO
HaJIM4YMe HE MEHee OJHOTO0 TOPTOBOTO  HAWMEHOBAHHS TI0  KaXIOMY
U3 MEKTYHAPOIHBIX HEMATCHTOBAHHBIX HAMMEHOBAHUH JICKAPCTBEHHBIX IMPENapaToB
W W3ACNMA MEIWIIMHCKOTO Ha3HadeHws, Bomeamux B Ilepedenr Hamboiee
BOCTPEOOBAHHBIX  JIGKAPCTBCHHBIX TPEMapaToB W  W3ACTUNA  METUIIMHCKOTO
Ha3HAYCHUS TEePBON HEOOXOIMMOCTH, 3a HCKIIOUECHHEM CJIy4daeB, yCTAHOBIICHHBIX
YaCThIO TPEThEH HACTOSIIIETO IMyHKTA.

B cnmydae Hamuums B anTEYHBIX KHOCKaX M (pryMajmax amTeK JIEKapCTBEHHBIX
npenaparoB U M3ACNUA  MEIMIIMHCKOTO  HA3HAYEHHUS,  MEXIyHapOIHBIC
HEMATEHTOBAHHBIE  HAUMEHOBAHHS  KOTOPBIX  HMJCHTUYHBI  MEXIyHapOIHBIM
HEMAaTEeHTOBAHHBIM HAMMEHOBAHUSM JIEKAPCTBEHHBIX TIPEMapatoB W U3JACIUN
MEJUIIMHCKOTO Ha3zHaueHus, Bomeamux B Ilepeuenp Hanbosiee BOCTpeOOBAaHHBIX
JIEKapCTBEHHBIX CPEJCTB W W3JICIUNA MEIUIIMHCKOTO Ha3HAYCHHUS TEPBOU
HEOOXOJMMOCTH, B JaHHBIX CyOBEKTax IIEHOOOpa30BaHUsS HEOOXOJAMMO TaKKe
W HaJu4he COOTBETCTBYIONIMX JICKAPCTBEHHBIX IpeErapaToB H U3JIeTTUi
MEUITMHCKOTO Ha3HaudeHus, Bomeamux B [lepeueHb Hamboiee BOCTpeOOBaHHBIX
JICKapCTBEHHBIX CPEJACTB W HW3JACIMHA MEIUIIMHCKOTO HAa3HAYCHUS  IEePBOM
HEOOXOIUMOCTH.

[Ipu OTCyTCTBMM B peaju3allMi TOPTOBBIX HAWMCHOBAHHWH JICKapCTBEHHBIX
npernaparoB W M3JICIUH MEAWIIMHCKOTO Ha3HAuYeHWs, Bomeamux B IllepedcHb
HanOoJiee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPEMApaToOB U M3IEITUN MEIUIIUMHCKOTO
Ha3HAYCHHUS MepBoOit HEOOXOIMMOCTH, CyOBEKTHI IIEHOOOpa30BaHMS,
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OCYILECTBIISIOIINE PO3HUYHYIO peanu3anuio MeUKO-(hapMaIeBTUIeCKOn
MPOAYKLNH, UMEIOT MPABO 3aMEHUTH OTCYTCTBYIOIIKNE B PEAIM3ALINU JICKAPCTBEHHbBIC
mpenapaTtbel M HW3ACNHS MEAUUMHCKOTO Ha3HaueHus, Bomeamme B IlepeueHsb
HamOoJiee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB U U3JAEIUN MEIUIIMHCKOIO
Ha3HAUCHUS  TEpBOM  HEOOXOJUMOCTH,  AHAJOTUYHBIMU  JIEKAPCTBEHHBIMU
npenapaTaMi M U3ACIHASIMU  MEOUIMHCKOTO  HA3HAY€HUsS  OTEYECTBEHHOTO
MIPOU3BOJICTBA NPU YCIOBUM peAM3alMd TaKUX TOBapOB IO HAUMEHBIIEH
(UKCHPOBAHHOW PO3HUYHOM II€HE, YCTAHOBJICHHON HA aHAJIOTMYHBINA JICKAPCTBEHHBIN
npenapar (u3zeaue MEAUIIMHCKOro Ha3HaueHus ), Bomeamui B [lepeuens Hanbonee
BOCTPEOOBAHHBIX  JIGKAPCTBEHHBIX IMPEMapaToB W  HW3ACIUNA  METUIIMHCKOTO
Ha3HAYEHUS MEPBO HEOOXOAUMOCTH.

[lpu peanmuszammuu cyObeKTaMHd II€EHOOOpPA30BaHUS,  OCYIIECTBISIOIIMMHU
ONTOBYIO peau3alui0 MeIUKO-(hapMaIeBTUIECKON MPOMYKIHHA, YIPEKICHUIM
3IPABOOXPAHEHUS]  JICKAPCTBEHHBIX IMPEMApaToB MW  MU3ACIUNA  MEIUIMHCKOTO
Ha3HayeHus, Bomeamux B IlepeyeHbr HanbOosee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX
npenaparoB M M3JEIUN MEIUIMHCKOTO Ha3HAYEHUs IEepPBONM HEOOXOIMMOCTH,
CUMTATh YCTAHOBJICHHYIO OPTaHOM PEryJUpOBaHUs 1IeH U Tapu(oB PUKCUPOBAHHYIO
ONTOBYIO LIEHY IIPEICIbBHON ONTOBOX LIEHOM.

5. MunucrepctBy  3npaBooxpaHeHusi  [IpumgHectpoBckoit ~ MommgaBckoi
PecnyOnuku B Teyenune 30 (TpuauaTH) KaJeHIApHBIX JHEH C AaTbl BCTYIJICHUS B
cury Hacrosulero IlocTaHOBJIEHHMST TOATOTOBUTH IPOEKTHI COOTBETCTBYIOIIHX
U3MEHEHUHN (JIOMOJHEHW) B HOpMaTHBHBbIE NpaBOBble akThl [IpuaHecTpoBckoi
MounngaBckoil PeciyOnuku i yCTaHOBIIEHUS B JACHCTBYIOIIEM 3aKOHOAATENbCTBE
[TpunnectpoBckoii Monnasckoil PecniyOnuku:

a) 00513aHHOCTh CYOBEKTOB ILIEHOOOpPAa30BaHMS, OCYIIECTBIAIONIMX PO3HUYHYIO
peanu3anulo MeIUKO-(hapMaleBTHUECKOW MPOAYKLIHH, OOECIeunBaTh HaJu4ue
B PO3HUYHOM CETH HE MEHEE OJHOTr0 TOPrOBOIO0 HAMMEHOBAHUS MO KaXKIOMY
U3 JICKapCTBEHHBIX MPENnapaToB U W3AEIUNA MEIULMHCKOTO HAa3HAYEHHUS, BOILLEIIINX
B [lepeuenp Hambosee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX IMPENApaToB U U3JAEIHUN
MEAMIIMHCKOIO  Ha3HAa4YeHWsT  MepBOM  HeoOxoauMocTh  (YYETOM  HOPMBI,
oTpejieNieHHON B yacT 3 nmyHkTa 4 Hactosmero [loctanoBieHus ),

0) OTBETCTBEHHOCTH 3a OTCYTCTBUE€ B PO3HHYHOM CETH CyOBEKTOB
LEHOOOpa30BaHUs,  OCYILECTBISIOUIMX  PO3HUYHYIO  peaju3aluil0  MEAMKO-
(dapmaneBTUUECKON MNPOAYKLHH, HE MEHEEe OJHOr0 TOProBOIO HAaWMEHOBAHMS I10
KOKJIOMY W3 MEKIYyHAPOAHBIX HENATEHTOBAHHBIX HAMMEHOBAHWM JIEKapCTBEHHBIX
npenaparoB W U3JEIUd MEAMIIMHCKOTO Ha3HaueHus, Bomenmux B IlepeueHb
HanOoJiee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB U U3JAEIUN MEIUIIMHCKOIO
Ha3HAYEHUS MePBON HEOOXOIMMOCTH.

6. OTBETCTBEHHOCTh 3a peayn3aluio Hacrosuero [loctaHOBIEHHST BO3JIOXKUTH
Ha MHUHHUCTpa 3JapaBooxpaHeHus IIpuanectpoBckoit MongaBckoit PecmyOmuku,
samecturensa lIpeacemarens IlpaBurtensctBa IlpumnectpoBckon MongaBckoun
PecnyOiiuku — MHMHHCTpa HSKOHOMHYECKOTO  pa3Butus  [IpuaHecTpoBcKoii
Monnasckoit  PecryOmuku, mnpencemarens ['oCcymapCTBEHHOTO — TaMOKEHHOTO
komuteta [IpuanectpoBckoit MongaBckoit PecriyOmmku.
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7. Kontpons 3a peanuzainued Hacrtosimiero IlocTaHOBIIEHHST BO3JIOXKHUTH
Ha 1epBoro 3amecturens npeacenarenss I[lpasurensctBa IIpuagHectpoBckoi
MomnnaBckoit Pecriyoimkmu.

8. HaCTOHHICC IloctanoBICHUE BCTYIIAaCT B CHIYy CO [OHA 0(1)HHH3JILHOFO
OHY6JII/IKOB8,HI/IH 3a UCKIIFOYCHUCM ITYHKTA 3 HaCTOAIICTO [IocTtanoBnEHUS.

[Tynkt 3 Hacrosmiero [loctanoBnenus Bcrynaet B cuity ¢ 1 siuBaps 2018 ropa.

ITPEACEJATEJIb IIPABUTEJIbCTBA A. MAPTBIHOB
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[Tpunoxenue Ne 1

k IlocTanoBiaeHUIO
ITpaBurenbcTBa [IpuaHecTpoBCKOU
Monnasckoit Pecriyonmku

ot 9 Hos16ps 2017 roga Ne 305

[Tonoxenue o nopsiake popmupoBanus [lepeunst Haubosiee BOCTpeOOBAHHBIX
JIEKapCTBEHHBIX NIPENapaToB U U3JICINA MEAUIIMHCKOTO Ha3HAYEHUS MTEPBOM
HEOOXOIUMOCTH

1. Hactosimee Ilonoxenue o mnopsiake dopmupoBanust Ilepeunss naumOosiee
BOCTPEOOBAHHBIX  JIGKAPCTBEHHBIX IMpemaparoB W  HW3ACTUNA  MEIUIMHCKOIrO
Ha3HaueHUs nepBol HeoOxomumoctu (nanee — [lonmoskeHue) ompenenser MopsioK
dbopmupoBaHus, ycTaHOBIeHUs, u3MeHeHus [lepeuns Haubosiee BOCTPeOOBAaHHBIX
JIEKApPCTBEHHBIX IMPENapaToB W W3JACIUNA MEIMIIMHCKOTO Ha3HA4YE€HUs IEpBOM
HEO0OXOUMOCTH.

2. Ilepeyenr  Hambosiee BOCTPEOOBAHHBIX JICKAPCTBEHHBIX  IIPENapaToB
U U3JCNUN  MEIUIMHCKOrO Ha3HA4YeHUsl TMepBOM HeoOXoauMocTu (maiee —
[lepeuenn) — nepeuenb u3 100 (cra) HamOosee BOCTPEOOBAHHBIX MUMIIOPTHUPYEMBIX
Ha Ttepputoputo IlpuanectpoBckoit MongaBckoit PecnyOnuku JekapCTBEHHBIX
penaparoB M M3JAEIU MEIUIMHCKOIO Ha3HAYeHUs IEepBOM HEOOXOAMMOCTH,
YTBEP)KIAEMbIi  HWCIHOJHHUTEIBHBIM  OpraHOM  TIOCYJApCTBEHHOM  BJACTH,
BBIMOJHAOUMM (YHKIUU IO BBIPAOOTKE TOCYJapCTBEHHON NOJUTHKU B cdepe
3IpaBOOXPaHEHUSI.

[lepeuens BkIOYaeT B ceOsl:

a) 100 (cro) MEXAYHApOJHBIX  HENAaTEHTOBAaHHBIX  HAMMEHOBAHUUI
JIEKapCTBEHHOTI'O IIpenapara, HAMMEHOBAaHUW U3/1€JIUsI MEIULIMHCKOTO Ha3HAYCHMS;

0) nexapcTBeHHYIO0 (OpPMY JIEKAPCTBEHHOTO TmpernapaTta (TaOJeTKH, KarcCylibl,
KaIlld, CyCIIeH3Us U TaK Jajee);

B) JO3UPOBKY, O0OBEM JIEKAPCTBEHHOI'O Ipenapara, M3AeIus MEIULIUHCKOIrO
Ha3HAYECHUS,;

r) TOProBO€  HAaMMEHOBAaHUE  JIGKAPCTBEHHOTO  IMperaparta,  M3JEIHs
MEIUIMHCKOrO0 Ha3HaueHus (He MeHee 2 (IBYX) TOPIrOBbIX HAMMEHOBAaHUU IS
KOKJIOTO MEXIYHAPOJAHOTO HEMaTeHTOBAHHOTO HAMMEHOBAHUS JIEKAPCTBEHHOIO
npenapara, HauMEHOBAHUWS W3JEIUs MEAUIMHCKOIO HA3HAYEHHUs), C YKa3aHUEM
OpraHu3alMd — MPOU3BOAMTENS, CTPAHbI MPOUCXOXKACHUS Npernapara (U3genus) u
CBEJEHUN O TOCYIAapCTBEHHOM PETUCTPALMM JIEKAPCTBEHHOI'O Mperapara, W3Aeius
MEIULMHCKOIO Ha3HAUYCHHS.

3. ExxeroHo B cpok 110 15 OKTAOps pyKOBOAMTEIh HCHOIHUTEIHLHOTO OpraHa
rOCylapCTBEHHOM  BJIACTH,  BBIIOJHSIOLWIETO  (YHKIMM  TO  BbIpabOTKe
rOCy/IapCTBEHHOM MOJIMTUKU B cepe 3ApaBOOXPaHEHHUs, HAMIPABIIAET B a/IpeC OpraHa
rOCyAapCTBEHHOTO PEryJupOBaHus LIeH U Tapu(POB KOMUIO HOPMATUBHOTO MPABOBOIO
akTta, cormacHo ¢opme, onpenensiemon [IpunoxenueM k HactosmeMy [lonoxenuto,
yTBepkaawomero Ilepedenb W mpolIeAIIeEro MPOLEAypYy TOCyIapCTBEHHOM
perucTpanuu UCIIOJIHUTENIbHBIM OpraHom roCy/1apCTBEHHOM BJIACTH
[TpunnectpoBckoid MonaaBckoit PecnyOnnku, ynmoJHOMOYEHHBIM Ha BBIPAOOTKY U
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pean3alyilo0 TOCYJapCTBEHHOW MOJMTUKU W OCYIIECTBICHHE TOCYIapPCTBEHHOTO
yIpaByieHus B chepe FOCTUITUH.

[lepeuenr 100 (cTa) MeXAYHApPOIHBIX HEMATEHTOBAHHBIX HAMMEHOBAHMIA
JIEKAPCTBEHHBIX CPEJCTB, U3LECIUN MEOUIMHCKOTO HA3HAUYECHUS OMPENENIIeT OpraH
rOCyJapCTBEHHOM  BJIACTH, BBINIOJHAIOMMK ~ (QYHKIMM  TO  BbIpaOOTKE
roCyapCTBEHHOW TMOJUTUKU B cdepe 37ApaBOOXPAHEHUS, UCXOJs U3 CTaTUCTUKU
3abosieBaeMoCTH HaceleHus B [IpuaHectpoBckoit MongaBckoit PecyOmnuke ¢ menbio
oOecrieuyeHUsT  HAceJNeHUs  JIEKAPCTBEHHBIMU  MpenapartaMd U U3JETUSMU
MEUIIMHCKOTO  HAa3HAY€HHUs, OTBEYAIOIIMMU MPUOPUTETHBIM  IMOTPEOHOCTIM
MEJUITMHCKOTO OOCITY)KHBaHUS HACEJCHUS, B TOM YHUCJIE B IENIX MPOPUIAKTUKH
U Jie4eHus 3a00JIeBaHUI.

JlekapcTBeHHYI0 (POopMy, HO3UPOBKY, OOBEM H TOProBOC HAMMCHOBAHHE
JIEKapCTBEHHOI0 TIperapara, MW3AeNus MEAUIUHCKOTO HAa3HAYCHUsS, BOIIECAIIETO
B Ilepeuens 100 (cTa) mMexAyHApOIHBIX HEMATEHTOBAHHBIX HAUMEHOBAHWM, OpraH
rOCyJapCTBEHHOM  BJIACTH, BBITIOJIHSIOMMK ~ (YHKIMU 1O  BBIPAOOTKE
roCyJIapCTBEHHOW MOJIMTUKHU B chepe 3paBOOXpaHEHUs, ONPELIsIET Ha OCHOBAaHUU
aHaJKM3a KOJUYECTBA PEATIM30BAHHBIX MOTPEOUTETHCKUX YIMAKOBOK JIEKAPCTBEHHBIX
MpernapaToB MU W3JACJIUM MEIMIMHCKOrO0 Ha3HaueHwus, Bowenmmx B [lepedenp
100 (cta) MeXAYHApOJHBIX HEMATCHTOBAHHBIX HAMMEHOBAHUW JIEKAPCTBEHHBIX
CPEACTB, M3JEJIIMM MEIUWLMHCKOTO HA3HAYEHUs, OIPEICIICHHbIH B COOTBETCTBUU
C YaCTbIKO BTOPOU HACTOSILIETO ITYHKTA.

Jns  aHanm3a KOJUYECTBA PEATU30BAHHBIX MOTPEOUTEIHCKUX YIMaKOBOK
JIEKApCTBEHHBIX MPENAPATOB W M3ACIUKA MEAUIHUHCKOTO HA3HAYCHWS, BOIICIIINX
B Ilepeuenr 100 (cTra) MeEXIyHApOIHBIX HEMATCHTOBAHHBIX HAWMEHOBAHUM
JIEKAPCTBEHHBIX CPENCTB, U3JCIIMN MEAUIMHCKONO HA3HAYECHUS, OMPEICICHHBIA B
COOTBETCTBHM C 4YAaCThIO BTOPOM HACTOSILIET0 IYyHKTa, OpraH TroCyAapCTBEHHOMU
BJIACTU, BBIMOJHSIOMMNN (PYHKIMU IO BBIPAOOTKE TOCYAApPCTBEHHOW MOJUTHUKU B
chepe 3IpaBOOXpaHEHUs, NPUHUMAET COOTBETCTBYIONIYI0 HWH(OpMaluioo 3a
npenpiaymuye 12 (nBeHaanaTh) MECSIeB OPraHU3allid, 3aHUMAIOIICH HauOOJBIIYIO
JIOJII0 HA PBIHKE PO3HUYHOMN pean3aluu MeIuKo-(papMarieBTUIeCKON MPOIYyKIIMH Ha
BHyTpeHHeM pbinke [IpuanectpoBckoit Momngasckoi Pecrryomukm.

Opran peryiImpoBaHHs IIH M Tapu(oB €XKErogHOo HE Mmo3aHee 1 ceHTsaOps
HaIpaBJsieT B aJpec opraHa roCyJapCTBEHHOW BIIACTH, BBIMOIHSIONMETO (YHKIUN
Mo BbIPAaOOTKE TOCYAApCTBEHHOW TOJUTUKHM B cdepe  37ApaBOOXpaHCHUS,
uHpopManio 00 opraHuzaluy, 3aHUMAloNIe HauOOJBIIYI0 JOJII0 Ha PHIHKE
PO3HUYHOW pealu3alni MeAUKO-(hapMarieBTUUeCKON MNPOIYKIIMM Ha BHYTPEHHEM
poiake [IpunnectpoBckoit Monnasckoit PecyOnukuy 3a npomienimui KajaeHIapHbIi
roj.

4. Ins ueneit popmupoBanus, nepecMmotpa Ilepeunss opran rocygapcTBEHHOMN
BJIACTH, BBIMOJTHSIOMNN (YHKIIMU IO BBIPAOOTKE TOCYIAPCTBEHHOM ITOJIUTHUKHU B
chepe 3IpaBooxpaHeHus, coszgaer Komwuccuro 10 omnpeneseHur0 HauOoliee
BOCTPEOOBAHHBIX  JIGKAPCTBEHHBIX TMPEMapaToB W  W3ACTUNA  MEIUIIMHCKOTO
Ha3HAuUCHUS TepBOl HeoOxoammoctu (mamee — Kowmmccus), B coctaB KOTOPOW
BXOJIAT:
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a) npeaceaaresib KoMuccun — pyKoOBOAUTENb OpraHa roCy1apCTBEHHON BJIACTH,
BBITIOJTHSAIONIETO (YHKIIMM TIO BBIPAOOTKE TOCYIAapCTBEHHOW MOJHUTHKU B cdepe
31paBOOXPAHEHUS;

0) cekperapp Komuccuu: mnpeactaBuTeIb OpraHa TOCYIapCTBEHHOM BIIACTH,
BBITIOJIHAIONIETO (YHKIMHM TO BBIPAOOTKE TOCYJAPCTBEHHOW MOJMTHKUA B cdepe
31paBOOXPAHEHUS;

B) wieHbl Komuccuu:

1) mpeacTaBUTEIM OpraHa rocyAapCTBEHHOM BJIACTH, BBITIOIHSIONIETO (DYHKITUH
10 BBIPAOOTKE TOCYIapPCTBEHHOM MOJUTUKH B cpepe 3ApaBOOXPAHEHUS;

2) IpEICTAaBUTEII  OpPTaHU3aIlMH, YIIOJIHOMOYCHHOW Ha  OCYIIECTBJICHUE
JESITEIIBHOCTH IO OOECIIEYEHUIO KOHTPOJS KadecTBa MEIUKO-(papMaleBTUYECKOM
npoaykuuu B [IpuanectpoBckoit Monnasckoit PecriyOmnuke;

3) pyKOBOAMTEIH HEKOMMEPUYECKIX OOBEAMHEHUI OpTaHU3aIUil, PeaTH3yIONIIX
MeAnKOo-(hapMaIleBTHUECKYI0 TMPOAYKLIHI0O Ha Tepputopun [IpuaHecTpoBcKon
Monnasckoii PeciyOnukus;

4) mpencTaBUTEN He MeHee 3 (TpeX) OpraHu3allHid, OCYIIECTBISIONINX UMIIOPT
Ha Tepputoputo IlpumHecTtpoBckoit MonmaBckoit PecnyOnuku W ONTOBYIO
peanu3anmio MeIuKo-papMaleBTUYECKON MPOTyKIUY,;

5) nmpencTaBUTENN WHBIX OPTaHU3AIIHN.

CocraB Kommuccun yTBEpKAACT pPYKOBOAMTENIb OpraHa TIOCYyAapCTBEHHOU
BJIACTH, BBINOJHAIOIMNNA (QYHKIMM 1O BBIPAOOTKE TOCYJApPCTBEHHOH MOJIMTUKU
B c(hepe 31paBOOXpaHEHHUS.

O pare, BpemeHnn u Mecte 3acenanns Komwmceum cekperapp Kommccun
coobmraer uneHam Komuccun He meHee yeMm 3a 3 (Tpu) paboyux OHS [0 AaThl
npoBeneHust 3acenanuss Komuccnn ¢ HamnpaBleHHMEM TOBECTKM W MaTepHalioB,
NOJJIeKAIINX PACCMOTPEHHUIO Ha 3aceaannu Komuccun.

B Teuenne 3 (Tpex) pabouux gHel nocne 3acenanus Komuccum odopmisercs
u noanuceiBaercss IIporokon cocraBa Komuccuum o BKITIOYEHUH (MCKIFOYEHHH)
JIEKapCTBEHHOI'0 Mpenapara, U3Aeausi MEIUIUMHCKOTo Ha3HaueHus B (u3) Ilepeuenp
(ITepeuns) (nanee — [IpoTokomn).

[IpoTokon moKeH conepkaTh OOOCHOBAHME BKJIIOYCHHS (MCKIIFOUCHMS)
JIEKapCTBEHHOI'O Mperapara, U3[ejIis MEIULIUHCKOro Ha3HadyeHus B (u3) Ilepedens
(ITepeuns).

[IpoTokOn TMOMIEKUT pa3MENIeHUI0 Ha oQUIMaIbHOM caiiTe opraHa
rOCyAapCTBEHHOW  BIIACTH,  BBIMOJHAKOMIET0O  (PYHKIMUM N0  BbIpabOTKE
rOCyJAapCTBEHHOW  TOJUTUKM B  cepe  3ApaBOOXpPaHEHHUs, HE  MO3JHee
2 (nByX) pabouyux IHEN ¢ AaThl €ro MOAMUCAHUS.

5. 3asBUTENEM TMPEUIOKEHUS O BKIOYEHMH U (WIM) HUCKIIOYEHHUH
JIEKapCTBEHHOI'O Tperapara, M3Aesus MEIUIUMHCKOro HasHaueHus B Ilepedennp Ha
CIENYIOUUN KaJIeHJApHBIA TOJ  SBISTHCS JIOOOM CYOBEKT, OCYUIECTBISIOIINN
oOpaileHue MeInKo-(hapMarieBTUUECKON MPOyKIIUH.

Bce npemokeHuss O BKIIOYEHUM M (WJIM) HUCKIIOYEHUH JIEKAPCTBEHHOIO
npenapara, H3AeIds MEAUIMHCKOrO HasHadeHuss B IlepedeHp Ha criemyromui
KAJICHJApHBIA TOJl, TOCTYNMBIIME B aJpec OpraHa TrOCYJapCTBEHHOM BIACTH,

(¢ usmenenusmu u Oononnenusmu, euecennviMu nocmarosienusmu Ilpasumenscmea Ipuonecmposckoil
Monoaeckou Pecnybauxu om 26 cenmsabpsa 2018 2o0oa Ne 329 (CA3 18-39), om 30 cenmsabpa 2019 200a
MNe 358 (CA3 19-38), om 10 anpens 2020 2cooa Ne 110 (CA3 20-15)



BBHITIOJTHAIONIETO (YHKIIMM TIO BBIPAOOTKE TOCYIAapCTBEHHOW TMOJHUTHKU B cdepe
31PAaBOOXPAHEHUS, TOJJIEKAT PACCMOTPEHUIO Ha 3acenanun Komuccnn.

6. 3asBUTENIEM  MPEJIOKEHHWS O BHECEHHMM  W3MEHEHUH, JIONOJHEHUMU
B AcucTByroni [lepeueHn, yTBEpKIECHHBIM HA TEKYIIUKA KAICHIAPHBIN IO, MOXKET
ABJISATBCA ~ OpraHM3alMsi,  OCYIIECTBISIIOIIAS ~ MMIIOPT  HAa  TEPPUTOPHUIO
[IpunnectpoBckot MommaBckoil PecrmyOauky W ONTOBYIO pPEaM3alMI0 MEIUKO-
dbapmaneBTUYECKON TPOTYKIIUH.

[IpennoxkeHuss O BHECEHWHM W3MCHCHUHW, JONOJIHCHUA B JACHCTBYIOLIHAMN
IlepeueHb, yTBEpPKICHHBIM HA TEKYIIUM  KaJCHOAPHBIM  TOJ, IOJJICKUT
paccMoTpeHuio Ha 3acenanun Komuccuu B TeueHue S5 (msiTv) paboumx JHEH,
CHEAYIOIINX 33 THEM NOCTYIUICHHS TTPEIJI0KEHUS.

He no3nnee 2 (aByx) pabouux AHEH C natel mpoBeaeHus 3acenanus Komuccun
PYKOBOJIUTENhL OpraHa TOCYJApPCTBEHHOM BJIACTH, BBHITIOJHSIOMIETO (PYHKIIUU TIO
BBIPA0OTKE TOCYJIApCTBEHHON TOJUTUKUA B cdepe 3ApaBOOXpAHEHUs, MPUHUMAET
pelieHne O BHECEHMM W3MEHEHHM, JONOJHEHWW B JeucTtByromui llepedens,
YTBEPKACHHBIA HAa TEKYIIUM KaJCHAAPHBIA TOJ, C NUCbMEHHBIM YBEIOMIICHUEM
3asBUTEIIA.

B cnywae npuHATHS pelIeHUWS O BHECEHUM W3MEHEHUW, JONOJIHEHUU
B JeucTByromui [lepeuens, yTBEpKACHHBIM HA TEKYIIUN KaJCHIAPHBIN T'OJl, KOIIUIO
COOTBETCTBYIOIIIETO HOPMATHUBHOTO MPABOBOIO akTa B TedeHue 1 (ogHOro) paboyero
JIHSI C AAThl OANIMCAHUS OJHOBPEMEHHO HAIIPABIISIETCA B aPEC:

a) opraHa rocyJJapCTBEHHOTO PETyJIUPOBaHUA 1IEH U Tapu(OB;

0) UCTIOJIHUTEJIBHOTO OpraHa ToCyJapCcTBeHHOM Biactu I[IpuaHecTpoBCKoOi
MonnaBsckoit PecnyOnuku, YNOJTHOMOYEHHOTO Ha BBIPA0OTKY M peau3aluio
FOCyJapCTBEHHONW TOJMTUKUA M OCYLIECTBICHHE TOCYAAPCTBEHHOIO VYIIPABICHUA
B cpepe I0CTUIINH, Ha TOCYJAPCTBEHHYIO PETUCTPALIHIO.
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®dopma yrBepxkaeHus [lepeuns Hanbosee BOCTpeOOBAaHHBIX JEKAPCTBEHHBIX MPENapaToB U

[Tpunoxxenune k [lookeHUIO 0 IOPsAKE
dbopmupoBanus [lepeuns nanbonee
BOCTPEOOBAHHBIX JICKAPCTBEHHBIX
MpernapaToB U U3SITUNA MEIUIIMHCKOTO
Ha3HAYCHMSI IEPBOM HEOOXOTUMOCTH

I/IBILGJII/Iﬁ MCIAMIMHCKOI'O HAa3HA4YCHMUA HepBOI‘;I HCO6XO,ZIHMOCTI/I

MexayHaapoiHoe
yHap Toprosoe HaumeHoBanue | HaumeHoBaHue
HETIaTCHTOBAHHOE
JICKapCTBEHHOTO OpTraHu3aIuu — CeeneHus o
No HAUMEHOBAHUE JlekapcTBennas | /lo3upoBka, .
npenapara, u3Aeus MIPOU3BOIUTES, rOCyIapCTBEHHOM
/Tl | JIEKapCTBEHHOTO Mpernapara, dhopma 00beM
MEAUIIMHCKOTO CTpaHBbI perucrpauu
HAaUMEHOBaHHE U3/EIHUs
Ha3HAYCHUS MIPOUCXOKICHUS
MEIUITMHCKOTO Ha3HAYCHUS
1.
2.
3.
4,
5.
6.
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[Tpunoxenue Ne 2

k IlocTanoBiaeHUIO
ITpaBurenbcTBa [IpuaHecTpoBCKOU
Monnasckoit PecriyOnmku

ot 9 Hos16ps 2017 romga Ne 305

[Mopsimox ¢popmupoBanusi GUKCUPOBAHHBIX 1IEH Ha JIEKAPCTBEHHBIE TPENapaThl U
U3JIeNUsl MEJUIMHCKOIO Ha3HaueHusl, Boweamue B [lepeuenp Hanboiee
BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB U U3IAEIHIA METULIMHCKOTO
Ha3HA4YEHHUsI IEPBOM HEOOXOAUMOCTHU

1. HacTostmuii [Topsimox dbopmupoBaHus (UKCUPOBAHHBIX LEH
Ha JIEKQpCTBEHHBIC MPENapaTbl U M3ACIHS MEIUUUHCKOIO HA3HAYCHHS, BOLIECAIINE
B Ilepeuenp HauOosiee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX NPEMAPATOB U H3ACIIUN
MEJUIIMHCKOIO HA3HAYEHUsS TEPBOM HEOOXOAMMOCTH, OIpEAeNsieT MpaBuia
dbopMupOBaHUS U YCTAHOBJEHUS (PUKCUPOBAHHBIX ONTOBBIX W PO3HUYHBIX ILIEH
Ha JIEKQpCTBEHHBIC Mpenaparbl U W3ACNIHS MEIUIMHCKOTO HAa3HAYCHMS, BOIICAIINE
B llepeyenr Hanbosnee BOCTpEOOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB M HW3ACIIHUM
MEJIMIIMHCKOTO Ha3HauYeHUsI IEPBOM HeoOXxoauMocTu (fanee — [lepedenn).

2. Exeroqao B cpok g0 1 mekaOps TEKyIero roja oprad TOCyIapCTBEHHOTO
peryivpoBaHusl 1IeH U Tapu(OB yCTaHABIMBAET HAa OUYEPETHOM KaJleHIApHBINA TOJ
(UKCUpOBAaHHBIE ONTOBBIE W PO3HUYHBIC IIEHBI HA JIEKAPCTBEHHBIC IpEmapaThl
U U3JIeIUsl MEIUIIMHCKOTO Ha3HaueHusd, Bomeamue B [lepedens, coriacHo dopme,
onpenenennon [Ipunoxenuem Ne 1 k Hactosemy [lopsanky.

3. st nieneit popMUpPOBAHUS U YCTAHOBJICHUS HA OYEPETHOM KaJeHIapHbBIN ToJl
(UKCUPOBAHHBIX OINTOBBIX W PO3HUYHBIX IIEH Ha JIEKAPCTBEHHBIC IMpenaparbl U
U3JIeTUsl MEIUIIMHCKOTO Ha3HadeHwus, Bomenmme B [lepedensb, B cpok 10 1 HOsIOps
TEKyIIero roja CyOBeKThl IIEHOOOpa30BaHUs, OCYIICCTBIISIIONIUE  HUMIIOPT
Ha TeppuToputo IlpuanectpoBckoit MonnaBckoit PecnyOnumku W ONTOBYIO
peanuzaiuoo MeIuKo-hapMaleBTUYECKOW MNPOAYKIMU, TPEAOCTABISIOT B ajpec
opraHa rocyJ1apCTBEHHOTO PEryJUpOBaHuUs IIeH U Tapu(OB pacueTHbIE MaTepUAIIBI IO
GbopMUPOBAHUIO IIEH MPUOOPETEHUsI JIEKAPCTBEHHBIX MIpPEnapaToB W HU3ACIIHM
MEIMIIMHCKOTO  Ha3zHaueHwus, Bomeamumx B llepedenn, cormacHo ¢opwme,
onpeneneHHor Ilpunoxennem Ne 2 k Hacrosimiemy llopsanky, Ha OymakHOM
Y AJIEKTPOHHOM HOCHUTEJE.

Martepuanibl 1o (GOPMHUPOBAHHMIO II€H TMPUOOPETEHUS  JIEKAPCTBEHHBIX
npenapaToB M H3AEIUN MEAUIMHCKOrO Ha3HAauyeHWs, Boulenmux B llepedens,
CyOBEKTHl  IIEHOOOpa30BaHUSA, OCYIIECTBISIONINE UMIIOPT HA  TEPPUTOPHUIO
[IpunaectpoBckoli MomnmaBckoit PecryOnukn U ONTOBYHO peann3aliio MEauKO-
dbapmareBTUUeCKO MPOAYKIHNH, (HOPMHUPYIOT HAa OCHOBAHWHM JAHHBIX ITOCIEIHHUX
3 (Tpex) mocTaBoK (MMIOPTA) MO COOTBETCTBYIOIIEMY JIEKAPCTBEHHOMY Ipemnapary,
W3JICJIUI0 MEIUIIMHCKOT'O Ha3HAYEHUSI B TEKYIIIEM KaJeHIapHOM TOy.

B ciywyae orcyrcTBUs B TeueHHe 6 (IIECTH) MOCIEIHUX MECSIEB TEKYIIEro
KaJICHIAPHOTO rojla MOCTAaBOK (MMIIOPTA) MO COOTBETCTBYIOIIEMY JICKAPCTBEHHOMY
npenapary,  HM3JACIMI0  MEIUIMHCKOTO  HA3HAUYeHMS Yy  BCEX  CYOBEKTOB
[IEHO00pa30BaHMsl, OCYIIECTBISIONIUX HMIOPT Ha TeppuTopuio [IpuaHecTpoBCcKOi
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MonaaBckoit PecryOnuku M ONTOBYIO peaid3allMi0 MEIUKO-(papMaleBTUYECKOM
OPOAYKIIMHM, OpPraH TOCYJapCTBEHHOTO pEryJupoBaHusl IIeH U TapudoB BIpaBe
3aMmpocuTh UHGOPMAIMI0 O NPEIBAPUTEIBHOM CTOMMOCTH (LIEHE MNpPUOOpETEHUs)
JIEKApCTBEHHBIX MPENapaToB M M3ACIUNA MEIUIMHCKOTO HA3HAYEHMS, BOIIEAIINX
B Ilepeuenb, y cCyOBEKTOB I1I€HOOOpA30BaHUS, OCYIICCTBISIONMX HMMIOPT Ha
tepputoputo [IpuanectpoBckoit MonaBckoi PecnyOiuKy U ONTOBYIO peain3aliiio
MeIUKO-(hapMaleBTUYECKON  MPOAYKIMH, 3aHUMAIOIIMX  HauOOJBIIYIO  JOJIO
B CTPYKTYpE UMIIOPTa MEIMKO-(hapMalieBTUUECKOU MPOTYKIIUH.

Opranuzanusi, 3aHUMarOIas HauOOJNBIIYIO JOJI0 B CTPYKType HUMIOpTa
MeanKo-(hapMalieBTHUeCKOH MTpOAYKIMH Ha Teppurtopuio [IpuaHecTpoBCcKoi
MonnaBckoit  PecryObnmuku, — — opraHuzamus, O0O0bEeM HUMIIOpPTa  MEIHUKO-
dbapmareBTUYeCKON MPOIYKIIUA KOTOPOH (B JEHEKHOM BBIPAKCHUH 3a TPOIICAIINAN
KAJICHJApHBIA IE€PUOJI) MO JaHHBIM HCIOJIHUTEIBHOTO OpraHa TIOCYAapCTBEHHOU
BJIACTH, OCYIIECTBIISIOIIETO HEMOCPEACTBEHHOE PYKOBOACTBO TAMOKEHHBIM JEJI0M
B IlpuanectpoBckoit MonnaBckoit PecriyOnuke, 3aHMMaeT HauOOIBIIMKM YyAEIbHBIN
BeC B 00meM oO0beMe HMIIOpTa MEAUKO-(hapMalleBTUUECKONH MPOAYKIUU Ha
tepputopuio [IpuaHectpoBckoit MongaBckoi PecyOnukmu.

[IpenBaputenbHas  CTOMMOCTh  (IleHA  MPUOOPETEHHUS)  JIEKAPCTBEHHBIX
IIPENapaToB U U3JEJINi MEAULUHCKOTO Ha3HAaYeHUsl, Boleamux B [lepeyens, — 1ieHa
npuodpereHusi, cPopMUpOBaHHAs CyOBEKTOM LIEHOOOPa30BaHMsI, OCYLIECTBIISIOIINM
uMIopt Ha tepputoputo [IpugHectpoBckoit MonmaBckoit PecrnyOiuku U onToByio
peanuzaiuioo  MeAUKO-(hapMalleBTUUECKONM  MPOJYKIMH,  corjlacHo  (opme,
onpenenenHou [Ipunoxenuem Ne 2 k Hactosamemy llopsaky, ¢ yuetom uHpOpMaLInH,

MIPEICTaBICHHON MTOCTABIINKOM - HEPE3UICHTOM (3aBOZIOM - U3TOTOBHUTEIICM,
TOPTOBBIM TIPEACTABUTEIIEM 3aBOJA-U3TOTOBHUTEN M JAPYTHMH) 3a TpeaeaamMu
peCITyOJIUKHY.

4.4. Ha ocHoBaHMM MH(OpMaALUHU, MPEIYCMOTPEHHON B MYHKTE 3 HACTOSIIErO
[TonoxeHnusi, opral rocyJapCTBEHHOTO PETYJIMPOBAHUS LIEH U Tapu(OB OMpeAeseT
LEHYy NpUOOpETEeHUs] COOTBETCTBYIOLIUX JIEKAPCTBEHHBIX IPENapaToB, W3AEIUN
MEIULUHCKOIO Ha3HAUYCHHUS.

DUKCHPOBAHHYIO ONTOBYIO IIEHY Ha JIEKapCTBEHHBIM Mpenapar (U3aenue
MEJULMHCKOIO Ha3HaueHus), BoweAmnid B IlepedeHb, opraH rocyaapCTBEHHOIO
peryivpoBaHus 1IeH U Tapu(doB OMNpeIeNseT ¢ NMPUMEHEHHUEM TOPTroBOM Ha/li0aBKU
10 (mecsiTh) MPOIIEHTOB K IIEHE MPUOOPETECHMUSI.

OUKCUPOBAHHYIO PO3HUYHYIO LIEHY Ha JIEKapCTBEHHBIM mpemnapar (U3aeiue
MEIUIMHCKOIO0 Ha3HaueHus), BoweAmnid B IlepedeHb, opraH ToOCyAapCTBEHHOIO
peryaupoBaHus LEeH U TapudoB ompenenseT ¢ NPUMEHEHUEM TOProBOM HaJl0aBKU
15 (nsaTHAALATH) MPOLIEHTOB K ONTOBOM IIEHE.

(¢ usmenenusmu u Oononnenusmu, euecennviMu nocmarosienusmu Ilpasumenscmea Ipuonecmposckoil
Monoaeckou Pecnybauxu om 26 cenmsabpsa 2018 2o0oa Ne 329 (CA3 18-39), om 30 cenmsabpa 2019 200a
MNe 358 (CA3 19-38), om 10 anpens 2020 2cooa Ne 110 (CA3 20-15)



[Tpunoxenue Ne 1 k [opsaxy
dbopmupoBaHus PUKCHPOBAHHBIX IIEH
HAa JICKapCTBEHHBIE MpernapaThl U
U3JIeTUST MEIUIIMHCKOTO Ha3HAUYCHHS,
Bomienmue B [lepeuens Hanbomee
BOCTPEOOBAaHHBIX JIEKAPCTBEHHBIX
penaparoB U U3JIEeTui
MEUIIMHCKOTO Ha3HAUCHUS

dopma yTBepKIeHUS (UKCHPOBAHHBIX ONTOBBIX U PO3HUYHBIX 1IEH Ha
JIeKapCTBEHHBIE MPEnapaThl U W3EIHsI METUIITHCKOTO Ha3HAUCHUS, BOLLICAIINE B
[lepeuens HanOoee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MIPENApaTOB U U3IEIUI
MEIUIUHCKOTO Ha3HAUYEHUS MePBOi HEOOX0IMMOCTH

MexnyHapoaHoe
HEMAaTEeHTOBAHHOE Toprosoe
HAaMMCHOBAHHEC HanMeHoBaHue | HammenoBanue
JICKapCTBEHHOTO JIeKapCTBEHHOT0 | opranu3anuu — | PukcupoBanHas | OUKCUpOBaHHAS
No JlexapctBennas | Jlo3upoBka,
npemnapara, npenapaTa, |IpOM3BOIMTEINS, | ONTOBAs LiEHa, | pO3HUYHAA LICHA,
n/n ¢dopma 00beM
HalMEHOBAaHHUE H3ens CTpaHbI py6. IIMP py6. [IMP
U3JIEIUS MEIULMHCKOrO |IPOUCXOKIACHUS
MEIULITHCKOTO Ha3HAYECHUS
Ha3HAYEHUs
1 2 3 4 5 6 7 8
1.
2.
3.
4,
5.
6.
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[Tpunoxenue Ne 2 k [Topsiaky ¢popmupoBanus

q)HKCI/IPOBaHHI)IX IICH Ha JICKAPCTBCHHLIC
mperaparTtbel U U3ACIINA MCIUITHHCKOT'O

Ha3Ha4YCHM, BOICAIINC B HepequL HauoOoIce
BOCTp€6OBaHHI>IX JICKAPpCTBCHHLBIX IIPCIIApPATOB

)51 PI3I[€J'IHI>1 MCAUITMHCKOI'O HAa3HAYCHMU A

0X0IMMOCTH

(V)

I/I3I[6JIHf/'I MCIUIMHCKOI'O HA3HAYCHHUS IICPBOMU HECO

®dopma nipenocraBiaeHus nHpopmanuu 111 GopMupoBaHus (GUKCUPOBAHHBIX ONTOBBIX U POZHUYHBIX LIEH HA JIEKAPCTBEHHBIE
npenaparsl U U3 MEAULIMHCKOTO Ha3HaueHus, Bomenmue [lepeuenp Hanbosee BOCTpEOOBaHHBIX JIEKAPCTBEHHBIX PENApaTOB U
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(¢ usmenenusmu u oononnenusmu, enecernvimu nocmarosnenuimu Ilpasumenvcmea Ipuonecmposckou Mondasckoi Pecnybnuku om 26 cenmaopsa 2018 zo0a Ne 329

(CA3 18-39), om 30 cenmsbps 2019 200a Ne 358 (CA3 19-38), om 10 anpens 2020 2o0a Ne 110 (CA3 20-15)



(¢ usmenenusmu u oononnenusmu, enecernvimu nocmarosnenuimu Ilpasumenvcmea Ipuonecmposckou Mondasckoi Pecnybnuku om 26 cenmaopsa 2018 zo0a Ne 329
(CA3 18-39), om 30 cenmsbps 2019 200a Ne 358 (CA3 19-38), om 10 anpens 2020 2o0a Ne 110 (CA3 20-15)



[Tpunoxenue Ne 3
k [locTanoBneHno
IIpaBurensctBa lIpunHecTpoBCcKOi
Monnasckoii PecniyOnuku

ot 9 Hos10pst 2017 roma Ne 305

dopma npeaocTaBiaeHUsS HHPOPMALIHI 00 UMITOPTE JICKAPCTBEHHBIX MPEMapaToB U U3ACIUI MEIUIIMHCKOTO HA3HAUCHMS, BOIICIIINX B
[lepeuens HanboJee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB U U3EIU METUITMHCKOTO Ha3HAYEHUS TIepBON HEOOXOIUMOCTH,
3a MPOIIECAINN (OTUYETHBIN) MECHII

Hena 1 (oxHoit)

. | HaumeHoBanue M
Perucrpanmonusiit benapata HaumeHnoBanue KomnuectBo MOTPEOUTENBCKON YITAKOBKH
No /i HOMeEp COTJIACHO €I3ILCJI?II/IH ’ HMmonTe Jata OpraHu3aIu — VYcinoBust | MOTPEOUTETBCKUX Kon COTIacHO
- I'ocynapcrBeHHOMY MEIHIHCKOLO pTep HUMIIOpTa [IOCTABIIUKA, IIOCTAaBKHU YIIAaKOBOK BaJIFOTBI TOBapOCOIPOBOAUTCIIEHBIM
peructpy MOII H§3:aqum CTPaHBI MOCTABIIHKA (pacdacoska) JOKYyMCHTaM
B BAJIIOTE B py0. IIMP
1 2 3 4 5 6 7 8 9
1
2
3

(¢ usmenenusamu u dononrnenuamu, enecennvimu nocmanosienuimu Ilpasumenvcmea Ilpuonecmposckoi Monodasckoit Pecnybnuxu om 26 cenmabps 2018 2o0a Ne
329 (CA3 18-39), om 30 cenmsbps 2019 2o0a Ne 358 (CA3 19-38), om 10 anpens 2020 200a Ne 110 (CA3 20-15)




