Tekymast pepakius (C M3MEHEHUIMH KU AomojaHeHusMU: oT 26.09.2018 r. Ne
329, ot 30.09.2019 r. Ne 358, ot 10.04.2020 r. Ne 110, ot 11.04.2022 r. Ne 122)

ITPABUTEJILCTBO
[TPUJTHECTPOBKOM MOJIJABCKOI PECITYBJIMKU

ITOCTAHOBJIEHHE
9 HOs6ps 2017 roma Ne 305

Hpuocmauoeﬂeuo oelicmeue nOCMaHo8aeHUs 00 0C00020 pacnopasicenun

O coBepIllIeHCTBOBAaHUM ME€XaHU3Ma
rOCY/apCTBEHHOTO PETYIUPOBAHMS TICH
Ha HauOosiee BOCTPEOOBaHHBIE JIEKAPCTBEHHBIE MpenapaThl
U U3JIEUS MEIUITMHCKOTO Ha3HAYCHUS TTIEPBON HEOOXOIUMOCTH

B CcOOTBeTCTBMM C TMOANMYHKTaMH «a» H «y» TyHKTa 1 cratem 56,
MOANMyHKTOM «0» myHkta 1 crtatem 76-5 Konctutymum IlpumgaecTpoBCcKOn
Monpnasckoit PecmyOnuku, cratbeit 3, moamyHKTOM «0» myHkta 1 cratem 13,
MOIYHKTOM «I'» 4acTh mepBor ctatbu 14, cratberr 25 KOHCTUTYITMOHHOTO 3aKOHA
[TpunaectpoBckoit Monnasckoi Pecriyomuku ot 30 HOs10pst 2011 roma Ne 224-K3-V
«O TIIpaBurensctBe [lpmmHectpoBckoit MomnmaBckoit PecnyOnuku» (CA3 11-48)
C HW3MCHCHHEM W JOIOJIHCHUSMH, BHECEHHBIMH KOHCTHUTYIMOHHBIMHU 3aKOHAMU
[IpunaectpoBckoit MonmgaBckoir Pecnmybmukm ot 26  oktabps 2012 roma
Ne 206-K3/1-V (CA3 12-44), ot 2 utons 2016 roma Ne 145-K3U-VI (CA3 16-22),
ot 9 nexabps 2016 roma Ne 285-K3]/1-VI (CA3 16-49), 3akonom [IpumHecTpoBCKOi
Monnasckoit Pecriyomuku ot 31 nexabps 2004 toma Ne 513-3-111 «O menax
(rapudax) u neHoodpaszoBanuu» (CA3 05-1) ¢ u3MeHEHUSIMHU W JOMOJHCHUSIMH,
BHECCHHBIMU 3akoHamMu [IpumHecTpoBckoir MonmaBckoi Pecny6nmku ot 3 aBrycra
2006 roma Ne 68-3UJI-IV (CA3 06-32), ot 12 uions 2007 roma Ne 223-3UJI-IV
(CA3 07-25), or 24 oxtsa6pst 2007 roma Ne 327-3U-1V (CA3 07-44), ot 29 Hos10ps
2007 roma Ne 348-3/1-1V (CA3 07-49), or 6 mapra 2008 roma Ne 414-3UJI-IV
(CA3 08-9), or 8 wmroms 2008 roma Ne 487-3U-1V (CA3 08-27), or 29 wurons
2008 roga Ne 509-3U-IV (CA3 08-30), ot 26 mosiops 2008 roma Ne 597-3UJI-I1V
(CA3 08-47), or 25 utons 2009 roma Ne 788-3U-1V (CA3 09-26), ot 7 wurons
2009 roga Ne 801-3U-1V (CA3 09-29), ot 10 Hos6ps 2009 roma Ne 900-3U-1V
(CA3 09-46), ot 28 centsiops 2010 roma Ne 172-3U-1V (CA3 10-39), ot 25 Hos10ps
2010 roga Ne 236-3U-1V (CA3 10-47), ot 8 nmexadps 2010 roma Ne 243-3]1-1V
(CA3 10-49), or 24 mas 2011 roma Ne 62-31-V (CA3 11-21), ot 13 uronst 2011 roga
Ne 86-3U-V (CA3 11-24), ot 23 nexabpst 2011 roma Ne 244-3]1-V (CA3 11-51),
or 25 suBaps 2013 roma Ne 33-3U-V(CA3 13-3), or 21 suBaps 2014 rona
Ne 18-3U-V (CA3 14-4), or 6 mas 2014 roma Ne 96-3U-V (CA3 14-19),
ot 11 mapra 2016 roma Ne 49-3U-VI (CA3 16-10), ot 10 mas 2016 roma Ne 120-3-VI
(CA3 16-19), or 30 smBaps 2017 roma Ne 20-31-VI (CA3 17-6), ¢ muenbio
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MOBBIIIEHUSI JOCTYIMHOCTH W HEAOMYIIEHUs Jepuuuta Hauboyiee BOCTPEOOBAHHBIX
JIEKapCTBEHHBIX IMpenapaToB W HW3LAEIUA MEIHUIMHCKOTO HAa3HA4YeHHUS MEPBOU
Heooxoaumoctu, [IpaButensctBo [IpunnectpoBckoit Monnasckoit PecnyOnuku
MOCTAHOBIAET:

1. VYrBepauts I[lonoxenne o mopsnke ¢dopmupoBanus Ilepeunss Hanbosee
BOCTPEOOBAHHBIX  JICKAPCTBEHHBIX MpenapaToB U  M3JAEAUNH  MEIUIIMHCKOTO
Ha3Ha4YeHusl nepBoil HeoOxoaumocTu corjacHo [lpunoxenuto Ne 1 k HacTosmemy
IlocTanoBIEHHUIO.

2.  YtBepmuth  llopsmox  dopmupoBanus ~ (PUKCHUPOBAHHBIX  IICH
Ha JIEKQpCTBEHHBIE MpenapaTbl U U3JAENUs MEIUIUHCKOTO HAa3HAYEHUSI, BOIICAIINE
B llepeuenr Hanbonee BOCTpeOOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB M HU3JCIIUM
MEUITMHCKOTO Ha3HA4YeHUs TEepBOM HEoOX0omuMOCTH, cornmacHo Ilpumokennio Noe 2
K HacTosiemy [locTaHOBIEHUIO.

3. Exemecsuno B cpok mo 10 umcma mecsia, CIemyromero 3a OTUYETHBIM,
l'ocynmapctBeHHOMY TaMoOkeHHOMY Komutetry IIpuaHectpoBckoir MonmaBckou
PecniyOnuku HampaBisiTh B aJpec OopraHa rocyJapCTBEHHOTO PEryJIupOBaHUS LIEH
u TapudoB uHbOpMaLKUIO 00 UMIIOPTE JEKAPCTBEHHBIX MpENapaToB W HU3ACIHIMA
MEJIMIIMHCKOTO Ha3HadeHus, BomeAmux B [lepeyenr Hambosiee BOCTPEOOBAHHBIX
JIEKApCTBEHHBIX TMpenapaToB W U3ACIUNA MEIMIIMHCKOrO HA3HA4YeHUsl MEepPBOM
HEOOXOAMMOCTH, 3a mnpomeAmuid  (OTYETHBIA) MecsAll  corjacHo  Qopme,
onpenenennou [Ipmnoxennem Ne 3 k Hactosmemy [loctanoBieHUtO.

4. CyObeKkThl IIEHOOOPA30BaHUS, OCYIICCTBISIONIMEG ONTOBYIO W (WJIH)
PO3HUYHYIO  peaju3aluio  MeIUKo-papMaleBTUYECKOW MPOAYKIUMHU, OOS3aHbI
peaIu30BbIBaTh JIEKAPCTBEHHBIE MpENapaThl U W3ACNIHUS MEIUIIMHCKOrO Ha3HAYeHUs,
Bomeame B Ilepeuenp Haumbosiee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX IpenapaToB
Y U3JIeJINM MEAUIIMHCKOTO Ha3HAYEHUS TEPBO HEOOXOAUMOCTH, IO (PUKCUPOBAHHBIM
[[EHAM.

B po3nuuHOll ceTH CYOBEKTOB I1I€HOOOpa30BaHMs, OCYIIECTBISIONINX
PO3HUYHYIO peanu3anuio MeAUuKo-(hapMalneBTUUeCKO MNPOAYKIHH, HE0O0XOAUMO
HaJM4yue HE MEHee OJHOTr0 TOProBOr0  HAMMEHOBAHHUS 1O  KaXIOMY
13 MEXIYHAPOIHBIX HEMATEHTOBAHHBIX HAMMEHOBAHUMN JIEKAPCTBEHHBIX MPEMapaToB
U U3JEIUd MEAUIMHCKOrO Ha3zHaueHwus, Bomenmux B [lepeuenr Haubosee
BOCTPEOOBAHHBIX  JIEKAPCTBEHHBIX MpenapaToB U  M3JAEAUH  MEIUIIMHCKOTO
Ha3HAYEHUsI MEPBOM HEOOXOJMMOCTH, 3a HCKJIIOYEHHUEM CIIy4aeB, YCTAHOBIEHHBIX
YacThIO TPEThE HACTOSIIETO MyHKTA.

B ciaydae Hanuuusa B anTEYHBIX KHMOCKaxX M (puiinanax anTek JEKapCTBEHHBIX
npenapaToB M U3ACIUA  MEIUIMHCKOTO  HAa3HAUEHUS,  MEXIyHapOIHBIC
HEMATEHTOBAaHHbIE  HAUMEHOBAHUS  KOTOPBIX  HJIEGHTHUYHBl  MEXKIYHAPOJHBIM
HEMATEeHTOBAaHHBIM HAMMEHOBAHUSM JIEKAPCTBEHHBIX IMPENapaToB H  HU3JCIHN
MEJIMIIMHCKOTO Ha3HadeHus, BomeAmux B [lepeyenb Hamboliee BOCTPEOOBAHHBIX
JEKApCTBEHHBIX CPEACTB U  M3JEIUNA  MEAUIMHCKOTO Ha3HA4YeHUs MEepBOIl
HEOOXOJMMOCTH, B JIaHHBIX CYOBEKTaX IEHOOOPA30BaHUS HEOOXOIUMO TaKXKe
M HAJIWNYUE COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpenapaToB U  U3JACIUU
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MEJIMIIMHCKOTO Ha3HadyeHus, BomeAmux B [lepedenb Hamboliee BOCTPEOOBAHHBIX
JIEKapCTBEHHBIX CPEICTB M HU3JAEIMA MEIMIMHCKOIO HAa3HAYCHUS NEpPBOU
HEOOXOJUMOCTH.

IIpn oTcyTcTBMM B peann3alid TOPrOBBIX HAUMEHOBAHUM JIEKAPCTBEHHBIX
MpEnapaToB W HW3JACIUA MEIUIMHCKOTO Ha3HadyeHus, Bomenmwux B IlepedeHn
HanOoJsiee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPENapaToOB M U3ACIUI MEIUIIMHCKOTO
Ha3HAaUYEeHUS 11(50): 10 HEOOXOIUMOCTH, CYOBEKTHI 1IeHOo00pa30BaHMS,
OCYILIECTBIIAIOIINE PO3HUYHYIO pean3anuio MeMKo-(papManeBTHIECKON
MPOAYKINH, UMEIOT MPABO 3aMEHUTHh OTCYTCTBYIOIINE B PEATN3ALNU JIEKAPCTBEHHbIC
npenaparel W W3JAeNWs MEIUWLIUHCKOrO Ha3HaueHus, Bowenmue B IlepedeHp
HanOoJsiee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPENapaToOB M U3ACIUI MEIUIIMHCKOTO
Ha3HAYeHUsT  NEpPBOM  HEOOXOAMMOCTH,  AQHAJIOTUYHBIMU  JIEKAPCTBEHHBIMU
npernaparaMd W U3ACIHSIMHA ~ MEJULIMHCKOTO  HA3HAYEHUS  OTE€UYECTBEHHOTO
MPOU3BOACTBA IMPU YCIOBUM pealv3allu TaKMX TOBAPOB II0 HAUMEHbIIEH
(bUKCUPOBAHHON PO3HUYHOM 1I€HE, YCTAHOBJIECHHON HA aHAJIOTMYHBIN JICKAPCTBEHHBIM
npernapar (U3/enue MEeIUIIMHCKOTrO Ha3HaueHus), Bomeamui B [lepeuens Hanbolee
BOCTPEOOBAHHBIX  JIEKAPCTBEHHBIX MpemapaToB U  M3JAEAUNH  MEIUIIMHCKOTO
Ha3HA4YeHUs MEePBON HEOOXOIUMOCTH.

[Ipu peanuzamuu CcyObEKTaMH IEHOOOpa30BaHMS, OCYIIECTBISIOMINMUI
ONTOBYIO peanu3aluio MeIuKo-(papMareBTUYeCKON MNPOAYKIUU, YUPEKICHUAM
3IpABOOXPAHEHUS  JICKAPCTBEHHBIX IMPEMApATOB M  M3ACIHA  MEIULMHCKOTO
Ha3HadyeHus, Boweamux B llepedens Hanbosnee BOCTPEOOBAHHBIX JEKAPCTBEHHBIX
npenapaToB W W3ACIUA MEIUIMHCKOTO Ha3HAYEHUs TNEpBOM HEOOXOJMMOCTH,
CUUTATh YCTAHOBJICHHYIO OpPTaHOM PETYJIUpPOBaHUS 1IeH U Tapu(oB PUKCUPOBAHHYIO
ONTOBYIO IIEHY MPEAEIBHON ONTOBOW LIEHOM.

5. MunucrepctBy 3apaBooxpaneHusi [IpugnectpoBckoit  MoinjgaBckoi
PecniyOnvku B Teuenue 30 (TpuanaTth) KaJeHIApHBIX THEH C JaThl BCTYIUICHUS
B cwily Hacrosero llocTaHOBIIEHMS MOATOTOBUTH MHPOEKTHI COOTBETCTBYIOIIMX
W3MCHEHUH (IOMOTHeHHI) B HOpPMATHUBHBIC IPABOBBIC aKThl [IpUIHECTPOBCKOM
MongaBckoil PecriyOnuku s yCTaHOBJIEHUS B JACHCTBYIOIIEM 3aKOHOJATENIBCTBE
[IpugnectpoBckoit Monnasckoit PecnnyOnuku:

a) 00S13aHHOCTH CYOBEKTOB IIEHOOOPAa30BaHHUS, OCYIICCTBISIOMUX POSHHUUHYIO
peanuzaiuilo  MeauKo-GpapMaleBTUYECKOW MPOAYKIUHU, OOEecleuyrnBaTh HaJIU4YUE
B PO3HMYHOM CETH HE MEHEE OJIHOTO TOPrOBOr0 HAWMEHOBAHUS IO KaXIOMY
W3 JIEKapCTBEHHBIX MpenapaToB U U3ACIUN MEIUIMHCKOIO HAa3HAYCHUS, BOLIEIIINX
B llepeuenr Hanbonee BOCTpeOOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB U HU3ACIIUM
MEIMIIMHCKOTO  Ha3HAYeHUs TEpBOM  HEOOXOOMMOCTH (C  y4eTOM HOPMBI,
OIpeIeTICHHON B yacTu 3 myHKTa 4 HacTosmero [loctaHoBiieHuU);

0) OTBEeTCTBEHHOCTH 3a OTCYTCTBHEC B PO3HUYHOH CETH CYOBEKTOB
[IEHOOOpa30BaHUsl,  OCYIIECTBISIOMIMX  PO3ZHUYHYID  peald3alyi0  MEJIUKO-
(apMalleBTUYECKOW MPOAYKIIMH, HE MEHEe OJHOTO TOProBOr0 HAWMEHOBAHUS
M0 KaXJIO0MY M3 MEXIYHApOAHBIX HEMATEHTOBAHHBIX HAUMEHOBAHUH JICKAPCTBEHHBIX
MpEenapaToB M HW3JACIWA MEIUIMHCKOTO Ha3HadyeHus, Bomenmmx B Ilepedens
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HanOoJsiee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPENApPATOB U U3ACIUI MEIUIIMHCKOTO
Ha3HA4YEeHUs MEePBOM HEOOXOIUMOCTH.

6. OTBETCTBEHHOCTH 3a peajan3anuio HacTtosmero [locTaHOBICHNS BO3JIOKUTH
Ha MHUHHUCTpa 31paBooxpaHeHus IlpuanectpoBckoiri MongaBckoit PecnyOnuku,
3amectutens IIpencemarens IlpaBurensctBa IlpupHecTpoBckor MonmaBckon
PecnyOnuku —  MuUHHUCTpa  SKOHOMHYECKOro  pa3Butus [IpugHecTpoBcKoOit
Monnasckoit  PecnyOnuku, mnpexacematenss ['OCymapCTBEHHOTO  TaMOXEHHOTO
komuteTa [Ipuanectposckoit Mongasckoit PecyOnuku.

/. Kontponp 3a peanmmzamueid HacTosmiero IlocTaHOBIEHUS BO3JI0XKHUTH
Ha mnepBoro 3amecturens IIpenceparens IlpaButenscrBa IlpuaHecTpoBCKOM
Momnnasckoii PecniyOnuku.

8. Hacrosmee IlocranoBieHne BCTymaeT B CHIY CO JHS OQPHUIIHATHHOTO
OITyOJIMKOBAHUS 32 HCKITFOYCHUEM MMyHKTa 3 HacTosIiero [loctanoBneHus.

[Tyakt 3 Hacrosmiero [loctanoBnenus Bctymaet B cuny ¢ 1 suBaps 2018 roxa.

ITPEACEHATEJIb ITPABUTEJIbCTBA A.MAPTBIHOB



[MPUJIOXXEHUE Ne 1

K Ilocranosnenuro [IpaBurenscrBa
[TpunaecTpoBckoit MonagaBckou
PecniyOnuku

ot 9 Hos1Opst 2017 roma Ne 305

[Tonoxenue o nmopsake GopmMupoBaHUs
ITepeuns HanboJiee BOCTpEOOBAHHBIX JIEKAPCTBEHHBIX MPETapaToOB
Y U3JeIUN MEIUIIMHCKOTO Ha3HAUYCHUS MEPBOM HEOOXOIUMOCTH

1. Hactosimiee Ilonoxkenue o mopsnake QopmupoBanus llepeunss Hanbosee
BOCTPEOOBAHHBIX  JICKAPCTBEHHBIX MpenapaToB U  M3JAEAUNH  MEIUIIMHCKOTO
Ha3HAYeHUsI TMEepBOM HEOOXOAMMOCTH OMNpeAessieT MOopsiAoK  (HOpMUPOBaHUS,
ycTaHoBieHus, u3MeHenus: Ilepeunss HanbGosnee BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX
MpenapaToB U U3ACIUM MEAUIIMHCKOTO Ha3HAUYCHUS MTEPBOM HEOOXOIUMOCTH.

2. Ilepeuenr Hamboyiee BOCTPEOOBAaHHBIX JIEKAPCTBEHHBIX IIPEMapaToB
U U3JCIMHA MEIMIMHCKOTO Ha3HAYCHHS TIEepBOM HeoOxomumocT (manmee —
[Tepeuenn) — nepedyerp u3 100 (cta) Hambosee BOCTPEOOBAHHBIX MMITOPTUPYEMBIX
Ha Ttepputoputo IlpumHectpoBckoit MoumaBckoit PecnyOauku JIeKapCTBEHHBIX
npenapaToB W HW3ACIUA MEIUIMHCKOTO Ha3HAYEHUs NEpBOM HEOOXOJMMOCTH,
YTBEPKIAEMbIH  HMCHOJHUTEIIbHBIM OpraHoM  TrOCYJapCTBEHHOM BJIACTH,
BBITIOJTHSIOMUM  (PYHKIUU TIO BBIPAOOTKE TOCYJIapCTBEHHOM TMOJUTUKU B cdepe
31paBOOXPAHEHUSI.

ITepeuens BKIOYAET B cEOS:

a) 100  (cTo)  MEXKIYHApOIHBIX  HENMATCHTOBAHHBIX  HAMMCHOBaHWH
JIEKapCTBEHHOTO Ipernapara, HAMMEHOBAHU M U3/IeNUsl MEAUIIMHCKOTO Ha3HAUYCHMUS;

0) nekapcTBeHHYIO (HDOpPMY JICKAPCTBEHHOIO mpemnapara (Ta0JIeTKH, KarcCyiibl,
KaIlIk, CYCIICH3MS B TaK Jajiee);

B) JIO3UPOBKY, O00BEM JIEKAPCTBEHHOTO IIperapara, W3S MEIUIIMHCKOTO
Ha3HAYCHUS,

r) TOproBO¢  HAMMCHOBAaHWE  JICKAPCTBEHHOTO  IIperapara,  HM3Jeus
MEIMIIMHCKOTO Ha3HaueHWs (He MeHee 2 (ABYX) TOProBBIX HAMMEHOBAaHWW IS
KaXJIOr0 MEXIYHapOJHOI0 HEMAaTeHTOBAHHOTO HAMMEHOBAHUSI JIEKAPCTBEHHOIO
nperapara, HaMMCHOBAaHUS W3JCIIAS MEAMIIMHCKOTO Ha3HAYCHHS), C yKa3aHHUEM
OpPraHW3allMd — TPOU3BOJIUTENS, CTPaHBI MPOUCXOXKICHUS TMpernaparta (WU3IeIns)
U CBEJICHUI O rOCYJapCTBEHHON PErHCTpalMU JIEKAPCTBEHHOTO Ipenapara, U3aeus
MEJIUIIMHCKOTO Ha3HAYEHUS.

3. ExerogHo B cpok 10 15 OKTAOpST pyKOBOJIUTENH HCIIOTHUTEIHLHOTO OpTraHa
rOCYJapCTBEHHOW  BJACTH,  BBINOJHAIOMIETO  (QPYHKIMH 1O  BBIPAOOTKE
rocyJapCTBEHHOM MOJIUTUKU B c(pepe 3[paBOOXpaHEHUsI, HAIIPABJISET B aJJpec OpraHa
rOCyJapCTBEHHOTO PETYIUPOBAHUA LIEH U Tapu(OB KOMUIO0 HOPMATUBHOTO ITPABOBOTO
akTa corjacHo ¢opme, onpenensemon IlpunoxxenneM k HactosmeMmy IlomoxeHuro,
yTBepxkaatomiero llepeyenr W mpoleamero  Mpoueaypy  TrocyIapCTBEHHOM
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perucrpanuu WCTIOJIHUTEbHBIM OpraHoM roCy1apCTBEHHOM BJIACTH
[IpunnectpoBckoii MonmaBckoir PecnyOnuky, YNOJIHOMOYEHHBIM Ha BbIPAaOOTKY
Y peaav3aldi0 TOCYIAPCTBEHHON MOJHMTUKUA U OCYIIECTBICHUE TOCYIAPCTBEHHOTO
yrnpaBieHus B cepe FOCTUIUN.

[Tepeuenr 100 (cTa) MeEXTyHAPOMHBIX HEMATCHTOBAHHBIX HAWMCHOBAHHN
JIEKapCTBEHHBIX CPEACTB, M3JEIUN MEOULMHCKOTO HA3HAYEHUS OIpPEIENsIeT OpraH
roCyIapCTBEHHOMN BJIACTH, BBITIOJIHS FOIITU I byHKIUU o BBIPaOOTKE
rOCyJJapCTBEHHOM TMOJUTUKU B cdepe 3IpaBOOXPAHECHUS, UCXOJd W3 CTATUCTUKHU
3abonieBaemocTy HaceneHus B [IpuaHecTpoBckori MonmgaBckoit PecyOnuke ¢ 1ennbio
oOecrieueHUs]  HAceJeHUsT  JICKAPCTBEHHBIMM  MpernapataMu W HU3JAEITUSMHU
MEJIUIIMHCKOTO  Ha3HA4Y€HUs, OTBEYAIOIIMMHU TMPUOPUTETHBIM  MHOTPEOHOCTAM
MEJIUIIMHCKOTO OOCHY>KMBAaHUS HACEJEHHUs, B TOM YHUCIE B MLEISIX NPOQUIAKTUKU
Y JIeueHHs 3a00JICBaHUA.

JlexapcTBeHHy0 (opMy, HO3UPOBKY, OO0BEM U TOProBO€ HAMMEHOBAHHE
JIEKApCTBEHHOI'0 IIpenapara, U3Aeaus MEIULUMHCKOIO0 Ha3HAYEHHUs, BOLIEIIINX
B [lepeuens 100 (cta) MexayHapOJHBIX HEMATEHTOBAHHBIX HAaWMEHOBAHHM, OpraH
roCyIapCTBEHHOMN BJIACTH, BBITTOJIHS FOIITU I byHKIUN o BBIPaOOTKE
roCyJapCTBEHHOM MOJUTUKHU B cepe 3paBOOXPAHEHUS, OMpPEICISIeT HA OCHOBAHUU
aHaJgu3a KOJUYECTBAa PEAIM30BAHHBIX MOTPEOUTEIHCKUX YMaKOBOK JIEKAPCTBEHHBIX
MpEnapaToB M HW3JACIWA MEIUIMHCKOTO Ha3HadyeHus, Bomenmux B IlepedeHp
100 (cta) MeXIyHapOIHBIX HEMATCHTOBAHHBIX HAMMEHOBAHHMH JIEKAPCTBEHHBIX
CPEACTB, M3JEIUN MEOUUHMHCKOTO HAa3HAYECHUs, OIPENEIICHHbII B COOTBETCTBUU
C YaCTbhIO BTOPOU HACTOSLIETO IIYHKTA.

JIns  aHanM3a KOJMYECTBA PEAM30BAHHBIX MOTPEOUTENHCKUX YIMAKOBOK
JIEKapCTBEHHBIX MPENapaTtoB W W3ACIUNA MEAUIHUHCKOTO HA3HAYCHMS, BOILICAIINX
B Ilepeuenr 100 (cTa) MeXIyHApOMHBIX HEMATEHTOBAHHBIX HAUMEHOBAHHN
JIEKapCTBEHHBIX CPEACTB, H3IAEIUNA MEAULIMUHCKOrO HA3HAYEHHUs, OMNPEACICHHBIN
B COOTBETCTBUU C YACTHIO BTOPOM HACTOSIIETO ITYHKTa, OpPraH rOCYJapCTBEHHOMU
BJIACTH, BBHIMOJHIIOMMUN (QYHKIMH 1O BBIPAOOTKE TOCYAAPCTBEHHOW MOJIUTUKU
B cdepe 3IpaBOOXpaHEHUS, NPUHUMAET COOTBETCTBYIOIIYID HMH(POPMAIUIO
3a mpeapiaymme 12 (ABeHaanmaTh) MeCSAIEB  OpPraHW3alWd, 3aHHMAFOIICH
HauOOJBIIYIO JIOJIF0 HAa PBIHKE PO3HUYHOMN peanu3aliuu MeauKo-hapMaleBTUYECKOM
MPOAYKIIMU HA BHYTpeHHEM pbiHke [IpuaHectpoBckoit Mongasckoit PecryOnuku.

Opran perynupoBaHusi 1IeH U Tapu(poB €XKErogHO He mo3aHee 1 ceHTsIops
HaIpaBlIIeT B aJpec OpraHa rocyJAapCTBEHHOW BJIACTH, BBIMOJHSIONIETO (DYHKIIHUU
Mo BBIPAOOTKE TOCYJAApCTBEHHOM TOJMTHUKM B cepe 3apaBOOXpPaHEHUS,
uHpopManuio 00 OpraHu3aluy, 3aHUMAalolled HauOONBIIYI0 JOJI0 Ha PHIHKE
PO3HUYHON pealn3aluul MeAuKO-hapMaleBTUYECKON MPOAYKIUA Ha BHYTPEHHEM
peiake [lpugnectpoBckoit MonmaBckoit PecriyOnuku 3a mpoue il KaaeHJapHbli
roj.

4. Jlna ueneit opmupoBanus, nepecmotpa [lepeuns opran rocyaapcTBEHHOM
BJIACTH, BBHIMOJHIIOMMUN (QYHKIMH 1O BBIPAOOTKE TOCYAAPCTBEHHOW MOJIUTUKU
B cdepe 3apaBooxpaHeHus, co3naeT Komuccuio mo omnpeneneHuro Haubosee
BOCTPEOOBAHHBIX  JICKAPCTBEHHBIX MpenapaToB U  M3JAEAUNH  MEIUIIMHCKOTO
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Ha3HA4YCHHUsS TepBol HeoOxomamMocTH (manmee — Komwccus), B cocTtaB KOTOpOUH
BXOJISIT:

a) mpeacenaTe’b KoMUCCMM — pYKOBOJIUTENb OpraHa TOCYIapCTBEHHOMN
BJIACTH, BBIMOJHAIONIETO (QYHKIMU MO BBIPAOOTKE TOCYIapCTBEHHON MOJIUTUKH
B chepe 3apaBOOXpaHEHHUS;

0) cexperapp KoMuccuu: mpelncTaBUTENIb OpraHa TOCYAapCTBEHHOW BIIACTH,
BBITIOJTHSIONIETO (PYHKIMU TO BBIPAOOTKE TOCY/IapCTBEHHOM MNONUTHUKU B cdepe
3IpaBOOXPAHCHMUS;

B) wicHbl Komuccun:

1) mpeicraBuTeNM  OpraHa TOCYJapCTBEHHOW  BJIACTH,  BBIMOJHSOIICTO
(GyHKIIMU 110 BBIPaOOTKE TOCYAapCTBEHHOW MOJUTUKH B c(hepe 3apaBOOXpaHEHHUS,

2) Ipe/ICTAaBUTEIN OpraHU3allid, YIOJHOMOYEHHOW Ha OCYIICCTBICHHUEC
NEATEbHOCTU MO OOECHEYeHUI0 KOHTPOJIS KauyecTBa MeEANKO-(hapMaieBTUUECKOM
npoaykiuu B [IpunnecrpoBckoit Monnasckoit Pecniyonuke;

3) pyKOBOIUTEIH HEKOMMEPUYECKUX 00beTMHEHU I opraHu3aIuu,
peanu3yomuxX  MeIUKo-(papMaleBTUYECKYI0  MPOAYKIHUIO  HAa  TEPPUTOPUU
ITpuanecTpoBckoit MongaBckou PecrmyOnuku;

4) mpencTaBuTeNM He MeHee 3 (TpeX) OpraHu3aiuid, OCYIIEeCTBISIONUX UMIOPT
Ha Tepputoputo IIpuanectpoBckoit MongaBckoit PecnyOnuku #  ONTOBYIO
peanu3aiuio MeauKo-papMaleBTUYECKON IPOTyKIINH;

5) npencTaBUTENN UHBIX OpPraHU3aIni.

CocraB Komuccum yTBEpKAAET PYKOBOAUTENb OpraHa TrOCYIapCTBEHHOU
BJIACTH, BBIMOJHSIOMMUN (QYHKIMM 1O BBIPAOOTKE TOCYAApPCTBEHHOW MOJIUTUKU
B cpepe 3/I[paBOOXpaHEHUS.

O pare, BpemeHnn u Mecte 3acenanuss Komuccuum cekperapp Komwuccun
coobmaer uieHam Komwmccum He meHee deM 3a 3 (Tpu) pabouyux JHS 10 JaThl
npoBefieHus 3acenanuss Komuccuu ¢ HampaBlIeHHMEM I[IOBECTKM M MaTepHUasioB,
MOJIeKAIINX PACCMOTPEHUIO Ha 3acenanun Komuccum.

B Teuenue 3 (Tpex) paboumx mHed mocie 3acenanus Komuccnn odopmiisercs
u noamnuckiBaetcss I[IpoTokon coctaBa Komuccuu o BKIFOUYCHUH (MCKITIOYCHHH)
JICKapCTBEHHOTO Tpenapara, W3JIeIus MEIUIIMHCKOro HasHaueHus B (u3) IlepedcHb
(ITepeuns) (manee — [IpoTokomn).

[IpoTokONM HOMKEH CcoJepKaTh OOOCHOBaHHME BKIIOUYCHHS (MCKITFOUCHHS)
JICKapCTBEHHOTO Tpenapara, W3JeIus MEIUIIMHCKOro HasHaueHus B (u3) IlepedeHb

(ITepeuns).
[IpoTokon MNOIEKUT pa3MEIICHUI0 Ha O(QUIMaIbHOM CalTe oOpraHa
rOCYJapCTBEHHOW  BJIACTH,  BBINOJHAIOMIETO  (PYHKIMH 1O  BBIPaOOTKE

TOCYJIapCTBCHHON TOJMTUKKA B cdepe 37paBoOOXpaHCHUs, He mo3mHee 2 (IBYX)
pabouux JHEN ¢ JaThl €ro MOAMUCAHHUS.

5. 3asiBUTENEM TPEIUIOKCHHWS O BKIOYCHHM W (WIH) HCKIIOYCHUU
JEKapCTBEHHOIO TMpernapara, H3Jeius MEIUIUHCKOro Ha3zHaueHuss B llepedensn
Ha CIEAYIOIIMA KaleHJApHbIA TOJ  MOXET SBIATbCA  JIOOOW  CYOBEKT,
OCYIIECTBIISIIONTUI OOpaIieHne MeauKo-(papManeBTHICCKON MPOTYKITHH.



-8-

Bce mnpemiokeHus o BKIOUeHUH W (MJIM) HCKIIOYCHHM JICKAPCTBEHHOTO
npernapara, H3JIelus MEIULIHMHCKOro Ha3HaueHuss B llepeueHp Ha clenyrommin
KaJEHJApHbIA TOJ, IMOCTYNHUBIIAE B aJPEC OpraHa TrOCYyJAapCTBEHHOM BIIACTH,
BBITIOJTHSIONIETO (DPYHKIMU TO BBIPAOOTKE TOCYIapCTBEHHOW MONUTHUKU B cdepe
3pAaBOOXPAHEHUS, OJJIEKAT PACCMOTPEHUIO Ha 3acenanun Komuccun.

6. 3asgBUTEIEM MPEIIOKECHUS O BHECEHMH HW3MEHCHMH, JIONMOJHCHUI
B JevcTByromii [lepeuensb, yTBEpKIACHHBIN HA TEKYIIUN KAJIEHAAPHBIA O, MOXET
ABJSATBCS  OpraHU3alus, OCYWIECTBIIAIONIAs] ~ MMIOPT  HA  TEPPUTOPUIO
[TpuanectpoBckoit MoinnaBckoid PecniyOnuku ¥ ONTOBYIO pealv3aldi0 MEIUKO-
(hapMaileBTUYECKOU MPOAYKIIHUH.

[IpemyioxkeHust O BHECEHUMHW UW3MEHEHHWH, JOMOJIHCHUW B JACHCTBYIOIIAMN
Ilepeyenb, yTBEpXKICHHBIM HAa TEKyIIMM  KaJCHAAPHBIA  TOJ,  IOJJICKHUT
paccMoTpeHHI0O Ha 3acemaHuu Komuccum B Tedenue 5 (mmsatu) paboumx JTHEH,
CHEYIOLINX 32 JHEM MOCTYIUICHHS TPEAJI0KEHUS.

He nmo3anee 2 (nByx) pa®oumx aHel ¢ 1aThl IpoBeaeHus 3aceqanus Komuccuu
PYKOBOJUTEIh OpraHa TOCYJapCTBEHHON BJIACTH, BBIMOJHSIOMIETO (YHKIIUU
M0 BBIPA0OTKE TOCYAAPCTBEHHOM MOJUTUKU B cdepe 3ApaBOOXPAaHEHHUS, TPUHUMAET
pElIECHWE O BHECEHWH W3MEHEHUHW, JOMNOJIHEHWWA B JAeucTByromuii Ilepedens,
YTBEPKACHHBIA HAa TEKYIIHM KAJICHAAPHBIA TOJ, C MHUCBMEHHBIM YBEIOMIICHUEM
3asBUTEJIA.

B ciydae mnpuHsATHS pemieHUs O BHECEHUHM HW3MEHEHWH, JOIMOJHEHUM
B AeucTBytomuil [lepedyenb, yTBEpKICHHBIN HA TEKYIIUN KaJCHIAPHBIM roj, KONUA
COOTBETCTBYIOIIETO HOPMATHBHOT'O TIPaBOBOTO akTa B TeueHue 1 (ogHOTr0) padoyero
IHS C 1aThl HOAMUCAHUS OJHOBPEMEHHO HANPABIISAETCS B aApec:

a) opraHa rocyJapCTBEHHOT'O PETYJIMPOBAHUS IICH U Tapru(DOB;

0) HCIOJIHUTEIBHOTO OpraHa TOCYIApCTBEHHOW BiacTH I[IpuaHecTpoBCKOMH
MonnaBckoii PecnyOnuku, yNOJTHOMOYEHHOTO Ha BBIPA0OTKY M peau3aluio
rOCYyJapCTBEHHOM TMOJIUTUKU K OCYIIECTBJIEHHUE TOCYIAPCTBEHHOTO YIPABICHUS
B cpepe I0CTULINH, Ha TOCYAAPCTBEHHYIO PETUCTPALIHIO.



®opma yreepxkaeHus [lepeuns Hanboee BOCTpeOOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB U

[Tpunoxenune k [omoxennto o nopsiake
dbopmupoBanus [lepeuns naubosee
BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX
MpenapaToB U U3AEIUNA MEIUIIMHCKOTO
Ha3HA4YEeHUS IEPBON HEOOXOIUMOCTH

W3/1eNui MEIMIIMHCKOTO Ha3HAYeHUs IEPBOM HEOOXOMMOCTH

MexnyHnapoaHoe
HanmenoBanue
HENaTEHTOBAHHOE ToproBoe HauMeHOBaHUE
OpraHu3aIuu — Csenenus o
Ne HalMEHOBAaHUE JlexapctBennas | Jlo3upoBka, JIEKapCTBEHHOI'0 .
IIPOU3BOIUTES, roCylapCTBEHHOU
/0 | JeKapCTBEHHOTO Ipenapara, dopma o0beM npenapara, U3aenus
CTpaHbI perucrpanumn
HAaUMEHOBaHUE U3/EIHS MEUIIMHCKOTO Ha3HAYEHUs
IIPOUCXOXKACHHUS
MEUIIMHCKOTO Ha3HAYEHUs
1.
2.
3.
4.
5.
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I[MPUJIOXEHUE Ne 2

K Ilocranosnenuro [IpaBurenscrBa
[TpunaecTpoBckoit MonagaBckou
PecniyOnuku

ot 9 Hos1Opst 2017 roma Ne 305

[Mopsimox hopmupoBanust GUKCUPOBAHHBIX IIEH
Ha JIEKApCTBEHHBIEC MpenapaThl U U3 MEIUIIMHCKOTO Ha3HAYEHUS,
Boueue B [lepeuenp Hanboaee BOCTpeOOBAHHBIX
JIEKApCTBEHHBIX MPEMAPATOB U U3JEIUN MEIUIIMHCKOTO Ha3HAYEHUS
MepBOM HEOOXOIUMOCTH

1. Hacrosmuii [Topsiook dbopmupoBaHuUs (UKCHPOBAHHBIX LIEH
Ha JICKapCTBEHHBIC NpEnaparbl U U3ACIHUS MEAULIHUHCKOTO HA3HAYCHUS, BOLIEIIINE
B llepeuenr Hanbonee BOCTpeOOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB M HU3JCIIUM
MEJIMIIMHCKOTO Ha3HAY€HUs TMEepBOM HEOOXOJMMOCTH, ONpEAeNseT IMpaBuia
dbopMupoBaHUsS W YCTAaHOBJEHUSA (PUKCHUPOBAHHBIX OMNTOBBIX W PO3HUYHBIX IIEH
Ha JICKAPCTBEHHBIE NpENnaparbl U U3JCNIHUS MEAULIHUHCKOTO HA3HAYCHUS, BOLIEIIINE
B llepeuenr Hanbonee BOCTpeOOBAHHBIX JIEKAPCTBEHHBIX MPENApPATOB M HU3JACIIUN
MEIMIIMHCKOTO Ha3HAYCHHS ITePBOi HeoOxoauMocTH (nanee — [TepeueHs).

2. ExxerogHo B cpok m0 1 mexaOpsi TEKyIIero roja OpraH TOCyAapCTBEHHOTO
peryJupoBaHusi 1IeH U Tapu(oOB yCTaHABIMBAET HA OUYEPETHON KaJleHIAPHBINA TO
(UKCUpOBAaHHBIE ONTOBbIE W PO3HHUYHBIC IIEHbl HA JIEKAPCTBEHHBIC Mpemaparshl
U U3JeNusl MEIUIMHCKOTO Ha3HadeHus, Bowenamue B Ilepeuens, cornacHo dopwme,
onpenenennou [Ipunoxenuem Ne 1 k Hacrosmemy Ilopsaky.

3. st meneit popMuUpoOBaHUS W YCTAHOBJICHHS HA OYCPEAHOW KaJICHIAPHBINA
roJl (PUKCUPOBAHHBIX OMNTOBBIX M PO3HUYHBIX LIEH HA JIEKAPCTBEHHBIE MpenapaThl
Y U3JIeUsl MEAUIMHCKOTO Ha3HaueHus, Boueamue B [lepeuens, B cpok 10 1 HOSIOps
TEKyIIero rojga CyObeKThl 1LIEHOOOpa30BaHMS, OCYLIECTBIISIIOIIME  HUMIIOPT
Ha Tepputoputo IIpugHectpoBckoit MongaBckoit PecnyOnuku #  ONTOBYIO
peanu3aluilo MeIuKo-GpapMaleBTUYECKOW MPOAYKIUHU, NPEACTaBISAIOT B  ajpec
opraHa rocy/lapCTBEHHOTO PEryJUpOBaHUsS LIEH U Tapu(oOB pacuyeTHbIE MaTEpPHUAIBI
o (GOpPMHUPOBAHUIO 1IEH MNPHOOPETEHHUs JICKAPCTBEHHBIX MpEnapaToB U U3JEIUM
MEIUMIIMHCKOTO  Ha3HaueHwus, Bomenmux B Ilepeuenb, cornacHo ¢opwme,
onpenenennon llpunmoxxkennmem Ne 2 k Hacrosmemy [lopsnky, Ha OymakHOM
Y 3JIEKTPOHHOM HOCHTEJE.

Marepuansl 1no (HOPMUPOBAHHMIO LI€H MPUOOPETEHUS JIEKApPCTBEHHBIX
MPENnapaToB M W3ACIUN MEAULUUHCKOTO Ha3HaudeHus, Bomenmux B [lepedens,
CyOBEKThl  IIeHOOOpa30BaHHUs, OCYUIECTBIAIONIME HMIOPT HAa  TEPPUTOPHUIO
[IpuanectpoBckoit MoinnaBckoid PecniyOnuku ¥ ONTOBYHO peau3alii0 MEIUKO-
(dbapMalleBTUYECKOW TPOAYKIUH, (POPMHUPYIOT HAa OCHOBAHUU JAHHBIX MOCIEIHHX
3 (Tpex) mocraBok (MMIIOpPTA) IO COOTBETCTBYIONIEMY JICKAPCTBEHHOMY IIperapary,
W3AEIUI0 MEUIIMHCKOTO HA3HAYECHUS B TEKYIIEM KaJIE€HIapHOM TOJly.
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B cnydae orcyTcTBUS B TeueHHe 6 (IIECTH) MOCIEIHUX MECSIEB TEKYIIETrO
KaJICHJIApHOT0 ToJla MOCTaBOK (MMITOPTA) MO COOTBETCTBYIOIIEMY JICKAPCTBEHHOMY
npenapaTty, HM3JACIHUI0  MEAUIMHCKOTO  Ha3HAuYeHHs] Yy  BCEX  CYOBEKTOB
1IEHO00pa30BaHusA, OCYIIECTBISIONIMX MMIOPT Ha TepputToputo [IpuaHecTpoBCKoOit
MonnaBckoit PecnyOnuku W ONTOBYIO peav3alldi0 MEANKO-(hapMarieBTUYECKOM
MPOAYKIIMU, OpraH TOCYJAapCTBEHHOTO pEryJupoBaHUs LIEH U TapudoB BIpaBe
3alpPOCUTh WH(POPMAIUIO O MPEABAPUTEIBHON CTOUMOCTH (IIeHE NPUOOPETCHHUS)
JIEKapCTBEHHBIX NPENapaTtoB M MU3ACIUNA MEAULIHUHCKOTO HA3HAYCHMS, BOILICAIINX
B Ilepeuenb, y CyOBEKTOB 1I€HOOOpPA30BaHUs, OCYIIECTBISIOMIUX HUMIIOPT
Ha Tepputoputo IlpugnectpoBckoit MongaBckoit PecnyOnuku #  ONTOBYIO
peanu3aiuio MeauKo-(papMaleBTUYECKON MPOAYKIMU, 3aHUMAIOIKUX HAWOOJIBIIYIO
JIOJII0 B CTPYKTYpE UMIIOPTA MEANKO-(hapMalieBTUYECKOU MPOTYKIIUH.

Opranuzanusi, 3aHuMarollas HAWOOJBIIYIO JIOJII0 B CTPYKType HMIIOpTa
MeJIMKO-(papMaleBTUUECKON MOpoayKuuu Ha Tepputoputo [IpugHecTpoBcKkoit
Monnasckoii  PecnyOnuku, —  opraHuzanus, O0O0beM  HUMIIOPTa  MEIHMKO-
(apManeBTUYCCKOW MPOIYKIIUU KOTOPOU (B JCHE)KHOM BBIPAKCHHUH 32 MPOIISAIINN
KaJICHIApHBIA TIEPHUOa) IO JAHHBIM HCIOJIHUTEIBHOTO OpraHa TOCyAapCTBEHHOU
BJIACTH, OCYLIECTBJISIONIET0 HEMOCPEACTBEHHOE PYKOBOJCTBO TAMOXEHHBIM JIE€JIOM
B IIpuanectpoBckoit MomnaBckoit PecriyOiuke, 3aHMMaeT HanOOJBIINKN yACTbHBIN
BeC B o0OmeM o0beMe HUMIOpTa MEIUKO-PapMalEeBTHUYECKON MPOTYKIUU
Ha Tepputoputo [Ipuanectposckoit Mongasckoil PecriyOnuku.

[MpenBaputenpHass cTOMMOCTh  (IleHA  MPHOOpPETEHUs)  JIEKaApCTBEHHBIX
MpenapaToB U U3ACINI MEAUIIMHCKOTO Ha3HaueHus, Bouienmux B [lepeuens, — nieHa
npuodperenusi, chopMUPOBAHHASI CYOBEKTOM LIEHOOOPa30BaHMUs, OCYIIECTBIISIONIUM
uMInopT Ha tepputoputo [IpumnectpoBckoit MoinjaBckoir PecniyOinkyu U ONTOBYIO
peaTn3aluo MeIUKO-(papMaleBTUUECKON  MPOAYKIINH, COTJIaCHO dhopme,
onpenenennoi [Ipunoxenuem Ne 2 k mHacrosmemy [lopsiaky, ¢ yueTom uHpOpMaIny,
MPEJICTABICHHOHN MOCTABITUKOM-HEPE3UICHTOM (3aBOJJOM-U3TOTOBUTEIEM, TOPTOBBIM
IPEJICTAaBUTENIEM 3aBOIa-U3TOTOBUTEIS M IPYTHMH) 32 MPeIesiaMu PeciyOIiKH.

4. Ha ocHoBannu umH(pOpMAIuu, MPEAYCMOTPEHHOW B MYHKTE 3 HACTOSIIETO
[lonosxxenusi, opran roCyJapCTBEHHOTO PETYJIMPOBaHUS LIEH U Tapu(doB ompeaenseT
IEHy OpUOOpPETeHHs] COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX IPENapaToB, W3ACIHIMA
MEJIUIIMHCKOTO Ha3HAYEHUS.

@OUKCHUPOBAaHHYIO ONTOBYIO IIEHY Ha JICKAPCTBEHHBIN mpenapar (u3genve
MEIMIIMHCKOTO Ha3Ha4YeHwWs ), Bomreammii B [lepedeHb, OopraH TOCyIapCTBEHHOTO
pEeryaupoBaHusl 1IeH U TapudoB ompeaessieT ¢ NMPUMEHEHHEM TOPTroBOW Hag0aBKHU
10 (mecsiTh) MPOIICHTOB K IIEHE TPHOOPETCHUSI.

OUKCUPOBAHHYIO PO3HUYHYIO IIEHY Ha JICKApPCTBEHHBIM mpemnapat (u3genve
MEIMIIMHCKOTO Ha3Ha4YeHWs), Bomreammii B [lepedeHb, OpraH TOCyIapCTBECHHOTO
peryaupoBaHusl 1IeH U Tapu(oB ompeaessieT ¢ NPUMEHEHUEM TOPTroBOW Hag0aBKHU
15 (mATHAAIIATH) MPOIICHTOB K ONTOBOH IICHE.
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[Tpunoxenne Ne 1 k Iopsaky
(dhopmupoBaHusi GUKCUPOBAHHBIX LIEH
Ha JIEKapCTBEHHbIE IIPENapaThl

Y U3JENHSI METMIUHCKOIO
Ha3zHaueHus, Boueamue B Ilepeuenn
Hau0OoJsee BOCTPEOOBAHHBIX
JIEKapCTBEHHBIX IPENapaToOB

Y U3JEIUI METMIMHCKOTO
Ha3HAYEHUs

®opma yTBepKIeHUS (PUKCUPOBAHHBIX ONTOBBIX U POSHUYHBIX I[EH HA JIEKAPCTBEHHBIE
npenapaTsl U U3/eNIisl MEAUIIMHCKOr0 Ha3HaueHusl, Boueamue B [lepeuens Hanbomee
BOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPENAapaToOB U U3JIETUN MEIULIIMHCKOTO HAa3HAUYCHUS

MepBOM HEOOXOUMOCTHU

MexayHapogHoe
HENaTeHTOBAaHHOE
HaNMEHOBaHUE
JIEKapCTBEHHOT O
Ipernapara,
HaNMEHOBaHUE
H37eNs
MEIUIIHHCKOTO
Ha3HAUCHHS

JlexapcTBeHHas
dhopma

Jlo3upoBka,
00beM

Toprosoe
HaNMEHOBaHUE
JIEKapCTBEHHOT O
Ipernapara,
H3JeIs
MEIUIIHHCKOTO
Ha3HAYCHHS

HaunmenoBanue
OpraHu3aliu —
TIPOU3BOUTEI,
CTpaHbl
TIPOUCXOKIICHUS

DukcupoBaHHAS
OITOBAs IICHA,
py6. IIMP

DukcupoBaHHAS
PO3HUYHAS IIeHA,
py6. IIMP

2
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[Tpunoxenne Ne 2 x [Mopsaxy popmupoBanus

(UKCHPOBAaHHBIX IIEH Ha JIEKAPCTBEHHBIE

npemnaparsl U U34CJIUS MECAUTTUHCKOTI'O HA3HAYCHU A,

Bouiemue B [lepeuens Hanboliee BOCTpeOOBaHHBIX

(V)

JICKAPCTBCHHBIX NPCIIapaTOB U U3JICTIUN

MCAULIMHCKOI'O HAa3HAYCHUA

dopma npenocraBiaeHuss HHGoOpManuu a1 GOPMHUPOBAHHS (PUKCHPOBAHHBIX ONITOBBIX M PO3HUYHBIX IIEH Ha JIEKAPCTBEHHBIE MTPETapaTsl U

n3CIuA MECAUIIMHCKOI'O HAa3HA4YCHHUA, BOIICAIINEC B HepequL HauoOoJiee BOCTpe6OBaHHBIX JICKApPCTBCHHBIX IMPCIIapaTOB U I/I3I[e)'II/II71

0XO0aIMMOCTH

(v

MCIUIMHCKOTO Ha3HAYCHUA IICPBOU HCO

(61T°dr-gT'd1 +/7'd1 +9T"dr +GT dr +p7'd1 +£T°d1)
dINII 9Ad ‘sunaradgoudn enonl O JOLU

20

dNLI 94d
‘im0 gogoador doweeg

19

dINII "9Ad ‘suHa12dgoudn
AHOM € o1IWoBKOIINIE ‘T9rOx0ed oMhod] ]

18

IKALRIT OUhodi

17

sunarwdodo
QOHHOXOWEL

16

TamoxxeHHbIC
iarexu, pyo. [IMP

BHULIIIOI ERHHIXOWEBL

15

JINII "9Ad ‘(BIreIr0) BUHORBHERH
BLOOW OX oM€e100Y oIl 19Yoxoed draHIdomoned ],

14

uunedernor
HOHHOXOWEL
suHarwdodo
A1eY BH AWOMIOIAELOUOY
‘eXHeQ OJOHAIredIHOTT
KodAx our JINIT 9Ad €

13

emxediHON droiIred €

KOHTpaKTHaﬂ ncHa
HEpE3UAEHTA

12

eIedIHON
[9LOIIRE OUHRIOHOWHERH

11

MogoNenk KEMUAH@HE@OQ&OE 0dLIhUIO)

10

mideLdon sugomd 4

uniredeInior HOHHOKOWEL
suHarwdodo ereyy

eIMIMIERLOON [9HRdLO
‘eMHIIERLOOI — HUNeEUHEIdO OMHEEOHOWH ]

suHAIKOoxouodi [9HedLo
‘grrorurogenodi — uumeeHHeIdo OMHEEOHOWHEH]

EWHORBHERH OJONOHUIUIOW BHIroTeH ‘eledenadn
OJOHHog10deNOIr QUHBEOHOWHEH 90801dO],

Wo190 ‘exgoducol’

ewdod yeHHogLodeNO] [

EAHOhBHERH OIOMOHHUIIUIOW BUIOTEH
ouHegOHOWHEH ‘eredernadn otorH gIOdRNSIr
QUHBHOHOWHEH QOHHEEOLHILRIIOH QOHIOdeHAIKIIA

o

/i
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I[MPUJIOXEHUE Ne 3
K Ilocranosnenuro [IpaBurenscrBa
[TpunuecTpoBckoit MonagaBckou

PecnyOnuku

ot 9 Hos1Opst 2017 roma Ne 305

dopma npenocraBicHus HHOOPMALUK 00 UMITOPTE JICKAPCTBEHHBIX MTPEIAPATOB U M3ACTUI MEAUIIMHCKOTO Ha3HAUCHUS, BOIICAIINX B
[TepeueHp HanbosIEE BOCTPEOOBAHHBIX JICKAPCTBEHHBIX MPEMAPaTOB U M3ACIHI MEAUIIMHCKOTO Ha3HAUCHUS TIEPBOIl HEOOXOIUMOCTH,
3a mporre i (OTYETHBIN) MECSIIT

Lena 1 (omHoiA)

. | HaumenoBanue HaumenoBanue .

Perucrpaunonssiit IbeHapaTa N Komnuuectso MOTPEOUTEITHCKON YITAKOBKH

No HOMEp COIIACHO II/)BHeﬁHH ! Vmopre Jlara g oCTABIIKA VYcnoBus | mOTpeOUTETHCKUX Kon COIJIACHO
m/n Tl'ocymapcrBenHoMy METHIHHCKOTO pTep HAMIIOpTa CTDAHEL ! TIOCTAaBKU YITAKOBOK BaJIFOThL TOBAPOCONPOBOAUTCIIEHBIM

peructpy MOII P (pacgacoBka) JIOKYMEHTaM
Ha3HAYCHUS IMOCTaBIIIAKA
B BaJIIOTE B pyo0. [IMP
2 3 4 5 6 7 8 9

WIN|(F|F




