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O mpencTaBIeHHH JaHHBIX B Gopmare
snexrponHoro madnona OT'UC EMAC

B coorBercTBHMH C TOyHKTOM 2.2 MeTOAUMKH  YCTAHOBIEHHS  OpraHaMH
HCIOMHUTENBHON BaacTn cyonekToB Poccmiickoil Deliepaliiil [IpeIe/IbHEIX pa3sMEpoB
ONTOBHIX HAJ0ABOK U IMpeelbHBEIX pPa3MEepOB PO3HMUYHBIX HaN0aBOK K (aKTHIECKHM
OTIYCKHBIM 11€HaM, YCTAHOBIEHHBIM NPOU3BOIUTEISMI JIEKAPCTBEHHBIX IIPENapaToB, Ha
NeKapCTBEHHBIE TIPENaparhl, BKIIOUCHHBIE B TIEPedeHb JKU3HEHHO HEOOXOINMMBIX M
Ba)KHEIIIINX JIeKapCTBEHHBIX IpenaparoB, yTBepxkaeHHoll mpukazom PCT Poccmm ot
11.12.2009 Ne 442-a (nanee — MeTtoauka), olpejie/ieHue Npee/ibHbIX pa3MepoB ONTOBAIX
HaZ0aBOK M INpe/elBHBIX Pa3MEpPOB pPO3HHYHBIX HaJ0aBOK K LEHAM HAa JKU3HECHHO
HeoOXoqUMBIe 1 BakHeiimme lekapcTBeHHEIe Ipernaparsl (fanee - JKHBJII) opranom
HCIIONMHUTENBHON BIacTH cyobekTa Poccuiickoil denepanny Ipon3BOANTCS HA OCHOBAHHH
pacyeTHHIX MaTepHaloB, MPeJCTaBICHHBIX ONTOBHIMH OPraHH3AIIIAMHI M OpraHH3alHUAMH
PO3HITYHOIN TOProBuHM, oOcymmecTBIsommMnu peamusaumio JKHBJIII Ha TeppaTOpHH
cybwexta Poccniickoit @eeparmu. IIpi 5ToM KOMHYECTBO KaK ONTOBBIX OpraHM3alil, TaK
I OpraHi3aliii PO3HHYHOH TOPrOBIH, IPEJCTABUBIINX PACYCTHRIC MATEPHAILI, JODKHO
COCTaBIATL HE MeHee 15 NpoIleHTOB OT MX YHCIA, PacHONOKEHHBIX B COOTBETCTBYIOIIEM
cyowexTe Poccmiickoii Pesiepaiun WM OCYIMECTBISIOMNX PeanN3aniio TeKapCTBEHHBIX
IIpenapaToB Ha TEPPUTOPHH COOTBETCTBYIOIIero cyowekra Poccuiickoil Denepamu, H
BKIIOYATH  OpraHm3aliy  pa3Hoil  QopMel  cobOcTBeHHOCTH  (TOCYZapCTBEHHasd,
MVHHIINNATRHAS, YaCTHAS M HHBIX (OpM COOCTBEHHOCTH, NMPH HX HAINYHU B CYObeKTe
Poccniickoii @enepanun).

CormacHo NYHKTY 2.3 MeToauku opraHaM HCIOTHHTENBbHOIl BIAacTH CYOBEKTOB
Poccmiickoif Pezepanun HeoOGXOANMO IIPOBECTH 3KOHOMMMYECKHI aHAIN3 pa3sMepoB
ONTOBEIX HAI0ABOK H pPa3MEpPOB PO3HUYHBIX HAA03BOK, ACHCTBYIOIMX B CyOBEKTe
Poccmiickoii Pemepamyu, M MX BIMSHHA Ha Pe3ynbTaThl (HHHAHCOBO->KOHOMHYECKOTO
COCTOSHHS  ONTOBBRIX  OpraHmM3ammii 1  OpraHH3aIMii  pPO3HMYHOH  TOPrOBIH,
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ocymecTrigBomx peanmsanuo KHBJIIII B oTueTtHOM nepnosie peryMpoBaHus, U y4ecTh
pe3yaLTaThl 3TOTO aHAIN3a NpH YCTAHOBIEHHH pa3sMepoOB HA/10aBOK Ha ILTAHOBHIN NEPHON
peryiupoBaHHi. B coorBeTrcTBHH ¢ HOyHKTOM 3.4 MeToankin MHUHHMATBHBIA II€pUO
peryIHpOBaHUs NpeeIbHBIX ONTOBBIX HaA0aBOK U IIpe/e/IbHBIX PO3HHYHBIX HAJ0aBOK K
nedaMm Ha JKHBIJIII cocrasaser 1 rox.

Vaureigags m3noxkeHHoe, BAC Poccun mnpocuUT VYIIOIHOMOYEHHBIE OpraHbI
HCIIOTHUTENIbHOIT B1acTu cyobexToB Poccuiickoil enepannu:

1. W3yunts  pacyeTHble ~ MaTepHaibl,  NPEJOCTABICHHBIC  OITOBBIMI
OopraHmzanmsaMu u (WIH) OpPTaHM3AIAMH PO3HHYHON TOPrOBIH, OCYINECTBISIONIHNMH
peammzanuo JKHBJIIT na tepputopun cyonekra Poccuiickoit ®eneparu, no uroram
2016 rona.

2. [IpoBect HKOHOMUMECKHI aHaAIU3 MPeEAeibHBIX pasMepOB OITOBBIX U
MpelenbHEIX pa3MepoB POHUYHBIX HaA0aBOK, AeiicTByromux B cybwnekTte Poccuiickoii
Qenepauuy, U UX BIMSHUS Ha Pe3yiIsTaThl (PUHAHCOBO-IKOHOMHYECKOIO COCTOSHUA
ONTOBEIX OpraHM3aluii M OpraHM3aluili PO3HUYHOII TOPIOBIM, OCYIISCTBIABIINX
peammzanuio JKHBJIIIT B 2016 roay. Heobxoxumele pacdersl IpencTaBUTh B dopMmare
3al0JTHEHHBIX IEKTPOHHBIX m1aGJIOHOB denepansHOl roCyJapcTREHHOM
nuadopmanoHHoil cucreMsl «EanHas nHOOPMANNIOHHO-aHAINTHYECKAas cHcTeMay (Jalee
— EUAC) (xox mradbnona NADB.JNVLP.APTEKA .2017) B cpok 1o 15 nrons 2017 rona.

3. [lo  pesynbraraM  TIpOBEJAEHHOTO  JKOHOMHYECKOIO  aHalm3a, IIpH
HeOOXOIMMOCTH, IIPHHATH B COOTBETCTBUH C JICHCTBYIONIM 3aKOHO/IATeILCTBOM pellleHus
00 H3MEeHEHNH ACHCTBYIOUINX NpEeACIbHBIX pa3MEepOB ONTOBHIX HAAOABOK M IpeeIbHBIX
pa3sMEepoB PO3HUYHBIX HAJ0aBOK Ha IUIAHOBLI Ilepnoj peryiuposanus (2017 rox) mocne
COITTacOBAHHS MPOEKTOB COOTBETCTBYIOMUX pemieHuil ¢ DeepanbHOll aHTHMOHOIIOIBHOM
cyx060il B coorBerctBru ¢ IIpaBuinamMn yCTaHOBIEHNUS IIPEIeIBHBIX Pa3sMEPOB OIITOBBIX 1
npefelbHBIX Pa3MEpPOB PO3HHYHBIX HAJ0aBOK K (AaKTHUSCKHM OTHYCKHBEIM II€HaM,
VCTAaHORJIEHHBIM  TIPOU3BOJUTEISAMI  JICKAPCTBEHHBIX IIpeIlaparoB, BKIIOYEHHBIX B
nepedeHh JKH3HEHHO HEOOXOAMMBIX H BaKHEHIINX JIEKAapCTBeHHBIX IIPenaparoB, B
cyobexrax Poccuiickoit ®enepannu, yTBepxAeHHBIX mnocrtaHosieHueM IIpasurenscrsa
Poccutickoii @enepanmm ot 29.10.2010 Ne 865.

4. Wupopmanuro o coxpadeHnn U (WIH) H3MEHEHNH JeHCTBYIOMUX NpefelIbHBIX
pa3sMepoB ONTOBBIX HAJ0ABOK M IpPeelIbHBIX Pa3MEepOB PO3HHYHBIX HAN0ABOK HAIIPaBUTh
B cpok sio 15 mronsg 2017 r. B agpec PAC Poccun: 125993, r. Mocksa, yiu. Cajnosas-
Kynpunckas, a.11, J{-242, T'CII-3, anexrponHslii aapec delo@fas.gov.ru.

IITabnonsr OyayT pasMmelneHsl Ha BeG-caiite http://eias.ru/ B paspmene «OTueTHBIE
dbopmel (m1abnoOHBI)» M pasociaHsl nocpeacTBoM cucteMsl «EMAC Monutopusr» He
nosanee 15 ampens 2017 roma. Bompocsl, BO3HHKAONIIUE MO 3alIOTHEHHIO MIA0TOHOB
EUAC, mMoxHO pa3MecTHTh 1o ajpecy http://support.eias.tu/ B pasgene «OTnpaBHTH

a

3ampoc», BhIOpaB Karteropuio 3 «Pabora ¢ oT4eTHBIMH (OpMaMu», MOAKATETOPHIO
«Omnpeenenne HagoaBok K neHam Ha JKHBJIII (anrexn)».

®AC Poccun obpamnraeT BHUMaHHe, 9TO cornacHo 49act 1 crarsn 19.7.1 Kozekca
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Poccniickoit @efepannu 00 aAMIHICTPATHBHBIX IIPABOHAPYIICHUAX HETPEACTaBICHIE
CBEJEHMIT B OpraH, VIOJIHOMOYEHHBII B OONAacTH TOCYApCTBEHHOTO peryIHpOBAHMUS
TapuQoB, ecam  00A3aTeNBHOCTh  MpEJCTABICHHA  CBEICHHI  IpPeAyCMOTPEHa
HOPMAaTUBHBIMHI IIPABOBBIMH aKTaMH JUIS YCTAHOBJIEHUS, HM3MEHEHHS, BBEJICHHSA WU
OTMEHHI TapH(}OB, a TAKXKe HCIIOTHEHNS YKAa3aHHBIM OPraHOM MOJTHOMOYHII 110 KOHTPOIIO
(majzopy), cOGopy wuHQOpMaANMH, a PABHO HX HENPEACTABICHHE B  YKA3aHHBIN
VIIOIIHOMOYEHHBIM OPraHOM CpPOK - BI€YeT HAIOXKECHHE aJMHIHNCTparuBHoro mrpada. B
clydae HelpeiCTaBlIeHns YKa3aHHBIMH OpraHu3anusMu HHGOPMAINN B COOTBETCTBUU C
InyHKTOM 65 wactm 2 crateu 283 Kogekca Poccuiickoii  Penmepammm 00
AJMIHICTPATUBHBIX IIPABOHAPYIIEHUAX JODKHOCTHBIE JIHMIA OPTaHOB, OCYINECTRISIOUINX
rOCYZapCTBEHHBIN KOHTPOIb 32 COOJIIOICHHEM TMOpAJKA IIEHOOOPA30BaHNA, COCTABISIOT
IIPOTOKOJI O BBIABIICHHOM IIpaBOHApYIIEHNU U, B cOOTBeTCTBHHU co crarheil 23.1 Konekca
Poccuiickoit Penepanmn 006 aAMHHHCTPATHBHBIX NPAaBOHAPYIICHIIX, HAMPaBIAIOT UL
pPaccMOTpeHNs CYIbAM pallOHHBIX CYIOB.

NIO. Apremben
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