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[0 TIPEICTaBIeHAH JAHHBIX B popmaTe ]
snexrporHoro mabmnona ®THC «kEMAC
OCT Poccun»

B coorBercTBuH ¢ YkazoM I[Ipesumenta Poccuiickoit @enepaunu or 21.07.2015
Ne 373 «O HeKOTOPHIX BOIPOCAaX rOCyAapCTBEHHOTO YIPaBJICHMS W KOHTpONS B cdepe
AHTMMOHOIOJBHOTO M Tapu(HOro perynupoBaHus» DemepanbHas ciyxba no rapudam
yIpasiHeHa, a ee QyHKIMY nepeaaHbl DenepanbHol aHTUMOHOMONBHOM CITyXOe.

B coOTBETCTBHM ¢ NYHKTOM 2.2 METOAMKM YCTAaHOBJIEHMS OpraHaMu
UCIIONHUTENRHON BiacTH cyObekToB Poccuiickort Penepanuu IpeaelbHBIX pa3MepoB
ONTOBBIX HaA0ABOK M TNpPENENBHBIX Pa3MepoB PO3HUYHBIX HaAbaBOK K (DaKTHYECKHUM
OTITYCKHBIM II€HaM, YCTAHOBJIEHHBIM NIPOM3BOIUTEIAMH JIEKAPCTBEHHBIX IPENapaToB, Ha
JIeKapCTBEHHbIE MpenapaThl, BKIIOYEHHBIE B II€peYyeHb >XM3HEHHO HEOOXOOUMBIX H
BaKHEWIIMX JIEKapCTBEHHBIX MpenapartoB, yTBepxaeHHoi mpukasom ®CT Poccuu ot
11.12.2009 Ne 442-a (mamee — Mertoauka), ONpeAeNeHHE IpeAelIbHBIX pa3MepPOB
ONTOBBIX HaJA0aBOK H TpeNeibHBIX pa3MEpPOB PO3HUYHBIX HaA0aBOK K LIEHaM Ha
YKU3HEHHO HeoOXOoIuMBbIE M BayKHEHIIMe JleKapcTBeHHBIe npenapathl (nanee - XHBJIII)
OpraHoM HCIOJIHUTEIbHOH BiIacTu cyObekTa Poccuiickoit Menepaliy MPOU3BOAUTCS Ha
OCHOBaHHH pPAacyYETHBIX MaTepHallOB, NMpPENCTaBICHHBIX ONTOBBIMH OpraHMU3alUsIMH H
OpraHH3alMsIMKU PO3HUYHON TOProBIH, ocymlecTBisomuMHU peanusanuo XKXKHBJII na
TeppuTopun cyobekta Pocculickoit ®enepaunu. IIpH 3TOM KOJIHMYECTBO KaK ONTOBBIX
OpraHM3alyi, TaK U OpraHM3allMil pPO3HUYHONH TOPIOBIH, NpPEJCTAaBMBIIMX DPaCYETHBIE
MaTepHasbl, JOJKHO COCTABJISATh HE MEeHee 15 IMPOLIEHTOB OT UX YMCJ1a, PacIoIOKEHHBIX
B COOTBETCTBYIOIIeM cyOpekre Poccuiickoii ®PDexgepauyu HIM  OCYILIECTBIAIOLIMX
peajM3alHio JIeKapCTBEHHBIX IperapaToB Ha TEPPHTOPHU COOTBETCTBYIOIIEIO CyOneKTa
Poccuiickoit @epepanuu, W BKIIOYaTh OpraHM3alUd pa3HOH (OpMBI COOCTBEHHOCTH
(rocymapcTBeHHasl, MyHHIMIIaNbHAS, YaCTHAs U MHBIX (OpM COOCTBEHHOCTH, MpPHU HX
HaJTMuuHd B cyOpekTe Poccuiickoii ®enepanun).

CornacHo myHKTY 2.3 METOAMKH OpraHaM HKCIIOJIHUTEIbHOH BIacTH CyOBeKTOB
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Poccuiickoit Memepanuud HeOOXOOVMO MNPOBECTH SKOHOMHYECKHM aHaNU3 pa3MepoB
ONTOBBIX HanbaBOK M pPasMEpPOB PO3HHYHBIX HafbaBOK, NEHCTBYIOIIMX B CyOBEKTE
Poccuiickoii ®enepaluy, U MX BIUSHAS Ha pe3ylbTaThl (PHHAHCOBO-3KOHOMHUYECKOTO
COCTOSIHMS  ONTOBLIX  OpraHW3allMii W  OpraHu3allMid  PO3HMYHOW  TOPTOBIH,
ocymecTeasBiuux peanusammio JKHBJIIT B oTyeTHOM meproae perymiupoBaHUSA, M
y4eCTh pe3yJIbTaThl 3TOTO aHAIN3a [PH YCTaHOBIEHNH Pa3MepOB HaI0aBOK Ha MJIaHOBbIN
MepHOJl PEryJaupoBaHus. B cOOTBETCTBHHM ¢ MyHKTOM 3.4 MeTOmWKH MHHHUMAJbHBIR
TIepHOfl PeryJMpOBaHHs IIPe/ebHbIX ONTOBBIX HAAOaBOK M MNPENENBHBIX POZHHYHBIX
HanbaBok k nenam Ha JKHBJIIT cocraBnsier 1 rof.

Vyutesas wuznoxenHoe, M®AC Poccur MNpocHT YIOTHOMOYEHHBIE OpPraHbl
HCIIONTHUTENLHOM BracTu cyopekToB Poccuiickoi @enepanuu:

1. HW3yuuTh pacueTHBIe MaTepHalsl, pefcTaBieHHble B 2015 rogy onToBBIMH
OpraHM3alysMA WIH OpraHU3alUsAMH DPO3HMYHOH TOProBJIH, OCYIIECTBISIOLMMU
peanuzayo XXHBJIIT Ha Tepputopun cydbekra Poccuiickoi Oenepanuu.

2. TlpoBecTH SKOHOMHMYECKUH aHANU3 MpPENEbHBIX pPa3sMEPOB ONTOBBIX H
npeieNbHEIX pasMEPOB PO3HHYHBIX Haa0aBOK, AEHCTBYIOLIMX B cyOBnekTe Poccuiickon
Qenepanuy, ¥ WX BIUSHHAS Ha pe3ylbTaThl (PHHAHCOBO-9KOHOMHYECKOTO COCTOSHHS
ONTOBEIX OpraHW3allMii M OpraHu3alliii PO3HHUYHOM TOPIOBIIH, OCYLIECTBISBIIAX
peanuszauuio JXHBJIII B oryeTHOM neproge perynuposanus (2014-2015 rr).

3. Tlo pesynsraTaM IPOBEAEHHOIO 3KOHOMMYECKOrO  aHalH3a, IIpH
HEOOXOAUMOCTH, TPHHATH B COOTBETCTBUM C JCHCTBYIOIIMM 3aKOHOJATEIHCTBOM
pelenrsi 00 W3MEHEHHH NEeHWCTBYIOIIUX MpeleNbHbIX PasMEpOB OMNTOBBIX HaA0aBOK H
npeaelbHbIX pa3sMepOB PO3HMYHBIX Han0aBOK Ha IJIAHOBBIA IIEPHOJN PETYIHPOBaHMS
(2015 - 2016 rr.).

4. HeobxomuMble pacyeThl MpeACTaBUTh B  (opmare  3aloJHEHHBIX
DIEKTPOHHBIX 1adNoHOB PemepanbHOH rocyAapcTBEHHONM MH()OPMALMOHHOM CHCTEMBI
«Envnas uwH(opMaunoHHo-aHamutHyeckas cucreMa ®CT Poccum» (manee — EMAC)
(xon mabmona NADB.JNVLP.APTEKA.2015) B cpok no 1 Hosi6ps 2015 roxa.

5. HudopManuio o pelieHusx, NPUHITBIX OpraHaMHi HCIIOJHUTEIBHOH BIACTH
cyosekToB Poccuiickoii @enepauuy 0 cOXpaHeHHMH U (MIM) M3MEHEHHH JIEWCTBYIOIIMX
NpenenbHBIX pa3MepoB ONTOBBIX HAA0AaBOK M IpPEeAENbHBIX pPa3sMEPOB DPO3HUYHBIX
Han0aBoOK, HanmpaBuThk B cpok A0 1 Hos0ps 2015 roga B agpec PAC Poccun: 125993, .
Mocksa, yn.CanoBas-Kynpunckas, na.11, [-242, I'CII-3, anekTpoHHBIH ajpec
delo@fas.gov.ru.

IITabnoubr 6ymyT pasociansl yepes EMAC He mo3mnee 15 centabpsa 2015 r, a
TaK)Ke pasMmelleHsl Ha BeO-caiite http://eias.ru/ B pasgene «OtueTHBle (HOPMBI
(mrabmoHsl)». Bomnpocsl, Bo3HHKawolue o 3anoinHeHuto mabnoHoB EMAC, moxHO
pasMecTHTh 1o anpecy http://support.eias.ru/, B pazgene «OTnpaBUTH 3ampocy», BEIOpaB
kareroputo 3 «Pabora c oryeTHeIMM (opmamu», mnomkareropuro «OnpeneneHue
Haa0aBok K neHaM Ha XKHBJIII (anrexu)».
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®AC Poccuu obpariaer BHHMaHHe, 4TO comiacHo cratke 19.7 Kopmekca
Poccutickoii @epepanuu 00 aMUHUCTPATHBHBIX NPaBOHAPYIIEHUAX HEMpeICTaBlICHHE,
HECBOEBpPEMEHHOE TMpeACTaBieHHe JMOO MpeNCTaBICHHE 3aBEIOMO HEIOCTOBEPHBIX
cBeleHHii (MHGOpMAaNWK) B TOCYJAPCTBEHHBIH OpraH (DOKHOCTHOMY JIHILY),
TpeJICTABIEHHE KOTOPBIX MPETYCMOTPEHO 3aKOHOM H HEOOXOIMMO ISl OCYIUECTBICHHS
3TUM OpraHoM (JZODKHOCTHBIM JIMIOM) €ro 3aKOHHOH MEATEe/IBHOCTH, a paBHO
IpeAcTaBlieHHe B TOCYJapCTBEHHBIH OpraH (JO/KHOCTHOMY JIMIly) TakMX CBEJACHHH
(vadopManMyu) B  HEMONHOM oOBeMe WIM B HMCKAOXEHHOM BHIE  SIBISETCH
aJIMUHHMCTPATHBHBIM TIPaBOHAPYIIEHHEM, BIEKYIIMM HalOXEHHE aIMHHHCTPAaTHBHOIO
mTpada. B cnydae HempencTaBieHus YKa3aHHBIMM OpraHH3alMsAMH HMH(OpMalMH B
COOTBETCTBHUHM ¢ MyHKTOM 65 uactu 2 crateu 28.3 Konekca Poccuiickoit denepanun 06
aJIMUHHCTPAaTUBHBIX NpaBOHAPYLIEHUAX IOJKHOCTHBIE nana OpraHoB,
OCYIIECTBIISIONIMX TOCYIapCTBEHHBIH KOHTPOJIb (Ham30p) B 00MacTH peryiupyeMbIx
rOCYIapcTBOM LieH (Tapu(oB), COCTABISAIOT MPOTOKON O BEISBIEHHOM IIPABOHAPYLICHHUH
u, B coorBercTBuM co cratbeii 23.1 Komexca Poccuiickoii ®exepauuu 06
aJIMHHHCTPATHBHBIX TNpaBOHAPYIIEHUAX, HANpaBISIOT A PacCMOTPEHHsS CyAbsAM
pallOHHBIX CY0B.

N.IO. ApteMbeB

A.B. Knsasesa,
(495)620-51-29 no6. 2222
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