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Ha Ne oT

" O mpeJICTaBICHHH JaHHBIX B hopmare |
snekTponHoro madnona ®IT'NC EMAC

B cootBerctBuM ¢ myHKTOM 2.2 MeTOOMKM YCTAQHOBIIEHHS  OpraHaMu
MCIIOJIHUTEIbHON BIIAcTH CyObekToB Poccuiickoit ®enepauuu mnpenenbHbIX pasMepoB
ONTOBBIX HAaA0ABOK M MNpelelbHbIX Pa3sMepOB PO3HUYHBIX HAIOABOK K (DAKTUUECKHM
OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM IIPOU3BOAMUTENSIMH JIGKAPCTBEHHBIX MpEnaparos, Ha
JIEKapCTBEHHBIE TMIPENaparhbl, BKIIOYEHHbIE B IE€pEYeHb J>KU3HEHHO HEOOXOAMMBIX H
Ba)XHEHIIMX JIEKApCTBEHHBIX IIpenaparoB, yTBepkaeHHOW mnpukazoM ®CT Poccum or
11.12.2009 Ne 442-a (nanee — Mertonuka), onpezeneHue npeaeabHbIX pasMepoB ONTOBBIX
Hag0aBOK M IpelelbHBIX pa3MEpoB PO3HHYHBIX HaA0aBOK K IE€HAM Ha >KHU3HEHHO
HeOOXONMMbIE M BaKHEHIIWe JeKapcTBeHHble mpenaparsl (manee - XXHBJIIII) opranom
MCIIOJHUTENILHOM BacTu cyobekra Poccuiickoit @enepannu Mpon3BOAUTCS Ha OCHOBAHUU
pac4YeTHBIX MaTepHasoB, MPEICTABIEHHBIX ONTOBBIMU OPraHU3AlMsIMHU M OpPraHU3alUsIMU
PO3HUYHOW TOProBiIH, ocymecTBasromuMu peanusauuo JKHBJIIIT Ha Tepputopuu
cyonekTa Poccuiickoit @enepanun. [Ipu 3ToM KOMHMUYECTBO KaK ONMTOBBIX OPraHU3alMid, TaK
U OpraHu3alMii PO3HWYHOM TOProOBJIM, NPEACTABUBIIMX pacueTHble MaTepHalIbl, JOJKHO
COCTaBIIsITh HE MEHEe 15 MPOLEHTOB OT MX YHUCIIA, PACHOJI0KEHHBIX B COOTBETCTBYIOIIEM
cyonekte Poccuiickoii denepanuy MWIM OCYIIECTBISIOUIMX PEATH3AMIO JIEKAPCTBEHHBIX
MpernaparoB Ha TEPPUTOPUM COOTBETCTBYrOLIero cyowmekta Poccuiickoit ®denepauuu, u
BKJIIOYaTh ~ OpPraHM3allid  Pa3sHOM  (GOpMbl  COOCTBEHHOCTH  (TrOCymIapCTBEHHas,
MyHHMLMOAIbHasA, YaCTHAass U MHBIX (OPM COOCTBEHHOCTH, NMPHU HUX HAIHYHHU B CYObEKTE
Poccuiickoiit ®enepann).

Cormacio myHkTy 2.3 MeToAMKH OpraHaM HCIIOJHHUTENLHON BJIACTH CYyOBEKTOB
Poccuiickoii ®enepanuy HEOOXOAMMO MPOBECTH SKOHOMHYECKUM aHaIM3 pa3sMepoB
ONTOBBIX Han0aBOK M pa3MepOB PO3HUYHBIX Han0aBOK, MIEHCTBYIOIIMX B CyObEKTe
Poccuiickont ®enepauuu, U HUX BIUSHUS Ha pPe3ylbTaThl (UHAHCOBO-IKOHOMHUYECKOTO
COCTOSIHHS ~ ONTOBBIX  OpraHW3alMi ¥  OpraHu3aliii  pPO3HUYHOH  TOProBIIH,
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ocymecteasBmux peanuzanuto JKHBJIII B otueTHOM Mepuone perynupoBaHus, U y4ecTb
pe3y/IbTaThl 3TOrO aHajIn3a [IPH YCTAHOBIEHHU Pa3MepOB HaI0aBOK Ha IIAHOBBINA MEPUOJ
peryaupoBanusi. B cooTBeTcTBUM ¢ NyHKTOM 3.4 MeETOMMKA MHHHMMAJbHBIH IEPUO
PEryIMpOBaHUS MPeebHBIX ONTOBBIX HAaN0aBOK W MPENETbHBIX POSHHUYHBIX Haa0aBOK K
uenam Ha JXKHBJIIT cocraBnsert 1 roa.

VuuteiBag wusnoxennoe, D®AC Poccuu npocUT YHOJIHOMOYEHHBIE OpPTaHbI
UCIIOJHMUTENLHOM BlIacTH cyObeKkToB Poccuiickoi Denepanuu:

1. Wsyuuts pacueTHble Marepuasbl, NpeCTaBIEeHHbIE ONTOBBIMU
opraHusandsiMid ¥ (WJIM) OPraHU3alMsAMM PO3ZHUYHOW TOPTOBIH, OCYIIECTBIISIOLIMMH

peanuzanuio JKHBJIIT Ha tepputopun cyownekra Poccuiickoir Denepauuu, Mo HTOram
2015 rona.

2. TlpoBecTH SKOHOMHMYECKHH aHaU3 TNpEIENbHBIX pPa3MEpOB ONTOBBIX HU
TpefenbHBIX Pa3MepOB PO3HUYHBIX Hag0aBOK, AeHCTBYIOIMX B CyObekre Poccuiickon
denepanyy, W WX BIMSHUS Ha pe3yiabTaThl (PMHAHCOBO-3KOHOMHYECKOTO COCTOSHHS
ONTOBLIX OpraHMW3alfii W OpraHu3aluil pPO3HUYHOW TOPTOBJIH, OCYLIECTBISABLIMX
peammsanuo JKHBJIIT B 2015 roxy. HeoOxoamMble pacueThl HpeAcTaBUTh B (opmare
3aIoJIHEHHBIX AIIEKTPOHHBIX 1abJI0HOB ®enepanbHOR rOCy/lapCTBEHHOM
MHGMOPMALMOHHOM crucTeMbl «ExrHas HHPOPMALMOHHO-aHATUTHYECKas CHUCTeMay (Jaree
— EUAC) (xon ma6nona NADB.JNVLP.APTEKA.2016) B cpok a0 15 uions 2016 roaa.

3. Tlo pesynpraTaM TPOBEJSHHOIO  3KOHOMHYECKOr0  aHanmu3a, IpU
HEOOXOIMMOCTH, IPUHSTh B COOTBETCTBUU C AEHCTBYIOIIUM 3aKOHOAATEIHCTBOM PELICHHS
00 M3MEHEeHUHU AeHCTBYIOIMX MpeaebHBIX Pa3MEpOB ONTOBBIX HAaN0aBOK U MPENENbHBIX
pa3MepoB PO3HMYHBIX HaJ0ABOK Ha IUIAHOBBIM Mepuoi peryauposanus (2016 ron) mocie
COTTIacCOBAHMS IIPOEKTOB COOTBETCTBYIOIINX peleHui ¢ denepanbHOl aHTHMOHOTOIBHOM
cayxk60if B COOTBETCTBUM C JelcTBylomel penakuued I[IpaBun —ycTaHOBIICHUS
TpesieIbHBIX PAa3MEpOB ONTOBBIX M IPENeTbHBIX pPa3sMEpPOB PO3HMYHBIX HAI0aBOK K
(aKTHYEeCKUM OTITYCKHBIM 1l€HaM, yCTaHOBJIEHHBIM MPOU3BOAUTENISIMH JIEKAPCTBEHHBIX
penapaTtoB, BKIIOYEHHBIX B IIepedeHb JKMU3HEHHO HEOOXONWMBIX U BaKHEHIINX
NIeKapCTBEHHBIX IMpenaparoB, B cyObekTax Poccuiickoit ®enepanuu, yYTBEPXKICHHBIX
nocrtaHosi1eHueM IpasurenscTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865.

4. Vuadopmanuio 0 COXpaHeHUH U (UJIM) U3MEHEHUH JIEHCTBYIOLIMX NPEeTbHbIX
pa3MepoB ONTOBBIX HAJ0aBOK M MPENETbHBIX Pa3MEpPOB PO3HUUHBIX Haa0aBOK HalpaBUTh
B cpok 10 15 mions 2016 roxa B anpec PAC Poccun: 125993, . Mocksa, yn. Canosasi-
Kynpueckas, n.11, J1-242, I'CII-3, snextponHsli anpec delo@fas.gov.ru.

[11a6rmonsl OyayT pasmelleHbl Ha Beb-caiite http://eias.ru/ B pasaene «OT4eTHbIC
dopMbl (1mabnoHbl)» W pasociansl mocpencTsoM cuctembl «EMAC MoHUTOpUHT» He
mo3mHee 15 ampens 2016 roma. Bompockl, BO3HHKAIOLIME MO 3aNOJHEHUIO MIA0IOHOB
EVAC, MOXHO pa3MecTHTh Mo aapecy http://support.eias.ru/ B pasngene «OTmpaBUTh
3ampocy, BbIOpaB Kareropuio 3 «PaGora ¢ oT4eTHbIMH (OpPMaMH», TOIKATETOPUIO
«Omnpenenenne Han6aBok k neHam Ha XHBJIIT (anrekn)».

®AC Poccun obpaiaer BHMMaHue, 4T0 cornacHo 4actu 1 crareu 19.7.1 Konekca
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Poccuiickoit @enepauun 00 aAMUHUCTPATUBHBIX MpPaBOHAPYUIEHUSX HEMpPeICTaBIeHHE
CBEIGHUH B OpraH, YHNOJHOMOYEHHbIH B O0JIACTU TOCYIAPCTBEHHOIO PEryJIUpPOBAHUS
tapuoB, eclIu  00s3aTeNbHOCTh  MpPENCTaBICHHWS  CBEIEHHH  MperycMoTpeHa
HOPMAaTUBHBIMUA I[IPAaBOBBIMU AaKTaMHU JUIsl YCTAHOBJIEHUs, W3MEHEHUsl, BBEICHHUS WIH
OTMEHBI Tapu(oOB, a TaKKe UCIOIHEHUS YKa3aHHBIM OPraHOM MOJIHOMOYHUN 1O KOHTPOJIIO
(Ham3opy), cOopy wuHboOpManuu, a paBHO UX HENpEACTaBICHHE B YyKa3aHHBIHU
YIOJHOMOYEHHBIM OPraHOM CPOK - BlIe4eT HaJIOKeHHe aJIMMHHUCTparuBHOro wmrpada. B
cllydae Hempe[CTaBIeHUs yKa3aHHBIMH OpraHu3alusMH WH(OpPMAIMU B COOTBETCTBUU C
nyHktom 65 wactu 2 cratem 28.3 Komekca Poccuiickoit ®epepanuu 00
aIMUHHUCTPATUBHBIX IPABOHAPYLIEHUSIX JOJDKHOCTHBIE JIMLA OPraHOB, OCYIECTBIISIFOLINX
roCydapCTBEeHHBIM KOHTPOJIb 3a COOJIIOIEHHEeM IMOpsiAKa LIeHOOOpa30BaHUsl, COCTaBIISIIOT
MIPOTOKOJI O BBISIBIEHHOM ITPABOHAPYLUEHUM U, B COOTBETCTBUM co crarbeil 23.1 Konekca
Poccuiickoit ®enepannu 00 agMUHUCTPATUBHBIX MPABOHAPYIICHUSX, HAMPABISIOT s
paccMOTpeHUsl CyabsiM palOHHBIX CYHOB.

N.IO. AprembeB

A.B. Kuszesa,
+7(499)755-23-23 (088-499)
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