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| O mpescTaBIeHHH JaHHBIX B (hopMare T
snexrporHoro mabiaona ®I'UC EMAC

B cootBerctBMM ¢ nyHKTOoM 2.2 MeTOOMKM  YCTAaHOBIEHHUS OpraHamu
UCTIOJTHUTENIbHOM BiacTd cyObekToB Poccuiickoit ®enepauuu mnpenenbHbIX pa3MeEpOB
OTTOBBIX HaN0ABOK W TpEAeNbHBIX pa3sMEpOB PO3HUYHBIX HAA0aBOK K (aKTHUECKHM
OTIYCKHBIM I[€HaM, YCTaHOBJIEHHbIM IPOU3BOAMTENSIMU JIEKAPCTBEHHBIX IpernaparoB, Ha
JIeKapCTBEHHBbIE TMpernapaThl, BKJIIOYEHHbIE B IepeueHb >KM3HEHHO HEOOXOAUMBIX U
BaXHEHIINX JIEKApCTBEHHBIX MpenapaToB, yTBepxkaeHHoi mnpukazom ®CT Poccum ot
11.12.2009 Ne 442-a (manee — MeTtonuka), onpeneieHue MpenelbHbIX pa3MepoB ONTOBBIX
HaA0aBOK W TIPENeNbHBIX pa3MepoB PO3HUYHBIX HaA0aBOK K II€HaM Ha JKU3HEHHO
HeoOXoIMMbIe U BakKHeHIIMe JiekapcTBeHHble mpenaparsl (nanee - JKHBJIII) opranom
MCIIOTHUTENbHON Biactu cyobekta Poccuiickoit @enepanny nNpou3BOAUTCS Ha OCHOBAaHUU
pacueTHbIX MaTepuaoB, IPEACTABICHHBIX ONTOBBIMH OPraHM3alMsIMHU U OPraHU3aLUSIMU
PO3HUYHOM TOproBid, ocyulecTsisommu peanuzanuo JKHBJIII wHa Tepputopuun
cyonekta Poccuiickoit @enepannu. [Ipyu 3ToM KOIMYECTBO KaK ONTOBBIX OPraHU3aLMM, TaK
¥ OpraHu3aluil POZHUYHOW TOPIrOBIM, MPEACTABUBLIMX PACYETHbIE MaTepUalibl, JODKHO
COCTaBJISITh HE MEHee 15 MPOIEHTOB OT UX YHUCJa, PACMOJIOKEHHBIX B COOTBETCTBYIOIIEM
cyobekTe Poccuiickoit @enepanii WM OCYLIECTBISIOMINUX PEeaTU3aALMI0 JEKAPCTBEHHBIX
IpenapaTtoB Ha TEPPUTOPUHM COOTBETCTByMomero cyonrekta Poccuiickoit ®enepauuu, u
BKJIIOYATh ~ OpraHM3alliki  pa3Hod  QopMbl  COOCTBEHHOCTH  (TOCyIapCTBEHHas,
MYHHIIMITAIbHAS, YacTHAs U WHBIX (OpPM COOCTBEHHOCTH, NIPU UX HAJIUYUU B CyOBEKTe
Poccuiickoit @enepanunn).

CormacHo myHKTY 2.3 MeTOOWKu OpraHaMm HCIOJHUTENbHON BIACTH CYOBEKTOB
Poccuiickoit ®enepanuu HeoOXOAMMO MPOBECTH SKOHOMUYECKHM aHAIM3 pa3MepoB
ONTOBBIX HAA0ABOK W pPa3MepoOB PO3HUYHBIX HAN0aBOK, AEHCTBYIOIIUX B CyObeKTe
Poccuiickoit ®enepaiiuu, ¥ WX BIUSHUS Ha pe3yabTaThl (UHAHCOBO-3KOHOMHYECKOTO
COCTOSHUSI ~ OMTOBBIX  OpraHuM3aluMid W  OpraHu3aluMid  PO3HUYHOM  TOPrOBIH,
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ocyuectBasBmuX peanuzaunuto JKHBJIII B oTueTHOM nepuone peryinpoBaHus, U y4ecThb
pe3yabTaThl 3TOrO aHalIKM3a MPU YCTAHOBJIEHUU pa3MepoB HA/10ABOK Ha MJIAHOBBIN MepHoj
peryaupoBaHusi. B coorBercTBUM ¢ NyHKTOM 3.4 MeTOOMKM MHHMMAaJbHBIA MEPUOL
peryJupoBaHus MpeAeTbHBIX ONTOBBIX HAA0AaBOK U MpPEAeNbHbIX PO3HUYHBIX HAl0aBOK K
uenam Ha XKHBJIII cocrasnser 1 roa.

VYuuteiBas uznoxkeHHoe, ®AC Poccuu mnpocuT yHNOJIHOMOYEHHBIE OpPraHbl
UCIIOJIHUTENIbHOM BIacTH cyObekToB Pocculickoit @enepanuu:

1. U3zyuuth pacueTHble MaTepHabl, peCTaBICHHbBIE OTITOBBIMH
OpraHu3alusMi U (UJM) OpPraHU3alUsMU PO3HUYHOW TOPrOBIIH, OCYIIECTBISIOIIMMHU

peanuzanuto JKHBJIII Ha Tepputopuu cyoOwnekra Poccuiickoit denepauuu, mo uroram
2015 ropa.

2. IlpoBecTu SKOHOMHYECKHH aHaAIW3 MpeHENbHBIX pPa3MEpOB OINTOBBIX H
npefenbHBIX pa3MepoB PO3HUYHBIX Han0aBOK, AeHCTByOUIMX B cyobekre Poccuiickoit
@denepanuu, W WX BIUSHUS Ha pe3ylabTarbl (PUHAHCOBO-3KOHOMUUYECKOTO COCTOSIHUS
ONTOBBIX OpraHW3alliii W OpraHu3alMid PO3HUYHOM TOPrOBIH, OCYLIECTBIISIBIINX
peanmuzanuio JXHBJIIT B 2015 romy. HeoOxomumble pacueTsl npeacTaBuTh B (dopmare
3al0JIHEHHBIX JJIEKTPOHHBIX 111a0JI0HOB DenepanbHON rOCylapCTBEHHOM
nHGOpPMaAIMOHHON cucTeMbl «EnuHas nHGOpMallMOHHO-aHAIMTHYECKAs cucTeMay (nanee
— EWAC) (kon madmona NADB.JNVLP.APTEKA.2016) B cpok a0 15 utons 2016 roaa.

3. TIlo pesynpTaTaM MpPOBEIEHHOrO0  3KOHOMHYECKOTO  aHalIW3a, IpHU
HE0OXOIUMOCTH, PUHSTH B COOTBETCTBUU C IEHCTBYIOLIMM 3aKOHONATEIbCTBOM PELIEHUS
00 W3MeHEHHWHU JEeHCTBYIOIIUX TpeNebHBIX pa3MepOB ONMTOBBIX HaA0AaBOK U MpPENeNbHbIX
pa3MepoB PO3HUYHBIX HaJA0aBOK Ha IMJIAHOBBINA nepuoj perynuposanus (2016 ron) nocne
COIJIACOBaHUSI MPOEKTOB COOTBETCTBYIOLIUX pelieHu ¢ PenepabHOW aHTUMOHOIIOJIBHON
ClIyk00i B COOTBETCTBUM C JeWCTByrOIleW penakuuedn IlpaBun ycraHoBieHHs
MpeleabHBIX Pa3MepPOB OMNTOBBIX M MpPEeNbHbIX pa3MepoB PO3HMUYHBIX HaA0aBOK K
(aKTUYECKUM OTIYCKHBIM LI€HaM, YCTAHOBJIEHHBIM IIPOM3BOAUTENISIMU JIEKAPCTBEHHBIX
MpenapaToB, BKIIOYEHHBIX B MEpPeYeHb JKU3HEHHO HEOOXOOUMBIX U Ba)KHEHIINX
JeKapCTBEHHBIX TMpemapaToB, B cyObekTax Poccuiickoit ®enepauuu, yTBEpKAECHHBIX
noctanoBieHueM [IpaBurensctBa Poccuiickoit @enepaunu ot 29.10.2010 Ne 865.

4.  Hubopmaluio o coxpaHEHUH ¥ (UK ) U3MEHEHHH J1eHCTBYIOLINX MPpeebHbIX
pa3MepoB OMNTOBBIX HAA0ABOK U MpeesIbHbIX Pa3MEepPOB PO3HUYHBIX Hal0ABOK HAIPaBUThH
B cpok 10 15 urons 2016 roaa B agpec ®AC Poccuu: 125993, . Mocksa, yn. Canosas-
Kynpunckas, n.11, J1-242, I'CI1-3, snextponnsiit anpec delo(@fas.gov.ru.

[1IabnoHbl OyayT pa3MelneHbl Ha BeO-caiiTe http://eias.ru/ B pasnene «OTueTHble
dopMbl (m1abmoHbl)» U paszocinansl nocpeactsoM cucremsl «EMAC MOHHUTOpPHHI» He
no3aaee 15 ampens 2016 roma. Bompockl, BO3HHKAOIIME IO 3aMOJHEHUIO I1a0JIOHOB
EMAC, MOoXHO pa3MecTuTh MO aapecy http://support.eias.ru/ B paszgene «OTnpaBUTh
3anpocy, BblOpaB Kareroputo 3 «PabGora ¢ OTUeTHBIMH (QopMaMu», MOAKATETOPHIO
«Onpenenenue Han6aBok k neHam Ha XXHBIJIIT (antexn)».

®AC Poccuu obpamaeT BHUMaHKe, YTo coracHo yacT 1 crareu 19.7.1 Kopekca
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Poccuiickoit @enepanuii 00 agMUHUCTPATUBHBIX IPABOHAPYLIECHUAX HENpPEICTaBIeHUE
CBEJEHHI B OpraH, YMOJHOMOYEHHBIH B O0JACTH TOCYNAPCTBEHHOIO DEryJIHPOBaHHUS
tapupoB, ecau  00S3aTeIbHOCTb  NPEACTABICHMS  CBEIEHUH  MPEIyCMOTpeHa
HOPDMAaTHBHBIMU TIPaBOBBIMHM AaKTaMM JUI yCTAHOBJICHMs, W3MEHEHHMs, BBEICHUS WU
OTMEHBI TApU(OB, & TAKKE UCIIOJHEHUS yKa3aHHBIM OPraHOM IOJIHOMOYMM T10 KOHTPOJIIO
(mamsopy), cOopy wuHpOpMaNMM, a paBHO MX HENPEACTaBJIEHHE B yKa3aHHBIA
YIOIHOMOUYEHHBIM OpPTaHOM CpOK - BlIeYeT Hal0XKeHHWe aJMHHUCTpaTuBHOro irtpada. B
clly4ae HeNpelCTaBlIeHUs yKa3aHHBIMHM OpraHu3alusMUd HH(OOPMALUU B COOTBETCTBUHU C
nyHktom 65 wactu 2 crarbu 28.3 Komekca Poccuiickoit ®enepanum 06
aMHUHHACTPATUBHBIX MPABOHAPYIIEHUSX AOJKHOCTHBIE JIMIA OPraHOB, OCYILECTBIISIOLINX
rOCyIapCTBEHHBIN KOHTPOJb 3a COOJNIIONEHHEeM IMOpsKa LIeHOOOpa3’0BaHUs, COCTaBJISIOT
IPOTOKOJI O BBISIBIICHHOM IPaBOHAPYIIEHUU U, B COOTBETCTBUHU co crarthei 23.1 Komekca
Poccuiickoit @enepanuut 00 aAMUHUCTPATUBHBIX [PAaBOHAPYIUEHUSX, HANPaBISIOT IJis
paccMOTpeHHUsI CyAbsIM PalOHHBIX CYOB.

N.1O. AprembeB

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