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Ha Ne oT

O pasbAcHeHuAX ®PenepanbHON
aHTUMOHONONbLHON cNyxbbl No
BOonpocam hopMUpPOBaHUs LieH
Ha neKapcTBeHHbIe Npenaparthbl

HenaptameHT rocyaapCTBEHHOrO perynupoBaHna ueH u Tapudos KypraHckon obnactu
(hanee — [penapTameHT) HanpaenAeT ans Mcnonb3osaHuA B paboTe cneagylowylo
MHopMaLMIo.

B cooteercreum ¢ Ykasom [lpeanaeHta Poccuitckon ®epepauuu ot 21.07.2015T.
Ne 373 «O HekoTOphIX BOMPOCAxX rocyAapCTBEHHOrO ynpasneHWsa W KOHTpons B cdepe
AHTUMOHONONBHOrO W TapudHOro perynuposaHus» ®deaepanbHas cnyxBa no rapudam
ynpasgHeHa, a ee yHKUMK nepefaHbl PeaepanbHoi aHTUMOHONONBHOR crnyxbe.

Ha oduumanbHoM cailTe deaepanbsHOA aHTUMOHONONbHOW Cnyxbbl B ceTu NHTepHeT
http://www.fas.gov.ru B pasgene «TapugHoe perynupoBaHue/PasbsicHeHus» pasMelleHbl
WHOPMALMOHHBIE NUCbMA W pasbACHEHMA NO Bonpocam dIOpMUpOBaHUA LUEH Ha
NeKkapcTBEeHHbIE Npenaparthbl, BKNIOYEHHbIe B NEpeYeHb XXN3HEHHO HEOBX0AUMbIX U BapKHEN LLUUX
neKkapcTBEHHLIX NpenapaToB.

MpunoxeHue: konus NucbMa deaepanbHoO aHTUMOHONONbHONA cnyX6bl oT 30.10.2015 .
NeBK/60229/15 Ha 3 nucrax.

3amecTutens aupekTopa genapraMeHTa —
HayanbHUK KOHTPONLHOrO YNpaBneHns
AenapTtameHTa rocyaapCTBEHHOIO perynupoBaHmns

ueH v Tapucoe Kypranckoi obnactu W.A. Bpuyeera

Monoskoea .B.
(3522) 46-62-67
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AHTUMOHOMOJIbHAS
CITYIKBA PykoBoauTensiM opraHos
(PAC Poccnn) VCTIONIHUTENBHOM BIACTU
3AMECTUTEJIb cyobexToB Poccutickoit ®enepanuu
PYKOBO/IUTEJISI

B o0acTi TOCyAapCTBEHHOI'O

perynupoBaHus 1ieH U TapuhoB
Canosas Kyapunckast, 11
Mocksa, /1-242, 'CI1-3, 125993
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O nopsaxe 3amonuenus [[ladionos ®I'MC
«EUAC ®©CT Poccum» B 2015 rony

B cBs3U ¢ GONBIINM KOJIMYECTBOM BOIPOCOB, noctynanmux B agpec PAC Poccuu
u cayx0bl Texumyeckod mommepxku PIMIC «EMAC @®CT Poccum», kacarommxcs
MopsifiKa 3aroJIHEHUSA 11absoHa OI'mC «EHAC OCT Poccun»
NADB.JNVLP.APTEKA.2015 (manee — Illa6mon), ®AC Poccuum pa3bpsicHAET
crenyouiee.

1. B Hacrosigee Bpemsl ACHCTBYIOIIMM 3aKOHOAATE/IBCTBOM HE IMPEeNyCMOTpEHa
nrddepeHnmanys mopsiaka (OPMHPOBAHUSA OTHYCKHBIX LEH Ha JIEKAPCTBEHHEIE
mpenaparsl, BKJIIOYEHHbIE B IEPEYEHb JKU3HEHHO HEOOXONWMBIX H Ba)KHEHIIHX
JleKapcTBEHHBIX TpernaparoB (nanee - JKHBJIII), B 3aBUCMMOCTH OT HaJIOTOBBIX PEXXUMOB,
HCIIONIb3YEMBIX OpraHU3alUsIMU ONTOBOM M PO3HUYHOH TOPIOBIH JIEKAPCTBEHHBIMU
upenaparaMu. [lefictByrommmu  IlpaBuiaMu  yCTaHOBJIEHUS IIpeleNbHBIX pa3MepoB
ONTOBBIX H MPEIECIbHBIX pa3MepoB PO3HHUYHBIX HaA0aBOK K (PaKTHUYECKHUM OTITyCKHBIM
[[€HaM TIPOM3BOJAMTENIH Ha JIeKapCTBEHHBIE IIperaparhl, BKJIIOYEHHBIE B IepeYeHb
YKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIIMX JIeKapCTBEHHBIX IpernaparoB, B CyOBeKTax
Poccuiickoit @enepanyu, yrBepxaeHHbIX nocraHoBienneM [IpaBurensctBa Poccuiickoi
denepanmu ot 29.10.2010 Ne 865 (manee — IlpaBuina), mpeaycMoOTpeH pacdeT ONTOBOH H
(wnu) pO3HUYHOMW HaI0aBKM K (DAKTHUECKOW OTIYCKHOW IIeHe IPOHM3BOAMTENS Ha
JKHBJIIT 6e3 nanora Ha no6aBieHHy0 ctouMocts (nanee - HI(C).

YuuteiBasg, 4TO B OTYETHOM Iiepuone perynupoBanus (2014 rox) HekoTopble
OpraHu3allid ONTOBOM M PO3HUYHOW TOProBIX (POPMHUPOBANM OTIIYCKHBIE ILIEHBI Ha
XHBJIII ¢ ydyerom nyHKTa 28 HH(OPMaIMOHHOTO NHCHEMa Poc3apaBHam3opa OT
28.01.2010 Ne 01M-52/10, ®CT Poccum ot 29.01.2010 Ne CH-466/7 (manee —

I/IH(bOpMaI_II/IOHHOG HI/ICBMO), AT IIOJYYCHHsI IIPAaBUJIIBHOIO pacCyeTHOro pasmepa

I

654196



2

TIpeleIbHEIX ONTOBBIX (PO3HMYHBIX) HaJ0aBOK B IUIAHOBOM IIEPHOIE PETyIMpOBAHUS
(2015 rox) npu 3amondenun 1lla6nona B 2015 rogy HeOOXOAUMO PYKOBOACTBOBATBCA
CIeAYIOIHM:

ONTOBBIM (pPO3HMYHBEIM) OpraHM3alMsIM, HAXOAAIIMMCA Ha oOImed cucreme
Hajoroo6noxeHns, cronden R jucra [12 [1labaona HeoOXOAMMO 3anONHATH 0e3 yyera
BIC;

ONTOBBIM (PO3HHYHBIM) OPraHU3alUsIM, IIPUMEHSIOMIAM YNPOIUIEHHYIO CHCTEMY
Hanoroobnoxenus (gasee — YCH) unu sBnsroluMcs narelbIidiKaMyi €THHOTO Hajlora
Ha BMeHeHHbIH noxon (mamee — EHBJI), u ¢opMmupoBaBIIMM B OTYETHOM IE€PHOIE
peryaupoBanus ornyckasle LeHsl Ha JKHBJIII B coorsercTBMu ¢ IyHKTOM 28
uHpopManoHHOro muckMa, cronberr R mucta 112 [labnona HeOOXOIMMO 3aMOIHATD C
yuerom HJIC:

ONTOBHIM (PO3HMYHBIM) OpraHu3anusaM, npuMerstomuM Y CH unu opranusanusim,
apistonuMmes  matensmukamMu  EHBJl v ¢dopMupoBaBIIMM B OTYETHOM II€pHOIE
perynupoBanus OTiyckHble LeHbl Ha JKHBJIII B COOTBETCTBUMM C AEHCTBYHOIIHAM
3aKOHOAATENLCTBOM, CyMMHpYsI 1ieHy npuobpererus JKHBJII y nocTtaBmuyka (peajabHble
pacxomsl opranusauuu  Ha npuoOperemne JKHBJIII HesaBucuMo OT pexuMma
HAJIOro00J0KEHHS, IPUMEHSIEMOTO IMOCTABIIMKOM) U Han0aBKy (pasMep KOTOpOH He
npeBhIIIaeT npeaebHbli pasMep ONTOBOK WM PO3HUYHON HaA0aBKH, yCTAHOBIECHHBIN B
cyopekre Poccuiickoit denepanmu i1 AaHHOW LIEHOBOW TIPYIINBI), HCUUCIEHHYIO OT
daxTHyecKoi oTmyckHoi 1eHsl npoussoautens 6e3 HIC cronben R nucta [12 [11abaoHa
3amonHsercs 6e3 ydera HJIC.

2. B cootBercTBUM ¢ JAeiicTByroliMMH [IpaBunmamu u paszpenom IV Metonuku
YCTAHOBJIGHUSI OpraHaMyl WCITOIHUTENIBHON BiacTU cyObekToB Poccutickoit denepannu
NpeeNbHEIX pa3MepOB OMNTOBBIX HaA0aBOK U MpPERENbHBIX pa3sMepOB PO3HHYHBIX
Hag0aBOK K (paKTHHECKHM OTIIyCKHBIM Li€HaM, YCTAaHOBJEHHBIM NPOU3BOAUTEIAMHU
JeKapCTBEHHBIX NPENaparoB, Ha JIEKapCTBEHHBIE NpeNnapaThl, BKIIOYEHHBIE B NepeueHb
’KM3HEHHO HEOOXOMUMBIX M BAXKHEMIIMX JIEKApCTBEHHBIX MpPenapaTroB, YTBEPKIAECHHOM
npukazoMm OCT Poccuu ot 11.12.2009 Ne 442-a:

OpraHu3allid ONTOBOX (PO3HMYHON) TOproBiu, mnpuMmensomue YCH wim
apisiromuecs mnarensiuukamu EHB/I, ykassiBarot B ctonbrax O u P aucra I12 111abnona
nanuele o croumoctu JKHBJII B uenHax npuobperenust (peajibHble pacxombl Ha
npuodpetenue XKHBJIIT) u peanusannu (ornyckHas uena Ha XXHBJIIIT),

OpraHM3allH ONTOBOM (PO3HMYHON) TOPrOBJIM, HaXomdsIIuecs Ha obIeil cucreme
HaJOrooOJIOKEHHsI, yKa3blBaloT B cTombmax O w P smcra [12 I1la6nosa maHHBIE O
croumocty 2KHBJIII B nenax npuobperenus u peanuszanuu 6e3 yyera HJIC.

B rabmuue npeacTaBieH MepedeHb IPOBEPOK IPEBBIMNEHASN OpeaelbHON
OTIIyCKHOU LieHEl, peann3oBaHHbIX B lllabnoHe:

2015-97006(3)



Tun HanbaBku [Mnarensmuk HAC [Tposepka
onToBast na N<M+U*k_ont
onToBas HET N<M+U*k_ont

pO3HUYHAsA na N<M+U*k_po3n
r pPO3HHUYHAs HeT N<M+U*k_po3H

B npencraBneHHOW Tabmuile 3arfiaBHbIEe JIaTUHCKHE OYKBBI 0003HAYaIoT
coOTBeTCTBYIOIIHME cToIOIB! Ha nucte [12 1labmona, k ont u K_po3H — ycTaHOBIEHHBIE
npeeNbHbIe YPOBHH ONTOBOX U POZHUYHOM HaJ0aBOK COOTBETCTBEHHO.

Bce HecoorBercTBus 11laGnoHa BBIIEU3NIOKEHHBIM DPa3biACHEHUSIM OymyT
ycTpaHeHbl B oOHoBneHuHn Bepcum 1.1. OgHoBpemeHHO ¢ BhimyckoMm Bepcun 11laGnona
1.1 Oymer omnyOnuxoBan ¢aitn UPDATE.NADB.UNVLP.APTEKA.2015.TO.1.1 nns
OOHOBIIEHHUS paHee MPUCIAHHBIX IA0JOHOB 10 BepcuH 1.1, B CBSI3U C YeM OTCYTCTBYET
He00XOMMOCTh ITOBTOPHOIO 3all0JHEHUS paHee npeacTaBieHHbIX 111a0moHoB.

B cBs3u cO 3HAYMTENBHBIM KOJIUYECTBOM KOPPEKTUPOBOK, CPOK IIPENCTABICHHS
[ITabnmona npomyieH Ao 1 gexadps 2015 roaa.

Jononautensno @AC Poccuu coobuiaet, 4To BhIMycK cBogHOro Iadinona GI'MC
«EMAC ®CT Poccun» SUMMARY.NADB.JNVLP.2015 3amnanupoBaH He mHo3gHee 2
HOs16ps 2015 rona.

BeimensiioxxeHHyr0 HHpoOpManHI0 HEOOXOAHMO [JOBECTH [0 CBeIeHHUHA
OpraHM3allMii ONTOBOH TOProBJH M OpraHH3allMii PpPO3HHYHON TOProB.IH,
OCYIIECTBJISIIOIINX peaJin3allii0 JIeKaPpCTBEHHbIX TMPenapaTroB, BKJIKYEHHBLIX B
nepedens JKHBJIII, na repputopuu cyobexta Poccuiickoii ®egepanun.

B.I'. Koponés

A.B. Kussesa

8 (499) 755-23-23, no6. 088-201
aknyazeva@fas.gov.ru
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