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O npozIeHHHu CpOKOB IPEICTABICHUS NaHHBEIX B
tdopmare anexTporsoro madiona PIUC EUAC

denepanbHas aHTUMOHOIIONBHAS CIIyXKOa B JOIMONHEeHHe K muckMy oT 19.07.2018
Ne AIT/55879/18 coobiaer ciemyromiee. | '

B cBA3M C BO3HUKIIMMM TEXHUYECKUMH 3aTpyJHEHHUSIMH, CBI3aHHBIMH C
obnosnenmem 1mabimona NADB.JNVLP.APTEKA.2018 Emuno# uxHbOpMauOHHO-
aHamuTAdeckodt cuctempl ®CT Poccumm, cpox mpencrasienus uHGopmamuua B DAC
Poccun o coxpamenuu u (WiIM) W3MEHEHUM NEUCTBYIOIIMX IIPEAENBHBIX pPa3MEepoOB
OIITOBBIX HaJ0aBOK W IIPENEIHHBIX PO3HUYHBIX HAT0ABOK K (AKTHUECKHM OTIIYCKHBIM
[leHaM, YCTAaHOBJEHHBIM  IIPOM3BONUTEIISIMH  JIEKAPCTBEHHBIX  IIpPEelaparoB, Ha
JEKapCTBEHHBIE IIpernaparbl, BKIIOUYEHHBIE B II€PEUEHb J>KU3HEHHO HEOOXOAUMBIX WU
BOXHEUINX JIeKapCTBEHHBIX IpernaparoB (manee — [lepeuens XKHBJIII), nepenocurcs
Ha 12 HosiOpst 2018 roga.

Homnomaurensao ®AC Poccun obpariaer BHIMaHHUe Ha CIIeIyIOIIee.

1. B coorBercTBUM C TyHKTOM 3.6 MeToouku YCTAHOBJICHHS OpraHaMu
HCIIOJIHUTEIbHON BracTé CyObekToB Poccuiickodt ®enepanuu IIpenelbHBIX pPa3MEpoB
OIITOBBIX HAaI0aBOK ¥ MpPENEeNbHBIX pPa3MEpPOB PO3HUYHBIX HaA0aBOK K (DaKTHUECKUM
OTIIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IIPOM3BONUTENSIMH JIEKAPCTBEHHBIX IIpernapaToB, Ha
JeKapCTBEHHBIC IIpernaparbl, BKIIOYEHHBIE B IIEPEUYCHb JKU3HEHHO HEOOXOAMMBIX H
BXHENINNX JIeKapCTBEHHBIX IpenaparoB, yTeepxaeHHoOU mnpukasoM DOCT Poccuum ot
11.12.2009 Ne 442-a (manee - MeTonuka), Ipu YCTaHOBIIEHUU U IIEPECMOTPE IPEAEIIbHBIX
pa3MepoB ONTOBEIX HAT0ABOK W MPEHENbHBIX Pa3MEepOB POSHUYHBLIX HaJ0aBOK K IeHaM Ha
JeKapCTBEHHBIe Iperaparsl, BKiIroueHHble B [lepeuens XHBIII, opranuszanuu, Ha 6ase
KOTOPBIX OCYIIECTBILUICS pacueT Han0aBOK, B ABYXMeCSYHBIH CPOK IIPENCTaBILIIOT
HeoOXOMUMEIE pacueTHBIe MaTepHhalbl B COOTBETCTBHEM C HyHKTOM 3.1 Metomuku Ha
OymakxHoM HocuTele W (WJIH) IO 3JEKTPOHHBIM KaHajIaM CBsA3M B (hopmare I1abIOHOB
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Enuuo# unpopmanuonno-anamutuueckoit cucremsl P®CT Poccum. B cBssu B
U3JI0XKEHHBIM, & TakXke BBUIY OOIBIIOro o0bema HH(GOPMAaIK, HEOOXOOUMOM K
3aIIOJTHEHUIO OpraHM3alusaMy, Ha 0a3e KOTOPHIX OCYINECTBIIETCS pacdeT HanbasBok, GAC
Poccun pexoMeHIyeT opraEaM HCIOJHUTEILHOM BIACTH CyObekTa Poccuiickoil
@enepanvu yCTaHABIUBATh CPOK IIPEACTABICHUS YKa3aHHO! HH)OPMAIIHH - 2 Mecsna.

2. B coorBercTBHE C uWacThio 2 crarhu 63 DemepanpHOro 3axoHa or 12.04.2010
Ne 61-@3 «O6 obparmeHun JTeKapCTBEHHbIX CPEICTB» OPraHU3allii ONTOBOW TOPrOBIM U
(anm) anTevHble OpraHM3alWy, WHANBUAyalTbHbIE NPEONPHUHEMATENM, HMEOIIHE
JUIEH3UI0  Ha  (apMaleBTHUECKyI0 JesTeNIbHOCTh, OCYIIECTBISIOT — pEeallM3alliio
JICKapCTBEHHBIX IIpenaparos, BKodeHHBIX B Ilepeuens JXHBJII, mo menam, ypoBeHB
KOTOPBIX HE€ IPEBLIaeT CyMMYy (aKTHUEeCKOH OTIYCKHOW IIeHBI, YCTaHOBIEHHOM
IIPOMU3BOUTENIEM JIEKAPCTBEHHBIX IIPENapaToB U He MPEBBINAIONIEH 3aperuCTpUPOBAHHOM
IpeebHON OTIYCKHOM LIeHbI, X pa3Mep ONTOBOM HanOaBKH M (W) pasMep PO3HUYIHON
Hag0aBKH, He IIPEBBIIIAIOIINEe COOTBETCTBEHHO pasMepa IpeebHON ONTOBOM Hal0aBKU U
(unmm) pa3Mepa mOpenenbHON pO3HHYHON HanbaBKH, YCTAaHOBIEHHBEIX B CyOLEKTe
Poccuiickoit deneparumu.

B coorBerctBum ¢ myskrtom 4 IlpaBui yCcTaHOBIEHUS NpPEHETbHBIX pPasMepoOB
OIITOBBIX M IIPENENBHBIX Pa3MEPOB PO3HUYHBIX HaN0aBOK K (DAKTUUECKUM OTITYCKHBIM
[I€HaM, YCTaHOBJIEHHBLIM IIPOU3BOAUTEISIME JIEKApPCTBEHHBIX IIPENIapaToB, BKIIOYSHHLIX B
Ilepeuens JKHBJIII, B cyOpekrax Poccuiickoii @Deneparuu, YTBEPKICHHBIX
nocranosnenueM lIpasurenscTBa Poccniickoit @enepanuu ot 29.10.2010 Ne 865, cymma
OIITOBBIX HaI0aBOK K (PAaKTHUECKOH OTIYCKHOU IeHE IMPOU3BOIUTEINS Ha JIEKAPCTBEHHBIH
Iperapar, IpUMEHsIeMBbIX BCEMH OpraHH3alKsIMH OITOBOM TOPIOBIH, YJaCTBYIOIIUMH B
peany3alyy 3TOr0 JIEKApCTBEHHOIO IIperapara Ha Tepputopuu cydwsekra Poccuiickoit
Qenepanny, He ODKHA IPEBLINATh COOTBETCTBYIOINUM IMpENeNbHBIN pasMep OITOBOM
Han0aBKU, YCTAHOBICHHBIH OpPraHoOM WCIONHUTEIBHOM BIACTH 3TOr0 CyOBeKTa
Poccutickot @eneparrum.

B cBsa3m ¢ TeM, 4TO IIpX BBIUUCIEHUH PAcUeTHOIO pasMepa Hal0aBKY, INIAHUPYEeMOK
K YCTaHOBJIEHHIO B cyObekTe Poccuiickoii denmepamuy, ¢ IOMOIIBIO 3JIEKTPOHHOIO
mabimona NADB.JNVLP.APTEKA.2018, yuuTbIBaeTcs BaloBas NIPUOBUIL OITOBBIX
OpraHu3alnnil, NpHOOpeTaromUX JeKapCTBEHHBIC IIperaparbl Kak y I[IPOU3BOAUTENeH
JEKapCTBEHHBIX IIpenaparoB, TaKk M y APYTUX ONTOBBIX OpPraHU3aIWi, UL MONYyYEeHUS
00BEKTUBHOIO HEOOXOIMMOTO PacyeTHOro pasMepa ONTOBOW Han0aBKu, KOTOPBIH, B CBOIO
o4epenb, MOXET OOeCHeUUTh Oe3yOBITOUHYIO pealu3aldi0 OpraHu3allUusMU OITOBOU
TOPrOBJIH JIEKAPCTBEHHBIX IIperapaToB, BKIOUeHHBIX B Ilepeuens JKHBJII, vezaBucumo
0T ycnoBui ux mpuoOperenus, B 1ekTpoHHOM Imadnone NADB.JNVLP.APTEKA.2018,
3aIlOJHAEMOM OpPraHU3aLUsIMU OIITOBOX TOPTOBIIY JIEKAPCTBEHHBIMU IIperiapaTaMy, pacder
3HAQ4eHUWs BajJoBO# mpubbu B orueTHOM mepuwome (muer 112, cromberr W)
OCYIIECTBIIIETCS HMCXOAS M3 Pa3sHOCTH MEXIY CPEOHEB3BEIISHHOHM I[eHOH peanu3anuu
JEKapCTBEHHBIX IIpeapaToB K CPEOHEB3BEIIEHHONW (aKTUUEeCKOH OTIyCKHOM IeHOM

HpOI/I3BOL[I/ITC.TI51 (I/IH@OpMaHHH, YKa3anHasi B IIPOTOKOJIC corjiacoBaHusd IICH IIOCTaBKH
YKHBJIIT).
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3. Ilpu pacyere BajoBOW NPHOBUIH, IONYYEHHOM OpPraHU3aIllMsIMH B OTYETHOM
nepuozne (muct I12, cronben W) B anexrporsom madnone NADB.JNVLP.APTEKA.2018
IpYU CYMMHPOBAHWY 3HaYEHUH 10 KAKIOMY JIEKapCTBEHHOMY IIpenapaTy He YUUThIBAIOTCS
OTpHIATENLHBIE 3HAYEHUsT BAJOBON IPHOBLIM B CiIydae, KOIZa CpelHEB3BEINCHHAs IeHa
peanu3anyMy JIEKapCTBEHHOIO IIpeliapara OpraHu3aluedl OITOBOM TOPrOBIH HIDKE
CPEOHEB3BEIIEHHON (haKTHUECKON OTITYCKHOM IIeHBI IPOU3BOIUTENS, @ CPESIHEB3BEIIEHHAS
IeHa peaTu3alyyl OpraHM3allM¥ PO3HUYHON TOPrOBIM HIDKE CPEIHEB3BEIISHHOW I[CHBI
IprOOPEeTEHH JIeKapCTBEHHOTO IIperapara.

Belmeykazagnele  HW3MEHEHMs HAIpaBlIeHbBl Ha MCKIIOYEHHE U3 pacuera
ITAHMPYEMBIX K YCTAaHOBJICHUIO pa3MepoB HaJI0aBOK TeX CIydaeB, KOrJa OpraHu3alus 10
CBOEMY YCMOTPEHHUIO pealn3yeT JIeKapCTBEHHBIE IIperaparhl HHKe IeHbl IpHoOpeTeH s,
TaK KakK B YKa3aHHOM CJIydae MCKa)XalOoTCs pacdeTHbBIE pasMephl HanOaBoOK, INIAHUPYEMBIX
K YCTaHOBJICHHUIO.

4. ®AC Poccum TpPOCAT HE OIIyOJIMKOBBIBATH KOHTAaKTHYIO HH(QOPMAIUIO
corpynaukoB @DAC Poccum B cioydyae IE€pEeHANpaBICHHS HACTOALIEr0 IMHCHEMa
OpraHM3ansIM, Ha 0a3e KOTOPBIX OCYIIECTBISUICS pacueT Haa0aBoOK (MM €ro
omyOnukoBaHus Ha WHGOPMAIMOHHBEIX caiftax B cetn «MHTepHeT»). Bompocsl,
BO3HUKArOUMe 10 3amojHeHuto ImabmoHoB EMAC, MOXHO pasMEeCTUTL IO alapecy
http://support.eias.ru/ B8 pasmene «OTIpaBUTh 3ampocy, BeIOpaB kareropuro 3 «Pabora c
OTYETHBIME (GopMamuy, moakareropuro «Omnpenenenre HagbaBok k 1eHam Ha JKHBIIII
(amTexwn)y.

AJO. IlapuxoBcKuit

A.B. Kussesa
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