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O npexcTaBneHUU JaHHBIX B JopMaTe 3NEKTPOHHOTO
mwabnona ®I'UC EMAC

B coorBercTBMHM ¢ IyHKTOM 2.2 MeETOOUKU yCTaHOBICHHS OpraHamu
UCIIOJIHUTENBHON BnacTH cyObekToB Poccuiickoit ®enepanmu npenenbHBIX pasMepoB
ONTOBBIX Hal0aBOK M IpEIeNbHBIX Pa3MEpOB PO3HUYHBIX HAN0aBOK K (DaKTHUECKUM
OTITYCKHBEIM II€HaM, YCTaHOBJIEHHBIM IPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IpernapaToB, Ha
JIEKapCTBEHHBIE IIpENapaThl, BKIIOYEHHBIE B IEPEYEHb JKU3HEHHO HEOOXOMUMEIX H
Ba)KHEMINMX JIEKAPCTBEHHBIX IIpenaparoB, yTBepkneHHo# npukazom ®CT Poccum or
11.12.2009 Ne 442-a (nanee — Metoauka), onpezneneHre NpeaebHbIX pa3MepoB OITOBBIX
HaJ0aBOK M MpeNeNbHBIX pasMepOB DPO3HUYHBIX Ham0aBOK K IIEHaM Ha >XH3HEHHO
HeoOxonMMble U BaKHeHIue JekapcTBeHHbIe Ipenaparsl (nanee — JXHBIIII) opranom
UCIIONHUTENBHON BracTu cyOwpekta Poccuiickoit @enepanuu NPOU3BOAWTCS Ha
OCHOBAaHMH pACYETHBIX MATEpPHaJIOB, IMPENCTABIEHHBIX ONTOBBIMU OPraHU3AUSIMU H
OpraHu3alMsIMUA PO3HUYHOM TOProBiIH, ocymiecTBistomumu peanusanuio XHBJIII Ha
TeppuTopuu cyobekTa Poccutickoit @enepanun.

CormacHo nmyHkTy 2.3 MeToAMKH OpraHaM HCIIOJIHATENILHOW BJIACTH CyOBEKTOB
Poccuiickoii ®enepanuyu HeoOXOOMMO IPOBECTH 3KOHOMHYECKHH aHalu3 pa3sMepoB
ONTOBBIX Han0aBOK U pa3MepoB PpO3HUYHBIX HAA0AaBOK, NEHUCTBYIOIIMX B CYOBEKTE
Poccuiickoit ®enepanuu, ¥ UX BIUSHUS Ha pe3ylbTarbl (PUHAHCOBO-3KOHOMHYECKOTO
COCTOSIHMSL ~ OIITOBBIX  OpraHU3alMii ¥  OpraHu3allMii  PO3HUYHOM  TOPIOBIIH,
ocywecTisBluMX peanuzanuio JKHBJIII B oTyeTHOM nepuone peryinupoBaHus, U yIeCTh
pe3yabTaThl 3TOr0 aHajau3a IIPH YCTAaHOBIEHUH pa3MepOB Ha10ABOK Ha IJIAHOBEIN MTEepPHO]
PETYIUPOBaHUS.

VYyuTeIBas W3T0XKEHHOE, YIOJIHOMOYEHHBIM OpraHaM WCIOJHUTEIbHOU BIIACTH
cyonekToB Poccuiickoit @enepanuu He0OXOAUMO:
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1. I3y4nTs pacuyeTHbIE MaTepUabl, IPEACTABICHHbIE ONTOBBIMA OPraHU3AHIMU
U OpTaHU3allUsMH PO3HUYHOM TOPrOBIH, OCYLIECTBISIOIUME peanusanuio JXHBJIII Ha
Tepputopur cyonrekra Poccuiickoit ®enepariun, mo uroram 2018 roaa.

2. IIpoBecT SKOHOMHMYECKHH aHamM3 IpeNelbHBIX pPa3sMEpOB ONTOBHIX U
IpefebHbIX PasMepPOB PO3HUYHBIX Han0aBOK, AEHCTBYIOIIMX B CyOBbekTe Poccuiickoi
Qenepanuu, U UX BIASHUSA Ha pe3yNbTaThl (HHAHCOBO-DKOHOMHYECKOTO COCTOSHHS He
menee 15 % ONTOBBIX OpraHu3alUii W OpraHU3alMii PO3HUYHOM TOPrOBIIH,
ocymecTtBuaBmux peamusanuo JXHBJII B 2018 roay. HeoOxomumble pacyers
NPEACTaBATE B (QopMaTe 3alONHEHHBIX JJIEKTPOHHBIX IMa0lIOHOB (Kof IabioHa
NADB.INVLP.APTEKA.2019) ®enepanbHo#t rocynapcTBEHHOHM HHGBOPMALHOHHOM
cucreMsl «Enunas nH(OpMaMOHHO-aHATHTHYeCKas cucteMay (nanee — EMAC) B cpok
mo 15 aerycra 2019 roaa. Ila6moHsl OymyT pa3smernensl Ha Beb-caiite http:/eias.ru/ B
pasnene «OtyeTHBIe HOPMBI (IIAOIOHEI)» U pazociansl mocpeactsom EMAC He mosnHee
30 mas 2019 roga. Bonpocsl, Bo3HUKAIOIIKE 10 3aM0aHeHHI0 mabaoHoB EMAC, MoXHO
pasmecTuTh 1o anpecy http://support.eias.ru/ B pazmene «OTopaBuTh 3ampocy, BEIOpaB
kareroputo 3 «Pabora c oT4eTHBIMM (opmamm», mnoxkareropuio «OupeneneHue
Han0aBok K nenam Ha XXHBJIIT (amrekn)».

3.Ilo pesynbTaTamM NpPOBEAEHHOI0 JKOHOMHYECKOr0 AHAJIHM3A NPUHATH B
cly4yae HeOOXOAMMOCTH B COOTBETCTBHH C 3aKOHOJATeNLCTBOM Poccmiickoii
@enepauuu  pemeHdsi 00 HM3MEHEHHH [eHCTBYIOIIMX MpeleJbHBIX pPa3MepoB
ONTOBLIX HAA0ABOK M IpefeJbHBIX Pa3MepoB PO3HUYHBIX HAA0ABOK HA IIAHOBBII
nepHoJ PEryIUPOBaHMs IIOC/IE COIIACOBAHHS IPOEKTOB COOTBETCTBYIOIIMX PEIIEHHM C
DenepanbHON aHTUMOHOIIONBHOH CITyk00# B cooTBeTCTBUH ¢ [IpaBuaaMu yCTaHOBIEHHUS
IPeeNbHBIX pPa3sMEPOB ONTOBBIX M IpPENEIbHBIX pa3MepOB pPO3HUYHBIX HAJA0aBOK K
(aKTUYECKUM OTIYCKHBIM LI€HAM, YCTaHOBJIEHHBIM HPOM3BOMUTENSAMH JIEKApCTBEHHBIX
IIpenaparoB, BKIIOYEHHBIX B II€peYeHb J>KU3HEHHO HEOOXOMUMBIX MU BaXHEHUIIUX
JIeKapCTBEHHBIX IIpenaparoB, B cybbekTax Poccuiickoit ®enmeparivu, yTBepKIEHHEIMU
nocranoBienueM IIpasutensctBa Poccuiickoit ®enepanuu ot 29.10.2010 Ne 865 (nanee
- IIpaBun).

4. Madopmayio o coXpaHeHUX W (WJIM) U3MEHEHHH IENCTBYIOLINX NpeNeTbHbIX
pasMepoB ONTOBBIX HaJ0ABOK M NPENENbHBIX Pa3MEePOB PO3HUYHBIX HAI0ABOK HAIIPABUTE
B cpok 10 15 aBrycra 2019 r. 8 PAC Poccuu B OymaxkHOM BHIe mo aapecy: 125993,
I'CII-3, A-242, r. Mocksa, yiI. Ca,Z[OBaH-KyI[pI/IHCKa}I, n. 11, mpenBapuTenbHO HAa

3JIEKTPOHHBIN anpec: delo@fas.gov.ru.

®AC Poccnu obpainaet BHUMaHue, 4To coracHo 9actu 1 crareu 19.7.1 Kogexca
Poccuiickoit @enepanuu 00 agMUHACTPATUBHBIX HpaBOHapymeHI/IHX HEIpe/CTaBlIeHUE
CBEJICHWI B OpraH, YIOJHOMOYEHHBI B 00OJACTH .IOCYJApCTBEHHOTO PETYIMpPOBAHUS
TapudoB, ecid  00A3aTeNPHOCTh  INPEACTAaBIEHMs  CBEINEHHM  NpelycMOTpeHa
HOPMaTHBHBIMU IPAaBOBBIMU aKTaMH JUIsl YCTAHOBJICHHUS, H3MEHEHHs, BBENCHUS WU
OTMEHBI TapU(OB, a TAKXKE UCIIOTHEHUS YKa3aHHBIM OPTaHOM IIOJTHOMOYHIA 10 KOHTPOIIIO
(mam3opy), cbopy wuHGboOpMamuM, a paBHO HX HENPEACTABIEHHE B YKa3aHHBIN
YIIOJIHOMOYEHHBIM OPraHOM CPOK — BJjle4eT HaJl0KeHHe aIMUHHCTPATHBHOrO mTpada.
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B cayyae HempeacTaB/ieHHSl YKa3aHHBIMH OPraHH3alUAMH (ONTOBBIMH
OpraHM3alMsiMM H  OPraHU3alUsiIMH PO3HHYHOH TOProOBJH) COOTBETCTBYIOLIEH
HHpoOpMauMH JODKHOCTHBIE JIUIIA OpPraHOB, OCYIIECTBISIONIMX T'OCYIapCTBEHHBII
KOHTPOJIb 32 COONIONEHMEM MOPSAAKA IIEHOOOPa30BaHHs, B COOTBETCTBHH € MyHKTOM 65
yactu 2 crarbn 28.3 Kopmexca Poccuiickoii ®enmepanum 06 agqMUHHCTPATHBHBIX
IIPaBOHAPYIIEHUSIX COCTABJSAIOT NPOTOKOJ O BBLISIBJEHHOM NPAaBOHAPYIIEHHH H B
coorBeTcTBHH co cratbeii 23.1 Komekca Poccumiickoit  ®enmepamum 06
aIMUHUCTPATUBHBIX IIPAaBOHAPYLICHHUSIX HANPABJISIOT €ro JJIfi pacCMOTPEHHSI CYAbSIM
PallOHHBIX CYIOB.

Taxxxe ®AC Poccuu obparaet BHUMaHKe Ha CIEYIOLIEE:

1. B ciyyae, ecnu Ha NIaHOBBIN IEPUOA PETYITHPOBAHMS OpraH MCIONHUTENBHOM
BIacTu cybnekta Poccuiickoit @enepanuu B COOTBETCTBUM C IOAIYHKTOM 5.6 MeTonuku
IUTAHUPYET BBIAENUTE B oTAenbHyro rpynmy JKHBJIIIL, mo koTtopsiM omToBEIE
OpraHu3aliyd U OpPraHW3alliyd PO3HUYHONM TOPIOBIM HECYT AOIOJHUTENbHBIE PacXOIEL,
CBS3aHHBIE C 0COOBIMH YCIJIOBHSIMH MX TPAaHCIOPTHPOBKH M XpaHEHHs (HapKOTHYECKHE U
TICUXOTPOIHBIE JIEKAPCTBEHHBIE IIPENaparhl), U yCTAaHOBUTE pa3Mephbl Ha0aBOK C YUETOM
JOTIOJIHUTENBLHEIX PacXoIoB II0 MX peaju3aluy, HeOOXOOUMO JI0 3aIlOJIHEHHs IIabjaoHa
NADB.JNVLP.APTEKA.2019 HampaBuTh Ha SNeKTpOHHBIA anapec: soc@fas.gov.ru
3ampoc 00 M3MEHEHUH ITapaMeTpoB ImabiioHa i HaHHoro cybbekra Poccuiickoit
Oenepanyuu.

2. WMudopmanus o KOIMYECTBE OpraHM3all¥i, N0 MOaHHBIM Poc3sapaBHan3opa
umeromux B 2018 romy  meicTBYMOIIyl0 — JIMIEH3UIO HA  OCYIIECTBIEHHE
(GapmaneBTHUECKON NesTeNbHOCTH, OyleT OomybnukoBaHa Ha oduuuansHoM caiite ®AC
Poccun (http://fas.gov.ru/) B pasmene «HampaBnenus pesitenbrocTH» — «Tapudroe
peryaupoBaHuey» —«JIlekapcTBeHHbIE CPEICTBa» — «AHATUTHKA.

CompoBomuTENbHOE IHCBMO OpraHa HCIOJNHUTENbHOM BJIAaCTH CyOBEKTa
Poccuiickoii @enepanuu, Hampasmsiemoe B anpec PAC Poccuum mo pesynpraram
sanondenus mabimona NADB.JNVLP.APTEKA.2019, B 06s3aTeTbHOM MOPSIKE JOJKHO
cozepKarh HHPOPMALIUIO O J0J1€ ONTOBbIX OPraHU3ALHUNA H OPraHM3aAUMI PO3HHYHOM
TOProBJH, TIPEACTaBUBIIMX HEOOXOAMMBIE pacueThl B (opMmare 3amoJHEHHBIX
3JIEKTPOHHBIX IIA0JIOHOB, @ TaKXe COAEp)XaTh IMOSCHEHUs, B ClIy4ae €CIM CBEIEHMS
OpraHa HCIIOJIHUTENBHOM BracTd cyobekta Poccuiickoit ®enepaumm 00 ob6Iiiem
KOJIMYECTBE OPraHU3allMi, OCYIIECTBISIOMUX ONTOBYIO M (MJIM) PO3HUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMHU IIpenaparaMu Ha TeppuTopuu cyObekra Poccuiickoit ®@epepanuu B
2018 rony, ominyarorcs oT JaHHBIX Poc3apaBHam3opa. )

3. B cootBercTBUM ¢ IyHKTOM 5.4 MeTonuku, MmompaBodYHble KO3(DGHUIMEHTEI,
IpUMEHsEMBIE K pacyeTHBIM pa3MepaM OITOBBIX M PO3HUYHBIX HAI0aBOK, HOJDKHEI
obecrevynBarh MOJNyYeHHe OpraHU3alUsIMU BaJOBOM mpuObLIH oT peanusanua JXHBIIII,
B [IJIAaHOBOM IIEPHOZE PETYIUPOBaHMS B LIeJIOM, ucxons u3 Gopmyn 13 u 14 Metomguku.

@®AC Poccum nosicHsieT, 94To ko3¢ ¢unnenTs! AnddepeHIHaNHNA, TPHMEHIEMbIe
YIIOJJHOMOYEHHBIMY OpraHaMy HCIIOJIHUTENBHOM BIacTd CyOBeKTOB Poccuifckoi
Qenepanuy K pacyeTHBIM pa3MepaM ONTOBBIX U PO3HUYHBIX HanOaBok (sueiiku 012,
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013,014 Tlpunoxerut I19 wmmm I110) mo Kaxoo# IE€HOBOH TIpymme, MOJKHBI
00ecreYHTh KOPPEKTHPOBKY PACHETHLIX Pa3MepoOB TAKHM 06pa3oM, 4T00LI HpH
noacraHoBke B ¢opmynnl 13 w 14 MerToauku 3HAaYEHUH IIAHAPYEMBIX K
YCTAHOBJICHHIO HJI COXpaHsAEMBIX 0e3 M3MEHEHHs IpeNeNbHbIX Pa3MepOB OINTOBHIX U
PO3HUYHBIX HAN0ABOK BajOBas MPHOBUIb XO3SMCTBYIOIIUX CYyOBEKTOB, IIAHMpyeMas K
IONy4YEeHHIO B 3TOM Clly4ae, COOTBETCTBOBaja BaJlOBOM NPUOBUIH, ILIAaHHPYEMOM K
TIOJIy4€HHIO IIPU NPUMEHEHUH PacyYeTHBIX pasMepoB Han6aBok (IIpmnoxenue I12), npu
3TOM JIOITyCKAeTCs OTKJIOHEeHHe B pa3mepe He GoJiee 10 %.

A XO. IapuxoBckuii

Vne3kuna JI.H.
+7 (499) 755-23-23 (006.088-643)
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