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_ YIOJTHOMOUEHHBIM Ha OCYIIECTBICHUE
Ha Jo . PETHOHATILHOTO FOCYIAPCTBEHHOTO
& il KOHTpOJIs 3a IPUMEHEHHEM IIeH Ha
JKHBJIIT

O BeTyniieHHH B cHITy
npukasza PAC Poccun ot 09.09.2020 Ne 820/20

B cBs3u ¢ BeTymieHueMm B cuwiy | mapra 2021 roma npukasa ®AC Poccum ot
09.09.2020 No 820/20 «O6 yTBepxaeHHH MeTONMKH YCTaHOBIEHHMS OpraHaMH
UCTIOJTHUTEJIBHOM BiacTH cyonekToB Poccuiickoit ®enepaunu mnpeneNbHBIX pa3sMeEpOB
ONTOBBIX HaA0aBOK M Tpe/eNbHBIX pa3MepoB PO3HUYHBIX HaA0aBOK K (akTHYeCKHM
OTIIYCKHBIM LI€HaM, YCTaHOBJICHHBIM MPON3BOAUTE/SIMHU JIEKAPCTBEHHEBIX MpEraparos, Ha
JIeKapCTBEHHBbIE IIpEnaparel, BKJIOYEHHBIE B IepeYeHb KU3HEHHO HEOOXOAMMEIX H
B)KHeHIIHMX JIEKApCTBEHHBIX NpernaparoB) (najgee cooTBeTcTBeHHO — [Ipukas Ne 820/20,
Meronuka, JXHBJIIT) ®eznepanpHas aHTHMOHOIIONIBHAS CITyXkK0a COOOIIAET ClIeAyIOIIEe.

1. Meronuka, ytBepxaenHas IIpukasom Ne 820/20, mnpeanasHayeHa s
HCII0/Ib30BaHHs OpraHaMH HCIIOJIHUTENIbHOM BiacTH cyObekToB Poccuiickoit ®enepanumu,
YIOTHOMOYEHHBIMM  yCTaHABIMBATh IIpEleNbHbIE pa3Mephbl ONTOBBIX HAAO0AaBOK U
npelesbHble pa3Mepbl PO3HUYHBIX HAA0aBOK K (aKTHYECKMM OTIMYCKHBIM LieHaM
npoussBoauteneit Ha JKHBJIII.

2. Ilpukaz PAC Poccun Ne 820/20 Bcrymaer B cwiy 1 mapra 2021 rojaa.
CoorBercTBeHHo, 1 Mapra 2021 roma opraHbl HCIIOJIHUTENIBHOM BIAcTH CYOBEKTOB
Poccuiickoit denepauyu npu NpUHATHH pelleHHUs 00 YCTaHOBIEHHU M (MJIHM) U3MEHEHHH
MpEJe/NbHBIX pa3MEpOB ONTOBBIX HaA0aBOK M MpeAeNbHBIX pasMepOB PO3HHYHBIX
Haa0aBOK K (aKTMYECKMM OTIYCKHBIM LieHaM (6e3 ydeTa Hajiora Ha J006aBlIEeHHYIO
CTOUMOCTB), ~YCTAHOBIEHHBIM IPOHM3BOAUTENAMH JIEKapPCTBEHHBIX IIpeNaparoB Ha
KHBJII (namee - pelieHue), HUCTIONb3yloT MeTOmuKy, yTBep:KAEHHYHO IlpHkazoM
®AC Poccuu Ne 820/20.

3. Berynnenne B cuimy Ilpukaza ®AC Poccum Ne 820/20 e Bieuer 3a coboi
NPU3HAHUS YTPAaTUBIUMMM CUJIy pELIeHUIl OpraHoB HCIIOJHHUTEIBHON BJIACTH CYOBEKTOB

AT
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Poccuiickoii ®enepalyu, IPUHATHIX B IIPebIAYLIHE TEPUOMBI, TO €CTh pEILIEHUs OpPraHoB
HCTIONIHUTENIbHON BacTH CyObekToB Poccumiickoif denepaimu, mpussteie g0 1 mapra
2021 roma, mpoo/nKaroT JeiCTBOBATh 10 MOMEHTA MPUHATUS OpraHaMH UCHOJHUTETBHOI
BNacTH cyObekroB Poccmiickoii Denepaiuu peuieHuii B cOOTBETCTBUM ¢ MeTOAUKOIL,
yrBepxkaeHHON [Ipuxazom ®AC Poccun Ne 820/20.

4. Jlo npuHATHA OpraHOM MCIONHMTENBHOH BlacTH cyGbekTa PoccHiickoit
Qefepaunn peweHns o0 yYCTaHOBICHHUH U (WIM) M3MEHEHMH IIpelelbHBIX pa3MepoB
ONTOBBIX W PO3HMYHBIX HaJA0aBOK B COOTBETCTBMH C METOAUKOM, YTBEpIKAEHHOI
IIpuxaszom ®AC Poccun Ne 820/20, cormacHo wactu 2 cratbu 63 deepalbHOroO 3aKoHA
or 12.04.2010 Ne 61-®@3 «O6 oOpalieHUn JIeKapCTBEHHBIX CPEACTB» OPraHU3aLuu
ONTOBOH  TOPrOBAM  JIEKAPCTBEHHBIMH  CPEACTBAMH,  allT€YHble  OpraHM3alLyH,
UHAMBUIYAJIbHBIC MPEANPUHUMATEIM, HMEIOIIME JMUCH3UI0 Ha (hapMalleBTUYECKYIO
ACATEIBHOCTD, MEAULIMHCKUE OpPraHU3allii, HMEIOILHNE JIMLIEH3UIO Ha (hapMarieBTHYECKYIO
JeATENIBHOCTh, U HX 000COONEeHHBIE MMOApa3fe/eHus (amOynaTopuu, (eNlbAllepCKre H
(enbAmepcKo-aKymepeKue MyHKTBI, LEHTPhI (OTAeNeHus) oblell BpaueGHOM (ceMeiiHoi)
TNPAKTHKH), PACIIOJIOKEHHBIE B CEJIbCKMX HACENEHHBIX IIYHKTAX, B KOTOPBIX OTCYTCTBYIOT
anNTeYHbIe OpraHU3alliH, OCYLIECTB/ISAIOT PpealH3aluio JIeKapCTBEHHBIX IIpernaparos,
BKJIFOYCHHBIX B IICPEYCHb JKM3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIeKapCTBEHHBIX
NpenaparoB, MO LEHaM, KOTOpble (QOPMUPYIOTCA B COOTBETCTBUM C IOPSAKOM,
ycraHoBlneHHBIM IlpaButensctBom Poccuiickoif ®enepain, ¥ ypoBeHb KOTOpHIX (0e3
ydeTa Hajora Ha J00aBJIeHHYI0 CTOUMOCTB) He HOJKEH MPEBBIIATh CyMMY (BaKTHUeCKOi
OTITYyCKHOM LIeHBI, YCTaHOBJIECHHOH IpPOU3BOAUTENEM JIEKAPCTBEHHOTO IIperapara, He
MPEBBIIAIOINEH  3aperUCTPUPOBAHHOM WM TepeperucTpUpOBaHHON  MpeaebHOM
OTIYCKHOH LeHBI MPOM3BOAMTENS (Ha JaTy peajHM3allid JIEKapCTBEHHOIO Ipernapara
NPOU3BOAUTEIIEM), H pa3sMepa ONTOBON HafbaBKU U (MIH) pa3Mepa PO3HHYHON HaJI0aBKH,
He MNpPEeBBIIIAILIMX COOTBETCTBEHHO pasMepa IpeesbHOM OnToBON HanabaBKu W (MJIN)
pasMepa IpeneabHOM pO3HMYHOM Haa0aBKM, YCTAaHOBJIEHHBIX B cyOwmekre Poccmiickoit
denepanuu.

5. Ilabnonsr @enepanbHON TOCYyIapcTBeHHOW HMHGOPMALMOHHON CHCTEMBI
«EnnHas  mHQOpMalMOHHO-aHAIMTHYeCKass CHUCTeMa»  ([ajee COOTBETCTBEHHO -
3J1eKTpoHHbIe WatyoHbl, GPI'VIC EMAC), npeaHa3HayeHHbIE B COOTBETCTBHH ¢ IIpaBiiamMu
YCTaHOBJICHUS MpPEIe/IbHBIX PasMEPOB ONTOBBIX U MpPEeAETbHEIX pa3MepOB PO3HHYHBIX
Han0aBoOK K (aKTHYeCKUM OTITyCKHBIM LIeHaM, YCTAaHOBJIEHHBIM IPOM3BOIUTENIMH
JICKapCTBEHHBIX IIPETIAaparoB, BK/IKYEHHBIX B IEpeYeHb JKMU3HEHHO HEOOXOOUMBIX U
BOXKHEHIINX JICKAPCTBEHHBIX IIpenaparoB, B cyOwbekTax Poccuiickoit ®Denepaumi,
YTBEpPXKACHHBIMH ocTaHoBlIeHue IIpaButenscTBa Poccuiickoit @enepaunu ot 29.10.2010
Ne 865 (manee - IlpaBuna), ;s pacuyeTa IpeleNIBHBIX pa3MepOB OMNTOBBIX HaJ0aBOK U
NpeeNbHBIX pPa3sMEPOB PO3HMYHBIX HaA0aBOK K (aKTHYECKHM OTIIYCKHBIM LI€HaM
npoussoautenei Ha JXHBJIIT OyayT MoauduuupoBaHel B COOTBETCTBUHU ¢ TPeOOBaHUSIMU
Meroauku, ytBepxkaenHoi Ilpukasom Ne 820/20, a Takke B 4YacTH aKTyalu3aluy
MHGOPMaLUK O 3aperHCTPUPOBAHHBIX TPeIeIbHBIX OTITYCKHBIX LIEHaX IPOM3BOIHUTENeH Ha
JKHBJIII B cpok go 1 mapra 2021 ropa.
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OeKTpoHHEIe WabmoHs! 6ynyT pasmemmensl ®AC Poccuu Ha oduMansHOM caiite
@®I'MC EUAC http://eias.ru.

OpraHbl  MCIOJIHMTENbHOH — BnacTH  cyObekToB  Poccmiickolt  ®enepauuny,
YIOJTHOMOYEHHBIC Ha YCTaHOBJICHHE INpPENEIbHBIX pPa3MEPOB ONTOBBIX U PO3HHUYHBIX
HandaBOK OylIyT yBeJOMJIEHBl O pa3MelleHHH 3JIeKTPOHHBIX LIAGNOHOB B CHCTEME
®I'C EMAC undopmammontsv mucsmom ®AC Poccu.

6. B cooTBeTCTBHH ¢ MYHKTOM 3.6. METOAMKY NpH YCTAHOBIEHUH WA W3MEHEHUH
NpEelNeIbHBIX pPa3sMEpOB ONTOBBIX HaA0aBOK M MpeaeSbHBIX pasMEpOB PO3HUYHBIX
HaJ0aBOK OpraHu3aluM, Ha 0ase KOTOPBIX OCYLIECTBIAETCA pacyeT HaabaBOK, B
ABYXMECSUHBI  CPOK  MpPEJICTaBIAIOT HEOOXOAWMEIE pacyeTHble Marepyaibl B
COOTBETCTBUM C IYHKTOM 3.1 MeTomuku Ha GyMa)kKHOM HOCHTEJE M IO 3JIEKTPOHHEIM
KaHaJlaM CBSi34 B (hopMaTe 3J1eKTPOHHBIX LIa0JIOHOB.

B coorBerctBumM ¢ myHkrtoM 3.1 MeTOAMKH I YCTAHOBIEHHs (HM3MEHEHMs)
NPENEIbHBIX pa3sMepoOB OMNTOBBIX HAA0aBOK U TpPEAeNbHEIX pa3MepPOB PO3HHYHBIX
Hag0aBOK OpraHbl MCIOJNHHTENBHOW BiIacTH CyObekta Poccuifckoit ®eneparmu
pacCMaTpuBalOT B TOM 4YMCJI€ 3aBEpeHHble KomMHM OyXraaTepckoro OamaHca ¢
MPUIOKEHUSIMH, CTAaTHCTHYECKOH M HAJIOTOBOM OTYETHOCTH 3a ITOCJIEAHHUH OTYETHBIN
nepuoz (rod) U IOCIEIHIO OTYETHYIO JaTy WM 3aBepeHHBIE KONUM KHUT (BBITHCKH M3
KHHI) ydyeTa J0XOIOB M PacXoJOB WM MHBIE AHAJIOTMYHBIE JOKYMEHTHI 3a MOCIeIHHIA
OTYETHBI Mepuox (rom) M TMOCIENHION OTYETHYIO Jary (Wi MHIMBHIYaJIbHBIX
NpeaNpUHUMATeNIeH), IMpPEACTaBIEHHbIE OpraHU3alUsAMH  ONTOBOM TOProBIH  HIIH
OpraHM3alUsMH PO3HUYHON TOPrOBIIH.

®AC Poccuu obpaiiaeT BHUMaHKe, YTO COIIACHO YacTH 5 crateu 18 deepansHOro
3aKkoHa 0T 06.12.2011 Ne 402-®3 «O GyxranrepckoM yuere» OyXraarepckas OTYETHOCTE
PEACTABIISETCSH IKOHOMHUUECKUM CYOBEKTOM He IM03[Hee TpeX MecsLeB I10cIe OKOHUaHHS
OTYETHOro rnepuoja (or4eTHsli nepuoa 31.12.2020), a B COOTBETCTBHHU €O cTaTheli 346.23
Hamorosoro konekca Poccuiickoit ®epepaunu ot 05.08.2000 Ne 117-®3 mo utoram
HaJIOroBOTroO MepHojaa OpraHu3alyy, B TOM YHCIIe MPUMEHSIOIHE YIPOLIEHHYIO CHCTEMY
HAJIOr000I0)KEHHU, MIPEACTABIIAIOT HAIOTOBYIO IeKJIapalliio B HAJIOTOBEIN OpPraH 10 MECTY

HaxXxoXX/IeHHs OpraHu3auud - He no3gHee 31 MapTa roga, CJICOYIOLIECIro 3a HMCTEKIIUM
HaJIOI'OBbIM IME€PHOI0M.

7. ®AC Poccun obpaliaeT BHMMaHHe, YTO B COOTBETCTBMHM ¢ 4acThio 1 IlpaBun
Opranbl HCIIONHUTENIbHOM BracTH cyowekToB Poccuiickoii ®enepalnd MNPUHUMAIOT
pElIeHUs M0C/Ie COITacOBAaHMsA NPOEKTOB peleHuil ¢ deaepanbHO aHTHMOHOIOILHOM
CITyKO01.

8. ®AC Poccuu coolImaeT, 4TO B CBS3H C BCTYIUIEHHEM B CHITY NOCTAHOBJICHHS
ITpasurensctBa Poceniickoit @enepauuu ot 24.09.2020 Ne 1541 «O BHECEHHH H3MEHEHHIA
B Hekotopble akTel IIpaBurensctBa Poccmiickoit ®Demepauyu» B COOTBETCTBHH C
IIpaBunamu  opraH HCHONHMTENBHOH BioacTH cyGeekra Poccuiickoit ®eaepauuu
NIPUHHMAET pELICHHE B CPOK, He NpeBblmalomui 10 paboumx aHeit co AHA NMPUHATHS
DenepanbHON aHTUMOHOMONBHOM CITyXG60i peleHNs O COracoBAHMH MPOEKTa PelIeHNs,
Mpd 3TOM B TedeHHe 3 paboyMx OHeH co JHA NpPUHATUS PelueHWs MpeicTaBiseT B
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@epepalbHY0 aHTMMOHOIIOIBHYIO CIIyO0y KOIMHIO pellleHHs, Halpap/sas ee B TOM 4YHCie
Ha Ha ajipec dJIeKTPOHHOM nouTkl zdrav@fas.gov.ru.

9. ®AC Poccuu oOTMeYaeT, 4YTO OpraH HCIOJHHUTEIBHOM BIACTH CyOBEKTa
Poccuiickoii @enepauun He MeHee yeM 3a 10 pabounx AHeH [0 AHSA BCTYIUIEHHS B CHILY
pelICHHs pa3MelaeT UHGOPMALIMIO O TIPHHATOM pElIeHUH Ha ero opuuManbHOM caiiTe B
HH(POPMALOHHO-TEIEKOMMYHHKALIMOHHO# ceTH «IHTepHET.

T.B. Huxeropoaues

3 TMoATAHAKK 37eKTPOHHEOTO IOKYMEHTa, NOATHCAHHOTO
B3I, XxpaHATCA B CHCTEME 3/1EKTPOHHOTO

AokymenToobopoTa ®AC Poccun
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