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02.02.2021  Ne  TH/6752/21 cyobexToB Poccuiickoit @enepanuu,
7 YIIOJTHOMOUYE€HHBIM Ha OCYIIIECTBICHUE
HEEE or PETHOHAIIBHOTO I'OCYIAPCTBEHHOTO
[ ] KOHTpPOJIA 3a IPUMEHEHHUEM LIEH Ha
JKHBJIIT

O BCTYIUICHUH B CUITY
npukaza PAC Poccun ot 09.09.2020 Ne 820/20

B cBsa3u ¢ Bcrymiiennem B cuiny 1 mapra 2021 roma npukaza @AC Poccun ot
09.09.2020 Ne 820/20 «O06 yTBepxkJIeHHMHM METOIUKU YCTAHOBJEHUS OpraHaMH
WCIIOTHUTENBHON BllacTu CcyObekTOB Poccuiickoit denmepaniuu TpeaelbHBIX pPa3MEpoOB
ONTOBBIX HAA0ABOK W TMPEICIbHBIX Pa3MEPOB PO3HUYHBIX HaA0aBOK K (PaKTUYECKUM
OTIIYCKHBIM I[I€HaM, YCTaHOBJIEHHBIM MPOU3BOJIUTENISAMU JIEKAPCTBEHHBIX IPENapaToB, HA
JIEKapCTBEHHBIC TMIpenaparbl, BKJIIOYCHHBIE B TMEPEYCHb >KU3HEHHO HEOOXOIUMBIX U
BRXHEHTITNX JICKAPCTBEHHBIX MpemapaToBy (nanee cooTBeTcTBeHHO — [Ipukaz Ne 820/20,
Metoauka, JKXHBJIIT) ®enepanbras aHTHMOHOIIONBHAS CITy>k0a COOOIIAeT CleayoIIee.

1. Meronuka, ytBepxknaeHHas Ilpukxazom Ne 820/20, npenHazHadeHa ais
MCITIOJIb30BAHMSI OpraHaMy HCIIOJIHUTENIbHON BiacTu cyObekToB Poccuiickoit denepanuu,
YIOJHOMOYEHHBIMH ~ yCTaHABIMBaTh MpEICIbHBIE pa3Mepbl ONTOBBIX HAI0aBOK U
npenesabHble pa3Mepbl PO3HUYHBIX HAA0aBOK K (DAKTUUECKUM OTIYCKHBIM II€Ham
npousBogutenei Ha JKHBJIIL.

2. Ilpuxkaz DAC Poccum Ne 820/20 Bcrymaer B cuiay 1 mapra 2021 rona.
CootBerctBeHHO, 1 mapra 2021 roma opraHbl HCIONHHUTEIBHOM BIACTH CYOBEKTOB
Poccuiickoit denepanuu nmpu NIPUHATHN PEIICHUS 00 YCTAHOBIEHUU U (WJIM) U3MEHEHUU
MpelebHbIX pPa3MEPOB OMNTOBBIX HAA0ABOK W MPEACIbHBIX Pa3MEpPOB POZHUYHBIX
Ha70aBOK K (PaKTUYECKHM OTITyCKHBIM IleHaM (0e3 ydeTra Hajora Ha J00aBICHHYIO
CTOMMOCTh), YCTAQHOBJIEHHBIM MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MpENaparoB Ha
JKHBJIII (manee - pemeHue), UCHoiab3yroT Meronuky, yTBepkiaeHHyro IIpukasom
®AC Poccuu Ne 820/20.

3. Berymnienune B cuny Ilpukaza @AC Poccum Ne 820/20 He Bieuer 3a coOoit
NPU3HAHUSA YTPATUBIIMMH CHJIy PELICHUN OPraHOB MCIIOJHUTEIBHON BIACTH CYOBEKTOB
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Poccuiickoit @enepanuiv, TPUHATHIX B NPEIBIAYIINE EPUOIbI, TO €CTh PEUIEHUS OPraHOB
WCIIOTHUTENBHON BlacTu cyObekToB Poccuiickort ®denepanmu, mpuHsaThie 10 1 MapTa
2021 roaa, mpooIKalT JIEUCTBOBATH 10 MOMEHTA MPUHSATHUS OpraHaMy HMCTIOJHUTEILHOM
BIacTU CcyObekTOB Poccuiickoit denepanum penieHuid B COOTBETCTBUU ¢ METOIUKOM,
yrBepknenHoi [lpukazom ®AC Poccum Ne 820/20.

4. Jlo nOpuHATHAS OPraHOM HCIOJHUTENbHOM BiacTu cyObekra Poccuiickoit
denepanuu pemieHuss 00 YCTAHOBICHUM W (WMJIM) W3MEHEHUW TIPENEIbHBIX Pa3MEpoB
ONTOBBIX W PO3HUYHBIX HAJ0AaBOK B COOTBETCTBUU C METOMUKOMN, YTBEPKICHHOU
[Tpukazom ®AC Poccum Ne 820/20, cormacHo vactu 2 crtarbu 63 denepaibHOrO 3aKOHA
or 12.04.2010 Ne 61-®3 «OO0 oOpaiieHun JIEKAPCTBEHHBIX CPEJICTB» OpraHu3aluu
ONTOBOM  TOPrOBIM  JIEKAPCTBEHHBIMHU  CpPEACTBAMM,  aNTeUHblE  OpraHU3allNH,
WHJVMBUAYyaJbHbIC MPEANPUHUMATEIN, HWMEIOIUE JHUIEH3UI0 Ha (apMaleBTHYECKYIO
NEeSTENbHOCTh, MEIUIIMHCKUE OpraHU3alluK, UMEIOLIUE JTUIEH3HUI0 Ha (hapMalleBTUUYECKYIO
NeATeNIbHOCTh, U MX 000cOOJNIeHHBIE ToapasaeieHus (aMmOymnaropuu, (enpamepckue u
dbenpamepcko-akymepcKue MyHKThI, IEHTPHI (OTAeNeHus) o01el BpaueOHOM (CeMeiHOo)
MPAKTHUKHU), PACIOJIOKEHHBIE B CEJIbCKUX HACEJIEHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeuyHble OpPraHHU3alliH, OCYIIECTBISIOT peaau3aluio JIEKAPCTBEHHBIX IMpEnaparos,
BKJIFOUEHHBIX B TIEPEUCHb >KU3HEHHO HEOOXOJUMBIX M BAXKHEUINX JIEKAPCTBEHHBIX
IpernaparoB, MO II€HaM, KOTOpble (OPMUPYIOTCS B COOTBETCTBHH C TOPSIAKOM,
yctaHoBlieHHbIM [IpaButensctBoMm Poccuiickoit ®denepanuu, U ypoBeHb KOTOPHIX (0e€3
ydeTa Hajiora Ha JI00aBJI€HHYIO CTOMMOCTh) HE JOJKEH MPEBBIIATh CyMMY (DaKTHUECKOU
OTIIyCKHOM I1I€HbI, YCTAHOBJIICHHOW MPOU3BOJUTEIEM JIEKAPCTBEHHOIO IIpernapara, He
MPEBBIIAOIIEH  3apETUCTPUPOBAHHOM WM  NEPEPETUCTPUPOBAHHOM  NPEACITBHOM
OTIIyCKHOM II€Hbl MPOM3BOAMTENSA (HA JaTy peanu3aluy JIEKApCTBEHHOIO Ipernapara
MIPOU3BOJUTENIEM), U pa3Mepa ONTOBOM Haa0aBKu U (WIHM) pa3Mepa PO3HUYHON HaJ0aBKH,
HE MPEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa MNpelebHOM ONTOBOW HaaO0aBKu U (MJIH)
pasMepa MpenenbHON PO3HUYHOW HAaJI0aBKH, YCTAaHOBIEHHBIX B CyObekTe Poccuiickoii
denepanuu.

5. 1la6monst denepaidbHOW TOCYIAPCTBEHHOW WH(MOPMAIIMOHHON CHCTEMBbI
«Enunas  wHGOpMANMOHHO-aHAIMTUYECKAasT CUCTEMay»  (Jajiee  COOTBETCTBEHHO -
snekTponHbie mabdiaonsl, ®I'MMC EMAC), npeana3sHaueHHbIe B COOTBETCTBUH ¢ [IpaBunamu
YCTAHOBJICHUSI TIPEACIbHBIX PAa3MEpPOB OINTOBBIX U MPEIEIbHBIX Pa3MEPOB PO3HUUYHBIX
HaJ0aBOK K (AKTUUECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOJUTEISIMU
JIEKApPCTBEHHBIX MPENaparoB, BKJIIOYEHHBIX B IMEPEUYCHb KU3HEHHO HEOOXOIUMBIX U
BXHEHIINX JIEKAPCTBEHHBIX IMpenaparoB, B cyObekTax Poccuiickoit ®exnepanuu,
yTBEpkKIAEHHbIMU NIocTaHoBIeHUEe [IpaBurenbcTBa Poccuniickoin @eneparnuu ot 29.10.2010
Ne 865 (manee - IlpaBuia), ms pacyeTa MNPEIENbHBIX pa3MEPOB ONTOBBIX HA/I0ABOK U
NpeleabHbIX pPa3MEpOB PO3HUYHBIX HAA0aBOK K (PAKTUYECKUM OTIYCKHBIM IIeHam
npousBoauteneit Ha JXKHBJIII 6ynyT MonuduimpoBanbl B COOTBETCTBUU C TPEOOBAHUSIMU
Metoauku, yrtBepxkaeHHou Ilpukazom Ne 820/20, a Takke B 4YacTH aKTyalu3aluu

uHGOPMAIINH O 3apPETUCTPUPOBAHHBIX MPECTbHBIX OTITYCKHBIX IIEHAX MPOU3BOAUTENEH Ha
JKHBJIIT B cpoxk no 1 mapra 2021 roaa.
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OnexTpoHHbIe 1ma0n0HbI OynyT pazmenieHbl DAC Poccun Ha oduiaibHOM caifTe
OI'NC EMAC http://eias.ru.

Opradsl MCHOJHUTEIBHOM BJIacTH CcyObekToB Poccumiickoit ~ deneparum,
YIIOJIHOMOYEHHBIE HA YCTAHOBJIEHUE MPEACIIbHBIX PAa3MEpPOB ONTOBBIX M PO3HHUYHBIX
Ha70aBOK OyIyT YBEIOMJICHBI O pa3MEIICHHH DSJIEKTPOHHBIX IMTa0JOHOB B CHUCTEME
OI'NC EMAC undopmanmonuasiM ucbMmoM GAC Poccun.

6. B coorBercTBUM C yHKTOM 3.6. MeTONMKH NPU YCTAHOBJICHUU WA U3MECHEHUH
MpeAebHBIX pPa3MEpPOB OMNTOBBIX HAA0ABOK M MPEAEIbHBIX Pa3MEPOB PO3HUYHBIX
HaJ0aBOK OpraHu3alyu, Ha 0a3e KOTOPBIX OCYIIECTBISIETCA pacueT Haja0aBOK, B
JIBYXMECSUYHBIA  CpPOK TMPEJCTABIAIOT HEOOXOJUMBIE pacueTHbIE MaTepuaibl B
COOTBETCTBUM C MyHKTOM 3.1 Meronuku Ha OyMa)XHOM HOCHUTENE M IO 3JIEKTPOHHBIM
KaHaJIaM CBSI3U B (popMaTe AJICKTPOHHBIX MIA0JIOHOB.

B coorBerctBuuM ¢ nynktom 3.1 Mertonuku nisi ycTaHOBIEHUS (M3MEHEHMS)
IpelebHbIX pPa3MEPOB OMNTOBbIX HAA0ABOK W MPEACIbHBIX Pa3MEpPOB PO3HUYHBIX
HaJ0aBOK OpraHbl HUCIIOJHUTENBHOM BiacTH cyobekTa Poccuiickoit deneparnuu
paccMaTpuBalOT B TOM 4HCII€ 3aBEPEHHBIC KOMUU OyXrajirepckoro OanmaHca ¢
MPUJIOKEHUAMU, CTATUCTUYECKOM M HAJOTOBOW OTYETHOCTH 3@ MOCIHEOHUW OTYETHBIN
nepuoji (roJ) M MOCJIEIHIO OTYETHYIO JIaTy WJIM 3aBEPEHHbIC KOMUM KHUT (BBIMHCKUA U3
KHUT) yuyeTa JOXOJOB U PACXOJOB WJIM WHBIE AHAJIOTUYHBIE JOKYMEHTHI 3a IMOCIEIHUN
OTUETHBIM Tiepuon (rof) Y TMOCIEIHIOI OTYETHYH Jary (uisi WHIAMBUIYaTbHBIX
npeAnpuHUMAaTeNeil), MPeICTABICHHbIE OpraHU3alUsSIMH  ONTOBOM TOPTOBJIM  WIH
OpraHU3aIUsIMH PO3HUYHON TOPTOBIIU.

®AC Poccum obpariaetr BHUMaHHE, YTO COIIACHO YacTu 5 ctathu 18 denepanbHOro
3akoHa oT 06.12.2011 Ne 402-®3 «O OyxranaTepckoMm yuere» Oyxraiarepckas OTYETHOCTh
MPENICTABISACTCS YKOHOMUYECKUM CYObEKTOM HE MO3JHEE TPEX MECSIEB MOCIEe OKOHYaHUS
oTueTHOro nepuojaa (otTdeTHsd epuoa 31.12.2020), a B COOTBETCTBHUH €O cTaTtheit 346.23
Hanorosoro komekca Poccuiickoit ®dexnepanuu ot 05.08.2000 Ne 117-®3 mno urtoram
HaJIOTOBOTO MEPHOJA OPTaHU3ALMU, B TOM YHUCJE MPUMEHSIONINE YIPOIICHHYIO CUCTEMY
HAJIOTOO0OJIOKEHHS, IPEACTABISIIOT HAJOTOBYIO JIEKJIAPAIMIO B HAJIOTOBBINM OPTaH IO MECTY
HaxXOXJCHUs OpraHu3allud - He Mo3aHee 31 Mapra roma, CIEAYIOMIEro 3a HCTEKIINM
HaJIOTOBBIM MEPUOIOM.

7. ®AC Poccun oOpamjaeT BHUMaHHE, YTO B COOTBETCTBUM C 4acThio 1 IlpaBun
OpraHbl HCIIOJIHUTENIbHOM BiacTu cyObekToB Poccuiickoit ®denepanuum npUHUMAIOT
pELIEHUs] MOCIIE CONIACOBAHUS MPOEKTOB pelleHur ¢ PenepajibHON aHTUMOHOIIOJIBHON
CITYKOOM.

8. ®AC Poccun cooOuiaet, 4to B CBSI3U C BCTYIUICHHEM B CHIJIY MOCTAHOBJICHUS
ITpaButenbcTBa Poccuiickoit @enepanuu ot 24.09.2020 Ne 1541 «O BHeCEHUM U3MEHEHUN
B Hekotopble akThl [IpaBurenbcTtBa Poccuiickont ®denepanun» B COOTBETCTBUU C
[IpaBunamMu opraH MCHOJHUTENBHOM BiacTH cyObekTta Poccuiickort deneparuu
MPUHUMAET pEIIeHHEe B CPOK, He MpeBbimaromuid 10 paboumx mHEW co JHS TPUHSATHS
denepanbHOM aHTUMOHOTIOIBHOM CITY>KOOM PENICHHS O COTIACOBAaHUU MPOEKTA PEIICHMUS,
Ipy 3TOM B TedeHUe 3 pabouymx AHEH co 1aHA OpuHSTHS PemieHus mnpencTaBiseT B
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denepanbHyI0 aHTUMOHOTIONBHYIO CITYO0y KOMHIO PEIICHUs], HAMPaBJIss €€ B TOM YHUCIIe
Ha Ha ajJipec MEKTPOHHOM mouTkl zdrav(@fas.gov.ru.

9. ®AC Poccum oTmedaer, 4YTO OpraH UCIHOJHUTEILHOM BIACTH CYObEKTa
Poccuiickoit deneparun He MeHee yem 3a 10 paGouux AHEH 10 AHS BCTYIUICHUS B CHIIY
pelIeHus pa3MennaeT HHPOpMAaIIOo O TPUHATOM PEIIEHUU Ha €ro O(pHUIIMaTbHOM CalTe B
nH(OPMAIIMOHHO-TEIICKOMMYHHUKAITMOHHOU cetn « THTepHET».

T.B. Huxeropoaues

HD}])]}{HHHI( SJIEKTPOHHOTO NOKYMEHTA, NOANMHCAHHOIO
DI, XxpaHHTCA B CHCTEMe 3/IEKTPOHHOTO
nokymenTooGopora ®AC Poccun

CBEIEHHA O CEPTH®HKATE 311

Kawmy Bolgad: Hukeropogues Tumodher Butanseeuyd
CepTudgrukaTt Ne 024F10
DedcTerTened ¢ 10.08.2020 no 10.08.2021
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