®ENEPAJIbHASL OpranaM UCHIOJTHUTENBHOMN BIACTH CyOBEKTOB

AHTUMOHONOJIbHAS P s cxoii O a
CIVIKEA occuMckon denepanun, ynoJHOMOYCHHBIM B
(®AC Poccun) cdepe ycTaHOBIIEHUS NMPEAETbHBIX Pa3MEpOB
3AMECTUTEJDb OIITOBBIX Ha)I6aBOK " IPCACIBbHBIX PasMEpOB
PYKOBOJUTEJIA PO3HUYHBIX HaJI0aBOK K (haKTUUYECKUM
OTITYCKHBIM II€HaM, YCTaHOBJICHHBIM
Camosas-Kynpunckas, 11 MMPOU3BOAUTCIIIMU JICKAPCTBCHHBIX
Mocksa, [1-242, I'CII-3, 125993 IpenaparoB, Ha JICKapCTBEHHBIE IIpenaparhl,

ten. (499) 755-23-23, dakc (499) 755-23-24 BKJIFOUEHHBIC B [I6PEYCHB KU3HEHHO
delo@fas.gov.ru http://www.fas.gov.ru

25.04.2023 J NQ TH/31911/23 E;Zg);;ifimx Y Ba)KHEUIINX JIEKAPCTBEHHBIX

Ha Ne oT

O pazmemenun madmonos ®I'C EMAC

@DenepanbHasi aHTUMOHOIONBHAS CIyK0a coOO0IIaeT O pa3MEelIeHHMH Ha O(HUIMAIbHOM
caiite ®I'MIC EMAC http://eias.ru mabdiaono deaepaibHON TOCYyIapCTBEHHON MHPOPMAIIMOHHON
cucreMbl «EauHas wuH(OpPManMOHHO-aHANIUTUYECKAasl CHCTEMa», MpeIHAa3HAYCHHBIX TS
OCYIIECTBIICHHsSI OpTraHaMH WCHOJIHHUTENbHON BiacTu cyObekToB Poccuiickoit deneparyu
HKOHOMUYECKOI'0 aHaJIN3a MPEAESIbHBIX Pa3MEPOB ONTOBBIX HAA0AaBOK M MPEAEIbHBIX Pa3MEpOB
PO3HUYHBIX HaA0aBOK K (PAKTMUECKHUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOJUTEISIMU
JIEKapCTBEHHBIX IIPENApaTOB, HA JICKAPCTBEHHBIE IIPENapAaThl, BKJIIFOYEHHBIE B IIEPEUYCHb )KU3HEHHO
HEOOXOJUMBIX M BAKHEWIIMX JIEKAPCTBEHHBIX IpenaparToB (Aajieeé COOTBETCTBEHHO — IE€PEUEHb
JKHBIJIII, npenenbHble pa3Mepbl ONTOBBIX HAJ0AaBOK M IpPEIENIbHBIE pPa3Mepbl PO3HUYHBIX
Ha/10aBOK), AelcTByoIMX B cyObekre Poccuiickoit denepanuu, U UX BIAMSHHUS Ha PE3yIbTaThl
(MHAHCOBO-?KOHOMHYECKOTO COCTOSIHUSI OpraHM3alUil ONTOBOW TOPTOBIAM M OpraHU3aluil
PO3HUYHOM TOPrOBIM, OCYHIECTBIABIIMX B 2022 rogy peanu3anyio JICKapCTBEHHBIX ITPENaparos,
BKJIFOUEHHBIX B nnepeueHs JKHBJIIIL

®AC Poccum oOpamiaer BHUMaHUE, YTO B COOTBETCTBHMU B IMyHKTOM 3.4 Mertonuku
YCTaHOBJIEHUSI OpraHaMHM HCIIOJIHUTEIbHOW BiacTH cyobekToB Poccuiickoit ®enepauuu
HpPEJENbHBIX pa3MEpOB ONTOBBIX HAJ0ABOK M MpPENEibHBIX Pa3MEPOB PO3HUYHBIX HaJA0aBOK
K (DaKTUYECKUM OTIYCKHBIM ILI€HaM, YCTAHOBJIEHHBIM MPOM3BOJUTENSIMHU JIEKAPCTBEHHBIX
IIpenaparoB, Ha JICKapCTBEHHBIE Mpernaparsl, BKiIodeHHble B nepedeHs JKHBJIII, yrBepxnennomn
npukazoM PAC Poccun ot 09.09.2020 Ne 820/20 (mamee — MeToanuka) MUHUMAJIBHBIA TIEPHOJT
pEryIMpoBaHuUs MPeeIbHbIX Pa3MEPOB ONTOBBIX HAJ0ABOK U MPENEIbHBIX Pa3MEPOB POZHUUHBIX
Ha/10aBOK COCTABIISET OJUH TOJI.

IIpm 3TOM B COOTBETCTBMM C NMYHKTOM 3.5 MeTOAMKH IpeAeibHBIE pa3Mepbl ONTOBBIX
HaJ0aBOK U TIpeleibHble pa3Mephl PO3HUYHBIX HAJ0AaBOK paHee YKa3aHHOIO CpOKa
NepecMaTpuBalOTCS MO WHUIMATHBE OpraHa HCIIOJHUTEIBHOM BiacTu cyObekra Poccuiickoit
@enepani MO0 pe3yapraraM aHaiau3a (PUHAHCOBO-XO3SMCTBEHHOM JESATENbHOCTH ONTOBBIX
OpraHu3alyi U OpraHu3alui PO3HUYHON TOPTOBIH.

B cBsi3u C BBIIEU3NIOKEHHBIM, OpraHaM MCIOJIHUTEIBHON BiIacTH cyObekToB Poccuiickoil
denepanny, y KOTOPbIX MUHUMAJIbHBIN IIEPUOJ PETYIUPOBAHUS NPEIEIBbHBIX Pa3MEPOB ONTOBBIX
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Ha70aBOK M TMpelesbHBbIX pPa3MEpoOB PO3HUYHBIX HAI0aBOK, MPEIyCMOTPEHHBIM MyHKTOM 3.4
MeToaukH, HCTEK, HCOOXOIUMO:

1. B TpexMecsuHbIil CpPOK IPOBECTH SKOHOMUYECKHN aHAIM3 MPEIENIbHBIX pPa3MepoB
ONTOBBIX HaJ0aBOK M MpeleibHbIX pa3MepOB PO3HUYHBIX HaJ0aBOK, JEUCTBYIOHIMX B CyOBEKTE
Poccuiickoit denepanuiu, U UX BIMSHUS Ha Pe3ybTaThl (PMHAHCOBO-3KOHOMUYECKOTO COCTOSTHUS
ONTOBBIX OpPraHU3alMil U OpPraHU3aLUil PO3HUYHON TOPrOBIIM, OCYIIECTBIISBIIHUX PEATU3ALUIO
JICKapCTBEHHBIX TMpemaparoB, BkiodeHHbIX B mepedens JKHBJIII wa Tepputopum cyOwnekra
Poccutiickoit denepanuu (anee — aHaIM3).

2. TlpuHATh B ciiy4ae HEOOXOAMMOCTH pelieHrue 00 M3MEHEHHH YCTaHOBJIEHHOTO YPOBHS
npeJeabHbIX Pa3MEPOB ONTOBBIX HAJI0ABOK WJIM MPEAEIbHBIX Pa3MEPOB POSHUYHBIX HaJ10aBOK MO
pe3yJibTaTaM MPOBEACHHOTO aHAJIN3A.

3. Hanpasuts B cpok 10 24.07.2023 B ®AC Poccuu mHboOpMaIuio 0 COXpaHEHUH WU
U3MEHEHUH JCHCTBYIOIUX MPEAETIbHBIX Pa3MEpOB ONTOBBIX HAT0ABOK U MPEICIIbHBIX Pa3MEpPOB
PO3HUYHBIX HAJI0ABOK B MMCbMEHHOM BUJIE WJIU B BUJIE€ ANEKTPOHHOTO TOKYMEHTA, MOIMUCAHHOTO
YCUJICHHOW KBaJIM(UIIMPOBAHHOW D3JEKTPOHHOMN TMOAMKUCHIO, a TaKXKe Ha aJpec AJICKTPOHHOU
nouTtsl: delo@fas.gov.ru.

®AC Poccun obOpaiaer BHUMaHME, 4yTo coracHo IIpaBmiiamM ycTaHOBIEHMsI OopraHamMu
HCIIOJTHUTENBbHOMN BlacTu cyobekToB Poccuiickoit @enepaiiuyl npeieabHbIX pa3MepoB ONTOBBIX U
npeleibHbIX  pa3MepoOB  PO3HUYHBIX HAA0aBOK K  (AaKTUYECKHUM OTHYCKHBIM  II€HaM,
YCTaHOBJIEHHBIM IPOU3BOJUTENSAMH JIEKAPCTBEHHBIX IPENAapaToB, BKIIIOYEHHBIX B IE€PEUEHb
KU3HEHHO HEOOXOJMMBIX M Ba)XKHEHIMX JIEKApCTBEHHBIX MpenaparoB, B cyobekrax Poccuiickoi
@enepanuu, YTBEpKIEHHbIM TnocTtaHoBieHMeM IIpaBurtensctBa Poccuiickorn @Penepanuu OT
29.10.2010 Ne 865, opraHbl HCIOTHUTENHHOW BIacTH cyObekToB Poccuiickoit ®enepanuu
NPUHUMAIOT pElIeHHs] 00 YCTaHOBJIEHMHM U (WJIM) U3MEHEHUU NpPEJEeibHBIX Pa3MEpPOB ONTOBBIX
HaJ0aBOK U MpENeSbHBIX PAa3MEPOB PO3HUYHBIX HAJ0ABOK K (PAaKTUYECKUM OTIYCKHBIM LIEHAM
(6e3 ydera Hajora Ha JOOABICHHYI CTOMMOCTH), YCTAHOBJICHHBIM IPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JICKAPCTBEHHBIE NIpenaparsl, BKIOYeHHbIe B niepeyeHs JKHBJILI,
MOCJIEe COMIacOBaHUs MPOEKTOB petieHui ¢ denepanbHOil aHTUMOHOMOIBHON CITYXKOOH.

T.B. Huxeroponuen

TlofHHANK HEKTPOHHOTO JOKYMeHTa, HOJIHCAHHOTO
BTI, xpaHHTCA B CHCTEMe JeKTPOHHOTO
nmokymenToobopora ®AC Poccuu
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