®EJIEPAJIbHAS OpranaM UCHIOJTHUTENBHOMN BIACTU CyObEKTOB
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OTITyCKHBIM II€HaM, YCTaHOBJICHHBIM
CanmoBas-Kynpunckasi, 11 MPONU3BOAUTCIIIMU JICKAPCTBCHHBIX

Mocksa, [-242, ['CII-3, 125993 MpenaparoB, Ha JEKapCTBEHHBIE TTpenaparhl,

ten. (499) 755-23-23, daxc (499) 755-23-24 BKJIFOUCHHBIC B 1CPEUCHb JKH3HEHHO
delo@fas.gov.ru http:/ www.fas.gov.ru

25.04.2023 Ne TH/31911/23 HEOOXOIMMBIX M BaKHEHIINX JIEKAPCTBEHHBIX

IpernapaToB

Ha Ne oT

O pasmenienuu 1madiaoHo ®IT'MC ENAC

denepanbHas aHTUMOHONOJNBbHAA CIyXk0a COOOIIaeT O pa3MelleHuH Ha O(QUIIHATBHOM
caiite ®I['MIC EMAC http://eias.ru mabnonoB denepanbHO TOCYIapCTBEHHON MHGOPMAITMOHHON
cuctembl «EauHas uHQOpMalMOHHO-aHATUTHYECKash CUCTEMay, MpPEAHA3HAUEHHBIX IS
OCYIIECTBICHHMsSI OpraHaMH HCIOJIHUTENbHON Biactu cyObekroB Poccuiickoit denepanuu
HSKOHOMUYECKOTO aHaIn3a MpPeAesbHBIX Pa3MepOB ONTOBBIX HAA0AaBOK M MPEACTbHBIX Pa3MEpOB
PO3HUYHBIX HAJA0ABOK K (PAKTUYECKUM OTIIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOAUTEISIMH
JICKapCTBEHHBIX IIPENapaToB, HA JICKaPCTBEHHBIE NIPENaparhl, BKJIIOYCHHBIE B [IEPEYCHb JKU3HEHHO
HEOOXOIMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENaparoB (Aajiee COOTBETCTBEHHO — MEPEUYEHb
JKHBJIII, npenenbHble pa3Mepbl ONTOBBIX HAAOABOK M TPEACTbHBIC pa3Mepbl PO3ZHHUYHBIX
Ha/10aBOK), JEHCTByIOIMX B cyObekre Poccuiickoit Dexepanyu, ¥ UX BIUSAHUS HA PE3YJIbTATHI
(PMHAHCOBO-PKOHOMUYECKOTO COCTOSIHMSI OpraHM3allMii ONTOBOM TOPrOBIM M OpraHU3alui
PO3HUYHON TOProOBJIM, OCYIIECTBIABIINX B 2022 rony peanu3anuio JEKapCTBEHHBIX IIPENapaTos,
BKJIFOUCHHBIX B IiepedeHs JKHBJIIIL

®AC Poccum oOpamaer BHUMaHHE, YTO B COOTBETCTBHMM B IyHKTOM 3.4 Mertonuku
YCTAHOBJICHUS OpraHaMH HCIOJHUTENIbHONW BiacTu CcyOwnekToB Poccuiickori ®deneparuu
OpeAeNbHBIX pPa3MEpOB ONTOBBIX HAA0ABOK M IPENENbHBIX Pa3MEpPOB PO3HUYHBIX HAJ0ABOK
K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAQHOBJICHHBIM TMPOMU3BOAUTEISIMH JIEKAPCTBEHHBIX
IIpenaparoB, Ha JICKapCTBEHHBIE Ipernaparsl, BKIodeHHbIe B niepedeHs JKHBIIL, yrBepxnennon
npukazoM PAC Poccuun ot 09.09.2020 Ne 820/20 (mamee — MeToauka) MUHUMAIBHBIN TTEPUO.
peryarpoBaHus NpeieabHbIX pa3MEpPOB ONTOBBIX HAJ0ABOK U MPENEIbHBIX Pa3MEPOB POZHUUHBIX
Ha/10aBOK COCTABIISIET OIMH TOI.

IIpm 3TOM B COOTBETCTBUM C IYHKTOM 3.5 MeTOmMKM NIpeneibHBIE pa3sMeEPbl ONTOBBIX
Ha/j0aBOK U IIpelleNibHble pa3Mepbl PO3HUYHBIX HAA0ABOK paHee YKa3aHHOIO CpoKa
NepecMaTpUBAIOTCS [0 WHUIMATHBE OpraHa MCIOJHUTEIbHOW BIAacTH cyOwbekTa Poccuiickoit
deneparmu 1O pe3yaprataM aHanu3a (UHAHCOBO-XO3SWCTBEHHOW JIESATENBHOCTH OITOBBIX
OpraHu3alui U OpraHU3aluil PO3HUYHOW TOPTOBIIH.

B cBsi3u C BBIIEU3NIOKEHHBIM, OpraHaM MCIOJIHUTENbHON BiacTH cyObekToB Poccuiickoil
®enepanyy, y KOTOPbIX MUHUMAJIBHBIN EPUOJ PETYIMPOBAHUSA MIPEAEIBHBIX Pa3MEPOB ONTOBBIX
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HaA0aBOK M TMpelesbHBIX pPa3MEpoOB PO3HUYHBIX HAJ0aBOK, MPEIyCMOTPEHHBIM MyHKTOM 3.4
MeTtoauku, UCTEK, HCOOXOIUMO:

1. B TpexMecsuHbIiI CpPOK IPOBECTH SKOHOMHUYECKUN aHAIM3 MNPEIENIbHBIX pa3MepoB
ONTOBBIX HAI0ABOK M MpPEIEIbHBIX Pa3MEpPOB PO3HUUYHBIX HA/I0ABOK, NEHCTBYIOIIUX B CyObEKTE
Poccuiickoit denepanniu, U UX BIUSHUS Ha Pe3yibTaThl (PMHAHCOBO-3KOHOMUYECKOTO COCTOSTHUS
ONTOBBIX OPraHU3allMi M OpPraHU3ALUN PO3HUYHOM TOPIOBIM, OCYLICCTBISABIIMX PEATU3ALUIO
JIEKapCTBEHHBIX IMpenaparoB, BkIOYeHHbIX B mnepeueHb KHBJIII na Teppuropuum cyObexTa
Poccutickoit denepanuu (nanee — aHAIN3).

2. IlpunATh B cilydae HEOOXOAMMOCTH pelleHrne 00 M3MEHEHUHM YCTAHOBJICHHOI'O YPOBHS
IpeAeNbHBIX Pa3MEpPOB ONTOBBIX HA/I0ABOK WIIM MPENEIbHBIX Pa3MEPOB POZHUYHBIX HAA0aBOK IO
pe3yJbTaTaM IIPOBEACHHOIO aHAJIN3A.

3. HampaButps B cpok 10 24.07.2023 B ®AC Poccun nHpOpMalniO O COXpAaHEHUU WU
U3MEHEHUH JIHCTBYIOIMX MPEAETIbHBIX pa3MEPOB ONTOBBIX HAJ0ABOK U MPEIEIIBHBIX Pa3MEpOB
PO3HUYHBIX HaJOABOK B MHCHMEHHOM BUJIE WJIH B BHJIE JICKTPOHHOTO JTOKYMEHTA, MOAMMCAHHOTO
YCUJICHHON KBaTU(UIIMPOBAHHON 3JEKTPOHHOM MOMMNKCHIO, a TaKKe Ha ajpec SIEKTPOHHOU
nouthl: delo@fas.gov.ru.

®AC Poccun oOpaiaer BHUMaHHE, YTO corilacHO [IpaBuiaM ycCTaHOBJIEHHS OpraHamu
UCTIOJIHUTENBHOM BiacTu cyObekToB Poccuiickoit denepannu mpenenbHbIX pa3MepoOB ONTOBBIX H
OpeAeNbHBIX  pa3MEpOB  PO3HUYHBIX HAN0aBOK K (PAaKTHUYECKMM OTHYCKHBIM  II€HaM,
YCTaHOBJICHHBIM ITPOU3BOAUTEIIAMHA JIEKAPCTBEHHBIX IIPENApPaTOB, BKIIOYCHHBIX B IIEPEUCHBb
KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX MpenaparoB, B cyobekrax Poccuiickoit
@enepanny, yTBEpKACHHBIM IocTaHoBieHHeM [IpaButensctBa Poccuiickot denepanum ot
29.10.2010 Ne 865, opraHbl HCIOJHUTEIBHOW BIAacTU cyObeKkToB Poccuiickoit ®enepanuu
NPUHUMAIOT pelleHUs] 00 YCTaHOBJICHUU U (WIM) U3MEHEHUU NPEAENbHBIX pa3MepoB OINTOBBIX
Ha/0aBOK M MPEJENIbHBIX Pa3MEpOB PO3HUYHBIX HAA0aBOK K (PaKTHUECKMM OTIIYCKHBIM I[€HAM
(6e3 yuera Hamora Ha J00aBJICHHYI0 CTOUMOCTH), YCTAHOBJEHHBIM MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IIPENaparoB, Ha JICKAPCTBEHHBIE NIpenaparsl, BKIOYeHHbIe B niepeyeHs JKHBJILI,
MOCJI€ COTTIACOBaHUS MPOEKTOB perieHui ¢ denepanibHON aHTUMOHOIIOIBHON CITYKOOM.

T.B. Huwxeropoaues

IMo/UTHHENK B7IeKTPOHHOTO JOKYMEeHTa, NOAMHCAHHOTO
9II, XpaHUTCA B CHCTeMe 3JIeKTPOHHOTO
nokymentooGopora PAC PoccHu
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