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AHTUMOHOMOJIBHAS N
CIIVIKBA Poccuiickoii ®enepanyu, ynoJHOMOYEHHBIM
(PAC Poccun) B c(hepe ycTaHOBJICHHS PEACIbHBIX Pa3MEpOB

3AMECTUTEJb OIITOBBIX HaH6aBOK " IpCACIbHBIX PasMEPOB

PYKOBOJUTEJISI PO3HMUYHBIX HaJ0ABOK K (DaKTUYECKUM

OTIIYCKHBIM [IEHAM, YCTaHOBJICHHBIM
Canosas-Kynpurckas, 11 MMPOU3BOAUTCIISAMU JICKAPCTBCHHBIX
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HCO6XOI[I/IMBIX ¥ BaXKHEHUIIINX JICKAPCTBCHHBIX
29.042025  Ne  TH/M068525 |00 s

Ha Ne oT

O pazmemennn mabdmornoB OI'MC EMAC

®denepanbHasl aHTUMOHOMOJBHAS CIyK0a cooOIlaeT O pa3MenieHUd Ha OQHUIMaTLHOM
caiite ®I'MIC EMAC http://eias.ru mabnonoB deaepanbHOM TOCYIapCTBEHHON NHGOPMAITMOHHON
cuctembl «EnumHas wuHOpPMalMOHHO-aHATUTHYECKAsT CHUCTEMA», TNPEJHA3HAYCHHBIX IS
OCYILIECTBJICHUS]  MCIOJIHHUTENIbHBIMU  OpraHamMu  cyobekrtoB  Poccuiickoit — @enepanuu
HPKOHOMHYECKOTO aHallu3a MpPEeJeIbHBIX Pa3MEpOB ONTOBLIX HaJA0aBOK U MPEAEIbHBIX pa3MepoB
PO3HUYHBIX HAA0AaBOK K (PAKTMYECKUM OTHYCKHBIM ILI€HAM, YCTaHOBJIEHHBIM HPOH3BOIUTEISIMU
JIEKapCTBEHHBIX IIPENApaTOB, HA JICKAPCTBEHHBIE IIPENapaThl, BKJIFOYEHHBIE B IIEPEUYCHb )KU3HEHHO
HEOOXOUMBIX M Ba)KHEWIIMX JIEKAPCTBEHHBIX IMpernapaToB (Jajieeé COOTBETCTBEHHO — IEpEUeHb
JKHBJIII, npenenbHble pa3Mepbl ONTOBBIX HaA0AaBOK W TMPEIENIbHBIE pa3Mepbl PO3HUYHBIX
Ha70aBOK), JEUCTBYIOMMX B cyObekTe Poccuiickoit denepanuu, U uX BIHUSHHUS HA PE3YJIBTATHI
(MHAHCOBO-?KOHOMHYECKOTO COCTOSIHUSI OpraHM3alUil ONTOBOW TOPIrOBIAM M OpraHU3aluil
PO3HUYHOM TOPTOBJIM, OCylIeCTBIsABIINX B 2024 roqy peanu3aiuio JeKapCTBEHHBIX MPENnapaTos,
BKJIFOUEHHBIX B nniepeueHs JKHBIIIIL

®AC Poccun oOpaiaer BHMMaHHE, YTO B COOTBETCTBUM B MYHKTOM 3.4 MeTomuku
YCTAaHOBJIEHUSI OpraHaMHM HCIIOJIHUTEIbHOW BiacTH cyobekToB Poccuiickoit ®enepanuu
MpeIeIbHBIX Pa3MEpPOB ONTOBBIX HAM0ABOK M MPEICIBHBIX Pa3MEPOB PO3HUYHBIX HAJ0AaBOK K
(akTHUYEeCKMM  OTIYCKHBIM II€HaM, YCTAHOBJCHHBIM MPOU3BOIUTENSIMU  JIEKAPCTBEHHBIX
MpEnaparoB, Ha JEKAPCTBEHHbBIC Mpenaparbl, BKItodeHHbIe B nnepeueHb JKHBJIII, yrBepxxaeHHoOM
npukazoM ®AC Poccun ot 09.09.2020 Ne 820/20 (manee — MeToaunka), MUHUMAJIbHBIA TIEPHOJ
pEryaupoBaHus NPEIEIIbHBIX Pa3MEPOB ONTOBBIX HAJ0aBOK U MPENEIbHBIX Pa3MEPOB POZHUYHBIX
Ha/10aBOK COCTABIISIET OIMH TOI.

[Ipu 3TOM B COOTBETCTBUHM C IMYHKTOM 3.5 MeToauKu NpenesbHbIE pa3Mepbl ONTOBBIX
Ha/j0aBOK W IIpellelibHble pa3Mepbl PO3HUYHBIX HAJ0aBOK paHee YKa3aHHOIO CpoKa
nepecMaTpuBaloTCs 10 UHUIMATUBE HCIIOIHUTENIBLHOTO oprana cyosekra Poccuiickoit @enepanuun
M0 pe3ysibTaTaM aHajin3a (PMHAHCOBO-XO3SWCTBEHHOW ACSATEIHLHOCTH OINTOBBIX OpraHU3aluid U
Opra’u3alui PO3HUYHOU TOPTOBIIH.

B cBi3u ¢ BBHINIEH3NIOXKEHHBIM, HCIOJHUTENBHBIM oOpraHaMm cyObekToB Poccuiickoii
®denepanyu, y KOTOPIX MUHUMAJIbHBIN MEPUOA PETYIMPOBaHUS MPEACIIbHBIX Pa3MEPOB OMTOBBIX
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Ha70aBOK M TMpelesbHBbIX pPa3MEpoOB PO3HUYHBIX HAI0aBOK, MPEIyCMOTPEHHBIM MyHKTOM 3.4
MeToaukH, HCTEK, HCOOXOIUMO:

l. B TpexmecsuHbIi CpOK IPOBECTH SKOHOMUYECKHW aHAIM3 MPEIENIbHBIX pPa3MepoB
ONTOBBIX HA/I0aBOK U MPEACNIbHBIX pa3MEpOB PO3HUYHBIX HaJA0aBOK, JIEHCTBYIOIIUX 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. IlpuHATh B ciiy4ae HEOOXOJUMOCTH pellieHUue 00 M3MEHEHUH YCTAHOBJIEHHOTO YPOBHS
npeJeabHbIX Pa3MEPOB ONTOBBIX HAJI0ABOK WJIM MPEAEIbHBIX Pa3MEPOB POSHUYHBIX HaJ10aBOK MO
pe3yJibTaTaM MPOBEACHHOTO aHAJIN3A.

3. Hanpasuts B cpok g0 30.07.2025 B ®AC Poccun nHpoOpManuio O COXpaHEHUH WU
U3MEHEHUH JCHCTBYIOIUX MPEAETIbHBIX Pa3MEpOB ONTOBBIX HAT0ABOK U MPEICIIbHBIX Pa3MEpPOB
PO3HUYHBIX HAJI0aBOK B MMCbMEHHOM BUJE WM B BUJIE AJIEKTPOHHOIO JJOKYMEHTA, OJIUCAHHOTO
YCUJICHHOW KBalM(DHUIIMPOBAHHONW AJIEKTPOHHOM MOAMKMCHIO, B TOM YHUCJIE Ha aJpec WHTEPHET
npueMHOH https://fas.gov.ru/approaches/send to fas.

®AC Poccum oOpam@aer BHMMaHHE, 4YTO comacHO IlpaBuiaM  ycTaHOBJIEHHS
WCIIOTHUTENbHBIMU OpraHamMu cyobekToB Poccuiickoit ®eaepanuu NpefesnbHbIX pa3MepoB
ONTOBBIX U MpPENEIbHBIX Pa3MEPOB PO3HUUYHBIX HAT0ABOK K (DaKTUUECKUM OTIYCKHBIM II€HaM,
YCTaHOBJIEHHBIM IPOU3BOJUTENSAMH JIEKAPCTBEHHBIX IPENAapaToB, BKIIIOYEHHBIX B IE€PEUEHb
KHBJIII, B cyoObekrax Poccuiickoit @enepainuy, yTBEPKIEHHBIM  I1OCTaHOBJICHHEM
IIpaButensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865, wncnonHUTENbHBIE OpraHb
cyowekToB Poccuiickoit denepalnu NpUHUMAIOT pelIeHus 00 YCTaHOBJICHUH U (WJIH) U3MEHEHUH
npelebHbIX pa3MEpPOB ONTOBBIX HAI0ABOK U MPEAENIbHBIX Pa3MEPOB PO3HUYHBIX HAJ0AaBOK K
(daKkTHYeCKUM OTIYyCKHBIM IleHaM (0e3 yueTa Hajlora Ha J00aBICHHYH CTOMMOCTH),
YCTaHOBJIEHHBIM IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IIPENAPATOB, HA JIEKAPCTBEHHBIE NTPENApaTHI,
BKirodueHHble B nepeueHb JKHBJILI, nocne comtacoBanus npoekrtoB pemeHuid ¢ denepanbHoit
AHTUMOHOTIOJIEHOM CITY>KOOM.

ITopTHHHEHK SJIEKTPOHHOTO JOKYMEHTAa, MOANHCAHHOIO

BTI, xpaHHTCA B CHCTEMe JeKTPOHHOTO
nmokymenToobopora ®AC Poccuu TB : HI/I)KGFOPO,HHGB
CBEAEHHWA O CEPTUOHEKATE 311
Kowmy Brigad: Huxeropopues Tumocpen Butanseeu+

CepTuchukat Ne 008E28638896BAD 150F8150C3ACY92E3540
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