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O npencraBnenny JaHHBIX B hopMarte
31eKTPOHHBIX madinoHoB OPTUC EUAC

OQenepanbHas aHTHMOHOIOMBHAS CIyk6a COOBmAET o TOM, 4YTO B UEJAX
OCYILCCTBICHHUA OpraHaMH MCIIONHUTENBHON BiIacTu cyObekToB Poccuiickoit ®enepanu
SKOHOMHYECKOIO aHalW3a NpEleIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M IIpelelbHBIX
pa3sMEpoB pO3HHYHBIX HaJI0aBOK, JEHCTBYIOUIUX B cyObekTe Poccuiickoii Oenepanuu, u
MX BIMAHMS Ha pe3yNbTaThl (HHAHCOBO-5KOHOMHYECKOrO COCTOSHHS OpraHH3aluil
ONTOBOH TOPrOBJIM M OPraHU3aLHUil PO3HMYHON TOProOBIIH, ocymecTBiIaBIIKUX B 2020 roay
peajlu3allIo  JICKapCTBEHHBIX —IIpENaparoB, BKJIIOYEHHBIX B II€pedeHb IKH3HEHHO
HEOOXOMMMBIX ¥  Ba)KHEHIIMX JIeKapCTBEHHBIX NPErnapaToB, B COOTBETCTBHHM C
4acThio 2.3. METONMKH YCTAHOBIIEHMS OpTaHAMH HCIIONHMTENBHON BIACTH CyOBEeKTOB
Poccuiickoit Denepanun npeneabHbIX pa3MEpoOB ONTOBBIX HaN0aBOK W TpeelIbHBIX
Pa3MEpOB PO3HMYHBIX HaJ0aBOK K (aKTMYECKHM OTIIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
TMPOUSBONIUTENAMN  JICKAPCTBEHHBIX ~ IIPENapaToB, Ha JICKAPCTBEHHBIE Mpenaparsl,
BKJIIOYCHHBIC B ICPCYCHb KU3HCHHO HEOOXONMMBIX M Ba)KHEWIIHX JIEKAPCTBEHHBIX
NpenaparoB, yTBepxacHHOH nprkasoM MAC Poccun ot 09.09.2020 Ne 820/20 (manee
COOTBETCTBEHHO — Meronuka, XXHBIJIIT), ®AC Poccuu Ha opUIHATILHOM caiiTe
OI'IC EMAC http://eias.ru pa3MelneHbl MIabIoOHEI QenepanbHO TroCyAapCTBEHHOM
MH(OpMaHOHHOH chcTeMbl «EmuHas HHPOPMALMOHHO-aHAIMTHYECKAs CHCTEMaY.

YYUTbIBas H3/I0XKEHHOE, YIIOIHOMOYEHHBIM OpraHaM HCIOMHHTEIbHON BIaCTH
cyobekToB Poccuiickoii ®eneparmu Heo6X0muMo cieaymoluiee.

1. IlpoBecTH >KOHOMHYECKHMII aHATH3 MpENEIbHBIX pasMepoB ONTOBBIX U
IPECTIBHBIX Pa3sMepoB pOSHUYHBIX HaN0aBOK M MX BIUSHHUS Ha Pe3ylbTaThl GHHAHCOBO-
SKOHOMHECKOIO  COCTOSHHMsA He MeHee 15% opraHmsanuii ONTOBOM M  PO3HHYHOI

TOProBJIH, oCymecTBIABIINX peanu3anuio JXHBIIII B cy6bexre Poccuiickoii ®enepanum B
2020 rony.
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Mugpopmanmst o konmuecte opraHusaimii, o AaHHbIM  Poc3npaBHansopa,
umerolux B 2020 roxy JeicTByrOIIyIO THIEH3MIO Ha OCyIlIeCTBICHHE (papMalieBTHYECKOMH
AEATEIbHOCTH, OydeT omyOlMKoBaHa Ha opunmnansHoM caiite DAC  Poccuu
(http://fas.gov.ru/) B pasgene «HampaBnennss  jgestenbHocTHY «Tapudnoe
perynMpoBanHe» — «JIekapcTBEHHbIE CPENCTBA» — «AHAIUTUKA.

IlosicHuTenbHas 3amicka opraHa HCIOJHHTENbHON BIIACTH cyobekta Poccuiickoit
OQefiepamuy, TpuiIaraeMas B COOTBETCTBHH C YacTbio 4 IIpaBui ycTaHOBIEHHS OpraHaMu
HCTIOJIHUTENBHOH BIacTH CyObekToB Poccuiickoit ®enepaumu NpE/IeNbHBIX pa3MepoB
ONTOBBIX HAJ0aBOK M TNpEACIbHBIX PasMepoB PO3HHUYHBIX HAIGABOK K daxTHuecKkuM
OTIyCKHBIM LICHAM, yCTaHOBJICHHBIM IPOU3BOAMUTENAMHU JIEKAPCTBEHHBIX MPENapaToB, Ha
JICKApCTBCHHBIC TMpCMapaThl, BKIIOYCHHBIE B IIEpEYCHb >KU3HEHHO HEOOXOAMMBIX U
BOKHEHIINX  JICKADCTBEHHBIX  IIPENapaToB,  yTBEPKIACHHBIX  NOCTAHOBICHHEM
IIpaButensctBa Poccuiickoit ®eneparmu ot 29.10.2010 Ne 865 (manee — IlpaBuia), k
MPOEKTY pPEIUeHHst 00 yCTaHOBIEHHH U (M) M3MEHEHUH MpeIeIbHbIX pa3MepoB OINTOBEIX
HaJ0aBOK W NpEJENbHbIX pa3sMepOB PO3HHYHBIX HAA6aBOK K (aKTHYECKUM OTIYCKHBIM
ieHam mpoussonureneii Ha JXHBJII (nanee — IlpoekT perneHus), B oGs3aTebHOM
TopsJKe IOIDKHA COMIEpiKaTh HH(HOPMALMIO O JI0Ne ONTOBBIX OPTaHM3AIMi M OpraHM3alHii
PO3HUYHOH TOPIOBJIH, NPEACTABUBIINX HEOOXOIMMbIE PACUETHI B opmare 3amonHeHHBIX
SIIEKTPOHHEIX II1a0JIOHOB, a TaKKe COEPKATh MOSCHEHHUS, B CIIYHae eCIIH CBEICHUS oprasa
WCTIONHHUTENPHOH BiacTH cyObekTa Poccumiickoit ®enepaimu o6 obmeM KoMMYecTBe
OpTaHM3allH, — OCYINCCTBISIONIMX ~ONTOBylO M  (WIH)  PO3HHYHYIO TOPI'OBITIO
JICKapCTBCHHBIMH MpeTiapaTaMy Ha TeppUTopuH cyObekTa Poccniickoit ®eneparmu B 2020
rony, OTIMYaloTCs oT cBeenui Pocanpasransopa.

2. OcymecTBHTh B COOTBETCTBHH ¢ MeTOAMKOW Ha INIAHOBBIN nepuosa
PETYIUPOBaHUS PACYET:

- TIpEICIBHBIX PasMEpOB ONTOBBIX HaA0aBOK K (paKTHYECKHM OTIIyCKHBIM IeHaM
npousBonureneit Ha JKHBJIIT;

- IPENICTbHBIX pa3MEPOB PO3HUYHBIX HaJ0aBOK K (paKTHYECKHM OTIIYCKHBIM IICHaM
npoussoaureneit Ha JXHBJIIT;

- TIPEICIBHBIX Pa3sMEpOB ONTOBBIX HaA0aBOK K (aKTUYECKHUM OTIIyCKHBIM IIeHaM
TIIPOM3BOJUTENICH HA HAPKOTHYECKHe H ncuxoTponHbie XXHBIIIT;

- IPEICTbHBIX pa3MEPOB PO3HUYHBIX HaJ0aBOK K (PaKTHYECKHM OTIIyCKHBIM I[eHaM
MPOU3BOAUTEIICH Ha HAPKOTHYECKHe H TcuxoTponnbie JKHBJIII.

OAC Poccun obpaniaer BHHMaHHe, 9TO TIpH TLIAHMPOBAHWM BaJIOBOA IpHObLIH,
KOTOpast MOXET ObITh MOJNyYeHa ONTOBBIMH U PO3HUYHBIMH OPraHH3AlMAMH B [LUIAHOBOM
NICPHOIE PETYIHPOBAHHSA, HEOOXONUMO YYHMTHIBATh, YTO IO PE3yJIbTaTaM MpPOBEICHHUS
obs3arenpHOM nepepeructpanuu B 2019-2020 rr. Bcex 3apETrUCTPUPOBAHHBIX IIEH Ha
JiekapcTBeHHbIC npenapatel @AC Poccuu nepecMotpeHo Gomee 14 000 meH, M3 KOTOpBIX
cHIDkeHo Oonee 7000 meH B cpenneM Ha 30 %, 4acTh M3 KOTOPBIX II0 COCTOSHHIO Ha
29.03.2021 He BCTymuiM B CHIy.
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3. llpeacrasuts B PAC Poccun B_cpok a0 15 mions 2021 roia B COOTBETCTBHH C
qacTeio 5 IpaBui [IpoekT penreHus ¢ npuiaraeMpIM| K HeMy JOKyMEHTaMH, yKa3aHHbIMH
B MyHKTe 4 Hactosiumx [TpaBui, amst ero comacoBanus MeepaabHON aHTHMOHOIIOTBHOI
CITy>KOOH.

4. Ilpunsate B coorBercTBuM ¢ [lpaBunamm pemenne 06 YCTaHOBJIEHUHU U (WJIH)
M3MCHCHUH TIPCACIBHBIX pPa3sMEpOB ONTOBBIX HaA0aBOK M MpeNeNbHBIX pa3MEpoB
PO3HHYHBIX HaJ0aBOK K (paKTHYECKHM OTIIYCKHBIM LieHaM Mpou3Boauteneil na JXHBIIII B
Cpok, He mnpeBbliaommid 10 pabounx gHed co gust npunatus  DexepaibHON
aHTUMOHOMOJIBLHOM CiyK00H peleHns o cornacoBanuy IIpoekTa perueHus.

5. PasmecTuth He MeHee yem 3a 10 paGoumx aHell n0 mHS BCTYIIJIEHUS] B CHUITY
PElIEHHs 00 yCTAaHOBIEHMH W (MIM) HM3MCHEHMHM NpENeNbHBIX pPasMEpOB OMTOBBIX
HaJ0aBOK M IpEJENbHBIX Pa3MEPOB PO3HUYHBIX HaAGaBOK K (paKTHUECKHM OTITyCKHBIM
IeHaMm  npousBoautened Ha JKHBJIII uHbopManuio o mNPUHATOM pelleHHH Ha
oduIManbEHOM caiiTe opraHa HCIONHUTENBHOM BIACTH cybnekra Poccuiickoii Denepanyu
B MH(OPMALHOHHO-TENIEKOMMYHHKALMOHHON ceTH «MHTepHeT» st CBOEBPEMEHHOTI'0
MH(OPMHUPOBAHHS CyOBEKTOB OOpaIeHHs JTeKapCTBEHHBIX CPEICTB.

6. IIpencraBute B PAC Poccnn (Ha ajpec 2MEeKTPOHHON MOYTHI delo@fas.gov.ru)
B Te4eHHE 3 paboYMX JHEH CO JHS MPUHATHS OPTraHOM HCIIONHUTEIBHOM BIACTH cyObeKTa
Poccuiickoit @eniepany pelleHHss 06 YCTaHOBICHHH W (MIK) H3MEHEHHH IIpEEIbHBIX
PasMEpoB ONTOBBIX HAJA0ABOK M IIpelelbHBIX pa3MEPOB PO3HHYHBIX HagGAaBOK K
(haKTHYECKMM OTITYCKHBIM LieHaM Npou3BoauTeneii Ha JKXHBJIII KoM o Takoro pELICHHUS.

©AC Poccun obpamaer BHHMaHHe, 4To cortacHo 4actd | crareu 19.7.1 Koxekca
Poccniickoii ®enepaiun 06 aJMHHHCTPATHBHBIX IIPaBOHAPYLICHHSX HEIpe/ICTaBICHHE
CBEJICHUH B OpraH, YNOJHOMOYEHHBI B 0GNacTH TIOCYJapCTBEHHOTO pEryanpoBaHUA
TapuoB,  €CcIM  00S3aTeNBbHOCTh  TNPEJACTABICHUS  CBEICHMI IpeqyCMOTpEHa
HOPMAaTHUBHBIMH IIPaBOBBIMHU aKTaMH I YCTaHOBIICHHS, H3MEHEHHS, BBEICHHS WM
OTMEHBI TapU(OB, & TAKKE MCIIONHEHHS yKa3aHHBIM OPIaHOM OJHOMOYHMIA O KOHTPOJTIO
(Hansopy), cOopy wuHbOpManMH, a paBHO HX HENpEICTABIEHHE B YKa3aHHBIH
YTIOTHOMOYEHHBIM OPTaHOM CPOK — BJICYET HAJIOXKEHHE aIMUHUCTPATUBHOTO IITpada.

T.B. Hwxeropomiies

TIoAMHHHK 3I€KTPOHHOTO JOKYMEHTa, TOANHCAHEOrO
BII, XpanaTEA B CHCTEME 3NEKTPORHOIO
AoxymenToobopora ®AC Poccun
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