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Ha Ne oT

O mopsaxe HeHo00Pa3oBaHus Ha JIeKapCTBEHHEIE
npenapaTsl BHOBb BKIIOYCHHBIC B NEPEICHD JKH3HCHHO
HEOOXOIUMBIX W BaXKHCHLINX JICKAPCTBECHHBIX
1penaparos

B cBa3M ¢ BeTyluleHHeM B cwiy pacnopsbkenns IlpaButensctBa PoccHACKOM
®enepaumu ot 24.08.2022 Ne 2419-p «O BHECEHMH U3MEHEHMH B PacIOpSDKCHUE
IMpasutensctea PD or 12.10.2019 Ne 2406-p» m mocrymnennem B DPAC Poccuu
oOpanieHnii Mo BOTPOCY Pa3bICHCHHS MOPAIKA LEHOOOPAa30BaHMsA HA JIEKAPCTBEHHbIE
Hpenaparsl Mocjie WX BKIKOYEHHS B IICPCUCHB SKM3HEHHO HEOOXONMMBIX M BaKHEWIINX
NeKapCTBEHHbIX TpenapatoB (manee — nepedens JKHBIIIT) ®AC Poccum coobmaer
CIIETYTOTIIeE.

B coorBercteuu ¢ Ilonoxenuem o @epepasbHOH aHTAMOHOMONBHOH ciyx6e,
yTBEpKIeHHOM TocTanoBienuem [pasurenscra Poccniickoit @enepanun ot 30.06.2004
Ne 331, ®DAC Poccun sBIsieTCA  YIONHOMOYCHHBIM  (eaepanbHbIM — OpraHoM
HCIIONHUTEILHON BIIACTH, OCYIIECTBIIOIIMM (QYHKIUH [0 MPUHATHIO HOPMATHBHBIX
TIPABOBLIX AKTOR M KOHTPOIIO 33 COOMIONEHHEM 3aKOHOJATENbCTRBA B TOM YHCIE B chepe
rOCYIAPCTBEHHOTO PEryIHPOBaHusA [IeH (TapuQoB) Ha TOBaphl (ycimyrn).

B coorserctBMH ¢ IyHKTOM 5 mnocranosieHus [IpasurenscTBa Poccuiickoit
Denepaiun - ot 29.10.2010 Ne 865 «O rocygapcTBEHHOM —perylnupoBaHHM  LEH
HA JIeKAPCTBEHHbIE IIPENapaThl, BKIIOYCHHBIC B I€PEYEHb JKU3HEHHO HE00XOIMMBIX
Y BaXKHEHIIMX JIeKapcTBeHHBIX Tmpernaparop» @DAC Poccum B TOM 4Yucie HajeleHa
HOJTHOMOYHMAMHU 110 PAIBACHEHUIO NPUMEHCHWS MPaBUI, YTBEPKACHHBIX YKa3aHHBIM
HIOCTaHOBJICHHUEM.

Yacreio 8 cratem 61 @egepanpHoro 3zakoHa or  12.04.2010 Ne 61-@3
«00 oOpameHHH JeKapCTBEHHBIX CpeACTB» (manmee — 3akoH 00 oOpauieHUH
JIEKAPCTBEHHBIX CPEJCTB) YCTAHOBIEHO, YTO HE JOMYCKAIOTCA PEalu3alusi U OTIYCK
JEKApPCTBEHHBIX IIPENaparoB, BKIIOYCHHBIX B TepedeHb JKH3HEHHO HEOOXOTUMBIX
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M BOKHEHIIMX  JIEKApPCTBCHHBIX  TIPENapaTtoB, Ha  KOTOPHLIC  MPOU3BOJHTCIISIMU
JIEKAPCTBCHHBIX IIPENapaToB HE 3aPETUCTPHPOBAHA MPEACIbHAL OTIIYCKHAs LCHA.

Taxum o0pasom, peanu3anusi W OTIMYCK OPraHU3alMAMM ONTOBOW TOPTOBIH
Y OPraHU3alMAMM PO3HUYHOH TOPTOBIHM IIEKAPCTBEHHBIX IMPCNAPaToOB, BKIIOUEHHBIX
B IEPEYCHb SKHU3HCHHO HEOOXOJMMBIX M BaXKHEHIIMX JICKA)CTBCHHBIX IPENAparoB
pacriopsixenneM Ilpasutenscra Poccuiickoii @enepanun or 24.08.2022 Ne 2419-p,
3ampeniensl 0 TOCYIapCTBEHHOW PETUCTPAlMM MX MpPeNelbHLIX OTIYCKHBIX IIeH
TPOU3BOIUTENEN.

ITocme  rocymapCTBEHHOW — PErucTpaudM  TPEIeNbHBIX — OTHYCKHBIX  II€H
IPOM3BO/IMTENEH HA BBIICYKA3AHHBIC TEKAPCTBEHHBIE NPENapaThl, BIEPBLIE BKIIOYEHHBIC
B [lepeYeHb JKM3HEHHO HEOOXOAUMBIX M BaXKHEHIIMX JICKAPCTBEHHBIX IIPCHNApaToB, WX
peanusanys OpraHH3alysIMI ONMTOBOH TOPTOBIHM M OPraHH3allUAMU POZHHYHOHM TOProOBIN
JIEKapCTBEHHBIME  TIpeliapataMi JOKHA OCYHIECTBIATECS ¢ COOIIOOCHHEM HOPM,
PEyCMOTPEHHBIX 4acThlo 2 cTaThd 63 3akoHa 00 oOpaulcHMM JICKAPCTBCHHBIX CPE/ICTB
u [IpaBun GpopMupoBaHHs OTHYCKHBIX LCH HAa JEKAPCTBCHHBIC NPEMNAPATh], BKIIOYCHHBIC
B IepeYeHb SKH3HEHHO HEOOXOMUMBIX M BaKHEHIIMX JIEKA['CTBEHHBIX TIPENaparos,
OpraHM3alMsIMK ONTOBOH TOPrOBIH, ANTEYHBIMM OPIaHW3ALMAMH, MHIUBHIYaTbHBIMA
PEANPUHAMATEAMHI u MEIHIIHHCKUMH OpTraHU3alUAMH, YTBEPKICHHBIX
nocraHosiacuuem Ilpasurenscrea Poccmiickoli Penmepauum or 29.10.2010 Ne 865
(manee — IIpapuna GpopMUpOBaHUs LIEH).

B coorBerctBuu ¢ dvacteto 9 [lpaBunm ¢dopmmpoBaHHA UEH peanu3anus
JIEKAPCTBEHHBIX  MPENAparoOB  OPraHH3alMAMHM  ONTOBOH  TOPIOBIH,  alTEUHBIMU
OpraHu3alysIMM,  UHIUBUJAYaNbHBIMH  TPEANPUHUMATEISIME M MEIUUMHCKAMH
Opranu3anysMi OCYIIECTBIACTCS NMPH HAaIMYUKU ITPOTOKOJA COINACOBANMA LEH TMOCTaBKH
JIEKapCTBCHHBIX IIPENaparoB, COCTABICHHOIO 10 (OpPME COMIACHO MPHIOKEHHIO,
33 HCKITIOUEHUEM JICKAPCTBEHHBIX [IPENapaToB, KOTOPBIE He OBUIM BKIIIOUEHBI B IepeyueHb
KU3HEHHO HEOOXOMUMBIX W BXHEHIIMX JIEKAPCTBEHHBIX TNJ'CMApaToB Ha JaTy MX
NpHOOpEeTEeHM YKa3aHHBIMH OPIaHU3alMAMU M HHAUBHIYaIbHLIMA OIPCAITPHHUMATCIIAMM.

Hammame [lpoToxona cormacoBaHWs IEH MOCTABRKH JIEKAPCTBEHHBIX IPENApaTos,
BiodeHnbix B nepeucns JKHBIIIT (mamee — IlpoTokon comiacoBaHUsi LIEH), OpH
pealu3allid OpPraHH3AllMsAMH ONTOBOM TOPrOBIM (MOCTABIIMKAMH) JIEKApPCTBEHHBIX
npenaparo, BkarodeHHeIX B nepedens JKHBJII, pernamentuposano uacteio 9 Ilpasun
GopMUpPOBaHUS LEH, B LEJX BO3MOKHOCTH (POPMUPOBAHMA OPIaHU3ALMAMU ONTOBOM
¥ PO3HHYHOHM TOProBiaH (MONyYaTelIAMH) OTITYCKHBIX II€H Ha 3TH JIEKAPCTBEHHBIE
npenaparsl B coorBercTBMH ¢ [lpaBumamu GopmMupoBaHMs IEH, a TaKKe B LEIAX
OCYLIECTBICHMS OpPraHaMH MCIIOIHHUTENIbHOM BinacTu cyObekToB Poccuiickoit Deneparuu
PETHOHAILHOTO TOCYIAPCTBEHHOTO KOHTPONSA 32 TPUMEHEHWEM JITHMH OpraHM3alHAMU
LICH Ha JIEKApCTBEHHBIE IIPETIAPATHIL.

COOTBETCTBEHHO  OpPraHM3alliil  ONTOBOW  TOPrOBIM,  KOTOPBIE  IIOCIIE
TOCYIapCTBEHHOH PETHCTPAlMKM  [PEHSNIbHBIX OTIYCKHBIX LEH MPOHM3BOAUTENEH
IUTAHUPYIOT PEATH3AIMIO0 TEKAPCTBEHHBIX MPeNapaToB, KOTOPbIe OB IIPHOOPETEHBl UMH
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10 BKMOUeHHs ITHX npenaparo B mepedens OKHBIII, cocraBnsiorT  npoTOKON
COIMACOBAHMS LIeH U YKA3BIEAIOT B HEM CIIEYFOIILYI0 HHPOPMALHIO.

[pn peamumsanmuu  (1ocie  PErHCTpalvd  MPEICTbHOM OTIYCKHOM  LIEHBI
[IPOHM3BOMTENS) JIEKAPCTBEHHOTO TpENapara, MPHOOPETEeHHOTO 70 €ro  BKIOYEHWs
B repedens JKHBJIII, opranmsanyus OITOBOH TOPrOBIH, KOTOpas mprodpena TakoU
nexapcreenubii nperapar no nexe (6e3 HJIC), npesblnaomel 3aperucTpupoBaHHyio
HpeNEIbHY OTIIYCKHYIO LIEHY NPOM3BOAUTE/LA, YKa3bIBACT:

— B rpade 5 llpoToxoma cornacoBaHUs UeH «3apernCTPUPOBAHHAA NPEACITBHAS
oTmyckHas leHa mnpoussonurens (pyOnei)» — 3apErHCTPUPOBAHHYIO MPEACIBHYIO
OTIIYCKHYIO LIEHY IIPOM3BOIMTENS;

— B rpage 6 Ilporokona corlacopanms nen «®Pakrageckas OTNYCKHAs NeHa,
VCTAaHOBIGHHAaA npowmssopureneM (pybmeit), Oes HAC» — 3aperuCTpUpOBAHHYIO
NpeIeBHYIO OTIYCKHYIO LIeHY IPOU3BOAUTEIL,

— B rpape 10 TIpotokoma cornacoBanus neH «OTMyCKHas IICHA OPraHM3ALNH
omroBoil Toproemy, 6e3 HJC (pybueil)» — LeHy peanusanuu OPTaHH3alueil OHTOBOH
ToproBiH, 3anonHsionier IIpoTokom corracoBaHWS MEH TOCTABKH, JIEKAPCTBEHHOTO
mpenapara B aJpec Moiyyarens, PACCYMTAHHYIO B COOTBETCTBHHU € HaCTsIMH 1 u 2 IpaBun
(hOpPMHpPOBAHHA IIEH, MCXO M3 3apPETHCTPHPOBAHHOHM MNPENENBHOM OTIYCKHOH HEHBI
Ha TAKOH JICKapCTBEHHBIH IIpenapar.

Ipu peanusaiuu  (NOCHE  PETMCIPAlMM  TPEJIENBHONW  OTIYCKHOH — NEHBI
TIPOM3BOAIMTENS) JICKAPCTBEHHOIO Mpemapara MPHOOPETeHHOro [0 €r0  BKIFOUEHHS
B nepeucas JKHBJITI, opranusaums ONTOBOH TOPTORIM, KOTOpas MpHoOpena TakoH
JlexapcTBeHHEI mpenapar 1o uene (6ez HIC) Huke (MM paBHUM) 3apErucTPUPOBAHHOM
NpeebHOM OTIYCKHON LCHB! MPOU3BOAUTEINA, YKA3bIBACT:

— B rpade 5 IlpoTokona COINACOBAHMA IIEH «3aperHCIPHPOBAHHAA TpPENeIbHAS
OTIyCKHAs IeHa mpousBomutens (pyOnei)» — 3aperncTPHPOBAHHYIO IIPEICIBbHYIO
OTITYCKHYIO LEHY MPOM3BOIUTEIS;

— B rpape 6 Ilporokona cormacoBaHusa HeH «®akTuueckas OTHYCKHAsA LEHA,
ycTanoBiennas mpomsrourenem (pyonei), 6es HIC» — ueny (6e3 HIC) npuobperenus
TaKoW OpraHu3alrell 1eKapCTBEHHOTO NPEnapara;

— B rpade 10 IIporokona cormacopanua men «OTMycKHas LeHa OpralM3alud
ontoBoi Toproenu, 6es HIC (pybneii)» — ueny peanuzauuu OpraHM3aLMeR OINTOBOW
ToproBiy, 3amonmHsAromed IIpoToxon coracoBaHWs IEH MOCTABKH, JIEKAPCTBEHHOIO
IIperapaTa B apec NoTydaTens, PACCIHTAHAYIO B COOTBETCTBHHM C JacTaMu 1 i 2 [lpasun
hopMMpOBaHHs LIEH, MCXOJS M3 TIEHbl HAa TAKOH JIEKAPCTBEHHBIH INpenapar, yKa3aHHOH
B rpade 6 IIpoToxona cornacoBaHus ICH.

OpraHu3aua po3HUYHOM TOPrOBIIH, KOTOpas MpUoOpena JIeKapCTBEHHEIH Mpernapar
mo ero BkatoueHus B nepedens JKHBJIII 1o meHe, NpeBBILAIOIICH —CyMMY
3aPETHCTPHPOBAHHOM LPENENbHON OTIyCKHOH IIEHBI IPOH3BOAMTENA M TPEICTBHOTO
pasmepa ONTOBOIM Haj0aBKM, YCTAHOBICHHOro B CyObekrte Poccuiickoit Denepauuy,
Ha TEPPUTOPHH KOTOPOIO OCYWIECTBIAETCS peanu3alud JeKapCTBEHHOro mpernapara
(PAaCCUMTaHHOTO WCXOAs W3 3apErHCTPUPOBAHHON  MPENCNBHOH  OTITYCKHOH  TICHEI
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IPOM3BOJIUTENS), OCYLLECTBISET PEATU3ALMI0 TAKOTO JICKAPCTBCHHOTO Npemnapara ro I¢CHE,
ypoBeHb KOTOpo# (6e3 y4eTa Hajnora Ha 100aBICHHY0 CTOMMOCTE) He JODKEH NPEBEIIATE
CyMMY 3aperdCTPHPOBAHHOM IPe/IENbHON OTIYCKHOW IIEHBI MPOU3BONMTCNA M pasMepa
TIpeNieNbHON ONTOROW HAZ0ABKM M PO3HHYHON HalnGaBKM, YCTaHOBIEHHBIX B CYOBEKTE
Poccuiickoit ®enepamu, PacCYUTAHHBIX MCXOIA M3 3apETHCTPUPOBAHHON IIPENeNbHON
OTITYCKHOH LIEHEI [IPOH3BOIUTEIA.

Opranuzalys PO3HUYHOM TOPIOBIK, KOTOpas NpHoOpena reKapCTBEeHHBIN Ipenapar
no ero BKmodeHus B mnepedenn JKHBJIII mo neHe HmKe (WM paBHOM) CyMMBI
3APErUCTPUPOBAHHON TPENENBHOM OTIYCKHON IEHBI TPOM3BOAMTENS M IPEAEIBHOIO
pasMepa ONTOBOH Haj0aBKM, ycTaHOBNEHHOTro B cyOnexre Poccumiickod ®esepaium, Ha
TEPPATOPHU  KOTOPOTO OCYWIECTBIACTCA pealu3alus JICKapCTBEHHOro Ipernapara
(PacCUMTAHHOTO MCXOMI M3 3aperHCTPUPOBAHHOM INpPENENbHOH OTIYCKHOM —LCHBI
MPOU3BOMTES), OCYLIECTBISIET PEATN3ALHUIO TAKOTO JIEKAPCTBEHHOTO TIpeliapara 1o 1eHe,
ypOBCHb KOTOpOH (0e3 ydera Haora Ha J100aBICHHYI0 CTOMMOCTB) HE JIOJKEH IPEBBIIIATH
CyMMy LEHBl IpUOOPETEHHs TAKOTO JIEKAPDCTBEHHOIO  Mpenapara  PO3HUYHOM
opraHu3anmeil U pazMepa TPEIeNbHON PO3HNTHOM Hal0aBKY, YCTAHOBIEHHOH B Cy0bekTe
Poccumiickoti ®ejepaliuy, pPacCUMTAHHOW WCXOAA M3 [EHBl NPHOOPETEHHA TaKOro
JICKapCTBEHHOIO IIperapara.

3T, XpaERTCA B CHCTEME JIEKTPORHOTO
Aoxymenreobopora ®AC Poccun

? HOAIHHHAK YIEKTPOHHOTO OKYMEHTa, HOAIKCan HOTO TB HHH{ GFODOILHGB

CBEJEHIA O CEPTHOHKATE 311

Kowy Boinas Huxeropoaues Tumodier Butanoesuy
Ceprurrar Ne 3732E2D7444007503BF9179D3864CAB2AE
LeacterTeneH ¢ 08.08.2G21 no 08,11 2022

Jlns yaydlieHus Kavecrsa paGoTel ¢ ofpalieHMsiMH TPakAaH H opranmsaunii Bel moxerte
OCTABUTEL CBOW OT3BIB WM NpeliokeHHd B ¢opme oOpaTHO# cBu3ll Ha opuUUMANLHOM caiiTe
®AC Poccun, npoiias no ceuake: http://vote.fas.gov.ru/poll01/
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