O rocynapCTBEHHOM pPeryJupoBaHUM LLeH Ha JiIeKapCTBeHHble
npenapartbl, BKJIlOYE€HHble B Nepe4yeHb XXM3HEHHO He00X04uMbIX
M Ba)KHEMLUMX JIeKapCTBEHHbIX NpenapaTos

MocTtaHoBneHue MpaBuTenbcTBa Poccuiickon Genepauum - Ne 865 - oT 29.10.2010 - MpaBuTenbcTBO Poccuiickon
Gepepauny - eNCTBYET C U3MEHEHUAMN

NMPABUTEJIbCTBO POCCUINCKOW ®EIEPALIAI
NMOCTAHOBJIEHME
OT 29 OKTABPA 2010 I'. Ne 865
MOCKBA

YTpaTuno cuny 3a uckadeHmem absaua cegbmoro nyHkTa 1 n nyHkTa 6 - MocTaHoBneHme MpaBuTebLCTBA
Poccninckon ®Pegepaunm ot 08.04.2025 Ne 462

O rocynapCTBEHHOM peryanpoBaHnK LIEH Ha JIeKapCTBEHHbIE NpenapaThbl, BKOYEHHbIE B NepeYeHb
XKWU3HEHHO HEOBXO0AUMBIX U BaXXHEMLLNX NeKapCTBEHHbIX NpenapaTos

B cooTtBeTCTBUM C PefepanbHbiM 3akoHOM "0O6 obpalleHun nekapCTBeHHbIX cpeacTs" MpaBnTenLCTBO
Poccuinckon ®egepalim NOCTaHOBASET:

1. YTBEPAUTbL Npusiaraemsble;

MpaBuna rocyfapCTBEHHON perncTpaLmm n nepeperncTpaunm npesenbHblX 0TNYCKHbIX LeH
Npou3BoANTENEN Ha IeKapCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B NepeyeHb XXU3HEHHO HEOOX0AMMBIX U
Ba)KHEMNLUMX NIEKAPCTBEHHbIX MPenapaTos.;

Mpasuna obsa3aTenbHon nepepernctpauuy B 2019 - 2020 rofax 3aperuCcTpMpoBaHHbIX NpefenbHbIX
OTMNYCKHbIX LIeH Npou3BoAnNTeNEe Ha JIeKapCTBEHHbIE NPenapaTsl, BKAOYEHHbIE B NepeYeHb XXU3HEHHO
HeobX04MMbIX N BaXXHENLUMX IeKapCTBEHHbIX NpenapaTos; (JononHeHne ab3alem - MocTaHoBNEHWE
MpaBuTenbcTBa Poccninckon ®Pegepaumm ot 16.12.2019 Ne 1683)

MpaBuna BeAeHNA roCyapCTBEHHOMO peecTpa NpeLesbHbIX OTNYCKHbIX LieH NPOM3BOAUTENEN Ha
NeKapCTBEHHble MpenapaThl, BKIOYEHHbIE B MepeyeHb XNU3HEHHO He0OX0AUMBIX 1 BaXKHENLLNX
NEKapPCTBEHHbIX MPenapaTos;

MpaBuna yCTaHOBAEHUS UCMONHUTENbHLIMW OpraHaMu cybbekToB Poccuinckon ®epepaunv npefenbHbixX
pa3MepoB ONTOBbIX HaAbaBOK M NpefesnbHbIX Pa3MePOB PO3HUYHBLIX HaABaBOK K (haKTUHECKMM OTMYCKHbIM
LeHaM, YCTaHOBNEHHbIM NPOU3BOANTENAMMN JIEKAPCTBEHHLIX NPenapaToB, Ha IeKapCTBEHHbIE NpenapaTsl,
BKJIOYEHHbIE B NepeyeHb XXU3HEHHO HeOBXOANMbIX 1 BaXXKHENLINX leKapCTBEHHbIX NpenapaTos;

Mpasuna HoOpMUPOBAHMSA OTMYCKHBIX LIEH Ha JIeKapCTBEHHbIE NpenapaThbl, BKJIOYEHHbIE B NEPEYEeHb
YKWU3HEHHO HEOBXOAMMBIX U BaXXKHEMLLNX NeKapCTBEHHbLIX NpenapaTos, OpraH13aLmsMm onToOBON TOProBK,
anTeYyHbIMW OpraHM3aunaMu, HAMBNAYaNbHLIMU NPeANPUHUMATENSAMU N MEAULUHCKUMI OpraHn3aLmnsamm;
(DononHeHune ab3auem - NMocTaHoBneHune MNMpaBnTenscTBa Poccunckon ®epepaunm ot 24.09.2020 Ne 1541)
M3MEHeHUs, KOTOPbIE BHOCATCA B MOCTaHoBAeHWs MpaBuTenscTBa Poccuinckon depepauun no sornpocam,
CBSI3@HHbLIM C PEryaMpoBaHMeM LIeH Ha XXU3HEHHO HEOBXO0ANMbIE N BaXKHEWLLINE NEKAPCTBEHHbIE CPEeACTBa.
2. MpepenbHble OTNYCKHbIE LIeHbl NPOU3BOANTENEN HA XXU3HEHHO HEOBX04MMble 1 BaXXHeNL e
JleKapCTBeHHble CpeacTBa, 3aperucTpmMpoBaHHble 40 BCTYMJIEHUSA B CUY HACTOSLLEr0 NOCTaHOBJIEHUS,
NoANIeXaT BK/IOYEHMWIO B FOCYAPCTBEHHbIM peecTp nNpeaefbHbIX OTNYCKHbIX LLeH Npou3BoanTenei Ha
NeKapCTBEHHbIe NpenapaThbl, BKIIOYEHHbIE B MepeYyeHb XXN3HEHHO HE0OX0AMMBIX 1 BaXKHENLWNX
NEeKapCTBEHHbIX NpenapaTos.

3. 3aperncTpupoBaHHble 00 26 okTs6ps 2010 r.:

npenenbHble 0TNYCKHbIE LeHbl MHOCTPaHHLIX MPOU3BOANTENEN B MIHOCTPAHHON BalOTE Ha IEKAPCTBEHHbIE
npenapaTsl, BKJOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOAMMbIX N BaXXHENLLNX NEeKapPCTBEHHbIX
npenapaToB, Noanexat nepecyeTy no 1 gekabps 2010 r. B pybnum no kypcy LleHTpanbHoro 6aHka
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Poccuinickon ®epepaumm Ha 1 Hosbpsa 2010 r. (6e3 npeacTaBfieHUs 3as8BeHNS NPOM3BOANTENEN O
nepecyeTe LieHbl) C BHECEHWEM COOTBETCTBYIOLLNX U3MEHEHUN B FOCYAapPCTBEHHbIA peecTp npefesbHbIX
OTMYCKHbIX LleH MPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYyeHb XN3HEHHO
HeobX04MMbIX N BaXKHENLLMX JIEKAPCTBEHHbIX MPenapaTos;

npenenibHble 0TNYCKHbIE LeHbl POCCUNCKUX MPOU3BOAMTENEN Ha NEKAPCTBEHHbIE MpenapaThl, BKIOYEHHbIE
B NMepeYeHb XXN3HEHHO HEOOXO0AMMbIX N BaXKHENLLMX JIEKAPCTBEHHbIX MPenapaToB, NoANexXaT nHAeKcauum
¢ 1 Hos6psa 2010 r. ucxo4s U3 NPOrHO3MPYEMOro YPOBHA MHDAALMUK, yCTaHOBNEHHOr O Ha 2011 rog
depepanstHbIM 3aKoHOM "O denepanbHoM brogxeTe Ha 2010 roa v Ha nnaHoBbIn nepuo 2011 1 2012
roflos", C BHeCEHNEM COOTBETCTBYIOLLNX N3MEHEHWNI B FOCYAapCTBEHHbIN peecTp NpefenbHbIX OTMYCKHbIX
LeH NPoM3BOAUTENEN Ha SIeKapCTBEHHbIE NpenapaThl, BKJIIOYEHHbIE B NepeyeHb XXU3HEHHO HeOBX0ANMbIX 1
Ba)XHEWLLMNX JIeKapCTBEHHbIX NpenapaTos.

4. MnHuCTepCTBY 34paBooxpaHeHns Poccuinckon ®epepalim no cornacoBaHnio ¢ MUHUCTEPCTBOM
MPOMbILLAEHHOCTW 1 TOproean Poccuinckon ®epepaunmn, MUHUCTEPCTBOM 3KOHOMUYECKOr0 pa3BUTmMA
Poccunckon ®egepaumm, MUHUCTEPCTBOM TpyAa U COLManbHOM 3anThl Poccninckon depepaunn,
MWHNCTEPCTBOM permoHassbHOro pa3sutns Poccminckon ®epepaunn, PegepasbHON aHTUMOHOMObHOWM
cnyxbon, ®enepansHon cnyxboi No Haa3opy B chepe 3aluThl NpaB noTpebutenen n bnarononyyms
yenoseka, MMHMCTEPCTBOM HayKm U Bbiclero obpa3oBaHus Poccuinckon degepauut 1 MUHUCTEPCTBOM
thuHaHcoB Poccuinckon denepalun He pexe 0JIHOro pasa B rofl, He nosaHee 15 okTabps, NpeacTaBnsaTh B
MpaBuTenscTBO Poccunckon degepaum NPoeKT NepeyHs XU3HEHHO HEOBX0ANMbBIX Y BaXKHENLINX
JIeKapCTBEHHbIX NpenapaTos.

5. MMHUCTEpCTBY 34paBoOXpaHeHmns Poccuinckon Pepepaunn n ®efepasbHON aHTUMOHOMOLHON Cyxbe
[aBaTb NPV HeobBXOAMMOCTUN Pa3bACHEHUS NO NPUMEHEHWIO NPaBUJ, YTBEPXKAEHHbIX HACTOALLMUM
NOCTaHOBJIEHUEM.

6. MpusHaTb yTpPaTMBLUNMK CUTY:

noctaHoBseHune MpaBuTenscTBa Poccunckon depepaunm o1 9 HO6psa 2001 r. Ne 782 "O rocyaapCTBEHHOM
perynnpoBaHUN LieH Ha nekapCcTBeHHble cpencTBa” (CobpaHue 3akoHogaTeNbCTBa Poccuinckon Genepauun,
2001, Ne 47, cT. 4448);

noctaHoBseHue MpaBuTenbcTBa Poccuinckon ®epepaumm ot 17 okTabpsa 2005 r. Ne 619 "O
COBEpPLUEHCTBOBAHMM rOCYLapCTBEHHOr0 peryimpoBaHus LieH Ha fnekapcTeeHHble cpeactea” (CobpaHue
3aKoHoZaTenbCTBa Poccuinckon Penepaunn, 2005, Ne 43, cT. 4400);

NYHKT 3 U3MEHEHMWI, KOTOPble BHOCATCS B aKTbl [paBnTensCcTBa Poccuinckon ®epepauy no Bonpocam
AeATenbHOCTU MUHNCTEePCTBA NPOMbILLIEHHOCTY U TOProean Poccuinckon ®enepaunm, yTBEPKXAEHHbIX
noctaHoBseHneM MpaBuTenscTBa Poccuinckon ®epepaumm ot 7 noHs 2008 r. Ne 441 (CobpaHune
3aKoHogaTenbcTBa Poccminckon ®epepaunn, 2008, Ne 24, cT. 2869);

nNyHKT 1 noctaHoBneHus MpaBuTenscTBa Poccuinckon ®enepaumm ot 30 nekabps 2009 r. Ne 1116 "O
BHECEHUWN N3MEHEHWI B HEKOTOpPbIE NOCTaHOBNeHNA MpaBuTenbCcTBa Poccnnckon deagepauum No Bonpocam,
CBSAI3aHHbIM C PErYIMPOBaHMEM LIEH Ha XXKU3HEHHO HEOOXOAMMbIE 1 Ba)KHEWLINE NeKapCTBEHHbIE cpeacTBa”
(CobpaHue 3akoHopaTenbcTBa Poccunckon ®epepauumm, 2010, Ne 2, ¢T. 179).

Mpencenatens MpaBuTeLCTBA
Poccuiickon ®epepaumm B.MyTmH

YTBEPXXEHbI

nocTaHoBeHNeM lNpaBUTeNbLCTBA

Poccuinckon ®epepauun

oT 29 okTa6ps 2010 r. Ne 865

(B pemakummn nocTaHoBNeHUs MpaBuTenbCcTBa Poccuiickon ®epepaumm
0T 8 okTs6psa 2018 r. Ne 1207)
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MPABUJIA

roCyZLapCTBEHHON perncTpauum 1 nepeperncTpaLmm npeaenbHbIX OTNYCKHbIX LLeH Npou3BoanTenei Ha
JIeKapCTBEHHbIE NMpenapaTbl, BKAIOYEHHbIE B MEPEYEHb XXN3HEHHO HEOBXOAUMBIX 1 BaXXKHENLINX
NEKapPCTBEHHbIX MpenapaToB

1. HacToswume MNpaBnna ycTaHaBAMBAKOT NOPALOK OCYLLECTBAEHUS rOCy4apCTBEHHOM perncTpaumm u
nepeperncTpaumm npegesbHblX OTMYCKHbIX LIeH NPOM3BOANTENEN Ha IeKapCTBEHHbIE npenapaThl,
BKJIlOYEHHbIE B MepeYeHb XN3HEHHO HEOBXOANMBIX N BaXKHENLLMX NIEKAPCTBEHHLIX NpenapaTos,
yTBEpXdaeMbli MpaBuTenscTBoM Poccuinckon ®eaepaumnm (ganee - nekapCTBEHHbIE NpenapaThl).

2. FocypapCTBEHHan perncTpaumns n nepeperncTpaumns npesesnbHblX 0TNYCKHbIX LeH NPOM3BoANTENEN
NeKapCTBEHHbIX MpenapaToB Ha IeKapCTBEHHbIE MpenapaThbl OCYLLLeCTBAAOTCS B pybnax.

3. MMHNUCTEpPCTBO 34paBooXpaHeHns Poccuinckon ®egepaumm oCyLLEeCTBASET perncTpaunio npenensHomn
OTMNYCKHOW LieHbl NPOU3BOANTENS Ha IeKapCTBEHHLIN NpenapaT, ee nepeperncTpaLnio, BHeCeHne
YyKa3aHHOWN 3aperncTpmMpoBaHHON (NepeperncTpupoBaHHON) NpeaebHON OTMYCKHOW LiEHbI B
rOCyLapCTBEHHbIA peecTp NpeaesbHbIX OTNYCKHbIX LIeH NPOU3BOANTENEN Ha IEKAPCTBEHHbIE NpenapaThl,
BKJItOYEHHbIE B MepeYeHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLINX JIeKapCTBEHHbIX NpenapaTos (fanee -
rOCyLapCTBEHHbIA PeecTp), BblAady AeprKaTento Uiy BRagenbly perncTpaunoHHOro ya0CTOBEPEHNS
NeKapCTBEHHOro npenapata (YnoaHOMOYEHHOMY MM NULY) BBINUCKN 13 NpuKasa MnHMCTepCTBa
3[paBooxpaHeHns Poccunckon ®enepaunm o rocyaapCTBEHHON pernctpauny (nepeperncrpaumm)
npeaenbHON OTAYCKHOW LieHbl MPON3BOANTENS Ha IEKAPCTBEHHbLIN nNpenapar.

4. ®epepanbHas aHTMMOHOMONbHAA CNyxba oCyLecTBASET 3KOHOMUYECKMIN aHa M3 NpeaesibHON
OTMYCKHOW LieHbl MPOU3BOANTENS Ha IEKapCTBEHHbIN NpenapaT Npu ee rocy4apCTBEHHON perncTpaumm
(nepeperucTtpauun).

5. lna rocynapCTBEHHOW perncTpauum (nepepernctpaunn) npeaensHon oTNyCKHOW LeHbl Mpon3BoanTens
Ha NeKapCTBEHHLIN NpenapaT B MMHUCTEPCTBO 34paBooxpaHeHns Poccunckon degepauum gepxaTenem
1Ay BnagenbLeM perncTpaunoHHOro yaoCcToBEpeHNS SIeKapCTBEHHOro npenapaTa (YnoJHOMOYEHHbIM UM
NIMLOM) NPeACTaBASIOTCA Cnelylolne LOKYMEHThI (B 2 3k3emnasapax Ha ByMaKHOM HOCMTeNe U B
3N1EKTPOHHOM BUAe):

a) 3asB/IeHne 0 roCyfapCTBEHHON perncTpauun npenesbHbiX OTMYCKHbIX LleH MPOn3BOAMTENEN Ha
JIeKapCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B MEPEYEHb XXN3HEHHO HEOBXOAUMbIX Y BaXXKHENLINX
JIeKapCTBEHHbIX NpenapaToB., Mo hopMme coraacHo npuaoxxeHuto Ne 1 (nanee - 3asBneHue o
roCyZLapCTBEHHON perncrTpauumn) nam 3assieHne o nepeperncTpanmmn npeaenbHbiX OTAYCKHbIX LEeH
NpoM3BOAUTENEN Ha IeKapCTBEHHbIE NMpenapaThbl, BKAIOYEHHbIE B NEPEYEHb XXN3HEHHO HEOBXOANMbIX U
Ba)KHENLLMX JIEKaPCTBEHHbIX NpenapaTos, No HopMe CoraacHo npunoxeHuto Ne 2 (ganee - 3aaBneHne o
nepepermcrpaummn);

6) cBeaeHMA 0 NNLLEH3UM Ha MPON3BOACTBO IEKAPCTBEHHbLIX CPEACTB;

B) CBELLEHUS O PEerncTpaLmnoOHHOM yOCTOBEPEHNM NEKAPCTBEHHOrO NpenapaTa;

r) BOKYMEHTHI, MpeAcTaBAsieMble C y4eTOM TpeboBaHWN METOLMKN pacyeTa NpefesbHbiX OTMYCKHbIX LieH
Npou3BOANTENEN Ha JIEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeyeHb XU3HEHHO HEOOXO0AMMBIX U
Ba)KHEWNLLMX IeKapCTBEHHbIX NMPenapaToB, YTBEP)XXAEHHON NOCTaHOBAeHMeM lNpaBnTenbcTBa POCCMINCKON
®epepaumm ot 15 ceHTabpsa 2015 r. Ne 979 "O BHECEHUN N3MEHEHUI B MOCTaHOBAeHWE paBUTENLCTBA
Poccuiickon ®epepaumm ot 29 okTabps 2010 r. Ne 865 1 06 yTBEpXAEHUN METOANKN pacyeTa npefenbHblX
OTMNYCKHbIX LleH MPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIe B MepeYyeHb XN3HEHHO
HeobX04MMbIX N BaXXHENLLMX IEKAPCTBEHHbIX NpenapaToB” (4anee - MeToAMKa), BKOYaLWume B cebs:
cBefieHMs 06 obbeMax 1 0 LieHax 0TMNyCKa HaxoAswerocs B obpalleHnn Ha TeppuTopun Poccuinckon
depepaunm NeKapCTBEHHOro NpenapaTa NPON3BOAMTENS rOCyAapcTBa - YneHa EBpa3niickoro
3KOHOMUYECKOro COt03a U IeKapCTBEHHOMO NpenapaTa MHOCTPAHHOIro NPOM3BOACTBA, NepPBUYHAN U (M)
BTOpPUYHASA yNakoBKa KOTOPOr0 OCYLLECTBAAETCS UAN NIaHUPYETCA OCYLLeCTBAATLCA B POCCMINCKONM
depepaumu;
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pacyeT nNpenefibHON OTMYCKHOW LieHbl MPON3BOAUTENS Ha JIEKAPCTBEHHbIN NpenapaT, NpeacTaB/ISeMon Ha
roCyfapCTBEHHYIO perncTpaumio (mepeperncrpauuio);

cBefeHmnsa 06 obbemMax 1 LeHax BBO3a JIeKapCTBEHHOro NpenapaTa MHOCTPAHHOIO MPON3BOACTBA,
Haxoadwerocs B obpalleHnmn Ha TeppuTopun Poccuinckon depepaunu;

CBeJEeHUs 0 Ha/IMYUKN 3apernucTPUPOBaHHbIX NpefesibHbIX OTMYCKHbIX LeH 3as8BASEeMOro JIeKapCTBEHHOI 0
npenapaTa;

pacyeT NpefenbHON OTNYCKHOW LieHbl Ha BOCMPOW3BeAeHHbI, 6uoaHanorosbin (6ronogobHbiin)
JleKapCTBEHHbIV NMpenapaT, NpeacTaB/geMOoN Ha roCyAapCTBEHHYIO PerucTpauunio;

pacyeT nNpenesibHON OTMYCKHOW LieHbl Ha IEKapCTBEHHbIN NpenapaT Npou3BoAMTENS roCy4apcTBa - Y/ieHa
EBpPa3ninCKoro 3KOHOMMYECKOro Coto3a, NPeLCTaBseMol Ha roCyapCTBEHHYIO perncTpaLmio;
0b60CHOBaHMe pacyeTa NpenesibHON OTMYCKHON LeHbl Ha IEKapCTBEHHbIV NpenapaT NPoM3BoANTENS
rocyfapcTBa - YneHa EBpa3ninCKoro 3KOHOMMYECKOro CoK3a, NPeLACTaB/geMON Ha NepeperncTpaLmio;
0b0CHOBaHNe pacyeTa NpenesibHON OTMYCKHOM LieHbI JIEKAPCTBEHHOMO NpenapaTa MHOCTPaHHOI o
NPOuM3BOACTBA, B TOM YuC/e NepBUYHan 1 (Man) BTOPMYHASA YNakoBKa KOTOPOro OCyLLEeCTBASeTCA Uin
NAaHMPYeTCS OCYLLEeCTBAATLCA B Poccminckon deaepaunn, NnpeacTaBasemMon Ha nepeperncTpaumio;

[) DOKYMEHT, NOATBEPXKAAOLWMIA NOJIHOMOYNS YNOJIHOMOYEHHOr 0 InLa.

6. CBefeHus, coaepxallmecs B 3asB/eHMN O rOCYAapCTBEHHON perncTpaLmm n 3assieHnn o
nepeperncTpauunm, LoJXKHbl COOTBETCTBOBATL CBEAEHUAM, YKa3aHHbIM B PermcTpauuoHHOM
YyLOO0CTOBEPEeHUM NeKapCTBEHHOr0 NpenapaTa Ha AeHb Nofayn Takoro 3asBieHus.

7. DepxxaTenb nnu Bagesiel, perncTpaLnoHHOro yaoCTOBepeHNS IeKapCTBEHHOI 0 npenapaTa
(ynonHOMOYEHHOE 1M N1L0) BNpaBe NpeacTaBuTh KOMUIO JINLEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX
CpencTB 1 KOMWI0 perncTpaLmoHHOro yaoCTOBEPEHNS JIeKapCTBEHHOIO NpenapaTa, a TakxXe Konuio ¢hopmsl
Ne 2-JIEK (npom) "CBeneHunst 0 Npon3BOACTBE, OTIPY3Ke N LEeHaX Ha IEKapCTBEHHbIE CpeacTBa” no
cobCTBEHHOW MHMLMATKBE.

8. B c/iyyae npefcTaBsieHNa fepXKaTesieM Wv BnagenbLeM perucTpauMoHHOro yaoCToBepeHns
JleKkapCTBEHHOro npenapata (YNoJHOMOYEHHbIM UM JIULLOM) 3a5BJIEHNSA O FOCYAapPCTBEHHON perncTpaumm
[0 UcTe4yeHus 3 neT co AHA NpMHATUA MUHUCTEPCTBOM 34paBooxpaHeHms Poccunckon ®egepaumm
peleHns 06 NCKIYEHUN N3 TOCYAAapCTBEHHOr0 peecTpa NpeneibHOM OTNYCKHON LieHbl Ha IEKAPCTBEHHbIN
npenapaT 3asaB/ieHHasa npefenbHas OTMNYCKHas LleHa NMPoU3BOAUTENA He MOXXET NpeBbIlWaTh paHee
NCKJIIOYEHHYI0 NPeaeNbHY0 OTNYCKHYIO LIeHy npoussoantens (6e3 yyeTa npon3BOACTBEHHON NOLLaLKN)
Mcxons U3 CTOMMOCTY OOHON JIeKapCTBEHHON (hOPMbl COOTBETCTBYIOLLEN A03MPOBKMN JIEKAaPCTBEHHOI0
npenapaTa.

9. 3asBNeHHas K rocydapCTBEHHON perncTpaunumn npeaenbHas oTnyckHas LieHa Npon3BoanTens Ha
pedepeHTHbIN IeKapCTBEHHLIN NpenapaT He MOXXET NPEBbILATb LEeHY, YKa3aHHY0 B NoANyHKTe 5.5.4
npunoxeHunsa Ne 1 K MNMpaBniam GopMnMpoBaHMA NepPeYHEN NeKapCTBEHHbIX NMPenapaToB a8 MeANLMHCKOro
NPUMEHEHUS N MUHUMAJIbHOr0 aCCOPTMMEHTA JIEKAPCTBEHHLIX NpenapaToB, HEOBX0AMMbIX 45 OKa3aHNS
MeaMLMHCKOM MOMOLLW, YTBEPXKAEHHbLIM NOCTaHOBIeHMEM lNpaBuTenscTBa Poccuinckon denepaunn ot 28
aBrycta 2014 r. Ne 871 "06 yTBepxxaeHum MNpasmn hOpMMpPOBaHUS NepevHen NeKapCTBEHHbIX MpenapaToB
4N MeAVUNHCKOrO MPUMEHEHNS 1 MUHUMAJIbHOr0 aCCOPTUMEHTA JIeKapCTBEHHbIX NpenapaTos,
HeobXxoaMMbIX ONS OKa3aHUS MeOULMHCKON nomMoLmn".

10. MuHUCTEpPCTBO 34paBooxpaHeHuns Poccuinckon Gegepauun B TedyeHme 15 paboynx gHen co gHA
obpalleHns foepxxaTens nan Bnagesbla perncTpaLnoHHOro yaoCTOBEPEHNS NEKAPCTBEHHOMO NpenapaTa
(YNONHOMOYEHHOr0 UM NNLA) OCYLLECTBASET NPOBEPKY MOSHOTHI NPeACTaB/IEHHbLIX B COOTBETCTBUN C
NMYHKTOM 5 HacToAwmx MNpaBun LOKYMEHTOB M HanpasJJifseT O4UH 3K3eMMiap LOKYMeHTOB B OefepalsibHyto
aHTUMOHOMOJIbHYIO CNYXXBY KM NpMHMMaET pelleHmne 06 0TKa3e B roCyAapCTBEHHOW perncTpaunm
(mepeperncTpauunn) npeaenbHon 0TAYCKHON LieHbl NPOM3BOANTENS Ha IEKapCTBEHHbIN Npenapar.

11. OcHOBaHMAMM ANs OTKa3a B rocyAapCTBEHHOW perncTpauumn (nepepernctpaunmn) MMHNCTEPCTBOM
34paBooxpaHeHns Poccminckon depepauunm npeaesibHON 0TMNYCKHON LieHbl MPON3BOAMTENS Ha
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JIeKapCTBEHHbIV NpenapaT ABAATCS:

a) OTCYTCTBME B OKYMEHTaX, yKa3aHHbIX B MYHKTe 5 HacToAwmx MNpaBun, CBeAeHU, NpeayCcMOTPEHHbIX
HacToAwwmMY MpaBmnamMm n METOANKON;

6) npeBbILeHNE 3a5BAEHHON 415 FOCYLAaPCTBEHHON perncTpauumn npeaesibHon OTNYCKHON LieHbI
NPOU3BOANTENS HA JIEKAPCTBEHHbIN NpenapaT Hak OTNYCKHON LEeHOW, onpeaesieHHON C y4eToM
TpeboBaHWI NYHKTOB 8 1 9 HacToawwmx MNpaBun;

B) HEMpeACTaBAeHNE CBEAEHUN, NPeayCMOTPEHHbLIX MYHKTOM 12 HacTosAwmx MNpasua.

12. B cnyyae HeOHBX0AUMMOCTW YTOYHEHNS U (M) OOMONHEHUS CBEAEHWI, COOEPXKALLNXCA B JOKYMEHTaX,
YyKa3aHHbIX B NyHKTe 5 HacToAwwmx Mpasun, gepxatenb UM BNagenew, perncTpauroHHOro yaoCToOBEpEeHNS
NeKapCTBEHHOro npenapata (YynoaHOMOYeHHOe UM NIMLL0) NPeACTaBAAoT Mo 3anpocy MnHUCTepcTBa
3[paBooxpaHeHns Poccunckon ®enepaunm COOTBETCTBYIOLLYIO JOKYMEHTasIbHO OPOPMIEHHYIO
NHMOpMaLNio.

Cpok npeacTaB/ieHnsa 0TBeTa Ha 3anpocC AepxxaTeneM Uan Blagenblem perncTpauMoHHOro yaoCcToBepeHns
NeKapCTBEHHOro nNpenapata (YNoAHOMOYEHHbIM UM JIMLLOM) HE MOXKET npeBbiwaTth 10 paboynx gHen co fHA
noJsiy4eHuns 3anpoca MnHNCTepCcTBa 34paBooxXpaHeHns Poccminckon ®epepaunn.

Mpwn 3TOM 0BLLNIA CPOK PACCMOTPEHNA AOKYMEHTOB, YKa3aHHbIX B MyHKTe 5 HacToswwmx Mpasun,
MuHMCTepCcTBOM 3a4paBooxpaHeHns Poccninckon denepalimm He MOXKET NpPeBbILLaTh CPOKM,
npeaycMoTpeHHble MyHKTOM 10 1 ab3auemM BTOPLIM HAaCTOSILLEr0 MYHKTA.

Mpn HEMOCTYyNAeHWM OT AepXaTens Waun Bnafenbla perncTpaunuoHHOro ya0CTOBEPEHNS IEKAPCTBEHHOMO
npenapaTa (YNoJIHOMOYEHHOr0 UM ML) B YCTAaHOBJ/IEHHbIN CPOK 3aMpPOLUEHHON AOKYMEHTaJIbHO
0hopMaeHHON UHopMauun MMHUCTEPCTBO 34paBooxXpaHeHns Poccmnckon ®enepauny B Te4eHne 5
paboyunx gHen co gHA ncTeveHns obero cpoka NpMHUMaeT pelweHne 06 oTKase B roCyfapCTBEHHON
perncTpauum (nepeperncTpaumm) npeaenbHon 0TNYCKHON LieHbl MPOU3BOANTENS Ha IEKAPCTBEHHbIN
npenapaT, 0 4eM B MUCbMEHHON (hopMe YBeLOMASET AepxXaTens uan Blafenbla perncTpaLnoHHoro
YyLO0CTOBEPEHMA NIeKapCTBEHHOro npenapaTa (ynosHOMOYEeHHOE UM ANL0).

13. ®epepanscHag aHTMMOHOMNOALHAA Cyxba B TeveHne 15 paboynx gHen co AHA NONYYEHUS LOKYMEHTOB,
yKa3aHHbIX B MyHKTe 5 HacTosAwwux Mpasua, NpoBOAWNT B COOTBETCTBUN C HacTosAWw MMM MpaBunamm m
MEeTOANKON S3KOHOMUYECKUIN aHanu3 npefesbHON OTNYCKHOW LieHbl MPOU3BOAMTENS Ha IEKAPCTBEHHbIN
npenapat, a TakXe NPUHUMaeT 1 HanpasnseT B MMHUCTEPCTBO 34paBooxpaHeHus Poccuinckon ®epepaumm
peLleHne 0 COrnacoBaHMM yKa3aHHOW NpeaenbHON OTNYCKHONM LieHbl UM 06 0TKa3e B ee CoraacoBaHum (c
N3NI0XKEHMEM MPUYNH 0TKa3a).

14. B cnyyvae HeOHBX0AUMOCTW YTOYHEHNS U (M) OOMONHEHUS CBEAEHWI, COOEPXKALLNXCA B JOKYMEHTaX,
YKa3aHHbIX B NyHKTe 5 HacToAwwmx Mpasun, gepxatenb WM BNagenewl, perncTpauroHHOro yaoCToOBEpEeHNS
NeKapCTBEHHOro npenapaTa (YynoaHOMOYeHHOe UM NIMLLO0), IopuanYeckre nnua, ocyLlecTBasowme
LeATENbHOCTb Npn 06paLleHnn NeKapCTBEHHbIX CPEACTB, OPraHbl NCMONHUTENBHON BIACTU B MPeaenax ux
KOMMEeTeHUMW NpeacTaBAaoT no 3anpocy ®efepasibHON aHTUMOHOMONBHOW CNY>KObl COOTBETCTBYIOLLYIO
[OKYMEHTaNbHO 0hOPMAEHHYIO MHOPMALMIO.

CpoK npeacTaBneHnsa gepxaTesneM Uan BlagenbueM perncTpaunoHHOro yaoCTOBEPEHUS NEKAapCTBEHHOI0
npenapata (ynoJHOMOYEHHbIM UM AINLOM), IOPUANYECKMMM NNLAMN, OCYLLECTBASIOWMMIN eATeNbHOCTb MpK
obpalleHnmn neKapCTBEHHbIX CPEACTB, OPraHaMn NCMONHUTENLHOM BACTU B NPeAenax X KoMneTeHuun)
He MOXXeT npeBbIWaTh 25 paboynx gHen co AHA nonyvyeHus 3anpoca deaepasbHON aHTUMOHOMNOJILHOM
cny>06bl.

Mpwn 3TOM 06K CPOK pacCMOTPEHNS OKYMeHTOB PefepasibHON aHTUMOHOMONLHOW CNY>K60 He MOXeT
npeBbIWaTb CPOK, MPEAYCMOTPEHHbIN MYHKTOM 13 1 ab3auemM BTOPbIM HAaCTOSALWEro NyHKTa.

Mpn HEMOCTYNAEHWN OT AepXaTensd Wau Bnafenbla perncTpaunuoHHOro ya0CTOBEPEHNS JIEKAPCTBEHHOMO
npenapata (ynoJIHOMOYEHHOr0 UM JiMLa) B YCTAHOBJ/IEHHbIN CPOK 3aMPOLLEHHON AOKYMEHTalbHO
octhopMaeHHON nHopMauun GenepanbHas aHTUMOHOMOMbHAs cny>xba B TeyeHne 5 pabounx gHen co aHs
ncTeyeHus obuiero cpoka NpUHMMaeT pelleHne 06 0TKa3e B COracoBaHUM NpeaesibHON OTMNYCKHOMN LieHbI

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 5un3 47



NPOM3BOANTENA Ha IeKapCTBEHHbIV NMpenapaT U HanpasnseT ero B MUHNMCTEPCTBO 34paBOOXPaHEHUS
Poccuiickon ®epepalimmn, KOTopoe B TeveHne 5 paboyunx gHen Co OHS NOSYYEHMS 3TOr0 peLleHuns
npvHMMaeT pelleHne 06 0TKase B rocyLapCTBEHHON perncTpaumm amn nepeperncTpaLmm yKasaHHOM LeHbl,
0 YeM B NMUCbMEHHOW hopMe yBeAOMASAET AepXKaTens unv Blagesnbla perucTpaLnoHHOro ya0CTOBEPEHNS
NeKapCTBEHHOro npenapaTa (YnoaHOMOYEHHOe UM NiML).

JepxaTens unun Bnagenew perncTpaumnoHHOro yaocToBepeHmns ekapCTBEHHOro npenapaTa
(YnONHOMOYEHHOE UM NIML0) NpY pacCMOTPeHUN 3anpoca PefepasnbHON aHTUMOHOMOALHOW CY>X6bl MOTyT
HanpasuTb B MMHMCTEPCTBO 34paBooxpaHeHmnsa Poccuinckon ®enepaumm COOTBETCTBYIOWME YTOUHHSAOLNE
NOKYMEHTHI (B 2 3K3eMnaspax) B TeyeHue 10 paboymx OHEN CO AHA NoJiyveHus 3anpoca OenepasbHoO
AHTUMOHOMOJILHOW CYXObI.

MWHNCTEPCTBO 34paBoOXpaHeHns Poccuinckon Peagepaunn B Te4eHne 5 paboumx OHEN CO AHA NOJyHEeHNS
COOTBETCTBYIOLLMX YTOYHAOLMNX JOKYMEHTOB OT AepXXaTens unu BnagenbLa perucTpaLnoHHOro
YyL0CTOBEPEHMA IeKapCTBEHHOro nNpenapaTa (YNnoJHOMOYEHHOro UM nLa) HanpasaseT 04WNH 3K3eMnaap
TaKnx DOKYMeHTOB B PefepalibHyt0 aHTUMOHOMObHYI0 CNY X6y .

15. MUHUCTEpPCTBO 34paBooxpaHeHuns Poccninckon degepaunn B TeveHne 5 paboynx gHen co gHs
nonyyeHus peweHuns ®enepasbHON aHTUMOHOMONALHOW CNY)KObl O COrTAaCOBaHUM MpeaenbHON OTMYCKHON
LieHbl MPOWU3BOAMUTENSA Ha IeKapCTBEHHBIN NpenapaT nan o6 oTKase B ee CorjacoBaHMU NpuHUMaeT
peLLeHmne 0 roCyaapCTBEHHON perncTpaunn (nepeperncrpaumm) npeaesbHom OTNYyCKHOM LieHbI
NPOU3BOANTENS Ha IEKAPCTBEHHbIN NpenapaT uav 06 0TKase B roCy4apCTBEHHON perncTpaumm
(mepepernctpaunm) ykazaHHON OTMYCKHOW LEHbl B 3aBUCMMOCTU OT peLleHuns, npuHaToro ®enepasibHomn
QHTUMOHOMONLHON CNyXBoN.

16. B cnyyvae npuHATUS peLleHus o rocyfapCTBEHHOW perncTpauum (nepepernctpaunm) npeaesbHomn
OTNYCKHOW LieHbl MPOU3BOAMTENSA Ha IEKAPCTBEHHbLIN NpenapaT MUHUCTEPCTBO 34PaBOOXPaHEHUS
Poccuiickon ®efepaLimm BHOCUT COOTBETCTBYIOLWME AaHHbIE B FOCYAapCTBEHHLIN peecTp B CPOK,
npefycMOTPEHHbIA MyHKTOM 6 MNpaBun BegeHns rocyapCTBEHHOIO peecTpa 3aperncTpupoBaHHbIX
npefenbHbIX OTNYCKHbIX LIEeH NPOU3BOANTENEN Ha JIeKAapCTBEHHbIE NpenapaThl, BKAOYEHHbIE B NepeyeHb
YKN3HEHHO HeoBX0AUMBIX N BaXXKHENLINX NEeKAPCTBEHHbLIX MPEnapaToB, YTBEPXAEHHbIX MOCTAHOBEHNEM
MpaBuTenbcTBa Poccuiickon Penepaunn oT 29 okTabps 2010 r. Ne 865 "O rocynapCTBEHHOM
perynnupoBaHnm LLeH Ha JIekapCTBEHHbIe npenapaThl, BKJIIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBX0ANMbIX 1
Ba)XKHEWNLLMX IeKapCTBEHHbIX NpenapaToB", BbIAAET Aep)XaTesto uan Bnagesbly perncTpaunoHHoro
yOOCTOBEPEHUS NEKAPCTBEHHOr0 NpenapaTa (YNoJAHOMOYEHHOMY MM ANLY) BBIMUCKY U3 NpMKasa o
rocyapCTBEHHON perucTpaunmn (nepepernctpaunn) npeaesbHon oTMyCKHOM LieHbl MPON3BOANTENS Ha
NEKapPCTBEHHbIN NpenapaT v pa3MeLLaeT COOTBETCTBYIOLLYI0 MHDOPMaLMIO Ha CBOEM O(PULMANIBLHOM CanTe
B UH(OPMALMOHHO-TEIEKOMMYHUKALIMOHHON ceTu "UHTepHeT".

17. ®epepanbHas aHTMMOHOMOALHAA Cyxba Npy NPOBEPKE AOKYMEHTOB MCMOJIb3YET NCTOYHUKM
MHGOPMaLUK, CoaepXKallme LieHbl Ha NEKAPCTBEHHbIE NMpenapaThbl B MIHOCTPaHHbIX roCyAapcTBax,
yKa3aHHbIX B NpuJIoxKeHnn Ne 2 K METOAMKE, N COOTBETCTBYIOLWME CeayoLlmnM TpeboBaHNAM:

a) pasMellaemMas MHoOpMaLmMa 0OJKHa ObITb 06LLEOCTYNHON;

6) NCTOYHMK MHDOPMaL MK (CanT B MHGOPMALIMOHHO-TEIEKOMMYHMKALMOHHON ceTn "VIHTepHeT") oo/KeH
cofepxaTb UHGopMauuio 06 opraHmnsaunm, 0OTBETCTBEHHON 3a pa3MeLLeHNEe CBEAEHUN O LieHaX Ha
NeKapCTBEHHbIE NpenapaThl;

B) pa3MeLLaeMasi MUH(OPMaLUs LO/KHA NO3BONSTb NAEHTMDULNPOBAaTL HEOBXOANMbIE XapPaKTEPUCTUNKU
NEeKapCTBEHHbIX MPenapaToB B LiesSX CONOCTaBAEHNS fLaHHbIX O 3a5B/ISEMOM NeKapCTBEHHOM npenapaTe 1
JIeKapCTBEHHOM MpenapaTe, LleHa Ha KOTOpbIN COAEPXXUTCA B HANAEHHOM UCTOYHMKE NHOPMaLnK;

r) pa3Mellaemas MHOpPMaLMa SOKHA COAEPKaTb CBEAEHNSA O LieHe Ha NIEKAPCTBEHHLIN NpenapaT u
BaJjllOTE, B KOTOPOW OHa NpeAcTaBfeHa;

L) ICTOYHMKOM He MOXXeT SIBAATbCA MHopMaLma, cofepxallas LeHbl Ha lekapCTBEHHbIe npenapaTsl,
nocTaBnseMble 3a CHET MeXAYHAPOAHbIX (PUHAHCOBLIX OpraHM3auui ((hoHLOoB) No pelleHuio BceMmupHow
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opraHv3auny 34paBoOXPaHEHNS B paMKaxX ryMaHUTapHOM NOMOLLN Uan 61aroTBOPUTENLHOCTH.

18. B cnyyvae npuHATUS pewleHus o6 0TKase B roCyAapCTBEHHON perncTpaLmm nnm nepeperncrpauum
npenesibHON OTNYCKHOW LieHbl MPOM3BOAMTENA Ha IEKAPCTBEHHbLIN npenapaT MUHUCTEPCTBO
3[paBooxXpaHeHust Poccuiickon denepaunn B CPOK, He MpeBbIWatoWwun 5 pabounx aHen, ysenomnser
LepxaTens unuv Bnagesblia perucTpaumoHHOro yLoCcToBepeHns NeKapCTBEHHOr o npenapaTta
(ynonHOMOYEHHOE 1M NNL0) B MUCbMEHHON hOpMe O MPUHATOM pelleHnn (C N310)KeHNeM NpuYmMH 0TKa3a).
19. OcHoBaHUsSMU A5 OTKa3a B cornacoBaHum ®enepanbHON aHTUMOHOMNOLHON CyX60M
rocyapCTBEHHON perucTpaunm (nepepernctpaunn) npeaebHon oTMyCKHONM LieHbl MPON3BOANTENS Ha
JIeKapCTBEHHLIN NpenapaT, 0TKasa B roCy4apCTBEHHON pernctpaunn (nepepernctpaunm) MMHUCTEPCTBOM
34paBooxpaHeHuns Poccminckon depepauunn npeaesibHON OTNYCKHON LieHbl MPOU3BOAMTENS Ha
JIeKapCTBEHHbIV NpenapaT C Y4eTOM pelleHuns, npuHaToro ®egepanbHON aHTUMOHOMNObHOW CNy>X601,
ABNAOTCA:

a) NpeacTaB/ieHNe HeJOCTOBEPHbIX CBEAEHWNI,

6) npeacTaBneHne OOKYMEHTOB He B MOHOM 06beMe 1 (MAn) HEMOMHOTA COAEPIKALLMXCS B HUX CBEAEHWN;
B) HenpeAacCTaB/ieHne CBEAEHUI, NPefyCMOTPEHHbIX MYHKTOM 14 HacTosAwmx Mpasun;

) NpeBblleHne NpeacTaBAeHHON 418 rOCYAapCTBEHHOW perncTpauum niym nepepernctpauun npefenbHomn
OTMYCKHOW LieHbl NPOU3BOANTENS Ha IeKapCTBEHHbIM NpenapaT HaZ LLeHOoW, pacCYMTaHHON B COOTBETCTBUM
C HacTosWMMHK MpasmaamMm N METOLMKON.

20. PeleHue 06 o0TKase B rocyapCTBEHHON perncTpalmm nam nepeperncTpauum npeaesibHon 0TnyCKHON
LeHbl MPOM3BOAMTENS Ha IEKAPCTBEHHbIN NpenapaT MOXXeT bbiTb 06>xanoBaHo B cyaebHOM nopsake.

21. [Ins rocyfapCTBEHHOW perncrpauumn npenesibHon 0TNYCKHOW LieHbl MPOU3BOAMTENSA Ha NEKAPCTBEHHbIN
npenapaT, KpoMe JOKYMEHTOB, YKa3aHHbIX B MYHKTe 5 HacTosawmx MNpasua, NnpeacTaBnaoTcs Ans
NpoBeAeHNA 3KOHOMUYECKOro aHanmn3a (Mo Beibopy AeprkaTens unv Bragesibla perucTpaLmoHHOro
yOOCTOBEPEHUS NEKAPCTBEHHOr 0 NpenapaTa, YNOAHOMOYEHHOM0 UM ML) CBeAEHMSA Ha ByMaXxHOM
HoCuTesie C NePEBOAOM Ha PYCCKMI A3bIK (B 2 3K3eMnaspax), NOATBEPKAAIOLWME OTNYCKHbIE LieHbI
NPOU3BOANTENS Ha IEKAPCTBEHHbLIN NpenapaT B MHOCTPaHHbLIX FOCYAapPCTBaX, yKa3aHHbIX B MPUaoKeHnn Ne
2 K MeTOOUKE.

22. [Ins rocyfapCTBEHHOW perncrpauumn npefesibHon 0TNYCKHOW LieHbl MPOU3BOAMTENSA Ha NEKAPCTBEHHbIN
npenapaT, HaXo4ALWNACA B obpallleHun Ha TeppuTopumn Poccuiickon ®efepaLmm, KpoMe LOKYMEHTOB,
YyKa3aHHbIX B MyHKTax 5 n 21 HacToawwmx Mpasua, ona nposegeHnss 3KOHOMUYECKOro aHasansa
NpeacTaBNATCA Cnefyrlme JOKYMEeHTbl Ha ByMaXXHOM HOCMTEele B O4HOM 3K3eMnaspe:

a) ANa NneKapCTBEHHOro npenapaTta Npou3BoAUTENSA rOCyAapcTBa - YaeHa EBPa3ninCcKoro 3KOHOMUYECKOro
COI03a, a TaKXe JIeKapCTBEeHHOro npenapaTta MHOCTPaHHOIro NPOU3BOACTBA, MEPBMYHANA 1 (MK) BTOPUYHAS
ynakoBKa KOTOPOro OCYyLLEeCTBASETCA WU NAAHUPYETCA OCYLLeCTBAATLCA B Poccuinckon ®epepaumm:
konusa opmbl Ne 2-JIEK (npom) "CBeneHnst 0 NPpOn3BOACTBE, OTIPY3Ke U LieHax Ha JIeKapCTBEHHbIE
CpeLCTBa" 3a OTYETHbLIN Nepnoa, ONpeLesieHHbIN B COOTBETCTBUM C NYHKTOM 23 HacToAwmx MNpasun;

KOMUWN TOBAPHbLIX HaKAAHbIX HA KOHKPETHbIN NeKapCTBEHHbIN NpenapaT, OTIPYXXEHHbIN 33 0TYeTHbIN
nepuos, onpeaeneHHbIn B COOTBETCTBMM C MYHKTOM 23 HacToAwmx MNpaBun (npeacTaBneHne Bcex
TOBapHbIX HaKAa4HbIX HE06X0ANMO, eCIN KOIMHECTBO OTIPY30K MO JIEKapCTBEHHOMY npenapaTy He
npeBbiWaeT 25 WTYK, a N0 NIeKapCTBEHHbLIM NpenapaTaM, Mo KOTOPLIM KOJIMYECTBO OTrPY30K MPEeBbILLIAEeT
25 WTyK, NpeacTaBAAoTCA KONUK TOBAPHbIX HakagHbIX C HaMbonbLMM yaensHOM BecoM B 0b6beme
peannsauny KOHKPETHOro JIeKapCTBEHHOrO npernapaTa, HO He MeHee 25 WTyK);

6) Ans nekapCTBEHHOro NpenapaTta UHOCTPAHHOMO NMPOU3BOACTBA - KOMMW TaMOXEHHbIX AeKaapauni Ha
MOCTaBKY KOHKPETHOr0 IeKapCTBEHHOMO NpenapaTa 3a OTYETHbIA Nepuog, onpeaeeHHbIi B COOTBETCTBUN
C NYHKTOM 23 HacTosAwmx MpaBun (NpeacTaBieHne BCEX TaMOXEHHbIX AeKaapaumnin Heobxoammo, ecnu
KOJINYEeCTBO TaMOXEHHbIX AeKnapaLnii No NeKapCTBEHHOMY NpenapaTy He npesbiaeT 25 WTyK, a no
JleKapCTBEHHbIM MpenapaTam, N0 KOTOPbIM KOJIMYECTBO TaMOXEHHbIX AeKnapauunin npesblllaeT 25 WTyk,
NPeacTaBNATCSA KOMUU TaMOXXEHHbIX Aeknapaumnin ¢ HaubonbLLnM yaenbHOM BECOM B 0bbeme peanu3sauum
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KOHKPETHOr 0 JIEKapPCTBEHHOI O NMpenapaTa, HO He MeHee 25 WTykK).

23. Tpw rocy4apCTBEHHOW perncTpauumn npenesbHom 0TNYCKHOM LieHbl NPOU3BOAUTENSA Ha JIEKAPCTBEHHLIN
npenapar 3a OTYETHbIN Nepuog NPUHNMAETCA KajeHO4apHbIA rog, NpeaLlecTBYOWMIA OHIO NO4AYM B
MWHNCTEPCTBO 34paBooXpaHeHns Poccunckon ®deaepauny 3a8BieHNs 0 rocyJapCTBEHHON pernctpaumm, a
B C/lydae NpefCTaBNeHNS Ha roCyAapCTBEHHYIO perncTpauunio npefensHon OTNYCKHON LieHbl Ha
JIEKapPCTBEHHbIN NpenapaT B rog M3aaHua akTa lNpaBuTenscTBa Poccniickon ®egepaummn 06 yTBepXAeHNN
nepeyYHs XM3HEHHO HEOBX0ANMbIX U BaXKHENLLMNX IEKapCTBEHHbIX NPenapaToB Ha CeayoLmi
KaJIeHAapHbIN rof - 3@ TEKYLWMIA KaNeHOapHbIA Fof.

24, Tpwn rocy4apCTBEHHOW perncTpauumn (nepeperncrTpaunmn) npeneabHon 0TNYCKHOW LEHbI Ha
pedepeHTHLIN IeKapCTBEHHLIN NpenapaT A5 BCeX yKa3aHHbIX B perncTpaulMoHHOM YOOCTOBEPEHUN
JIeKapCTBEHHOrO npenapaTa Npou3soauTenen (Mpon3BoACTBEHHbIX NMIOWAA0K NPOU3BOANTENS,
Yy4aCTBYIOLLMX B MpoLiecce Npon3BOACTBA) yCTaHABAMBAETCA eflMHas nNpefesibHas 0TNyCKHas LieHa Ha
JIeKapCTBEHHbLIN NpenapaTt AJ19 KaXXA0N NeKapCTBEHHON POPMbI, 1O3MPOBKYK (KOHLEHTPaL MW, aKTUBHOCTY B
eanHNLaxX 0encTBUs) 1 obLLero KoaM4yecTsa BO BTOPMYHON (NOTpebuTtensckomn) ynakoske 6e3 yyeta hopmbl
BbIMYCKa, 3@ NCK/OYEHNEM ClyHaeB, MPeAyCMOTPEHHbIX MyHKTOM 25 HacToswmx Mpasui.

Mpu rocynapCTBEHHOW perncTpauumn (nepepernctpaunmn) npenensHon oTnyCKHOM LeHbl Ha
BOCMpOM3BeeHHbI, BruoaHanorosbln (61MonofobHbIN) NeKapCTBEHHLIN NpenapaT Npou3BoAMTENA
rocypapcTea - YieHa EBpa3mnckoro 3KOHOMMYECKOro Cot3a A5 BCEX YKa3aHHbIX B permcTpaulMoHHOM
yOOCTOBEPEHUN NNEKapCTBEHHOMO NpenapaTa Npon3soauTenein (NPonM3BoACTBEHHbIX MNAOLLAA0K
NpoM3BOANTENA, YHaCTBYIOLWNX B MpoLEecce NPON3BOACTBA Ha TEPPUTOPMM rOCyAapcTBa - YeHa
EBpPa3ninCKoro 3KOHOMNYECKOro Col3a) yCTaHaBAUBaeTCs eAnHasa npefenbHas OTNyCKHas LeHa Ha
JIeKapCTBEHHbIV NpenapaT 415 KaXKA0N eKapCTBEHHON (hopMbl, A03MPOBKK (06beMa, MacChl, KOJIMYeCcTBa
[103 B MEPBUYHON yMaKoBKe) 1 06Lero Koam4yecTsa BO BTOPUYHOM (NoTpebuTenbcko) ynakoeke 6e3 yyeTa
(bopMbl BbINYCKa, 3@ UCKJIOYEHWEM CJTy4aeB, NPefyCMOTPEHHbIX MYHKTOM 25 HacToawwmx Mpasu.

Mpu rocynapCTBEHHOW perncTpauumn (nepepernctpaunn) npenensHon oTNyCKHOM LeHbl Ha
BOCMNPOW3BeeHHbIN, BuoaHanorosbii (6onoaobHbIN) NeKapCTBEHHbLIN NpenapaT MHOCTPAHHOIO
NMPOM3BOACTBA AJ19 BCEX YKa3aHHbIX B PerncTpaLMOHHOM YA0CTOBEPEHMMN NEKAPCTBEHHOMO NpenapaTa
npoussoauTenen (Mpon3BoACTBEHHbIX NIOWAA0K MPON3BOAUTENS, YHACTBYIOLLMX B nNpoLecce
NPOU3BOLCTBA 3a NpeAefiaMu rocyaapcTB - YieHoB EBPa3niiCKOro 3KOHOMMUYECKOro Co3a 1
OCYLLEeCTBAALWMNX NN NAAHUPYIOLWMX OCYLLECTBAATb NEPBUYHYIO U (MI1) BTOPUYHYIO YNAKOBKY
NeKapCTBEHHOro Npenapata B Poccuiickon ®enepaunm) ycTaHaBAMBAETCA eiMHas NpefesbHas 0TnyCcKHas
LleHa Ha JIeKapCTBEHHbIV NpenapaT A5 KaXKA0W JIeKapCTBEHHOW (hOpMbl, O3UPOBKK (06BbeMa, MaccChl,
KOMMYeCTBa [103 B MEPBMYHON YNaKOBKE) 1 06LLEro KoJIMYeCTBa BO BTOPUYHON (MOTpebunTenbCckoin)
ynakoBke 6e3 y4eTa (hopMbl BbiMyCKa, 3a UCKIOYEHNEM CyYaeB, MPeayCMOTPEHHbIX MYHKTOM 25
HacTosawmx Mpasu.

25. B ciyyae eciv MMHUMabHbIN YPOBEHb LIEH pedhepeHTHOro JIeKapCTBEHHOr0 NpenapaTta Ha pa3inyHble
hopMbI BbIMyCKa (LUNPUL-PYYKK, KapTPUOXN MO0 UHbIE (DOPMbI BbIMYCKa, COBMECTMMbIE C YCTPONCTBAMU
BBeZEHMNS (MPUMEHEHMNSA) NN ABASIOLLNECS YCTPONCTBAMM BBEAEHNS (MPUMEHEHNS) B OOHOM 13
MHOCTPaHHbIX rOCYAapCTB, YKa3aHHOM B Tabavue 1 pasgena Il npunoxeHna Ne 3 K METOAMKE, pa3anyaeTcs
6onee yem Ha 10 NPOLEHTOB, [OMNYCKAETCSA YCTaHaBAMBaTb NpeAesibHble OTMYCKHbIE LieHbl Ha KaXkayio 13
Takux opM BbINyCKa JIeKapCTBEHHOIO NpenapaTa. MNpegensHasa 0TNyCKHas LeHa Ha pedepeHTHbIN
JIeKapCTBEHHbIV MpenapaT B Takux JopMax BbiMyCKa yCTaHaBAMBAETCA Ha OCHOBAHUM MUHUMASbHbIX
OTMNYCKHbIX LieH npou3soanTens (6e3 yyeTa npon3BOACTBEHHbLIX MAOLALO0K, YH4AaCTBYIOLWMX B npoLecce
NpoM3BOACTBA) Ha COOTBETCTBYOLWME (POPMbI BbiMyCKa TakOro IeKapCTBEHHOMO NpenapaTa B 04HOM 13
WMHOCTPaHHbIX roCyaapcTB, YKa3aHHOM B Tabnuue 1 pasgena Il npunoxeHna Ne 3 K MeToauMKe (C y4eToOM
PacxofoB, CBA3@HHbIX C TAMOXEHHbIM 0)OPMAEHNEM).

Mpy 3TOM MakCMManbHasa pasHuLa Mexay npefesibHbiIMU OTNYCKHBbIMU LeHaMn Ha Takon pedepeHTHbIR
JIEKapCTBEHHbIV MpenapaT B pa3/inyHbIX (hopMax BbiMyCka, CONOCTaBUMbIX MO JIeKapCTBEHHON hopMe,
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N03UPOBKE (KOHLEHTPaLUW, aKTUBHOCTW B eANHULIAX OeRCTBUA) 1 06LLEMY KOIMYECTBY BO BTOPUYHOM
(noTpebnTenbCcKon) ynakoBke, He MOXKET npeBbiwaTh 90 NPoLEHTOB.

B cnyyae ecnn npefenbHas OTNYCKHasA LieHa Ha pehepeHTHbIN IeKapCTBEHHbIM NpenapaT
3apernucTpmpoBaHa B COOTBETCTBMM C HACTOSLLUM MYHKTOM, pacyeT npenesibHblX OTNYCKHbIX LIEH Ha
BOCMNpOM3BeeHHbIN, BuoaHanorosbin (6ronofobHbIN) NeKapCTBEHHLIN NpenapaT OCYLLEeCTBASETCA Ha
KaXKayto hopMy BblNyCKa C y4eTOM npefesbHbIX OTNYCKHbIX LeH MPOU3BOAMTENEN HA COOTBETCTBYIOLWME
(hopMbl BbiNyCKa pedepeHTHOro IekapCTBEHHOI0 NpenapaTa.

26. [lepxaTenb nnn Bnagesnel perncTpaLmoHHOro yooCcToBEPEHNS JIEKAPCTBEHHOMO NpenapaTa
(ynosIHOMOYEHHOE 1M NIMLI0) BOCMNPOM3BEeAEHHOr0, BroaHanoroeoro (buononobHoro) nekapcTBEHHOr0
npenapaTta NpeacTaBAfaoT 4S9 FOCyAapCTBEHHON perncTpaunm npeaenbHyo OTNYCKHYIO LIEHY Ha
JIeKapCTBEHHbIV MpenapaT, pacCYMTaHHY0 Mo MeXXAYHapOAHOMY HernaTeHTOBaHHOMY HavMeHOBaHMIO (nNpwu
€ro OTCYTCTBUM MO XMMUYECKOMY UAN FPYNNMPOBOYHOMY HaMMEHOBAHWIO), IEKapCTBEHHON hopMe,
N103UPOBKE (KOHLEHTPaLWUW, akTUBHOCTM B eANHULIAX OeRCTBUA) 1 06LLEMY KOIMYECTBY BO BTOPUYHOM
(noTpebuTenbCckon) ynakoBke C NPUMEHEHNEM COOTBETCTBYIOLLENr0 KO3 (ULIMEHTA MO OTHOLLIEHWNIO K
3aperncTpMpoBaHHON NpeaenbHON OTMYCKHON LeHe NMpon3BoAUTENS Ha pedepeHTHbIN eKapCTBEHHbIN
npenapaT B COOTBETCTBUN C METOANKOMN.

27. B cnyyae ecniv B paMKax 04HOIr0 perncTpaumnoHHOro yagocToBepeHMs IeKapCTBEHHOro NpenapaTa
3aperucTpmpoBaH BOCNPOU3BeAeHHbIN, BroaHanoroBbin (61MonoaobHbIN) NekapCTBEHHLIN NpenapaT
Npon3BOANTENSA rOCYAapCTBa - YieHa EBpa3mMinckoro 3KOHOMMYECKOro Co3a U MHOCTPaHHOM 0
NpoM3BOACTBA, LleHa 419 TakOro JIeKapCTBEHHOMO npenapaTa pacCcyYNTbIBAETCA KakK 415 eKapCTBEHHOro
npenapaTta Npoun3BOACTBa rocyapcTBa - YieHa EBpa3nincKoro 3KOHOMUYECKOro Cot03a Min
JIeKapCTBEHHOrO npenapaTa MHOCTPaHHOIO NPOM3BOACTBA C YH4ETOM COOTBETCTBYIOLLErO MOHMXAOLWErO
Ko3(ppmLmneHTa B COOTBETCTBUN C METOANKOWA.

28. B ciyyae oTCyTCTBMA B paMKax MeXAYyHapoAaHOro HeNaTeHTOBAaHHOMO HAaMMEHOBaHUA 1 JIeKapCTBEHHOMN
hopMbl pethepeHTHOr0 IeKapCTBEHHOMO NpenapaTa uan B c/iyvae, ecinm npefesibHas OTNyCcKHaa LeHa Ha
pedepeHTHbLIN NeKapCTBEHHBIN NpenapaT He 3aperucTpuMpoBaHa, AepXXaTenb Uan Bnagene
perncTpaumoHHOro yaoCTOBEPEHNS NEKAPCTBEHHOMO npenapaTa (YNoAHOMOYEHHOE UM JInLL0)
BOCMNPOW3BeEHHOro nnun broaHanoroeoro (buononobHoro) nekapcTBEHHOr0 NpenapaTa NPeACTaBASIOT
AN19 rOCyAapCTBEHHOW perncTpaunn (nepeperncTpaunn) npeaenbHyo 0OTNYCKHYIO LeHy Npon3BoAUTENS Ha
JIeKapCTBEHHbIV NpenapaT, pacCYMTaHHY0 MO MeXXAYHapOAHOMY HenaTeHTOBaHHOMY HaVMeHOBaHWIO (Npw
€ro OTCYTCTBUM MO XMUMUYECKOMY UAN FPYNNMPOBOYHOMY HaMMEHOBAHWIO), IEKapCTBEHHON hopMe,
[103MPOBKE (KOHLIEHTPaLUKN, akTUBHOCTU B eANHULIAX OENCTBMA) 1 06LIeMY KOMYECTBY BO BTOPUYHON
(noTpebnTenbCckon) ynakoBke C NPUMEHEHNEM COOTBETCTBYIOLLEr0 KO3 MULIMEHTA MO OTHOLLIEHWNIO K
MaKCUMaJIbHOWM 3aperncTpmMpoBaHHON NpeaenbHOM OTNYCKHONM LeHe IeKapCTBEHHOr O npenapaTa,
COBMajarwLero No MexayHapoaHOMY HenaTeHTOBAaHHOMY HaVMEHOBaHWIO (NMpy ero 0TCYTCTBUM MO
XUMUYECKOMY WA FPYNNUPOBOYHOMY HaVMEHOBaAHWIO), IEKapCTBEHHON DOPME B COOTBETCTBUMN C pa3fesioM
VIII meToamnkn.

29. F'ocynapCTBeHHAsA perncTpauuns npeaenbHom 0TNYCKHOM LeHbl Ha MMMYHOBMON0rn4ecKnia
JIeKapCTBEHHbIV NpenapaT (BaKUWHY), BKJIIOYEHHbIN B MepeYeHb XN3HEHHO HEOBXOANMBIX N BaXKHEMLLNX
JIEKApPCTBEHHbIX NPENapaToB, OCYLLECTBASETCS B COOTBETCTBUN C TPEOOBAHUSAMM, YCTAHOBNIEHHbLIMMK A1
pedepeHTHbIX NEKapPCTBEHHbIX NpenapaTos. Mpu 3ToM gepxaTenb Uan Bnagesew perncTpaunoHHoro
YyA0CTOBEPEeHMS NIeKapCTBEHHOr o nNpenapaTa (ynoJHOMOYEeHHOE UM NL0) NPeacTaBAAloT Ans
roCyfapCTBEHHOW perncTpauumn npenenbHyo 0TAYCKHYI0 LeHY Ha JIEKapCTBEHHbIM NpenapaT, He
MPEeBLILAIOLLYI0 MaKCUManbHYI0 3aperncTPpUPOBaHHYI0 NPeaesibHY OTAYCKHYIO LeHy NPOn3BOANTENS Ha
JIeKapCTBEHHbIV NpenapaT, COBMaAatloWmin no MexayHapoaHoMy HeNaTeHTOBAaHHOMY HaWMeHOBaHWIO (Npwu
€ro OTCYTCTBUW MO XMMUYECKOMY UAN FPYNNNPOBOYHOMY HaUMEHOBAHWIO) N IEKapCTBEHHON hopMe,
onpeLeneHHyto B COOTBETCTBUN C METOANKON.

B cnyyae ecan Ha gaTy nodayun B MUHUCTEPCTBO 34paBooxXpaHeHns Poccniickon degepaunm 3adaBaeHns o
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roCyapCTBEHHON PErnMCTPaLMM Ha JIEKAPCTBEHHbLIV NpenapaT, MPMMEHSEMbIN B NegnaTPUYecKomn
npakTuKe (Ha OCHOBaHWW CBEAEHUA NHCTPYKLUN MO MEQNLMHCKOMY NPUMEHEHNIO JIEKAPCTBEHHOMO
npenapara), He 3aperncTprMpoBaHa npegesbHas OTNYCKHas LleHa Ha eKapCTBEHHbIV NpenapaT B
[l03UPOBKaX, MPUMEHSEMbIX B MeANaTPUYECKON NPaKTUKE, B PaMKax 0AHOr0 MeXayHapoOHoro
HenaTeHTOBAHHOI0 HaMMEHOBAHUSA (NPY ero OTCYTCTBMM XMMWYECKOro UAN FPYNNMPOBOYHOI0
HanuMeHOBaHWA) N IeKapCTBEHHON (hOPMbI, paCcyeT OCYLLECTBAAETCS B COOTBETCTBUN C TpeboBaHMAMMY,
YCTAHOBJ/IEHHbIMU 0151 pehepeHTHbIX JIEKaPCTBEHHbIX NpenapaToB. Mpy 3TOM MakCMMasbHas pasHuLUa
MeXy MWHMMaJIbHOWN 3aperncTpUpoBaHHON NpeaenbHON OTNYCKHOWM LIEHON Ha IEKAapPCTBEHHbIV NpenapaT 1
npeacTaBAeHHON 419 rOCy4apCTBEHHOM perncTpaunum npeaenbHom 0TNYCKHOW LIEHON Ha NEKapCTBEHHbIN
npenapart, paccynTaHHasa NCXoAs N3 CTOMMOCTU eQUHULbI OeNCTBYIOLLEro BELLEeCTBa, HE MOXeT
npesbiwaTb 90 npoueHTOB. ([lononHeHne ab3auem - MocTaHoBAeHNe [paBUTENLCTBA POCCUNCKON
®epepaumm o1 16.12.2019 Ne 1683)

30. 3aperncTpnpoBaHHas npenenbHas OTNYyCKHaA LeHa Npon3BoAUTENS Ha JIeKapCTBEHHbIN npenapaT
MOXXeT ObITb NepeperncTpupoBaHa B LENSAX YBEIMYEHNSA B CydanX, NPeayCMOTPEHHbIX MyHKTaMm 32 n 34
HacToAwwmx MNpaBu, Ha OCHOBaHMMW 3as8BEHNA O NepeperncTpaunm n LOKYMEeHTOB, NPeaCcTaB/EeHHbIX B
MuHNCTEpPCTBO 34paBooxpaHeHns Poccuiickon ®enepaumm ao 1 okTabps KaXx4oro rofa (He Yawe 1 pa3a B
KaneHgapHoM rogy). MpepenbHas OTNYCKHas LleHa Ha IeKapCTBEHHbLIN NpenapaT He MOXET bbiTb
nepeperncTpmpoBaHa B TOM XXe KaJleHAapHOM rogy, B KOTOPOM OHa Oblfla 3aperncTpmupoBaHa.

31. 3asABneHHas K nepeperncTpauny npeaenbHas oTNyCKHas LieHa BOCNpoM3BeaeHHOro, broaHanoroBoro
(6MonomobHOro) NIeKapCcTBEHHOIO NpenapaTa Nnocsie NepeperncTpaLnm He MoXXeT ObITh BbllLe
3apernucTpupoBaHHON NpenesibHoM OTMYCKHOWN LieHbl MPOW3BOANTENA Ha pe(hepeHTHbIN 1IeKapCTBEHHbIN
npenapart, onpeneseHHoN B COOTBETCTBUN C METOLNKOW.

32. 3aperncTpupoBaHHas npenesibHas OTNYCKHaA LieHa Ha IeKapCTBEHHbIN npenapaT Npov3BoANTeNA
rocygapcTBa - YneHa EBpa3mMnckoro aKOHOMMYECKOro Col3a MOXXET BbiTh NepeperncTpnpoBaHa B
COOTBETCTBUN C METOLNKON:

a) ANa NeKapCTBEHHbIX MPenapaToB HMXXHEro LLeHOBOro cermeHTa Ao 100 pybnen (BKNYNTENLHO) - B
Cny4ae U3MEHEHMA LieH Ha Cbipbe U MaTepmrasbl, @ TakXe B Clly4ae U3MEHEHUS Haka4HbIX PaCXo4oB, HO He
BblLLE YPOBHS (haKTUYECKON NHMIALMMN B NPeaLIeCcTBYIOLEM KaJleHAapHOM rogy C y4eToM
NPOrHO3MPYEMOro YPOBHS MHMAALNW, YCTAHOBAIEHHOIO Ha TeKyLWMI rog defepanibHbiM 3aKOHOM O
dhenepanbHoM Bl0a)KeTe Ha COOTBETCTBYHOLNIA (DMHAHCOBbLINA rof U NJaHOBLIA Nepuos;

6) oNa NekapCTBEHHbIX MpenapaToB LLeHoBOro cermeHTa oT 100 pybnen go 500 pybnei (BKAOYMTENLHO) - B
Cnyyae yBeNMyeHnsa LeH Ha Cbipbe U MaTepuasbl, UCNOJb3yeMble NPy MPON3BOACTBE KOHKPETHOMO
JIeKapCTBEHHOrO NnpenapaTa, KOTOPbIE B PaBHON CTEMEHN BAUSIOT Ha YPOBEHb 3aPEerncTPMpPOBaHHbIX LIEH
Ha BCe JIeKapCTBEHHbIE NMpenapaTbl, OTHECEHHbIE K OAHOMY MeXAYHapOAHOMY HenaTeHTOBaHHOMY
HaWMeHOBaHWIO N MMEILLNE OANHAKOBbLIN NYyTb BBeAEHMS (KoNebaHUs BantOTHLIX KYPCOB, (hOpC-MaXKOpHbIe
06CTOATENBbCTBA, BO3HMKLLME Y NMOCTABLUNKOB Cbipbs U MaTepPManoB), HO He Bbille YPOBHSA (haKTUYECKOM
NHpAALMK B NPeaLlecTBYOWEM KaleHA4apHOM rogy C y4eTOM NPOrHO3MPYyeMoro YPoBHA UHDASLMN,
YCTAHOBJ/IEHHOr O Ha TeKyLMi rog denepasnbHbIM 3aKOHOM 0 ddefiepaibHOM Blof)KeTe Ha COOTBETCTBYOLLMI
(PUHAHCOBLIN FO4 1 MJAHOBLIN NEPUOA;

B) OJ151 JIEKAPCTBEHHbIX NPEeNapaToB LEeHOBOro cermeHTa oT 100 py6nei no 500 pybnen (BKNOYNTENBHO) - B
CNyyYae U3MEHEHMA LieH Ha Cbipbe U MaTepmrasbl, @ TakXe B Clly4ae U3MEHEHUS HakNa4HbIX PaCX04o0B, HO He
BblLLE MPOrHO3MPYEMOr0 YPOBHA NH(MALMM, YCTAHOBJIEHHOMO Ha TEKYLWMIA rof hefepasbHbIM 3aKOHOM 0
dhenepanbHoM Bl0)KeTe Ha COOTBETCTBYIOLWMIA (PMHAHCOBLIN oA U NAaHOBLIV Nepuos;

) ONs NEKApPCTBEHHLIX NpenapaToB 6e3 orpaHNYeHNs Mo LEHE - B Clyvae ec/iv CpeiHEB3BELLEHHAs
(hakTnyeckas OTNYCKHas LieHa Ha NIeKapCTBEHHbIN NpenapaT 3a Nepuo, UCTEKLWNA CO AHA NPUHATKS
pelleHns 0 rocy4apCTBEHHON perncTpaumm (nocnegHen nepepermctpaumm, obsasatesibHOMN
nepepernctpauum 8 2019 - 2020 rogax) npenenbHON OTNYCKHOWN LEHbl A0 AHA NOAAYM 3asBIEHNS O
nepeperncTpaumm, boina HUXKe 3aperncTpMpoBaHHON Ha 3TOT NepUoA LieHbl He bosiee YeM Ha
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NPOrHO3MpPYyeMbI ypOBEHb NHMAALMMN, YCTAHOBMIEHHbIN Ha TEKYLWMI rof defepasbHbiM 3aKOHOM O
thenepansHOM BloaXKeTe Ha COOTBETCTBYIOLLMIA (DUHAHCOBLIA FO4 W MAAHOBLIN NEPUOS, HO HE Bbile
BE/INYMHbI, PAaCCYNTAHHOWN B COOTBETCTBUN C METOAMKOMN.

33. MNpw nepeperncTpaumm npeaenbHbIX 0TNYCKHbIX LLeH NPOU3BOANTENSA FOCYAapCTBa - YJieHa
EBpPa3ninCKoro 3KOHOMMYECKOro COt3a LOKYMEHTbI Ha MHOCTPAHHOM fA3blke NPeACTaBAATCS Ha ByMaXKHOM
HOCHTesie C 3aBEePEHHbIM B YCTAHOB/IEHHOM MOPSAAKe NepeBoAOM Ha PYCCKUM A3blK.

[JlaHHbIe B OTHOLLEHUN BCeX (haKTNYECKUMX LIEH B Ba/lOTE roCyapcTBa - YaeHa EBpa3ninckoro
3KOHOMWYECKOro COl03a NPeacTaBafalTCs C y4eTOM nepecyeTa Ha pybsm no Kypcy, yCTaHOBAEHHOMY
LleHTpanbHbIiM 6aHKOM Poccuiickon ®efepaumm Ha AeHb, KOraa nponssoantenem boina oCyLlecTBieHa
(hakTU4eckan peannsaLna NeKapCTBEeHHbIX NpenapaToB OpraHn3auumy oNToBOM TOProBAN IeKapCTBEHHbLIMM
cpeacTeamu, 1 (Man) anTe4yHon opraHusaumm, u (Mnn) MHANBMAYaAbLHOMY NPeanpuHUMaTeNto, UMEOLWUM
JINLEH3MI0 Ha (hapMaLEeBTUYECKY0 AeATENbHOCT.

34. 3aperncTpnpoBaHHas npenesbHas OTNYCKHaA LeHa JIeKkapCTBEHHOr O npenapaTa MHOCTPaHHOM o
NPOU3BOACTBA, B TOM YMC/e NepBUYHas 1 (Wn) BTOPMYHAS YNakoBKa KOTOPOro OCyLLEeCTBASETCS B
Poccunckon ®egepaumm, MoxeT BbiTb NepeperncTpupoBaHa B COOTBETCTBMMN C METOANKON, eC/in poCT
KypCa HalMOHabHON BanOThbl FOCYAapCTBa - MPOM3BOAUTENS K PyBJII0 CO AHA MPUHATMSA peLLEHNs 0
rocyZapCTBEHHON perncrpauunmn (nocnegHen nepeperncrpaumm, obssatensHom nepepeructpaumm s 2019 -
2020 rogax) npeaenbHonM OTNYCKHOWN LieHbl MPON3BOANTENS Ha JIEKAPCTBEHHLIN NpenapaT no AeHb NoAayn
3a8BneHMs 0 NepeperncTpaLny NpeBbILaeT NPOrHO3MPyEeMbI YPOBEHb UHMAALMKN, YCTAHOBAEHHbIN Ha
TeKyLmMA rog penepasibHbIM 3aKOHOM 0 (hefepasbHOM B0 )KEeTe Ha COOTBETCTBYIOLWMNIA (DMHAHCOBLIN ro4 1
NAaHOBbLIM Nepnoa.

MepeperncTpauns npeaenbHON OTNYCKHOW LIeHbl JlIekapCTBEHHOr0 NpenapaTa MHOCTPaHHOro
NPOM3BOACTBA, B TOM YMCie NepBuYHas U (1K) BTOPUYHAs ynakoBka KOTOPOro OCYLLeCTBAAETCS B
Poccuiickon ®epepalimm, oCyLLeCTBASETCSA C Y4E€TOM NPOrHO3MPYEMOro YPOBHSA MHDAALMUN,
YCTaHOBJIEHHOIO Ha TEKYLWUIA rof heaepasbHbIM 3aKOHOM O (hefepalibHOM 61o[KeTe Ha COOTBETCTBYHOLLNN
(OMHAHCOBLIV o4 ¥ MNAAHOBLIA NEPNOS, HO HE BbiLLE BENYNHBI YBENNYEHUS, PAaCCYNTAHHON B COOTBETCTBUN
C METOAUKON, C y4eTOM MUHUMANIbHOM OTMYCKHOWN LeHbl Npon3BoanTens (6e3 yyeta HauMeHOBaHNS
NPOU3BOACTBEHHbIX MJIOWAA0K, YHaCTBYOLLMX B MPOLECCe NPOM3BOACTBA) Ha TakoN SIEKapCTBEHHbI
npenapaTt B MHOCTPaHHbIX FOCYAapCTBaXx, yKasaHHbIX B Tabnuue 1 pasgena Il npunoxerHnsa Ne 3 K
MeToAuKe.

35. insa nepeperucTpaLmm npeaenbHON 0TAYCKHOW LieHbl MPOU3BOANTENS Ha JIEKApCTBEHHLIN nNpenapar,
KpOMe LOKYMEHTOB, YKa3aHHbIX B MyHKTe 5 HacToAwmx MNpaBna, NpeacTaBaaoTCcs cegyowme OKYMeHTbI
AN19 SKOHOMMWYECKOro aHann3a Ha BymMaxxHOM HocuTene (B 2 3K3eMmnaspax):

a) Ans nekapCTBEHHOro npenapaTta Npou3BoANTENs FOCyAapCTBa - YieHa EBpa3ninckoro s3KOHOMUYeCKoro
COl03a npu nepeperncTpaumn B cnyvaax, npefyCMoTPeHHbIX NoAnyHKTaMu "a" 1 "B" NyHKTa 32 HaCTOALWMX
Mpasu:

pacyeT BeNYUHbI YOOPOXKAaHUSA CTOMMOCTM Cbipbsl U MaTepMasioB B CTPYKTYpe 3aTpaT Ha MPOU3BOACTBO U
peann3aunio 1eKapCTBEHHOro npenapaTa;

KOMUN KOHTPAKTOB, MOATBEPXKAAIOLWMX YBEANYEHNE CTOMMOCTH Cbipbs U MaTEPMANoB, CO CpOKaMu
LENCTBMS, 3aBEPLUAIOLLNMUNCA HE paHee YeM Yepes 3 MecsLla CO AHA NOAAYU 3a8BEHUS O
nepeperncTpaLuy, a Takxe Konum cneunpukaLmin n BCex NpUN0XKEHUA K KOHTPaKTaM, KOTopble ABAAITCA
NX HEOTbEMIEMON HaCTbio;

LOKYMEHTaIbHOe MOATBEPXKAEHME (haKTUYECKNX 3aTpaT Ha Chipbe U MaTepuanbl Ha AeHb NPUHATAS
PeLLeHns 0 roCyaapCTBEHHON perncTpaunn (nocnegHen nepepernctpaunm, obsasatensHom
nepepernctpauum 8 2019 - 2020 rogax) npenenbHON OTNYCKHOW LeHbl Ha IEKapCTBEHHLIN NpenaparT;
pacyeT BeNYMNHbI U3MEHEHNA HaklaAHbIX PAaCX0L0B B ClyYae yBeM4YeHUs TapudoB Ha INeKTPUYeCcKyio
3Hepruto, TennocHabxxeHme, BOLOCHabXeHME 1 LIEH Ha TOMJIMBO, @ TakXXe pacyeT yBEINYeHMNS
aMOPTU3ALNOHHBIX OTYUCAEHUI MO OCHOBHbLIM CPEACTBAM, UCMOb3yEeMbIM HEMOCPELCTBEHHO A5
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NPOU3BOLCTBA JIeKapCTBEHHbIX MpernapaTos;
LOKYMEeHTasIbHOe NoATBepXXAeHNE YBeIMYeHN HaKNadHbIX PacX0L0B, a TakXXe KOMun LOKYMEeHTOB,
NoATBEPXKAAoLWMX BBOL COOTBETCTBYIOLLMX OCHOBHbIX CPEACTB B 3KCMyaTaLmio;

pacyeT YpPOBHS peHTabeNbHOCTN Ha KOHKPETHbLIN JIeKapCTBEHHbIA MpenapaT B COOTBETCTBMU C METOLUKOW;
6) Ans nekapCTBEHHOro NpenapaTta NPOU3BOANTENS FOCYAapCTBa - YieHa EBPa3nMnckoro 3KOHOMNYeCKoro
COt03a NpW NepeperncTpaumnmn B cyyvasx, NpeayCcMoTPEHHbIX NOANYHKTOM "6" NyHKTa 32 HAaCTOALLNX
Mpasu:

pacyeT BeNYUHbI YA0OPOXKaHUSA CTOMMOCTM Cblipbs U MaTEpPNanoB B CTPYKTYpe 3aTpaT Ha NPOM3BOACTBO U
peanunsaunio NeKapCTBEHHOr 0 npenapaTa;

KOMUUN KOHTPAKTOB, MOATBEPXKAAIOLWMX YBENNYEHNE CTOMMOCTU CbiPbS U MaTepranos, CO CpoKamu
LenCTBMUS, 3aBepLUaloLWNMNCA HE paHee YeM Yepes 3 MecsLa Co AHA NoAayn 3asBJeHns o
nepeperncTpaLuny, a Takxe Konum cneunpukaLmin n BCex NPUN0XKEHUA K KOHTPaKTaM, KOTopble ABAAITCS
NX HEOTBEMJIEMON YaCTbIO;

LOKYyMeHTasIbHOe noaTeepXAeHre PakTUYeCKUX 3aTpaT Ha Cbipbe 1 MaTepualsibl Ha AeHb NPUHATUSA
peLleHnsa 0 rocy4apCTBEHHON perncTpaumm (nocnegHen nepepermctpaumm, obsasatesibHOMN
nepepernctpaumm B 2019 - 2020 rogax) npefenbHON OTNYCKHOM LIeHbl Ha JIeKapCTBEHHbIN npernapar;
pacyeT ypoBHS peHTabeNlbHOCTY Ha KOHKPETHbLIN JIeKapCTBEHHbI NpenapaT B COOTBETCTBMU C METOLUKOW;
B) 0J19 JleKkapCTBEHHOr 0 NpenapaTa Npou3BOAMTENs rocyapcTBa - YneHa EBpa3sniickoro 3KOHOMMYECKoro
COt03a Npu nepeperucTpaumnm B cydasnx, NpefyCcMOTPEHHbIX NOANYHKTOM "I NyHKTa 32 HacTOALWMUX
MpaBun, - konusa dopmbl Ne 2-JIEK (npom) "CBeageHns o Npon3BoACTBE, OTIPY3KE M LIEHaX Ha
JleKapCcTBeHHble cpeacTBa” (419 0OTeYeCTBEHHbIX MPOU3BOAMTENEN), a TaKXKe KOMMM TOBAPHbIX Hak1a4HbIX
Ha KOHKpPETHbI JIeKapCTBEHHbIN NpenapaT, OTrPYy>KeHHbI B apec NoKynaTenen B COOTBETCTBYOLNIA
OTYeTHbIN Nepunoj, onpefesieHHbI B COOTBETCTBMMN C MYHKTOM 37 HacTosAwwmx lMpasun (NnpeactasneHue
BCEX TOBAPHbIX HAaKNaZAHbIX HEOBX04MMO, eC/IN KOIMYECTBO OTIPY30K MO IeKapCTBEHHOMY NpenapaTy He
npesbiwaeT 25 WTYK, a No JIekapCTBEHHbLIM NpenapaTaM, No KOTOPbIM KOJIMYECTBO OTrPy30K NpeBblLiaeT
25 WwTyK, HeobxoAMMOo NPeACTaBMTb KOMWUU TOBAPHbLIX HAaKNaAHbIX C HAMBObLIUM YAENbHOM BECOM B
obbeme peann3auunm KOHKPETHOMO JIekapCTBEHHOr0 NpenapaTa, HO He MeHee 25 WTyK);

r) A9 NeKapCTBEHHOro npenapata MHOCTPAHHOIro NPoM3BOACTBA, MepPBUYHAA U (MIM) BTOPUYHASA YNaKoBKa
KOTOPOro OCYLLEeCTBASETCSA MW NAAHUPYETCS OCYLLeCTBAATLCA B Poccunckon denepauum, nepxatenem
nan BRagesnbLeM perncTpaLmoHHOro ya0CTOBEPEHNS IeKapCTBEHHOM 0 nNpenapaTta (YynoJIHOMOYEHHbIM UM
JIMLLOM) MpuW NepeperncTpauny B ciayvaax, npefycMoTpeHHbIX NYHKTOM 34 HacToAwmx Mpasui:

KOMWW TOBAPHbIX HaKNaAHbIX Ha KOHKPETHbIN SlekapCTBEHHbIV NpenapaT, 3@ COOTBETCTBYIOLWMIA OTHETHbIN
nepuoa, onpefeneHHbln B COOTBETCTBUMN C MYHKTOM 37 HacTosAwwmx Mpasun (npeactasiieHne Bcex
TOBapPHbIX HaklagHbIX HE0BX0AMMO, eCN KOJIMYECTBO OTIPY30K N0 NEKAPCTBEHHOMY MpenapaTy He
npesbiwaeT 25 WTYK, a Mo JIekapCTBEHHbLIM NpenapaTaM, No KOTOPbIM KOJIMYECTBO OTrPy30K MpeBbllaeT
25 WwTyK, HeobxoAMMOo NPeACTaBMTb KOMWUU TOBAPHbIX HaKNaAHbIX C HAMBObLIUM YAEbHOM BECOM B
obbeme peann3aLm KOHKPETHOrO JIEKapCTBEHHOIrO NpenapaTa, HO He MeHee 25 WTYK);

csefeHns (no Belbopy AepXxaTens uam Bnajensla perncTpalmoHHOr0 yA0CTOBEPEHNS NeKapCTBEHHOMO
npenapata (ynosHOMOYEHHOr0 UM NiMLa), NOATBEPXKAAloLLMe OTNYCKHbIE LieHbl MPON3BOANTENS Ha
JleKapCTBEHHbIV NMpenapaT B MHOCTPaHHbIX FOCYAapCTBaX, YKa3aHHbIX B NpuaoxkeHun Ne 2 K MeToanke (Ha
BymMa)KHOM HOCUTenNe C NepeBoAoM Ha PYCCKUN A3bIK);

[) 015 NeKapCTBEHHOro npenapaTa MHOCTPaHHOro NPou3BOACTBA NPY NepeperncTpaLmm B ciay4vasx,
NpeayCMOTPEHHbIX MYHKTOM 34 HacToswwmx Mpasun:

KOMWW TaMOXEHHbIX AeKnapaunii Ha NOCTaBKY KOHKPETHOro JIekapCTBEHHOMO nNpenapaTta 3a
COOTBETCTBYIOLLNA OTHETHbLIN NepuoL, onpenesieHHbIN B COOTBETCTBMM C NYHKTOM 37 HacToAwmx Mpasu
(NpefcTaBieHWe BCEX TaMOXEHHbIX AeKnapaunin HeobxoaAnMo, ecan KoAM4eCcTBO TaMOXEHHbIX
AeKnapauuii no fekapCTBeHHOMY NpenapaTy He NpeBbIWaeT 25 WTYK, a No JIleKapCcTBEHHbLIM MpenapaTam,
Mo KOTOPbIM KONMYECTBO TaMOXXEHHbIX AeKapauuii npeBbllaeT 25 WwTyK, HeobxoaMMo NpeacTaBUTb
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KOMWM TaMOXKEHHbIX AeKnapauni ¢ HanbosbwM yaensHOM BeCOM B 06beMe peannsalmm KOHKPETHOro
JleKapCTBEHHOr O rnpenapaTa, HO He MeHee 25 LWTYK);

cBefeHmna (no Bbibopy aepxxatena uav Bnagesbla perncTpaunoHHOro yaoCcToBEpPEeHNS JIeKapCTBEHHOIO
npenapaTta (ynoJHOMOYEHHOr0 UM JMLA), NOATBEP)KAAIOLME OTMNYCKHbIE LIEHbI MPON3BOANTENS Ha
JIeKapCTBEHHbIV MpenapaT B MHOCTPaHHbIX FOCYAAPCTBaX, YKa3aHHbIX B NpuaoxxeHun Ne 2 K MmeToanke (Ha
H6yMa>KHOM HOCMTENE C MePEBOAOM Ha PYCCKURA 53bIK).

36. MNpw nepeperucTpaunm npefesnbHbIX 0TNYCKHbIX LLeH Ha NeKapCTBEHHbIE NpenapaThbl MPonU3BOAMTENS
rocypapcTea - YieHa EBpa3minckoro aKOHOMMYECKOro Coto3a B Caydanx, NpeayCMOTPEHHbIX MO4MYHKTaMM
"a" - "B" nyHKTa 32 HacToAwmX MpaBun, NpeLenbHbI yPOBEHb peHTabenbHOCTN HE MOXKET npeBbiwaThb 30
NPOLEHTOB.

37. Mpwn nepeperncTpauny npesenbHon OTNYCKHOM LIeHbl MPOU3BOAUTENS Ha JIeKapCTBEHHbIN npenaparT B
Ka4yecTBe 0TYETHOr0 Nepuofia NPUHUMAETCs Neproa, NCTEKLUNA CO AHA NPUHATUS peLLeHmns 0
rocyapCTBEHHOW perucTpauun (mocnenHen nepepernctpauun, obsisatensHom nepepermctpaumm 8 2019 -
2020 rogax) npenenbHoM 0TANYCKHOWM LieHbl Ha AeHb nodayn B MMHUCTEPCTBO 34paBOOXPaHEHNS
Poccuinckon ®efepaumm 3a8BeHNA 0 NepeperncTpaumnm.

38. Ha ocHoBaHuMM 3asB/IeHUA O nepeperncTpauny, npeacTaBleHHOro AepxxaTenemM unn snagesbuem
perncTpaLmoHHOr0 yA0CTOBEPEHNSA IeKapCTBEHHOM0 npenapaTa (YNoSIHOMOYEHHOro UM 1La) B LIensx
CHUXXEHUS LieHbl Ha NeKapCTBEHHbIN npenapaT, MMHUCTePCTBO 34paBoOXpaHeHns Poccmnckon ®epepaunm
paccMaTpuBaeT BOMPOC O MPUHATUMN PELLEHUS O CHUXEHUW 3aperncTPUpPoBaHHON NpeaesibHON OTNYCKHOW
LeHbl NPOM3BOANTENA Ha JIEKAapPCTBEHHbIM NpenapaT. 3asBieHne 0 NepeperncTpauLnm B Leasx CHIKEHNS
LieHbl Ha IeKapCTBEHHbIN NpenapaT MOXET ObITb NPeACTaBEHO COBMECTHO C 3asiBJIEHNEM O BHECEHUN
M3MEHEeHUN B peeCTPOBYIO 3anmncb 0 FOCYAapCTBEHHOW perncTpauuy npefenbHon 0TNYCKHON LeHbI
NPOM3BOANTENA Ha IeKapCTBEHHbIV MpenapaT B COOTBETCTBMM NYHKTOM 7 lNpaBui BefeHuns
rocyZapCTBEHHOr0 peecTpa npefesbHblX OTNYCKHbIX LeH NPOM3BOAUTENEN Ha IeKapCTBEHHbIE NpenapaTsl,
BKJIOYEHHbIE B NEPEYEHb XXNU3HEHHO HEOOXOANMbIX 1 BaXKHENLINX IEKAPCTBEHHbIX NMPenapaTos,
YyTBEPXIAEHHbIX NOCTaHOBNeHMeM MpaBuTenbcTBa Poccuinckon ®epepaumm ot 29 okTabpsa 2010 r. Ne 865
"O rocyfapCTBEHHOM PeryaMpoBaHUN LieH Ha NeKapCTBEHHbIE NpenapaThl, BKOYEHHbIE B MepeYeHb
YKN3HEHHO HEOBXOAUMBIX 1 BaXKHENLINX NEKAPCTBEHHbLIX NpenapaTos”.

381 Mpn HanM4MKM B OTHOLLIEHUN OQHOIMO IeKapCTBEHHOMO NpenapaTa peweHns MuHncTepcTsea
3[4paBooxpaHeHns Poccunckon ®efepaunm o nepeperncTpaunm 3aperncTpupoBaHHON npeaenbHom
OTMYCKHOW LieHbl NPOU3BOANTENS HA IeKapCTBEHHbIN NpenapaT B COOTBETCTBUN € NYHKTOM 30 HAacTOALLMX
MpaBua nmbo B COOTBETCTBMM C MYHKTOM 38 HacTosAwwmx MpaBna n peweHns MMHNUCTEpPCTBa
3apaBooxpaHeHns Poccuinckon depepauun 06 obsasatensHom nepepernctpaumm B 2019 - 2020 rogax
npenesbHON OTNYCKHOW LieHbl MPON3BOAMTENS B COOTBETCTBUM C MNpaBunamMu obasaTenbHON
nepepernctpaumm 8 2019 - 2020 rogax 3aperncTpMpoBaHHbIX NpefesibHbIX OTMYCKHbIX LieH
Npou3BoANTENEN Ha IEKAPCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B MepeyeHb XXU3HEHHO HEOOX0AMMBIX U1
Ba)XKHEWLLMX IeKapCTBEHHbIX NMPenapaToB, YTBEP)XXAEHHbIMU NOCTaHOBeHNeM MpaBmuTensCTBa PoccMnckon
®epepaumm ot 29 okTa6ps 2010 r. Ne 865 "O rocyapCTBEHHOM PErYIMPOBAHMMN LEH Ha JIEKAPCTBEHHbIE
npenapaThl, BK/OYEHHbIE B MepeY€eHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLNX JIeKaPCTBEHHbIX
npenapaToB”, MPUMEHEHNIO NOLANIEXUT LieHa, MEPEPErnCTPUPOBaHHas B COOTBETCTBMM C MyHKTOM 30 1nbo
nNyHKTOM 38 HacTosAwmx MNpasun. (JononHeHne NyHKTOM - [locTaHoBAeHMe MpaBUTeNbLCTBa POCCMICKOW
®epepaumm o1 31.10.2020 Ne 1771)

39. F'ocypapcTBEHHasa perncTpauns u nepeperncTpaumns npeaenbHbIX OTAYCKHbIX LLeH Npou3BoanTenei Ha
JIEKapCTBEHHbIE MpenapaThbl OCyLLeCcTBAseTCs becnnaTHoO.

40. PepepanbHas aHTUMOHOMObHAA Cy>Xba B NMCbMEHHON hopMe YBeLOMASET AepXaTens nin
BNafenblia perncTpauluoHHOro ya0CTOBEPEHWS IEKapCTBEHHOMO NpenapaTa 0 He06X0AUMOCTN U3MEHEHMS
3aperncTpMpoBaHHON NpeaesibHON OTMYCKHOM LIeHbl MPOU3BOANTENS Ha JIEKAPCTBEHHLIN NpenapaT, ecn
nocne rocyfapCTBEHHOW perncTpaunm (nepepernctpaumnm) npeaesibHon 0TnyCKHON LieHbl MPOU3BOAMTENS
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Ha NeKapCTBEHHLIN NpenapaT YyCTaHOBEHO, YTO AepXaTesneM WA BlafesbleM perncTpaunoHHoro
yOOCTOBEPEHUS NEKAPCTBEHHOr0 NpenapaTa (YNOAHOMOYEHHbIM UM AMLOM) BbIN NPeACcTaBAEHbI
HeLlOCTOBEpPHble CBeleHUs, NOBAMABLLME Ha pe3ybTaT paHee NPUHATOro peLleHns 0 CornacoBaHum
npeaenbHON OTAYCKHOW LIEHbI MPON3BOANTENS Ha JIEKAPCTBEHHbLIN nNpenapaT v (unu) He bbiau
npeacTaBneHbl CBEAEHMS, NOBANSABLUME Ha pe3y/ibTaT Takoro pelleHuns, ¢ npefocTaBieHmeM 060CHOBaHNA
Takoro BbIBOAA.

JepxaTens unu BnageneL perncTpaLmoHHOro yaocToBepeHmns JiekapCTBEHHOro npenapaTa
(YNONHOMOYEHHOE UM NIML0) NPUBOLAT 3aperncTpUpoBaHHYIo NpefesbHY0 OTNYCKHYIO LeHy B
COOTBETCTBME C LLEHOWN, PACCYNTAHHON B COOTBETCTBUM C HacToAWMMN paBunamMm n METOANKON, C YH4ETOM
MH(OPMaLNMK, YKa3aHHON B yBefoMieHU PefepasibHON aHTUMOHOMONLHOW CNYXX6bl, N NpeaCcTaBAsAoT
MOTMBMPOBAHHOE NOKYMEHTaJIbHOe NOATBEPXKAEHME pacyeTa YKa3aHHOMN LeHb!.

®epepanbHas aHTUMOHONOIbHASA CNy>K6a OTMEHSAET peLleHme 0 CoraacoBaHUmM NpeaesibHON OTNYCKHOW
LeHbl NPOW3BOANTENSA Ha JIeKAapPCTBEHHbI MpenapaT B C/lyYae HeNpUBeLEeHUs Aep)KaTenemM nuiu
BNajesbLeM perucTpaumoHHOro yaoCcToOBEPEHNS NeKapCTBEHHOro npenapata (YnojiHOMOYEHHbIM UM
JINLLOM) 3apermcTprupoBaHHON NpeaebHON OTNYCKHOM LieHbI B COOTBETCTBME C HAacToAWMMY [MpaBmnamMn n
METOAMKON C y4eTOM UHGOPMaLMK, YKa3aHHON B yBeLoMAeHUN PeaepanbHON aHTUMOHOMOJIbHON CNY>KObl,
1nn HenpeacTaBieHUs MOTUBUPOBAHHOIO LOKYMEHTAIbHOr0 NOATBEPXKAEHUSA pacyeTa yKa3aHHOW LieHbl B
TeyeHne OJHOr0 Mecsua Co AHA Nosy4yeHns yBefomneHns ®enepanbHOM aHTVMOHOMOIbHOW Cyx6oi.

41. MMHUCTEPCTBO 34paBooXpaHeHnsa Poccunckon degepanum 0TMEHSET peLleHre 0 roCy4apCTBEHHON
perncTpauumn nam nepeperncTpauum npeaesibHo OTNYCKHON LieHbl MPON3BOAMTENS Ha NEKAPCTBEHHbIN
npenapar B Ciyvae, eCc/iv nNocse NPUHATUSA Takoro pelleHns yCTaHOBJIeHO, YTO Aep)xaTesemM nuiu
BNajenbLeM perncTpaLnmoHHOro yaoCToBepeHns NeKapCTBEHHOMo npenapaTta (YNnoaHOMOYEHHbIM UM
nuuom) bbinu npefcTasieHbl HEAOCTOBEPHbIE CBEEHNS, MOBAMABLLME Ha pe3ysibTaT MPUHATOro
MWHMCTEPCTBOM peLleHus, a TakxXe B Cnyvae, ecan ®epepanbHas aHTUMOHOMObHAA Cy>xba 0TMeHnNa
pelleHre 0 CorlacoBaHUM npefesibHon OTMYCKHON LeHbl MPOVU3BOAMTENS Ha NeKapCTBEHHLIN NpenapaT Ha
OCHOBaHMKW NYHKTOB 40 1 45 HacToAwmx MMpaBu, U UCKJTIIOYaeT B YKa3aHHbIX ClyYasaX 3aperucTpupoBaHHYHo
(nepeperncTpnpoBaHHy0) NpeaesibHYy0 0TNYCKHYIO LleHy NPOU3BOANTENS Ha IeKapCTBEHHbIN npenapaT u3
roCyfnapCTBEHHOr0 peecTpa.

42. [epxaTesib UW Blafienew perncTpaLoHHOro yA0CTOBEPeHNs 1IeKapCTBEHHOr o npenapaTa
(ynmosHoMo4eHHoe UM nnuo) 0ba3aH NpeacTaBUTh 3asBAEHME O NepeperncTpauuy B CTOPOHY CHUXEHNSA
npv HaCTynaeHnn Cneayowmnx cy4aes:

a) ec/in B pe3ysibTaTe CHMKEHUS NPOM3BOAMTENIEM OTNYCKHOWN LEHbl B MHOCTPAHHOWM BaloTe Ha yKa3aHHbIN
NIEKapPCTBEHHbIN NpenapaT B MHOCTPaHHbIX FOCYAAPCTBaX, YKa3aHHbIX B NpuaoxeHum Ne 2 K MeTOAMKeE,
OTMNyCKHas LileHa Npou3BoANTENS Ha IeKapCTBEHHbIN npenapaT B pyb1ax, paccyMTaHHasa B COOTBETCTBUM C
MeTOAMKOW (C y4eTOM pacxof0B Ha TaMOXXEHHOe 0(hOPMIEHNE), HXKE 3apPErncTPMPOBaHHON NpenebHON
OTMYCKHOW LIeHbl NPOU3BOANTENS Ha YKa3aHHbIN IeKapCTBEHHbIV NpenaparT, - B TedeHne 30 KaneHAapHbIX
LHeW CO OHS, KOrha peLlleHune 0 CHUXXEHUN LLeH YNOJIHOMOYEHHbIX OPraHoB B MHOCTPAHHbIX FOCYAapCTBax,
YKa3aHHbIX B NpuoxXeHnn Ne 2 K METOAMKE, BCTYNW0 B CUNY;

6) ecnmn npegenbHasa 0TNyCKHasA LieHa Ha BOCNPOM3BEAEHHbIN, BroaHanorosbin (6nonogobHbIn)
JleKapCTBEHHbIV MpenapaT Bbille npefesibHON OTNYCKHOW LieHbl Ha COOTBETCTBYIOWNIA peepeHTHbIN
NeKapCTBEHHbIN NpenapaT B CBA3M CO CHUXKEHMEM, NpefyCMOTPEHHbIM NOANYHKTOM "a" HacToALLero
NYyHKTAa, - B TevyeHne 30 KaneHfapHbIX AHEN CO OHA NPUHATUS PELUEeHNs 0 NepeperncTpaLmm B CTOPOHY
CHUXXEHMWS 3aperncTpUpoBaHHON NpefenbHOM OTNYCKHON LieHbl MPOM3BOAUTENS Ha pedepeHTHbI
JIeKapCTBEHHbIN npenapar;

B) eCJIM 3aperucTpmpoBaHHas npefesbHasa 0TNyCckHasa LeHa Ha NepBblil BOCNPON3BEAEHHbIN,
BroaHanorosbl (bronofobHbIN) NekapCcTBEHHbIV NpenapaT MHOCTPAHHOIO NPOM3BOACTBA, B TOM Yucne
nepsuYyHas 1 (MnK1) BTOPUYHAA YNaKoBKa KOTOPOro OCYLLECTBAAETCS UK NIaHUPYeTCs OCYLLEeCTBAATLCS B
Poccuiickon ®epepalimm, Bollle NpefesbHON OTNYCKHOW LieHbl MPON3BOANTENS, PACCYMTAHHON C y4eTOM
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MOHMXKaKLLLEro Ko3hULMEHTa, yKazaHHOro B npusioxkeHnn Ne 9 K METOAMKE, NOCAE FOCYAapCTBEHHOM
perncTpaunm npeaenbHon OTNYCKHON LieHbl MPON3BOAMNTENS Ha BTOPOW BOCMPOU3BELEHHbIN,
HroaHanorosbin (bMonoaobHbIN) NeKapCTBEHHLIN NpenapaT, COBNadatowmii Mo MeXXayHapogHOMY
HenaTeHTOBaHHOMY HaVMEHOBAHWIO (MPU ero OTCYTCTBUM - TPYMMMPOBOYHOMY NI XUMUYECKOMY
HaMMeHOBaHWI0), NeKapCTBEHHON hopMe U JO3MPOBKE, - B TedeHue 30 KafeHAapHbIX AHEN Co AHSA
NPUHATWA peLleHnsa 0 rocy4apCTBEHHON perncTpaumm npegebHoM OTNYCKHON LeHbl NPOM3BOAUTENS Ha
BTOPOW BOCNpPOM3BeAeHHbIN, BrioaHanoroseln (6nonofobHbIN) NekapCTBEHHbIM NpenaparT;

) ecnn 3aperncTpupoBaHHas npefesibHas OTNyCKHaA LeHa Ha NepBbii BOCMPOW3BEAEHHbIN,
BroaHanorosel (6ronofobHLIN) NeKapCTBEHHbIV NpenapaT NPOM3BOAUTENSA FOCYAAPCTBA - Y1eHa
EBpPa3ninCKoro 3KOHOMMYECKOro Cot03a Bhllle npefenbHON OTNYCKHON LeHbl MPoM3BOAUTENA FOCYLapCTBa -
ynieHa EBpa3mMncKoro 3KOHOMMYECKOro Co3a, PacCHNTAHHON C YH4EeTOM MOHMXALWeEro KoadhguumeHTa,
YKa3aHHOro B npunoxeHun Ne 9 K MeToAMKe, NOC/e roCyAapCTBEHHOW perncTpauuy npeaensHowm
OTMYCKHOW LieHbl Ha BTOPOW BOCNPOW3BeeHHbI, BuoaHanorosbii (61onoaobHbIN) NeKapCTBEHHbINA
npenapaTt NPoON3BOANTENS rOCyAapcTBa - YaeHa EBpa3niiCKoro SKOHOMMWYECKOro CoK3a, CoBNaLaloLwWwunin no
MeXAYHapo4HOMY HeMmaTeHTOBaHHOMY HaVMEHOBAHWIO (MPW ero OTCYyTCTBMM - FPYNMMPOBOYHOMY UK
XUMUYECKOMY), NleKapCTBEHHON (hopMe 1 JO3UPOBKE, - B TeveHue 30 KasfeHAapHbIX AHEN CO OHSA NPUHATUS
peLleHns 0 rocyaapCTBEHHON perncTpaumm npeesbHON OTNYCKHOW LieHbl MPOU3BOANTENS Ha BTOPOW
BOCMNPOW3BeleHHbI, BruoaHanorosbii (6onoaobHbIN) NeKapCTBEHHbLIA NpenapaT NPoM3BOANTENS
rocyfapcTBa - YneHa EBpa3nincKkoro 3KOHOMMYECKOro Cot3a.

(dononHeHne NyHKTOM - [TocTaHoBneHMe MpaBuTenscTBa Poccuinckon ®epgepaumnm ot 16.12.2019 Ne 1683)
43. MepeperncTpaumsa 3aperncTpupoBaHHON NpeaesbHOM OTNYCKHOWN LieHbl BOCMPON3BEAEHHOI O,
6roaHanorosoro (bnonoaobHOro) NekapCcTBEHHOr0 NpenapaTa B CTOPOHY CHUXXEHUS B Cy4YasX,
npefyCMOTPEHHbIX NoanyHKkTamu "B" 1 "r" nyHkTa 42 HacTosawmx MpaBus, oCyLweCcTBAAETCA, eC/iv B
paMKax MeAyHapo4HOro HemaTeHTOBAaHHOIO HaUMeHOBaHMWA (NpY ero OTCYTCTBUM - FPYNMUPOBOYHOI0 UK
XUMNYECKOr0 HAaMMEHOBAHUA) U IeKapCTBEHHOM (POPMbI 3aperncTprpoBaHa npefenbHas oTNyCcKHas LeHa
NPOU3BOANTENS Ha COOTBETCTBYIOLLNIA pedepeHTHLIN NeKapCTBEHHbIV npenapaT. (LonosHeHNe NyHKTOM -
MocTtaHoBneHue MpaBuTenscTBa Poccunckon ®egepaumm ot 16.12.2019 Ne 1683)

44, B cnyyae nepeperncTpauny 3aperncTpmpoBaHHoON NpefensHoM OTNYCKHON LieHbl MPOM3BOAUTENS B
CTOPOHY CHUXXEHMWS Ha OCHOBaHUU 3aBJIEHUS Aep)aTens unv Bnagenbla perucTpaloHHOro
YyL0CTOBEPEHMNA NIeKapCTBEHHOro npenapaTa (ynosHOMOYEHHOro UM anua), NpeacTaBleHHOro B
COOTBETCTBUM C NYHKTOM 42 HacToAwwmX [NpaBn, LeHa Ha TakoW IeKapCTBEHHbLIN NpenapaT He MOXeT
ObITb 3adBNEHa B TeYEHME KaJIeHAAPHOro rofa Ha nepeperncTpauunio B CTOPOHY yBEIMYEHMNA B
COOTBETCTBUU C NyHKTaMu 32 1 34 HacToAwmx Mpasua. (ononHeHWe NYHKTOM - [locTaHOBeHME
MpaBuTenbcTBa Poccuinckon depepaumm oT 16.12.2019 Ne 1683)

45. ®epepanbHas aHTMMOHOMObHAA CNy>xba B MMCbMEHHON hopMe YBENOMASET AepXKaTens uin
BNafenblLa perncTpaLmoHHOro ya0CTOBEPEHNS NeKapCTBEHHOMO npenapaTa (YNnosHOMOYEHHOE UM NINLL0) O
HeobXx0aMMOCTN NepeperncTpaLm 3aperncTpMpoBaHHON NpeaebHOM OTMYCKHON LeHbl Ha IEKapCTBEHHbI
npenapaTt B CTOPOHY CHVXEHUS, eC/IN Aep)KaTesb Uan BRagenew, perncTpauuoHHoro yaocToBepeHmns
JIeKapCTBEHHOro npenapaTa (YnoJIHOMOYeHHOE UM JIMLIO) He NpeacTaBWl 3as8BJIeHME O NepeperncTpaunm B
CTOPOHY CHUXXEHMWS B COOTBETCTBMMN C MYHKTOM 42 HacToAwwmx Mpasuan.

lepxaTenb unv Bnagenew perncTpaLMoHHOro yA0CTOBEPEHNSA IeKapCTBEHHOM0 nNpenapaTa
(ynonHomo4eHHoe 1M nnuo) B TeyeHme 20 paboynx gHen nocae nosyvyeHus ysegomneHuns denepasibHom
QHTUMOHOMNONILHON CNYXX6bl NPUBOANT 3aPErUCTPUPOBAHHYIO NPEAEbHYI0 OTMYCKHYIO LIEHY B
COOTBETCTBUE C LIEHOWN, pacCYNTaHHON B COOTBETCTBMM C HAacToALWMUMY MpaBruaamMmn n METOAMKONM, C YHETOM
NHGOPMaLNK, YKa3aHHON B yBegoMaeHUn PefepanbHON aHTUMOHOMOLHOW CITY>K6blI.

®epepanbHas aHTUMOHONObHAsA Cny>ba B TeyeHue 5 paboynx AHeN nocne UCTeYeHNs CPoKa, yKasaHHOro
B ab3aLle BTOPOM HaCTOSLLEro NyHKTa, OTMEHSAET peLleHmne 0 COracoBaHUmM NPeaebHON OTNYCKHOW LiEHBI
NPOU3BOANTENS Ha JIEKAPCTBEHHbLIN NpenapaT B C/lyvyae HENPUBEAEHNS AepXaTeNneM Uan Bnagensuem
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PerncTpaLnoHHOro y10CTOBEPEHUS SIEKAPCTBEHHOIO npenapaTa (YNoJHOMOYEHHbIM UM JINLOM)
3aperucTpuMpoBaHHON NpenesibHOM OTNYCKHOW LieHbl B COOTBETCTBUE C HacTosAwmMMM MNpaBunamm n
MEeTOANKOWN C y4eTOM UHDOPMaLMK, YKa3aHHOW B yBedoMaeHnn degepasibHOM aHTMMOHOMOALHON CyX6bl,
B TEYEHME OJIHOro Mecsla Co AHSA NosyvyeHus yBeaomaeHms OenepasibHOM aHTUMOHOMONLHON CyX6blI.
(LononHeHne NyHKTOM - MNocTaHoBNeHUe MpaBmTenbCcTBa Poccunckon ®epepaumm ot 16.12.2019 Ne 1683)

MPUJTOXKEHNE Ne 1

K MpaBnnam rocynapCTBEHHON perncTpaLmm n nepeperncTpaumny npefenbHbiX OTNYCKHbIX LeH
Npov3BOANTE/IEN Ha IeKapCTBEHHbIE NpenapaThl, BKIOYEHHbIE B MepeveHb XXN3HEHHO HeobX0AMMbIX U
BaXXHEWLLMX JleKkapCTBEHHbIX NpenapaTos

(B pegakuum NoCTaHoOBIEHNA

MpaBuTenbcTBa Poccuinckon denepaumm

oT 16 nekabpsa 2019 r. Ne 1683)

(hopma)

3AABJIEHNE

0 roCyapCTBEHHOWN permcTpauun npeaesibHbiX OTAYCKHbIX LIEH MPOM3BOANTENe Ha IEKAPCTBEHHbIE
npenapaTbl, BKJIIOYEHHbIE

B MepeyeHb XKN3HEHHO HEOOXOAMMbIX U BaXKHEMNLLUX

NeKapCTBEHHbIX NpenapaToB

3aaBuTenb
(HaumeHoBaHMe, MOYTOBbLIN agpec, afpPec INEKTPOHHON MOYThI)
[epxaTenb unun Bnagenel perncTpaunoHHOro yaocToBEPeHNS IEKapCTBEHHOIO NpenapaTa

(HanMeHOBaHWe, MOYTOBLIN agpec, agpec 3IEKTPOHHON NOYThI)

Ne n/n

Crapus

npow3s

BoacTBallponssoamTens (HanMmeHoBaHne)AgpecCTpaHans pOCCUNCKMX IOPUANYECKMX NINLL -
NAEHTUDUKALMOHHbBIA HOMEpP HanoronaaTenbLluKa, 418 NMHOCTPAHHbIX IOPUANYECKUX JINL, - KO4
HaJioronsaTesblinKa B CTPaHe perucTpauun (MHKopnopaunm) uian ero aHanaorHanmeHoBaHue
perncTpupytowero opraHaPerncTpaunoHHbI HoMep

Ne n/n

Homep perucTpa

LMOHHOI0 yA0CTOBE

peHnaMe)xxayHapoLHOe HenaTeHTOBaHHOe,

WAV FPynnupoBOYHOE, NI XMMUYeCKoe HauMeHoBaHe*Toprosoe HauMeHo
BaHueJlekapcTBeHHas hopMa, [03MPOBKaA, KOMMIEKTHOCTL**0bLLee KONNYEeCTBO BO BTOPMUYHOM
(noTpebutens

cKon)

ynakoBkellpefesibHas OTNYyCKHaa LeHa nponussoauTens 3a
noTpebuTenbCKyto ynakoBky** 6e3

HAOC (pybnen)LLUTpnxoBoi Koa, HaHECEHHBbIA

Ha BTOPUYHYIO (MoTpebutens

CKYI0)

ynakoBkyKooATX

KoaTH B3 EA3C
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12345678910

YnoaHOMOYeHHOEe NnLo

(¢.n.0.)

(4O/MKHOCTB)

(nognuce)

M.MN. (npu Hann4nn)
KOHTaKTHble TeneoHbl
ALpec 3/1eKTPOHHOWN NOYTbI

* B c/lyYae OTCYTCTBUS MEXAYHAPOLHOr0 HEMaTEHTOBAHHOMO HaMMEHOBaHNS B perucTpauuoHHOM
YyAO0CTOBEPEHMM NNEKAPCTBEHHOMO NpenapaTa yKa3blBaeTCA HaVMEHOBaHWe NeKapCTBEHHOr0 npenapaTa,
npenycMoTpeHHoe nepevyHeM XnN3HeHHO HGOﬁXO,EI,VIMbIX N BaXKHENLLINX NneKapCTBEeHHbLIX nMpenapaTos.

* B cnyvasax, npeaycMoTpeHHbIX NYHKTOM 25 MpaBna rocyaapCTBEHHON perncTpaumumn n nepepernctpaumm
npenesibHbIX OTNYCKHbIX LeH NPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NpenapaThl, BKIOYEHHbIE B MepeYyeHb
YKN3HEHHO He0BX0OUMBIX 1 BaXKHENLINX NEeKAPCTBEHHbLIX MPENapaToB, YTBEPXXAEHHbIX MOCTAHOBEHNEM
MpaBuTenbcTBa Poccuiickon Penepaunm oT 29 okTabps 2010 r. Ne 865 "O rocynapcTBeHHOM
perynnpoBaHUN LeH Ha NEKAPCTBEHHbIE NpenapaThl, BKIOYEHHbIE B MepeYeHb XN3HEHHO HEOBXOANMBIX 1
BaXXKHEWNLUMX IeKapCTBEHHbIX NpPenapaToB", 4ONOJHUTESNIbHO YKa3bliBaeTCsa (hopMa BbiNMyCKa JIeKapCTBEHHOIO
npenapaTa, C y4eTOM KOTOPOWN paccymnTbiBaeTCsA npenesbHas oTNyCcKHasa LieHa Npon3BoanTens 3a
noTpebuTenbCKyo YNakoBKY JIEKapCTBEHHOMO npenapaTa.

MPUJTOXKEHWE Ne 2

K MpaBnnam rocynapCTBEHHON perncTpaLmm n nepeperncTpaumny npefenbHbiX OTNYCKHbIX LeH
Npov3BOANTENEN Ha IeKapCTBEHHbIE NpenapaThl, BKIOYEHHbIE B MepeveHb XXMN3HEHHO HeobX0AMMbIX U
Ba)XHEWLLMX JIeKkapCTBEHHbIX NpenapaTos

(B pegakuum NocTaHoOBEHNA

MpaBuTenbcTBa Poccuinckon depepaumm

oT 16 nekabpsa 2019 r. Ne 1683)

(dpopma)

3AABJIEHWE
0 nepeperncTpaunm npenenbHbIX OTMNYCKHbIX LEH I'IpOI/I3BO,D,I/ITEJ'I€VI Ha NIeKapCTBEHHbIE NPEnapaThbl,
BKJIlO4EeHHblIe B Nepe4vYeHb XN3HEeHHO HeobX0ANMbIX 1 Ba>KHENLLNX NeKapCTBEHHbIX nMpenapaToB

3asBuTesb
(HaumeHoBaHMe, MOYTOBbLIN agpec, afpPec INEKTPOHHON MOYThI)
[llep>xaTens unv Bnagenew perncTpaLmoHHOro ya0CTOBEPEHNSA IEKApPCTBEHHOMO NpenapaTa

(HanMeHoOBaHWe, MOYTOBLIN agpec, agpec 3IEKTPOHHON NOYThI)

Ne

n/nCtaans nponssoacTeallponssoanTens (HaumeHoBaHme)AgpecCTpaHalnsg pOCCMNCKUX OPUONYECKNX
JINL - NOEHTUDUKALMNOHHBIA HOMEp HasoronnaTeNblUnKa, A58 MHOCTPAHHbIX PUANYECKUX UL - KOS,
HaJioronsaTesblinKa B CTPaHe perncTpauun (MHKopnopaunm) uian ero aHanorHanmeHoBaHue
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PErnCTPUPYIOLLErO OpraHaPerncTpaLMoHHbI HoMep

Ne

n/n

Homep peruncTpa

LMOHHOI0 yA0CTOBE

peHnsaMeXxayHapoaHoe HenaTeHTOBAHHOE, WK FPYNNMPOBOYHOE, UIIM XUMNYECKOe
HauMeHoBaHME*TOProBoe HauMeHo

BaHMeJlekapcTBeHHas popma, 1031POBKA, KOMMAEKTHOCTE**ObLLee KOMYECTBO BO BTOPUYHON
(noTpebutens

CKoM)

yrnakoBKellpenenbHas 0TNYCKHas LieHa Npou3BoaNTENs 3a NoTpebuTenbckyto ynakosky**6e3 HAC (py6nein)
LLITpUXOBOW KOJ,, HAHECEHHbIN Ha BTOPUYHYIO (MoTpebuTens

CKY10)

ynakoBkyKooATX

KoaTH B3 EASC

12345678910

YNosIHOMOYEHHOE NNLL0

(¢h.n.0.)

(4OKHOCTB)

(nognuce)

M.I. (Nnpwn Hann4nn)
KOHTaKTHble TeneoHbl
ALpec 3/1eKTPOHHOWN NOYTbI

* B cnyyae OTCYTCTBUS MEXAYHAapPOAHOr0 HEMAaTEHTOBAHHONO HAMMEHOBAHMNS B PErMCTPaLMOHHOM
yOOCTOBEPEHUN IEKAPCTBEHHOMO NpenapaTa YKa3blBaeTCs HaMeHOBaHWe JIeKapCTBEHHOr 0 NpenapaTa,
npenycMoTpeHHoe nepevyHeM XN3HeHHO He06XO,£I,I/IMbIX N BaXKHENLLINX NneKapCTBeHHbLIX npenapaTos.

¥ B cnyvasax, npeaycMoTPeHHbIX NYHKTOM 25 MpaBua rocyaapCTBEHHON perncTpaumnmn n nepepernctpaumm
npeaenbHbIX OTNYCKHbIX LIEH NPOU3BOANTENEN Ha JIeKAaPCTBEHHbIE MPenapaThl, BKIOYEHHbIE B MepeyeHb
YKN3HEHHO HEOBXOAUMBIX 1 BaXKHENLINX NEKAPCTBEHHbLIX MPENapaToB, YTBEPXKAEHHbIX MOCTAHOBNEHNEM
MpaBuTenbcTBa Poccninckon ®Pepepaunm ot 29 okTsabps 2010 r. Ne 865 "O rocygapCTBEHHOM
perynnpoBaHUn LeH Ha JIeKapCTBEHHbIE NMpenapaThbl, BKJIIOYEHHbIE B NepevYeHb XN3HEHHO HGOﬁXOJJ,I/IMbIX n
BaXXKHEWNLLMX IeKapCTBEHHbIX NpPenapaToB", 4ONOJHUTESNbHO YKa3bliBaeTCsa (hopMa BbiNMyCKa JIeKapCTBEHHOIO
npenapaTta, C y4eTOM KOTOPOI PacCYnUTLIBAETCA NpefesibHas OTNyCKHas LeHa Npou3BoanTens 3a
noTpebuTenbCKyo YNakoBKY IEKapCTBEHHOrO npenapaTa.

YTBEPXXEHbI

nocTaHoBeHVeM lNpaBUTENbLCTBA
Poccuinckon ®epepauun

0T 29 okTa6ps 2010 r. Ne 865

MPABUJIA
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obs3aTenbHol nepeperncTpaumy B 2019 - 2020 rogax 3aperncTpUpoBaHHbIX NpeaesbHbIX OTMYCKHbIX LIEH
Npou3BOANTENEN Ha JIEKAPCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B MepeyeHb XXU3HEHHO HEOOXO0AMMBIX U
BaXKHEWNLUMX JIeKapCTBEHHbIX NPenapaToB

1. HacToswwme MNpaBnna ycTaHaBAUBAOT NOpSAoK ocywecTsiaeHms B 2019 - 2020 rogax obs3aTenbHON
nepeperncTpauuy 3aperncTpupoBaHHbIX NpefenbHbiX OTNYCKHbIX LeH Npon3BoAMTEeNen Ha
JIEKAPCTBEHHbIE MpenapaThl, BKAOYEHHbIE B MEPEYEHb KN3HEHHO HEOOXOAUMBIX U BaXKHEMLLNX
JleKapCTBEHHbIX NpernapaTos (fajiee COOTBETCTBEHHO - Npefie/ibHble 0TNYCKHbIE LieHbl, IeKaPCTBEHHbIE
npenapatsl, 0653aTenbHas nepeperncTpauns).

0Ob6s3aTenbHas NnepeperncTpauns NpeaesbHbIX OTNYCKHbIX LIeH Ha NEKAPCTBEHHbIE MpenapaThbl
OCYLLEeCTBASETCA C COXPaHeHWeM NOCAeHUX 3aperncTpMpoBaHHbIX (MepeperncTpupoBaHHbIX) NpeaesbHbIX
OTMNYCKHbIX LIEH Ha UMMYHOBMONOrMYyeckme TeKapCTBEHHbIE MpenapaThl, IEKapCTBEHHbIE NpenapaThl,
cofepxxallme HapKoTUYeCcKme CpefcTBa U NCUXOTPONHbIe BellecTsa, NPon3BoACTBa roCylapCTB - YJIEHOB
EBPa3ninCcKoro 3KOHOMMYECKOro COK3a, @ TaKXXe Ha JieKkapCTBEHHbIe NpenapaThbl B LLEHOBOM CErMeHTe A0
100 py6nei, He NpeBbILLAOLLNX NPeAeNbHbIX OTAYCKHbIX LLEH, ONpefeneHHbIX C YH4eTOM MON0XKEHUA YacTu
4 cTaTbk 61 PepepanbHOro 3akoHa "06 obpalleHUn nekapCcTBEHHbIX CPeacTB".

2. 3aperncTpupoBaHHble 00 BCTYNAeHna B cuiy degepanbHoro 3akoHa "O BHECEHMM U3MEHEHWI B
depfepanbHbIN 3aKoH "06 obpalleHnn nekapCTBEHHbIX CPeACTB" B YaCTW roCyAapCTBEHHOro
PerynnpoBaHna LieH Ha JIEKAPCTBEHHbIE MPenapaThl, BKIOYEHHbIE B NepeyeHb XN3HEHHO HEOOXO0AMMBIX U
BaXXHEMNLLMX NEKAPCTBEHHbIX NpenapaToB" npefesbHble OTNYCKHbIE LieHbl Ha pedepeHTHbIe
JleKapCTBEHHbIe NpenapaThl NognexaTt oba3aTenbHON nepeperncTpaLmm Ha OCHOBaHUMN 3aaBJIEHNN
B/lafesIbLEB UK AepxKaTesien perucTpaLnoHHbIX YA0CTOBEPEHU TaKUX NeKapCTBEHHbIX NpenapaTos
(YNONHOMOYEHHbIX UMW ML), MOAAHHBIX B COOTBETCTBUY C HacToAWwMMY MpaBuiamu.

3. MuHnCTEpCTBO 34paBo0OXpaHeHns Poccuinickonn Pegepaunn B TeveHne 10 paboyumx OHen co aHA
BCTYMJIEHNA B CUJy NOCTaHOBNeHNA MpaBuTenbcTBa Poccunckon depepauum ot 16 gekabpa 2019 r. Ne
1683 "O BHeCEHWN N3MEHEHNIA B HEKOTOPLIE akThl [paBuTenbCTBa Poccninckon demepaumm B 4acTu
roCyfapCTBEHHOW perncTpaunm 1 nepepernctpauumn npefesbHbiX 0TNYCKHbIX LeH Ha NeKapCTBEHHbIE
npenapaThl, BK/OYEHHbIE B MepeY€eHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLNX JIeKaPCTBEHHbIX
npenapaToB", pa3MeLLaeT Ha CBOEM OMLINaNILHOM CalnTe B MHDOPMALIMOHHO-TEIEKOMMYHMKaLMOHHON
cetn "MHTepHeT" (panee - ceTb "MHTepHeT") obpalleHune K BNagenbLaM uan gepxatensm
perncTpaumoHHbIX YA0CTOBEPEHMI pethepeHTHbIX IeKapCTBEHHbIX NpenapaToB (YNOJIHOMOYEHHbIM UMN
nnuam) o HeobxoAMMOCTU NpeacTaBAeHNs LOKYMEHTOB U MH(OPMaLMK, NPeAYyCMOTPEHHbIX HACTOALLMMU
Mpasunamu.

4. lepXxaTenb unu Bnagesney permcTpaLmoHHOro yaocTosepeHns peepeHTHOro JIeKapCTBEHHOM0
npenapaTta (ynosHOMOYeHHoe UM NnLLo) B TedeHue 40 paboumx fHEN Co AHSA BCTYNAEHUS B CUAY
nocTtaHosseHuns MNMpaBnuTensCcTBa Poccninckon degepaunn, ykasaHHOro B NyHKTe 3 HacToawwmx Mpasun,
npeacTasnseT B MUHNCTEPCTBO 34paBoOOXpaHeHuns Poccunckon ®epepauny cnegyiowime LOKyMeHThI (Ha
OyMa)kKHOM HOCUTeNEe B 2 3K3EMMIAPAX U B 3/IEKTPOHHOM BUAE):

3asBneHne 06 obsasaTenpHom nepeperncTpaumm B 2019 - 2020 rogax 3aperucTpupoBaHHON NPenesibHOM
OTMYCKHOW LieHbl MPOM3BOAMTENA Ha pehepPEHTHbIN NEKAPCTBEHHbLIN NpenapaT, BKAOYEHHbIN B NepevyeHb
YKN3HEHHO HEOBXOAMMBIX U BaXKHEMLLNX NEKAPCTBEHHLIX NPenapaTos, N0 hOpMe COrnacHO NPUA0KEHNO Ne
1 (nanee - 3aaBneHue);

CBEeLEHMNA 0 NNLEH3UN Ha NPON3BOACTBO NEKAPCTBEHHbIX CPEACTB;

CBeLleHns 0 perncTpaLroHHOM yA0CTOBEPEHUM IeKapCTBEHHOr 0 npenapaTa;

pacyeT NpenesibHON OTMYCKHOW LieHbl MPON3BOAUTENS Ha pedepeHTHbIN NeKapCTBEHHbIN NpenaparT,
npeacTasnsemMon ans obasatensHon nepepernctpaumm B 2019 - 2020 rogax, no popme COrnacHo
npunoxeHuio Ne 2;

NH(OPMALNI0 0 MUHUMAJTbHBIX OTMYCKHbIX LeHax Ha NeKapCTBEHHbIN npenapaT B MHOCTPaHHbIX
rocyfapcTsax no opme cornacHo npuaoxeHuio Ne 3. MNepecyeT LeHbl B UHOCTPAHHON BasiloTe Ha
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JleKapCTBEeHHbIe NpenapaThl B MHOCTPaHHbIX FOCYAapCTBaX, YKa3aHHbIX B NPUAoXKeHUn Ne 3 K HaCcTOALWMM
Mpasunam, B pybnm ocyLecTBASETCSA MO CPeAHEMY KYpPCY COOTBETCTBYOLLEN MHOCTPAHHON BaNOTLI K
pybato Poccuiickon degepaunn, ycTaHoBAeHHOMY LleHTpanbHbIM 6aHKoM Poccuinckon ®epepauum 3a 2018
roa.

JononHnTenbHO Ha BymMaXKHOM HOoCUTeNe NpeacTaBAfAoTCS:

cBepeHnsa (no Beibopy Aep)xaTens uam Bnagenbla perncTpaLmoHHOro ya0CTOBEPEHNS NEKapCTBEHHOMO
npenapata (ynosHOMOYEHHOr0 UM NiMLA), NOATBEPXKAAIOLLME OTNYCKHbIE LIeHbl MPON3BOANTENS Ha
JIeKapCTBEHHbIV MpenapaT B MHOCTPaHHbIX FOCYAApPCTBaX, YKa3aHHbIX B NpuaoXKeHnn Ne 3 K HaCTOALWNM
MpaBunam (B 2 3K3eMnisapax, C NepeBofoM Ha PYCCKUIN A3bIK);

LOKYMEHT, MOATBEPXAAIOLWNA NOSHOMOYNSA YNOJTHOMOYEHHOI 0 NNLa.

5. CBepeHuns, npegyCcMOTPEeHHbIe MYHKTOM 4 HacToALWMX [paBun, yKasblBatoTCS B COOTBETCTBUU C
LEeNCTBYIOWMM Ha faTy NoAayn 3a8BIEHNS PerncTpaLMoHHbIM YA0CTOBEPEHNEM IEKapCTBEHHOIO
npenapara.

6. LlepxaTenb uan Bnagenew, perncTpaLmMoHHOro yaoCTOBEPEHNS IeKapCTBEHHOr0 npenapaTa
(ynosHomMo4eHHoOe 1M 1) B TeveHme 40 paboynx gHen co AHS BCTYNAEHUS B CUJTY MOCTaHOBJIEHUS
MpasuTenbcTBa Poccuinckon degepaumm, yKasaHHOro B NyHKTe 3 HacToawmx Mpaeui, 065a3aH yKasaTb B
NM4HOM KabuHeTe 3aABUTeNs Ha NopTasie No BeAEeHWI0 FOCyJapCTBEHHOMO peecTpa JieKapCTBEHHbIX
CpencTB peecTpoBbIe 3annucy rocy4apCTBEHHOr0 peecTpa NpeaesbHbIX OTAYCKHbIX LIeH Npou3BoanTenen
Ha NeKapCTBEHHbIE NpenapaThl, BKYEHHbIE B MepeYeHb XU3HEHHO HEOOXOANMbBIX 1 BaXKHENLLINX
JIeKapCTBEHHbIX NPenapaToB (fasiee - peecTp), NOANIeXaLLMNe NCKIIYEHMIO U3 peecTpa, coaepxxalune
HOMEp PerncTpaLMoHHOro yA0CTOBEPEHNS SIeKapCTBEHHOr0 NpenapaTa, HanMeHOBaHWe BlagenbLa uin
fepXxaTens permcTpaLmMoHHOro yLoCTOBEPEHNSA SIeKkapCTBEHHOr0 npenapaTa, HauMeHOBaHUS
npoussoauTenen (Mpon3BoACTBEHHbIX NAOWAA0K MPON3BOAUTENS), MEXAYHAPOAHOE HeNaTeHTOBaHHoe
HaMMeHOBaHWe (Npu ero OTCYTCTBUN - XMMUYECKOE WU FPYNMMPOBOYHOE HaVMEHOBAHWE), TOProBoe
HauMeHOBaHWe, IeKapCTBEHHYO DOPMY, AO3MPOBKY (KOHLEHTpaLuto, 06beM, aKkTUBHOCTb B € 4MHMNLAX
LencTeus), hopMy BbiMyCKa, KOMYECTBO B NOTPEONTENLCKON YNAKOBKE, 3apernCTpupoBaHHYIo
npenesbHyt0 OTAYCKHYIO LEHY C YKa3aHMeM AaThl U HOMepa npukasa MnHncTepCcTBa 34paBOOXPaHEHNS
Poccuickon ®egepalimm 0 rocygapCTBEHHOW perncTpauny nav nepeperncTpaunm npefenbHon oTnyCcKHOM
LeHbl U (1K) AaTbl U HOMepa BbINUCKM U3 peecTpa, BbIAaHHOW BRafebLy Ui AepxaTenio
perncTpaumoHHOro yaoCTOBEpPEHNS NeKapCTBEHHOMO NpenapaTa no pe3yjbTaTaM BHECEHWUS U3MEHEHWNI B
peecTpoBYIO 3aMMCb peecTpa UanM No pesynbTaTaM CHUXEHUS 3aperucTpupoBaHHON NpefenbLHOM
OTMYCKHOW LeHbl MPOM3BOAUTENA Ha JIEKAPCTBEHHbIV NpenapaT, WTPMXOBOW KO, HAHECEHHbIN Ha
BTOPMYHYI0 (NOTPebnTeNnbCKy0) YNakoBKY NEKAPCTBEHHOrO NpenapaTa).

7. Npwn oba3aTenbHON NepeperncTpaun npeaefibHon 0TNYCKHOM LieHbl Ha KOHKPETHbIN pedepeHTHBIN
JleKapCTBEHHbIV NpenapaT CBeeHWs Mo BCEM YKa3aHHbIM B paMKax 04HOro perncTpaunoHHOro
yOOCTOBEPEHUS NEKAPCTBEHHOr0 NpenapaTa NPoU3BOACTBEHHbLIM NJOLLaKaM NPou3BoAnTeNs 1 hopMam
BbIMyCKa IeKapCTBEHHOr0 NpenapaTa NpeACcTaBAsoTCA OAHOBPEMEHHO.

8. MMHUCTEPCTBO 3apaBooxpaHeHns Poccminckon depepauun B TedeHme 15 paboymx gHen co gHA
NOJIy4eHNS YKa3aHHbIX B MYHKTe 4 HacToAwWwmMX MNpaBua LOKYMEHTOB 1 CBEAEHWI OCYLLECTBISET NPOBEPKY
MX NONHOTHI K HaNpPaBASET OAMH 3K3eMMNIAP LOKYMEHTOB 1 CBeLeHU B PefepasbHy0 aHTUMOHOMOLHYHO
cnyxby nnn npmHmMMaeT pewleHmne 06 oTkase B 0643aTeNbHON NepeperncTpaunm npeaebHon 0TAYCKHON
LEeHbl Ha peepeHTHbIN eKapCTBEHHbIM Npenapar.

9. PepepanbHas aHTUMOHOMONLHAA cyxba B TeveHne 70 paboynx gHeN Co AHA NONyYEeHUS LOKYMEHTOB U
CBELEHMIN NPOBOAUT B COOTBETCTBMM C HACTOALWMUMMN MpaBnIaMn 3IKOHOMUYECKUI aHann3 npegenbHbIX
OTMYCKHbIX LIeH Ha pedepeHTHble IEKaPCTBEHHbIE NMpenapaThl, MPUHUMAET 1 HanpaBnseT B MUHUCTEPCTBO
34paBooxpaHeHuns Poccuickon degepaunm peLueHme o CornacoBaHnmM NpenenbHon OTNYCKHOW LIeHbI WK
06 0TKa3e B ee COrnacoBaHnmn C yKasaHWeM MPUYUH 0TKa3a, Ny6AnKyeT AaHHbIe 0 COrTacOBaHHON LieHe
pedepeHTHOro SIeKapCTBEHHOr0 NpenapaTa Ha CBOeM oMLNaIbHOM CanTe B ceTn "UHTepHeT".
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10. B cnyyvae HeobXoAMMOCTU YTOYHEHMWS CBEAEHWNIA, COAEPKALLMXCA B NPEACTaBAEHHbIX OKYMEHTaX, U
(1) nonyyveHns 4oNoNHUTENbHON HeobxoanMon HopMaLn MUHNCTEPCTBO 34PaBOOXPaHEHNS
Poccunckon ®egepaumm n ®depepanbHas aHTUMOHOMONAbHAA Cy>xba 3anpallnBaloT COOTBETCTBYOLME
LOKYMEHTbI U CBELleHUA B Nopsaake, npeayCMOTPEeHHOM NMyHKTaMun 12 1 14 MNpasua rocyaapCTBeHHOM
perncTpaumm n nepeperncTpaumm npenefbHbiX OTAYCKHbIX LLEH NPOWM3BOAUTENEN Ha JIEKAapCTBEHHbIE
npenapaThl, BKJIOYEHHbIE B NMEPEYEHb XXN3HEHHO HEODXOAMMBIX N BaXXHENLLNX TEKAPCTBEHHbIX
npenapaToB, yTBEPXXAEHHbIX NOCTaHOBAeHMEM MpaBuTenbCcTBa Poccninckon ®epepaunn ot 29 okTabps
2010 r. Ne 865 "O rocygapCTBEHHOM peryampoBaHUmM LieH Ha JIeKapCTBEHHbIE NpenapaThbl, BKJIKYEHHbIE B
nepeyveHb XXN3HEHHO HEOBXOAUMBIX 1 Ba)XKHENLINX JIEKaPCTBEHHbIX NpenapaToB” (nanee - Mpasuna
peruncrpauunu).

11. OcHoBaHUAMYK ON5 0TKa3a B 06A3aTeNbHON nepeperncTpaumm MMHUCTEPCTBOM 3 paBOOXPaHEHUS
Poccuiickon ®epepalmmn npefenbHON OTNYCKHONW LieHbl Ha pedepeHTHbIN IeKapCTBEHHbIN npenapaT
ABNATCA:

a) OTCYTCTBME B NPeACTaB/IEHHbIX B COOTBETCTBMMN C MYHKTOM 4 HacTosAwmMX MpaBnn 4OKYMeHTax
CBeLEeHMIN, NpeayCMOTPEHHbIX HacToAWw MK MNpasunamu;

6) HenpeacTaBneHUe CBeAEHNI B COOTBETCTBUM C NyHKTaMu 4 n 10 HacTosawwmx Mpasun;

B) peweHne ®enepanbHON aHTUMOHOMOLHON CNy>X6bbl 06 0TKa3e B cOrnacoBaHWmM nNpenenbHON OTMYCKHON
LEeHbl Ha peepeHTHbIN 1eKapCTBEHHbIM Npenapar.

12. OcHoBaHUAMYK ONns NpUHATNS PeaepanbHON aHTUMOHONONbHOM CNy>X601 pelleHns ob oTkase B
COrnacoBaHUMN NpeaesbHON OTMYCKHOM LIEHbI Ha pedepeHTHbLIN NeKapCTBEHHbIN NpenapaT SBASTCS:

a) NpeAcTaBneHNe HeLOCTOBEPHbIX CBEAEHNI;

6) npeacTaBieHne OKYMEHTOB B HEMOJIHOM o6beme 1 (1) HEMONHOTa COAEPXKALLNXCSA B HUX CBEAEHUN;
B) HENpeAaCTaBeHNE CBEAEHNA B COOTBETCTBMM C NyHKTOM 10 HacToawwmx Mpasun;

) NpeBbileHne NpeacTaBAeHHON K 0683aTeIbHON NepeperncTpaumm npeaesibHoM OTNYCKHOW LeHbl Ha
petepeHTHbIN IEKAPCTBEHHLIN NpenapaT Haj LLeHON, PpacCYNTAHHON B COOTBETCTBUN C HACTOALLMMN
Mpasunamu.

13. ®epepanbHasd aHTUMOHOMObHAA Cyxba Npu NpoBepke CBeAEeHW, MPeACcTaBAeHHbIX BAagebLEM UK
Aep>xaTeneM perncTpaLmoHHOro yA0CTOBEPEHNS IeKapCTBEHHOMO nNpenapaTa (YNoJIHOMOYEHHbIM UM
JINLLOM) B COOTBETCTBUM C HacToAWMMM MpaBuaamm, MCNoAb3yeT MCTOYHWNKMN, COAEpPKaLLMe LieHbl Ha
JleKapCTBEeHHbIE NpenapaThl B MHOCTPaHHbIX FOCYyAapCTBaxX COrlacHO NPUIoXKeHno Ne 3, COOTBETCTBYOLWME
TpeboBaHMAM, NPefyCMOTPEHHbIM MYHKTOM 17 MpaBun perncrpaumm.

14. MMHUCTEpPCTBO 34paBooOXpaHeHns Poccunckon depepaunm NnpuHMMaeT pelleHne 06 obsa3aTenbHoOM
nepeperncTpaunumn npeaenbHon 0TNYCKHON LieHbl Ha pedepeHTHLIN NeKapCTBEHHbIM NpenapaT B
3aBUCUMOCTU OT peLleHns 0 COrlaCoBaHUN NpeLenbHON OTNYCKHOW LieHbl, MpuHATOro ®efepancHom
aHTUMOHOMOJIbHOW CNyX060li, 0AHOBPEMEHHO C pelleHneM 06 0ba3aTeNlbHON nepeperncTpaunm
npenesbHbIX OTMYCKHbIX LEeH Ha BOCNpon3BeneHHble, BuoaHanorosbie (bnonoaobHble) N1eKapCcTBEHHbIE
npenapaTthbl B 3aBUCMMOCTY OT peLIeHNs, NpuHAToro denepanbHOn aHTUMOHOMOJILHOW CITY>X60W.

15. MrHMCTEpCTBO 34paBooxpaHeHns Poccninckon ®epepaummn B TeveHne 20 paboynx gHeN co gHA
nosiyqyeHuns pewweHns ®egepanbHoN aHTUMOHOMNObHOW CNTYXBbl 0 COracoBaHUMN NpeaesibHON OTMYCKHOW
LeHbl NPOM3BOANTENSA Ha pedepeHTHbIN IeKapCTBEHHbIM NpenapaT HanpaenseT B PeaepasibHyo
AHTUMOHOMOJIbHYIO CNY>KOY B OTHOLLEHUM 3TOro peyepeHTHOro JIeKapCTBEHHOM0 NpenapaTa Mo COCTOSHUIO
Ha OeHb NPUHATWA YKa3aHHOro pelleHns nepeyeHb 3aperncTpmpoBaHHbiX B Poccuinckon ®enepauun
BOCMNpPOM3BeeHHbIX, BroaHanorosbix (61onoaobHbIX) IeKapCTBEHHbLIX NPenapaToB, NpeaesbHble
OTMYCKHbIE LieHbl Ha KOTOPbIE 3aPErnCTPMPOBaHbI N BKJIOYEHbI B PEECTP, COAEPKALLMA HeobXoaMMoe ans
NPUMEHEHUS MOHMXAOLWEro Ko duumeHTa onMcaHne BOCNPOU3BeAEHHbIX, 6LUO0aHaNoroBbIx
(6buonofobHbIX) NleKapCTBEHHbIX NpenapaToB (HOMep perncTpaLMoHHOro yA0CTOBEPEHNS JIeKapCTBEHHOIO
npenapaTta, HAaMMeHOBaHWe BRagesbla Wan epxaTens perucTpaunoHHOro yooCToBepeHus
JIEKapCTBEHHOrO npenapaTa, HaMMeHoBaHNA NPOM3BOAUTENEN (MPOU3BOACTBEHHLIX MAOLWAA0K
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Npon3BOANTENA), MEXAYHAPOAHOE HENMAaTEHTOBAHHOE HaMeHOBaHMe (NpY ero 0TCYTCTBMM - XUMUYECKoe
1Ay rpynnupoBoYHOE HauMeHOoBaHWe), TOProBoe HauMeHoBaHWe, JlekapCcTBeHHas hopma, L03UPOBKa
(KoHUeHTpauuns, 0bbeM, akTUBHOCTb B eANHMLLAX AEACTBNA), BblpaXeHHas B COOTBETCTBYOLLNX eAUHNLAX
n3MepeHuns, opMa BbiMyCKa, KONMYECTBO B MOTPEBUTENLCKOM YNaKOBKe, MOCAEAHAS NpefenbHas
OTMNYCKHas LieHa C yKa3aHMeM JaTbl 1 HOMepa npukasa MuHuCTepcTBa 34paBoOOXpaHeHns Poccunckom
denepaumm 0 perucTpaunm uan nepeperncTpaunum npeaesbHon 0TNYCKHOM LeHbl U (Man) gatel U HOMEpa
BbINUCKMW U3 peecTpa, BbIAAHHOW BRafenbLy U AepxXaTenio perncTpaunoHHOro yaoCToBepeHuns
JIeKapCTBEHHOrO npenapaTa no pe3ynbTaTaM BHECEHUS N3MEHEHWI B PeeCTPOBYIO 3aNnCb peecTpa uav no
pe3sysibTaTaM CHVXEHWS 3aperncTpupoBaHHON NpenesibHON OTNYCKHOW LieHbl Ha eKapCTBEHHbIN
npenapar, WTPUXOBON KOA, HaHECEHHbIN Ha BTOPUYHYIO (NOTPebnTeNbCKyo) YNakoBKY NeKapCTBEHHOro
npenapata), Ha 6yMaXKHOM HOCMTENE 1 B 3NIEKTPOHHOM BMAE B Taban4yHoM hopmaTe.

151, B cnyvae ec/iv Ha faTy NPUHATUA yKa3aHHOro B NyHKTe 15 HacToAwmx MpaBu peLleHns
depnepanbHON aHTUMOHOMOIbHOW CNTY>XObl 0 COrNacoBaHUKN NpeaesibHON OTNYCKHOW LieHbl NPOM3BOANTENS
Ha pedepeHTHbIN leKapCTBEHHbIV MpenapaT Takon NeKapCTBEHHbIV NnpenapaT Kak He 0TBevatoLuii
KpMTEepusaM, yKasaHHbIM B NyHKTe 11 cTaTbu 4 GefepanbHOro 3akoHa "06 obpalleHnmn nekapCTBEHHbIX
CpencTB”, He ABNsAeTCS pedepeHTHbIM NeKapCTBEHHbLIM npenapaToM, MUHUCTEPCTBO 34PpaBOOXPaHeHMA
Poccuiickon ®epepalimn yBefoMaseT AepxXaTens v Bnagenbla perucTpaLoHHOro yooCToBepeHUs
JIeKapCTBEHHOro npenapaTa (YnoJIHOMOYeHHOe UM JIMLLO), NPeACTaBUBLUEro AOKYMEHThI, yKa3aHHble B
nyHKTe 4 HacToawmx Mpasun, 06 3TOM, a Takxe 06 OCyLLEeCTBAEHNN B OTHOLLEHUN AAaHHOMO
JIeKapCTBEHHOro npenapaTa (BocnpousseaeHHoro, broarHanorosoro (buonogobHoro) obs3aTenbHON
nepeperucTpaumm npegesibHoM OTMYCKHON LeHbl Ha JIeKkapCTBEHHbIA NpenapaT B COOTBETCTBUN C
nyHkTamu 15, 39 nnn 41 Hactoswmx MNpasun 1 BO3BpaLLaeT AepXXaTeno Ui Blagesbuy
perncTpaLmoHHOro yaooCTOBEPEHNS NeKapCTBEHHOMO npenapaTa (YNoAHOMOYEHHOMY UM nLy)
npeacTaBneHHbIe AOKYMeHThI. ([onosHeHne NyHKTOM - [locTaHoBNeHUe paBuTensCTBa POCCUACKON
®epepaumm o1 18.11.2020 Ne 1858)

152, B cnyyae ecnm Ha 1 mapTa 2020 r. neKapCTBEHHELIN NpenapaTt B COOTBETCTBMM C TPeOOBaHUAMU MYHKTa
11 cTtaTbu 4 PefepanbHOro 3akoHa "0O6 obpalLeHnn nekapCTBEHHbIX CPEACTB" ABAAETCS pehepeHTHbIM
JleKapCTBEeHHbIM MpenapaToM, MUHUCTEPCTBO 34paBooXpaHeHns Poccminckon ®epepaunm HanpaenseT
LepxxaTento Uan Bagesbly perncTpauMoHHOro yoCTOBEepeHns NeKapCTBEHHOr 0 npenapaTa
(YNONHOMOYEHHOMY UM NNLY) yBeAOMAeHME 06 3TOM 1 0 HE0BX0AMMOCTY NPeACTaBNEHNS LOKYMEHTOB,
YyKa3aHHbIX B NyHKTe 4 HacToAwwmx Mpasun, B TeyeHne 10 paboymx fHER Co AHA NONYHEHUS YKa3aHHOro
yBeoMeHns MmHucTepcTBa 34paBooxpaHeHuns Poccuinckon ®eagepaumm. (LoNoaHEHNE NYHKTOM -
MNMocTaHoBneHune MpaBuTenscTBa Poccunckon Pepepaumm ot 18.11.2020 Ne 1858)

16. MUHUCTEpPCTBO 34paBooxpaHeHuns Poccuinckon Gegepaunn B TedeHme 15 paboynx gHen co gHA
nonyyeHus peweHus ®enepasbHON aHTUMOHOMOALHOM CNyXX6bl 06 0TKa3e B COrnacoBaHWM NPeaenbHoN
OTMYCKHOW LieHbl Ha pehepeHTHbIN NIeKapCTBEHHbIA NpenapaT NPUHMMAET COOTBETCTBYIOLLEE peLleHne 06
oTKa3e B 06a3aTeIbHON NnepeperncTpauny npeaenbHom 0TNYCKHOM LieHbl Ha pedepeHTHbI
JleKapCTBeHHbIV npenapar.

Mpw NpuHATUKM peweHna 06 oTkase B 0bd3aTebHON NepeperncTpauny NpeaenbHon OTANYCKHON LieHbl Ha
JleKapCTBEHHLIN npenapat MUHMCTEPCTBO 34paBoOOXpaHeHns Poccminckon ®enepaum B CPOK, He
npesbIaoWwmnn 5 pabounx gHen Co AHA NoayyYeHus pewweHns ®GenepasibHON aHTUMOHOMONBHOW CNYXX6bl,
yBeLoMAseT AepxxaTens an snagenbla perncTpaulmoHHOro yaoCcTOBEPEHNS NEKAPCTBEHHOMO npenapaTta
(YnONHOMOYEHHOE UM NIML0) B MUCbMEHHOW (hOpMe O MPUHATOM peLLeHUN (C U3N0XKEHMEM MPUYNH OTKa3a).
17. B cnyyae ecnu gepxxaTtenem Ui BnagesnbLeM perncTpaunoHHOro yaoCToBepeHuns peepeHTHOro
NeKapCTBEHHOro Npenapata (YynoaHOMOYEHHbLIM UM NIMLLOM) B TeveHne 15 paboynx gHeln co AHA NPUHATUS
MuHWCTepCcTBOM 3a4paBooxpaHeHns Poccuinckon ®epepalimmn pelleHns ob oTkase B 0b6s3aTensHoOm
nepeperncTpauumn npeaenbHon 0TNYCKHON LIeHbl Ha pedepeHTHLIN NeKapCTBEHHbIN NpenapaT NOBTOPHO
npeacTasneHbl B MUHUCTEPCTBO 34paBooXpaHeHns Poccmnckon degepauum LOKYMEHTbI B COOTBETCTBMM C
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NYHKTOM 4 HacTosAWwmx MpaBna, CPOKN pacCMOTPEHNS NOBTOPHO MNOAAHHbLIX JOKYMEHTOB ONpeaensaioTCs B
COOTBETCTBUM C NyHKTamm 10 1 13 MpaBun peructpaumm.

18. MNpu obsA3aTeNbHON NepeperncTpaLmm npegenbHas 0TNyCKHas LeHa Ha ped)epeHTHbIN eKapCTBEHHbIN
npenapaTt Oas KaXX[0W IEKapCTBEHHOW (hOPMbl, 4O3MPOBKMN (KOHLEHTPaLMKN, aKTUBHOCTY B €AUHULLAX
AeNcTBuUs) 1 obLiero KoaMYecTsa BO BTOPMYHON (MoTpebuTtensckomn) ynakoske 6e3 yyeta PopMbl BbiNMyCKa,
3a NCKIOYEHNEM Clydas, NpeayCMOTPEHHOro NyHKTOM 21 HacTosaWMx MNpaBus, He MOXXeT NpeBbIaTh:

a) pa3Mep MUHUMANbHOM OTMYCKHON LieHbl Npon3BoanTens (6e3 yyeTa NpoM3BOACTBEHHbIX MI0LLAA0K
NpoM3BOANTENA) HA TaKOM JIeKapCTBEHHLIN NpenapaTt B MHOCTPaHHbIX FOCyAapCcTBaXx, yka3aHHbIX B
npunoxxeHun Ne 3 K HacToswmM MNpaBunam (C y4eToM pacxofoB, CBA3AHHbLIX C TAMOXXEHHbIM
0hopMAEHNEM), PAaCCYUTaHHbIA Ha OCHOBAHWM faHHbIX, yKa3aHHbIX B MPUA0XKeHUN Ne 2 K HacTOALWMUM
Mpasunam;

6) paHee 3aperncTpupoBaHHyio (MOCNEAHIOI NepeperncTpUpoBaHHyo) NpeaesibHY 0 OTMNYCKHYIO LIeHY Ha
3TOT JIeKapCTBEHHbIV NpenaparT;

B) NpefesibHYy0 OTMYCKHYIO LleHY Ha JIeKapCTBEHHLIN NpenapaT, ONpeAeNieHHyIo C y4eToM nyHKTa 8 Mpasun
perncTpaumm, 3a NCKAOYEHNEM CyYaeB, MPeAYyCMOTPEHHbIX MYHKTOM 6 HacToAwmx Mpasun.

19. Mpw 06s3aTeNLHON NepeperncTpaLmm € y4eToM NyHKTa 18 HacToAwmx MpaBua B paMkKax 0HOr0
TOProBOr0 HaMMEHOBAHWS IeKapCTBEHHOMO NpenapaTa C Y4eTOM U3MeHEeHUs TOProBoro HAaMMeHoBaHMS
JIeKapCTBEHHOrO npenapaTa Aas BCex NoAjexKallnx CHUKEHNIO 3aperncTpupoBaHHbIX
(nepeperncTpmpoBaHHbIX) NPeAebHbIX OTMYCKHbIX LLeH Ha pedhepeHTHbIN IeKapCTBEHHbIA NpenapaT
npovssoguTenen (Mpon3BoACTBEHHbIX MIOWAA0K MPON3BOAUTENS), YKa3aHHbIX B paMKax 04HOrro
perncTpaLmoHHOro y40CTOBEPEHNS, MO pe3ynbTaTaM 0643aTelbHON NepeperncTpauun B peectpe
yCTaHaBAMBaETCA eMHaa npefefibHas OTNYyCKHasA LleHa Ha IeKapCTBEHHbIN nNpenapaT Aas Kaxaow
JIEKapCTBEHHOWN (hOpMbl, Jl03UPOBKMN (KOHLEHTPaLUN, akTUBHOCTW B eANHNLAX AeNCTBKSA) 1 obliero
KOMMYeCTBa BO BTOPMYHONM (NoTpebuTtensckon) ynakoske 6e3 yyeTa hopMbl BbIMyCKa, 3@ UCKIOYEHNEM
c/lyyas, NpeayCcMOTPEeHHOro NyHKToM 21 HacTosAwmx Mpasu.

20. B cnyvae ecnn B paMKax 04HOMO TOProBOro HaMMeHOBaHUA pePepeHTHOro IeKapCTBEHHOMO NpenapaTa
C Y4eTOM M3MEHeHNA TOProBOro HAMMEHOBaHMA IeKapCTBEHHOIO NpenapaTa 3aperncTpupoBaHHas
(nepepeructpmnpoBaHHas) NpeaenibHasa 0TNyCKHasA LeHa 419 O4HOr0 WM HECKONbKUX MPOU3BOANTENEN
(NpOM3BOACTBEHHLIX NOLLAA0K NPOM3BOAUTENS), YKa3aHHbIX B paMKaxX OLHOIr0 PerucTpaLmMoHHOro
YOOCTOBEPEHMSA, HXKe, YeM npefesibHas OTNYCKHas LieHa, paccynTaHHas B COOTBETCTBUM C MyHKTOM 18
HacTosAwwmx Mpasun, 3Ta LeHa NOANEXUT COXPaHEHMIO B peecTpe.

B cny4yae ecnm ana peepeHTHOro JIEKapCTBEHHOI0 nNpenapaTta C OJHOWN JIeKapCTBEHHON ()OpPMON,
[03UPOBKON 1 0BLLIMM KOIMYECTBOM BO BTOPUYHON (MOTPebnTENbCKON) YNaKoBKe 3aperucTpupoBaHo
HeCKONbKO NpefesibHbIX OTNYCKHbIX LIeH, NpefefibHas 0TNYCKHas LleHa Ha IeKapCTBEHHbIN npenapaT He
MOXXeT MPEeBbIAaTh MUHUMAbHYIO U3 3aperncTPUPOBaHHbIX NpeesibHbIX OTMYCKHbIX LeH (C y4eToM
nocnefHen nepeperncTpMpoBaHHOM LeHbl, 6e3 y4yeTa NpoOn3BOACTBEHHbIX MIOWAA0K NPON3BOANTENS) C
Y4€TOM CBEAEHU O HAaNNYUUN 3aperncTpPUpOBaHHbIX NpelesbHbIX OTMYCKHbIX LeH 3asBASeMoro
NEeKapCTBEHHOrO NpenapaTta CornacHo NpunoXxeHuo Ne 4,

21. B cnyyae ec/iv MMHUMMabHbIN YPOBEHb LIEH pedhepeHTHOro JIeKapCTBEHHOr0 nNpenapaTta Ha pa3inyHblie
(hopMbI BbINyCKa (LINPUL-PYYKK, KapTpUIa KU 1160 NHble GOPMbI BbIMYCKa, COBMECTUMBIE C YCTPONCTBAMM
BBeEeHMS (MPUMEHEHMS) WK ABASIOLLNECS YCTPONCTBAMM BBeAEHNS (MPUMEHEHNS) B OOHOM 13
rocynapcTB, YKa3saHHbIX B npunoxxeHun Ne 3 K HacToswwmm MpaBunam, pa3nnyaeTtcs 6bonee yem Ha 10
NpoLEeHTOB, NpK 06sa3aTensHOM NepeperncTpanmn NnpeaenbHbIX OTAYCKHbIX LLEH Ha YKa3aHHbIN
pedepeHTHLIN IeKapCTBEHHLIN NpenapaTt AoNyCKaeTCa yCTaHaBAMBaTb NpefesbHYyt0 OTAYCKHYIO LeHY Ha
KaXXAYlo 13 Taknx hopM BbIMyCKa IEKAPCTBEHHOMO NpenaparTa.

22. MNpefenbHaa 0TNYCKHaA LeHa Ha pedepeHTHbIN IeKapCTBEHHbIN nNpenapaT B Ciy4ae,
npefycMOTPEHHOM NMYHKTOM 21 HacToswmx Mpasun, yCTaHaB/IMBaETCA Ha OCHOBAHUW MUHMUMAbHOW
OTMNYCKHOW LieHbl npou3soanTens (6e3 yyeTa npon3BOACTBEHHbIX NOLLALOK NPOM3BOAUTENS) Ha
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COOTBETCTBYOLLME POPMbI BbIMYCKa TaKOro NEKapCTBEHHOrO NpenapaTta B rocyapcTBax, yKa3aHHbIX B
npunoxeHun Ne 3 K HacTosAwmM lNpaBunam (C y4eToM pacxooB, CBA3aHHbIX C TAMOXXEHHbIM
0hopMaEHNEM).

Mpy 3TOM MakCMManbHas pasHuLa Mexay npefesibHblMU OTNYCKHBIMU LeHaMW Ha Takon pedepeHTHbIR
NeKapCTBEHHbIN NpenapaT B pa3nyHbIX hopMax BbiMyCcka, CONOCTaBMMbIX MO SIeKapCTBEHHOW (hopMme,
[103UPOBKE (KOHLEHTPaLWW, aKTUBHOCTW B eANHMLIAX OENCTBMA) 1 06LLEMY KOSIMYECTBY BO BTOPUYHOM
(noTpebuTenbCckon) ynakoBke, He MOXKET npeBbiwaTh 90 NPoLEHTOB.

23. ObdA3aTenbHas nepeperncTpauns npefesbHbIX OTNYCKHbIX LeH Ha UMMYHOBUO0rnyeckme
NeKapCTBEHHbIE NMpenapaThl (BaKLMHbI) OCYLLECTBASETCS B COOTBETCTBUN C TpeboBaHuaMY,
YCTaHOBJIEHHbLIMY O/151 pedhepeHTHbIX JIeKapCTBEHHbIX NpenapaTos.

24. 3aperncTpupoBaHHble nNpeaesbHble 0TMYCKHbIE LieHbl Ha BOCNPOU3BeAeHHble, BrioaHanorosble
(buonopnobHble) nekapcTBEHHbIE NpenapaThl Nofanexat obsa3aTensHon nepeperncrTpaumm 6es
npeacTaBneHns 3a8BieHNa BnajenblamMmy Unn gepxaTenaMu perucTpaumMoHHbIX yL0CTOBEPEHNUIA TaKmX
JleKapCTBEHHbIX NpernapaTos (YNOJHOMOYEHHbIMU UMW UL aMN).

25. Mpwn oba3aTenbHOM NepeperncTpaunn npeaenbHas oTnyCcKHas LieHa Ha BOCMPOU3BeAEeHHbIN,
HroaHanorosbl (6ronNofobHLIN) NeKapCTBEHHLIN NpenapaT AN KaXKA0N IeKapCTBEHHON (hOPMBbI,
L03VPOBKM (KOHLLEHTpaLMK, akTUBHOCTY B eAMHMLAX AeACTBUS) 1 0bLiero Koam4yecTsa BO BTOPUYHOM
(noTpebutenbckoit) ynakoske 6e3 yyeTa hOpMbl BbINYCKa, 3@ UCK/OYEHEM Cly4as, MPesyCMOTPEHHOr0
NYHKTOM 21 HacToAwmx MpaBun, He MOXeT NpeBbIaTh:

a) paHee 3aperncTpupoBaHHyo (NOCNEAHIO NepeperncTpUupoBaHHyio) NpeaesbHY0 OTNYCKHYIO LIeHy
NPOV3BOANTENA Ha 3TOT JIeKapCTBEHHbIN NpenaparT;

6) NpefenbHYI0 OTMNYCKHYIO LIeHY Ha 3TOT IeKapCTBEHHLIN NpenapaT, onpeaeseHHyo ¢ y4eToM TpeboBaHun
nyHkTa 8 Mpaswn peructpauun 6e3 yyeta npefenbHbIX OTNYCKHbIX LeH, NCK/IIYEHHbIX B COOTBETCTBUM C
NMYHKTOM 6 HacToswmx Mpasun;

B) 0J19 JleKkapCTBEHHOr 0 nNpenapaTa (3a uckatoyeHmeM ophaHHOro NeKapcTBEHHOr 0 NpenapaTa), - LeHy,
pacCYMTaHHYI0 B COOTBETCTBUM C pa3fenom VIl MeToankm pacyeTa NpefenbHbIX OTNYCKHbIX LieH
Npou3BoANTENEN Ha IeKapCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B NepeyeHb XXU3HEHHO HEOOX0AUMBbIX U
Ba)KHENLLMX JIEKaPCTBEHHbIX NPenapaToB, YTBEP)KAEHHON NocTaHoBAeHeM [MpaBuTensCTBa Poccuinckom
®epepaumm ot 15 ceHTabpa 2015 r. Ne 979 "O BHeCeHUN N3MEHEHWI B MOCTaHoBAeHWe [paBUTeNbLCTBA
Poccuinckon ®epepaumm oT 29 okTabpsa 2010 r. Ne 865 1 06 yTBEpXKAEHNM METOAMKN PacyeTa NpenesbHbIX
OTMYCKHbIX LIeH NPOU3BOANTENEN Ha IEKapCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B NepeYeHb XXU3HEHHO
HeobX04MMbIX N BaXXKHENLLMX IeKapCTBEHHbIX MpenapaTos, Npy UX roCyAapCTBEHHOW perncTpaumm n
nepeperncrpauun’ (ganee - METOANKA), C NPUMEHEHNEM MOHMXKAIOLLEr0 KO3 PULMEHTA B OTHOLLIEHWN
nepeperncTpupoBaHHon B 06a3aTelbHOM NOpsALKe B COOTBETCTBMU C HAacToAWMMM MpaBunamu npeaesibHon
OTMYCKHOW LeHbl Ha COOTBETCTBYOLWNI pedepeHTHbIN NeKapCTBEHHbIN NpenapaT. 3HaYeHus
MOHMXaLLero KoaguuneHTa, NnpuMeHsemMoro npu obsasatensHon nepeperncrtpaumm 8 2019 - 2020 rogax
npefenbHbIX OTMYCKHbIX LIeH NPOU3BOAUTENEN Ha BOCMPOU3BefeHHble, BrioaHanorosblie (61nonofobHbie)
JleKapCTBEHHbIe npenapaThbl, ONpefensoTcs no opMysiam pacyeTa CorlacHO NPUIoXeHuo Ne 5;

r) ons opdaHHOro0 JIeKapCTBEHHOr o npenapaTa - NpeAefibHY0 0TNYCKHYIO LIeHY Ha COOTBETCTBYIOLLWNA
pedepeHTHbIM NEKAPCTBEHHbIN NpenapaT, NepeperncTpupoBaHHyio B 0653aTebHOM Nopsake B
COOTBETCTBUM C HacToAWMMY [paBunamMu.

26. Mpwn 0bs3aTeNbHOM NepeperncTpaLnm C y4eTom nyHKkTa 25 Hactosiwmx MpaBnn B pamMmkax 04HOro
TOProBOro HavMeHOBaHWS NeKapCTBEHHOr0 NpenapaTa C y4eTOM U3MEHEeHUs TOProBoro HavMeHOBaHNS
NeKapCTBEHHOro NpenapaTta ANs BCeX NoAaexallnx CHUXKEHUIO NpefesibHbIX OTAYCKHbIX LIeH Ha
BOCMpOn3BefeHHble, BrioaHanorossle (bnonofobHbIe) NeKapCTBEHHbIE MpenapaTbl MPOM3BOAUTENEN
(NpOM3BOACTBEHHLIX NOLLAL0K NPOM3BOAUTENS), YKa3aHHbIX B paMKax OLHOr0 perncTpaLmMoHHOro
y[OCTOBEpPeHus, Mo pesyabTaTaM 0653aTeNlbHOM NepeperncTpaunm ¢ y4eTom NyHKTa 29 HacToAWwmnx
MpaBun B peecTpe yCTaHaBANBAIOTCA eiNHble NMpefesibHble OTNYCKHbIE LeHbl Ha JiekapCTBeHHbIe
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npenapaTbl 4S8 KaX 40N eKapCTBEHHOM POPMbI, AO3UPOBKN (KOHLLEHTPaLMW, aKTUBHOCTU B €4MHMLAX
AeNncTBus) 1 obLuero KoAMYecTsa BO BTOPMYHON (MOTpebuTensckomn) ynakoske 6e3 yyeta opMbl BbiNycKa,
33 UCKJIIOYEHMEeM cnyyast, NpefyCcMoTpeHHOro nyHKTom 30 HacToAwmx Mpaswn.

27. B cnyvyae ecnu B paMKax 04HOr0 TOProBoro HaMMeHoOBaHMS BOCNPOM3BeAEHHOr0, B1MOaHaNo0roBOr0
(buononobHOro) NekapCTBEHHOr0 NpenapaTa C y4eTOM M3MEHEHMS TOProBOro HauMeHOBaHMS
JIeKapCTBEHHOrO npenapaTa 3aperncTpupoBaHHas (NnepeperncTpMpoBaHHas) NnpeaenbHas OTNyCcKHas LeHa
AN OQHOr0 NN HECKONbKUX MPON3BOAMTENEN (MPON3BOACTBEHHbIX NOLLAL0OK NPOM3BOAUTENS),
YyKa3aHHbIX B paMKaxX 04HOI0 PerncTpaLnoHHOr0 YAOCTOBEPEHUS, HMXKE, YEM NpefesibHas 0TNyCcKHas LeHa,
paccymMTaHHas B COOTBETCTBMM C MYHKTOM 25 HacToAwmx MpaBun, 3Ta LeHa NOANEXUT COXPaHEHMIO B
peecTpe.

B cnydae ecnv gns BocnpousseneHHoro, buoaHanorosoro (6nononobHoro) nekapCcTBEHHOr0 npenapaTa ¢
OLHOWN NIeKapCTBEHHON (hOPMON, LO3UPOBKON U 0OLLMM KOIMYECTBOM BO BTOPUYHOW (NOTpebunTensckoin)
YyNaKoBKe 3aperncTpupoBaHO HECKOIbKO NMpedesibHbIX OTAYCKHbIX LLeH, NpefesibHas 0TnyCckHas LeHa
NPOV3BOANTENA Ha JIeKapCTBEHHbIV NpenapaT B paMkax OHOr0 perncTpaLmoHHOro yaocToBepeHuns He
MOXXeT MPEeBbIaTbh MUHMMAbHYIO U3 3aperncTPUPOBaHHbIX NPeAesibHbIX OTMYCKHbIX LEeH C y4eTOM UX
nepeperncTpauny, 3a NCKIYEHNEM NPefeNbHbIX OTAYCKHbIX LIEH, UCK/IIOYEHHBLIX B COOTBETCTBUN C
NYHKTOM 6 HacToALmX Mpasu.

B cnyyae ecqiv B paMKax 04HOro perncTpaunuoHHOro ya0CTOBEPEHMA JIeKapCTBEHHOIO nNpenapaTa
3apernucTpupoBaHbl LieHbl Ha BOCMPON3BeAeHH:IN, 6roaHanorosbln (61MonoaobHbIN) 1eKapCTBEHHbIN
npenapaTt NpoM3BOANTENA FOCYyAapCTBa - YieHa EBpa3ninckoro 3KkOHOMMYECKOro Col3a 1 MHOCTPaHHOro
NPOU3BOACTBA, MUHUMA/IbHAsA N3 3aPErnCTPUPOBAHHLIX NPeAEbHBIX OTMYCKHbIX LieH onpeaenseTcs ¢
COXpaHeHWeM MpUHaLeXXHOCTW NPOM3BOAUTENSA K FOCYLAPCTBY - YieHy EBPa3Mnckoro 3KOHOMNYeCKoro
CO03a UM NHOCTPAHHOMY NPOU3BOAUTENIO.

28. B cnyvae ecnn no pesynbTaTaM 06g3aTelbHON NepeperncTpaLum B paMkax MexayHapoLHOro
HenaTeHTOBAHHOIO HAaMMEHOBAHUA (NPY ero OTCYTCTBUM - FPYMMMPOBOYHOMO UAN XMMUYECKOr0) 1
NEKapCTBEHHOW (POPMbl HAa COOTBETCTBYIOLLMIN peepeHTHbIN IEKapCTBEHHbIN NpenapaT yCTaHOBEHbI
pa3nunyHble NpefesibHble OTNYCKHbIE LieHbl, MPUMEHSAETCA cpefHee apngpMeTnyeckoe 3Ha4YeHne
NOHWXaloLWero Ko3hguumneHTa, pacCHMTaHHOe Ha OCHOBaHUMN YCTaHOBJIEHHbIX MO pe3ybTaTam
06s3aTeNbHON NepeperncTpaLny npefenbHbiX OTNYCKHbIX LeH Ha peepeHTHbIN 1eKapCTBEHHbI
npenapar.

29. B cnyyae ecsiv B paMKax OLLHOTO perncTpaLlmoHHOro yaoCToBepeHNs JIeKkapCTBEHHOro npenapaTa
3apernucTpmpoBaH BOCNPOU3BeaeHHbIN, BroaHanoroBbiin (61MonoaobHbINA) NeKapCTBEHHLIN NpenapaT
NPOV3BOANTENA rOCYAApCTBa - YieHa EBpa3nMnckoro 3KOHOMMYeCKOro cot3a 1 MHOCTPaHHOr 0
NMPOW3BOACTBA, LeHbl A1 yKa3aHHOI0 JIeKapCTBEHHOI0 NpenapaTa pacCYNTLIBAOTCA B COOTBETCTBUM C
pasgenom VIl MeToanKN ¢ NpUMEHEHNEM NMOHMKAIOLWMNX KO3PMMULNEHTOB, 3HAYE€HNS KOTOPbIX
onpenensaTCa B COOTBETCTBUM C NpuaoxeHneM Ne 5 K HacTosawmm Mpasunam.

30. B cnyyae ecnum npeaenbHas 0TNYCKHas LieHa Ha pedepeHTHbIN JIeKapCTBEHHbIV NpenapaT YCTaHOBMIEHA
B COOTBETCTBUM C NYHKTaMM 21 1 22 HacToAwmx MNpaBuna, pacyeT npeaesbHbIX OTNYCKHbIX LIEH Ha
BOCMNpPOM3BeeHHbIN, BuoaHanorosbin (6ronofobHbIN) NeKapCTBEHHbLIN NpenapaT OCYLWeCTBAAETCA B
COOTBETCTBUM C NyHKTaMK 24 - 27 HacToawmx MNpasun ons Kakaon GopmMbl BbIMycka UCXOAA U3
npefenbHbIX OTMYCKHbIX LLeH Ha COOTBETCTBYOLLME (POPMbI BbiMYCKa pedhepeHTHOr0 JIeKkapCTBEHHOI 0
npenapara.

31. ®epepanbHas aHTUMOHOMObHAA cy>xba B TedeHune 60 paboumx AHEN CO AHSA NoNyYeHus oT
MuHuncTepcTBa 34paBooxpaHeHuns Poccminckon ®eagepaumm CBeAeHNN, NPeayCMOTPEHHbIX MyHKTOM 15
HacTosAwwmx Mpasua, NPOBOANT B COOTBETCTBMM C HACTOALWMMKM [paBnAaMm U METOAUKON pacyeT
npenenbHbIX OTAYCKHbIX LLeH Ha BOCNpou3BeieHHble, brioaHanorosble (bnononobHbie) nekapCTBEHHbIE
npenaparThl, @ Takxe NybankyeT Ha CBOEM ouLManbHOM calTe B ceTh "IHTepHET" 1 0 HOBPEMEHHO
HanpaBnseT B MMHUCTEPCTBO 34paBooxpaHeHns Poccunckon degepaum ykasaHHbIn pacyeT npeaesbHbIX
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OTMNYCKHbIX LIEH Ha BOCMPOU3BeAeHHble, BroaHanorosbie (6ronofobHbIE) NEKAPCTBEHHbIE NpenapaThl,
cofepXalluin HoMep perncTpaLmMoHHOro yL0CTOBEPEHNSA IEKAapPCTBEHHOMO NpenapaTa, HanMeHoBaHne
BJlagesbla Uan gep)xatens perncTpaunuoHHOro yaoCcToBEPEHNA IeKapCTBEHHOMo nNpenapaTa,
HanMMeHOBaHWA NPON3BOAMTENEN (MPON3BOACTBEHHbIX MAOLWAA0K MPON3BOANTENS), MEXAYHAPOAHOE
HenaTeHTOBaHHOEe HaUMeHOBaHMe (Mpu ero OTCYTCTBUM - XUMUYECKOE UK FPYNNUPOBOYHOE
HanMeHOBaHNE), TOProBOEe HaMMEHOBAHWE, IEKAPCTBEHHYIO (POPMY, A03MPOBKY (KOHLEHTPaUUo, 06BbEM,
aKTMBHOCTb B eANHMLLAX AEeNCTBKA), GOPMY BbiMyCKa, KOJIMYECTBO B NOTPeBUTENLCKOM YNaKOBKE,
npegenbHy0 OTMYCKHYI LIeHY, pacCYnTaHHyo PenepasibHON aHTUMOHOMOJILHON CNYXX60M, LTPUXOBOW KO,
HaHECEHHbIN Ha BTOPUYHYIO (NOTPebuTenbCKyo) YNakoBKY JIeKapCTBEHHOro npenapaTa) (Ha byma)xHoOM
HOCUTeNIe U B 3NEKTPOHHOM BUAe B TabnnyHoM hopmaTe).

32. Mpwn HeobxoAMMOCTN YTOYHEHUS HopMaLmK, TpebyeMon A8 NPoOBEAEHNS pacyeTa NpenesbHbIX
OTMYCKHbIX LleH Ha BOCNPOn3BeaeHHbIN, 6rnoaHanorosbiii (brionogobHbIN) nekapCTBEHHbLIN Npenapar,
COOTBETCTBYIOLLME CBEAEHMA 3anpallnBalOTCa B NOPAAKe, MPefyCMOTPEHHOM NyHKTOM 14 Mpasun
permcrpaumum.

33. MnHMCTEepCTBO 3apaBooxpaHeHna Poccuinckon ®enepaumm B TedeHne 20 paboynx gHen co oHA
nonyyeHus ot PegepanbHON aHTUMOHOMNONIbHOM CNY>XObI peLleHns 06 yTBEPXXAEHUN pacyeTa NpenefbHbiX
OTMYCKHbIX LLeH Ha BOCNpou3BeAeHHble, buoaHanorosble (brionofobHbie) nekapCTBeHHbIE NpenapaThl B
COOTBETCTBUM C NYHKTOM 31 HacToAwmx MpaBnn NpnHUMaeT peweHmne 06 0bg3aTeNbHON NepeperncTpauun
npenenbHON OTNYCKHOW LieHbl Ha JIeKapCTBEHHbLIN NpenapaT, BHOCUT COOTBETCTBYIOLLMNE AaHHbIE B peecTp
B CPOK, NPeAyCMOTPEHHbIN MYHKTOM 6 MpaBun BeAeHUSA rocyLapCTBEHHOIO peecTpa npeaesbHbixX
OTMYCKHbIX LleH MPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NPenapaThl, BKOYEHHbIE B MepeYeHb XN3HEHHO
HeobX0AMMbIX N BaXXHENLLNX NEKAPCTBEHHbIX NPEenapaToB, yTBEP)KAEHHbIX NOCTAHOBIEHNEM
MpaBuTenbcTBa Poccuiickon Penepaunn oT 29 okTabps 2010 r. Ne 865 "O rocyapCcTBEHHOM
perynnpoBaHUN LieH Ha NeKapCTBEHHbIE NpenapaThl, BKAOYEHHbIe B MepeYyeHb XN3HEHHO HE0BX0ANMBIX 1
Ba)XKHEWNLLMX IeKapCTBEHHbIX NpenapaToB", BblAaeT Aep)aTesto uiv Bnagesbly perncTpaunoHHoro
yOO0CTOBEPEHUS NEKAPCTBEHHOr0 NpenapaTa (YNoAHOMOYEHHOMY UM ANLY) BBIMUCKY U3 NpMKa3a
MuHncTepcTBa 34paBooxpaHeHns Poccninckon Peaepaumm 06 oba3aTensHON nepeperncTpaummn
npegenbHon OTNYCKHOWM LEHbI Ha IEKapCTBEHHLIN NpenapaT U pa3MeLlaeT COOTBETCTBYIOLLYIO
MH(OPMaLMIO Ha CBOEM OduLIMabHOM canTe B ceTn "IHTepHeT".

34. Mpuka3 MuHMcTepcTBa 34paBooxpaHeHuns Poccuinckon ®enepauumn 06 obs3aTenibHON NepeperncTpaumnm
npenesbHON OTNYCKHOW LieHbl MPOU3BOAMTENS Ha IEKaPCTBEHHbIN NpenapaT BCTyNaeT B CUAY Mo
NCTEeYeHUN 5 MecsALEeB CO OHA €ro NPUHATUS.

35. MnHMCTEPCTBO 3a4paBooXpaHeHns Poccuinckon ®epepaumm B Lenax cobnogeHnsa HopMbl YacTu 2 CTaTby
63 ®enepanbHoOro 3akoHa "06 obpalleHnn nekapCTBEHHbIX CPeACTB" OTMeYaeT B peecTpe
COOTBETCTBYHOLLY UH(OPMauuio 060 BCeEX paHee 3aperncTpupoBaHHbIX (NepeperncTpupoBaHHbIX)
npenesbHbIX OTMYCKHbIX LeHax NpoM3BOANTENEN Ha pedhepeHTHbIN N COOTBETCTBYIOLLNE EMY
BOCMNpPOn3BeleHHble, BrioaHanoroeble (6MonoaobHbIE) NeKapCTBEHHbIE NPenapaThl.

36. Mpw Hecornacmm ¢ Npon3BeeHHbIM PefepanbHON aHTUMOHOMOJILHOW CNTY>X60M pacHeToM npeaenbHbIX
OTMNYCKHbIX LleH Ha BOCNpon3BeaeHHble, broaHanorosble (6MonofobHbIe) NeKapcTBEHHbIE NpenapaThl
AepxaTenn nan Bnafenblbl PerncTpaLoHHbIX YA0CTOBEPEHWIA BOCMPON3BELEHHbIX, BI0AHaNOrOBbIX
(6nonofobHbIX) NeEKApCTBEHHbLIX NpenapaToB (YNOAHOMOYEHHbIE UMW NLA) BMPaBEe B TeYeHME 04HOrro
KaneH4apHOro Mecsua co gHA NpuHATMA MUHUCTEPCTBOM 34paBooxpaHeHns Poccuinckon ®egepaumm
pelweHns 06 obs3aTensHOM NepeperncTpaLmm NnpeaebHON OTNYCKHOW LIeHbl Ha IeKapCTBEHHELIN NpenapaT
0bpaTnTbCs B GefepasbHy0 aHTUMOHOMOLHYO CNy>XBy C 3asBNeHNsSMM O MepecMoTpe pacyeTa
3apPerucTpuMpoBaHHbIX NpeneNibHbIX OTMYCKHbIX LIEH Ha JIEKapCTBEHHbIE NpenapaThl, B TOM Y/UC/1e B paMKax
OLHOro MeXXAyHapoA4HOro HenaTeHTOBAHHOMO HaMMEHOBAHNA.

3asBeHUs 0 NepecMoTpe pacyeTa 3aperncTpUpoBaHHbIX NpefesibHbIX OTMYCKHbIX LEeH Ha JleKapCTBEHHbIe
npenapaThl C NPUI0XKeHNeM (Nno BbIBOpy Aep)xaTenen uin BnagenbleB PerncTpaLoHHbIX YA0CTOBEPEHNIA
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JIeKapCTBEHHbIX NPenapaToB, YNOJHOMOYEHHbIX UMW N1L,) MOTUBUPOBAHHOIO AOKYMEHTaIbHOrO
NOATBEPXKAEHUS pacyeTa yKa3aHHOW LieHbl NPeacTaBnsanTcs B PefepanbHyo aHTUMOHOMOLHYI0 Cyxby
Ha 6yMa)KHOM HocuTene.

37. ®epepanbHasg aHTUMOHOMOIbHAA CNy>kba B Te4eHMe 0QHOr0 MecsLa CO AHA MOCTYNAEHUS 3a8BNEHNA 1
LOKYMEHTOB, YKa3aHHbIX B MyHKTe 36 HacTosAwmx MpaBun, NpoBepseT pacyeT npefesbHbiX OTAYCKHbIX LEeH
Ha BoCnpou3BeaeHHble, bnoaHanorosblie (bronoaobHbIe) NeKapCTBEHHbIE NpenapaThl, NP HE0bX0AUMOCTK
nepecMaTpMBaEeT pacyeT NpefesbHbIX OTNYCKHbIX LeH Ha YKa3aHHbIe NeKapCTBEHHbIE NpenapaThl,
OTMEHSET paHee NPUHATbIE pelleHns N HanpasaseT B MMHMCTEPCTBO 34paBooXpaHeHnsa Poccuinckon
depepaumm HoBble pelleHns 06 YyTBEPXKAEHUMN pacyeTa NpeaesbHbIX OTNYCKHbIX LLEH MPOU3BOANTENS Ha
yKa3aHHble NeKapCTBEHHbIE MpenapaTbl AU HanpaBfseT 3aaBMTeNsaM pelleHre ob oTkase B nepecMoTpe
pacyeTa npeaesibHbIX OTAYCKHbIX LIEH Ha YKa3aHHble IekapCTBEeHHbIe npenapaThl (C yKaszaHueM npuymH
0TKasza).

38. B cnyyae oTMeHbl PefepasibHOM aHTMMOHOMOLHON cyX60i pelleHust 06 yTBep)XOAeHUN pacyeTa
npeaenbHbIX OTAYCKHbIX LLEeH Ha NeKapCTBEHHbIe npenapaTbl MUHNCTEPCTBO 34paBOOXPaHeHMs POCCMCKO
depnepaumm oTMeHSET pelleHne 06 obs3aTeNnbHOM NepeperncTpauumn npenesbHbX OTAYCKHbIX LEH Ha 3Tn
NeKapCTBEHHbIE MpenapaThl, NCKIIIOYAEeT NepeperncTpnpoBaHHbIe B 0643aTeIbHOM NOPSAKe NpefesbHble
OTMNYCKHbIE LieHbl Ha YKa3aHHble IeKapCTBEHHbIE NpenapaThl U3 peecTpa U NPpUHUMAET HOBble peLleHus 06
06s43aTeNbHON NepeperncTpaLny nNpeaenbHbiX OTMYCKHbLIX LEH Ha 3TU JIeKapCTBEHHbIE NpenapaThl B
3aBUCUMOCTU OT peLleHnIn, NPUHATLIX PeaepasibHON aHTUMOHOMOILHOW CYXO0N.

39. B cnyyae ecniv B paMkKax MeXxAyHapo4HOro HemaTeHTOBAHHOIO HaMMEeHOBaHNA U JIeKapCTBEHHOM
(hOpMbI OTCYTCTBYET pethepeHTHbIN JIeKaPCTBEHHbLIA MpenapaT WK LieHa Ha Hero He 3aperncTpupoBaHa,
3aperncTpupoBaHHas [0 AHA BCTYNAeHWA B CUAy NocTaHoBNeHWs MpaBuTenscTBa Poccuinckon ®epepauuy,
YKa3aHHOro B NyHKTe 3 HacToswmx Mpasun, npefesibHas 0TNyCcKHasa LeHa B OTHOLLIEHWK
COOTBETCTBYIOLLEr0 BOCMPOMN3BeAeHHOro, broaHanorosoro (bnonofobHoro) nekapCTBeHHOrO NpenapaTa
LLeHOBOro cermeHTa cBblle 100 pybnen nognexut obs3aTesibHON NepeperncTpauny u He MoXxeT
NpeBbILaTb paHee 3aperncTprpoBaHHYIO (MepeperncTprpoBaHHY0) NpeaesibHY0 OTNYCKHYIO LIeHY
BOCNpon3BefeHHOro, buoaHanoroeoro (bnonoaobHoro) nekapcTeeHHOro npenapaTta (6e3 y4yeTa hopmbl
BbIMYCKa).

B ciyyae ecniv B paMKax 04HOro TOProBOro HavMeHoBaHWS BOCNPOM3BeLeHHOro, broaHanorosoro
(6buononobHOro) nekapCTBEHHOrO NpenapaTa LLeHOBOro cerMeHTa cBhie 100 pybneit ¢ y4eTOM N3MEHEHNS
TOProBOr0 HaMMEHOBaHWS NIeKapCTBEHHOMO NpenapaTa ¢ OAHON JIeKapCTBEHHON (hOPMON, LO3UMPOBKOMN U
0obLM KONMYECTBOM BO BTOPMYHOW (MOTPebMUTENbCKOW) YNaKOBKE 3aperncTpupoBaHO HECKOJIbKO
npenesbHbIX OTMNYCKHbIX LEeH, NpeaenbHas 0TNyCKHas LeHa Aas 04HOr0 WK HECKObKUX NMPOU3BOANTENEN
(NpoM3BOACTBEHHLIX NOLLAL0K NPOM3BOAUTENS), YKa3aHHbIX B paMKax OHOIr0 perncTpaLmMoHHOro
YOO0CTOBEPEHMUS, HEe MOXET NPeBbILLAaTh MAHUMANbHYIO U3 MNOCAEAHUX 3aperucTpMpPoBaHHbIX NpenesibHbIX
OTMYCKHbIX LieH (C y4eTOM MX Nepeperncrpaumm).

B cnyyae ecqv B paMKax 04HOro perncTpaunuoHHOro yaoCToOBEPEHMA IeKapCTBEHHOIO nNpenapaTa
BOCMpPOM3BeeHHbI, BroaHanorosein (6nonofobHbIN) NekapCTBEHHLIM NpenapaT NPOM3BOAUTCS B
rocypapcTee - YyneHe EBpa3minckoro 3KOHOMMYECKOro CO3a U MHOCTPaHHbLIM MPON3BOAUTENEM,
MUHUMaJIbHasa N3 3aperncTPMPOBaHHbIX MPeaebHbIX OTNYCKHbIX LIEH ONpeenseTcs C COXpaHeHNEM
NPUHAAIEXHOCTU IeKapCTBEHHOMO NpenapaTa K rocyAapCTBY - Y4neHy EBpa3ninckoro aKOHOMUYeCKoro
CO03a UAN NHOCTPAHHOMY NPOW3BOANTENIO.

40. B cnyyae ecnu npepenbHas 0TNYCKHas LLeHa Ha pedhepeHTHbIN NeKapCTBEHHLIN NpenapaT He
nepeperncTprupoBaHa B 0b643aTeNbHOM NopsaAKe, pacHeT LeHbl Ha COOTBETCTBYOLME BOCMPOM3BEAEHHbIE,
6roaHanorossle (bnononobHbIE) NeKapCTBEHHbIE MpenapaThl Npu ee 0b6s3aTenbHON NepeperncTpaLmmn
ocyulecTsaseTcs PefepanbHON aHTUMOHONOAbHOM CNyX6ol ¢ y4eToM TpeboBaHWi NYHKTOB 25 - 27
HacTosAwwmx MpaBun, a TakXe Ha OCHOBAHMN MUHUMAJIbHOW OTMYCKHOM LeHbl Mpon3BoamnTens (6es yyeta
NPOU3BOLACTBEHHbIX MIOWAA0K NPOU3BOAUTENS, HO C Y4ETOM PacX040B, CBA3AHHbIX C TaMOXEHHbIM
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0hopMJIEHNEM) Ha COOTBETCTBYHOLW NI pedepeHTHbIN JIEKAPCTBEHHbIN MpenapaT B MHOCTPaHHbIX
rocygapcTBax, YKa3aHHbIX B MpUaoXXeHun Ne 2 K METOAUKE, C NPUMEHEHNEM MOHMXAIOLWErO
Ko3(pprLiMeHTa, 3Ha4YeHNa KOTOPOro onpenensoTcs B COOTBETCTBUM C npusioxeHneM Ne 5 K HacToALWMM
Mpasunam.

B cnyyae oTCyTCTBUSA LEH Ha pedhepeHTHbIN JIeKapCTBEHHbIM NpenapaT B MHOCTPaHHbIX FOCYyAapCTBaXx,
yKa3aHHbIX B MpunoxxeHun Ne 2 K MeTOAUKE, pacyeT LeHbl Ha COOTBETCTBYIOLME BOCMPOU3BEAEHHbIE,
HroaHanorosble (buonofobHbIE) NEKApPCTBEHHbIE NPenapaThl ocylecTBaseTcs ®enepanbHon
AHTMMOHOMOJLHONM Cy>K60M Ha OCHOBAHMM MUHUMaJIbHOW OTMYCKHOW LieHbl MPON3BOAUTENS Ha 3TOT
BOCMNPOW3BeeHHbIN, BuoaHanorosbii (6ronoaobHbIN) nekapCTBEHHbLIN NpenapaT (6e3 yyeTa
NMPOM3BOLACTBEHHbIX MOLLAL0K NPOM3BOANTENSA) MO MEXAYHAPOAHOMY HEMATEHTOBAaHHOMY HaVMEHOBAHWIO,
JIeKapCTBEHHON (hopMe 1 A03MPOBKe B MHOCTPAHHbLIX FOCYAAPCTBaX, YKa3aHHbIX B NpuaoKeHnm Ne 2 K
MeToAUKE.

41. MMHNCTEPCTBO 3A4paBooXpaHeHns Poccuiickon Peaepaumn no ucteveHun 70 paboynx aHen co aHs
BCTYMNEHNS B CUJTY MOCTaHOBNeHNS MNpaBuTenscTBa Poccninckon ®enepauun, ykasaHHOro B NyHKTe 3
HacToawwmx MNpasun, HanpaeaseT B PefepasibHy0 aHTUMOHOMNObHYI0 CNy>XOy CANCOK pedepeHTHbIX
JIEKapCTBEHHbIX NPEenapaToB, NPeaesbHble 0TNYCKHbIE LieHbl Ha KOTOPbIE 3aPEerncTPMpoBaHbl U BKJIKOYEHbI
B peecTp, HO He 3asAB/ieHbl K 06d3aTesIbHON NepeperncTpaunm nam B 06s3aTeNbHON NnepeperncTpaumm
KOTOPbIX OTKa3aHO ABa)XAbl B COOTBETCTBMU C NyHKTaMn 11 1 12 HacToawmx MNMpaBun, a Takxe nepeyeHo
COOTBETCTBYHIOLINX UM BOCNPOM3BEeAEHHbIX, BroaHanorosbix (6onogobHbIX) IeKapCcTBEHHbLIX NpenapaTos.,
npegesbHble OTMYCKHbIE LIeHbl Ha KOTOPbIE 3aperncTpUpPOBaHbl U BKOYEHbI B peeCTp, COAEPKaLLmM
HeobxoamMoe ON5 NPUMEHEHUS MOHUXAOLWEr0 KO3 dULMEHTa onMcaHne BOCNPOU3BEAEHHbIX,
6roaHanorosbix (6bronoaobHbIX) NeKapCTBEHHbLIX MpenapaToB (HOMep perncTpaunoHHOro yaoCcToBepeHns
JIeKapCTBEHHOrO npenapaTa, HaMMeHoBaHWe Bfagesbla Uan gep)xatens perncTpaunoHHoro
YyO0CTOBEPEHMS SIeKapCTBEHHOr0 NpenapaTa, HanMeHOBaHUSA nNpounssoauTenel (NPonM3BoLCTBEHHbIX
naowanok Npon3BoanTeNsa), MexayHapoaHoe HernaTeHTOBaHHOE HavMeHOBaHMe (Npu ero OTCyTCTBUM -
XUMUYECKOE WSIN TPYNMMPOBOYHOE HAUMEHOBAHMWE), TOProBOE HaMEHOBAHWE, NeKapCTBEHHas (opMa,
[03UPOBKa (KOHLEeHTpauunsa, 06beM, akTUBHOCTb B €4MHMLAX OENCTBWA), Bblpa)KeHHas B COOTBETCTBYOLLMX
eanHNLaxX n3mepeHuns, hopma BbiNMyCka, KOIMYECTBO B NOTPEOMTENLCKOM YyNakoBKe, MNOCAeaHsS
npenesbHas 0TANYCKHas LieHa C YKa3aHMeM AaTbl U HOMepa Nprka3a MuHncTepcTBa 34paBoOOXPaHEHNS
Poccninckon ®Pegepaunm 0 perucTpaunm unn nepeperncTpaumnm npeaesibHon oTNyCKHOM LieHbl Ha
JIeKapCTBEHHbIV NpenapaT 1 (1n) aaTbl 1 HOMepPa BbIMUCKN U3 peecTpa, BblAaHHOW BRagebLy Uan
AepXaTento perncTpaunoHHOro yaoCcToBepEHMS eKapCTBEHHOIrO NpenapaTa no pe3yabTaTaM BHeCEHUS
N3MEHEHUI B PEECTPOBYIO 3aMnCb PEECTPa, LUTPUXOBOWN KOA, HAHECEHHbIN Ha BTOPUYHYIO
(moTpebnTenbCcKyo) YNakoBKY IeKapCTBEHHOIO NpenapaTa), Ha ByMa)KHOM HOCUTEeNe U B 3IEKTPOHHOM
BuIe B TabnnyHom chopmarTe.

42. ®epepanbHas aHTMMOHOMONbHAaA cnyxba B TedeHne 60 paboynx gHEN Co OHA NOayYeHus OT
MuHmncTepcTBa 34paBooxpaHeHuns Poccuinckon ®eaepaumm CBeAeHNN, NPeayCMOTPEHHbIX MyHKTOM 41
HacToawwmx MNpaBuna, NPOBOAMT B COOTBETCTBUW C HacToAWMMM MNpaBuiaMm N METOANKON pacyeT
npenesbHbIX OTMYCKHbIX LeH Ha BOCNpon3BeneHHble, buoaHanorosbie (bnonofobHble) neKkapcTBEHHbIE
npenapaTbl, COAEPXXaLLUA NHGOPMALINIO 0 HOMEPE PErMCTPALMOHHOIO YA0CTOBEPEHNS JIEKAPCTBEHHOIO
npenapaTta, HAMMEHOBaHUW BNagesbla Uan gep)xatens perncTpaunuoHHoOro yaoCcToBepeHns
JIeKapCTBEHHOrO npenapaTa, HaMMeHoBaHMAX nNponssoauTenen (NPOM3BOACTBEHHbIX MI0OLWAL0K
Npon3BOANTENSA), MEXAYHAPOAHOM HEMATEHTOBAHHOM HaMMEHOBaHWM (NPW ero 0TCYTCTBUMN - XMMUYECKOM
WA FPYNNMPOBOYHOM HAaMMEHOBAHWN), TOPrOBOM HAaMMEHOBAHWUN, JIeKapCTBEHHON hopMe, A03NPOBKE
(KoHUeHTpaunn, obbemMe, aKTUBHOCTU B eAMHMLAX OeACTBMA), DopMe BbiMyCKa, KOMYECTBE B
noTpebuTenbCKOo ynakoBke, NpefenbHON OTNYCKHOW LieHe, paccynTaHHon ®efepalibHon
AHTUMOHOMOJIbHOW CNYXO0W, LUTPUXOBOM KOAE, HAHECEHHOM Ha BTOPUYHYIO (NOTPebUTENbCKYH) YNaKOBKY
JleKapCTBeHHOro npenapaTa. OgHoBpeMeHHO PefepasibHas aHTMMOHOMOMbHAsA cyxba nybankyeT
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YyKa3aHHbI pacyeT Ha CBOeM oumumnanbHOM canTe B ceTu "IHTepHeT" 1 HanpaBaseT ero B MMHUCTEPCTBO
34paBooxpaHeHns Poccminckon depepauun Ha BymMaxKHOM HoCcUTene 1 B 3N1eKTPOHHOM Bue B TabanyHOM
topmare.

43. Mpu NpeacTaBneHnn aepXKaTeNnemM namn BnafenbleM perncTpaumnoHHOro yaoCcToBepeHmns pehepeHTHoOro
NeKapCTBEHHOro npenapata (YNnoAHOMOYEHHbIM UM JIMLLOM) B MUHUCTEPCTBO 34paBOOXPaHEHUs POCCUNCKON
defepalmm LOKYMEHTOB B COOTBETCTBMM C MYHKTOM 4 HacToAwmx MpaBua nocie HanpasieHns
MuHnCTepCcTBOM 3a4paBooxpaHeHns Poccninckon degepalimm 4OKYMeHTOB B PefepalibHyio
AHTUMOHOMOJIbHYIO CNY>XBYy B COOTBETCTBUM C MyHKTOM 41 HacTosAwmx MpaBui, 3a UCKKDYEHMEM Ciy4as,
NpeayCcMOTPEHHOro NYHKTOM 16 HacTosawwmx Mpasun, 3asBaeHHas K 0653aTensHON NnepeperncTpaum
npenenbHas 0TNYCKHas LleHa Ha pedepeHTHbIN NeKapCTBEHHbIN NpenapaTt He MOXeT MNpeBbiWaTb
MaKC/MalbHYI0 NepeperncTpnpoBaHHyto B 0643aTeNIbHOM NOPsSLKe NpefesbHY OTAYCKHYIO LEHY Ha
COOTBETCTBYIOLLMIA BOCMPOU3BEAEHHbIN, BrioaHanorosein (61onofobHbIN) NekapCTBEHHLIA Npenapart.
(ODononHeHne npaBuaamu - NoctaHoBneHne MpaButenscTBa Poccunckon depepaunm o1 16.12.2019 Ne
1683)

MPUTOXKEHNE Ne 1

K Mpasunnam ob6s3aTeNbHOWM NepeperncTpaunm

B 2019 - 2020 rogax 3aperucTpupoBaHHbIX NpeaesibHbIX OTMYCKHbIX LIeH NPON3BOAMTENEN Ha
NeKapCTBEHHbIE NMpenapaThbl, BKAIOYEHHbIE B MepeYeHb KN3HEHHO HEOOX0AMMBIX 1 BaXKHEMLWNX
JleKapCTBEHHbIX NpernapaTos

(dpopma)

3AABJIEHNE

06 obsa3aTensHoN nepepermnctpaumy B 2019 - 2020 rofax 3aperncTpMpoBaHHON NPeaebHON OTNYCKHOW
LeHbl NPOM3BOANTENSA Ha pedepeHTHbIN IeKapCTBEHHbIN NpenapaT, BKIKYEHHbIN B NepevyeHb XU3HEHHO
HeobX04MMbIX N BaXXKHENLLNX JIEKAPCTBEHHbIX MpenapaToB

3asBuTenNb
(HanMeHOBaHWe, MOYTOBLIN agpec, agpec 3IEKTPOHHON NOYThI)

JepxaTenb Uan BnageneL perucTpaLnoHHOro yA0CTOBEPEHUS JIEKAPCTBEHHOM0 NpenapaTa

(HanMeHoOBaHWe, MOYTOBLIN agpec, agpec 3IEKTPOHHON NOYThI)

No

n/n

Ctapus

npow3s

BoacTeallpomssoauTesnb (HammeHoBaHne)AnpecCTpaHallns pOCCMNCKMX OPULNYECKNX NuL, -
NAEHTNPUKALMOHHbIN

HOMep HasioronfaaTeNblinKa, NS MHOCTPAHHbIX PUANYECKUX NUL, - KOL HasoronaaTeblinka
B CTpaHe perncrpauun (MHKoprnopaunum) nim

ero aHasorHanmeHoBaHMe perncTpupytowero opraHaPerncTpaunoHHbIA HOMep

Ne

n/n

Homep peruncTpa

LLMOHHOr0 y4OCTOBE

peHnsMe)xayHapoLHOe HernaTeHTOBaHHOe, N rPynnupoBOYHOE,
NN XMMNYECKOe HauMeHOBaHNEe*TOproBoe HauMeHo
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BaHueJlekapcTBeHHas hopMa, [03MPOBKA, KOMMIEKTHOCTL**ObLLee KONNYEeCTBO BO BTOPMUYHOM
(noTpebutens

cKon)

ynakoBkellpenenbHas 0TNYyCKHas LeHa Npou3BoanTens 3a notpebutensckyto ynakosky**6es HIAC (pybnen)
LLITpnxoBOW KoL, HaHECEHHbI Ha BTOPUYHYIO (MoTpebutens

CKY10)

ynakoBkyKooATX

KoaTH B3 EA3C

12345678910

YnosHOMOYEeHHOEe Lo

(.n.0.)

(DOMKHOCTB)

(nognuce)

KOHTaKTHble TeleoHbI
ALpec 3N1eKTPOHHON NOYThl

M.M. (npu Hann4mn)

* B c/lyyae OTCYTCTBUS MEXAYHAPOLHOr0 HENaTeHTOBAHHOMO HaMMEeHOBaHNS B perucTpauuoHHOM
YyLO0CTOBEPEHMMN NEKApPCTBEHHOMO NpenapaTa yka3blBaeTCAa HaVMeHOBaHWe NeKapCTBEHHOM0O npenapaTa,
npefycMoTPEHHOE NepevyHEM XU3HEHHO HEOBXOAMMbIX U BaXKHEWNLLNX JIEKapCTBEHHbIX NpPenapaToB.

** B ciyvasnx, NpeayCMOTPEHHbIX MyHKTOM 25 MpaBu rocygapCTBEHHON perncTpaumm n nepeperncrpaumm
npegenbHbIX OTNYCKHbIX LIeH NPOM3BOAMTENIEN Ha NNEKAapPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B NEPEYEHDb
YKN3HEHHO HeoBX0AUMBIX N BaXXKHENLINX NEeKAPCTBEHHbLIX MPEenapaToB, YTBEPXXAEHHbIX MOCTAHOBAEHNEM
MpaBuTenbcTBa Poccuiickon Penepaunn oT 29 okTabps 2010 r. Ne 865 "O rocyapCTBEHHOM
perynnpoBaHUN LieH Ha NeKapCTBEHHbIE NpenapaThl, BKAOYEHHbIe B MepeYyeHb XN3HEHHO HE0BX0ANMBIX 1
Ba)XKHENLUMX IeKapCTBEHHbIX NpenapaToB", 4ONOSHUTENIbHO YKa3bliBaeTcs (hopMa BbiNMyCKa JIeKapCTBEHHOI O
npenapaTa, C y4eTOM KOTOPOWN paccymnTbIBAaeTCA npegesbHas oTNyCcKHasa LieHa Npon3soanTens 3a
noTpebuTenbCKyto YNakoBKY JIeKapCTBEHHOrO npenapaTa.

(OononHeHne npunoxeHneM - NocTaHoBeHMe MNpaBnTensCTBa Poccninckon Pegepaumm ot 16.12.2019 Ne
1683)

MPUNTOXKEHUE Ne 2

K MpaBnnam oba3aTenbHON NepeperncTpauum

B 2019 - 2020 rogax 3aperucTprpoBaHHbIX NpefesibHbIX OTAYCKHbIX LLeH Npou3BoauTeNnen

Ha JleKapCTBEHHbIE MpenapaThl, BKOYEHHbIE B NepeYeHb XXN3HEHHO HEOBXOANMbIX U BaXKHENLLNX
JleKapCTBEHHbIX NpernapaTos

(chopma)

PACHET
npenesibHON OTNYCKHOW LieHbl MPOM3BOANTENA Ha pehepeHTHbIN NeKapCTBEHHbLIN Npenapar,
npencTasnsemon ans obszatenbHon nepepernctpauum B 2019 - 2020 rogax

(HaMMeHOBaHMe OpraHu3aumnmn - 3a9BUTENS)

1. CBefeHus 0 IeKapCTBEHHOM MpenapaTe
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1.1. Homep permcTpaunmoHHOro yaocToBepeHus

1.2. Me)xgyHapo4HoOe HernaTeHTOBaHHOE, AN FPYNMNMPOBOYHOE, NN XMMUYECKOE HAaUMEHOBaHMeE

1.3. ToproBoe HavMeHOBaHWe

1.4. lekapcTBeHHas hopMa, AO3NPOBKA UM KOHLLEHTPaLMS, 06BbEM, aKTUBHOCTb B €AVHNLIAX OENCTBUA
1.5. ObuLiee KONMYECTBO BO BTOPMYHOM (NOTpebuTensCckom) yrnakoBke

2. PacyeT ueHsbl

No

n/n

Kogn

TH B34 EASCMuHMManbHas 0TNyCKHas LeHa Npou3BOAMTENS Ha IeKapCTBEHHbIA NpenapaT B rocyaapcTee
NpoM3BOAWNTENA N B APYIMX FOCyAapCTBax B

COOTBETCTBUM C NpuoxeHnem Ne 3*[poekT

OTMYCKHOW

LeHbl

"nocTtaBka 6e3 onnathl NowAnHbl" (pybnen)**encTByowas CTaBKa

TaMO)KEHHOW NMOoWMHBLI*CO0pbI 33 TaMo)KeHHoe odopmieHue (pybnein)**MpoekT pacYeTHOW OTMYCKHOM
LieHbl NPON3BOAUNTENSA

C y4eToM

TaMOXXEHHbIX

pacxonos,

pybnen

(6e3 HOC)

HanMeHOoBaHMe CTpaHblLeHa (pybnen)npoueHToBpybaen

123456789

* YKa3bIBalOTCA MUHMMasbHOE 3Ha4yeHne 13 rpadbl "PacyeT oTNyCKHOW LieHbl, B pybnsax" n rocyaapcTtso,
LieHa B KOTOPOM MCNOMIb30Banack ANs pacyeTa, n3 npunoxeHus Ne 3 K Mpasunam obs3aTtensHom
nepepeructpaumm B 2019 - 2020 rogax 3aperncTpupoBaHHbIX NpefesibHbIX OTMYCKHbIX LeH
NPON3BOANTENEN Ha JIEKAPCTBEHHbIE MPenapaThl, BKAOYEHHbIE B MepeyeHb KXU3HEHHO HEOOXO0AMMBIX U
Ba)XHEMNLUMX NEKAPCTBEHHbIX NPenapaToB, yTBEPXXAEHHbLIM NOCTaHOBAeHMEM [IpaBUTeNnbCTBa POCCUNCKON
depepaumm oT 16 gekabpsa 2019 r. Ne 1683 "O BHECEHWUW N3MEHEHWIA B HEKOTOpPbIE akThl [paBUTENLCTBA
Poccunckon ®efepalimm B HaCTU roCyfapCTBEHHOW perncTpaunm n nepepernctpauun npenesnbHbixX
OTMNYCKHbIX LleH Ha NeKapCTBEHHbIE NpenapaThl, BKOYEHHbIE B MepeYeHb XN3HEHHO HEOBX0ANMBIX 1
BaXKHENLLMX leKapCTBEHHbIX NpenapaTos".

** He 3an0nHsAeTCA AN NEKapCTBEHHbIX NpenapaToB NPoU3BoANTENSA FrOCYAapCTBa - YieHa EBpa3ninckoro
3KOHOMWYECKOr0 COK3a M NEKaPCTBEHHbIX NpenapaToB MHOCTPAHHOIO NPOM3BOACTBA, NepBUYHAsA 1 (M)
BTOPMYHAs yNakoBKa KOTOPbIX OCYLLECTBASETCS WAN MNIAHUPYETCSA OCYLLeCTBAATLCA B PoCCuiiCKon
depepauymn.

PykoBoguTenb opraHusaumnm-3assBuTtens

(nognuchk)

(¢p.n.0.)

(TenedoH, agpec
3N1EKTPOHHOW MOYThI)
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M.M. (npun Hann4nn)

McnonHutens
(noanwuce)

(¢h.n.0.)

(TenedoH, agpec
3JIEKTPOHHOW NOYThI)

(JononHeHue npunoxeHuem - MoctaHosneHNe MpaBuTensCcTBa Poccunckon Gepepauum ot 16.12.2019 Ne
1683)

MPUNOXKEHWE Ne 3

K MpaBunam ob6s3aTeNbHOM NepeperncTpauum

B 2019 - 2020 rogax 3aperncTpupoBaHHbIX MPeaesbHbIX OTMYCKHbIX LieH NPOn3BOAMNTENEN Ha
NeKapCTBeHHbIE MNpenapaThbl, BKJKDYeHHbIE B NepevYeHb XXN3HEHHO Heo6XO)J,VleIX N BaXKHENLLNX
JleKapCTBEHHbIX NpenapaTos

(hopma)

NHOOPMALNA
0 MUHUMAJbHbIX OTMYCKHbIX LieHax
Ha NIEKapCTBEHHBIN NpenapaT B MHOCTPAHHbIX FOCyAapCTBax

CeepeHuns o NeKapCTBEHHOM MpenapaTe

1.1. Homep permctpaumMoHHOro yLoCTOBEPEHNS

1.2. Me)xxayHapoHOe HernaTeHTOBaHHOE, AN rPYNMMPOBOYHOE, NN XMMUYECKOe HauMeHOoBaHune

1.3. Toproeoe HanMeHoOBaHue

1.4. lekapcTBeHHas hopMa, A03NPOBKA NN KOHLIEHTPaLKMS, 06BbEM, aKTUBHOCTb B €VHMLIAX AEeNCTBUSA
1.5. ObLLee KONMYeCTBO BO BTOPUYHOM (NOTPebUTENLCKONM) YNakoBKe

[ocynapcTsa

OTnyckHas LeHa Npou3BOAMTENS Ha NEKAPCTBEHHLIN NpenapaT 3a YyNakoBKy
(B MHOCTpaHHON BantoTe)

OTnyCcKHas LeHa Npou3BOAMTENS Ha NEKAapPCTBEHHLIN NpenapaT 3a 1 NeKapCTBEHHYI0
hopmy

(B MHOCTpaHHON BantoTe)*

OTnyckHas LeHa Npou3BOAMTENS Ha IEKaPCTBEHHLIN Npenapat

3a eQUHNLY AeNCTBYIOLLEro BELecTBa

(B MHOCTpPaHHOM BanOTe)**

HanmeHoBaHWe NHOCTPAHHOM

BaJIlOThI

PacyeT oTnycKHoW

LeHbl B pybnsax**

BeHrpus

pedveckan Pecnybnuka
KoponescTBO benbrus
KoponeBcTBo icnaHmsa
KoponescTtso HupoepnaHnos
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Pecny6bnuka MonbLua
PyMbIHUKSA

Cnosaukas Pecnybnuka
Typeukas Pecnybnuka
®paHuy3ckas Pecnybnvka
Yewuckan Pecnybnuka
CTpaHa nponssogmnTens

* PaccuynTbiBaeTCA B Cnyvae oba3aTenbHon nepepernctpaumm B 2019 - 2020 rogax npenenbHOM OTMYCKHON
LieHbl Ha IeKapCTBEHHbIN NpenapaT, KOJIMYeCTBO NEeKaPCTBEHHbLIX (DOPM B NOTPEbUTENLCKON YyNaKoBKe
(KonnM4ecTBO L03 B YNakoBKe, 06beM) KOTOPOro OTCYTCTBYET B OTAE/IbHbIX FOCyAapCTBax.

** PaccymTbIBaeTCA B C/iydae obszaTensHon nepepeructpaumm 8 2019 - 2020 rogax npefensHON
OTMNYCKHOW LIeHbl Ha NEeKapPCTBEHHLIN NpenapaT C LO3MPOBKON, KOTOpPas OTCYTCTBYET B OTAENbHbIX
rocyfapcTBax. B pacyeTe He yuynThIBalOTCA 6avKanlLme CMeXHble LO3UPOBKY, NPEBLILLAIOLWNE AO3MPOBKY
3a8B/IEHHOr0 JIeKapCTBEHHOr 0 NpenapaTa, NpefHa3Ha4YeHHoro Ana NpMMeHeHns B neanaTpuyeckon
NpakTuKe (Ha OCHOBaHWW CBEAEHUI UHCTPYKLIMM NO MEAULNHCKOMY NpUMeHeHunto), 6onee 4yem B 2 pasa.
** [TepecyeT LieHbl B MHOCTpPaHHOW BantoTe B py6an oCyLLeCTBASAETCA N0 CPefHEMY KypCy
COOTBETCTBYHOLLEN MHOCTPaHHONM BaMtoThl K pybnto Poccuiickon degepaunmn, yCTaHOBAEHHOMY
LleHTpanbHbiM 6aHkoM Poccuiickon ®epepaumm 3a 2018 roa.

MpyMeyaHme. B cnyvyae ecniv LieHbl B OTAENbHbIX CTPaHaX onpeaenstoTcs Ha OCHOBE MEXIOCyAapCTBEHHbIX
CornaleHunin No BONPOCaM NoCTaBKM JIEKAPCTBEHHOMO NpenapaTta, Heobxo4nMo yKaszaTb 0CO6EHHOCTU
(hopMMpPOBaHNS 3TUX LeH. [pM 3TOM He yYUTLIBAIOTCA LieHbl Ha IEKAPCTBEHHbIE NpenapaThl, MOCTaBAsSEMbIE
3a CYET MeXAyHapoAHbIX (PMHAHCOBLIX OpraHu3aumin (PoHAO0B) MO peLLeHnto BceMmnpHoM opraHu3angmm
3[4paBOOXPaHEHNS.

PykoBOAMTENb OpraHn3aummn-3asaBuTens
(mognunck)

(h.n.0.)

(TenedoH, agpec
3NEKTPOHHOWN MOYThI)

M.T. (npwn Hann4mn)

McnonHutens
(nognuce)

(th.n.0.)

(TenedoH, agpec
3NEKTPOHHOW MOYThI)

(LononHeHne npunoxeHuem - MNoctaHoseHNe MpaBuTenscTBa Poccuinckon ®epepaumm ot 16.12.2019 Ne
1683)

MPUNOXEHWE Ne 4
K MpaBunam oba3aTenbHON NepeperncTpaumm
B 2019 - 2020 rofax 3aperncTpupoBaHHbIX NpefenbHbIX OTNYCKHbIX LieH nponssoguTenei Ha
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NeKapCTBeHHbIE NpenapaThbl, BKJAOYeHHbIE B NepevYeHb XXN3HEeHHO HEOOXOAMMbIX U BaXXHENLLNX
NeKapCTBEHHbLIX MpenapaToB

CBEJEHNA

0 Ha M4 3aperncTpmupoBaHHbIX npenesibHblX OTMNYCKHbIX LeH 3aAB14eMOro ieKapCTBeHHOro npenapaTa

(HanMeHOBaHMe OpraHu3aunmn-3asaBuTeNs)
|. CBeleHNs 0 NeKapCTBEHHOM MpenapaTe

1.1. Homep permucTpaLmMoHHOro ya0CTOBEpPeHUS

1.2. Me)xxayHapoLHOe HernaTeHTOBaHHOE, N rPYNMnMPOBOYHOE, NN XMMUYECKOe HauMeHOoBaHune

1.3. Toproeoe HanMeHoOBaHue

1.4. lekapcTBeHHas hopMa, AO3NPOBKA UM KOHLLEHTpaLma, 06beM, akTUBHOCTb B e4MHMLAX OENCTBUA
1.5. ObLLee KONMYECTBO BO BTOPUYHOM (NOTPebUTENbCKON) YNakoBKe

Il. PacyeT uUeHbI

No

n/n

Bnazenew perncTpaLmnoHHOro yaoCTOBEPEHUS NEKAPCTBEHHOro NpenapaTa (Mpon3BoAMTE b, YNAKOBLUUK,
OopraHu3auus, oCcyLLeCTBAAOLWAS BbiMyCKalOWNA KOHTPOIb)JlekapcTBeHHas opma,
L,031poBKaKonyecTBo B NoTpebnTensCKom ynakoskeHomep n gata

npviKasa o rocyapCTBEHHOW perncTpauny (nepeperncrpaunm) npenesibHom
OTMYCKHOW LeHbl3aperncTpupoBaHHas npeaenbHas

OTMNYCKHas LeHa Npou3BoANTENS Ha ieKapCTBeHHbIN npenapaT (6e3 HAC), pybnen
3a notpebu

TenbCKyio

ynakoBKypacyeT

3a O4HY JIeKapCTBEHHYI0 hopMypacyeT

3a eQUHNLY AelCTBYIOLLEro BeLecTBa

12345678

PYKOBO,ELI/ITeJ'Ib OopraHn3saunn-3aasutend

(nognunck)

(¢p.n.0.)

(TenedoH, agpec
3N1EKTPOHHOW MOYThI)

M.I. (npwn Hann4nn)

McnonHutens

(nognuce)

(th.n.0.)

(TenedoH, agpec
3JIEKTPOHHOWN NOYThI)

(JononHeHne npunoxeHuem - NMoctaHoBeHNe MpaBuTensCcTBa Poccuinckon ®epepauum ot 16.12.2019 Ne
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1683)

MPUNTOXKEHWE Ne 5

K MpaBunam obs3aTeNbHOM NepeperncTpauumn

B 2019 - 2020 rogax 3aperncTpupoBaHHbIX MPeaesbHbIX OTMNYCKHbIX LieH NPON3BOAMNTENEN Ha
JIEKapCTBEHHbIE NpenapaThbl, BKAIOYEHHbIE B MEPEYEHb XKN3HEHHO HEOOXOAUMBIX 1 BaXKHENLINX
JIeKapCTBEHHbIX NpenapaTos

®OPMYJ1bl PACHETA

MOHWXAKLLNX KOIPDULNEHTOB, NMPpUMeEHAeMbIX Npu 0bsa3aTensHON nepepeructpaumm 8 2019 - 2020 rogax
npeaenbHbIX OTNYCKHbIX LIEH NPOU3BOANTENEN Ha BOCMPOM3BeAEHHbIE, BnoaHanoroBblie (bnononobHble)
NeKapCTBEHHbIE MpenapaThbl

3aperuncTpmpoBaHHas

npegenbHasa OTNYCKHas LieHa 3a NoTPebuTeNnbCKylo YNakoBKY pe)epeHTHOro IeKapCTBEHHOMO
npenapaTa, Lped (pybnen)NoHmxatowmnn koahhuuneHT g pacyeTa LeHbl Ha BOCMPOU3BEAEHHbIN
JIeKapCTBeHHbI npenapaT, KnlMoHmXatowmin Ko3dhpuumMeHT ANs pacyeTa LieHbl Ha 61oaHanorossbini
(6MononobHbIN) NeKapCTBEHHbIA NpenapaT, Kn

NpOM3BOANTENA FOCYAAPCTBa - YieHa EBpa3nMnckoro 3KOHOMMYECKOro Cot3a, MPOLEHTOBMHOCTPAHHOIO
Npou3BoACTBa*, NPOLEHTOBMPON3BOAMTENS rOCYAapCTBa - YaeHa EBpa3niiCKoro SKOHOMMYECKOro CO3a,
NPOLEHTOBMHOCTPAHHOI0 NPON3BOACTBa*, MPOLLEHTOB

10 100 pybnein (BKNOYMTENLHO)

0000

oT 100 pybnen go 500 pybnei (BKAOYNTENBHO)

04 x (Uped)°,2* - 1000

oT 500 pybnen go 100000 pybnen (BkIOYNTENBHO)

3,6 x (Uped)°,23 - 104 x (Lpet)°,2* - 100,6 x (LUped)°,3* - 50,39 x (Lped)?,*: -5

csbiwe 100000 pybnen

40552540

* JlekapCTBeHHbIe npenapaTbl UHOCTPAHHOIO NPOU3BOACTBA, B TOM YMC/e NepBuYHas 1 (Miv) BTOpUYHas
yNaKoBKa KOTOPbIX OCYLLECTBASETCA UK MaHUpyeTCa oCyLWecTBAATbCS B Poccunckon ®epepaumm.
(DononHeHne npunoxeHueM - MNoctaHoBneHWe MNpaBuTenscTBa Poccuinckon ®epeparmm ot 16.12.2019 Ne
1683)

YTBEP)XLEHbI

nocTaHoBseHVeM lNpaBUTeNbCTBA

Poccuinckon ®epepauun

0T 29 okTa6ps 2010 r. Ne 865

(B pemakummn noctaHoBneHUs MpaBuTenbcTBa Poccminckon depepaLmu
0T 8 okTsbpsa 2018 r. Ne 1207)

MPABUJIA

BEAEHUS roCyAapCTBEHHOIO peecTpa NpeaesbHbIX OTNYCKHbLIX LIEH NPOU3BOANTENEN Ha IEKAPCTBEHHbIE
npenapaThl, BKJIIOYEHHbIE B NMEPEYEHb XXN3HEHHO HEOOX0AMMbIX N BaXKHENLLNX JIEKAPCTBEHHbIX MPenapaToB
1. HacTosiwume lMNpaBuia yCTaHaB/MBaOT NOPALOK BeAeHUS roCyLapCTBEHHOro peecTpa npefesibHbIX
OTMYCKHbIX LleH MPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYeHb XN3HEHHO
HeobX0AMMbIX N BaXXHENLLNX NEKAPCTBEHHbIX NPenapaToB (fanee - peecTp).

2. PeecTp siBnsieTCA thenepanbHOM MHPOPMALIMOHHOM CUCTEMON, COAep Kallen CBeAeHNS O
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roCyAapCTBEHHOW perncTpaunmn npefenbHbiX OTMYCKHbIX LeH NPOU3BOAMTENEN Ha NEKAPCTBEHHbIE
npenapaTbl, BKJIlOYEHHbIE B MEpPeYeHb XKN3HEHHO HEOBXOANMBIX N Ba)KHEMLLNX JIEKAPCTBEHHLIX MpenapaToB
(manee - nekapCTBEHHbIE NpenapaThl).

3. PeecTp BegeTca MUHUCTEPCTBOM 34paBooXpaHeHns Poccunckon ®enepalimm B 31€KTPOHHOM Bue €
NpMMEeHeHNeM aBTOMaTU3NPOBAHHOW CUCTEMbI MyTEM BHECEHWSA B peecTp peecTpPoBbIX 3anuncei.

4. BepgeHue peecTpa OCyLLeCTBASAETCSA B COOTBETCTBUN C € ANHBIMU OPraHn3aLoHHbIMNA,
MeTOA0JIOrMYECKMMM N NPOrPaMMHO-TEXHUYECKMMI MPUHLMNamMK, obecneynBaowMMm COBMECTUMOCTD 1
B3aMMOLENCTBUE peecTpa C MHbIMK heaepasibHbIMU NHGOPMALNMOHHBIMUA CUCTEMAMUN U CETSAMM.

5. PeecTpoBas 3anncb 0 rocylapCTBEHHON perncTpaumm (Nnepepernctpaumm), obssatensHom
nepepernctpaumm B 2019 - 2020 rogax npenenbHON OTMYCKHOWN LieHbl MPOM3BOANTENSA Ha IEKAPCTBEHHbIN
npenapar (fanee - peecTpoBas 3anncb) COLEPXMUT ClefyoLlme CBefeHUs:

a) HaMMEeHOBaHNE AepXxaTena uam BnagesnbLa perncTpaLmMoHHOro yL0CTOBEPEHNSA IeKapCTBEHHOIO
npenapaTta, HAaMMeHOBaHWe NPOU3BOAMTENA IeKapCTBEHHOIO NpenapaTa, CBEAEHUS O permcTpaumm
nepxaTens unu Bnagesblia perucTpaumoHHOro yaoCcToBepeHns NeKapCTBEHHOM O npenapaTa B KavyecTee
HasioronsaTesblNKa, CBEAEHUS 0 perncTpalmm NpoM3BoANTENA IeKapCTBEHHOro nNpenapaTta 44
MeOMLUNHCKOro NPMMEHEHNS B Ka4YeCTBE HasloronaaTesbliKa B CTpaHe perncTpaumnm (419 poCcCUNCKUX
IOPUANYECKMX NNL - UAEHTUUKALMOHHLIN HOMep HanoronnaTenswuka (MHH), ons nHOCTpaHHbIX
IOPUANYECKMX UL - CTPaHa perncrTpauny, HauMeHoOBaHMe PerncTpUpPYoLLEero opraHa, PerMcTpaLoHHbIN
HOMep, KOA HaslorornsaTenblimka B CTpaHe perncrpaumm (MHKoprnopauumn) nam ero aHanor), MecTto
HaX0XXAEHNS NPON3BOACTBEHHbIX MIOWAA0K, YHaCTBYOLWMX B MpoLecce NpoM3BOACTBA JIeKapCTBEHHOIO
npenapara, C yKa3aHueMm CTagumn npoLecca Nnpon3BoACTBa;

6) HavMeHoBaHWe SIeKapCTBEHHOr0 NpenapaTa (MeXxayHapoAHoe HenaTeHTOBaHHOE, MW FPYNNUPOBOYHOE,
WAV XUMUYECKoe 1 TOProBoe HauMeHOBaHMNA), a B Cily4ae OTCYTCTBUA MEXAYHapOLHOro
HenaTeHTOBAHHOI0 HaMMEHOBAHUS - HAMMEHOBaHME, B COOTBETCTBUMN C KOTOPLIM JIEKAPCTBEHHbIN NpenapaT
BKJIOYEH B MEpeYeHb KN3HEHHO HEOOXO0AUMBIX N BaXKHENLLNX IEKaPCTBEHHLIX NPenapaTos;

B) HOMep perncTpauuoHHOro yaoCcTOBEPEHNSA IeKapCTBEHHOIo npenapara;

r) nekapcTBeHHas hopMa C yKaszaHUEM L03MPOBKK JIEKapCTBEHHOIO NMpenapaTa 1 ero Koan4ecTea BO
BTOPWYHON (MOTPebuTenbCKON) yNakoBKe, a TakKe KOMMIEKTHOCTb;

L) 3aperucTpupoBaHHas npefenbHas 0TNyCKHasa LeHa NPon3BOAMTENS Ha NEKAPCTBEHHbIN nNpenapaT B
pyonsx;

e) naTa u HoMmep npukasa MnHMCTepCTBa 34paBooxpaHeHns Poccuinckon ®efepaLnm 0 rocyaapCTBEHHOM
perncTpauumn (nepepernctpaumm), obssatensHon nepepernctpaumm B 2019 - 2020 rogax npenensHomn
OTMYCKHOW LeHbl MPOM3BOAUTENSA Ha JIEKAPCTBEHHLIN Npenapar;

el) nata u Homep nprKasa MUHUCTepPCTBa 34paBooxpaHeHnsa Poccuinckon depepauum 06 ycTaHOBAEHUM
npenesibHON OTNYCKHOW LieHbl MPOU3BOAMTENSA Ha NEKAPCTBEHHbLIN NpenapaT B COOTBETCTBUM C H4acTbio 9
CTaTbh 61 PenepanbHOro 3akoHa "06 obpalleHnn nekapcTBeHHbIX cpeacTs"; (LonoaHeHne NOANYHKTOM -
MocTaHoBneHune MpaBuTenscTBa Poccuinckon Gepepaunm ot 03.04.2020 Ne 441)

XK) LWUTPUXOBOW KOA, HAHECEHHbIN Ha BTOPUYHYIO (NOTPebUTENbCKYI0) YNAaKOBKY IeKapCTBEHHOIO
npenaparTa;

3) KO NIeKapCTBEHHOro npernaparta rno aHaToMO-TepaneBTUYeCKO-XMMNYECKON Kaccudukaumm,
pekoMeHL0BaHHON BceMMpHOM opraHm3aLmen 34paBooXpaHeHuns.

6. BHeceHve B peeCTp peecTpoBOW 3anNnUCKh OCYLLECTBASETCSA Ha OCHOBAHUN CBEAEHWNIA, MONYHYEHHbIX MpK
roCcyfapCTBEHHOW perncTpaunn (nepepernctpaunn), obsasatensHon nepeperncrpaumm B 2019 - 2020
rofax npeaesbHON OTNYCKHOW LIEHbI MPOU3BOANTENS Ha JIeKapCTBEHHbIN NpenapaT, B TedeHne 1 paboyero
[HA CO OHS:

NPUHATNA PeLeHnsa 0 rocy4apCTBEHHON perncTpaumm npeaenbHon 0TNYCKHON LeHbl NPOM3BOAUTENS Ha
JIeKapCTBEHHbLIN npenapar;

NPUHSATNA PeLeHnsa 0 NepeperncTpauumn npeaeabHon oTNyCKHOW LieHbl MPOU3BOAMTENS Ha NEKAPCTBEHHbIN
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npenapar;

NpUHATUS pelueHns o6 obsazaTensHon nepepeructpaumm B 2019 - 2020 rogax npeaenbHON 0TNYCKHOW
LeHbl NPOM3BOANTENA Ha JIEeKapCTBEHHbIM NpenapaT; (JononHeHne ab3auem - NocTaHoBAEHME
MpasuTenbcTBa Poccninckon ®egepaumm ot 16.12.2019 Ne 1683)

NPUHATUA MUHNCTEPCTBOM 34paBo0OXpaHeHns Poccuinckon Pegepaunn peleHmns ob yctaHoBaeHUN
npenesibHON OTNYCKHOW LieHbl MPOU3BOAMTENSA Ha IEKAPCTBEHHbLIN NpenapaT B COOTBETCTBMM C HYacTbio 9
CTaTbk 61 PenepanbHOro 3akoHa "06 obpalleHUn nekapcTBeHHbIX cpeacTs". ([lononHeHne ab3auem -
MocTtaHoBneHne MpaBuTenscTBa Poccunckon Gepepaunm ot 03.04.2020 Ne 441)

Mpu rocynapCTBEHHOW NepeperncTpaumy peectTpoBas 3anncb 0 roCyAapCTBEHHON perncTpaumm
3aperucTpmMpoBaHHON NpeaesibHOM OTMYCKHOW LieHbl MPOM3BOANTENA Ha IEKApPCTBEHHbIVM npenapaT
LONOSIHAETCA HOMEPOM N AaTOW peLleHns 0 nepeperncTpauny NnpeaenbHon OTNYCKHON LeHbI
NPOM3BOANTENSA Ha IEKAapPCTBEHHbIV Npenapar.

Mpu NpuHATUM MUHUCTEPCTBOM 3paBo0OXpaHeHns Poccunckon defepaunm peLeHns o nepeperncTpaumnm,
obsa3aTenbHon nepepernctpaumm B 2019 - 2020 rofax npefensHoW OTNYCKHONM LieHbl NPOM3BOAUTENS Ha
JIeKapCTBEHHbIV MpenapaT COOTBETCTBYOLWAA MHDOPMaLNs BHOCUTCS B PEECTPOBYIO 3aMnCb C YKa3aHNeM
HOMepa 1 JaThbl PeLlEHNS 0 NepeperncTpaunn, obssaTensHon nepeperunctpauum B 2019 - 2020 roagax.

7. BHeceHme n3MeHeHnin B peeCcTPOBYIO 3aMnCh OCYLLECTBJIAETCS B HYacTu:

N3MEHEeHUs CBeAEHUI O perncTpaumm gepxaTtens nan snagenbla perncTpauMoHHOro yaoCcToBepeHNs
JIEKapCTBEHHOrO NMpenapaTa B KayeCTBe HaJsloronaaTesblunKa (415 POCCUACKUX IOPUANYECKUX L, -
NAEHTUDUKALMOHHBIA HOMEP HanoronaaTesnblinka (MHH), ong nHocTpaHHbIX OPUANYECKNX NINLL - CTPaHa
perncTpaumm, HaMMeHOBaHNe PErMCTPUPYIOLLErO OpraHa, PerncTpaunoHHbIA HOMEp, Kof
HaforonsaTesbliNKa B CTPaHe pernctpauun (MHKopnopauun) nnam ero aHanor); (dononHeHne ab3auem -
MocTaHoBneHune MpaBuTenscTBa Poccuinckon Gepepaunm ot 16.12.2019 Ne 1683)

N3MEHEHUs CBeAEHUI O PerncTpaumm Npon3BoANTENS JIeKapCTBEHHOro nNpenapaTta 419 MeanLUHCKOro
NPYMEHEHNs B Ka4eCcTBe HajloromnaaTesblika B CTPaHe pernctpaumm (Ans poCCUNCKMX IOpUANYECKMX nL
- NUAEHTUMUKALMOHHBLIA HOMep HanoronnaTenswmka (MHH), 818 MHOCTPaHHbLIX IOPULMYECKUX NUL, - CTPaHa
perncTpaumm, HanMeHOBaHNE PErNCTPUPYIOLLEr0 OpraHa, PerncTpaLmoHHbIN HOMEP, KOA,
HaforonsaTeNblinKa B CTPaHe peructpauun (MHKopnopauun) nnm ero aHanor); (dononHeHne ab3auem -
MocTaHoBseHUe MpaBuTenscTBa Poccunckon ®epepaumm ot 16.12.2019 Ne 1683)

N3MEHEeHUs HauMeHOBaHMNA IeKapCTBEHHOI0 NpenapaTa (MeXxAyHapoLHOro HenaTeHTOBAHHOIO, Nn
rPYNNUPOBOYHOI0, NN XMMUYECKOrO M TOPrOBOr0 HavMeHOoBaHWI);

HanucaHus IeKapCTBEHHON hOpPMbl;

HanncaHusa JO3UPOBKN NEKApPCTBEHHOrO NpenapaTa;

N3MEeHEeHUs KoAa JIeKapCTBEHHOr O npenapaTa no aHaTOMO-TepaneBTUYeCKO-XMMNYECKON KnacCcudurKkaumm;
N3MEeHeHUs fepXxaTens uiam Blagenbla perucTpaLrMoHHOro yA0CTOBEPEHUS IeKapCTBEHHOMO npenapaTa,
€ro opraHn3aLnoHHO-NPaBoBOW (hOPMbI;

N3MEHEeHUs NPon3BOAUTENS, €r0 OPraHN3aLMOHHO-NPaBOBOM (hOPMbI, agpeca NPOM3BOAUTENA
JIeKapCTBEHHOI o npenapaTta Npu yCJIOBUN COXPAHEHUS ero NpuHaaleXXHOCTM K rocy4apCTBY - YNeHy
EBPa3ninCcKoro 3KOHOMMYECKOro CO3a UAN MHOCTPaHHOMY NMPOU3BOANTENIO;

N3MEHEeHNs HaMeHOBaHM NPON3BOACTBEHHBIX MAOLWAA0K, yYaCTBYOLWNX B NpoLecce Npon3BoACTBa
JIeKapCTBEHHOro npenapaTa, X MeCTOHaxX0XAEHUSA NPU YCNOBMUM COXPAHEHUS UX NPUHALSIEXXHOCTU K
roCynapcTBy - Y4ieHy EBpa3ninckoro 3SKOHOMUYECKOro Coto3a Win MHOCTPaHHOMY MPOU3BOAUTENIO;
N3MEeHeHUs HoMepa pPerncTpaLmMoHHOro yaooCTOBEPEHUS IEKAPCTBEHHOMO NnpenapaTa;

N3MEHEHUS LUTPUXOBOr0 KoAa, HAHECEHHOMO Ha BTOPUYHYIO (NOTPebuTenbCKyto) yNakoBKy NeKapCTBEHHOMO
npenapaTa;

N3MEHEHUS KOMMJIEKTHOCTU SIeKapCTBEHHOr0 nNpenapaTa (Npy yCaoBUM OTCYTCTBMSA N3MEHEHNS €ero
KOMMYeCTBa BO BTOPUYHON (NOTPebuTenbCKom) ynakoBKe);

N3MeHeHns PopMbl BbIMyCKa JIeKapCTBEHHOrO NpenapaTta, CONoCTaBUMON MO JIeKapCTBEHHON hopMe,
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N03UPOBKE (KOHLEHTPaLUW, aKTUBHOCTW B eANHULIAX OeRCTBUA) 1 06LLEMY KOIMYECTBY BO BTOPUYHOM
(noTpebnTenbCckon) ynakoBke (3a MCKIOYEHNEM CyYaeB, NPeayCMOTPEHHbIX MYHKTOM 25 MpaBun
roCyAapCTBEHHOW PerncTpaunm n nepeperncTpauumn yctaHaB/IMBaeMbIX MPON3BOAUTENAMMN NEKAPCTBEHHbIX
npenapaToB NpefesbHbIX OTNYCKHbIX LieH Ha JIeKapCTBEHHbIE NpenapaThl, BKIOYEHHbIE B MEPEYEHb
YKN3HEHHO HeoBX0AUMBIX N BaXKHENLINX NeKapPCTBEHHbLIX MPEenapaToB, YTBEPXXAEHHbIX MOCTAHOBAEHNEM
MpaBuTenbcTBa Poccuiickon Penepaunm oT 29 okTabps 2010 r. Ne 865 "O rocyapCcTBEHHOM
perynMpoBaHUN LieH Ha NeKapCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYyeHb XN3HEHHO HE0BX0ANMBIX 1
Ba)KHENLLMX JIEKAapPCTBEHHbIX NpenapaToB").

BHeceHne yKa3aHHbIX N3MEHEHU OCYLLLECTBASETCA Ha OCHOBaHWUW 3asBIEHNS Aep)XXaTena uan Bnagenbua
perncTpaLmoHHOro yA0CTOBEPEHNA SIeKapCTBEHHOM0 npenapaTa (YNoJIHOMOYEHHOro UM 1La),
NPeacTaBnsemMoro Ha 6yMmaxHoOM HocuTene (B 1 3K3eMnnspe) n B SNEKTPOHHOM Bre Mo popMe COriacHo
NpUA0XKeHN0, MUHNCTEPCTBOM 3paBooxpaHeHus Poccunckon ®enepaumm 6e3 cornacoBaHms ¢
depnepanbHON aHTUMOHOMOIbHONM CNY>XB0I C coXpaHeHMEM Noc/eaHen 3aperncTpUpPoBaHHOM LieHbI Ha
JIEKapCTBEHHbIV Npenapar.

MWHNCTEPCTBO 34paBoOOXpaHeHNs Poccminckon deaepaumm No pesyabTaTaM BHECEHUS U3MEHEHUI B
PEeeCcTpPOBYIO 3aMnChb BbIAAET AEpPXKaTEN UM BNageNbLy perncTpaLmoHHOro yaoCcTOBEPEHNS
JIeKapCTBEHHOro npenapaTa (YNoJIHOMOYEHHOMY MM NULY) BbIMNCKY N3 peecTpa.

[lonyckaeTcsi BHeCEHUNE N3MeHeHU B peecTp 6e3 cornacoBaHus ¢ PegepanbHON aHTUMOHOMOIbHOW
cnyx601 C coxpaHeHMeM nocneaHen 3aperncTpMpoBaHHON LeHbl Ha IeKapCTBEHHbIV npenapaT
WHOCTPaHHOI0 NPON3BOACTBA NMPU BHECEHUWN N3MEHEHNS B PEECTPOBYIO 3anmncb B 4acTW U3MEHeHMNA
WMHOCTPaHHOr0 NPOU3BOANTENS Ha MPOU3BOAMTENS rOCYyAapcTBa - YaeHa EBpa3niicKoro 3SKOHOMMYEeCKoro
coto3a.

CoOoTBETCTBYIOLME N3MEHEHNS BHOCATCS B PEECTPOBYIO 3aMnCh C YKa3aHMeM HoOMepa U AaTbl BHECEHMSA
N3MEHEHUNA.

8. MNpun BHECEHNN N3MEHEHNI B PEECTPOBYH 3aMnCb B COOTBETCTBUM C MYHKTOM 7 HacToAwmx MpaBnn B
cny4vae, eCiv B paMKax 04HOro perncTpauuoHHOro ya0CTOBEPEHNA IEKApCTBEHHOMO NpenapaTa
3aperncTpmMpoBaHoO HECKOIbKO NMpeaesibHbIX OTAYCKHbIX LIeH NPOM3BOANTENEN HA 3TOT JIEKAPCTBEHHbIN
npenapaT C TaKUMW XKe NeKapCTBEHHON POPMOIA, [O3UPOBKOWN N KOSIMYECTBOM BO BTOPUYHOWN
(noTpebuTenbCKon) ynakoBke, TO NOCNEHAS 3apernCTPpMpOBaHHas LleHa onpeaenseTcs C y4eTom
KOMMJIEKTHOCTMW IeKapCTBEHHOMO npenapaTa, (hopMbl BbiMyCKa IeKapCTBEHHOMO NpenapaTa n CTpaHbI-
NPOU3BOANTENS NEKAPCTBEHHOr0 NpenapaTa (Mpon3BOACTBEHHbIX NAOLAZL0K, YH4aCTBYOLWMX B NpoLecce
NMpoM3BOLCTBA JIEKapCTBEHHOr0 NpenapaTa).

9. CBefleHMs 0 roCcyapCTBEHHOWN perncTpaumm (nepepernctpaumnmn), obs3aTenbHON NnepeperncTpaummn B
2019 - 2020 rogax npeaesibHON OTAYCKHOW LieHbl MPOU3BOAUTENS Ha JIeKapCTBEHHbIN npenapaT nognexar
NCKJIIOYEHUNIO N3 peecTpa B Cly4ae:

a) NpeAcCTaBneHNsa AepXxaTeseM Uan BlafesbleM perncTpaLnoHHOro yooCTOBEPEHUS NeKapCTBEHHOr0
npenapaTa (YNoJIHOMOYEHHOr0 UM NMLa) 3as8BAeHNs 06 NCKIOYEHNN CBEAEHNIN N3 peecTpa B CBA3N C
OTCYTCTBMEM IeKapCTBEHHOr 0 NpenapaTa B obpalleHun Ha TeppuTopun Poccninckon depepauuu;

6) nckNtoYeHNa NeKapCTBEHHOro NpenapaTta M3 roCyAapCTBEHHOM0 peecTpa JIeKapCTBEHHbIX CPeACTB ANd
MeONLMNHCKOro NPUMEHeHNS;

B) UCKJIIOYEHUS JIEKAaPCTBEHHOMO NMpenapaTa 13 NepeyHs XXN3HeHHO HeEOOXOANMbIX 1 BaXXKHENLWNX
JIeKapCTBEHHbIX NpenapaTos;

) UCTeYeHMs CPOKa roAHOCTM 3aperncTpupoBaHHOro B Poccuinckon deaepauny NeKapCTBEHHOMO
npenapaTa, CPOK AENCTBUSA PErNCTPALMOHHOI0 YA0CTOBEPEHMNS KOTOPOr0 NCTEK;

[1) OTMEHbI PELLIEHMNS 0 FOCYAapCTBEHHOWN perncTpaumm uin nepepernctpaumm, obsasatenbHomn
nepepernctpaumm B 2019 - 2020 rogax npenenbHON OTMYCKHON LieHbl MPOM3BOANTENSA Ha JIEKAPCTBEHHbIN
npenapar.

10. YNosHOMOYEHHOE MU0 AepXXaTens uian Blagesbla perncTpaLoHHOro yo0CTOBEPEHNS
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JIeKapCTBEHHOrO npenapaTa NpeacTaBAAET AOKYMEHT, NOATBEP)KAAKOLWNA ero NoJIHOMOYNS.

11. Mpwn npuHATUN MUHUCTEPCTBOM 34paBOOXpaHeHmns Poccunckon depepaunn peweHns 06 NCKIYeHnm
CBELEHMIN 0 FOCYAAapPCTBEHHON perncTpauny npeaenbHon OTNYCKHOM LieHbl MPON3BOAUTENS Ha
NEKapPCTBEHHbIN NpenapaT COOTBETCTBYIOLWASA 3anncb NPON3BOANTCA B peecTpe B TeyeHune 1 paboyero gHs
CO OHS MPUHATUSA TAKOr0 peLleHns C yKa3aHueM OCHOBaHWUA W AaTbl ero NpuHATUA.

12. PeecTp nybnukyeTcs Ha omumnanbHOM canTe MUHUCTEPCTBA 34paBoOOXpaHeHNs Poccuinckon
depnepaumm B MHPOPMALIMOHHO-TENEKOMMYHUKALMOHHOM ceTu "MHTepHeT" n 06HOBNAETCS eXeAHEBHO C
COXPaHEHMEM Ha CaliTe BCeX MpeablayLnX peaakuni peectpa.

13. NHopmMaums 0 3aperncTpupoBaHHbIX NpefesibHblIX OTMYCKHbIX LleHax Npou3BoANTeNIeN Ha
NeKapCTBEHHble NpenapaThl pa3MeLLaeTcs B anTeYyHbIX OpraHu3aLmsax B 4OCTYNHON AN BCeX
3aUHTEepPeCcoBaHHbIX JiML, hOpMe C Yy4eTOM FPYNMMPOBKIK MO MeXAYHapo4HbIM HENAaTEHTOBAHHbLIM
HaVMeHOBaHMAM JIeKapCTBEHHbIX MpenapaTos.

14, CBepeHns, Coaep KalLMecs B peecTpe, ABASIOTCS OTKPLITLIMU 1 06We0CTYNHBIMY U NPEACTaBAAIOTCS
3aMHTEepecoBaHHbLIM Anuam 6ecnnaTHO Mo X MMCbMEHHBLIM 3anpocaM B BUAE BbIMUCOK U3 peecTpa B
TeyeHue 5 gHen Co AHA NOCTYNAeHUs 3anpoca.

MNPUNOXKEHWNE

K MpaBunaM BefeHNa roCyaapCTBEHHOr0 peecTpa npefesbHblX OTNYCKHbIX LeH NMPOU3BOAMTENEN Ha
JIeKapCTBEHHbIE NMpenapaThbl, BKAOYEHHbIE B MEPEYEHb XKN3HEHHO HEOOXOAUMBIX 1 BaXKHENLINX
JIeKapCTBEHHbIX NpenapaTos

(B pegakuum NOCTaHOBMIEHNS

MpasuTenbcTBa Poccuinckon degepaumm

oT 16 nekabpsa 2019 r. Ne 1683)

(cpopma)

3AABJIEHNE

0 BHECEHUW U3MEHEHWIN B PEECTPOBYHO 3aMUCh O FOCYAaPCTBEHHOW PErucTpaLmmn npeaesbHbIX OTMYCKHbIX
LieH NPoV3BOANTENEN Ha IEKAPCTBEHHbIE NPENnapaThl, BKIOYEHHbIE B NepevyeHb XKN3HEHHO HEOOXOUMBbIX U
Ba)KHEWLLINX JIEKAPCTBEHHbIX MPenapaToB

3asaBuTeNb
(HanMeHoOBaHWe, MOYTOBLIN agpec, agpec 3IEKTPOHHON NOYThI)
[epxaTenb nnun Bnagenew perncTpaumnoHHOro yaocToBepeHmns eKkapCTBEHHOro npenapaTa

(HaumeHoBaHMe, MOYTOBbLIN agpec, afpPec INEKTPOHHON MOYThI)

Ne

n/nCtagns npoussoacTteallponssogntens (HanmeHoBaHne)AgpecCTpaHalnsg pOCCUNCKUX IOPULNYECKNX
L - NOEHTUDUKALNOHHBIN

HOMep HaJioronnaTenblimKa, 48 UHOCTPAHHbIX PUANYECKUX JINL, - KO, HanoronaaTeNblinka

B CTpaHe perucrpauun (MHKoprnopaunn)mamn ero aHanor

HanmeHoBaHMe perncTpupyowero opraHaPerncTpaunoHHbIi HoMep

12345678

No

n/n

Homep perucTpa

LIMOHHOI0 yOCTOBE

peHnaMexxayHapoLHOe HenaTeHTOBaHHOE, UV FPYNNMPOBOYHOE, N XUMUYECKoe
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HanMeHOBaHMe*Toprosoe HauMeHo

BaHMeJlekapcTBeHHasa (hopMa, L03MPOBKaA, KOMMIEKTHOCTL**ObLLee KONNMYEeCTBO BO BTOPMUYHOM
(moTpebutens

CKon)

ynakoBkellpenenbHasa 0TNYCKHaA LeHa nponsBoauTens 3a notpebutensckyto ynakosky**6e3 HIAC (pybnen)
LLITpnxoBOW KOO, HAHECEHHbIN Ha BTOPUYHYIO (NoTpebutens

CKYI0)

ynakoBkyKogATX

KonTH B3 EASC

12345678910

YnonHOMOYeHHoe nnuo

(¢.n.0.)

(4O/MKHOCTB)

(nognuce)

KoHTaKTHble TenedoHsl

ALpec 3/1eKTPOHHOWN NOYTbI

M.I. (npun Hann4nn)

* B cnyyae oTCyTCTBUS MEXAYHAapOAHOr0 HEMaTEeHTOBAaHHOMO HAMMEHOBAHUS B PermcTpauMoHHOM
YL0CTOBEPEHUN JIEKAPCTBEHHOMO NpernapaTa yYKa3blBaeTCs HaMeHOBaHWe JIEKapCTBEHHOIO npenapara,
npefycMoTpeHHOEe NepevyHeM XU3HEHHO HEOBXOAMMbIX N BaXKHEWNLLNX JIEKapCTBEHHbIX NpenapaToB.

** B cydasax, npeayCMOTPEHHbIX MyHKTOM 25 MpaBu rocygapCTBEHHON perncTpaumm n nepeperncrpaumm
npenesbHbIX OTMYCKHbIX LeH MPOM3BOAMTENEN Ha IEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYyeHb
YKN3HEHHO HEOBXOAMMBIX U BaXKHEMLLNX NEKAPCTBEHHLIX NMPENapaToB, YTBEPXXAEHHbIX MOCTAHOBIEHNEM
MpaBuTenbcTBa Poccuiickon Pepepaunn oT 29 okTabps 2010 r. Ne 865 "O rocyapCTBEHHOM
perynnpoBaHUN LieH Ha NeKapCTBEHHbIE NpenapaThl, BKAOYEHHbIe B MepeYeHb XN3HEHHO HEOBXOANMBIX 1
Ba)KHENLLMX JIeKapCTBEHHbIX NpenapaToB", AOMNOJHUTENLHO YKa3biBaeTCa (hOpMa BbiNyCKa IEKAPCTBEHHOIO
npenapaTa, C y4eTOM KOTOPOMN pacCYNTLIBAETCA NpefesibHas 0TNyCKHaa LeHa Npon3BoanuTens 3a
noTpebunTeNbCKY0 YNakoBKY IeKapCTBEHHOMO NpenapaTa.

YTBEP)XXEHbI

nocTtaHoBieHneM lMNpaBmTenbCTBa
Poccuinckon ®epepauun

oT 29 okTa6ps 2010 r. Ne 865

(B pefakLMmM NOCTaHOBNEHUS
MpaBuTenbcTBa Poccnnckon Genepauunm
0T 24 ceHTs6psa 2020 r. Ne 1541)

MPABUNA
YCTaAHOBNEHUS UCMOSTHUTENbHBIMU OpraHaMn cybbekToB Poccuiickon ®efepaunn npeaesbHbiX pa3mMepos
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OMTOBbIX HafA0aBOK 1 NPefesbHbIX Pa3MepPOB PO3HUYHLIX HaAbaBOK K (PAKTUYECKMM OTMYCKHbLIM LieHaM,
YCTaHOBJ/IEHHbLIM MPOU3BOANTENSAMUN JIEKAPCTBEHHbIX NPENapaToB, Ha IEKAaPCTBEHHbIE NPenapaThl,
BKJ/ItOYEHHbIE B MepeY€eHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLMX JIeKapCTBEHHbLIX MpenapaToB
(HaumeHoBaHMe B penakumm MNoctaHosneHua MpasuTenbcTea Poccuinckon ®epepaumm ot 06.11.2024 No
1498)

1. UcnonHunTenbHble opraHbl cy6bekToB Poccuinckon ®depepauiy NpMHUMAOT peLleHmns 06 yCTaHOBAEHUN 1
(nn) n3MeHeHUN NpefenbHbIX pa3MepoB ONTOBbLIX HaabaBOK U NpefenbHbIX Pa3MePOB PO3HUYHbIX
HagbaBoOK K PaKTMYECKMM OTMNYCKHbIM LieHaM (6e3 yyeTa Hasora Ha A06aB/IeHHYI0 CTOMMOCTb),
YCTaHOBJ/IEHHbIM MPOU3BOANTENSAMU JIEKAPCTBEHHbIX NPENapaToB, Ha IEKAPCTBEHHbIE NPenapaThl,
BKJItOYEHHbIE B MepeYeHb XN3HEHHO HEOBXOANMBIX N BaXKHENLLMX JIeKapCTBEHHLIX NpenapaToB (ganee
COOTBETCTBEHHO - JIeKapCTBEHHbIE NpenapaThbl, PakTUYeCcKne OTAYCKHbIe LieHbl MPOU3BOAUTENEN,
pelleHne), Nocne CornacoBaHms NPOEKTOB pelleHnin ¢ PepepanbHON aHTUMOHOMOJIbHOM Cy>X60N.
MpepenbHble pa3Mepbl ONTOBLIX HaAbaBOK 1 NPefebHbIE pa3Mepbl PO3HNYHbLIX HaAbaBOK K (haKTUYeCKUM
OTMYCKHbIM LleHaM NPOU3BOAMNTENEN, Bblpa)XeHHbIE B MPOLEHTaX U AnddepeHUNPOBaHHbIE B 3aBUCUMOCTH
OT CTOMMOCTW SIeKapCTBEHHbIX MpenapaToB, YCTaHaBAMBAKTCSA B OTHOLLIEHUN OpraHn3aLmini ONToBON
TOProB/N SIEKAPCTBEHHbLIMU CPeCTBaMU ([asiee - opraHmn3aL M oNTOBOW TOProB/IK), anTeYHbIX
OopraHu3auni, MHANBMAYaNbHbLIX MPeAnpUHUMATENEN, UMEIOLLNX NNLEH3MIO Ha OCYLLIECTBAEHNE
hapMaLeBTNYECKON AesATeNbHOCTY (fanee - MHANBUAYyasbHble NpeanpuHuMaTenm), Me AULNHCKNX
OopraHu3aunii, UMeLWMX INLEH3MM Ha OCYLLECTBeHE dapMaLeBTNYECKON OEATENbHOCTH, N UX
060cob1eHHbIX NOApa3AeneHnin, PacnonOXXeHHbIX B CENbCKUX MOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHusaunn (oanee - MegMUMHCKUE OpraHn3aummn), ocyLecTBASIOWMX peannsaumto
JIeKapCTBEHHbIX NPenapaToB Ha TeppuTopun cybbekToB Poccuinckon ®epepaumn.

2. icnonHuTenbHble opraHbl cybbekToB Poccuiickon ®enepalnm yCTaHaBANBAOT NpeaesibHble pa3Mepbl
OMNTOBbIX HaAbaBOK 1 NpefesibHbIe pa3Mepbl PO3HUYHBLIX HagbaBoOK K (PaKTUYECKMM OTMYCKHbIM LleHaM
npou3BoanTENENn B COOTBETCTBUMN C METOANKON, yTBEP)XAAaeMON DefepasibHOM aHTUMOHOMOLHON CyX6oi
(manee - MeToaMKa), NCXOL4N U3 CedyOLWNX NPUHLUMOB:

a) BO3MeLLEeHWe opraHM3aumaM ONTOBOW TOProBAW, anTeYHbIM OpraHM3aunsaM, MHANBUAYaNbHbIM
npeanpuHUMaTeNs M N MeQULIMHCKUM OpraHn3aumMaM 3KOHOMMYECKN 060CHOBaHHbIX 3aTPaT, CBA3aHHbIX C
3aKYMKOW, XpaHEHNEM 1 peasin3aumnen NekapCcTBeHHbIX NpenapaTos.;

6) yyeT pa3mepa npubbiaun, Heobxogumon ans obecnevyeHns opraHM3aLnii ONTOBOW TOProBN, anTeYHbIX
opraHu3auni, MHANBMAYaANbHbLIX MPeAnpUHUMaTENEN U MeANLNHCKNX OpraHn3aumin cpeacTeaMm Ha
0bCcny>X1BaHMe NpMBAEYEHHOr0 KanuTaaa n (hMHaHCMpoBaHWe APYyrux 060CHOBaHHbLIX PAaCX040B;

B) YYeT B CTPYKTYpe HaabaBOK BCEX HANOrOB W MHbIX 065A3aTeNbHbIX NJaTeXeln B COOTBETCTBMM C
3aKoHO4aTenbCTBOM Poccuinckon ®enepaumm.

3. icnonHuTenbHbI opraH cybbekTa Poccuinickon degepauny HanpaBaseT NPOEKT PeLLEHNS B
depfepanbHy0 aHTUMOHOMONbLHYIO CYXOY.

4. K NpoeKTy pelleHns npuiaranTca cnenyolne JOKYMEHTbI, 3aBePEeHHbIE PYKOBOAUTENEM MK
3aMeCTUTENEM PYKOBOAUTENS UCMONHUTENBHOrO opraHa cybbekTa Poccuinckon ®epepaunu:

a) NosiCHUTeNIbHasA 3anncka, Coaepxallas B ToM Yncie o6ocHoBaHne HeobXoANMMOCTY YCTaHOBAEHNS UK
nepecmoTpa npeaesbHbiX Ppa3MepoB ONTOBbIX HaAbaBOK 1 NpeaenbHbIX Pa3MepoB PO3HUYHbLIX HanbaBoOK K
(haKTMYECKUM OTMYCKHbIM LleHaM Mpoun3BoauTenen;

6) pacyeTbl NpelenbHbIX pa3MepoB OMTOBbLIX HAaA0aBOK 1 NpelesbHbIX pa3MepoB PO3HUYHbLIX HaabaBoK K
(haKTNYECKMUM OTMYCKHbIM LleHaM Mpon3BoAUTENEN, OCYLLECTBNIEHHbIE UCMOJIHUTESIbHLIM OpraHoM cybbekTa
Poccninckon ®degepaumm B COOTBETCTBUM C METOAUKONM, MO hopMaM, yTBEPXKAEHHbLIM METOANKON, B
hopMaTe 3N1eKTPOHHLIX WabnoHoB PefepasibHON rOCy4apCTBEHHON NHPOPMALIMOHHON cucTeMbl "EanHan
NHMOPMaLMOHHO-aHaNNTMYecKaa cuctema".

5. pOeKT pelLeHns C npusiaraeMbiMm K HEMY LOKYMEHTaMM, YKa3aHHbIMUW B NMYHKTe 4 HacToawmx Mpasun,
npeactasnseTcs B PegepasibHy0 aHTUMOHOMOJIbHYIO Cy>K6Y B MMCbMEHHOM BUAE WK B BUAE
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3NEeKTPOHHOr0 AOKYMEHTA, MNOAMMUCAHHOM0 YCUEHHON KBAaAN(ULIMPOBAHHON 3/1€KTPOHHON NOAMUCHIO, a
TakXXe Ha agpec 3NeKTPOHHON NoyThl PefepanbHOM aHTUMOHOMOLHON CAyXObI.

MpoekT pelweHunsa peructpupyetca B PegepanbHoN aHTUMOHONObHOW CNy>xbe B yCTaHOBNEHHOM NMOPALKE.
6. PenepanbHas aHTUMOHOMObHas cny>kba B TeyeHne 30 paboynx AHEN Co OAHS perncTpaunm npoekTa
pelleHns HanpaBaseT B UCMOJHUTENbHLIN opraH cybbekTa Poccnnckon degepalum NpuHATOE €10 peLleHne
0 COrlacoBaHUM NpoekTa peweHuns nnbo ob oTKkasze B ero CorsiacoBaHuu.

7. B cnyvyae Heo6X0AMMOCTM YTOYHEHNA 1 (UAK) [OMONHEHUS CBEAEHUIN, COLEPXKALLUXCS B LOKYMEHTAX,
yKa3aHHbIX B MyHKTe 4 HacToawwux MpaBun, UCMOMHUTENbHLIN opraH cybbekTa Poccuiickon ®egepaumm
npeacTaBnseT no 3anpocy ®egepanbHON aHTUMOHOMOBHON CYXObl COOTBETCTBYIOLLYIO LOKYMEHTaIbHO
0hOPMAEHHYIO UHGOPMALLMIO.

CpoK npeacTaBaeHNs NCMONHUTENbHBIM OpraHoM cybbekTa Poccuiickon ®efepaLmm 3anpoLleHHON
MH(OPMaLMK He MOXeT npeBbiwaTb 15 paboymx AHen co aHA nonyyveHns 3anpoca PenepanbHON
aHTUMOHOMOJIbHON CYXOBbI.

Mpwn 3TOM 06N CPOK pacCMOTPEHNS OKYMeHTOB PefepasibHON aHTUMOHOMONLHOW CNY>K60 HEe MOXeT
npeBbIlWaTb CPOK, MPEAYCMOTPEHHbIA MYHKTOM 6 HacToAWwwMX MNpasua n ab3alem BTOPbIM HAaCTOALWErO
NyHKTa.

Mpn HeNoCTyNAEHWM OT UCMOSHUTENBLHOr0 opraHa cybbekTa Poccuinckon ®efepaLiv B yCTaHOB/IEHHbIN
CPOK 3anpoLLEHHON AOKYMEHTaNbHO 0hOPMIIEHHON NHopMauun PeaepanbHasd aHTUMOHOMObHasA cyxba
B TeyeHme 5 paboynx gHen co OHS ncTevyeHms obLiero cpoka NPUHUMAET pelleHne 06 oTkase B
COrlacoBaHMN NPOEKTa peLleHns.

8. OCHOBaHMAMW AN18 0TKa3a B COrlaCoBaHMMN MPOEKTa peLleHmns ABASIOTCS:

a) HeCOOTBETCTBME PacyeToB NpelenbHbiX pa3MepoB ONTOBbIX HaL0aBOK 1 NpefenbHbIX pa3MepoB
PO3HMYHBLIX HafbaBOK K (DaKTUYECKUM OTMYCKHbLIM LIeHaM NPOM3BOAUTENEN pacyeTaM, NPesyCMOTPEHHbIM
METOLNKOR;

6) npeacTaBneHne B efepanbHyo aHTUMOHOMOJIbHYO CNYXKOY YKa3aHHbIX B MyHKTe 4 HacToawmx Mpasun
LOKYMEHTOB, COAEPKaLLUNX HeAO0CTOBEPHbIE CBELAEHNS;

B) OTCYTCTBME B NpeACcTaB/IEHHbIX JOKYMEHTaxX CBeAeHni, TpebyeMmbix B COOTBETCTBUN C METOAMNKOMN;

) NpeACcTaBAEHNE HEMOJIHONO KOMMIEKTa AOKYMEHTOB, YKa3aHHbIX B MyHKTe 4 HacToawmx Mpasun;

L) HEeNoCTynJeHne oT UCNONHUTENLHOMO opraHa cybbekTa Poccuinckon defepaunv B CPOK,
YyCTaHOBJ/IEHHbIN ab3aLeM BTOPbLIM NMyHKTa 7 HacTOSLWMX MMpaBus, 3aNpoLleHHON LOKYMEHTaIbHO
0hOpMNEHHOW MHDOpMaLLK.

9. NHdopmaumsa o cornacoBaHum nbo ob oTkase B cornacoBaHum PegepanbHON aHTUMOHOMOJIbHOWN
cny>x601 NpoekTa peLLeHns He nosgHee 3 paboumx AHEN CO AHSA MPUHATUA pelleHns pa3MeLLaeTcs
Cnyxb6o0i1 Ha ee odhuLMANLHOM CaliTe B MH(OPMALMOHHO-TEIEKOMMYHUKALNOHHON ceTn "IHTepHeT".

10. McnonHWUTeNbHBbIN opraH cybbekTa Poccninckon ®enepauun NpuHNMaEeT peLleHne B CPOK, He
npesbiwaowmn 10 paboynx gHen co AHA NpuHATUA OefepanbHON aHTUMOHOMOLHON CyXB01 peleHns o
COrlacoBaHMM NPOEKTa peLleHns.

11. UcnonHuTeNbHBIN opraH cybbekTa Poccniickon Genepaunn B TevyeHne 3 paboymx gHen co aHs
NPUHATWA peweHna npeactasnseT B GefepasbHy0 aHTUMOHOMObHYIO CAY)XOY KOMMIO peLLeHns, a Takxe
HanpaBAseT Konuio pewweHns B eagepasbHy0 aHTUMOHOMOLHYIO CyX0y Ha ee apec 3NeKTPOHHON
MoYThI.

12. UcnonHWTeNbHBbIN opraH cybbekTa Poccuinckon denepauunm He MmeHee 4eM 3a 10 paboyumx OHeN [0 OHS
BCTYMJIEHNA B CUSY peLleHnsa pa3MeLlaeT NHPOPMaLMIO O MPUHATOM peLLeHMN Ha ero opuLnansHOM canTe
B MH(OPMaLIMOHHO-TENEKOMMYHUKALIMOHHON ceTu "IHTepHeT".

13. 3a npeacTtaBneHne B ®efepanbHyo aHTUMOHOMOLHYIO CyX0y AOKYMEHTOB, COAEPXKALLMX
HeLOCTOBEpPHble CBeleHUs, PyKOBOAUTENb (3aMeCTUTe b PYKOBOAMTENS) UCMNOSTHUTEIbHOrO OpraHa
cybbekTa Poccniickon ®efepalmm HeCeT OTBETCTBEHHOCTb, MPEAYCMOTPEHHYIO 3aKOHOAATE/IbCTBOM
Poccuiickon ®epepaumm.
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YTBEPXIEHbI

nocTaHoBeHVeM lNpaBUTENbLCTBA
Poccuinckon ®epepauun

0T 29 okTa6ps 2010 r. Ne 865

MPABUJIA

hOpMUPOBaHNSA OTMYCKHBIX LieH Ha JIeKapCTBEHHbIE NpenapaThl, BKJIOYEHHbIE B NEPEYEHb XXN3HEHHO
HeobX04MMbIX N BaXXHENLUMX IeKapCTBEHHbIX NpenapaToB, OpraHM3aLnsaMy ONTOBON TOProBan, anTeyHbIMK
opraHusaunsaMmn, UHAMBUAYaAbHbIMU NpeanpUHUMaTeNaMN U MeAULMHCKUMUN OpraHn3aumamm

1. OpraHusaumm oNnToBOW TOPrOBAMN JIEKAPCTBEHHLIMW CPEACTBaMM (fanee - opraHM3aLum onToBon
TOProB/N) OCYLLECTBAAIOT peann3aumnto NeKapCTBEHHbIX NPenapaToB, BKJIOYEHHbIX B NepeYeHb XXU3HEHHO
HeobX04NMbIX N BaXXKHENLLMX JIEKAPCTBEHHbIX MPenapaToB (fasiee - NeKapCTBEHHbIE NpenapaThl), N0
LleHaM, YPOBEHb KOTOpbIX (6e3 y4yeTa Hanora Ha fobaBneHHY0 CTOMMOCTb) HE AOJKEH MPEeBbIWaTh CYMMY
(hakTUYeCKon OTMNYCKHOW LieHbl MPON3BOANTENS JIEKAPCTBEHHOMO NpenapaTa (fanee - pakTnyeckas
OTMNYCKHas LeHa Npou3BoANTENS), HE NPEBbILIAIOLLENA 3aperncTpUpPoBaHHOM NN NepeperncTpupoBaHHON
npenesibHON OTNYCKHOW LieHbl MPOU3BOAMTENA (Ha AaTy peasm3auun JeKkapCTBEHHOro npenapaTa
npousBoANTENEM), N pa3Mepa ONTOBOM HaabaBKy, He MpeBbILLAOLLEN pa3Mepa NpefenbHON ONTOBON
HagbaBKK, yCTaHOB/IEHHON B cybbekTe Poccunckon ®epepauun. OpraHusaumm onToBOW TOProBau
YYUTLIBAIOT Hanor Ha fobaBneHHY CTOMMOCTb B LIEHE peann3auunmn N1eKapCTBEHHOMO NpenapaTa B
nopsifike, yCTaHOB/IEHHOM 3aKoHO4ATeNbCTBOM Poccuiickon ®epepalimu.

2. CyMMapHbIn pa3Mep ONTOBbIX HaAbaBOK, MOANIEXALLNX NPVMEHEHWNIO BCEMI OPraHn3aL MMM ONTOBOW
TOProBAK, y4aCTBYOLMMMN B peann3auunn NeKapCTBEHHOMO nNpenapaTta, PacCYUTaHHbIA NCX0Aa 13
(haKTUYeCKON OTMYCKHOW LieHbl MPON3BOAUTENS, HE OOJ/IKEH MPEBLILLATh COOTBETCTBYOLWNA NPeaebHbIn
pa3Mep onToBOW HaabaBKM, YCTAHOBAEHHbIN UCMONHUTENbHLIM OpraHoM CybbekTa Poccunckom
depfepaumm, Ha TEPPUTOPUIO KOTOPOro OCYLLLECTBASETCA NOCTaBKa JIeKapCTBEHHOro NpenapaTa.

3. OpraHum3auumn onToBOM TOProB/n, UMELLNE CTPYKTYPHbIe Noapa3feneHns PO3HUYHON TOProBan, MOryT
hopMMUPOBaThb PO3HUYHBIE LIEHbI HA IEKAPCTBEHHbIE NpenapaThbl C NPUMEHeHNeM 0AHOBPEMEHHO ONTOBOMN U
PO3HMYHON HaabaBoOK K haKTUYECKON OTMYCKHONM LieHe npon3BoauTens (6e3 Hanora Ha nobaBneHHyo
CTOMMOCTb), CyMMapHbI/ pa3Mep KOTOPbIX He LO/KEH NPeBbillaTh NpeaesbHbIA pa3Mep ONTOBON U
PO3HMYHON HaabaBOK COOTBETCTBEHHO, YCTAaHOBNEHHbIX B CybbekTe Poccuiickon denepaunn, Npu ycaoBumn
BeAeHNS pa3fesibHOro yyeta onTOBOW Y PO3HUYHOW TOPrOBJIN.

4. OpraHu3auumn onToBOWN TOProBAK, peanusyioLlne neKkapCTBEHHbIE NpenapaThl NoTpedbuTenamM no
AOroBOpy KOMUCCUN (KOMUTEHTBI) OT UMEHWN OPraHn3aLnii PO3HUYHON TOProBan (KOMUCCMOHEPOB), MOrYT
hopMmnpoBaThb OTMYCKHYIO LiIeHY Ha JIeKapCTBEHHbIN NpenapaT ¢ NpUMeHeHneM 0AHOBPEMEHHO OMTOBOMN U
PO3HMYHON HaabaBoOK K haKTUYECKON OTMYCKHON LIeHe NPOM3BOAUTENS, CyMMapHbI pa3Mep KOTOPbIX He
L0JDKEH MNpeBbIWaTh NpeaesbHbIA pa3Mep ONTOBON 1 PO3HWYHON HafbaBOK COOTBETCTBEHHO,
yCTaHOB/EeHHbIX B CybbekTe Poccuinckon depepaumu.

5. AnTeYHble opraHm3auny, UHANBMAYasbHbIE MPEANPUHUMATENN, UMEIOLLNE NINLIEH3NIO Ha
thapMaLeBTNYeCKYI0 AeATeNbHOCTb (fanee - UHAUBMAYaNbHble NpeanpuHuMaTeni), MeauLnHCKme
opraHm3aunm, UMerLLme JIMLEH3MI0 Ha hapMaLeBTMYECKYIO AeATENbHOCTb, K X 060C06eHHbIE
nofpasfeneHuns, pacrnosoXeHHbIe B CEIbCKUX HAaCeNEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusauuv (ganee - MeguUNHCKME OpraHn3aumm), OCyLWeCcTBASIOT peasn3aunio IeKapCTBEHHbIX
npenapaToB Mo LieHaM, YPOBeHb KOTOpbIX (6e3 yyeTa Hanora Ha fLo6aBAEHHYIO CTOMMOCTb) He LO/KEH
npeBbIaTb CYMMY (haKTUYECKON OTMYCKHOM LieHbl MPON3BOAUTENS, HE NpeBbILLatoLLen
3aperncTpMpoBaHHON MW NepeperncTpMpoBaHHON NpeaesibHON OTNYCKHONM LieHbl Mpou3soanTend (Ha gaty
peanv3aunn neKkapCcTBEHHOro npenapaTta Npou3BoAUTENEM), U pa3Mep ONTOBOW HaabaBku 1 (unn) pasmep
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PO3HNYHON HabaBKW, He MPEBLILIAILLINX COOTBETCTBEHHO pa3Mep NpeaesibHON ONTOBON HaabaBKu 1
pa3Mep NpeaenbHON po3HMYHON HaabaBKKM, YCTAHOBJIEHHbIX B Cy6bekTe Poccuinckon ®epepaumm.
AnTe4yHble opraHu3aunn, NHANBMAYaJbHbIE MPeANpPUHMMATENN N MeAMLIMHCKUE OpraHn3auumn yYnTbiBatoT
Hafor Ha fobaBieHHY0 CTOMMOCTb B LIEHE peann3almm NeKapCTBEHHOMO NpenapaTa B Nopsake,
YCTaHOBJ/IEHHOM 3aKOHOA4aTeNbCTBOM Poccuinckon Genepauun.

6. Pa3mep po3HMYHOM HagbaBKK, pacCYUTaHHbIA NCXOAs U3 DAKTUYECKOM OTMYCKHOM LieHbl NPOU3BOANTENS,
noasexxaluin NPUMEHEHNIO anTeYHbIMK OpPraHM3aunsaMu, MHANBUAYAbHbIMU NPeANPUHMMATENSIMU 1
MeONLUUNHCKMMY OpraHm3aunsamMm, oCyLLeCTBASIOWMMN peann3aumnto N1eKapCTBEHHbIX NpenapaTos Ha
TeppuTopun cybbekTa Poccuinckon ®enepaunm, He LOMKEH NPEBbIWATL COOTBETCTBYOLWNA NMpefesbHbIN
pa3Mep PO3HUYHOWN HaabaBKK, yCTaHOBIEHHLIN NCMOIHUTESIbHLIM OpraHoM 3Toro cybbekTa Poccminckonm
denepaumn.

7. Mpwn bopMMpOBaHUN OpraHn3aLMsaMi ONTOBON TOProBAW, anTeYHbIMU OpraHM3aumnsamu,
WHAMBUAYANbHBIMW NPpeanpUHUMaTENAMA N MEAULNHCKMMUN OpraHn3aumnaMm OTnyCKHbIX LLeH Ha
JIEKapCTBEHHbIE NpenapaTbl C NPUMEHEHMEM NPEAENbHbIX Pa3MepoB ONTOBbLIX HaabaBoK U (1K)
npegesibHbIX pa3MepoB PO3HMYHbIX HaAbaBOK TakMe OTNYCKHbIE LieHbl OKPYTrAATCSA N0 MaTEMAaTUYECKNM
npaBuiaM OKpYrieHUs 00 COTbIX YacTen pybns. MNpn pacyeTe NPUMEHEHHbIX TAKUMU OpraHn3aLmaMmn un
WHAMBUAYANbHLIMW NpeanpuHUMaTenaMn HagbaBok LONYCKAeTCsA MOrpeLwHoCTb, He MpeBbiwatoLas
pa3Mmep OKpyrieHus.

8. Mo haKTU4eCKon OTNYCKHOW LiIeHON NPOM3BOANTENS Ha JIEKAaPCTBEHHbIM NpenapaT rocy4apcTBa - YieHa
EBpa3uninCKoro 3SKOHOMUYECKOr0 CO03a NMOHUMAETCA UeHa (6e3 Hanora Ha A06aBeHHY CTOMMOCTb),
yKa3blBaeMas Npon3BOANTESIEM B CONPOBOANTESIbHON [OKYMEHTALMUN Ha TOBAp U He MpeBbillatoLwas
3apernucTpmMpoBaHHyo Nan NepeperncTpupoBaHHyo NPeaenbHy0 OTMYCKHYIO LIeHY NPOM3BOAMTENS Ha
JIeKapCTBEHHLIN NpenapaT Ha AaTy nepegayn poCcCUNCKOMY NokynaTento (YnoJHOMOYEHHOMY UM nLYy).
Mpy 3TOM hakTnYecKas OTMYCKHas LleHa NPoM3BOANTENSA, yKa3aHHas B MHOCTPaHHON BaloTe,
nepecynTeiBaeTca B pybsm no Kypcy LleHTpanbHoro 6aHka Poccuiickon ®efepaumm Ha aaTy nepepayu
JIEKapCTBEHHOrO NnpenapaTa NPoOM3BOAMTENIEM FOCYAaPCTBaA - YieHa EBPa3nnCcKoro 3KOHOMMYECKOro Coto3a
POCCMICKOMY MOKynaTeto (YNOAHOMOYEHHOMY UM ANLY) MO NepefaToqHOMY aKTy Wan MHOMY
aHaJIOrMYHOMY JOKYMEHTY.

Mon haKTU4eCKom OTNYCKHOWM LLleHON MHOCTPAHHOIrO MPOn3BOANTENS (3@ NCKOYEHNEM NPON3BOANTENEN
roCynapcTBs - Y1eHOoB EBPa3nnCcKOro 3KOHOMMYECKOro CoK3a) Ha JlIeKapCTBEHHbIN npenapaTt NoHMMaeTCs
ueHa (6e3 Hanora Ha o6aBNEHHYO CTOMMOCTb), YKa3blBaeMasi MHOCTPAHHbLIM NPOM3BOANTESIEM
JIeKapCTBEHHOrO npenapaTa B CONPOBOANTESNIbHON LOKYMEHTALUN Ha TOBap, Ha OCHOBAHWUN KOTOPOM
0hOpMSETCA TAaMOXXEHHAN AeKnapauus, C y4eTOM Pacx0o0B, CBA3AHHbIX C TAMOXEHHbLIM 0(hOPMJIEHNEM
rpy3a (yniaTon TamMOXXeHHbIX NoWwAnH 1 cbOpoB 3a TaMOXXeHHOe 0(hOpMJIEHNE), HE MPEeBbILatoLWas
3apernucTpuMpoBaHHyI0 AW NepeperncTpupoBaHHyo NpeaenbHyo OTNYCKHYIO LIeHY NPOU3BOAMTENS Ha 3TOT
JIeKapCTBEHHbIV NpenapaT Ha AaTy BbiNyCKa TOBapa, YKa3aHHYO B TaMOXKEHHOW Aeknapaumnu. MNpu 3ToM
(hakTnyeckas OTNyCKHas LieHa Npon3BoAMTeNS, 3aA4eKlapupoBaHHas B MHOCTPaHHOW BanloTe,
nepecynTbiBaeTca B pybam no Kypcy LleHTpanbHoro 6aHka Poccuinckon ®enepauunm Ha gaty ohopMaeHNs
TaMOXXEHHON geKnapauun.

9. Peann3aumsa nekapCTBEHHbIX NpenapaToB OpraHn3aLUnsaMn ONTOBOW TOProB/U, anTeYHbIMU
opraHu3aunsaMmn, UHAMBUAYaAbHLIMW NPeaNnPUHUMATENAMN N MEANLIMHCKMMU OpraHn3aumnamm
OCYLLEeCTBAAGTCS NPU HAIMYUN NPOTOKOA COrnacoBaHMA LeH NOCTaBKMN IeKapCTBEHHbIX MPenapaTos,
COCTaBJIEHHOr0 Mo (hopMe COrJlaCHO MPUJIOXKEHUIO, 33 UCKJTIOYEHNEM JIEKAPCTBEHHbIX NPenapaToB, KOTOpble
He 6blSIn BKAIOYEHbI B NepedYeHb XXU3HEHHO HEODXOAMMbIX 1 BaXXHENLLNX EKAPCTBEHHbIX NpenapaToB Ha
AaTy ux NpuobpeTeHns ykasaHHbIMW OpraHM3aunsaMm 1 UHANBUAYaAbHbIMU NMPeanpUHUMaTENAMN.

10. MNMpoToKoA COrnacoBaHUs LLeH NOCTaBKM JIeKapCTBEHHLIX NpenapaToB MOXXeT bbiTb CO34aH B BUAe
3NEeKTPOHHOr0 AOKYMEHTa, MOAMMCAHHOI0 YCUIEHHON KBaN(MULMPOBAHHON 3N1€KTPOHHON NOAMUCHI0
YMNOJIHOMOYEHHbIX UL, NOCTaBLLUMKA U NOKynaTens.
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MNPUNTOXKEHUE

K MpaBuiam opMMPOBaHUA OTMYCKHbIX LLlEH Ha IeKapCTBEHHbIE MpernapaThl, BKJIOYEHHbIE B MepeyeHb
XKWN3HEHHO HEOBXOAMMBIX N BaXKHEMLWMX IEKAPCTBEHHbLIX NPenapaToB, OPraHM3aLMsaMn ONTOBOW TOPTroOBIIM,
anTeyHbIMM OpraHn3aLnsaIMK, NHAMBULYANbHLIMY NPEANPUHUMATENSIMA U MEAULMHCKUMUA OPraHn3auusaMu
MPOTOKON

COrlacoBaHWs LieH NMOCTaBKYM JIEKapPCTBEHHBIX MPEnapaToB, BK/IKYEHHbIX B MePeYeHb XXN3HEHHO
HeoBX0ANMBIX 1 BaXKHEMLWMX eKapCTBEHHbIX NpenapaTos

NOCTaBLLMK (OpraHM3auns oNnToBOW TOProOBN)

nojly4atens (opraHM3auns ONTOBOW TOPrOBAN UK OPraHn3aLns PO3HUYHON TOProBnt)

Me)xayHapoOHOoe HenaTeHTOBaHHOE HAaMMEHOBaHME (XUMUYECKOe WK rpynnmMpoBoYHoe)Toproeoe
HanMeHOBaHWe, NeKapCTBEHHas hopMa, A03NPOBKa, KONYECTBO B NOTPebMTEeNbCKON YyNaKoBKe,
wrpuxoson koaCepuslponssoanTenb3aperncTpupoBaHHas npeaesbHas 0TNyCKHas LieHa Npon3BoamTens
(pybnen)?dakTnyeckas oTNyCKHas LieHa, yCTaHOBAeHHasa npou3soanTenem (pybnen)ilata peanmsaumm
npounsBoanTenemM*OTNyCKHas LieHa OpraHun3aLum onToBOM TOProean °, °Pasamep onToBon HagbaBku
opraHm3auum onToson Toproeané,*OTNyckHasa LeHa opraHm3aumm onToBon ToproeantCyMMapHbIn pasmep
OMNTOBbIX HaAbaBOK OpraHM3auunin oNToBOM TOproean’,1°PasmMep po3HMYHON HagbaBKM opraHm3auum
PO3HUYHON ToproBandakTnyeckas OTNyCKHas LieHa opraHn3auny po3HuyHon Toprosamn 6e3 HAC (pybnen)
6e3 HOC (pybnen)c HOC (pybnen)YCH (pybneir)6e3 HOC(pybnen)

¢ HOC(pybnen)

B npoueHTaxB pybnsaxYCH! (pybnen)bes HOC(pybnen)

¢ HOC(pybnen)

B NpoueHTaxB pybnsxs npoueHTaxs pybnaxYCH/ EHBL'? (pybnen)6e3 HOC(pybnen)

12345678910111213141516171819202122

(moanunck YNOJIHOMOYE€HHOI 0 LA

MOCTaBLLUMKa - OpraHmn3aLmm
OMNTOBOW TOProB/N)

®.n.o.

(mognumce YNOJIHOMOYEeHHOr o InLa noJiydatena - opraHn3aunn ONTOBOM
TOProsn Wnn opraHnsauunmn pOBHI/I“IHOI?I TOprosant - ykasatb Hy)KHOE)

®.u.o.

n IIM.rl.
20 r." "M.T.
20 T.

L ANTeYHbIe OpraHn3aunmn, MHAMBUAYa bHbIE NPEANPUHUMATENN, UMEIOLLNE NINLEH3UIO Ha
hapMaLLeBTNYECKYI0 eATEbHOCTb, MEAULIMHCKME OpraHu3auny, UMetLLIne IMLEH3NIO Ha
hapMaLIeBTNYECKYI0 1eSTeNIbHOCTb, U UX 060CobeHHbIE MOAPA3AeNEHNS, PACMOSIOKEHHBIE B CE/IbCKUX
HaCeNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHm3aLuu.

2 3aperncTprpoBaHHas npeaenbHas oTNyCKHas LieHa Npou3BOANTENS Ha IeKapCTBEHHLIN NpenapaT Ha
[aTy peanu3aunmn NeKapCTBEHHOro npenapaTa Npou3BOAUTENEM Ha TeppuTopun Poccuiickon denepauun.
3 Mpw YCTAHOBMEHUN LIEHbI MHOCTPAHHbLIM NPOU3BOAUTENEM (haKTMYECKAs OTMYCKHas LieHa Ha
JIEKAPCTBEHHBIA NpenapaT YKa3blBaeTCs C Y4ETOM TaMOXXEHHON MOLLAVHLI U COOPOB 33 TAMOXXEHHOE
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othopMmsieHue.

4 laTa peanunsauunmn nekapCTBEHHOrro npenapaTta NPoM3BOAUTESNIEM Ha TeppuTopun Poccminckon
depnepauymm.

5 Mpw 3anoIHEHMIM OpraHu3aLneln ONTOBOW TOProB/M, KOTopas Npuobpenia NekapCTBEHHLIN NpenapaT y
NPOM3BOANTENS, YKa3bIBAETCA LleHa peasiv3aumnmn 1eKapCTBEHHOro npenapaTta opraHm3aune onToBon
TOProBJN.

6 Mpw 3anosHEHMM OpraHn3aLen oNnTOBOW TOProB/K, KOTopas Npuobpena NekapCTBEHHLIN NpenapaT y
APYron opraHu3auny ONTOBOW TOProBAW, YKa3bliBaeTCs LieHa npnobpeTeHnsa nekapCTBEHHOro npenapaTa.
7 3aN0JIHAETCS KaXX40W OpraHu3aumnen onToBom TOProBan, KOTOpas peannsyeT JIeKapCTBEHHbIM Npenapar.
8 3aMoNHAETCA opraHu3aLen onToBOW TOProBan, KOTopas npuobpena NeKapCTBEHHLIN NpenapaT y ApYyron
opraHu3auuy ONTOBOW TOProOBAN.

° B cnyyae peanmsauum opraHusalmein onToBOM TOProB/anN IEKApCTBEHHOIO NpenapaTa Nno LeHe HUXe
LieHbl ero npuobpeTeHns yKasbiBaeTCs MPOYepK.

10 B cnyyae peanmsaumm opraHusaumen onToBOM TOProBAN JIEKAPCTBEHHOMO NpenapaTa no LeHe HuXxe
(haKTMHeCKOM OTMYCKHOMN LieHbl MPON3BOANTENS YKa3blBAaeTCHA MPOYEpK.

1 YnpouweHHas cuctema HanoroobnoxxeHuns.

12 EQVMHBIA Hanor Ha BMEHEHHbIN Joxog4,.

MpumMeyvaHme. Mpadbl 1 - 8 3anN0NHAOTCA OpraHM3aLMen onToBOM TOProBan, KoTopas npuobpena
JIeKapCTBEHHLIN npenapaT y NponM3BognTens.

NHpopmaLuuns, ykasaHHas B rpadax 1 - 8 opraHm3aumen onToBON TOProean, Kotopas npmobpena
JIEKapPCTBEHHbIN NpenapaT y Npou3BoANTeNS, YKa3biBaeTCs 6e3 N3MeHeHUn BCEMUN ONTOBbLIMU
OopraHu3aunsaMmn, y4acTBYOLWUMN B peann3aunmy N1eKkapCcTBeHHOro npenapaTa, B 06sa3aTesibHOM nopsgke.
(ODononHeHne npaBuaamu - NoctaHoBneHne MpaBuTenscTBa Poccuinckon depepaunm ot 24.09.2020 Ne
1541)

YTBEPXXEHbI

nocTaHoBNeHNeM lNpaBUTeNbLCTBA
Poccunckon ®epepaunn

0T 29 okTabps 2010 r. Ne 865

W3MEHEHWA,

KOTOpble BHOCATCA B MOCTaHoBAeHUA lNpaBnTenbcTBa Poccninckon depepaumm no BONPocaM, CBA3aHHbIM C
COBEPLUEHCTBOBAHMEM FOCYAAPCTBEHHOMO PErYANPOBAHNSA LEH Ha XXN3HEHHO HEeobXoanMble

N BaXXKHeWLne fneKkapcTBeHHble CpeacTBa

1. B noctaHoBneHuun Mpasutensctea Poccunckon ®epepaumm ot 7 MmapTta 1995 r. Ne 239 "O mepax no
ynopsiA0YeHNI0 rOCYyJapCTBEHHOI0 peryamposaHus LeH (Tapudos)" (CobpaHune 3akoHOaTENbCTBA
Poccuinckon ®egepaumm, 1995, Ne 11, ¢1. 997; 1996, Ne 7, cT. 690; Ne 17, cT. 2002; Ne 32, cT. 3942; 1997, Ne
27,¢T.3232; 1998, Ne 32, cT. 3907; 1999, Ne 1, cT. 201; 2001, Ne 7, cT. 656; Ne 20, cT. 2015; Ne 26, cT. 2680;
Ne 36, cT. 3561; 2002, Ne 15, cT. 1431; 2004, Ne 51, cT. 5184; 2005, Ne 29, cT. 3066; 2007, Ne 16, cT. 1910;
2008, Ne 1, cT. 3; Ne 7, cT. 597; Ne 17, cT. 1887; 2009, Ne 33, cT. 4086; 2010, Ne 30, cT. 4096):

a) ab3aL feBATHaALaTbIM NepeyvHs NpoayKLMM NPOU3BOACTBEHHO-TEXHNYECKOr0 Ha3HaYyeHuns, TOBapoB
HapoAHOro NoTpebneHns n ycnyr, Ha KOTOpble rOCyAapCTBEHHOE PeryimpoBaHue LieH (Tapudos) Ha
BHYTPEHHeM pbiHKe Poccunckon ®epepauuy ocyLlecTsaaoT MpaBuTensCTBo Poccunckon depepauum n
thenepanbHbie opraHbl MCMOAHUTENbHOM BAACTW, YTBEPXKAEHHOI0 YKa3aHHbIM MOCTaHOBEHNEM, U3N0XNTb
B CrefyloLlen pefakLunu:

"JlekapCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYeHb XXN3HEHHO HEOBXOAUMBIX N Ba)KHENLLINX
JIeKapCTBEHHbIX NpenapaTos”;
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6) ab3aL neBATLIA NepeyHs NPOAYKLMN NPON3BOLACTBEHHO-TEXHUYECKOr0 Ha3HaYeHNS, TOBAapOB HAapPOLHOIr0
noTtpebneHns n ycnyr, Ha KOTOpble rOCYy1apCTBEHHOE PErynpoBaHne LieH (TapngoB) Ha BHYTPEHHEM
pbiHKe Poccminckon ®epepaunm oCyLWwecTBAAIOT OpraHbl UCNOAHUTENbHOM BAAcTh CybbekToB Poccuinckon
depepaummn, yTBEPXKAEHHOr0 YKa3aHHbIM MOCTaHOBAEHUEM, U3N0XKUTL B CIeOYIOWEN pegakumnm:
"MpenenbHble pa3Mepbl ONTOBbLIX U NpefesibHble pa3Mepbl PO3HNYHbIX HaLbaBOK K haKTUYeCKUM
OTMNYCKHbIM LleHaM NPOU3BOAMTENEN Ha NeKapCTBEHHbIE NpenapaThl, BKAOYEHHbIE B NMepeYyeHb XXU3HEHHO
HeobX0AMMbIX N BaXXHENLLNX EKapCTBEHHbIX NpenapaTos".

2. DononHuTb MonoxxeHne o GenepanbHon cnyxbe no Haa3opy B chepe 34PaBOOXPAHEHNS U COLMAJIbHOIO
pa3BuUTUSA, yTBEPXLEHHOE nocTaHoBNeHeM lNpaBuTenscTBa Poccuninckon ®enepauun ot 30 nioHs 2004 r.
Ne 323 (CobpaHue 3akoHogaTenscTBa Poccninckon Pegepaunn, 2004, Ne 28, cT. 2900; 2009, Ne 2, cT. 244,
2010, Ne 35, cT. 4574) noanyHkToM 5.1.3.10 cnegytollero cogep>xaHus:

"5.1.3.10. NnpUMEHeHNeM LieH Ha NeKapCTBEHHbIE rnpernapaThbl, BKIOYEHHbIE B NepeyeHb XXU3HEHHO
HeobX0AMMbIX N BaXXHEMLLNX JIEKAPCTBEHHbIX MpenapaTos;".

3. (MyHKT yTpaTun cuny - NMoctaHoeneHue MNpasutenbcTea Poccuinckon Pepepavivm ot 04.09.2015 Ne 941)
4. B nocTaHoBneHuun MpaButensctBa Poccunckon ®epepaumm ot 8 asrycta 2009 r. Ne 654 "O
COBEPLUEHCTBOBAHMNMN roCy4apCTBEHHOMO PErYNPOBAHMNSA LIeH Ha XXN3HEHHO HEOOX0AMMbIE 1N BaXKHENLLME
NekapcTBeHHble cpeacTBa” (CobpaHune 3akoHogaTenbCcTBa Poccunckon ®epepaumm, 2009, Ne 33, cT. 4086;
2010, Ne 2, cT. 179):

a) B HauMeHoBaHMM 1 ab3auax BTOPOM 1 TPeTbEM MyHKTa 1 c/ioBa

")XN3HEHHO HEOOX0ANMbIE U Ba)KHEWLLNE TEKapCTBEHHbIE CpeacTBa" B

COOTBETCTBYIOLLEM Mafe)Ke 3aMEHNTL C/I0BaMM "NIeKapCTBEHHbIE NMpenapaTsl,

BKJItOYEHHbIE B MepeY€eHb XN3HEHHO HEOBXOANMBIX N BaXKHENLLNX

JleKapCTBEHHbIX NpenapaToB” B COOTBETCTBYOWEM Nagexe; (MoAnyHKT yTpaTua CUY B HacTU BHECEHUS
n3MeHeHus, Kacatowierocs absaua TpeTbero nyHkTa 1 - NocTaHoBAeHMe MpaBuTeNbCTBA POCCMINCKON
®epepauymm ot 03.02.2016 Ne 58)

6) B NyHKTe 2:

B ab3aue BTOpPOM CJI0Ba ")KM3HEHHO HEOBXOANMbIE 1 BaXKHENLINE NeKapCTBEHHbIE CpeacTBa" 3aMeHNTb
CnoBaMu "NieKapCTBEHHbIE MPenapaThbl, BKJIIOYEHHbIE B NEPEYEHb XN3HEHHO HEOBXO0ANMbIX U BaXKHENLLMNX
JIEKapCTBEHHbIX NPENapaToB (Jasiee - XXU3HEHHO HEOBXOAMMbIE U BaXKHENLLME NIeKapCTBEHHbIE
npenapatbl)";

B ab3aue TpeTbeM C/loBa "NeKapCcTBeHHbIe CPeACTBa" B COOTBETCTBYIOLLEM Nafexe 3aMeHUTb CJI0BaMu
"NiekapcTBEHHbIE NpenapaTbl” B COOTBETCTBYIOLLEM NALEXE;

ab3au YeTBepThIN NPU3HATL YTPATUBLLMM CUAY;

B) B NyHKTax 3 - 9 c/loBa "NeKapCTBEHHble CpefCTBa" B COOTBETCTBYIOLWEM Nafe)Xe 3aMeHNTb C/I0BaMK
"leKkapCcTBEHHbIE NpenapaTbl” B COOTBETCTBYIOLLEM NALEXKE;

r) NyHKT 10 Nnpu3HaTb yTPaTUBLLMM CUAY;

[) NYHKT 2 U3MEHEHUN, yTBEP)XAEHHbIX YKa3aHHbIM MOCTaHOBAEHNEM, NPU3HATb YTPaTUBLLMM CUAY;

e) B (hopMe NPOTOKONA, YTBEPXKAEHHOW yKa3aHHbIM NOCTaHOBJIEHNEM:

B HAMMEHOBAHUN C/10Ba ")XN3HEHHO HEOOXOAMMBIX N BaXXHENLINX NEKAPCTBEHHbIX CPeACTB" 3aMeHUTb
CNnoBaMu "NeKapCTBEHHbIX MpenapaToB, BKAOYEHHbLIX B MepPeYeHb XN3HEHHO HEOBXOANMbIX N BaXKHEMLLINX
JleKapCTBEHHbIX NpenapaTos”;

B CHOCKax MepBOW 1 BTOPOW CJI0BA "XKN3HEHHO HEOOX0ANMOE N BaXKHelLLee NeKapcTBEHHOe CpeacTBo”
3aMEHUTb C/I0BaMM "NIeKapCTBEHHbIM NpenapaT, BKAOYEHHbIN B NepeyeHb XNU3HEHHO HEOBX0ANMbIX U
Ba)KHENLLMX JIEKAPCTBEHHbIX NMpenapaTos,".
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