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NMPABUTENLCTBO POCCUNCKOW ®EOEPALIUMN
MOCTAHOBNEHUE
OT 29 OKTSIBPA 2010 FOOA N 865

O roCyYdAPCTBEHHOM PEIYNnMPOBAHUM LIEH HA NEKAPCTBEHHbBIE NMPEMAPATbI, BKITIOYEHHBLIE B NEPEYEHb XXU3HEHHO
HEOBXOOUMBIX U BAXXHEWLMX NEKAPCTBEHHbIX MPEMAPATOB

(c nameHeHusimu Ha 18 Hosi6pst 2020 roga)

WHbopmaums 06 3aMeHsLWmMX JOKYMEHTax

,D,OKyMeHT C USBMEHEeHNAMU, BHECEHHbIMU:

nocraHoenenveM lMpasuTensctBa Poccunckon ®enepauum ot 5 fekabps 2011 rona N 1001 (CobpaHue 3akoHogaTensctBa Poccuiickon ®egepaunm,
N 50, 12.12.2011);

nocraHoenenveM lMpaBuTenbctBa Poccuiickon ®enepauum ot 4 ceHTsabps 2012 rona N 882 (CobpaHue 3akoHopaTensctBa Poccuiickon ®egepauuy,
N 37, 10.09.2012);

nocraHoenenveMm [lpaButenbcTtBa Poccuiickon ®Pepepauum ot 15 aerycta 2014 roga N 816 (OdvumanbHbIi MHTEpPHET-NopTan npaBoBOM
MHdopMauun www.pravo.gov.ru, 21.08.2014);

MHdopmauun www.pravo.gov.ru, 01.09.2014);

nocraHoenenveMm [lpaButenbctBa Poccuiickont Pepepaumm ot 4 ceHtabpa 2015 roga N 941 (OdwmumanbHbIl MHTEPHET-NOPTan npaBoOBOM
MHdopmauun www.pravo.gov.ru, 10.09.2015, N 0001201509100008) (o nmopsigke BCTyMMeHWs B CUMy CM. OyHKT 5 noctaHoBnenusi [paBuTenbcTBa
Poccuickon ®enepauum ot 4 ceHtabpa 2015 roga N 941);

nocraHoenexnvemM [paButenbcrtBa Poccuiickort Penepaumm ot 15 centabps 2015 roga N 979 (OdwuumanbHbIl MHTEpHET-NopTan npaBoBOK
nHdopmaumm www.pravo.gov.ru, 18.09.2015, N 0001201509180014) (BcTynuno B cuny ¢ 1 okta6psi 2015 roga);

nocraHoenenveMm [paButensctBa Poccuiickon Pepepauum ot 3 dheBpana 2016 roga N 58 (OdwmumanbHbIl MHTEPHET-NMopTan npaBoBOW

MHdopmauun www.pravo.gov.ru, 05.02.2016, N 0001201602050020) (sctynuno B cuny ¢ 1 mapta 2016 roga);

noctaHoenexnvem [lpaButenbctBa Poccuiickon Penepaumm ot 28 ceHtsabpa 2018 ropa N 1152 (OdwmumanbHbIi MHTEPHET-NOpTan npaBoBOK
MHdopmauun www.pravo.gov.ru, 02.10.2018, N 0001201810020021);

nocraHoenenveMm [lpaButenbcrtBa Poccuiickoni Pepepaumm ot 8 oktabpa 2018 roga N 1207 (OdwvumanbHbI MHTEPHET-NOPTan npaBoBOM
MHdpopmauun www.pravo.gov.ru, 18.10.2018, N 0001201810180006);

nocraHoenexnvem [NpaButenbcrtBa Poccuiickon Penepaummn ot 16 aekabps 2019 roga N 1683 (OdumumanbHbIA MHTEPHET-MopTan npaBoBOK
MHdopmaLuun www.pravo.gov.ru, 17.12.2019, N 0001201912170003);

www.pravo.gov.ru, 06.04.2020, N 0001202004060038) (c nameHeHUsMU, BHECEHHbIMW NOCTaHoBneHveM [NpaBuTtenscTBa Poccuiickon ®enepauuu ot 16

Hoa6ps 2020 rona N 1832, noctaHoBnenunem lMpasutensctBa Poccuiickon Penepaumm ot 17 Hoabpsa 2021 rona N 1961) (gencteyet go 1 aHeaps 2023
roga);

nocraHoenexnvemMm [paButenbctBa Poccuiickont Penepaummn o1 24 centabpsa 2020 rona N 1541 (OdwmumanbHbIl MHTEPHET-NoOpTan npaBoBOK
MHdopmaLuun www.pravo.gov.ru, 28.09.2020, N 0001202009280035);

nocraHoenexnnemM [NpaBuTenbcrtBa Poccuiickont Penepaumm o1 26 oktabps 2020 ropa N 1733 (OdwmumanbHbIn MHTEpHET-NopTan npaBoBOK
nHdopmaumm www.pravo.gov.ru, 29.10.2020, N 0001202010290008);

nocraHoenexnvemMm [paBuTenbcrtBa Poccuiickonn Penepaumm ot 31 oktabps 2020 ropa N 1771 (OdwuumanbHbIl MHTEPHET-NopTan npaBoBOK
MHdpopmauun www.pravo.gov.ru, 03.11.2020, N 0001202011030002);

nocraHoenexnnemM [paButensctBa Poccuiickon Penepaumm o1 18 Hoabpsa 2020 roga N 1858 (OdmumanbHbIi MHTEpHET-NopTan npaBoBOK
nHdopmaumm www.pravo.gov.ru, 20.11.2020, N 0001202011200047) (pacnpocTpaHsieTcs Ha NpaBOOTHOLUEHUs, BO3HUKLWKe ¢ 1 mapTta 2020 roaa).

TpeboBaHUA, B OTHOLLEHMW KOTORbIX HE MPUMEHSATCA nonoxexusa Yacten 1, 2 n 3 ctatbn 15 PenepansHoro 3akoHa "O6 oba3aTenbHbix TpeboBaHUAX B
Poccuickon ®enepauun”, yTBepxaeHHbIV noctaHoBneHneM lMpasutensctea Poccuickon Penepauum ot 31 aekabpa 2020 rona N 2467.
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O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Ctpanuua 2
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

- MpumevaHne nsrotosutens 6a3bl AaHHbIX.

B cooTBeTcTBUU ¢ PeaepanbHbiM 3akoHoM "O6 obpallieHnn nekapcTBeHHbIX cpeacTs” MNpaButenbcTBo Poccuiickon ®enepavimm

NOCTaHOBISIET:
1. YTBEpOWTbL Npyunaraemble:

[paBuna rocynapcTBEHHOW perucTpauum v NepeperucTpaLn npeaenbHbiX OTAYCKHbIX LIeH MPOM3BOAMTENEN HAa MeKapCTBEHHbIE Mpenaparsl,
BKNOYeHHble B NepeyeHb XXN3HEHHO HEeOBXOANMBIX 1 BaXKHENLLINX J1eKapCTBEHHbIX NpenapaToB;

(AB3au B pegakumu, BBegeHHoW B Aencteue ¢ 17 gekabpsa 2019 roga noctaHoBnexvem [paButenscrea Poccuickont Penepaummn ot 16 aekabps
2019 rona N 1683. - Cm. NpeapAyLLYI0 peaaKLmio)

MpaBuna obssartenbHol nepepeructpauum B 2019-2020 ropgax  3aperMcTprpoBaHHbIX MpPeAernbHbIX  OTMAYCKHbIX LieH MPOV3BOAUTENEN Ha
JNIeKapCTBEHHbIE NPenapaThl, BKIOYEHHbIE B NEPEYEHb XU3HEHHO HEODXOAMMbIX U BaXKHENLLINX NIEKAPCTBEHHbLIX NPenaparos;

(AB3aL, gononHuTenbHo BkModeH ¢ 17 aekabpsa 2019 roga noctaHosneHvem [paButensciBa Poccuiickont Penepaumm ot 16 Aekabpa 2019 rona N
1683)

[MpaBuna BeaeHVa rocyAapCTBEHHOIO peecTpa npefefbHbIX OTNYCKHbIX LieH NPOV3BOAMTENEN Ha NEeKapCTBEHHble npenapaTtbl, BKAKYEHHblE B
NepeYeHb XN3HEHHO HEOBXOANMBIX U BaXXHEWLLMX NEKaPCTBEHHbIX NPENapaTos;

MpaBuna ycraHoBNEeHUA opraHamy WCMNONHWUTENbHOW Briactv cybbekToB Poccuiickor Penepauuy npeaenbHbiX pasMepoB ONTOBbIX HanbaBoK u

(AbB3ay B pegakumun, BBeAeHHOW B AencTBue ¢ 28 ceHTabpsa 2020 roga noctaHoBneHvem [MpaButenscrBa Poccuiickon ®enepauum ot 24 ceHTa6pa
2020 rona N 1541. - CM. NpeabIayLLyI0 peAakLuio)

MNpaBuna hopmMypoBaHMA OTMYCKHbIX LIeH Ha JfeKapCTBEeHHble Mpenapartbl, BKMOYEHHble B NEepeYeHb KWM3HEHHO HEeOOXOAUMBIX W BaXHEeMLIMX
NeKapCTBEHHbIX MpenapaToB, OpraHv3aumsaMy  ONTOBOW TOPRIOBAW, anTEYHbIMU _OpraHv3aunsMu, UMHAMBUAYanbHbIMU _[OpeAnpuHUMaTensamu v
MeANLMHCKUMUW OpraHusaumsmMu;

(AB3aL AononHUTENbHO BKIMKOYEH ¢ 28 ceHTsbpsa 2020 rona noctaHoeneHveM Mpasutensctea Poccuiickort Penepauimm ot 24 centsadps 2020 rona N
1541)

XN3HEHHO HEOOXOAMMbIE U BakHeNLIne JIeKapCTBEeHHbIEe CpeacTBa.

2. MpepenbHble OTMYCKHbIE LieHbl MPOU3BOANTENE HA XU3HEHHO HEODXOAMMbIE U BaXKHEWLLIME NEKAPCTBEHHbIe CPeACTBa, 3apervcTprpoBaHHbIe A0
BCTYMNJIEHUSI B CUJTy HaCTOSILLErO MOCTaHOBIIEHUS], NOANEXAT BKIIOYEHWUIO B FOCYAAPCTBEHHbIM PEECTP NpeaenbHbIX OTNYCKHbIX LEEH NPoV3BOAMTENEN Ha
neKkapCTBEeHHbIE Npenaparkl, BKITOYEHHbIE B NEPeYeHb KN3HEHHO HEOBXOAMMbIX U BaXKHEMLLMX NEKAPCTBEHHbIX NPernapaTos.

3. 3apeructpupoBaHHble go 26 okTs6ps 2010 ropa:

npeaenbHble OTMNYCKHbIe LieHbl MHOCTPaHHbIX NPOM3BOAMTENEN B MHOCTPAHHOMW BasntoTe Ha feKapCTBEHHbIe Mnpenaparbl, BKIOYEHHbIE B NepeyeHb
KM3HEHHO HEOOXOAUMBIX U BaXKHEMLLNX NeKapCTBEHHbIX NpenapaToB, nognexart nepecyety ao 1 aekabps 2010 roga B py6nu no kypcy LleHTpanbHoro
6aHka Poccuiickon Pepepaumm Ha 1 Hosi6ps 2010 ropga (6e3 npencTaBrneHust 3asiBNEHWS MPOM3BOAWUTENEN O MnepecyeTe LEeHbl) C BHECEHMEM
COOTBETCTBYIOLLMX U3MEHEHWI B TOCYAAPCTBEHHbIN peecTp npeaernbHbIX OTNYCKHbIX LIeH NPOM3BOAMTENEN Ha NekapCTBEHHbIE NpenapaThbl, BKIOYEHHbIE B
repeyveHb XN3HEHHO HEOOXOAMMbIX U BaXKHEWLLMX NleKapCTBEHHbIX NpenapaTtos;

npepernbHble OTMYCKHbIE LieHbl POCCUMIACKMX NPOM3BOAMTENEN Ha NeKapCTBEHHbIe Npenaparbl, BKIMIOYEHHbIE B NepeYeHb XU3HEHHO HEeOOXoANMBIX U
Ba)KHENLUMX TeKapCTBEHHbIX MpenapaTtoB, nognexar wHaekcauum c 1 Hosbps 2010 roga wucxogs M3 MPOTrHO3MPYEMOTrO YPOBHS  MHpnsAumu,
ycTtaHoBneHHoro Ha 2011 rog ®enepanbHbiv_3akoHoM "O denepansHom 6tomxere Ha 2010 roa_ v Ha nnaHoBbii nepuop_2011 m 2012 ropos”, ¢
BHECEHNEM COOTBETCTBYIOLLUMX U3MEHEHUI B rOCYAapCTBEHHbIA PeecTp NpeaenbHbIX OTMYCKHbIX LEH MPou3BoauTenei Ha nekapcTBEHHbIe nmpenaparbl,
BKITIO4EHHbIE B NepeYeHb XU3HEHHO HEOOX0OMMbIX U BaXXHENLIMX NeKapCTBEHHbIX NpenapaTos.

4. MuHncTepcTBy 3apaBooxpaHeHust Poccuiickon ®epepauum no cornacoBaHuio ¢ MUHUCTEPCTBOM MPOMBILLNIEHHOCTM M ToprosBnn Poccuinckon
degepaumm, MuHUCTEPCTBOM 3KOHOMUYECKOro passutua Poccunckon Pepepaummn, MuHucTepcTBoM TpyAa M coumanbHom 3awmTtbl Poccuickon
®enepaummn, MuHUCTEPCTBOM permoHansHoro passutns Poccuickon Penepaunmn, degepanbHo aHTUMOHOMNOMNBHOW cnyx6on, ®eaepanbHon cryxbon
no Haa3opy B cdpepe 3alumTbl Npas notpedutener n bnaronony4ms Yyenoseka, MUHUCTEPCTBOM Hayku U BbicLLero obpasoBaHus Poccuiickon ®eaepaumm
n MunHuctepctBoMm hrHaHcoB Poccuiickon Pepepaummn He pexe OAHOro pasa B rog, He nosgHee 15 okTAOps, npeactaBnsaATe B [paBUTENBCTBO
Poccuiickon ®efnepaummn NPoekT NepeyHs Xn3HeHHO HEOOX0AMMBIX 1 BaXKHEWLLIMX NIeKapCTBEHHbIX Npenaparos.

2014 ronpa N 871; B pepakumu, BBegeHHon B fAenicteue ¢ 10 oktabps 2018 roga nocraHoBneHviem [paButenscrea POCCMMCKgﬁ_GDeAQ@MM OT%

ceHTs6ps 2018 roga N 1152; B pegakumu, BBeAeHHON B Aencteune ¢ 6 Hos6psa 2020 roga noctaHoBneHneM [NpaButenscrea Poccuiickort Peaepauum ot
26 okTa6psa 2020 rona N 1733. - CM. NpeablayLLyo peaakLmo)
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O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Ctpanuua 3
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

5. MuHucTepcTBy 3gpaBooxpaHeHus Poccuiickon ®enepauun n PenepanbHOn aHTUMOHOMNONBHONM cnyx6e AaBaTb NpU HEOBXOAMMOCTU Pa3bsiCHEHNSA
Nno NPMMEHEHUI0 NPaBwsl, YTBEPXKAEHHbIX HACTOSALLMM NMOCTAHOBMEHNEM.

(MyHKT B pegakumun, BBeaeHHo B Aenctaue ¢ 18 oktabps 2018 roga noctaHoBneHuem lMpaButensciea Poccuiickort Penepavimm ot 8 oktsi6ps 2018
rona N 1207. - Cm. npeablAyLLIYo peaaKuuio)

6. MpusHaTtb yTpaTuBLUMMMK CUNY:

nekapcrBeHHble cpeactea” (CobpaHue 3akoHogaTenbcTea Poccuickon ®egepauun, 2001, N 47, cT.4448);

nocrtaHoenexHve [lpaBuTenbctBa Poccurickon Penepaumm o1 17 okTabpsa 2005 roga N 619 "O coBepLIEeHCTBOBaAHUW T[OCYAApPCTBEHHOMO

NYHKT 3 WM3MEHEHWN, KOTOpble BHOCATCA B akTbl [lpaBuTenbctBa Poccuiickon Penepauumn No Bonpocam AesaTenbHocTn MwuHucTepcTBa
MPOMbILUNIEHHOCTH 1 Toproenu Poccunckon ®efnepauum, yTBepKaeHHbIX noctaHoBneHneM MpaBuTensctea Poccunckon ®enepauum ot 7 mniona 2008 roaa
N 441 (CobpaHue 3akoHogaTenscTBa Poccuiickon ®enepaumu, 2008, N 24, cT.2869);

nyHKT 1 noctaHoBnenus [NpaButenbctBa Poccuiickonn Penepaumm ot 30 nekabpsa 2009 rona N 1116 "O BHECEHUM U3MEHEHWN B HEKOTOPbIE
noctaHoeneHus MNpaBuTtenbctea Poccuiickort Penepalimm no BoNpocam, CBA3aHHbLIM C PErynnMpoBaHMeM LIEH Ha XM3HEHHO HEOOXoaAUMbIe U BaxHeWLIne
nekapcrBeHHble cpeactea” (CobpaHue 3akoHogaTenbcTea Poccuiickon ®egepauun, 2010, N 2, c1.179).

Mpencenatens MNpaButenscTBa
Poccuiickon ®epepauum
B.MyTtuH

YTBEPXOEHDbI

nocrtaHosneHvem lNMpaButenbcTBa
Poccunckon ®enepaumm

oT 29 oktabpsa 2010 roga N 865

(B pepakuumn, BBegquHou B 4eNCTBMue
c 18 okTs6psa 2018 ropa
nocraHoBneHuem MpaButenbLcTBa
Poccunckon dJe%faL{;/l_u

ot 8 okTaA6pa 2018 rona N 120/. -

Cm. npeablayyto peaakumio)

MPABWUIIA TOCYOAPCTBEHHOW PETMCTPALIM U NEPEPEMUCTPALIMW MPEQENbHBIX OTMYCKHbLIX LLEH MPOU3BOAUTENEN HA
NEKAPCTBEHHBIE NPEMNAPATbI, BKITHOYEHHbIE B MEPEYEHb XXU3HEHHO HEOBEXOOMUMbIX U BAXXHEMLLUNX NNEKAPCTBEHHbIX
MPENAPATOB *

(c nameHeHusaMmM Ha 31 okTabpsi 2020 roaa)

* HanmeHoBaHue B pepakuun, BBeaeHHou B Aencteue ¢ 17 gekabpst 2019 roga noctaHoenexuem [NpaButenscrtBa Poccuiickon Penepaumm ot 16
nekabpsa 2019 rona N 1683. - CM. npeablayLLyo peAaKLIMIO.

1. Hactosiwme MNpaBuna yctaHaBnMBalOT NOPSAOK OCYLECTBIEHUS rOCyAapCTBEHHOW perncTpauum n nepepernctpaumm npeaenbHblX OTnyCKHbIX LeH
Npov3BOAMTENEN Ha NEeKapCTBEHHble NpenapaTtbl, BKIOYEHHblE B MEpPeYEeHb KM3HEHHO HEOOXOAMMBIX WM BaXKHEWLLUMX JIeKapCTBEHHbIX NpenapaTtos,
yTBepxgaembivi [MpaBuTtensctBoM Poccuickon ®egepauun (ganee - nekapcTBeHHble Npenaparbl).

2020 rona N 1733. - CMm. npeablayLLyio peaakLmio)

2. TocypapcTBeHHasi peructpaums v nepepernctpauus npeaenbHblX OTMYCKHbIX LEH Mpou3BoAMTENer NekapCTBEHHbIX npenapaTtoB Ha
neKkapcTBeHHbIe NpenapaTbl OCYLUEeCTBNATCA B pyonsx.

3. MuHucTepcTBO 3apaBooxpaHeHusi Poccuiickori deaepauun ocylLecTBRsSIET perucTpauuio npeaencHo OTMYCKHOM LieHbl Mpou3BOAUTENs Ha
nekapcTBeHHbIN Npenapar, ee NepeperucTpauuio, BHeCEHUe yKazaHHOW 3aperucTpupoBaHHoW (NepeperncTpupoBaHHoii) NpeaensHoV OTNYCKHOW LieHb! B
rocy[apCTBEHHbIA peecTp npefenbHbIX OTMYCKHbIX LeH Npou3BoauTeneil Ha nekapcTBeHHble Npenapartbl, BKIOYEHHbIE B MNepevyeHb XU3HEHHO
HeobXoAMMbIX U BaXKHEMLLUMX NEKapCTBEHHBIX NpenapaToB (Aaree - rocyAapCTBEHHbIV PeecTp), Bbldady AepXaTento unu Bragernbly perucTpauyoHHOro
YOOCTOBEPEHUSI NEKApCTBEHHOrO mnpenaparta (YNofIHOMOYeHHOMY WM nuuy) BbINUCKM M3 npukasa MuHucTepcTBa 3ppaBooxpaHeHust Poccuiickoin
denepaumn o rocynapcTBEHHOM perncTpaumm (NepeperucTpaummn) NnpeaernbHON OTNYCKHO LieHb! MPOU3BOAMTENS Ha NEKapCTBEHHbIN Npenapar.

4. depepanbHas aHTMMOHOMOMbHAs Crnyx6a OCYLIECTBNAET SKOHOMWYECKWI aHanu3 npeaenbHOM OTMYCKHOW LieHbl MPOU3BOAMTENS Ha
neKkapcTBeHHbI Npenapar Nnpu ee rocyaapCTBEHHOW perucTpauum (nepepernctpasmm).

5. [na rocygapCTBEHHOW perucTpauum (nepeperncrpaumm) npeaenbHoW OTMYCKHOM LeHbl MPOM3BOAUTENS Ha feKapCTBEHHbIM npenapat B
MwuHucTepcTBo 3apaBooxpaHeHust Poccuickon ®depepauun gepxaTtenem wnu BrnagenbueM perMcTpauuoHHOrO  yAOCTOBEPEHMST NEKapCTBEHHOIO
npenapara (YnorHOMOYEHHbIM UM NMLOM) NPEACTABNSATCS criedyolmne JOKYMEHThI (B 2 ak3emnnsipax Ha ByMaxxHOM HocuTene 1 B 3NeKTPOHHOM BUAE):
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O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Ctpanuua 4
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

a) 3asBreHve O roCyfapCTBEHHOW pernctpaumu npedernbHbIX OTMYCKHbIX LieH MPOU3BOAUTENeN Ha fekapCTBEHHble npenaparbl, BKIIOYEHHblE B
nepeyveHb XXM3HEHHO HEODOXOAMMBLIX W BaXXHEMLUMX JIeKapCTBEHHbIX npenapatoB, no dopme cornacHo npunoxenvio N 1 (nanee - 3asBrneHve o
roCy#apCTBEHHOW perucTpauumn) unm 3asiBfieHne O nepeperncrpaumm npedernbHbiX OTMYCKHbIX LEH NMPOU3BOAMTENEN Ha fekapCTBEHHbIE Mpenaparhbl,
BKIMKOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMbIX M BaXKHEMLLMX JEKApCTBEHHbLIX MpenapaTtoB, Mo dopme cornacHo npunoxenHuto N 2 (ganee -
3asiBrneHne o nepeperncTpauum);

(MoanyHKT B pefakuuun, BBeaeHHow B AencTteue ¢ 17 gekabps 2019 roga nocrtaHoenenuneM MNpaButenbctBa Poccuiickon ®enepauum ot 16 nekabps
2019 rona N 1683. - CM. NpeablAyLLIY0 PefaKLmio)

6) cBeeHuda o NUeH3nn Ha Npon3BOACTBO NIEKAaPCTBEHHbIX CPEACTB;

B) CBELIEHUSA O PEMMCTPALIMOHHOM YAOCTOBEPEHNM NTEKAPCTBEHHOTO Npenapara;

npenaparbl,_ BKMAKYEHHblE B MNEpPeYeHb XKM3HEHHO HEeOOXOAMMbLIX W BaKHEMLUMX JIEKAPCTBEHHbIX MNPEenapatoB, YTBEPXAEHHOW MNOCTaHOBIEHMEM
MpaButensctBa Poccuiickon Penepauum ot 15 ceHtabpa 2015 . N 979 "O BHeceHuM M3MeEHEHWI B noctaHoBneHnwe [NpaButenbcTBa Poccuiickon
denepauun ot 29 oktAbpa 2010 . N 865 v 06 yTBEPXKASHUN METOAMKM pacyeTa NpeaenbHbIX OTNYCKHbIX LIeH Npou3BoauTenein Ha nekapCTBEeHHbIe
npenaparbl, BKIYEHHbIE B NEPEeYEHb XN3HEHHO HEOOXOAMMbIX Y BaXKHEWLIMX IeKapCTBEHHbIX NpenapartoB” (fanee - MeToamka), BkovatLume B cebs:

(Ab3ayu B pegakumu, BBeAeHHoW B Aeicteue ¢ 17 gekabpsi 2019 roga nocraHoBnenunem [paeutensctBa Poccuiickon ®enepauunm o1 16 aekabps
2019 rona N 1683. - Cm. npeablayLLy peaakLmi)

cBegeHus 06 obbemax M O LeHax oTnycka Haxogsuierocs B obpalieHun Ha TeppuTopumn Poccuiickoin depepaummn nekapcTBeHHOro npenapata
Npou3BOAMTENS rocydapcTBa - YneHa EBpasuniickoro 3KOHOMUYECKOrO COK3a U NIEKapCTBEHHOMO MpenapaTa UHOCTPaHHOIro NPOM3BOACTBA, NEPBUYHAS U
(vnn) BTOpMYHas ynakoBka KOTOPOro OCYLLECTBISETCS UK NNaHMpyeTcs ocywecTBnsaTees B Poccuiickon denepauny;

(AB3au B pepmakuuu, BBefeHHoW B Aencteue ¢ 17 gekabpsa 2019 roga noctaHoBneHvem [paButensctea Poccuiickont Penepaummn ot 16 aekabps
2019 rona N 1683. - CM. NpeaplAyLLYI0 pefaKLmio)

pacyeT npeaenbHON OTMYCKHOW LEeHbl MPOM3BOAUTENS Ha NeKapCTBEHHbIV npenapat, NpeacTaBnseMOn Ha roCyAapCTBEHHY perncrpaumio
(nepeperucTtpaumio);

cBefleHns 06 obbemax M LeHax BBO3a JIEKApCTBEHHOrO npenapata MHOCTPaHHOro NPOW3BOACTBA, HaxoAsLlerocs B obpalleHun Ha TeppuTopumn
Poccuiickon ®epepaumu;

cBefeHnA 0 Hann4mm 3aperncTtpupoBaHHbIX npeaeribHbIX OTMYCKHbIX LEeH 3aAaBNAeMOro fiekapCTtBeHHOro npenapara,;

pacyeT npenernbHOM OTMYCKHOM LeHbl Ha BOCMPOW3BEAEHHbIN, GroaHanoroBbi (6MONOAOOHbIN) NEeKapCTBEHHBIN Mpenapat, NpeacTaBnsieMon Ha
rocy4apCTBEHHYI0 perncTpaumio;

pacueT npefenbHo OTMYCKHOWM LieHbl Ha NleKapCTBEHHbIN npenapaT Npou3BoAuTens rocyaapcTea - YneHa EBpasniickoro 9KOHOMUYECKOro CoH3a,
NpeacTaBnseMoii Ha rocyAapCTBEHHYIO PErMCTpaLmio;

2019 rona N 1683. - Cm. NpeapAyLLYI0 peaaKLmio)

0obOCHOBaHWe pacyeTa MpenenibHOM OTMYCKHOW LEeHbl Ha JeKapCTBEHHbIM MpenapaTt Mnpou3BOAUTENs rocydapcTBa - 4neHa Espasuiickoro
3KOHOMMWYECKOTO COt03a, NPeACTaBseMoN Ha NepeperncTpaumio;

(Ab3au B pepakumu, BBeAeHHoW B Aeincteue ¢ 17 gekabpsi 2019 roga nocraHoBnenunem [paeutensctBa Poccuiickon ®enepaumnm o1 16 aekabps
2019 rona N 1683. - CM. npeaplAyLLY0 PeAaKLuio)

060CHOBaHMe pac4yeTa npeaenbHON OTMYCKHOW LieHbl NIeKapCTBEHHOro npenapara MHOCTPaHHOMo MPOM3BOACTBA, B TOM 4Yucrie nepBuyHas u (Unum)
BTOpMYHasi ynakoBka KOTOPOro OCYLLECTBIAETCS UMK NNaHnpyeTca ocyLlecTBnaTbes B Poccuiickon ®egepaumnn, npeactasnsieMol Ha nepeperncTpaumio;

(AB3au B pepmakumu, BBegeHHoW B Aencteue ¢ 17 gekabps 2019 roga noctaHoBneHvem [MpaButensctBa Poccuiickort Penepaumun ot 16 nekabps
2019 rona N 1683. - CM. NpeapAyLLYI0 peaaKLmio)

,D,) OOKYMEHT, I'IO,E[TBep)K,D,a}OLIJ,VIVI NOJIHOMOYUA YNONTHOMOYEHHOro nnua.

6. CeefeHus, coaepxalimeca B 3adBrieHun O roCyNapCTBEHHOW PErncTpaLun M 3ageieHuM O Nepeperucrpauunm, LOSMKHbl COOTBETCTBOBATb
cBeieHUaAM, yKa3aHHbIM B perncTtpauMoHHOM yaOCTOBEPEHUN NTEKapCTBEHHOIO npenapara Ha AeHb NoJadn Takoro 3adaBneHus.

7. OepxaTenb unu Bnagenew, perncTpaumoHHOro Y0CTOBEPEHWS NEeKapCTBEHHOrO npenapata (YnosIHOMOYEeHHOe MM ML) Brnpase NpencTaBuTb
KOMUIO NIULIEH3MN Ha NPOM3BOACTBO NIEKAPCTBEHHBIX CPeAcTB U, a Takke konuo dopmbl N 2-JIEK (npom) "CBeneHust 0 NponsBoacTBe, OTrpy3Ke U LieHax
Ha nekapcTBeHHble cpeAcTBa Mo COGCTBEHHOW UHULIMATUBE.

(MyHKT B pemakuuun, BBeaeHHoW B AencTteue ¢ 17 gekabps 2019 roga nocraHoenenweM [NpaButenbctBa Poccuiickon ®enepauum ot 16 nekabps
2019 rona N 1683. - CM. npeablAYyLLYI0 peAaKLuio)

8.B cny4ae npencrtasfieHNa gepxarenem nnu snagenbuemM permctpaumoHHOro yaoCctoBepeHuna nekapCcTtBeHHOro npenapara (yI'IOJ'IHOMOquHbIM nm

peleHnss 06 MCKMIYEHUU M3 FOCyAapCTBEHHOrO peecTpa npeneribHOM OTMYCKHOM LeHbl Ha NeKkapCTBEHHbIN npenapaTt 3asBrieHHas npegenbHast
OTNyCKHasi LeHa MNpPOW3BOAUTENS HE MOXET MpeBblaTb paHee WCKIYEHHY NpefenbHyl OTMYCKHYlo LeHy npousBoguTenst (6e3 y4yeta
NPOU3BOACTBEHHON MIOLLAAKN) NCXOOA U3 CTOMMOCTM OfHOW NeKapCTBEHHOW (hOPMbl COOTBETCTBYIOLLEN A03MPOBKM NleKapCTBEHHOIO Npenaparta.
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O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Ctpanuua 5
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

9. 3agBneHHas K rocyfapCTBEHHOW perucrpauuv npegenbHas OTMycKHas LieHa Npou3BOAMTENSA Ha pedepeHTHbI NekapCTBEHHbIV npenapart He
MOXeT MpeBbIlWaTh LEHy, yka3aHHyto B nognyHkte 5.5.4 npunoxenua N 1 k MpaBunam chopmypoBaHva NepeyHer NekapCTBEHHbIX NpenaparoB And
MEOULMHCKOrO MPUMEHEHUS U MWUHWMAarbHOIO acCOPTMMEHTa JeKapCTBEHHbLIX MPEenapaToB, HEOOXOAUMbIX AN OKa3aHUs MEAMLIMHCKOW MOMOLLN,
yTBEpPXOEHHbIM nocTaHoBneHnem [NpaButenbctea Poccuiickon Penepaumm ot 28 asrycta 2014 r. N 871 "O6 yrBepxaeHuu [MpaBun dopmmpoBaHus
NepPEeYHen NeKapcCTBEHHbIX MPEenapaToB Afs MEAULMHCKOIO NPUMEHEHUS U MUHUMAIbHOIO acCOPTMMEHTa feKapCTBEHHbIX NpenaparoB, HEOOXOAUMbIX
ONs OKasaHWsa MeAULIMHCKOW NomoLLn”.

10. MuHucTepcTBO 3gpaBooxpaHeHus Poccuiickon ®epepauum B TedeHne 15 pabounx gHen co AHA obpalleHuss gepxartens unuv Bnagenbua
pPerncTpaumoHHOro yAOCTOBEPEHUS NIeKapCTBEHHOrO MpenapaTa (YNonHOMOYEHHOrO UM fvua) OCYLLECTBASIET NPOBEPKY MOMHOTbI NPeACTaBlIEHHbIX B
COOTBETCTBUM C MYHKTOM 5 HacTosuwmx MNpaBun AOKYMEHTOB M HamnpaBnsieT OauH 3K3eMNsp AoKyMeHToB B defeparnbHyto aHTUMOHOMOSbHYIO CryX0y
UNN NpUHMMaeT pelleHne ob oTkase B TrOCyAapCTBEHHOW perucrpauuv (nepeperucrpauuv) npenenbHOM OTMYCKHOW LeHbl Npou3BoauTens Ha
TNeKapCTBEHHbIN Npenapar.

11. OcHoBaHMAMU AMiA OTKasa B rocyAapCTBEHHOW peructpauuu (nepeperncrpaumm) MuHuctepcTBom 3gpaBooxpaHeHus Poccuiickon ®epepaumu
npeaenbHOM OTMYCKHOW LieHbl MPON3BOAMTENS HAa NeKapCTBEHHbIV nNpenapar sSiBNATCA:

a) oTCyTCTBME B JOKYMEHTAX, yka3aHHbIX B MyHKTe 5 HacToauwmx MNpaBun, cBeaeHWin, NpeayCMOTPEHHbIX HAacToAWwMMM MNpaBunaMn 1 MeToaMKON;

0) npeBbILLEHVE 3asIBNIEHHOW AN rOCYAAPCTBEHHOW perncTpauum npeaenbHow OTMNYCKHOW LieHbl NPOM3BOAMTENS Ha NeKapCTBEHHbIV npenapar Haj
OTMYCKHOWN LIEHOW, onpeaeneHHon ¢ y4etom TpeboBaHuii nyHkToB 8 1 9 HacToauwmx Mpasun;

B) HenpeacTasreHne cBeaeHui, NpeayCcMOTPEHHbIX MyHKTOM 12 HacTosAwmx Mpasun.

12. B cny4yae Heo6XxoaMMOCTM YTOYHEHMS U (M) OOMONHEHNS CBEAEHWI, COAEPXKALLMXCA B JOKYMEHTAX, YKasaHHbIX B MyHKTe 5 HacTodwmx Mpaeun,
Jepxatenb Unu Brnagenel perncTpauuoHHOro YAOCTOBEPEHUA NeKapCTBEHHOro npenaparta (YNofHOMOYEHHOEe MM MWL) MPeAcTaBnsaoT Mo 3anpocy
MuHucTepcTBa 3apaBooxpaHeHust Poccuiickoi ®edepaumy COOTBETCTBYIOLLYIO AOKYMEHTaNbHO 0GOPMIIEHHYIO MHGOPMALMIO.

Cpok npeacTaBrneHuss OTBeTa Ha 3anpoc AepxaTtenem Wnu BragenbleM permcTpauvoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenaparta
(ymonHOMOYEHHBIM MM NULOM) He MoxeT npesblwatb 10 pabounx gHen co OHS nonydeHwWs 3anpoca MwuHucTepcTBa 3gpaBooxpaHeHus Poccuickon
depepaumn.

Mpy aToM OBLLMIA CPOK PacCMOTPEHUsI OKYMEHTOB, yKasaHHbIX B MyHkTe 5 Hactoswmx [MpaBun, MuHMCTEpCTBOM 3gpaBooxpaHeHust Poccuiickon
dPenepaunmn He MOXET NpeBbILLATL CPOKM, NPeayCMOTpeHHbIe NyHKTOM 10 1 ab3auem BTOpbIM HAaCTOSILLEro MyHKTa.

Mpu HenocTynneHUu oT AepxKaTens Unu BnafernbsLa perMcTpauuoHHOro YA0CTOBEPEHs! NeKkapCTBEHHOTO Npenapata (YNonHOMOYEHHOTo UM Nuua) B
YCTaHOBINEHHbIM CPOK 3anpoLLEeHHO AOKYMeHTanbHoO oopMIieHHo nHdopmaumm MrHMCTepcTBO 3apaBooxpaHeHusi Poccuiickoit deaepauum B Te4eHme
5 paboumx oHen co AHs UcTedeHus obLUero cpoka NpuMHUMaeT pelleHue o6 OTkasde B rocy[apCTBEHHOW peructpauumn (nepepeructpauum) npegenbHoi
OTMYCKHOW LieHbl NPOM3BOAMTENS Ha NeKapCTBEeHHbIN Npenapar, 0 YeM B MUCbMEHHOM (hopMe YBEAOMISIeT AepxarTens unv Bnagenbla perncTpaumoHHoro
YOOCTOBEPEHUS NEKAPCTBEHHOTO Npenapara (yrnofHOMOYEHHOe UM JNLIO).

13. ®epepanbHasi aHTUMOHOMONbHAsA cnyxba B TedeHne 15 paboumx OHEN CO AHSA NONMyYeHUs OOKYMEHTOB, yKasaHHbIX B MYHKTE 5 HacTosalmx
[paBun, NpoBOANUT B COOTBETCTBMM C HaAcToAWwMMK [MpaBunamm n METOOUKON SKOHOMUYECKWI aHanu3 npeaenbHON OTMYCKHOW LieHbl MPOU3BOAUTENS Ha
NeKkapCTBEHHbIN Npenapart, a Takke NpUHUMaeT u HanpasnseT B MuHucTepcTBO 3gpaBooxpaHeHus Poccuiickon ®enepaummn pelleHne o corfacoBaHum
yKasaHHOWN npeaenbHON OTNYCKHOM LieHbl U 06 OTkase B ee COornacoBaHum (C U3NOXeHUEM NPUYKH OTKasa).

14. B cnyyae HeobXoauMOCTW YTOUHEHWS U (UNW) LOMOMHEHNS CBEAEHUIA, COAEPXKALLMXCA B JOKYMEHTaX, YKa3aHHbIX B NyHKTe 5 HacToawmx Mpaswun,
aepxatenb wnu Bnagenel perncTpaumoHHOro YAOCTOBEPEHWS NeKapCTBEHHOro npenaparta (ynomHOMOYEHHOE WM NuUo), lopuanyeckne nvua,
OCyLLEeCTBrsAWME AeSTeNbHOCTb MNpY obpalleHWn neKapCTBEHHbIX CPEeACTB, OpraHbl MCMOMHUTENbHOW BNactTM B Mpegenax MX KOMMEeTeHLUM
npeacTaensaoT no 3anpocy PenepanbHON aHTUMOHOMONBHOW CryXObl COOTBETCTBYIOLLYIO AOKYMEHTanbHO 0popMneHHyo nHpopmMaumio.

Cpok npefcTaBrneHvss aepxateneMm unv Brafenblem pervcTpaumoHHOro YAOCTOBEPEHUs! NeKapCTBEHHOro npenaparta (YnorHOMOYEHHBIM UM
NMLOM), OPUANYECKUMM NLAMW, OCYLLECTBSIOLMMN OeATENIbHOCTb NpY 0BpalLeHnn NekapcTBEHHbIX CPEACTB, OopraHaMu WCTMOMHWUTENbHON BacTu B
npegernax nx KOMMNeETEHUMM) HE MOXET NpeBbIwaTh 25 pabounx gHelN co OHs nony4eHns 3anpoca ®egeparnbHON aHTUMOHOMOMBHOWM CIyXObl.

Mpy 3TOM OBLMI CPOK paccMOTpeHuss AokymeHToB PeneparnbHOW aHTUMOHOMOSLHOW CryXO0N He MOXeT NpeBbIiaTb CPOK, NPeayCMOTPEHHbIN
nyHkToM 13 1 ab3auem BTOPbIM HACTOSILLErO NyHKTa.

Mpy HemocTynneHUu OT AepXKaTens Unu BrafernbLa perMcTpauvoHHOro YAOCTOBEPEHNS! NEKapCTBEHHOTO npenapata (YNonHOMOYEHHOTo UM Nvua) B
YCTaHOBINEHHbIM CPOK 3anpoLLEHHON AOKYMeHTarnbHO odopmMmneHHoi nHdopmaummn defepanbHas aHTUMOHOMOMNbHAs crnyx6a B TeyeHne 5 pabounx gHeit
CO AHS1 UCTedeHust OBLLIEro cpoka MpUHUMaeT pelleHne o6 OTkase B COrMacoBaHWU NpefenbHOW OTMYCKHOW LeHbl MPOM3BOAMTENS HA NeKapCTBEHHbI
npenapat 1 HanpaensieT ero B MUHUCTEPCTBO 3apaBooxpaHeHust Poccuiickon depepauum, KOTopoe B TedeHne 5 paGounx OHeN Co AHSA NONyYeHnst aToro
pelleHust NpuHUMaeT pelleHne o6 OTKase B rocyAapCTBEHHOM perucTpauuv Unu nepeperucTpaumu ykasaHHoW LeHbl, O YemM B MUCbMEeHHOW dopme
YBEOOMIISIET AEpXaTens Unu Bnagenbla pervcTpauMoHHOro yA0CTOBEPEHMSI NTEKapCTBEHHOrO npenapara (YNorHOMO4YeHHOe UM NNLO).

[OepxxaTens unu Bnagenewl, permcTpaumMoHHOro yA0CTOBEPEHNS NEKAPCTBEHHOrO npenaparta (YnonHOMOYeHHOe UM NULI0) NPU PacCMOTPEHUM 3anpoca
denepanbHOM  aHTUMOHOMOMBHOM CryX0Obl MOryT HanpaBuTb B MwuHUCTepcTBO 3gpaBooxpaHeHusi Poccuiickor ®degepauuy COOTBETCTBYHOLLME
YTOYHSIIOLLME AOKYMEHTHI (B 2 ak3emnnspax) B TedyeHne 10 pabounx aHew co AHS nonydeHust 3aanpoca ®efnepanbHON aHTUMOHOMOMbHOWM CIyKObl.
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O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Ctpanuua 6
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

MuHucTepcTBO 3apaBooxpaHeHusi Poccuiickuin ®epepauum B TeveHue 5 paboumx OHEN co OHA MOSMyYEHUs COOTBETCTBYHOLUMX YTOYHSIHOLLMX
[OKYMEHTOB OT AepaTens unu Brnagenbla perucTpaunoHHOro yAOCTOBEPEHUSI NEKApCTBEHHOIO npenaparta (YNnosHOMOYEHHOrO UM nuua) Hanpaenset
OOMH 3K3eMNNSp Takux AOKYMeHTOB B ®efeparnbHy0 aHTUMOHOMOSbHYO CryXOy.

15. MuHuctepcteo 3apaBooxpaHeHusi Poccuiickonn ®epepauum B TeveHne 5 paboumx gHel co OHA nonyyveHus pelweHus ®depepanbHomn
aHTUMOHOMONbHOM CnyXbbl O COrmacoBaHWW NpeaenbHOW OTMYCKHOW LEeHbl MPOM3BOAMTENS Ha FNeKkapCTBEHHbI npenapat unu o6 oTkase B ee
COrMacoBaHMM MNPUHUMAET peLleHVe O rOoCyAapCTBEHHON pernctpaumm (nepeperucTpaumn) npenenbHoM OTMYCKHOW LieHbl MpOV3BOAUTENS Ha
neKkapcTBeHHbIN npenapaT unu o6 oTkase B rocyfapCTBEHHON perncTpaumm (nepepernctpaummn) ykasaHHoW OTNYCKHOW LieHbl B 3aBUCUMOCTH OT peLLeHus,
npuHsaToro ®egepanbHoOM aHTUMOHOMOMBHOW CryX60M.

16. B cnyyae npuHATMA pelleHWs O rocyAapCTBEHHOW perncrpaummn (nepeperucrpaumnv) npeaenbHOW OTMYCKHOW LeHbl MpoM3BOaUTENs Ha
nekapcTBeHHbIN npenapat MuHucTepcTBo 3apaBooxpaHeHust Poccuiickon ®enepaumm BHOCUMT COOTBETCTBYIOLUME AaHHbIE B rOCYAapCTBEHHbIN peecTp B

noctaHoeneHneM lMNpaeutenbcTBa Poccuiickon ®epepauum ot 29 oktsi6pa 2010 . N 865 "O rocyaapCTBEHHOM peryriMpoBaHvMu LiEH Ha NeKkapCTBEHHble
npenaparbl, BKMIOYEHHblE B NEpeYeHb XU3HEHHO HeOoOXOOMMBIX WM BaXKHEMLUMX NekapCTBEHHbIX npenapatoB”, BblAaeT AepXXaTento wnu Bragenbuy
perncTpaumoHHOro yA0CTOBEPEHUs1 NiekapCTBEHHOro npenapata (YNorHOMOYEHHOMY UM MWL) BbINUCKY M3 Mpukasa O rocyAapCTBEHHOW permcrpauum
(nepeperucTpaumn) npegenbHON OTMYCKHOW LieHbl MPOM3BOAMTENS Ha NEeKapCTBEHHbIM npenapat M pa3MellaeT COOTBETCTBYHLLYI MHopMaumio Ha
cBoeM opmumanbHOM canTe B MHPOPMaLMOHHO-TENEKOMMYHUKaUUMOHHON ceTu "VIHTepHeT".

17. d)enepaanaﬂ aHTUMOHONObHasA cny>|<6a npn npoBepke OOKYMEHTOB WCNONb3yeT WCTOYHUKU VIHQ)OpMaLWIVI, coaepxauime ueHbl Ha
NneKapCTBeHHble npenapaTtbl B UHOCTPAHHbIX rocyaapcTBax, yKa3aHHbIX B MPUITOXXEeHUN N 2 k meToauke, u COOTBETCTBYOLWME crnegyrownm TpeﬁOBaHVISIMZ

a) pasMellaemas MHOopMaLus AormkHa ObiTb 0OLLEOOCTYMHOW;

6) NCTOYHMK UHGOPMaLuK (CanT B MHHPOPMAaLMOHHO-TENEKOMMYHUKaLMOHHON ceTn "MHTepHeT") formkeH cogepxaTb MHopmMaLuuio 06 opraHnsaumu,
OTBETCTBEHHOW 3a pa3MeLLleHVe CBeEeHNUI O LieHax Ha NekapcTBEHHbIe npenaparbl;

B) pasMellaemMas MHGOpMaUus OOIKHa MO3BOMSATb UAEHTUDULMPOBaTL HEOOXOAMMbLIE XapaKTEPUCTMKU NEKapCTBEHHbIX MpenapaToB B LENsX
COMOCTaBMEHUS AaHHbIX O 3asBMSEMOM IEKapCTBEHHOM Mpernapate W NeKapCTBeHHOM npenapate, LeHa Ha KOTOpbIA COAepXWUTCA B HalWLeHHOM
MCTOYHMKE MHGOopMaLnK;

F) pasmMellaemasn I/IHCbOpMaLJ,I/Iﬂ OO0JMKHa coaepXXaTb cBeAeHUA O LieHe Ha J'IeKapCTBeHHbIIZ npenapar v BaniTe, B KOTOpOVI OHa npeacrtasrieHa,

[) UCTOYHMKOM HE MOXET SIBMATbCS MHGOpMaUus, codepxallasi LeHbl Ha NekapCTBEHHbIE Mpenapartbl, MOCTaBMSEMble 32 CHET MEXAYHapOAHbIX
UHaHCOBbIX oOpraHusaumi (coHOoB) nNO pelweHuto BcemupHoM opraHusauum 30paBoOOXpPaHEHVMS B paMKax ryMaHWTapHOW MOMOLM  MIu
6naroTBOPUTENBLHOCTY.

18. B cnyyae npuHATUSt peLleHnst 06 0Tkase B rocyapCTBEHHOW perncTpauuv unvm nepeperucTpaumm npegenbHon oTnyCckHOW LieHbl NPou3BoanTeNst
Ha nekapcTBeHHbIV Npenapat MuHWUCTepCTBO 3apaBooxpaHeHusi Poccuiickon depepaummn B CPoK, He MpeBbillarlwmnii 5 pabounx OHen, yBegomnser
aepxatens wunv Brnagenbla perMcTpaurMoHHOro YAOCTOBEPEHUSI NEeKapCTBEHHOro npenaparta (YnofIHOMOYEHHOEe UM NULo) B MUCbMEHHOW (hopme O
NPVHATOM peLLEHUM (C N3NOXKEHMEM MPUYNH OTKa3a).

19. OcHoBaHuaAMK Ans OTkasa B cornacoBaHuvn PefepanbHOM aHTMMOHOMOMBHOW Cry>XO0M rocyaapCTBEHHOW peructpauuu (nepeperucrpaumm)
npefenbHOW OTMYCKHOW LeHbl NPOW3BOAMTENsSI Ha IeKapCTBEHHbI npenapaTt, oTka3a B rOCydapCTBEHHOW perucTpaummn (nepeperucrpauum)
MwuHucTepcTBoM 3apaBooxpaHeHus Poccuiickon ®epepauun npegensHoW OTMYCKHOM LieHbl NPOU3BOAMTENS Ha NeKapCTBEHHBbIA mpenapaTt C y4eTom
peLueHus, npuHsaToro defepanbHOM aHTUMOHOMONBHOW CyX00M1, SBNAOTCA:

a) NnpefcTaBneHne HeJoCTOBEPHbIX CBEAEHUN;
6) npengcTaBneHne LOKYMEHTOB He B MONTHOM 06beMe U1 (M) HeMnonHoTa CoAepPXKaLLMXC B HAX CBEAEHWN;
B) HenpeacTaBrneHne CBegeHun, NpeayCMOTPEHHbIX MyHKTOM 14 HacToswmx [MpaBun;

r) NpeBbllleHWe MPeACTaBNEeHHON ANs rocyAapCTBEHHOW perncTpauuv unv nepeperucrTpauuy npeaeribHoM OTMYCKHOM LeHbl NMpov3BOAUTENS Ha
NeKkapCTBEHHbIN NpenapaT Hag LeHOW, pacCYMTaHHOW B COOTBETCTBUM C HacToAWmMMY [NpaBmunaMmm n METOONKON.

20. PelueHune 06 oTkase B rocyqapCTBEHHOW perncTpauum unu nepepernctpauy npeaensHoi OTNyCKHON LeHbl NPOM3BOAMTENS Ha NeKapCTBEHHbI
rpenapat MoXeT BbITb 06xanoBaHo B cyaebHOM nopsiake.

21. [Insi rocynapCTBEHHOM perucTpauum npeaenbHON OTNYCKHOW LieHbl MPOM3BOAMTENS Ha NIEKAPCTBEHHBIN Npenapart, KpoMe JOKYMEHTOB, yKa3aHHbIX
B NyHkTe 5 HacTosauwmx MNpaBun, npeacTaBnalTCA Anst NPOBEAEHUSI SKOHOMUYECKOrO aHanu3a (no BbIbopy AepxaTtens unv BrnagenbLa perucTpaumnoHHOro
YOOCTOBEPEHUSI NEKApCTBEHHOrO npenaparta, YnoSfIHOMOYEHHOTO MM Nnuua) cBeeHusi Ha BGyMakHOM HocuTene C MepeBOAOM Ha PYCCKUA sA3bIK (B 2
aK3emnnsipax), MOATBEPXKAALWMe OTMYCKHble LEHbl MPOU3BOAMTENS HA NEKapCTBEHHbIN npenapaTt B WMHOCTPAHHbIX FOCYAapCTBaX, YyKasaHHbIX B
npunoxenun N 2 kK MeToaMKe.

22. ins rocyaapCTBEHHOW pernctpaumum npegenbHON OTMYCKHOM LieHbl NPOM3BOAMTENS HA fIeKapCTBEHHbIN Npenapat, Haxoaswmics B obpalleHum
Ha Tepputopun Poccuiickon defnepaumm, Kpome OOKYMEHTOB, yKa3aHHbIX B MyHKkTax 5 u 21 Hactosuwyx [Npaeun, Ans NpoBeAeHUS 3KOHOMMUYECKOro

[okymeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro coHaa n3 6onee 70 000 000 HOpMaTUBHO-NPABOBbLIX Y HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/902243056#7DE0K6
http://docs.cntd.ru/document/420302493#7EO0KL
http://docs.cntd.ru/document/902243056#8PC0LS
http://docs.cntd.ru/document/420302493#7DS0KA
http://docs.cntd.ru/document/902243056#8PC0LU
http://docs.cntd.ru/document/420302493#7EO0KL
http://docs.cntd.ru/document/902243056#8PC0LU
http://docs.cntd.ru/document/902243056#8PU0M4

O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Ctpanuua 7
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

aHanusa npeacraendarTcda cnegytowime JOKYMEeHTbl Ha 6yMa>KHOM HOcUTene B O4HOM 3K3emnnspe:

a) Ans nekapcTBEHHOro npenapaTta Npou3BOAWTENsi rocyaapcTBa - yneHa EBpasuiickoro 3KOHOMMYECKOrO COlo3a, a Takke IeKkapCTBEHHOro
npenapara MHOCTPaHHOrO MPOW3BOACTBA, NepBUYHAsA U (MNK) BTOPWYHAsi ynakoBKa KOTOPOrO OCYLLECTBMSIETCS UMW MIaHUMPYeTCs OCYLEeCTBNSTbCH B
Poccuinckon ®epepaumn:

(AB3aL B pepakumun, BBeoeHHOW B AencTtBue ¢ 17 gekabpsi 2019 roga noctaHoBneHvem [MpaButensctea Poccuiickort Penepaumun ot 16 nekabps
2019 rona N 1683. - CM. NpeablAyLLIY0 PefaKLmio)

konust coopmbl N 2-JIEK (npom) "CBeneHuns 0 Npon3BoAcTBe, OTIPY3Ke U LieHax Ha NekapCTBEHHbIE CPeACTBa" 3a OTYETHbIV NEpPUOA, ONpeaeneHHbIN B
COOTBETCTBUM C NYHKTOM 23 HacToawmx [Npasun;

KOMUM TOBApPHbLIX HAKMaAHbIX HA KOHKPETHbIN NEKapCTBEHHbIM Mpenapat, OTrPYXEHHbIA 3a OTYETHbI Nepuod, ONpPeaeneHHbIN B COOTBETCTBUM C
nyHkTOM 23 HacTtosaux Mpaeun (NpefcTaBreHe BCeX TOBAPHbIX HaKMagHbIX HeobXoauMo, ecriv KONMYecTBO OTrPY30K MO NeKapCTBEHHOMY Mpenapary
He MpeBbIWaeT 25 WTYyK, a No NeKapCTBEHHbIM NpenapataM, No KOTOPbIM KONMMYECTBO OTIPY30K MpeBbILAaeT 25 WTYK, NPeacTaBnsoTCs KON TOBapHbIX
HaKnagHbIX ¢ HaMBOMbLUMM yAenbHOM BECOM B 00beMe peanusalumm KOHKPETHOO NIEKapCTBEHHOIO Npenapara, HO He MeHee 25 LITYK);

6) ons nekapcTBEHHOro mpenapaTta WHOCTPaHHOTO MPOM3BOACTBA - KOMWU TaMOXEHHbIX AeKnapauuii Ha MocTaBKy KOHKPETHOrO NeKapCTBEHHOro
npenaparta 3a OTYETHbIV NepuoA, onpeaerneHHbIi B COOTBETCTBUM € NyHKTOM 23 HacToswmx [MpaBun (npeactaBreHne BCEX TaMOXEHHbIX AeKnapauuii
HeobX0AMMO, eCcnn KONMUYECTBO TaMOXEHHbIX AeKnapaLumii No NekapcTBEHHOMY npenapaTty He npeBbilaeT 25 WTyK, a N0 NekapCcTBEHHbIM Npenapartam,
Mo KOTOPbIM KOMMYECTBO TaMOXEHHBIX AeKknapauui npesbiliaeT 25 WTyK, NpeacTaBnsioTCs KOMUM TaMOXEHHbIX AeKnapaumi ¢ HanbonbluMM yaernbsHOM
BECOM B 00bEME peanu3aummn KOHKPETHOrO NIeKapCTBEHHOTO Npenapara, Ho He MeHee 25 LUTyK).

(MoanyHKT B pefgakumun, BBeaeHHow B AencTteue ¢ 17 gekabps 2019 roga nocrtaHoenenuneM NpasutenbctBa Poccuiickon ®enepauum ot 16 nekabps
2019 rona N 1683. - CM. NpeapblAyLLYy0 PeAaKLmio)

23. Tpu rocygapCTBEHHON perncTpaumMu npenenbHOM OTMYCKHOW LEeHbl MPOW3BOAUTENS Ha IEKapCTBEHHbIM MpenapaT 3a OTYETHbIN nepuoa
NPVHUMAETCA KaneHAapHbIl rod, npeawecTByOWMA AHO nogadn B MuHWcTepcTBO 3gpaBooxpaHeHust Poccuiickon Pepepaumy 3asBrieHvs o
rOCYNapPCTBEHHOW peruMcrpauumn, a B Criydyae NpeAcTaBneHns Ha rocy4apCTBEHHYK perncTpaumio npeaenbHON OTMYCKHOM LieHbl Ha NeKapCTBEHHbIN
npenapat B roa wusgaHua akta [lpaButenbctBa Poccuiickon Pepepaummn 06 yTBEPXKOAEHUM NEPEYHS KU3HEHHO HEOOXOAMMBIX W BaXKHEMLUMX
neKapCTBEHHbIX NpenapaTtoB Ha criedyoLwwnii KaneHgapHbIn rof - 3a TEKYLUMI KaneHaapHbI rod.

24. Tpu rocynapCTBEHHON perncTpaumun (nepepernctpaumum) npeaensHon OTNYCKHOM LieHbl Ha pedepeHTHbIM NekapcTBEHHbIV NpenapaTt Ans Bcex
yKasaHHbIX B PEerucTpauMoHHOM YAOCTOBEPEHUM NeKapCTBEHHOro npenapaTta npoussoauTenen (NPOM3BOACTBEHHBLIX NIOLWAAO0K NpousBoaMTens,
yyacTBylOLMX B MNpouecce MpOM3BOACTBA) yCTaHaBNMBAETCA eAuHas npefenbHasi OTMNyCKHasi LeHa Ha feKapCTBEeHHbIN npenapaTt Afs Kaxdon
neKkapcTBeHHOW (PopMbl, [O3MPOBKM (KOHLUEHTPauuW, akTUBHOCTM B eAMHWLAxX OEeNCTBMSA) M oOLero KonmMyectBa BO BTOPUYHOM (MOTPeOGUTENBbCKON)
ynakoBke 6e3 yyeta popMbl BbiMycKa, 3a UCKIOYEHNEM Cryyaes, NPeAyCMOTPEHHbIX MyHKTOM 25 HacToawmx Mpasun.

Mpu rocyoapcTBeHHOW peructpauuy (nepepeructpaumun) npenenbHoN OTMYCKHOW LeHbl Ha BOCMPOM3BEAEHHBIN, buoaHanorosbii (6rnonogobHbIn)
neKkapcTBeHHbIN NpenapaT NpPoV3BOAUTENSA rocygapcTea - YneHa EBpasmiCKOro 3KOHOMWYECKOTO COlo3a AN BCEX YKa3aHHbIX B PerucTpauyMoHHOM
yOOCTOBEPEHNM NEeKapCTBEHHOTO npenaparta npoussoanTenen (NponsBoACTBEHHbIX NMOLWAA0K NPOU3BOANTENS, YHaCTBYIOLMX B NpoLiecce NponssoacTea
Ha TeppuTOpWM rocydapcTea - YneHa EBpasninckoro 3KOHOMUYECKOrO CO3a) YCTaHaBNMBaETCs eanHas npeaenbHasa OTNyCcKHas LeHa Ha NekapCTBEHHbIN
npenapart Ans Kaxaow nekapcTBeHHOW ¢opMbl, 403MPOBKM (06bema, Macchl, KonuyectBa [03 B NEpPBUYHON ynakoBke) M obLero kKonvyecTsa BO
BTOpUYHOW (MoTpebuTenbckon) ynakoBke 6e3 yyeta popmbl BbiMycka, 3a UCKITHOYEHMEM CIyvaeB, NPeayCMOTPEHHbIX MYyHKTOM 25 HacTodwmx [Npasun.

(AB3au B pepakumu, BBefeHHoW B AenctBue ¢ 17 aekabpsi 2019 roga noctaHoBneHvem [MpaButensctea Poccuiickont Penepaumun ot 16 nekabps
2019 rona N 1683. - CM. npeaplAyLLYI0 peAaKLuio)

Mpy rocynapcTBeHHOW peructpauuv (nepeperucTpaumn) npeaenbHON OTMYCKHOW LeHbl Ha BOCMPOU3BeAEHHbIM, BroaHanoroBbin (61Monoao6HbI)
nieKapcTBeHHbIM MpenapaT MHOCTPaHHOro NPOWM3BOACTBA ANS BCEX YKasdaHHbIX B PErMcTpauyMoHHOM YOOCTOBEPEHWM NeKapCTBEHHOro npenapata
npousBoguTenen (NPOM3BOACTBEHHbLIX MMOLWAA0K MPOWU3BOAMTENS, Y4acTBYHOLWMX B MpoLecce Npou3BOACTBa 3a Mpedenamy rocyaapcTB - YIeHOB
EBpasnickoro 3kKOHOMUYECKOTO COto3a M OCYLLECTBASIOLWMX UK NIaHMUPYIOLLMX OCYLLECTBATbL NEPBUYHYIO U (UNM) BTOPUYHYIO YAKOBKY NeKapCTBEHHOO
npenapata B Poccuiickon ®depgepauun) ycTaHaBnvMBaeTCA eauHas npefenbHasi OTNYCKHash LeHa Ha NekapCTBEHHbI npenapat Ans  Kaxgow
nekapcTBeHHoM hopMbl, AO3UPOBKU (06bema, Macchl, KonmyecTBa 403 B MEPBUYHON yNakoBKe) U 06LLero konMyectTsa BO BTOPUYHOM (MOTpebuTenbckom)
ynakoBke 6e3 y4yeta (hopMbl BbiNycka, 3a UCKIIOYEHWUEM CryvaeB, NPeayCMOTPEHHbIX NyHKTOM 25 HacToawmx Mpaswun.

(AB3au B pepmakuuu, BBefeHHoW B Aencteue ¢ 17 gekabpsa 2019 roga noctaHoBnexvem [paButensctea Poccuiickort Penepaummn ot 16 aekabps
2019 rona N 1683. - CM. NpeaplAyLLYI0 PefaKLmIo)

25. B cnyyae ecnv MMHUMAanbHbI ypoBeHb LEeH pedepeHTHOro NeKkapCTBEHHOro npenapara Ha pasnuuHble hopMbl BbiMycKa (LUMPULL-PYYKN,
KapTpumkn nnbo MHble OopMbl BbIMycka, COBMECTUMblE C YCTPOWCTBAMU BBEAEHUSI (NMPUMEHEHWS) WM ABNSOWMECs YCTPOWCTBAMU BBEAEHMWS
(NpuMeHeHns) B OQHOM M3 MHOCTPaHHbLIX rOCYAapCTB, yKa3aHHOM B Tabnuue 1 pasgena Il npunoxenns N 3 k meToauke, pasnuyaetcs 6onee yem Ha 10
MPOLEHTOB, JOMYCKaeTCs yCTaHaBNMBaTh NpeaeribHble OTNYCKHbIE LieHbl Ha Kaxaylo U3 Taknx dopM Bblifycka nekapcTBEHHOro npenaparta. [peaenbHas
OTNyCKHas LieHa Ha pedepeHTHbIN NekapCTBEHHbIN npenapar B Takux hopmMax Bbinycka yCTaHaBMMBAETCA Ha OCHOBaHUM MUHMManbHbIX OTMYCKHbIX LieH
npoussoautens (6e3 yyeTa NpPOM3BOACTBEHHbIX MMOLWAA0K, y4acTBYOLWMX B MpoLecce NPOou3BOACTBA) Ha COOTBETCTBYHOLIME (POPMbI BbiNycKa Takoro
neKkapcTBEHHOro npenapara B OAHOM W3 MHOCTPaHHbIX rOCyAapcTB, ykasaHHOM B Tabnuue 1 pasgena |l npunoxenuss N 3 k metoamke (C yvyeTom
pacxofoB, CBA3aHHbIX C TAMOXEHHbIM ochopmneHuem).

(AB3au B pepmakuuu, BBefeHHoW B Aencteue ¢ 17 gekabpsa 2019 roga noctaHoBnexvem [paButensctea Poccuiickont Penepaummn ot 16 aekabps
2019 rona N 1683. - CM. NpeabIAyLLYy0 PefaKLmI0)

Mpy aToM MakcumarnbHasi pasHuiua mMexay npeaenbHbIMU OTMYCKHbIMU LeHaMU Ha Takoh peddepeHTHbIN NEKApCTBEHHbIM npenapaTt B pasnuyHbIX
hopmax Bblnycka, CONocTaBMMbIX MO fieKapCTBEHHOW (hopMe, [03UPOBKE (KOHLEHTPaLUMKU, aKTUBHOCTY B eAMHMLAxX AeNCTBMSA) U obLLueMy KonnyecTBy BO
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O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Ctpanuua 8
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

BTOPWUYHOW (NOTpebuTenbckoit) ynakoBke, He MoXeT npeBbiliaTe 90 NPOLEHTOB.

B crnyyae ecnu npegenbHasi OTMYCKHAas LeHa Ha pedepeHTHbI NeKapcTBeHHbIV npenapaT 3aperMcTpuMpoBaHa B COOTBETCTBUM C HACTOALLMM
MYHKTOM, pacyeT npeaenbHbIX OTMYCKHbIX LIeH Ha BOCMPOW3BeAeHHbI, G1uoaHanorosbii (61Monoao6HbIii) nekapCcTBEHHbLIN NpenapaTt oCyLecTBNAeTcs Ha
Karkayro oopMy BbiMycKa C y4eTOM npederbHbIX OTMYCKHbIX LieH NPOV3BOAMTENEN HAa COOTBETCTBYIOLLIME (DOPMBbI BbiNycka pedepeHTHOro fekapCTBEHHOMO
npenapara.

26. [epxaTtenb vnu Bnagenew perMcTpaurMoHHOro YAOCTOBEPEHUS NEKapCTBEHHOrO npenaparta (YNorHOMOYEHHOE MM fULIO) BOCNPOU3BEAEHHOTO,
6uoaHanoroeoro (6rMonogo6bHOro) nekapcTBEHHOrO Npenapata NpPeacTaBnsloT AMs rocyAapCTBEHHOW pernctpauun npeferibHyl OTMYCKHYH LeHy Ha
NeKapCcTBEHHbIM Npenapat, pacCYUTaHHyl Mo MeXAyHapogHOMY HernaTeHTOBaHHOMY HavMeHOBaHWtO (MpU ero OTCYTCTBUM MO XUMUYECKOMY WIn
rpynnMpoBOYHOMY HaMMEHOBAHWIO), NleKapCTBEHHON hopme, JO3MPOBKE (KOHLEHTPaLMKU, akTMBHOCTM B eguHMLax AencTBus) 1 obemy KonmyecTsy BO
BTOPUYHOW (MOTPEOUTENBLCKON) ynakoBKe C MPUMEHEHWEM COOTBETCTBYHLUEro KoadduumeHTa No OTHOLLEHWIO K 3aperMcTpvpoBaHHOW npenenbHOn
OTMYCKHOW LieHe NpOoM3BOAMTENS Ha pedepeHTHbIN NeKkapCTBEHHbIN NpenapaTt B COOTBETCTBUN C METOAMKOWN.

27. B cnyyae ecnv B pamMKax OZHOMO PErMcTpaLMoOHHOIO YAOCTOBEPEHUS NeKapCTBEHHOro npenapata 3aperMcTpupoBaH BOCMPOW3BEAEHHbIW,
6uoaHanorosebI (6MonogobHbIN) NekapCTBEHHbIM NpenapaT NPoM3BoAUTENS rocyaapcTa - YneHa EBpasuiickoro 3KoHOMUMYECKOro Co3a M MIHOCTPAHHOTO
NPOV3BOACTBA, LieHa ANsi TaKkoro fiekapCTBEHHOro Npenapara paccYnTbIBAETCS Kak ANsi NeKapCTBEHHOro npenapara NpousBoAcTBa rocyaapcTea - YneHa
EBpa3nickoro 3KOHOMMYECKOro CO3a WM feKapCTBEHHOro npenapata MHOCTPaHHOTO MPOM3BOACTBA C YYETOM COOTBETCTBYHOLLEIO MOHMKAOLLErO
KoadhpumLmeHTa B COOTBETCTBUM C METOAUKON.

(MyHKT B pemakumu, BBeaeHHow B AencTteue ¢ 17 gekabps 2019 roga nocraHoenenuneM [NpaButenbctBa Poccuiickon Penepauum ot 16 nekabps
2019 rona N 1683. - Cm. npeablayLLy peaakLmi)

28. B cnyyae oTCyTCTBUS B pamMKax MexayHapOAHOro HenaTeHTOBaHHOrO HauMeHOBaHWS U flekapCTBEHHON POpMbl pedpepeHTHOro NekapCTBEHHOIO
npenapara wnu B crlyyae, ecnu npepenbHas OTNyCKHasA LeHa Ha pedepeHTHbIN NeKkapCTBEHHbIM npenapaTt He 3apernctpvpoBaHa, Aepxatenb unm
Brageney perucTpauyMoHHOrO YAOCTOBEPEHWS NeKapCTBEHHOro npenaparta (ynorHOMOYEHHOEe MM MWL) BOCMPOU3BEAEHHOro Win BruoaHanorosoro
(6nonopobHoro) nekapcTBEHHOro npenapaTta MpeacTaBnsalT ANA rocyAapCTBEHHOW pernctpauumn (nepeperucrpauvun) npegenbHyo OTMYCKHY LeHy
NPOV3BOAUTENS Ha NEKAPCTBEHHbIA NpenapaTt, pacCyYMTaHHyl Mo MeXAyHapoAHOMY HenaTeHTOBaHHOMY HavMeHOBaHWK (Mpy ero OTCYTCTBMM MO
XVMWUYECKOMY WMAW TPYNNMPOBOYHOMY HaWMEHOBAHMIO), NEeKapCcTBEHHOW dopme, A03MpOoBKe (KOHLEHTpauun, akTMBHOCTUM B eAuHMLAx OencTBus) U
obLemMy KonmMyecTBy BO BTOPUYHOW (NOTPeEBUTENLCKOM) yNakoBKe C NMPUMEHEHNEM COOTBETCTBYHOLLETO KOIhPULMEHTA NO OTHOLIEHWNIO K MAaKCUMarbHON
3aperncTpupoBaHHON npefenbHON OTMYCKHOM LieHe NekapCTBEHHOro npenapara, COBMajalowero Mo  MexayHapogHOMY HenaTeHTOBaHHOMY
HaMMeHOBaHWIO (NPWU ero OTCYTCTBUM MO XMMUYECKOMY UMW rPyNnMpOBOYHOMY HauMeHOBaHWIO), NlekapCTBEHHOW hopme B cooTBeTCcTBUM ¢ pasaenom VI
MEeTonMKN.

29. locynapCTBEHHas perncrpaums NpeaernbHONW OTNYCKHOW LieHbl HA UMMYHOOMONOrMYECKUA NeKapCTBEHHbIM Npenapar (BakuuHy), BKIOYEHHbIN B
nepeyeHb XU3HEHHO HEeOBXOAUMBIX U BaXKHEMLMX NEeKapCTBEHHbIX NMpenapaTtoB, OCYLUECTBASETCA B COOTBETCTBUM C TpeboBaHUSIMU, YCTAHOBMEHHBIMU
ana pedepeHTHbIX NeKapCTBEHHLIX NpenapaTos. Mpy aToM AepxaTenb Unv Bnagenew perucTpauMoHHOro YAOCTOBEPEHUSI NNEKapCTBEHHOMO npenapaTa
(YynornHoMo4YeHHOEe UM 1MUO) NpeAcTaBnsiioT AS1 rocydapCTBEHHOW peructpaumn npeaenbHyto OTMYCKHYIO LieHy Ha JfieKapCTBeHHbI npenapat, He
NpeBbILLAOLLYI0 MaKCUMaIbHY 3aperMcTpUpoBaHHYH0 NpeaenbHy OTMYCKHYHO LieHy NPOU3BOAUTENSI HA NeKapCTBEHHLIN npenapat, coBnagatoLmin no
MeXayHapoaHOMY HenaTeHTOBaHHOMY HaMMEHOBaHWIO (MPW ero OTCYTCTBMM MO XMMUYECKOMY MW rPYNNMPOBOYHOMY HavMEHOBAHUIO) U NIeKapCTBEHHOW
dopme, onpeaeneHHyo B COOTBETCTBUN C METOAMKOWN.

2019 rona N 1683. - CM. IpeablAyLwYIo peaaKLuo)

B cnyvae ecnu Ha gaty nogauv B MuHMUCTEepCTBO 3apaBooxpaHeHusi Poccuickon defepaumn 3asBieHus O rocyAapCTBEHHOW perncrpaumu Ha
NeKapCcTBEHHbIA Mpenapat, NpUMeHsieMbli B NeauMaTpu4eckon npakTuke (Ha OCHOBAaHWMW CBEAEHWA WHCTPYKUMM MO MEeAMLMHCKOMY NPUMEHEHUIO
NekapCTBEHHOro npenapara), He 3aperucTpupoBaHa npefenbHasi OTMYCKHasi LeHa Ha NeKkapCTBEHHbI npenapaTt B [03VMPOBKax, NPUMEHSeMbIX B
neguaTpuyecko npakTuke, B pamMKax OJHOrMO MeXAYHapOAHOro HEenaTeHTOBaHHOrO HauMMEHOBaHusi (MpW €ero OTCYTCTBUM XMMUYECKOro Umnu
rpynnMpoOBOYHOIO HaMMEHOBaHUSI) U NEeKapCTBEHHOM (QOPMbI, pacyeT OCYLLECTBMSIETCA B COOTBETCTBUM C TpebOBaHUSIMM, YCTAHOBMEHHbIMU S
pedepeHTHbIX NekapCTBEHHbIX npenapaTtoB. [Npy 3TOM MakcumarnbHasi pasHuua MeXay MUHMManbHOW 3aperncTpupoBaHHOM MpederbHOW OTMYCKHON
LLIEHON Ha NeEeKapCTBEHHbIN MNpenapaTt M MNpeAcTaBleHHOW Ansl rocyAapCTBEHHOW perucrpauuv npeaenbHOW OTMYCKHOW LEHOW Ha NeKapCTBEHHbIN
npenapar, paccyMTaHHasi UCXOAs M3 CTOMMOCTW eAMHULIbI EACTBYHOLLErO BELLEeCTBa, He MOXeT npesbiwatb 90 NpoLeHTOoB.

(AB3au gononHuTenbHo BKrtoveH ¢ 17 gekabpsa 2019 roga noctaHoBneHvem [NpaButenbcTBa Poccuickon Penepaumm ot 16 aekabpa 2019 rona N
1683)

30. 3apeructpupoBaHHasa npefenbHas OTMYCKHAas LeHa Npou3BOOUTENS Ha NeKapCTBEHHBIN MpenapaTr MOXeT ObiTb nepeperncTtpMpoBaHa B Lensix
yBEMUYEHNS B Crnyvasx, nNpedyCMOTPeHHbIX NyHkTamu 32 n 34 Hactoswux [paBwui, Ha OCHOBaHUW 3asiBNEeHUsA O nepeperucTpauum n JOKYMEHTOB,
npeacTaeneHHblx B MUHUCTEPCTBO 3apaBooxpaHeHns Poccuiickon ®epepauum o 1 oktabpsi kaxgoro roga (He yauwe 1 pasa B kaneHgapHoM rogy).
MpepenbHaa oTnyckHas LeHa Ha NeKapCTBEHHbIN npenapat He MOXET ObiTb NepeperncTpypoBaHa B TOM e KaneHgapHOM rody, B KOTOPOM OHa Gbina
3aperncTpmpoBaHa.

31. 3asiBneHHasi K nepeperucTpaunn npeaenbHaa OTNyCKHaA UeHa Bocnpou3BegeHHoro, 6roaHanorosoro (6VIOI'IO,CI,O6HOFO) neKkapCcTBeHHOro
npenapara nocne nepeperncrpaumumn He MOXeT ObITb BbILLE 3apeFI/ICTpVIpOBaHHOl7I npe,qeanoﬁ OTI'IyCKHOI7I LeHbl npoun3sBoauTena Ha ped)epeHTHblVl
J'IeKapCTBeHHbIIZ npenapar, onpe,ueneHHoﬁ B COOTBETCTBUWN C METOANKON.

32. BapeructpupoBaHHasi npefernbHasi OTMyCKHasi LieHa Ha JleKapCTBEHHbIM MpenapaT npousBoauTenst rocyjapctea - yneHa EBpasuiickoro
9KOHOMMYECKOrO COo3a MOXET OblTb NepeperncTpmpoBaHa B COOTBETCTBUM C METOAVKON:

(AB3au B pepmakuuu, BBegeHHoW B Aencteue ¢ 17 gekabps 2019 roga nmoctaHoBneHvem [paButensctBa Poccuiickon Penepaumu ot 16 nekabps
2019 rona N 1683. - CM. NpeablAyLLYI0 peaaKLmio)
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O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Ctpanuua 9
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

a) ONnsi NleKapCTBEHHbIX MPenapaToB HWXHEro LeHoBoro cermeHta o 100 py6nein (BKMIOYMTENBHO) - B ClyYyae M3MEHEHWS LEH Ha Cbipbe U
MaTtepuvarnsbl, a Takke B Criy4ae U3MeHeHUs HaknagHblX PacxofoB, HO He BbilLe YPOBHS hakTUYeCKon MHNALMY B NPeALIeCcTBYIOLWLEM KaneHaapHOM rogy
C y4YeTOM NpOrHO3UPYEMOro YPOBHSA WHNSALMM, YCTaHOBMEHHONO Ha TeKywwuin rogd dedepanbHbiM 3akoHOM O dedepanbHoMm Orogxete Ha
COOTBETCTBYIOLLNIA (PMHAHCOBbLIN oA, U NaHOBbIN Nepuos;

(MoanyHKT B pefakuuun, BBeaeHHow B AencTteue ¢ 17 gekabps 2019 roga nocrtaHoenenuneM MNpaeutenbcTBa Poccuiickon ®enepauum ot 16 nekabps
2019 rona N 1683. - Cm. npeablayLLy pefaKLmio)

6) Ana nekapcTBEHHbIX NpenapaTtoB LeHoBoro cermeHTa ot 100 pybnen o 500 pybnen (BKNIOYATENBHO) - B Criydae yBENMYEHUs! LEH Ha Cbipbe U
martepuanbl, Wcnonb3yemble NPy MNPOM3BOACTBE KOHKPETHOMO EeKapCTBEHHOro npenapaTta, KOTopble B pPaBHOW CTEMEHU BRUSIOT Ha YpOBEHb
3aperMcTpupoBaHHbIX LEH Ha BCe JekapCTBeHHble npenapaTtbl, OTHECEHHble K OAHOMY MeXAyHapOoAHOMY HenaTeHTOBaHHOMY HauMEHOBaHWIO U
UMeloLMe OAMHaKOBbIM MyTb BBeAeHWs (kornebaHusi BamnioTHbIX KypcoB, (hopc-MaKopHble 06CTOATEeNnbCTBA, BO3HMKLIME Y MOCTaBLUUKOB CbIpbs U
mMaTepuanoB), HO He Bbllle YPOBHS paKTUYECKON MHNALUM B NpeaLecTByOWEM KaneH4apHOM rogy ¢ y4eToM MPOrHO3MPYeMOro YPOBHS MHApNsLmK,
YCTaHOBIIEHHOIO Ha TeKyLui rof deaeparnbHbIM 3aKoHOM 0 dhegepanbHOM OtogXKeTe Ha COOTBETCTBYOLMIA (OMHAHCOBBIN o4 U NiaHOoBbLIV NEPUOA;

(MoanyHKT B pegakumu, BBegeHHoW B aencteue ¢ 17 gekabps 2019 roga nocrtaHoenenunem [NpaeutenbctBa Poccuickon ®enepaumu ot 16 aekabps
2019 rona N 1683. - CM. npeaplAyLLY0 peAaKLuio)

B) AN1s1 NekapCTBEHHbIX NpenapaToB LeHoBoro cermeHta ot 100 pybnei go 500 pybnen (BKNOYMTENBHO) - B Cry4ae M3MEHEHUs! LieH Ha Cbipbe U
maTtepuansbl, a TaKke B Cllyyae U3MEHEHWUs1 HaknafHblX pacxogoB, HO He BbilLe NMPOrHO3NPYEMOro YPOBHS MHMMALMK, YCTAHOBNEHHOTO Ha TEKYLLUIA rof
hbenepanbHbIM 3aKOHOM O heepanbHOM GlogkeTe Ha COOTBETCTBYIOLLMIA (PMHAHCOBBI rof U NaHoBbLIN Nepuog;

(MoanyHKT B pegakumu, BBegeHHow B Aencteue ¢ 17 gekabps 2019 roga nocrtaHoenenuneM NpaeutenbctBa Poccuiickon ®enepauum ot 16 nekabps
2019 rona N 1683. - Cm. npeablayLLy peaakLmi)

r) AN nekapcTBeHHbIX npenapatoB 6e3 orpaHMyeHus No LeHe - B Cryyae ecnu cpefHeB3BelleHHas (akTuyeckas OTNyCckHas LeHa Ha
nekapCcTBEeHHbIN npenapaTr 3a MNepuof, WCTEKWW CO OHA MPUHATUS peLlleHns O roCyAapCTBEHHOW pernctpauuv (nocnegHen nepeperucrpauuu,
obsasarenbHon nepepermctpauum B 2019-2020 rogax) npedenbHOW OTMYCKHOW LEeHbl A0 OHS Modaqu 3asiBNeHusl O nepepervcrpauuu, 6bina Huke
3aperncTpupoBaHHON Ha 3TOT Mepuopa LieHbl He Bonee YeM Ha MPOrHO3VMpPyeMbi YpoBEHb MHNALMM, YCTAHOBIEHHbIM Ha TEeKYLLMI rof deaeparnbHbIm
3aKOHOM O befiepanbHOM BroaxeTe Ha COOTBETCTBYHOLLMIA (PMHAHCOBBIV rof, U NAHOBbLIA NEPUOL, HO HE BbiLLE BEMNUYMHBI, PACCUMTaHHOW B COOTBETCTBUM
C METOAVKOVA.

(MoanyHKT B pegakumu, BBeAeHHON B Aencteue ¢ 3 Hosbps 2020 roga noctaHoBnenvem [MNpasutensctea Poccuiickon ®enepauum ot 31 okTa6psa
2020 rona N 1771. - Cm. ApeaplAyLIYI0 peaaKLmio)

33. MNpwu nepeperucTpaumun npegernbHbIX OTNYCKHLIX LIeH NPON3BOAUTENS rocyaapcTaa - YneHa EBpasninckoro SKOHOMUYECKOro coo3a AOKYMEHTbI Ha
WHOCTPaHHOM 5i3blke MPeaCTaBnsTCA Ha ByMaXXHOM HOcuTene C 3aBepeHHbIM B YCTAHOBMEHHOM MNopsiake NepeBOAOM Ha PYCCKUI S3bIK.

(Ab3avu B pegakumu, BBeAeHHon B feicteue ¢ 17 gekabpsi 2019 roga mocraHoBneHunem [lpaeuTensctBa Poccuiickon Penepauum o1 16 aekabps
2019 rona N 1683. - CM. NpeablAyLLIY0 PefaKLmI0)

[aHHble B OTHOLLEHMN BCceX (DaKTUYECKUX LieH B BamnoTe rocyaapcTBa - yneHa EBpasuiickoro 3KOHOMUYECKOro cok3a NpeacTaBnsioTcs C y4eToM
nepecyeta Ha py6nu no Kypcy, ycraHoeneHHoMmy LleHTpanbHbiM 6aHkom Poccuiickoii deaepaumnn Ha AeHb, Korda npoussoauTteriemM 6bina ocylecTeneHa
(hakTnyeckasn peanvaaums NekapCTBEHHbIX NPernapaToB OpraHM3aumny ONTOBON TOProOBMW NEKAPCTBEHHBIMU CPEACTBAMM, U (UNK) anTeYHoi opraHu3aLum,
1 (MNn) MHVMBMAYanbHOMY NPeanpUHUMATENto, UMEOLLMM JIMLEH3MI0 Ha (hapMaLeBTUYECKYH AEATENBHOCTD.

34. 3apeructpupoBaHHas npefenbHas OTNyCKHas LieHa feKapCTBEHHOrO npenaparta MHOCTPaHHOro NPOM3BOACTBA, B TOM YMCNe NepBuYHas u (Mnu)
BTOpPUYHas yrNakoBKa KOTOPOro ocyllectensietcss B Poccuiickon degepaumm, MOXeT ObiTb NepeperncTpMpoBaHa B COOTBETCTBMU C METOAMKOW, €CNM POCT
Kypca HauMOHanbHOW BanioTbl rocyaapcTBa - Mpov3BoauTens K pybrno co AHSA MPUHATUSI pelleHnst O rocyAapCTBEHHOW pernctpaumu (nocrnegHewn
nepepernctpauum, obszarenbHon nepepeructpaumm B 2019-2020 rogax) npeaenbHON OTNYCKHOW LieHbl NPOM3BOAMTENS Ha NEeKapCTBEHHbIA npenapat no
AeHb nogayn 3asiBMeHus 0 nepeperucTpaumn npeBbilaeT MPOrHO3VpyeMbl YPOBEHb WHMMSALMKM, YCTAHOBMEHHbLIA Ha TeKywwmin rog denepanbHbIM
3aKOHOM 0 (heepanbHOM OroKeTe Ha COOTBETCTBYOLMIA (hMHAHCOBBIN oA U NaHoBbIA Nepuog.

(AB3au B pepmakumu, BBegeHHoW B Aencteue ¢ 17 gekabps 2019 roga noctaHoBneHvem [paButensctea Poccuiickort Penepaumun ot 16 nekabps
2019 rona N 1683; B pegakuumm, BBeAeHHom B aerictere ¢ 3 Hosbpsa 2020 roaa noctaHoeneHuneM lMpaButensctea Poccuiickon ®enepaumm ot 31 oktabpsa
2020 rona N 1771. - Cm. npeablayLLy peaakLmi)

MepeperncTpaums npefenbHOW OTMYCKHOW LEHbl JIeKapCTBEHHOrO npenapata MHOCTPaHHOro MPOWM3BOACTBA, B TOM 4ucre nepBuYHas v (unu)
BTOpPMYHasi ynakoBka KOTOPOro ocyliecTensietca B Poccuiickort Pepepaummn, OCYLLECTBSETCS C YY4ETOM MNPOrHO3UPYEMOrO YPOBHS WHpNSUMM,
YCTaHOBIIEHHOTO Ha TEKYLUMI rof hefepanbHbIM 3akoOHOM O dhefiepanbHOM BlofkeTe Ha COOTBETCTBYHOLLMIA (DMHAHCOBEIN rof, U NaHOBLI Nepuod, HO He
BbllLEe BENUYMHbI YBEMUYEHUS), PACCYUTAHHOW B COOTBETCTBUW C METOAMKOW, C YY4ETOM MMHMMArbHOW OTMYCKHOM LeHbl npou3Boautens (6e3 ydyeta
HaMMeHOBaHMSA NPOW3BOACTBEHHbIX MMOWAA0K, YYacTBYHOWMX B MpoLecce MPOM3BOACTBA) Ha TakOW JleKapCTBEHHbIA Mnpenapar B WHOCTPaHHbIX
rocygapcrBax, ykasaHHblx B Tabnuue 1 pasgena |l npunoxenmsa N 3 k meToamke.

(Ab3ayu B pepakumu, BBeAeHHoW B feincteue ¢ 17 gekabpsi 2019 roga nocraHoBnenunem [paeutensctBa Poccuiickon ®enepauum o1 16 aekabps
2019 rona N 1683. - Cm. npeablayLLy peaaKLImio)

35. OAns nepepermcrtpauunm npe,qeanon OTI'IyCKHOVI LieHbl npon3BoanuTena Ha J'IeKapCTBeHHbII;I npenapart, KpoMe OOKYMEHTOB, YKa3aHHbIX B MYyHKTE 5
HacToauwux Mpasun, npeacTaBnATCAa cneayowmne OKYMeHTbl AN SKOHOMUYeCKOoro aHanunsa Ha 6yMa)KHOM HocuTtene (B 2 3K3eMI'IJ'IF|an)Z

a) ANA NeKapCTBEeHHOro npenapara nponssoaunTena rocyaapcrea - YieHa EBpaSVII?ICKOFO 3KOHOMUYECKOro coksa npu nepeperucrpaumm B cnydasx,

npegycMOTPeEHHbIX NnoAanyHkTamu "a" n "B" nyHkTa 32 HacTtoawmx MNpasun:

(AB3au B pepmakuuu, BBegeHHoW B Aencteue ¢ 17 gekabps 2019 roga noctaHoBneHvem [paButensctea Poccuiickont Penepaummn ot 16 aekabps
2019 rona N 1683. - CM. NpeaplAyLLIYI0 peaaKLmio)
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O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Crpanuua 10
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

pacyeT BENMUYMHbI YAOPOXaHNS CTOUMOCTU Chipbsi U MaTepUarnioB B CTPYKTYpe 3aTpaT Ha NPOU3BOACTBO M peanu3aumio NekapCTBEHHOIO Npenapara;

KOMWUM KOHTPAaKTOB, MOATBEPXAAOLUNX YBEnM4eHne CTOMMOCTU Cbipbsi U MaTepuarnoB, CO CpoKamu OEWCTBUS, 3aBepLualoLMMUCS He paHee 4eM
yepes 3 MecsLa Co AHA Nogayun 3asiBNEHUs O nepeperucTpauun, a Taikke Konuu cneumdukaumi u Bcex NpUioXeHnn K KOHTpakTaM, KoTopble SiBNSATCSA
MX HEOTHEMIIEMOWN YaCTbIO;

[OKYMeHTanbHoe MoaTBepxaeHWe (hakTUYeCcKMX 3aTpaT Ha Cbipbe M MaTepuarnbl Ha AeHb MPUHATUS PELLUEHWUST O TOCYAAPCTBEHHOW permctpaumu
(nocnenHew nepepeructpaunn, obasatensHow nepepeructpauum B 2019-2020 rogax) npegenbHON OTMYCKHON LiEHbI HA NeKapCTBEHHbIV Npenapar;

rona N 1771. - Cm. npeablAYLLYIO peakLmio)

pacyeT BenuUYuMHbl U3MEHEeHUA HaKnagHbIX pacxodoB B cClyyae YyBernudeHud TapndoB Ha ANIEeKTPUYECKY0 3Hepruto, TennocHabxeHve,
BOOOCHabXeHMe M UeH Ha TOMMMBO, a Takke pacyeT yBeNnnyeHna amopTU3alNOHHbIX OTYMCIIEHMI MO OCHOBHBLIM CpPeAcTBaM, ncnonb3yembiM
HenocpeacTBeHHO And NPou3BOACTBA JIeKapCTBEHHbIX NpenapaTtos;

[OKyMeHTanbHoe MOATBEPXAEHWE YBENMYEeHUs HaknagHbIX pacxodoB, a Takke KOMWU [AOKYMEHTOB, MOATBEPXAAlOLUMX BBOL COOTBETCTBYHOLLMX
OCHOBHbIX CPeICTB B 3KCMyaTaLuio;

pac4eT ypoBHA peHTa6eanoc1'M Ha KOHerTHbIVI J'IeKapCTBeHHbIVI npenapar B COOTBETCTBUU C METOAMKOW;

6) ons nekapcTBEHHOro MpenapaTta Npou3BoauTensi rocyaapcTea - YneHa EBpasuiickoro 3KOHOMMYECKOro Cot3a npu NepeperucTpaumm B cryyasix,
npeaycMOTPEHHbIX NoANyHKTOM "6" nyHkTa 32 HacTosawmx Mpasun:

(AB3au B pepmakuuu, BBefeHHoW B Aencteue ¢ 17 gekabpsa 2019 roga noctaHoBneHvem [paButensctea Poccuiickort Penepaummn ot 16 aekabps
2019 rona N 1683. - CM. NpeaplAyLLY0 PefaKLmIo)

pacyeT BENMMYUHbI yO0POXaHUA CTOMMOCTU CbipbA U MarepuarnoB B CTPYKType 3aTpaTt Ha NpoM3BOACTBO U peann3aunio NekapCTtBeHHOro npenapara;

KOMUM KOHTPAaKTOB, NnoaTBepXaakLnx yBenmquMe CTOMMOCTU CbipbA U MaTepmnanoB, CO CpoKamMu rEI,(9I7ICTBI/IS'-|, 3aBepLliarmnMnca He paHee 4em
yepes3 3 MecsLa Co OHsI nodayum 3asiBNieHUst 0 nepeperncrpaumm, a Takke Konuu cneumdukaumin u Bcex NpUnoXeHUn K KOHTpakTam, KOTopble SBMSHOTCS
MX HEOTHEMIIEMON YaCTbIO;

AOKyMeHTanbHoe noaTBepXxaeHue (PakTU4ecKkuUX 3atpaT Ha Cbipbe W MaTepuarnbl Ha AeHb MPUHATUS PeLleHns O rocyAapCTBEHHOW perucrpaumu
(nocnenHen nepeperucTpaumm, obssatensHon nepepernctpaumm B 2019-2020 rogax) npegenbHON OTNYCKHON LieHbl HA NekapCTBEHHbIV npenapar;

(AB3au B pegakuum, BBegeHHon B Aencteue ¢ 3 Hos6pst 2020 roga noctaHoBneHnvem lNpaBuTenscTBa Poccuiickon Penepaumu ot 31 oktabpsa 2020
rona N 1771. - Cm. npeablAYLLYIO pefakLmio)

pacyeT ypoBHA peHTaGeJ‘IbHOCTM Ha KOHerTHbIVI J'IeKapCTBeHHbIVI npenapar B COOTBETCTBUNU C MEeTOANKOW;

B) ANs NekapCTBEHHOrO npenapaTa Npou3BoAUTeNst rocyaapcTBa - YneHa EBpasniickoro 3kOHOMUYECKOro Coto3a Npu nepeperucTpaummn B cnyvasx,
npegycMOTPeHHbIX noanyHKTom "r" nyHkTa 32 Hactoawwmx [Mpasun, konus dopmbl N 2-NIEK (npom) "CBegeHus o npom3BoacTBe, OTrpy3ke U LeHax Ha
nekapcTBeHHble cpeacTBa” (4N OTeYECTBEHHbIX NPOM3BOAMTENEN), a TakkKe - KONUM TOBApPHbIX HaKMagHbIX HAa KOHKPETHbIV NeKapCTBEHHbIV npenapar,
OTIPY>XEHHbIW B afpec nokynaTenen B COOTBETCTBYHLLMI OTHETHbIA MEpPUOA, OMpedenieHHbi B COOTBETCTBUM C MyHKTOM 37 Hactodwwmx [pasun
(NpeqcTaBneHne BCeX TOBAPHbIX HaknaAHbIX HEOOXOAUMO, eCrnv KOMMYECTBO OTFPY30K MO JIEKAPCTBEHHOMY MpenapaTty He npeBbiwaeT 25 WTyK, a no
NIeKapCTBEHHbIM MpenapaTtaM, Mo KOTOPbIM KOSIMYECTBO OTrPy30K MpeBbiliaeT 25 wWTyK, HEOOXOAMMO NPeACcTaBUTb KOMMU TOBAPHbIX HaKMagHbIX C
HanbonbLlINM yaensHOM BECOM B 0OGbeMe peanunaaumm KOHKPETHOTO NIeKapCTBEHHOrO npenapara, Ho He MeHee 25 LWTyK);

(MoanyHKkT B pepakuun, BBegeHHon B aevicteue ¢ 17 gekabps 2019 roga noctaHoenexnvem [NpaButenbctea Poccuiickon Penepauum ot 16 aekabpsa
2019 rona N 1683. - CM. NpeablAyLLYy0 PeAaKLMI0)

r) Ana nekapcTBEHHOro npenapara WHOCTPaHHOrO NPOWM3BOACTBA, MepBUYHAs U (MNM) BTOpWMYHAsi yNakoBKa KOTOPOro OCYLLECTBMSIETCS WK
nnaHvpyeTtcs ocyllecTBnsaTecs B Poccuiickoin depepauun, fepxartenem wWnu BrnadenbLeM PerucTpauMoHHOro YAOCTOBEPEHUS! NeKapCTBEHHOro
npenapara (ynofHOMOYEHHbIM UM FIMLIOM) NpW NepeperncTpauum B criyvasix, npegycMoTpeHHbIX NyHKTOM 34 HacToswmx MNpasun:

(AB3au B pepmakuuu, BBefeHHoW B Aencteue ¢ 17 gekabpsa 2019 roga noctaHoBnexvem [paButensctea Poccuiickort Penepaummn ot 16 aekabps
2019 rona N 1683. - CM. OpeabIAyLLY0 PefaKLmI0)

KOMWM TOBapPHbIX HaKNafHbIX HAa KOHKPETHBIV NIeKapCTBEHHbIN Npenapart, 3a COOTBETCTBYIOLLMIA OTHETHBIA Nepuoa, onpeaeneHHbIi B COOTBETCTBUN C
nyHkToMm 37 Hactoswmx MNpasun (NpegcTaBneHne Bcex TOBapHbIX HaKNagHbIX HeobxoaMMOo, ecrin KOonNMYecTBO OTIPy30K MO NiekapCTBEHHOMY npenaparty
He npeBblwaet 25 WTyK, a MO NekapCcTBEHHbIM NpenapaTam, No KOTOPbIM KONIMYECTBO OTrpy30K NpeBbiwaeT 25 wTyk, HeobxoauMo nNpeacTaBUTb KOMUK
TOBapPHbIX HAKNaAHbIX C HAMBOMNbLUMM yAENbHBIM BECOM B 0ObeMe peanu3aumm KOHKPETHOTO NIeKapCTBEHHOO npenaparta, Ho He MeHee 25 LWTyK);

cBeaeHus (No BbIGOpY Aepxatens wnu Brafenblia percTpauMoHHOMo YA0CTOBEPEHUS NEKapCTBEHHOro npenapara (YNonHOMOYEHHOro UM nuua),
NoATBEPXKAAoLLME OTMYCKHble LieHbl NMPOW3BOAUTENs! Ha NeKapCTBEHHbI MpenapaTr B UHOCTPaHHbIX rOCyAapcTBax, ykasaHHbIX B npunoxenun N 2 k
MeToaumke (Ha GyMaKHOM HOcUTENe C NePEBOAOM Ha PYCCKUM A3bIK);

[) OAna nekapcTBEHHOro npenapata MHOCTPaHHOIrO MPOWM3BOACTBA NPU MepeperucTpaummn B cryyasix, NpegycMOTPeHHbIX NyHKTOM 34 HacTosuimx
MNpaBun:

(AB3au B pepmakuuu, BBegeHHoW B Aencteue ¢ 17 gekabps 2019 roga noctaHoBneHvem [paButensctea Poccuiickont Penepaummn ot 16 aekabps
2019 rona N 1683. - CM. NpeaplAyLLIYI0 peaaKLmio)
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O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Crpanuua 11
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

KOMUW TAMOXEHHbIX AeKnapauunii Ha NoCTaBKy KOHKPETHOrO NIeKapCTBEHHOIO nMpenapaTa 3a COOTBETCTBYIOLMI OTYETHbLIN Nepuog, onpeaereHHblii B
COOTBETCTBMU C NyHKTOM 37 Hactoaux [MpaBun (NpefcTaBrieHMe BCEX TaMOXEHHbIX [Aeknapauuii HeoGXOAUMO, €ClM KONMMYECTBO TaMOXEHHbIX
[eKnapauuili no nekapcTBEHHOMY npenapary He npesblliaeT 25 WTyK, a Mo NeKapCTBEHHbIM MpenaparamM, Mo KOTOPbIM KOMMYECTBO TaMOXEHHbIX
Aeknapauuin npesblluaet 25 WTYK, HEOBXOAUMO MPEACTaBMTb KOMUU TAMOXEHHBIX AeKNapaumii ¢ HaMbonbLIMM yaenbHOM BeCOM B 0Gbeme peanuaauum
KOHKPETHOTrO NleKapCTBEHHOro npenapara, Ho He MeHee 25 LITYK);

cBefieHus (No BbIGOPY AepxkaTens unv Bnagernbla perucTpauyMoHHOrO YAOCTOBEPEHUS NEKApCTBEHHOro npenapara (ynofIHOMOYEHHOro UM nuua),
noaTBepXKAaloLWMe OTMYCKHbIE LeHbl NMPOU3BOAMUTENSI HA NEKapCTBEHHbIN NpenapaT B MHOCTPaHHbIX FOCYAapCTBax, yKasaHHbIX B mpunoxeHun N 2 k
MeToayvke (Ha BymaxHOM HocuTene ¢ NepeBoAOM Ha PYCCKUM A3bIK).

36. MNpu nepeperncrtpaumm npegernbHbIX OTMYCKHbIX LEH Ha neKapCTBEeHHble npenapaTtbl NpouM3BOAWUTENS rocygapctea - uneHa EBpasuiickoro
MOXeT npeBbiwaTb 30 NpoLeHTOoB.

(MoanyHKT B pegakumu, BBegeHHoW B aencteue ¢ 17 gekabps 2019 roga nocrtaHoenenunem [NpaeutenbctBa Poccunckon ®enepaumu ot 16 aekabps
2019 rona N 1683. - CM. npeAblAyLLYio peaakLmio)

37. Tpn nepepermcTpauun npenenbHON OTMYCKHOM LEeHbl NPOU3BOAUTENS Ha NeKapCTBEHHbIW npenapar B KayecTBe OTYETHOro nepuoga
NPUHUMAaETCs nepuog, WCTEKWWA CO [OHA MPUHATUS peLUeHUs O ToCyAapCTBEHHOW peructpauum (nocrnegHen nepepervcTpaummn, obsisaTensbHow
nepepeructpaumm B 2019-2020 rogax) npefenbHoOW OTMYCKHOW LieHbl HAa AeHb nogayn B MuHUCTepcTBO 3apaBooxpaHeHusi Poccuiickont ®enepaumu
3asBNeHNs 0 nepeperncTpauum.

(MyHKT B pegakumm, BBeAeHHOM B Aencteue ¢ 3 Hosbps 2020 roga noctaHoBneHuem [MpaButensctea Poccuiickont Penepauum ot 31 oktabpsa 2020
rona N 1771. - Cm. npeablAyLLYIO penakLmio)

38. Ha ocHoBaHun 3asiBneHVs O nepeperucTpauuu, MPeAcTaBleHHOro Aepxatenem unv BnagenbueM pPermcTpaumoHHOro YAOCTOBEPEHUS
nekapcTBeHHOro npenaparta (ynofTHOMOYEHHOTO MM fnua) B LENsX CHUXKEHUS LieHbl Ha NeKkapCTBeHHbIN npenapat, MMHUCTEPCTBO 34paBOOXpPaHEHUs
Poccwuiickon ®egepauum paccmatpyBaeT BOMPOC O NPUHATUN PELLEHNS O CHUXKEHWUN 3aperncTpMpoBaHHON NpeaenbHOW OTNYCKHON LieHbl MPOV3BOANTENS
Ha nekapcTBEHHbI Npenapart. 3asBneHne o nepeperucTpaumm B LENsX CHUXKEHUS LieHbl Ha NMEeKapCTBEHHbIN npenapaTt MOXeT ObiTb npeacTaBneHo
COBMECTHO C 3asBfIEHMEM O BHECEHUWN U3MEHEHWI B PEECTPOBYIO 3amnncCb O rOCyAapCTBEHHOW perncTpauumn npeaenbHON OTNYCKHOM LieHbl MPOM3BOANTENS
Ha nekapcTBEHHble MNpenaparbl, BKAKYEHHble B NepeyeHb XWM3HEHHO HEeOOXOAUMbIX W BaXHEeMLMX NeKapCTBEHHbIX NpPenaparoB, YTBEePXAEHHbIX
noctaHoeneHuem lMNpaeutenscTtBa Poccuiickon ®enepauum ot 29 oktsi6pa 2010 . N 865 "O rocyaapCTBEHHOM peryniMpoBaHvMu LieH Ha NekapCcTBEHHble
npenaparbl, BKIMOYEHHbIE B NepeYveHb XN3HEHHO HEOOX0AMMbIX U BaXKHEWLLMX NeKapCTBEHHbIX NpenapaTos”.

38_1. MNpu Hannuum B OTHOLLUEHWM OOHOrO NEKAPCTBEHHOro npenaparta peweHuss MuHucTepcTBa 3apaBooxpaHeHusi Poccuiickon degepaumm o
nepeperncTpauum 3apermcTpupoBaHHOW NpeaenbHOW OTMYCKHOW LieHbl NMPOM3BOAUTENS HA fleKapCTBEHHbIN MpenapaT B COOTBETCTBUM C nyHkToM 30
HacTosauwmx MpaBun Nnnbo B cOOTBETCTBUM C MyHKTOM 38 HacTodawmx MpaBun un peweHnss MuHmucTepcTBa 3apaBooxpaHeHus Poccuiickon ®egepauum ob
obsasarenbHon nepepervctpauun B 2019-2020 rogax npegenbHOW OTMYCKHOW LieHbl NMPOM3BOAUTENS B COOTBETCTBUM C [IpaBunamu obasarenbHon

HEeOoBXOANMbIX Y BaXKHEWLUNX NEeKaPCTBEHHbIX NMPenaparoB”, NPUMEHEHWIO MOANEXMWT LeHa, NepeperncTpupoBaHHas B COOTBETCTBMM C OyHkTom 30 nnbo
nyHkTom 38 HacTodawwmx MNpaswun.

(MyHKT pononHuTensHO BkMtoYeH ¢ 3 Hosbpsa 2020 roga moctaHoBneHvem [lpaButenscTBa Poccuiickon Penepaummn ot 31 oktabpa 2020 roqa N
1771)

39. locymapcTBeHHasi perucTpauMsi 1 nepeperucTpaunsi npeaenbHbiX OTMYCKHbIX LEeH MpOM3BOAUTENEN Ha JfleKapCTBEeHHble npenapathbl
ocyLllecTensieTcs 6ecnnarHo.

40. depeparnbHas aHTUMOHONMONbHAA cryx6a B NUCbMEHHOW hopMme yBeOOMNSET AepXKaTens Unu Brnagenbua pervcTpaunoHHOro yaoCToBEpPEHNs
neKkapcTBeHHOro npenapata O Heo6XOAMMOCTV W3MEHEHMUsI 3aperucTpupoBaHHON NPEeAenbHOM OTMYCKHOM LeHbl NPOM3BOAMTENSA HA NEeKapCTBEHHbI
npenapart, ecriu rnocrie rocyLapCTBeHHON perucTpauum (nepepermctpaumm) npeaesibHol OTNYCKHOM LieHbl MPOU3BOAUTENS Ha NeKapCTBeHHbIV npenapar
YCTaHOBIIEHO, YTO AepaTeneM Wnu BnaaerbLeM perMcTpauyMoHHOMo YAOCTOBEPEHUs NeKapCTBEHHOro npenaparta (YnorIHOMOYEHHbIM UM NMLOM) Gbinu
npeacTaeneHbl HEOCTOBEPHbIE CBEAEHMS, MOBMNUSIBLUME HA pesynbTaT paHee MPUHATOTO PELUEHUS O COrMacoBaHUM NPEAEnbHOW OTMYCKHOM LeHb
NPOM3BOAUTENS HA JeKapCTBEHHbIN npenapaT W (UNU) He ObiNU NpeacTaBneHbl CBeAEHWUsl, MNOBMUSIBLUME Ha pesynbTaT TaKoro peLueHusl, C
npenocTasrieHmemM 060CHOBaHWsS Takoro BLIBOAA.

Oepxatenb uvnu Bnagenewl, perMcTpauMoHHOrO YAOCTOBEPEHUS] FEeKapCTBEHHOro npenapata  (YNoOfHOMOYEHHOEe WM fUUO)  NPUBOAAT
3aperncTpmpoBaHHyo NPeAenbHY OTMYCKHYIO LieHY B COOTBETCTBUE C LIEHOWN, pacCYMTaHHOW B COOTBETCTBMM C HacToAwmmm MNpaBunamm n METOAMKON, C
y4yeToM MHdopMauun, ykasaHHow B yBegomneHun denepanbHON aHTUMOHOMOMBHOWM CryXObl, NN NpeacTaBnsioT MOTUBUMPOBAHHOE AOKyMEHTanbHoe
noaTBepXaeHue pacyeTa ykasaHHOMN LieHbI.

depnepanbHas aHTUMOHOMOMNbHAsA crnyx6a OTMEHSIET pelleHne O COrMacoBaHUM MpeaenbHON OTMYCKHOM LeHbl MPOU3BOAUTENS Ha NeKapCTBEHHbIN
npenapar B Criyyae HenpuBedeHUs AepXaTeneM Unu BrafenbLeM perucTpauyMoHHOMO YAOCTOBEPEHMUS NleKapCTBEHHOMO npenapata (YnonHOMOYEHHbIM
UM NULOM) 3aperncTpupoBaHHOW NpeaernbHOW OTMYCKHOW LieHbl B COOTBETCTBME C HacTosWMMu lNpaBunamMu M METOAMKOW C y4eToM MHdopMmaumu,
ykasaHHON B yBefomneHun deaepanbHOi aHTUMOHOMOMBHOW CryXGbl, UM HenpeacTaBeHNs MOTMBUMPOBaAHHOTO AOKYMEHTanbHOro NoATBEpPXKAeHUS
pacyeTa ykasaHHOI LieHbl B Te4eHe OQHOro MecsiLia Co AHA NonyyeHus ysegomnenuss GeqepanbHoin aHTUMOHOMOMBHOM CIyXGOM.

41. MuHucTepcTBO 3apaBooxpaHeHus Poccuiickon ®degepaumy OTMEHSIET pelleHWe O roCyAapCTBEHHOW peructpauum wunv nepeperucrpaumu
npefenbHOM OTMYCKHOW LEeHbl NPOM3BOAMTENS Ha JfIeKapCTBEHHbIN MpenapaTt B Cryvyae, €cnv Mocfe NPUHATUS TakKoro peLUeHUsl YCTaHOBMIEHO, YTO
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O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Crpanuua 12
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

AepxxaTteneMm unu BrnagenbLemM perMcTpaumoHHOTO YOOCTOBEPEHUS NleKapCTBEHHOro npenapara (YNomHOMOYEHHbIM MM NWUOM) Bbinu npeacTaBneHbl
HeOCTOBepHble CBeAEeHNs, NOBNUSABLUME Ha pe3ynbTaT NPUHATOro MUHUCTEPCTBOM peLleHus), a Takke B cnyyae, ecnu PefepanbHas aHTUMOHOMNOMNbHASA
cnyx6a oTMeHWna peLleHWe 0 COrmacoBaHWW NpeaenbHON OTMYCKHOW LieHbl NPOU3BOAMTENSI Ha NEeKapCTBEHHbIN npenapaTt Ha OCHOBaHWMM NyHKTOB 40 un
45 HacTodwmx [lpaBun, W UCKMIOYAET B YyKasaHHbIX Cryyvasix 3aperucTpupoBaHHY0 (NepeperucTpypoBaHHyl0) NpedenbHyr OTMYCKHY  LeHy
NPOV3BOAMTENS Ha NMEKapCTBEHHbIN NpenapaTt 13 rocyaAapCTBEHHOro peecTpa.

(MyHkT B pegakumn, BBeAeHHOW B Aencteue ¢ 17 gekabps 2019 roga noctaHoenenvem [NpaButenbctea Poccuiickon Penepauum ot 16 nekabps
2019 rona N 1683. - CM. NpeablAyLLYy0 PefaKLmio)

42. [lepxaTtenb unu Bnafeney, perncTpaLMoHHOro yA0CTOBEPEHUS NekapCTBEHHOro npenaparta (YNnornHOMOYEHHOE UM NWLO) 06s3aH NpeacTaBUTb
3asiBIieHue 0 NepeperucTpaumn B CTOPOHY CHYKEHWS! MPU HACTYMIEHUM CriefyoLLnX Cryvaes:

a) ecnu B pe3ynbraTe CHWKEHUS NPOM3BOAMTENEM OTMNYCKHOW LEeHbl B WHOCTPaHHOW BamnTe Ha YyKa3aHHbI NeKapCTBEHHbIN npenapar B
MHOCTPaHHbIX roCyAapcTBax, yKasaHHbIX B mOpunoxenun N 2 k MeToauke, OTMYCKHas LieHa Npou3BOAMTENs Ha fleKapCTBEHHbIN npenapar B pybnsx,
paccynMTaHHas B COOTBETCTBMM C METOAUKOM (C y4ETOM PacxofoB Ha TAMOXEHHOe O(OpPMIIEHWNE), HWKE 3apervcTpMpOBaHHON NPEeAenbHON OTMYCKHOW
LeHbl MPOV3BOAMUTENS Ha YKasaHHbIN feKapCTBEHHbIN npenapat, - B TedeHne 30 KaneHAapHbIX OHEW CO [AHS, Korda pelleHue O CHUKEHUWU LeH
YNOJTHOMOYEHHbIX OPraHoOB B MHOCTPAHHbLIX rocyaapcTBax, YKa3aHHbIX B NPUNOXEHNN N2k MeTOoANKe, BCTYNUIo B CUny;

6) ecnu npegenbHasi OTMYCKHAas LEeHa Ha BOCNPOWM3BeAeHHbIN, GroaHanoroBbii (61MonogobHLIN) NekapcTBEHHbIM MpenapaT Bbille npeaenbHoNn
OTMYCKHOM LEHbl Ha COOTBETCTBYIOLUMI pedEpPeHTHbIN NEeKapCTBEHHbIA NpenapaT B CBA3W CO CHWKEHWEM, NPEQyCMOTPEHHbIM MnoAnyHkTom "a"
HaCTOALLEro MyHkTa, - B TedeHne 30 kaneHaapHbIX OHEW CO AOHsI MPUHSTUSE PELLEHNST O MepeperucTpaummn B CTOPOHY CHWKEHUS 3aperncTpupoBaHHON

npefensbHON OTMYCKHOW LieHbl NPOU3BOAMTENS Ha pedepeHTHbIN NeKkapCTBEeHHbIN Npenapar;

B) ecnv 3apervcTpupoBaHHasa npefernbHas OTMyCKHas LeHa Ha nepBblil BOCMPOWM3BeOEHHbIN, BuoaHanoroBbii (6MOMOAO0OHbIN) NeKapCTBEHHbIN
npenapat WHOCTPaHHOrO NPOM3BOACTBA, B TOM 4WCIEe MNepBUYHas U (MNW) BTOPUYHAs YNakoBKa KOTOPOrO OCYLLECTBRSETCS WU NiaHupyeTcs
ocywectensaTbcs B Poccuiickont ®defepauunv, Bbllle NpedenbHON OTMYCKHOM LeHbl NPOW3BOAMTENS, PacCYMTAHHOW C YYETOM MOHWXAILEro
koadpcpuumeHTa, ykasaHHoro B npunoxenun N 9 k MeToauke, Nocne rocyAapCTBEHHOW perucTpaumn npefaenbHoM OTMYCKHOWM LieHbl Mpou3BoauTens Ha
BTOPOW BOCMPOM3BEeAEHHbIW, GuoaHanoroBbii (6MonofobHbIN) NekapCTBEHHbIN Mpenapat, CoBnafatlwliMin Mo MexayHapoAHOMY HenaTeHTOBaHHOMY
HaMMeHOBaHWIO (MpY ero OTCYTCTBUM - FPYMMNMPOBOYHOMY WU XMMWUYECKOMY HavMEHOBAHWIO), NIeKapCTBEHHOW hopMe W [03MpOoBKe, - B TedeHne 30
KaneHgapHblX AHEeW CO AHA MNPUHATUS peLleHns O TroCyAapCTBEHHOW perucrpauuv npedernbHOW OTMYCKHOW LeHbl NPOM3BOAMTENA Ha BTOPON
BOCMNpOW3BeA€eHHbI, BroaHanoroebln (6bronofobHbIN) NekapcTBEHHbBIV Npenapar;

r) ecnu 3aperucTpupoBaHHas npefenbHas OTMyCKHasi LeHa Ha nepBbli BOCMPOW3BeAEHHbIN, GuoaHanoroBbin (6MONoAOOHbIN) nekapCTBEHHbIN
npenapar nNpov3BOAUTENS rOCYAapCTBa - YneHa EBpasuiickoro 9KOHOMMYECKOro COoto3a Bbile NpeAenbHON OTNYCKHOW LieHbl MPOM3BOAUTENS rocyaapcTaa
- uneHa EBpa3suickoro a3KOHOMMYECKOro COl3a, PacCYUTaHHOWM C y4ETOM MOHMXKaloLero KoadduumneHTa, ykasaHHoro B npunoxenmn N 9 k metoauke,
nocre rocyaapCTBEHHOW perncrpaummn npegenbHoM OTMYCKHOM LeHbl Ha BTOPOW BOCMPOU3BEAEHHbIW, GuoaHanorosbiii (6onogobHbIN) nekapCTBEHHbIN
npenapaTt MNpov3BOAMTENS rOCydapcTBa - yneHa EBpasviickoro 9KOHOMMYECKOro COlo3a, COBMajalolmii Mo MeXAyHapoAHOMY HenaTeHTOBaHHOMY
HanMeHOBaHMIO (NPU ero OTCYTCTBUM - TPYNMUPOBOYHOMY MMM XMMUYECKOMY), TEKApCTBEHHOW hopMe U J03MpoBKe, - B TedeHue 30 KaneHaapHbIX AHen
CO [OHS MPUHATUS peLleHWsl O roCyAapCTBEHHON perucTpaumn npegesisHOM OTMYCKHOW LEHbl MPOM3BOAMTENS Ha BTOPOW BOCMPOM3BEAEHHBIN,
6uroaHanoroBbi (6MoNoaobHIN) NekapCTBEHHbIN NpenapaT NPon3BoAMTENs rocyAapcTBa - YrieHa EBpa3ninckoro SkoHOMMYECKoro cor3a.

(MyHkT gononHuTeneHo BkItoveH ¢ 17 aekabpsa 2019 roga noctaHoBnenuneM [lMpaButensctBa Poccurickon ®enepaumu ot 16 aekabpsa 2019 rona N
1683)

43. Mepepernctpaums 3aperMcTpupoBaHHON NpeaernibHOM OTMYCKHOW LieHbl BOCNpou3BeaeHHoro, broaHanorosoro (6uonogo6Horo) nekapcTBEHHOIO
npenaparta B CTOPOHY CHWXEHWS B Cryyasx, NpegycMOTpeHHbIX noanyHkTamu "B" u "r'" nyHkTa 42 HacToawmx [Npasun, oCyLecTBASeTCs, ecny B pamkax
MEXOYyHapoOHOro HEenaTeHTOBAaHHOTO HAaWMEHOBaHWS (MPU ero OTCYTCTBMWM - FPYNMMPOBOYHOIO MMM XMMUYECKOrO HanMMEHOBaHUSI) U NieKapCTBEHHOW
dopMbI 3aperncTpmpoBaHa npefenbHas OTnyCKHas LieHa Npov3BOANTENS Ha COOTBETCTBYHOLLMIN pedepeHTHbIN NeKkapCTBEHHbIN npenapar.

(MyHKT gononHuTensHo BktoYeH ¢ 17 aekabps 2019 roga noctaHoenenuneM [lMpaButensctBa Poccuiickon ®enepaumm ot 16 aekabps 2019 rona N
1683)

44. B cny4yae nepeperncrpaumm 3aperMcTpupoBaHHON NpeaeribHOM OTNYCKHOW LieHbl MPOU3BOAUTENSI B CTOPOHY CHUXKEHUSI HA OCHOBaHUMW 3asiBMEHUS
aepxatens wnu Bnagenbua perucTpauMoHHOrO YAOCTOBEPEHWUS NleKapCTBEHHOro npenaparta (YNOfHOMOYEHHOTrO UM nvua), NpeacTaBieHHOro B
COOTBETCTBUM C NyHKTOM 42 HacTosumx [paBun, LeHa Ha TakoW NiekapCTBEHHbIV NpenapaTt He MOXeT BbiTb 3asBneHa B Te4eHUe kaneHgapHoro roga Ha
nepeperncTpaLuio B CTOPOHY YBENIMYEHUSI B COOTBETCTBUM C NyHkTamu 32 1 34 HacTosAwwmx Mpaswun.

(MyHkT gononHuTeneHo BkItoveH ¢ 17 aekabps 2019 roga noctaHoBnenuneM [lMpaButensctBa Poccurickon ®enepaumu ot 16 aekabpsa 2019 rona N
1683)

45. ®epepanbHaa aHTMMOHoOMOMbHaA cnyxba B NMCbMEHHON hopMe yBEAOMNSET AepXaTens Unu Brnagenbla perncTpalMoHHOro yaA0CTOBEPEHMs!
niekapcTBEHHOro npenapara (ynofIHOMOYEHHOE MM NMLI0) O HEOOXOAMMOCTU MepeperncTpaummn 3aperncTpMpoBaHHON NpeaeribHOM OTMYCKHOW LieHbl Ha
NEeKapCTBEHHBLIN MpenapaT B CTOPOHY CHWXKEHWsi, ecrnv Aepxatenb Wnv Bragenel, pernctTpaurMoHHOrO YAOCTOBEPEHWUsI NEKAPCTBEHHOMO npenaparta
(YynoOnHOMOYEHHOE UM NULIO) HE NPeACTaBUI 3asiBIEHNE O NEPEPErNCTPALIMN B CTOPOHY CHUXKEHUSI B COOTBETCTBUM C MyHKTOM 42 HacToawmx Mpasun.

[OepxaTtenb unu Bnagenew, permcTpaumoHHOro yaoCTOBEPEHUS NekapCTBEHHOMO nNpenapara (YnonHoMoYeHHoe UM nuuo) B TedeHne 20 pabounx gHewn
nocrne nonyyeHusi yeegomneHus PegepanbHOV aHTUMOHOMONBbHOW CNyXGbl MPUBOAUT 3aPErMCTPUPOBAHHYIO MpederibHy0 OTMYCKHYH LEHy B
COOTBETCTBME C LIEHOW, pacCYMTaHHOW B COOTBETCTBMM C HacTosiwmmMu [MpaBmnamm u MeToAMKOW, C y4eToM MHopMaumu, ykasaHHOW B YBEAOMMEHNUM
depepanbHOM aHTUMOHOMOMNBHOW CMYXObI.

degepanbHas aHTUMOHOMOMbHAA cnyxba B TedeHne 5 paboymx gHeN nocre NCTeYeHUs CpPoKa, ykasaHHOro B ab3ale BTOPOM HACTOALLEro NyHKTa,
OTMEHSIET peLLEHNE O COrnacoBaHWN NPeAENbHON OTMYCKHOW LieHbl MPOU3BOANUTENS Ha NeKapCTBEHHBIV Npenapat B criydyae HenpuBeAeHUs Aepxarenem
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(0] rocyoapCTtBeHHOM perynmpoBaHun LieH Ha nekapcTBeHHbIe npenaparbl, BKNo4YeHHbIe B NepevYeHb XU3HEHHO HeobXxoanMbIX 1

BaXKHEWLLNX NeKapCTBEHHbIX NpenapaTtoB (C u3amMeHeHnsamu Ha 18 Hosi6pst 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

Ctpanuua 13

Unu BrnagenbLemM PerncTpaumoHHOro YAOCTOBEPEHUSI NEeKapCTBEHHOro npenapata (YNormHOMOYEHHbIM MM NULOM) 3aperncTpypoBaHHOW NpeaenbHOWN
OTMYCKHOW LEeHbl B COOTBETCTBME C HactodAwumu [MpaBunamv v METOAMKOM C Y4YeTOM WHAdOpMauuun, ykasaHHOW B yBegomneHun PegepanbHon
aHTMMOHOMNOMbLHOW CNyXObl, B TEYEHWE OAHOrO MECsILLa CO AHS NonyyYeHust yeegomnerus deaepanbHo aHTUMOHOMOMBHOW CryXObl.

(MyHKkT gononHuTenbHO BkntodeH ¢ 17 gekabps 2019 roga noctaHoBneHvem [MpaeutensctBa Poccuiickon Penepaumu ot 16 aekabpa 2019 rona N

1683)

3AABIEHUE

Mpunoxexue N 1

k MpaBunam rocygapcTBeHHOM perucTpauum
M nepeperucTpaumm npegenbHbIX OTNYCKHbIX LieH
npousBoAuTenen Ha nekapcTBeHHbIe nNpenaparhbl,

BKI1lOMeHHble B Nepe4yeHb XKU3HEeHHO Heo6XoAUMbIX

M BaXXHEeMLUNX fleKapCTBEHHbIX NpenapaToB
(B pepakumun, BBeaeHHOM B AenUcTBue

c 17 pekabpsa 2019 ropa
nocrtaHoBneHuem lMpaButenbcTBa
Poccuiickon ®epepauuun

ot 16 nekabpa 2019 rona N 1683. -
CMm. npeabiayLyI0 peaakLuio)

(chopma)

O NOCYOAPCTBEHHOW PEFTMCTPALIMU NPEAENBHbIX OTNYCKHbIX LIEH MPOU3BOAUTENENA HA NEKAPCTBEHHBIE

MPENAPATbI, BKITKOYEHHbIE B NEPEYEHb XXU3HEHHO HEOBEXOAUMBIX U BAXXHEMLLUUX NEKAPCTBEHHbIX MPEMAPATOB

3asasuTenb
(HanmeHoBaHWe, NOYTOBbIV adpec, aapec ANEKTPOHHOW NOYTbI)
[epxatens wnu Bnageney perucTpauvoHHOro  yAOCTOBEPEHUS  NeKapCTBEHHOro
npenaparta
(HanmeHoBaHWe, NOYTOBbIV agpec, aapec ANEKTPOHHON NOYThI)
N n/ Cragus MpownssoguTens Agpec CtpaHa [ns poccUcknx topuanyecknx HaumeHoBaHue Peructpa-
n npous- (HanmeHoBaHve) ny, - NAEHTUMUKALMOHHBI permcTpupyto- LIMOHHBIVA
BOACTBA HOMep HanoronnaTenbLyka, Lero opraHa Homep
AN UHOCTPAHHbLIX IOPUANYECKNX
nu, - Kog HanoronnartesbLimka B
CTpaHe perucTpauum
(MHKOpNOpaLMK) MK ero aHanor
N Homep MexayHapogHoe Toprosoe JlekapcTBeHHas Ob6uee MpenenbHas LLTpuxosow Koa Kog TH
n/n peructpa- HenaTeHToBaHHoe, Haume- dopma, KONUYeCTBO OTMyCKHas ueHa Kog, ATX B3
LIMOHHOTIO unm HOBaHue [031pOoBKa, BO npov3soguTens 3a HaHeCeHHbIN EASC
yAocTo- rpynn1poBOYHOE, KOMMMEKTHOCTL™ | BTOPUYHON noTpebuTenbeKylo | Ha BTOPUYHYIO
BEepeHusi UM XMMUYECKoe (noTpebu- ynakoBky** 6e3 (noTpebu-
HauMeHoBaHune™* TENbCKON) HOC (py6new) TENbCKYH0)
ynakoBke ynakoBKy
1 2 3 4 5 6 7 8 9 10
YnonHomoyeHHoe
nmuo
(d.n.0.) (momkHOCTb) (noanucek)
M.IM. (npn Hanu4yun)
KoHTakTHblE Appec aneKkTpoHHoM
TenedoHbl noYThl

[okymeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro coHaa n3 6onee 70 000 000 HOpMaTUBHO-NPABOBbLIX Y HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/420302493#7DS0KA
http://docs.cntd.ru/document/564053272#7D80K5
http://docs.cntd.ru/document/564053272#7DM0KC
http://docs.cntd.ru/document/542658474#8PS0M0
http://docs.cntd.ru/document/902360112#65A0IQ

O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

Ctpanuua 14

* B cryyae OTCYTCTBUSI MEXOYHapOAHOro HEMaTeHTOBAHHOTO HaVMEHOBaHWS B PEMYCTPALMOHHOM YAOCTOBEPEHUM FEKapCTBEHHOrO npenaparta
yKa3blBaeTCs HaMMEHOBAHWE MeKapCTBEHHOro npenapara, MNPesyCMOTPEHHOE MNepeYyHeM XU3HEHHO HeoBXOAMMbIX M BaXXHEWLIMX JeKapCTBEHHbIX
npenaparos.

** B cnyyadax, npeaycMOTpPeHHbIX MYHKTOM 25 [MpaBun rocyaapCTBEHHOW perucrpauum 1 nepeperncrpaumv npeaenbHbiX  OTAYCKHbIX LieH

YKa3blBaeTca dpopma BbilyCKa neKapCTBEHHOro npenaparta, C y4YeToMm KOTOpOI;I paccyuTbiBaeTCcA npenernbHaa OTNyCKHaA LUeHa npou3BoauTena 3a
noTpebuTenbCKyto YNakoBKy NiekapCTBEHHOIO npenapara.

MpunoxeHune N 2

k MpaBunam rocygapcTBeHHOM perucTpaumm

M nepeperucTpauum npeaenbHbIX OTNYCKHbIX LieH

npousBoAauTenen Ha nekapcTBeHHbIe Npenaparhbl,

BKIIOYEHHble B NepeyeHb XXU3HEHHO HeoBXoaUMbIX

M BaXXHeMLWMX fleKapCTBEHHbIX NpenapaTos

(B pepakuuun, BBeaeHHOM B AenUcTBue

c 17 peka6psa 2019 roga

nocraHoBneHuem MpaButenbcTBa

Poccuickon Penepauum

ot 16 nekabpsa 2019 rona N 1683. -

CMm. npeabIAyLLYI0 pefakuuio)

(dpopma)

3AABIEHUE
O NEPEPErMCTPALIMW NPEQENbHBLIX OTMYCKHbLIX LLEH NPOU3BOAUTENEN HA NEKAPCTBEHHbIE MPEMNAPATbI,
BKMIOYEHHBIE B MNEPEYEHb XXU3HEHHO HEOBXOAUMbIX N BAXXHEWLLUX NEKAPCTBEHHbIX MPEMNAPATOB

3aaButennb

(HaMmeHoBaHWe, NOYTOBLIN agpec, aapec NEKTPOHHON NOYThI)

[epxatens unu Bnagenel, perucTpaLMOHHOTO  YOAOCTOBEPEHWUS  NEKapCTBEHHOro
npenaparta
(HaMmeHoBaHWe, NOYTOBLIN agpec, aapec NEKTPOHHON NOYTbI)
N n/ Cragus [MpoussoauTtens Apnpec CrpaHa [Ins pocCUNCKNX opUaNYECKNX HavmeHoBaHune Peructpa-
n npoms- (HammeHoBaHue) 1L - MOEHTUMDVKALMOHHBIV perucTpupyo- LIMOHHBIV
BOACTBA HOMep HanoronnaTenbLmka, Lero opraHa Homep
ANSi UHOCTPAHHbIX PUANYECKNX
nu, - Kof HanoronnaresnbLimka B
CTpaHe perucTpauum
(MHKOpMOpaLWK) Unn ero aHanor
N Homep MexgyHapogHoe Toprosoe JlekapcTBeHHas Obuwee MpepenbHas LLTpuxosow Kon Koo TH
n/n | peructpa- | HenaTeHTOBaHHOE, Haume- dopma, KONM4ecTBo OTMyCKHas LeHa Kon, ATX B3O
LIMOHHOIO mnm HOBaHue [03MpoBKa, BO npovssoauTens 3a HaHECEHHbIN EASC
y[ocTo- rpynnupoBOYHOE, KOMMNMEKTHOCTL™™ |  BTOPUYHOWM noTpebuUTEnbCKYD | Ha BTOPUYHYIO
BEPEHUS UM XuMmnyeckoe (noTpebu- ynakoBky** 6e3 (noTpebu-
HaumeHoBaHue™ TEnbCKOW) HOC (py6nen) TenbCKyHo)
ynakoBke ynakoBKy
1 2 3 4 5 6 7 8 9 10
YnonHomoyeHHoe
nmuo
(d.n.0.) (momkHoCTb) (noanwce)

M.M. (npu Hannymn)
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O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Crpanuua 15
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

KoHTakTHble Afpec aneKkTpoHHou

TeJ'IeCpOHbI NOoYThbl

* B crnyyae OTCYTCTBUS MEXOyHapOOHOrO HenaTeHTOBaHHOrO HaUMEHOBAHWA B PErMCTPALMOHHOM YOOCTOBEPEHUM NEeKapCTBEHHOro npenaparta
yKasblBaeTCs HaMMEHOBaHWEe NeKapcTBEHHOTo npenapara, MpeayCMOTPEHHOE MepPeYHEM XM3HEHHO HEeOBXOAMMbIX U BaXKHEWLIMX NeKapCTBEHHbIX
npenaparos.

** B cnyvasx, nNpegycMOTPeHHbIX MyHkToM 25 [MpaBwun rocyfapCTBEHHON PErncTpauuv 1 nepeperucrpaumu npeaenbHbiX  OTMYCKHbIX LieH
NPOM3BOAMTENEN HAa NEeKapCTBEHHble Npenapatbl, BKIOYEHHble B MEpeYeHb XW3HEHHO HEeOOXOAMMBIX WM BaXHEWLUMX NeKapCTBEHHbIX MNpenapaTtos,
yTBEpPXOEHHbIX NocTaHoBneHveM [NpaButenbctBa Poccuiickor ®enepauum ot 29 oktsabpa 2010 r. N 865 "O rocynapCTBEHHOM perynvmpoBaHUM LiEH Ha

yKkasblBaeTcs hopMa BbiMycka NEKapCTBEHHOro npenapaTta, C y4eToM KOTOpPOW paccuuTbiBaeTcs npefenbHas OTMNYCKHas LeHa npousBoavTens 3a
noTpebuTEnNbCKyIo YNakoBKy NiekapCTBEHHOTO Npenapara.

YTBEPXOEHbI

noctaHoBneHuem lNMpaButenbcTBa
Poccumnckon dJep,epaléuu

ot 29 okTAb6pa 2010 roga N 865
[AononHNTEeNbHO BKMIOYEHbI

c 17 pekabpsa 2019 rona
noctaHoBneHuewm lNpaButenbcTBa
Poccuiickon ®epepaunn

ot 16 nekabpsa 2019 rona N 1683)

NMPABUNA OBFI3ATEJ1bHVOI;I NEPEPEMMCTPALIMU B 2019-2020 FOOAX 3APETMCTPUPOBAHHBIX NMPEAENbHbLIX OTNYCKHbIX
LIEH NPOU3BOAUTENEWN HA NEKAPCTBEHHBIE MPENAPATbI, BKITKOYEHHbIE B MEPEYEHb XXU3HEHHO HEOBXOAUMbBIX U
BAXHEWLLNX NEKAPCTBEHHbIX MPEMAPATOB

(c n3ameHeHuaMM Ha 18 HosiBpsa 2020 roga)

1. Hactoswume [lNNpaBuna yctaHaenvBaroT nopsigok ocyuwlectenernuss B 2019-2020 rogax ob6sizaTenbHOW nepeperucrpaunv 3aperMcTpupoBaHHbIX
npegernbHbIX OTNYCKHbIX LEH MPOWU3BOAWTENE Ha NeKapCTBEeHHble Mpenapatbl, BKMOYEHHbIE B NEPEeYeHb XU3HEHHO HEOOXOAUMBIX WM BaXHEMLIMX
riekapCTBEHHbIX NpenapaToB (farnee COOTBETCTBEHHO - NPEAENbHbIE OTMYCKHbIE LieHbl, NeKapCTBEHHbIE Npenaparthl, 06s3aTenbHas nepepernctpaums).

ObGsa3aTtenbHas nepepermcTpauns npepernbHbIX OTMYCKHbIX LEH Ha fekapCTBEHHble npenapaTtbl OCYLLECTBNSETCH C COXPaHeHWeM MocnegHuX
3aperncTpupoBaHHbIX (NepeperncTprpoBaHHbIX) NPEAenbHbIX OTMYCKHbIX LIeH Ha MMMYyHOBUONornyeckne nekapcTBeHHble npenaparbl, fekapCTBeHHbIe
npenaparbl, coAepxallme HapKoTUYecKMe CpeacTBa M NCUXOTPOMHbIE BeLecTBa, NPOM3BOACTBA rOCYAapCTB - YNeHoB EBpPa3vmnckoro 8KOHOMUYECKOro
CO03a, @ Takke Ha nekapcTBeHHble npenaparbl B LleHoBOM cermeHTe Ao 100 pybnei, He npeBbIaWMX NpeaenbHbIX OTNYCKHbIX LEH, OnpeaeneHHbIX ¢
y4YeTOM MornoxeHun Yactm 4 ctateun 61 PenepanbHoro 3akoHa "O6 obpalleHuy NekapcTBEHHbIX CPEACTB".

2. 3aperucTpupoBaHHble 00 BCTynneHuss B cuny ®PegepanbHoro 3akoHa "O BHeceHuu uaMeHeHun B PepepanbHbii 3akoH "O6 obpaiueHun
NEeKapCTBEHHbIX CPeacTB" B 4YacTWM roCyQapCTBEHHOrO PErynupoBaHWsi LEH Ha FeKapCTBEHHblE Mpenaparbl, BKIHOYEHHbIE B MEPEYeHb XXMU3HEHHO
HEOOXOAUMBIX U BaXKHEWLUMX NEKApCTBEHHbIX NpenapatoB” npegenbHble OTMYCKHblE LiEeHbl HA peddepeHTHbIe NeKapCTBEHHbIE NpenapaTtbl nognexar
06s13aTeNnbHON NepeperncTpaumMm Ha OCHOBaHWM 3asiBNEHW BradenbLeB UNu AepxxaTenein pernctpaumoHHbIX YAOCTOBEPEHUI TakMx neKapCTBEHHbIX
npenapartoB (YNONHOMOYEHHbIX UMW f1L), NOAAHHBLIX B COOTBETCTBMU C HacTosLwmMMMU MNpaBunamu.

3. MuHuctepcTtBo 3apaBooxpaHeHusi Poccuiickon ®Pepepaumm B TedeHne 10 paboumx OHeW co OHS BCTYMNMEHWs B CUIY NOCTAHOBMEHWUS

nepeyeHb XM3HEHHO HEeOoBXOAUMBIX W BaXHeMWWX NeKapCTBEHHbIX NpenapartoB”, pa3MellaeT Ha CBoem oduumanbHOM caiTe B MHpOpMaLMOHHO-
TenekoMMyHUKaunoHHon ceTu "MHTepHeT" (oanee - ceTb "MIHTepHeT") obpalleHune Kk Bnagenbuam Unu gepxarensam perucTpaumoHHbIX YA0CTOBEPEHUIA
pedepeHTHbIX JleKapCTBEHHbIX NpenapaTtoB (YNONMHOMOYEHHbIM UMM NULaM) O HeobxoaAMMOCTU MpPeaCcTaBrieHNs OOKYMEHTOB U MHdopMauuu,
npeaycMOTPeHHbIX HacTosiwmMm MNpasunamu.

4. NepxaTenb unv Bnagenew, permcTpaumoHHOro yaocToBeEPEHMS pedhepeHTHOro NeKkapCcTBEHHOTO npenapara (YNnofIHOMOYEHHOE UM NULIO) B TEYEHME
40 pabounx OHen co AHS BCTYMNfeHus B cuny nocTtaHoBneHus MNpaeutenbctBa Poccuiickon ®enepaumm, ykasaHHoro B nyHkTe 3 HacTosauimx [Npaswun,
npeacTtaenser B MuHuctepcTBo 3apaBooxpaHeHus Poccuiickon ®egepauun cnegytowme AOKYMEHTbl (Ha BymMaXHOM HocuTene B 2 ak3emnnsipax u B
3MEKTPOHHOM BUAE):

3asBneHne o6 obs3atenbHow nepepernctpaumm B 2019-2020 rogax 3aperncTpupoBaHHON NpenenbHON OTMYCKHOW LEeHbl NPOM3BOAMTENS Ha
pedepeHTHbI NEKapCTBEHHbLIA Npenapart, BKIOYEHHbI B NepeyeHb XU3HEHHO HeobXoaMMbIX U BaXHEWLUMX NeKapCTBEHHbIX MpenapaTtoB, No opme
cornacHo npunoxenuto N 1 (ganee - 3ageneHue);
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cBefleHna O NMULUEeH3n Ha Npon3BOACTBO NNEKapCTBEHHbIX CPEACTB;
cBefeHua o permcTtpauMoHHOM yaooCToBepEHUN NeKapCTBEHHOIO nNpenapara,

pacyeT npefdenbHOW OTMYCKHOW LeHbl Npou3BoauTenst Ha pedepeHTHbI JeKapCTBEHHbIM Mpenapar, NpeacTaBnseMon Ans obsizatenbHoun
nepepeructpaumm B 2019-2020 rogax, no doopme cornacHo npunoxexuto N 2;

MHPOPMAaLMIO O MUHUMANbHBIX OTMYCKHbIX LEHaxX Ha NeKkapCTBEHHbIV NpenapaTt B MHOCTPaHHbIX rocyaapcTBax no ¢hopme cornacHo npunoxexunto N
3. MepecyeT LeHbl B MHOCTPAHHOW BaroTe Ha NieKapCTBEHHblE npenapaThl B MHOCTPaHHbIX roCyAapcTBax, ykasaHHbIX B opunoxeHun N 3 K HacToawmm
[MpaBunam, B pybnu ocyLLEeCTBASIETCA NO CPeaHEMY KypCy COOTBETCTBYHOLLIEN MHOCTPaHHOW BantoThl K pybnto Poccuiickon degepaumm, ycTaHOBMEHHOMY
LleHTpanbHbiM 6aHkoM Poccunckon ®egepaunm 3a 2018 rog.

[HononHuTenbHO Ha ByMaxHOM HOCUTeNe NPeacTaBnAlTCA:
cBegeHus (no BbIbopy AepxxaTtenst uny Bnagenbla perucTpaumMoHHOro yooCTOBEPEHNS NeKapCTBEHHOro npenaparta (YNnonHOMOYEHHOro MM nuvua),

noATBepXaarLme OTMYCKHblEe LieHbl NPOU3BOAMTENSA Ha NEeKapCTBEHHbIN MpenapaT B MHOCTPaHHbLIX rocyAapcTBax, ykadaHHblX B apunoxenun N 3 k
HacToawwum [MpaBunam (B 2 ak3emnnspax, C NepeBOAOM Ha PYCCKUM A3bIK);

LOOKYMEHT, I'IO,ElTBep)K,Ela}OLLWII;I NOJTHOMO4YMA YNONTHOMOYEHHOro nuua.

5. CeeneHus, npeaycMoTpeHHble MYyHKTOM 4 HacTtosauwux [NpaBun, YKa3blBaOTCA B COOTBETCTBUU C D,eIZCTBy}OUJ,VIM Ha AaTty nogavun 3adaBneHusa
perncTpaunmoHHbIM yAOCTOBEPEHNUEM INTEKAPCTBEHHOIO npenaparta.

6. OepxaTtenb unv Bnagenew pervcTpaumroHHOro yA0CTOBEPEHUS NleKapCTBEHHOrO npenapara (YNnonHOMOYEHHOe UM nuuo) B TedeHne 40 pabounx
OHEeNn co OHA BCTYNMeHust B cuny nocrtaHoeneHus MNpasutenbctBa Poccuiickon denepaunmn, ykazaHHOro B nyHkTe 3 HacToawmx [paBun, 0653aH yka3aTb

peecTpa npeaenbHbIX OTMYCKHbIX LeH NPOou3BoaUTesNel Ha NleKapCTBEHHbIE npenaparbl, BKIYEHHbIE B NepeYeHb XKU3HEHHO HEOBXOANMbBIX U BaXKHEMLLMX
nekapcTBeHHbIX MpenapaTtoB (farnee - peectp), MOASIeXaliMe WCKIYEHUI0 M3 peecTpa, coaepaliMe HOMep PEerrcTpaumoHHOMO YAOCTOBEpeHUs
neKkapCTBEHHOro rpenapata, HauMeHOBaHWe Briafenbla WNuM  OepxaTtens perucTpauyMoHHOrO  YAOCTOBEPEHWUS eKapCTBEHHOTO Mpenapara,
HaMMeHOBaHUsi Npou3BoauTenen (NPOVU3BOACTBEHHLIX MNIIOWAAOK MPOU3BOAMUTENS), MEXOAYyHApOOAHOE HernaTeHTOBaHHOe HauMeHoBaHue (Mpu ero
OTCYTCTBUU -XUMMUYECKOE UMW FPYNNMPOBOYHOE HAUMEHOBAHWE), TOPrOBOE HAUMEHOBAHWE, NEeKapCTBEHHYIO (POpPMY, AO3MPOBKY (KOHLEHTpauuto, o6bem,
aKTMBHOCTb B eAuHMLAax AercTBUs), (oopMy BbiMycka, KOMUYECTBO B MOTPEBUTENbCKO YNakoBKe, 3apericTpMpoBaHHyio NpeaenbHyo OTMYCKHYIO LieHy ¢
yKkasaHveMm fatbl 1 Homepa npukasa MuHucTepcTea 3apaBooxpaHeHus Poccuiickorn defepalmm o rocynapCTBEHHON perrcTpaumnm unv nepepeructpaumm
npefensbHON OTNYCKHOW LieHbl U (M) AaTbl 1 HOMEpa BbINMUCKM U3 peecTpa, BblAaHHOW Briafenbly Uv AepkaTerio perucTpaLmMoHHOro yA0CTOBEpEHUs!
nekapCTBEHHOro npenapara no pesynsratam BHECEHUSI U3MEHEHUI B peeCcTPOBYIO 3aniCb PeecTpa WM No pesynsTaTam CHIDKEHUS 3aperncTpupoBaHHO
npenernbHON OTMYCKHOW LieHbl NPOV3BOAMTENS Ha NeKapCTBEHHbI Npenapar, LUTPUXOBOM KoL, HaHEeCEHHbIN Ha BTOPUYHYIO (MOTPEBGUTENBCKYI0) YNakoBKy
nekapcTBeHHOro npenapara).

7. MNpw 0bsazaTenbHON NepeperncTpaumnm NpeaenbHoM OTNYCKHONM LeHbl Ha KOHKPETHbIN peddepeHTHbIN NEKapCTBEHHDI NpenapaT CBeAeHUs No BCem
yKasaHHbIM B pamMKax OOHOr0 PErncTpauMoHHOMO YAOCTOBEPEHUSI NEKapCTBEHHOrO npenapata Mpou3BOACTBEHHLIM MrowaakaM Npou3BoauTeENst U
hopmam Bbinycka nekapCTBEHHOro npenaparta npeacTaBnsioTcsl O4HOBPEMEHHO.

8. MuHucTepcTBO 3apaBooxpaHeHnsi Poccuiickor ®enepaummn B TedeHne 15 paboumx gHer Co AHS MOMyYeHUsl yKa3aHHbIX B MYHKTE 4 HACTOSLIMX
MpaBun AOKYMEHTOB W CBEAEHWI OCYLUECTBSET MPOBEPKY WX MOMHOTbI W HanpaenseT OAWMH 3K3eMNNsap AOKYMEHTOB U cBedeHun B PefepanbHyto
aHTUMOHOMONbHYO Cryx0y unu npvHUMaeT pelieHne o6 oTkase B 06si3aTenbHOW nepeperncTpauum npeaeribHoM OTMYCKHOW LieHbl Ha pedepeHTHbIN
nekapCcTBEHHbIN Npenapar.

9. depepanbHasa aHTUMoHononbHas cnyx6a B TedeHve 70 pabounx AHEN co OHS MONyYeHUs JOKYMEHTOB U CBEOEHMWI NPOBOAUT B COOTBETCTBUM C
HacToswmMu MpaBunamm SKOHOMUYECKMIA aHanNU3 NpeaenbHbIX OTMYCKHbIX LieH Ha pedepeHTHbIe NekapCTBEeHHbIE Npenaparthl, NPUHNMAET 1 HanpasnsieT
B MuHucTepcTBO 3apaBooxpaHeHns Poccuiickoit degepaumm pelleHne o CornacoBaHum NpeaernbHoM OTNYCKHOM LieHbl U 06 oTkase B ee CornacoBaHmm
C yKasaHuWeM Mpu4YuH oTkasa, NybrnukyeT AaHHble O COrnacoBaHHOW LieHe pedepeHTHOro nekapcTBEHHOro npenaparta Ha cBoem oduumanbHOM caiite B
cetn "NHTepHet".

10. B cnyyae HeobxoOMMOCTW YTOMHEHWS CBeOEHUI, COAepXalMxXcs B NpeacTaBfeHHbIX AOKYMeHTax, M (unv) noryyeHus AOMNONHUTENbHON
Heobxooumon MHdpopmauum MuHMCTepcTBO 3apaBooxpaHeHus Poccuiickon Pepepaumm n degepanbHas aHTUMOHOMNONbHAsA cnyxba 3anpalumBatoT
COOTBETCTBYIOLLME [OKYMEHTbl W CBeAeHWs B nopsgke, MpeaycMOTpeHHOM nyHkTamu 12 u 14 [paBun rocyAapCTBEHHOW perncrpaummM v
nepeperncTpaLum NpeaenbHbIX OTMYCKHbIX LieH NPOU3BOAMTENEN HA NeKapCTBEHHbIE Mpenapartbl, BKMKOYEHHbIE B NepeyeHb XMU3HEHHO HeOOXOAMMBIX U
BaXXHEWLINX NeKapCTBEHHbIX NpPenapaTtoB, YTBepxAeHHbIX nocTaHoBneHnem NpaBuTtensctea Poccuiickon Penepaumm ot 29 oktsabpsa 2010 r. N 865 "O
[OCYy[apCTBEHHOM PEerynupoBaHnn LieH Ha NeKapCTBEHHbIe NpPenaparbl, BKNOYEHHbIE B NePeYeHb XMU3HEHHO HEOOXOANMBIX 1 BaXHEWLUINX NeKapCTBEHHbIX
npenapatoB” (aanee - MpaBuna pervcTpaummu).

11. OcHoBaHusiMM Ansi oTKasa B 00s3aTenbHOn nepeperucTpauum MuHUCTepcTBOM 3apaBooxpaHeHusi Poccuiickon ®Pepepaummn npenenbHOn
OTMYCKHOW LieHbl Ha pedepeHTHbIV NEKapCTBEHHbIN Npenapar SBMAsTCA:

a) oTcyTCTBME B NPEACTaBfIEHHbIX B COOTBETCTBUM C MYHKTOM 4 HacTosawmx [1paBui AOKYMEHTax CBeAeHWUid, NMpeayCMOTPEHHbIX HaCTOALWMMU
Mpasunamy;
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B) peleHne denepanbHON aHTUMOHOMOSBLHOW Cyx0Obl 06 0TKa3e B cornacoBaHuy NpeaenbHON OTMYCKHOW LieHbl HA pedhepeHTHbI NekapCTBEHHbIN
npenapar.

12. OcHoBaHusiIMK ansi NPUHATUA d)enepaanoﬁ aHTUMOHOMONBLHOMN cny>|<6017| pelweHna 006 oTkase B cornacoBaHuu npe,qeanoM OTI'IyCKHOIZ LeHbl Ha
perepeHTHbll;i J'IeKapCTBEHHbIﬁ npenapar ABnAKTCA:

a) NpefcTaBneHne HepoCTOBEPHbIX CBeAEHUN;
6) npegcTaBneHne 4OKYMEHTOB B HEMOMHOM 06bEME 1 (M) HENOMHOTA COAEPXKALUMXCA B HUX CBEAEHUN;
B) HenpeacTaBrneHne CBegeHNIn B COOTBETCTBMM C NyHKTOM 10 HacTogawmx MNpaswunm;

r) NpeBbiLLUEeHVEe NpeacTaBneHHoN K 0bs3aTenbHON nepeperncTpauum NpeaenbHON OTNYCKHOM LieHbl HA peddepeHTHbIN NIeKapCTBEHHbIN nNpenaparT Haj
LIeHOW, paccYuTaHHOWM B COOTBETCTBUM C HacTosAwmmuY Mpasunamm.

13. ®epgepanbHas aHTUMOHOMOMbHAs cnyx6a npu nNpoBepke CBedeHWW, NPEeACTaBMEeHHbIX BrafenbLemM Unu aepxarteneMm perncTpaumoHHOro
yOOCTOBEPEHNST NeKapCTBEHHOro npenaparta (YyNnofHOMOYEHHbIM MM NULOM) B COOTBETCTBMM C HacToswmmMu [paBunamu, UCnonb3yeT WCTOYHMKM,
cogepxallme LeHbl Ha flekapCTBEHHble npenapaTtbl B MHOCTPaHHbIX rocyaapcTBax cornacHo npunoxexnuto N 3, cooTBeTcTBylOWME TpeboBaHUsM,
npeaycMoTpeHHbIM NyHkToM 17 MpaBun pervcrpaiuu.

14. MuHucTepcTBO 3apaBooxpaHeHnst Poccuiickont depepaunm npuHUMaeT pelueHne o6 obssaTtenbHow nepeperucTpauum npeaensHonM OTMYyCKHON
LieHbl Ha pedhepeHTHbIV NekapCTBEHHbIV NpenapaT B 3aBUCMMOCTU OT peLLeHWs O COrnacoBaHm NpeaenbHOM OTNYCKHOW LieHbl, NnpuHsaToro PenepansHoi
aHTUMOHOMONBLHON Cry>X601N, OAHOBPEMEHHO C pelleHneM 06 obsasatenbHOM nepeperncTpaunmn npeaenbHbIX OTMYCKHbIX LeH Ha BOCMPOU3BEAEHHbIE,
ObuoaHanoroBblie (bonogobHbIe) NekapCcTBEHHbIE NpenapaTbl B 3aBUCMMOCTY OT peLleHus, npuHaToro ®egeparnbHoM aHTUMOHOMOMBHOW CryX60M.

15. MuHuctepcTBo 3apaBooxpaHeHusi Poccuiickonn Pepepaumm B Teuenve 20 pabounx OHenm co OHS nonyyeHus pelueHuss PegepanbHon
aHTUMOHOMOINBHOM Cryx0Obl O cornacoBaHWM NpeaenbHOW OTMYCKHOW LieHbl NPOn3BoAMTENst Ha peddepeHTHbIN NeKapCTBEHHbIN Npenapat HanpasnsieT B
denepanbHyo aHTVMOHOMOMbHYIO CrYX0Y B OTHOLLEHUM 3TOr0 pehepeHTHOro NekapCcTBEHHOTO Npenapara No COCTOSIHUIO Ha AeHb NPUHATUSE YKa3aHHOTo
peLLeHnsi nepeveHb 3aperMcTpupoBaHHbIx B Poccuiickon defnepaumm BocnponsBeaeHHbIX, GroaHanoroBbix (61onofobHbIX) nekapcTBeHHbIX NpenapaTtos,
npefenbHble OTNYCKHblE LieHbl Ha KOTOpble 3aperncTpyvpoBaHbl M BKIOYEHbI B PEECTP, COoAepXaliunii Heobxoanmoe ONsi NMPUMEHEHUS! MOHMKaLWEro
KoadhdmLmeHTa onMcaHme BOCNpom3BeaeHHbIX, GruoaHanorosbix (61onofobHbIX) NekapCcTBEHHbIX NpenapaToB (HOMep perMcTpaLMoHHOro YA0CTOBEPEeHUs
neKkapcTBEHHOro npenaparta, HavMeHOBaHWe Bnajenbla WNWM [epxaTtens perucTpauMoHHOro yAOCTOBEPEHUs NeKapCTBEHHOro npenapara,
HauMeHOBaHVSA MNpPou3BOAUTENEN (NPOM3BOACTBEHHbLIX MMOLWAAOK NPOU3BOAMTENS), MeXAyHapoAHOe HenaTeHTOBaHHOe HavMeHoBaHwe (Mpu ero
OTCYTCTBMM - XMMUYECKOE MUNW rPyNNMpPOBOYHOE HaUMEHOBaHWe), TOProBOe HavMeHOBaHWe, nekapcTBeHHas opmMa, 403npoBKa (KOHUEHTpauus, obbem,
aKTMBHOCTb B e€AMHMLUaxX AEeNCTBUS), BblpaXKeHHasi B COOTBETCTBYHLUMX e€OuHMLAx u3MepeHusi, dopma BbiNMycKa, KOMUYECTBO B MOTPEeOUTENbCKON
yrnakoBKe, NocrneaHsis npefenbHasa OTMNyCckHasi LieHa C yka3aHueM AaTbl U HoMepa npuka3a MuHuctepcTBa 3apaBooxpaHeHusi Poccuiickon ®enepaumm o
perucTpauum unv nepepeructpauum npeaenbHoOn OTMYCKHONM LeHbl 1 (Unn) Aatbl U HOMepa BbIMUCKM M3 peecTpa, BblAaHHOW BriadernbLy Unv AepXKaTento
pPErMcTpaLMoHHOro yOOCTOBEPEHMST MEKAPCTBEHHOrO npenapara Mo pesynbrataM BHECEHUS W3MEHEHUI B PEecTpOBYK 3anucb peecTpa unm no
pesynsratam CHUXKEHWUsi 3apermcTpMpoBaHHON NpeaenbHOM OTMYCKHOM LieHbl Ha NeKapCTBEHHbIV Mpenapart, LWTPUXOBOW KO, HAHECEHHbIV Ha BTOPUYHYHO
(noTpebunTenbCckyto) ynakoBKy nekapCTBEHHOro npenapara), Ha 6yMaxxHOM HOcUTene 1 B 3NeKTPOHHOM BuAe B TabnmyHom dopmare.

15_1. B cnyyae ecnu Ha paty NpuHATWSA yKasaHHoro B nyHkTe 15 Hactoduwmx [MpasBun pewenus degepanbHOW aHTUMOHOMOMbHOM CryXObl O
COrnacoBaHuW NpeaenbHON OTMYCKHOW LieHbl NPOW3BOAMTENSI Ha pedepeHTHbIN NeKapCTBEHHbIM npenapaTr TakoW NekapCTBEHHbIM npenapaTt Kak He
OTBEYAOLMIA KpUTEPUSIM, yKasaHHbIM B nNyHkTe 11 cTtatbu 4 ®PepepanbHoro 3akoHa "O6 obpalleHun NEeKapcTBEHHbLIX CPeACTB", He sBMsieTcs
pedepeHTHbIM feKkapCcTBEHHbIM npenapatom, MuHucTepcTBO 3gpaBooxpaHeHusi Poccuiickon depepaumn yBeooMMsieT AepxaTtens wunu Brnagensua
perncTpaumoHHOro yaOCTOBEPEHMS NeKapCTBEHHOro npenaparta (YnofIHOMOYEHHOe WM ML), MPeACTaBMBLLENO [OKYMEHTbl, yKasaHHble B NyHKTe 4
HacToawux NpaBun, o6 aToMm, a Takke 06 OCyLLECTBNEHUM B OTHOLUEHWN AaHHOMo NeKapCTBEHHOro npenaparta (BOCNpou3BeAeHHoro, 6uoaHanorosoro
(bonogobHoro) o6s13aTENBLHON NEepepercTpaLMmn NpeaernbHON OTNYCKHOM LiEHbI HA NEKApPCTBEHHbIN NpenapaT B COOTBETCTBUM € NyHkTamu 15, 39 nnm 41
HacToawux MNpasmn 1 Bo3BpaLLaeT AepxaTento unv Bnagenbly perncTpaumoHHOro YAOCTOBEPEHWS NekapcTBEHHOro npenapata (YnorHOMOYEHHOMY UM
nvuy) NnpeacTaBneHHble AOKYMEHTbI.

1858, pacnpocTpaHseTca Ha MPaBOOTHOLLEHNS, BO3HUKLWIMeE ¢ 1 mapTa 2020 roga)
15_2. B cny4ae ecnu Ha 1 mapta 2020 r. nekapCTBEHHbIN NpenapaT B COOTBETCTBMM C TpeboBaHusmu nyHkTa 11 ctatbm 4 PenepanbHOro 3akoHa

Pefepaumn HanpaenseT AepxaTento Unu Bnagernbly PerucTpaLyMoHHOMO YAOCTOBEPEHWS NeKapCTBEHHOro npenapara (YnonHOMOYEHHOMY UM NnuLy)
yBegomMrieHne ob 3ToM 1 0 Heo6X0AMMOCTU NpeACTaBlIeHNs LOKYMEHTOB, YKa3aHHbIX B NyHKTe 4 HacToswux Mpaeun, B TedeHne 10 pabounx gHen co gHa
nonyyeHuns ykasaHHoro ysegomrneHus MuHuctepcrsa 3gpaBooxpaHeHus Poccuiickon degepaumm.

(MyHKT pononHuTenbHO BkMtodeH ¢ 20 Hosbps 2020 roga noctaHoenenvem [NpaButenbctea Poccuiickon Pepnepaumm ot 18 Hosbpa 2020 rona N
1858, pacnpocTpaHseTcs Ha NpaBoOOTHOLEHNS, Bo3HUKLLKe ¢ 1 mapTa 2020 roga)

16. MwuHuctepctBo 3gpaBooxpaHeHus Poccuiicko ®epepaumn B TedeHne 15 paboumx OHeM co AHA nonyyeHus pelleHuss depepanbHomn
aHTUMOHOMONbHOM Crny0Obl 06 OTKase B COrnMacoBaHWW MNpeAenbHOM OTMYCKHOM LeHbl Ha pedepeHTHbI NeKapCTBEeHHbIN npenapat npuHUMaeT
COOTBETCTBYHOLLEE pelueHne 06 oTkase B 06A3aTenbHON NepeperncTpaummn npeaernibHon OTNyCKHOW LieHbl Ha pedepeHTHbIV NekapCTBEHHbIV npenapar.

Mpwn NpuHSTUM pelueHnst 06 oTkase B 06s3aTenbHON NepeperucTpaummn npeaeribHoN OTMYCKHOW LieHbl Ha NekapCTBEHHbIN npenapat MUHUCTEPCTBO
3npaBooxpaHeHus Poccuiickon ®egepauum B CpoK, He MpeBbILIAWMIN 5 pabounx AHen co AHA nonyyeHus pewleHns PenepanbHON aHTUMOHOMOMbLHON
cnyx6bl, yBegomnseT AepxaTtens unv Bnagenbua PerucTpauyoHHOro YAOCTOBEPEeHUsI NleKapCTBEHHOro npenapara (YNONMHOMOYEHHOe VMM fuuo) B
NUCbMEHHOW OPME O NMPUHATOM PeLLEHUM (C U3NOXKEHNEM MPUYNH OTKa3a).
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17. B cnyyae ecnu pJepxarenem WnuM BnagenbLeM pPerMcTpauuoHHOro  yAOCTOBepeHUs pedepeHTHOro fekapCTBEHHOro npenapara
(YNOrNHOMOYEHHBIM MM NULIOM) B TeyeHne 15 pabounx gHen co aHa NpuHATUS MuHUCTEpCTBOM 3apaBooxpaHeHns Poccuiickon ®epepauum pelueHns ob
oTkaze B obsizaTenbHOM MepeperncTpaumMu npenenbHON OTMYCKHOW LieHbl Ha pedepeHTHbIN NEeKapCTBEHHbIA MpenapaT MOBTOPHO MpeAcTaBrieHbl B
MuHucTepcTBO 3apaBooxpaHeHus Poccuiickon denepaumm JOKYMEHTbI B COOTBETCTBMUN C MYHKTOM 4 HacToswmx [paBui, CPOKM pacCMOTPEHUSI MOBTOPHO
NoAaHHbIX JOKYMEHTOB OnpeaensioTcsi B cooTBeTCTBUM € nyHkTamu 10 n 13 MNpaBun perncrpaumu.

18. MNpu obsA3aTenbHON NepeperncTpauMm npegenbHasi OTNycKHas LeHa Ha pedepeHTHbIV NekapCTBEHHbIV NpenapaTt Ans KaXaow nekapCTBEHHON
OpMbI, AO3NPOBKN (KOHLEHTPaLUW, aKTUBHOCTM B eQuHMLAxX OEWCTBUSA) M obLLEero KonnyecTsa BO BTOPUYHON (NOTpebutenbckomn) ynakoeke 6e3 yyeta
hopMbl BbIMycKa, 3@ UCKMHOYEHUEM Cryyasi, TpegyCMOTPEHHOrO NyHKTOM 21 HacToswwmx MpaBun, He MOXET NpPeBbILLaTh:

a) pasmep MMHMMAarnbHOM OTMYCKHOW LieHbl npoussoautens (6e3 yyeta nNpon3BOACTBEHHbIX MMOLWAA0K NMPOU3BOAUTENS) Ha TakoW NeKapCTBEHHbIV
npenapart B MHOCTPaHHbIX rocyaapcTBax, ykasaHHbix B npunoxenur N 3 k HacToawwmMm [paBunam (C y4eTOM PacxofoB, CBSI3@HHbIX C TaMOXEHHbIM
odopMIeHMEM), PaCCYNTaHHbBIA HA OCHOBaHUM AaHHbIX, YKa3aHHbIX B npunoxeHun N 2 k HacToawmm MNpasunam;

6) paHee 3aperucTpupoBaHHyto (MOCNEAHIOD NePeperucTpPUPOBaHHYI0) NpeaenbHYH OTMYCKHYHO LIeHY Ha 3TOT NekapCTBEHHbIN npenapar;

B) NpeAenbHyo OTNYCKHYHO LieHy Ha NekapCTBEHHbIV Npenapar, onpeaeneHHylo ¢ y4eTomM nyHkTa 8 MpaBun perncrpaumm, 3a UCKIIoYeHWEM Cryyaes,
npeaycMOTPEHHbIX NYHKTOM 6 HacTosawmx [Npasumn.

19. Mpwn obszaTenbHON nepeperncTpauny ¢ y4etoMm NyHkTa 18 Hactoswmx [NpaBun B paMKax OAHOMO TOPrOBOTO HaWUMEHOBAHUSI NEKapCTBEHHOMO
rpenapata C y4eTOM W3MEHEHUs TOProBOrO HaWMEHOBAHWS NEKAPCTBEHHOrO NpenapaTa Ans BCeX MOANeXallnX CHUXKEHWIO 3aperncTpupoBaHHbIX
(nepeperncTpupoBaHHbIX) NpeaernbHbIX OTMYCKHbIX LeH Ha pedepeHTHbIN NekapCTBEHHbIN npenapaTt npousBoanTenei (Npou3BOACTBEHHbIX MMNOLAA0K
NPON3BOAUTENSI), YKa3aHHbIX B paMKax OLHOTO PEerucTpaLMOHHOrO YAOCTOBEPEHWs, MO pesynbratam o6si3aTenbHOW nepeperucTpaumMu B peecTpe
yCTaHaBnvBaeTCcsl eanHas npepenbHas OTMyckHas LeHa Ha NekapCTBEHHbIV NpenapaTt Ans Kaxaon NiekapCTBEHHOW hopMbl, JO3MPOBKU (KOHLEHTpaLMK,
aKTMBHOCTW B eguHMLax OevcTBYs) U ObLLIero KonuyectTsa BO BTOpUYHOM (MoTpebuTtenbckon) ynakoBke 6e3 yyeTa OopMbl BbIMyCKa, 3a WCKITHYEHMEM
cnyyasl, npegyCMOTPEHHOro NyHKTOM 21 HacToswmx MNpaeun.

20. B cnyyae ecrnum B pamkax OQHOMO TOProBOTO HaWMEHOBaHWS PedepeHTHOro feKapCTBEHHOTO npenapara C y4eTOM W3MEHEeHUst TOProBOro
HalMEHOBaHUS NeKapCTBEHHOTO npenapaTa 3aperncTpupoBaHHasi (nepeperncTpMpoBaHHas) npeaenbHas OTNyckHas LeHa A1 OOHOTO MNWM HECKOMbKUX
npoussoauTenein (NPov3BOACTBEHHLIX MMOLWAA0K NPOM3BOAWTENS), YKa3aHHbIX B paMKax OOHOMO PEerMcTpauMOHHOMO YAOCTOBEPEHUs, HUXKe, 4eMm
npegernbHasa OTNyCKHas LieHa, paccUiTaHHas B COOTBETCTBMM C NyHKTOM 18 HacToawmx MpaBun, 3Ta LieHa NOANEXUT COXPaHEHUIO B peecTpe.

B cnydyae ecnu Ona pedepeHTHOro NekapCTBEHHOro npernapata C OAHOW NeKapCTBEHHOW (POPMON, [03MPOBKOM M OBLIMM KOMUYECTBOM BO
BTOPUYHON (NOTPEBMUTENBLCKON) YNAaKoBKE 3aperMcTpMpoBaHO HECKOMbKO NpeaernbHbIX OTMNYCKHBIX LEH, NpeaeribHas OTMyCKHas LieHa Ha fieKapCTBEHHbIN
npenapaTt He MOXeT NpeBbillaTb MUHUMAIbHYIO M3 3aperncTpUpPOBaHHbLIX NPEeAenbHbIX OTMYCKHbIX LeH (C y4eToM MocrefdHein nepeperncTpupoBaHHom
LeHbl, 6e3 yyeTa NPOM3BOACTBEHHbIX MIIOLAA0K NPOM3BOAMTENS) C YYETOM CBEAEHUM O HanMMYMKU 3aperMcTpUMpPOBaHHbIX NPeaenbHbIX OTMYCKHbIX LieH
3aABNAEMOro nekapcTBeHHOro npenapara cornacHo npunoxenuio N 4.

21. B cnyyae ecnn MUHWMarnbHbI YpOBEHb LieH pedepeHTHOro NekapCTBEHHOro MpenapaTta Ha pasnuyHble (QOopMbl BbiMycka (LLUNPUL-PYYKH,
KapTpumky nnbo MHble (OpMbl BbIMycKa, COBMECTUMblE C YCTPOWCTBAMU BBEAEHUS (NMPUMEHEHWS) WMM ABNSOWMECH YCTPOWCTBAMW BBEAEHMWS
(NpUMeHeHUs1) B OOHOM W3 rOCYAapCTB, yKa3aHHbIX B mpunoxeHun N 3 k HacToswmm [paBunam, pasnuyaercs Gonee yem Ha 10 npoueHToB, npwu
obsa3aTenbHON nepeperucTpaummn npeaenbHbIX OTNYCKHbIX LEeH Ha yKasaHHbIN pedepeHTHbIN NeKapCTBEHHbIV npenapart AonyCcKaeTcd yCcTaHaBnmBaTb
npeaenbHYo OTMNYCKHYIO LIEHY Ha Kaxxayr U3 Takux hopM BbiMycka NiekapCTBEHHOIO npenapara.

22. lMpepenbHas OTNyckHas UeHa Ha pedepeHTHbIM NeKapcTBeHHbIM npenapart B cryyae, NnpegycMOTPEeHHOM OyHKToM 21 Hactosuwmx [paswn,
yCTaHaBMMBAETCA Ha OCHOBaHWM MWHUMAanbHOW OTMYCKHOW LeHbl mpou3BoguTens (6e3 yyeTa MPOM3BOACTBEHHbIX MIOWAA0OK NPOU3BOAMTENs) Ha
COOTBETCTBYIOLME (POPMbI BbiNycka Takoro nekapCTBEHHOro mpenaparta B rocyAapcTBax, ykasaHHbix B npunoxenun N 3 K HacTodwwmMm [Npasunam (c
Y4YETOM PacxofdoB, CBA3AHHbIX C TAMOXEHHLIM 0DOPMIIEHNEM).

Mpn aTOM MakcuManbHasi pasHuua Mexay npegernbHbIMU OTMYCKHBIMU LieHaMu Ha Takoi pedepeHTHbI NekapCTBEeHHbI npenapart B pasnuyHbIX
dopmax Bbinycka, CONMOCTaBUMBbIX MO NeKapCTBEHHON dhopme, A03MPOBKE (KOHLEHTpaLmMW, akTMBHOCTU B eAuHULAX AeACTBUSA) 1 0bLLeMy KOonmnyecTBy BO
BTOpPUYHOW (MOTpebnTenbCKON) ynakoBke, He MOXeT npeBbiwaTte 90 NpoLeHTOB.

23. OGsizaTenbHas nepeperucTpauvsi npedenbHbIX OTMYCKHbIX LEH Ha WMMYHOGMOMOrMYeckue IekapcTBEHHblE Npenaparbl  (BaKUMHbI)
OCYLLECTBMSIETCS B COOTBETCTBUU C TPEGOBAHNSIMM, YCTAHOBMEHHLIMU A5 pehepeHTHbLIX NEKAPCTBEHHbIX NMpenapaTos.

24. 3apeructpupoBaHHble npefenbHble OTMNYCKHble LieHbl Ha BOCNpou3BefeHHble, GuoaHanoroBble (bMonofobHble) nekapcTBeHHble npenapartbl
noanexar obszatenbHoOW nepepervcTpaumn 6e3 npeactaBneHvs 3asiBreHns Brnagenbuamm unm Aepxatensmm perucTpaunoHHbIX YOOCTOBEPEHWUIA TaKUX
neKapCTBEHHbIX NpenapaTtoB (YNONHOMOYEHHbIMW UMW NLaMK).

25. TMpun obsAsatenbHON NepeperncTpaunm npefenbHas OTNyCckHasi LeHa Ha BOCMpou3BedeHHbIN, BroaHanorosbi (6Monogo6HbI) nekapcTBeHHbIN
npenapart Ans Kaxaow nekapcTBeHHOW hopMbl, A03VPOBKN (KOHLEHTPaLUMKW, akTUBHOCTU B eAMHMLAx AeNCTBMSA) U ObLLEero KonmM4yecTBa BO BTOPUYHOW
(noTpebuTenbckon) ynakoBke 6e3 yyeTa ¢popmbl BbiMycKa, 3a UCKIIOYEHWEM Crydasi, NpegyCcMOTPEHHOro NyHKTom 21 Hactoawmx [Npaewun, He MOXeT
npeBbILWaTh!

a) paHee 3apervcTpuMpoBaHHY (MOCNEOHIO MEPEPErVCTPUPOBaHHYIO) NPEOENbHY0 OTMYCKHYIO LieHy MpOM3BOAMTENS HA 3TOT NEKapCTBEHHbIi
npenapar;
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npeaernbHbIX OTNYCKHbIX LieH, NCKITIOYEHHbIX B COOTBETCTBUU C NYHKTOM 6 HacTogwwmx MNpaswnm;

B) ANS1 NeKapCTBEHHOro npenapara (3a UCKMoYeHnem opdaHHOro nekapcTBEHHOrO npenapara), - LieHy, pacCYMTaHHylo B COOTBETCTBUW C Pasfenom
VIl meToamMKM pacyeTa NpeaenbHbIX OTNYCKHbIX LIeH NPOM3BOAUTENEW HA NEKAPCTBEHHbIE NpenapaTbl, BKNIOYEHHbIE B NePeYeHb XN3HEHHO HEOOX0ANMbIX
1 BaxXHEMLINX NEeKapCTBEHHbIX NPenapaTtoB, YyTBEPXAEeHHON nocTaHoBneHnem MNpaeuTenscTBa Poccuiickon Penepauum ot 15 ceHtsabpa 2015 . N 979 "O
BHECEHUN M3MeHeHu B noctaHoBneHue lNpaButenbctBa Poccuiickon Penepauum ot 29 oktsbps 2010 . N 865 n 06 yTBEpXASHUM METOAMKM pacyeTa

KoahULMEHTa B OTHOLLEHWUWN MepeperncTpupoBaHHoi B 06si3aTerlbHOM Mopsiike B COOTBETCTBMU C HacTosiyMu MNpaBunamu npeaenbHon OTnyCKHOW
LeHbl Ha COOTBETCTBYIOLUMIA pedepeHTHbIM NeKapCTBEHHbIM npenapart. 3HayeHusa MOHMKaloLWero KoadduumeHTa, NpumMeHseMoro npyu obsasarenbHon
nepepernctpaumm B 2019-2020 rogax npegdenbHbIX OTMYCKHbIX LEH MNPOU3BOAUTENEN Ha BOCMNpou3BeAeHHble, GuoaHanorosble (6MonogobHbIe)
nekapcTBeHHbIEe NpenapaTbl, ONpeaensoTca No hopMynam pacyeta corfiacHo npunoxenuto N 5;

r) Ana opdpaHHOro fekapcTBEHHOro nMpenapaTa - NpeAenbHy OTMYCKHYH0 LieHy Ha COOTBETCTBYHOLUMIN pedepeHTHbIN nekapCTBEHHbIN npenapar,
nepeperncTpupoBaHHyto B 06513aTeNlbHOM Nopsiake B COOTBETCTBUM C HacTosimmMm MNpasunamu.

26. MNpun obs3aTenbHOM NepeperucTpaummn ¢ y4etom nyHkTa 25 HacTtosawwmx MNpaBun B pamkax OLHOrO TOProBOrO HAaMMEHOBAHWUS NEKAPCTBEHHOIO
npenapara ¢ y4eToM U3MEHEeHUsi TOProBOro HaMMeHOBaHWS NIeKapCTBEHHOTO Npenapara 4151 BCeX Noanexallumx CHUXEHWIO npegenbHbIX OTMYCKHbIX LeH
Ha BOocnpou3BeaeHHble, broaHanoroeble (buonoaobHble) NekapcTBeHHbIE NpenapaTthl NponssoanTenen (NPoM3BOACTBEHHBIX MNOLAA0K NPOU3BOAUTENS),
yKasaHHbIX B paMKax OfHOro PerncTpaumMoHHOro yAOCTOBEpPeHusl, No pesynbratam obssaTenbHon nepeperucTpaumm ¢ y4eToM MyHkTa 29 HacTosWmMX
MpaBun B peectpe yCTaHaBMNUBAOTCA eduHble NpeferibHble OTMYCKHble LieHbl Ha NeKapCTBeHHble nmpenapaTbl Ans KaxaoW nekapcTBeHHOW opMbl,
[03UPOBKU (KOHLEHTPaLMW, akTMBHOCTU B eAuHMLAX OeWCTBUS) 1 06LLIero konMyectsa BO BTOPUYHOM (MOTpPeOMTENbCKOW) ynakoBke 6e3 yyeta popmbl
BbINyCcKa, 3a UCKIOYEHMEM CIyYasi, NPeAyCMOTPeHHOro nyHkToM 30 HacToswmx Mpasun.

27. B cnyyae ecnu B pamkax 0fHOIo TOProBOro HaMMeHOBaHWsl BOCNpon3BedeHHoro, GroaHanorosoro (61onogoGHOro) nekapcTBeHHOro npenapara ¢
YYETOM U3MEHEHUSI TOPrOBOrO0 HAaMMEHOBaHWS NEKAPCTBEHHOTO Npenapara 3aperucTprpoBaHHas (nepeperucTpupoBaHHas) NnpeaenbHas oTnyckHas LieHa
AN OOHOTO WM HECKONbKMX Mpou3BoauTenei (MPpOouM3BOACTBEHHbLIX MOLAA0K NPOW3BOAMTENS), YKadaHHbIX B paMKax OAHOM0 PerncTpauvoHHOro
YOOCTOBEPEHUS, HUXKE, YeM npefenbHasi OTMyCKHas LieHa, paccyMTaHHasi B COOTBETCTBMM C MyHKTOM 25 HacToswmx [paBun, 3Ta LeHa NoAnexuT
COXpaHeHuIo B peecTpe.

B cnyyae ecnu ana Bocnpowu3BeneHHoro, GuoaHanoroBoro (6uMonogo6GHOro) nekapcTBEHHOro npenapata C OOHOW JekapCTBEHHOW hopMon,
[O3VIPOBKOW M OBLLMM KONMMYECTBOM BO BTOPWYHOM (MOTPEOUTENBCKON) YMNakoBKE 3aperMcTpupoBaHO HECKONbKO NpefesibHbIX OTMYCKHbIX LieH,
npeaenbHasa OTNyCckHaa LeHa npoussoauTena Ha J'IeKapCTBeHHbIVI npenapar B paMKax OgHOro pernctpaunoHHOro yaoctoBepeHnsa He MOXET npesblllaTtb
MUHUMAanbHYI0 U3 3apercTpupoBaHHbIX NpeAenbHbIX OTMYCKHbIX LieH C YYEeTOM UX Mepeperncrpaumnu, 3a UCKIoYeHUeM npeaenbHbIX OTMYCKHbIX LiEH,
UCKMIOYEHHBIX B COOTBETCTBUM C NYHKTOM 6 HacTosamx Mpasumn.

B cnyyae ecnu B pamkax 0QHOMO pPErMCTPaLMOHHOIO YOAOCTOBEPEHUSI NEKAPCTBEHHOMO Npenapara 3aperucTpupoBaHbl LEHbl Ha BOCNPOW3BEAEHHbIN,
BuoaHanoroBbivi (6onogobHbIN) NekapCTBEHHBIV NpenapaT NPOM3BOAMTENS rocyaapcTsa - YneHa EBpa3niickoro 3KOHOMUYECKOro Cok3a 1 MHOCTPaHHOIO
NPOU3BOACTBA, MUHMMarbHasi U3 3aperMcTpPMpPOBaHHbIX NpederibHbIX OTMYCKHbIX LieH OnpeaensieTcsi C COXpaHEeHNeM NPUHAANEXHOCTU NPOU3BOAUTENS K
rocynapcTBy - UneHy EBpasninickoro akoHOMUYECKOro Co3a Unu MHOCTPaHHOMY NMPOU3BOAUTENIO.

28. B cnyvae ecnu no pesynsratam obs3aTenbHOW nepeperncTpaumm B paMkax MexayHapoAHOro HenaTeHTOBAaHHOTO HauMeHOoBaHus (Npu ero
OTCYTCTBMM - TPYNMUPOBOYHOIO WM XMMWYECKOTO) U FEeKapCTBEHHON (HOPMbl Ha COOTBETCTBYIOLUMIA pedepeHTHbIN NEeKapCTBEHHbIA npenapat
YCTaHOBMEHbl pasnu4YHble MNpefenbHble OTMYCKHbIe LEeHbl, MPUMEHSETCA cpeaHee apudMeTUYecKoe 3HavyeHwe MoHmKaLwero KoadduuneHTa,
paccyMTaHHOE Ha OCHOBAHWM YCTAHOBIMEHHbIX MO pe3ynbTaTtaM 00si3aTenbHOW nepeperncTpaumMn npefaenbHbiX OTMYCKHbIX LEeH Ha pedepeHTHbI
neKkapcTBeHHbIN Npenapar.

29. B cnyyae ecnu B pamMKax O[HOMO PErMCTPaLMOHHOMO YAOCTOBEPEHWs! NeKapCTBEHHOro Npenapara 3aperrcTpyupoBaH BOCMPOW3BEAEHHbIN,
GroaHanoroBelii (6MONOAOGHLIN) NekapCTBEHHbIN NpenapaT NPou3BoAUTENS rocyaapcTBa - YneHa EBpasmniickoro 3kOHOMMYECKOoro coto3a U MHOCTPaHHOro
NPOM3BOACTBA, LEHbl ANs yKa3aHHOTrO NEeKapCTBEHHOro MpernapaTta paccyuThIBalOTCH B COOTBETCTBUM C pasgenom VI MeToauku ¢ npuMeHeHneM
MOHVKaOLLMX KO3(PULMEHTOB, 3HAYEHUSI KOTOPLIX ONPEAEnsoTCA B COOTBETCTBUM C NpunoxeHneM N 5 k HacToswum MpaBunam.

30. B cnyyae ecnu npegenbHasi OTNyCKHas LeHa Ha pedepeHTHbIN NeKapCTBEHHbIN NpenapaT yCTaHOBeHa B COOTBETCTBUM C MyHKTamu 21 un 22
HacToawmx [paBun, pacyeT npedenbHbIX OTMYCKHbIX LEH Ha BOCMPOU3BedeHHbIM, GuoaHanoroBbii (61onogobHbINA) NekapCTBEHHbIM npenapat

COOTBETCTBYIOLIME POPMbI BbINyCKa pedepeHTHOro NieKapCTBEHHOrO npenapara.

31. PenepanbHas aHTMMOHOMNOMNbHas cnyxba B TedyeHne 60 paboumx AOHen co AHA nonyyeHns oT MuHWcTepcTBa 3gpaBooxpaHeHunst Poccuiickon
denepaummn ceefeHUn, NpegycMoTpeHHbIX NyHKToM 15 HacTosawmx Mpaemn, NpoBOAUT B COOTBETCTBMM C HacToswmumMmM MNpaBunamm 1 METOAMKOWN pacyeT
npefenbHbIX OTMYCKHbIX LieH Ha BOcnpou3BedeHHble, 6uoaHanoroBble (bvMonogobHble) nekapcTBeHHble npenapatbl, a Takke NyonukyeT Ha CBOEM
odmumanbHoM canTe B ceTn "UIHTepHeT" n ogHOBpeMeHHO HanpasnseT B MUHUCTEPCTBO 3apaBooxpaHeHus Poccuinckon degepaumm ykasaHHbIn pacyeT
npefdenbHbIX  OTMYCKHbIX LEH Ha BocnpousBedeHHble, OuoaHanoroBble (6nonopobHble) nekapcTBeHHble Mpenapatbl, CcoAepXalui Homep
perncTpaumoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenapaTta, HaumeHOBaHWe Bnafenbua Wnu aepxartens perucTpauyoHHOro YAOCTOBEpPeHWs
neKapCcTBEHHOro npenaparta, HaMMeHOBaHWs npou3BoauTenen (NPOM3BOACTBEHHBLIX NMOLAAO0K NPOU3BOAMTENS), MEXOyHapoAHOe HenaTeHTOBaHHOe
HanmeHoBaHve (Npu ero OTCYTCTBUM - XMMUYECKOE UMW rPYNNMpPOBOMHOE HauMeHOBaHWE), TOProBoe HauMeHOBaHWe, NeKapCTBEHHY0 hopMy, AO3UPOBKY
(koHUeHTpauuto, 06beM, aKTUBHOCTb B eAuMHULax AencTBus), opmy Bbinycka, KOMMYECTBO B NOTPEOUTENLCKON yNakoBKe, NPeaeribHyt0 OTMYCKHYHO LIEHY,
paccuutaHHyo degepanbHOW aHTUMOHOMOMBHOW CIY>X60W, LUTPMXOBOW KO, HAHECEHHBIN Ha BTOPUYHYHO (MOTPEebUTENbCKYID) YNakoBKY NleKapCTBEHHOIO
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npenapara) (Ha yMaxHOM HocuTene 1 B ANEKTPOHHOM BuAe B TabnuyHom copmare).

32. I'IpM HeobxoaumocTum YTOYHEHUA VIHd)OpMaLWIVI, Tpe6yeM017| aona npoesegeHUA pacdeta npefenibHbiX OTMYCKHbIX LUEeH Ha BOCI'IpOM3BeD,eHHbII;1,
6roaHanorosbIv (6I/IOI'IO,D,O6HI:II;1) J'IeKapCTBEHHbII;I npenapart, COOTBETCTBYKOLLIME CBeAEeHNA 3anpallnBaroTCA B nopsaake, npeayCMOoTpeHHOM NYHKTOM 14
[NpaBun perucrpauuu.

33. MuHucTepcTBO 3gpaBooxpaHeHust Poccuiickon ®egepauun B TedeHne 20 pabounx gHen co gHS nonyyeHus oT PenepanbHON aHTUMOHOMOMNBbHOM
cnyx6bl pelleHns o6 yTBepKAEHUM pacyeTa NpeaenbHbIX OTMYCKHbIX LeH Ha BOCMpou3BefeHHble, GuoaHanoroBble (6uononobHble) nekapcTBEHHbIe
rpenapaTbl B COOTBETCTBUM C MyHKTOM 31 HacTosaumx [paBun npuHMMaEeT pelueHne o6 obs3aTenbHON nepepernctpauny NpeaenbHoM OTNYCKHON LieHbI
Ha nekapCTBEHHbIV npenapart, BHOCUT COOTBETCTBYHOLIME AAHHbIE B PEECTP B CPOK, NPeayCMOTPEHHBIV NyHKTOM 6 [NpaBun BeaeHWs rocyaapCTBEHHOMO

openapaTtoB”, BblAaeT AepXaTento unu Bnagenbly PerMcTpauoHHOIO YAOCTOBEPEHUS feKapCTBEHHOro npenaparta (YyNnomHOMOYEHHOMY UM nuvLy)
BbINUCKY U3 Npukasa MuHucTepcTBa 3gpaBooxpaHeHust Poccuiickon ®enepauum o6 obasatenbHON nepepernctpaumm npegenbHONn OTMYCKHON LeHbl Ha
nekapCTBEHHbIN NpenapaTt U pasmMeLLaeT COOTBETCTBYHIOLLYIO0 MHOpMaLMio Ha CBoeM oduLmansHOM canTe B ceT "MIHTepHeT".

34. Mpukaz MwuHucTepcTBa 3gpaBooxpaHeHnst Poccuiickon ®epgepauuy 06 obsizaTenbHON nepepernctpaumnm npeaenbHoW OTMYCKHOM  LeHbl
NPOU3BOAMTENS Ha NeKapCTBEHHbIN NpenapaTt BCTYMaeT B CUIY N0 UCTEYEHMM 5 MECSALIEB CO AHSA €r0 NPUHSTUS.

35. MuHucTepcTBO 3apaBooxpaHeHus Poccuiickon Pepepaumm B uensx cobniogeHnss Hopmbl Yactu 2 ctatbn 63 PenepanbHoro 3akoHa "O6
obpallleHun nekapcTBEHHbIX CPEACTB" OTMEYaeT B peecTpe COOTBETCTBYHLIY UHGPopMaumio o000 Bcex paHee 3aperncTpupoBaHHbIX
(nepeperncTpupoBaHHbIX) MpedenbHbIX OTMYCKHbIX LieHax npousBoauTenerd Ha pedepeHTHbIn UM COOTBETCTBYHOLLME €My BOCMPOU3BEAEHHbIE,
ObuoaHanoroBble (bMonogobHbIe) NekapCTBEHHbIE Npenaparbl.

36. MNpun Hecornacum ¢ npousBeaeHHbIM deaepanbHOM aHTUMOHOMOMNBHON CRYXXO0N pacyeToM NpeaenbHbIX OTNYCKHbIX LIeH HAa BOCMPOU3BeAEHHbIE,
6uoaHanorosble (61onofo6GHbLIE) NeKapCTBEHHble MNpenapaTtbhl AepXaTenu unu Brnafesnblbl PerMcTpaumMoHHbIX YAOCTOBEPEHWUA BOCNPOWU3BEAEHHBIX,
6uroaHanoroBbix (61MONOA0GHBIX) NEeKapCTBEHHbIX NpenapaToB (YNONMHOMOYEHHbIE UMW NLA) BNpaBe B TEYEHWe O4HOro KaneH4apHOro Mecsia co OHA
npuHATUS MUHMCTEPCTBOM 3apaBooxpaHeHust Poccuiickon ®epepaumm pellenns 06 obasatenbHon nepeperncTpaummn npeaenbHoM OTNYCKHOW LeHbl Ha
neKapcTBeHHbIN npenapat obpaTtuTbc B deaepanbHytd aHTUMOHOMOMbHYKO CNyXOy C 3asiBNeHWsIMM O NMepecMoTpe pacyeTa 3aperncTpupoBaHHbIX
npeaenbHbIX OTMYCKHbIX LeH Ha NekapcTBeHHble npenaparbl, B TOM Y1Che B paMKax OQHOro MeXAyHapoAHOro HENaTeHTOBaHHOIO HanMeHOBaHUSI.

3asBneHus o nepecMoTpe pacyeTa 3apermcTpupoBaHHbIX npeaenbHblX OTMYCKHbIX LIEeH Ha NeKapCTBeHHblEe npenapaTtbl C NpuoXeHnem (I'IO Bbl60py
uep)KaTenelh nnn BnagenbueB perncTpaunoHHbIX yD,OCTOBepeHI/IVI NeKapCTBEHHbIX npenapaTtoB, YMNOJIHOMOYEHHbIX MU J'II/ILL) MOTMBUPOBAHHOIO
OOKYMEeHTallbHOro noareepXaeHna pacyeta yKaSaHHOVI LeHbl NpeacTaBnAaAlTCA B d)e,qepaanyro AHTUMOHOMNOJIbHYHO CJ'Iy)K6y Ha 6yMa)KHOM HocuTene.

37. depepanbHas aHTUMOHoONMOSbHAA cryk6a B TedeHWe OQHOro Mecsilia CO AHS MOCTYNIeHWs 3asBNeHNn N OKYMEHTOB, YKa3aHHbIX B NyHKTe 36
HacToawwmx [paBun, npoBepsieT pacyeT MpedenbHbIX OTMYCKHbIX LEH Ha BOCMpou3BedeHHble, GuoaHanoroeble (GMOMNOAOGHbLIE) NeKapCTBEHHbIE
npenapartbl, Npy HEOBXOAUMOCTY NepecMaTpyBaeT pacyeT NpedesbHbIX OTMYCKHbIX LIEH Ha yKasaHHble NeKapCTBEHHble MpernapaTtbl, OTMEHSIET paHee
NPVHATbIE peLleHUs U HanpaensieT B MUHUCTEPCTBO 3apaBooxpaHeHusi Poccuiickoit ®efepalimy HOBblE pelleHnst 06 yTBepXaeHUN pacyeTa npeaenbHbIX
OTMYCKHbIX LIEH MPOMU3BOAWTENSA HA yKaldaHHble NleKapCTBEHHbIE NpenapaTbl UK HanpaBseT 3asiBUTENsSM pelleHne 06 oTKase B MepecMoTpe pacyeTa
npenesibHbIX OTNYCKHbLIX LEH Ha yKasaHHbIe NeKapCTBEHHbIe NpenapaTbl (C yKka3aHem NpuyrH oTkasa).

38. B cnyyae oTmeHbl ®egepanbHOW aHTUMOHOMOMbBHOM Chyx6on pelweHns o6 yTBepXAeHWM pacyeTa npefenbHbIX OTMYCKHbIX LeH Ha
nekapcTBeHHble npenapatbl MWHWCTEPCTBO 3apaBooxpaHeHunst Poccuiickon Pefepaumm OTMeHsieT pelueHne ob obsisaTenbHOW nepeperncrpauum
npeaenbHbIX OTNYCKHBIX LIEH Ha 9TV NekapCcTBEHHblE NpenapaTbl, UCKMoYaeT nepeperncTprpoBaHHbie B 06s3aTenbsHOM Nopsiake npeaenbHble OTMYCKHble
LieHbl Ha yKkasaHHble nekapCcTBeHHble NpenapaTtbl U3 peecTpa v NPUHUMAaET HOBble pelleHnst 06 obasaTenbHON nepeperncTpaummn npeaenbHbIX OTNYCKHbIX
LieH Ha 3TV nekapcTBeHHble NpenapaTbl B 3aBUCMMOCTY OT peLLeHui, MPUHATBIX PeaepanbHON aHTUMOHOMOMBHOM CIYXXOOW.

39. B cnyyae ecnu B pamMKax MeXOyHapOAHOrO HEMaTEHTOBAHHONO HaWMEHOBaHWS W NeKapCTBEHHOW OPMbl OTCYTCTBYET pedepeHTHbIN
nekapCcTBEHHbIV NpenapaT Ui LieHa Ha Hero He 3aperncTpyMpoBaHa, 3apervcTpupoBaHHast 4O AHSA BCTYNNEHUs B CUMy nocTaHoBneHus MpaButenscTea
Poccuiickon  ®depepaummn, ykasaHHoro B OyHkTe 3 Hactodwmx [lpaBui, npefenbHas OTNYCKHas LeHa B OTHOLIEHMWM COOTBETCTBYHOLLErO
BOCNpou3BeaeHHoro, bruoaHanorosoro (6nonogobHOro) nekapcTBEHHOro npenaparta LieHoBOro cermeHta cebiwe 100 pybnen nognexvTt obsasatenbHon
nepeperncTpaumm u He MOXeT MpeBbILATb paHee 3aperncTpMpoBaHHYIo (NepeperucTpMpoBaHHy0) NPeaenbHY0 OTMYCKHYIO LieHY BOCNPOW3BEAEHHOTO,
6uoaHanorosoro (6nonogo6Horo) nekapcTBeHHOro npenapara (6e3 yyeta hopMbl Bbinycka).

B cnyyae ecnu B pamkax OZHOro TOProBOro HavMEHOBaHWsSi BOCMPOW3BedEeHHOro, GuoaHanorosoro (61onogobHOro) nekapcTBEHHOro npenapara
LeHoBoro cermeHTa cBbiwe 100 pybnen ¢ y4eToM M3MeHeHWs1 TOProBoro HauMeHOBaHUsSI NeKapCTBEHHOro npenapara C O4HOW fekapCTBeHHOW hopMOoN,
[O3VIPOBKOW M OBLMM KONMMYECTBOM BO BTOPWYHOM (MOTPEOUTENBCKON) YyMNakoBKe 3aperMcTpyupoBaHO HECKOMNbKO NpeferibHbIX OTMYCKHbIX LieH,
npefenbHasi OTMyCKHasi LeHa AN OAHOro WM HECKOMbKUX NpousBoavTenei (Mpov3BOACTBEHHbIX MMOLAA0K NMPOVU3BOAUTENS), yKas3aHHbIX B pamKax
O[HOro0 PErucTpaumMoHHOro yAOCTOBEPEHWS, HE MOXET MpeBbIlaTh MUHUMArnbHYIO U3 NOCMEAHNX 3aperMcTpupoBaHHbIX NpedenbHbIX OTMYCKHbIX LeH (C
y4YeTOM MX nepeperucTpaumn).

rona N 1771. - Cm. npeablAYLLYI0 peakLmio)

B cnyyae ecnu B pamKkax OQHOTO PErMCTPALMOHHOTO YAOCTOBEPEHWUSI JEKApCTBEHHOrO npenapata BOCMPOW3BEAEHHbIW, GuoaHanoroBbIn
(6nonopobHbI) NekapCTBEHHbIM MpenapaTt Mpou3BOAUTCA B rocygapcTBe - uyfieHe EBpasviickoro 9KOHOMMYECKOro Coko3a M MHOCTPaHHbIM
Npou3BOAUTENEM, MUHUMArbHasi W3 3aperucTpUMpOBaHHbIX MpPedenbHbIX OTMYCKHbIX LEeH OnpefensieTcss €  COXPaHeHWeM MpUHaANEeXHOCTH
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nekapcTBEHHOTro Npenaparta K rocyAapcTBy - YneHy EBpasuniickoro 3KOHOMUYECKOTO COH3a UMM MHOCTPaHHOMY NMPOV3BOAMTENIO.

40. B cnyyae ecnu npefgenbHas OTNycKHas LeHa Ha pedepeHTHbIN NeKapCTBEHHbINA NpenapaT He NepeperucTpupoBaHa B obsizaTenbHOM nopsigke,
pacyeT UeHbl Ha COOTBETCTBYHLUME BOCMPOU3BEAEHHbIE, GuoaHanoroBble (6MoONOAOOHbIE) rekapCTBEHHbIE MpenapaTbl Mpu ee 006s3aTenbHON
nepepeructpaumm ocyuiectensietcs ®PenepanbHON aHTUMOHOMOSBHOM Cry00M ¢ yyeTom TpeboBaHui NyHkToB 25-27 HacTosuwwmx [NpaBui, a Takke Ha
OCHOBaHUU MMWHWMarbHOW OTMYCKHOW LEeHbl npousBoguTens (6e3 yveTta NPOM3BOACTBEHHbLIX MMOLLAA0K MPOU3BOAMTENS, HO C YYETOM PaCXOMOB,
CBSI3@HHbIX C TAMOXEHHbIM 0HOPMITEHMEM) HA COOTBETCTBYIOLLMIA pedpepeHTHbI NeKapCTBEHHBIN NpenapaT B MHOCTPaHHbIX roCyAapCTBaXx, yka3aHHbIX B
npunoxeHun N 2 kK METOAMKE, C NPUMEHEHNEM MOHMXKAIOLLETO KO3hULIMEHTA, 3HAYEHUS KOTOPOro ONpeaensoTCcs B COOTBETCTBUM ¢ npunoxeHvem N 5 k
HacTosawum Npasunam.

B cnyyae oTcyTCTBMA LEH Ha pedepeHTHbIN NeKkapCTBEHHBIN Npenapat B MHOCTPaHHbIX rocy4apCTBax, yKasaHHbIX B npunoxeHun N 2 Kk MeToauke,
pacyeT UeHbl Ha COOTBETCTBYHOLLME BOCTNPOU3BEAeHHbIe, BuoaHanorosble (6MonogobHble) nekapcTBeHHble npenapartbl ocylecTBnaeTcs ®PenepanbHoOn
aHTMMOHOMOMbLHOM CryX00 Ha OCHOBaHWM MUWHMMArbHOW OTMYCKHOW LEeHbl MNPOU3BOAMTENA Ha 3TOT BOCMPOM3BEAEHHbIN, GroaHanoroBbIn
(bonogobHbIN) nekapcTBeHHbIV npenapat (6e3 yyeTa NPOM3BOACTBEHHBIX MMOLWAA0K NPOM3BOAUTENS) MO MEeXOYHapOAHOMY HemnaTeHTOBaHHOMY
HaVMeHOBaHUIo, NieKkapCcTBEHHOW hopMe U [03MPOBKE B MHOCTPAaHHbLIX roCyAapcTBax, yka3aHHbIX B npunoxenun N 2 K meToauke.

41. MuHucTepcTBO 3apaBooxpaHeHusi Poccuiickon ®epepaumm no muctedeHun 70 paboumx OHEW CO OHS BCTYNSIEHWS B CUIY MOCTAHOBMEHMS
Mpasutensctea Poccuiickoi Peepaumm, ykasaHHOro B NyHkTe 3 HacToawwmx [Npaeun, HanpasnseT B PeaepasibHy0 aHTUMOHOMOSLHYO CyXOy CrnmMcok
pedepeHTHbIX NeKapCTBEHHbIX NpenapaToB, NpefAerbHble OTMNYCKHbIE LiEHbl HA KOTOPbIE 3aperMcTpyMpoBaHbl U BKIHOYEHbI B PEECTP, HO HE 3asiBMeHbl K
ob6s13aTenbLHON NepeperncTpaumMmn unv B obs3aTenbHON nepeperncrTpaumm KOTopbiX OTKa3aHo ABaxAdbl B COOTBETCTBUM C myHkTamu 11 1 12 HacToAumx
MpaBun, a TakKke NepevyeHb COOTBETCTBYIOLUMX UM BOCMNPOM3BEAEHHbLIX, OBUOaHanoroBbix (6MOMNOAOGHbLIX) NEKAapPCTBEHHbIX MpenapaToB, NpedernbHbie
OTMYCKHbIE LieHbl Ha KOTOpPbIE 3aperucTpMpoBaHbl U BKITHOYEHBbI B PEECTP, CoAepalluii HeobxoamMMoe Ansi MPUMEHEHUST MOHMKaOLWEro koadduumeHTa
onncaHWe BOCMPOU3BEAEHHbIX, OuoaHanoroBbix (6MONOAOGHBIX) NEeKapCTBEHHbIX MNpenapatoB (HOMEp PEerucTpauMoHHOro  yAOCTOBEpPEHMS
NeKapCcTBEHHOro npenaparta, HavMeHOBaHWe Bragenbla Wwnu [epXaTens perucTpauyoHHOro YOOCTOBEPEHUSA JeKapCTBEHHOro Mpenapara,
HaVMEHOBaHUs MNpou3BoAuTenen (NPOM3BOACTBEHHbIX MMOLWAA0OK MNPOU3BOAMTENS), MeEXOyHapoOHOE HenaTeHTOBaHHOE HauMeHoBaHue (Mpu ero
OTCYTCTBUM - XMMUYECKOE WUIN IPyNnUPOBOYHOE HaUMEHOBaHKE), TOProBOE HaMMEeHOBaHWe, NekapcTBeHHas hopMa, A03MPOBKa (KOHLEHTpaums, obbeMm,
aKTUBHOCTb B €AMHMLAx AeWCTBUS), BblpaXXeHHash B COOTBETCTBYIOLUMX €AMHMLAx W3MepeHusi, hopma BbIMycka, KONMMYECTBO B MOTPEOUTENbCKON
ynakoBKe, NocrneaHss npefensHas OTnyckHas LieHa C ykasaHneM Aatbl U HoMmepa npuka3a MuHuctepcTsa 3apaBooxpaHeHus Poccuiickon ®epepaumm o
perucTpauum uUnu nepeperncTpaumnm npegenbHov OTMYCKHOW LieHbl Ha NeKapCTBEHHbIV npenapat v (Mnuv) Aatbl M HOMepa BbIMUCKM M3 peecTpa,
BblJAHHOV BRnagenbLy UMW AepxaTento permcTpaumoHHOro YAOCTOBEPEHUS NeKkapCTBEHHOro npenapara no pesynbrataM BHECEeHWS WU3MEHEHUN B
pPEECTPOBYO 3annCb PeecTpa, LUTPUXOBOW KO, HAHECEHHbI Ha BTOPUYHYHO (MOTPEOMTENBLCKYH) YNaKOBKY NeKapCTBEHHOro npenaparta), Ha Gyma)kHoM
HocUTENE U B 3NIEKTPOHHOM BuAE B TabnuyHom cpopmare.

42. depepanbHasi aHTUMOHOMOMbHAsA cryxba B TevyeHne 60 paboumx AHen co AHS nornydeHust oT MuHucTepcTBa 3apaBooxpaHeHus Poccuickon
denepaunm ceefeHnin, NPegycMOTPeHHbIX NyHKToM 41 HacTosawmx [paBun, NPOBOAMT B COOTBETCTBUM C HacTosAwmmMu NpaBnnaMum 1 METoOUKoN pacyeT
npegenbHbIX OTMYCKHbIX LeH Ha BOCMpOU3BeAeHHble, GuoaHanoroBble (6MonogoOHbIe) MekapCTBEHHbIE MpenapaThbl, codepXawui MHgopmauui o
HOMEpe perncTpaumoHHOro YAOCTOBEPEHMUS NIEKAPCTBEHHOIO Npenapara, HauMeHOBaHMK Briagernbla unm aepxarenst permctpaumoHHOro yaoCTOBEPEHS
NeKkapCcTBEHHOro npenaparta, HaMMeHOBaHWAX NpousBoauTenel (MPOVM3BOACTBEHHbIX MIOWaAoK Mpou3BOAUTENS), MEXOYHapOAHOM HenaTeHTOBaHHOM
HavMeHOBaHuW (Mpu ero OTCYTCTBUM - XMMUYECKOM UIN FPYNNMPOBOYHOM HaMMEHOBaHWUW), TOProBOM HaUMEHOBaHWM, NIeKapCTBEHHON hopme, A03NPOBKe
(koHUeHTpaLuun, obbeme, akTUBHOCTU B eguHULIAX AelCTBUS), hopMe Bbinycka, KONmMyecTse B NOTPeOUTENLCKON ynakoBke, NpeaenbHON OTNYCKHON LieHe,
paccuuTaHHoln ®enepanbHOW aHTUMOHOMOSBHOWM CYXO0W, LUTPUXOBOM KOAE, HAHECEHHOM Ha BTOPUYHYHO (MOTPEBUTENBLCKYIO) YNAKOBKY NeKapCTBEHHOI
npenapara. OgHoBpemeHHO ®PefepanbHas aHTUMOHOMOMbHAsA cry6a nybrnmKyeT ykasaHHbIA pacyeT Ha CBoeM oduvuuanbHOM canTe B cetu "VIHTepHeT"
1 HanpaensieT ero B MMHUCTEPCTBO 3apaBooxpaHeHust Poccuiickon ®efgepaumnm Ha ByMaxkHOM HOCUTENE U B 3IEKTPOHHOM BuAe B TabnvyHom chopmare.

43. Tpn npeactasneHun pepxaTtenem unu Bnagenbuem pPerncTpaumMoHHOTO YAOCTOBEPEHUs pedepeHTHOro rfekapCTBEHHOro npenaparta
(ynonHomMo4eHHbIM MM nuuoM) B MumHUCTEPCTBO 3apaBooxpaHeHns Poccuiickon depepauuy LOKYMEHTOB B COOTBETCTBUMM C MYHKTOM 4 HACTOALINX
[MpaBun nocne HanpasneHns MuWHWCTEPCTBOM 3ApaBooxpaHeHust Poccuiickon ®epepaumn AokymeHToB B PeaeparnbHyt0 aHTUMOHOMOMbHYO Crnyx0y B
COOTBETCTBUM C MyHKTOM 41 HacTodwwmx [lpaBwum, 3a WCKMNOYeHWEeM cryvasi, NpesyCcMOTPEeHHOro NyHkTom 16 Hactoswmx [paBun, 3asBreHHas K
obs3aTtenbHOV nepeperucTpauuy npegenbHas OTNYCKHas LeHa Ha pedepeHTHbIN NeKapCTBEHHbIM Npenapat He MOXET NpeBbiwaTb MakcuMarbHYo
rnepeperncTpypoBaHHylo B 00s3aTenbHOM MNOpsiake MNpefenbHylo OTMYCKHY LEeHY Ha COOTBETCTBYIOLMIA BOCMPOW3BEAEHHbIN, GuoaHanorosbii
(bronogobHbIN) NekapCTBEHHbIV Npenapar.

Mpunoxexue N 1

K NMpaBunam o6s3aTenbLHON NepeperucTpauumn
B 2019-2020 rogax 3aperMcTpupoBaHHbIX
npeaenbHbIX OTNYCKHbLIX LieH npou3BoauTenen
Ha NeKapcTBEHHbIe npenaparbl, BKIMIOYEHHbIe
B NepeyYeHb XM3HEHHO Heo6XoAUMBIX U
BaXXHEWLLUUX neKapcTBeHHbIX NpenapaTos

(dbopma)

3AABIEHUE
OB OBA3ATENIbHOW NEPEPErUCTPALIUU B 2019-2020 FrOAAX 3APEFMCTPUPOBAHHOM NPEAENBHOW OTNYCKHOW LIEHBI
NPON3BOAUTENSA HA PE®EPEHTHbIN HEKAPCTBVEHHbIVI MPENAPAT, BKIIOYEHHbIA B NEPEYEHb XXU3HEHHO
HEOBXOAUMbIX N BAXXHEULUUX NEKAPCTBEHHbIX NMPEMAPATOB

[okymeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro coHaa n3 6onee 70 000 000 HOpMaTUBHO-NPABOBbLIX Y HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/902243056#8QE0M6
http://docs.cntd.ru/document/902243056#8QA0M3
http://docs.cntd.ru/document/420302493#8PO0M0
http://docs.cntd.ru/document/902243056#8QI0M6
http://docs.cntd.ru/document/420302493#8PO0M0
http://docs.cntd.ru/document/420302493#8PO0M0
http://docs.cntd.ru/document/902243056#8Q00M1
http://docs.cntd.ru/document/902243056#8Q00M0
http://docs.cntd.ru/document/902243056#8Q80M4
http://docs.cntd.ru/document/902243056#8Q20LV
http://docs.cntd.ru/document/420302493#7DS0KA
http://docs.cntd.ru/document/902243056#8Q20M2
http://docs.cntd.ru/document/902243056#8Q20LV
http://docs.cntd.ru/document/902243056#8PC0LQ

O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Crpanuua 22
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3aaButenb

(HaMMeHoBaHWe, NOYTOBLIN afpec, aapec AMEKTPOHHOW NOYThI)

[Oepxatens unu Bnagenel perucTpauMoHHOTO  YOAOCTOBEPEHWS  NEKapCTBEHHOrO
npenapara
(HaMmeHoBaHWe, NOYTOBLIN agpec, aapec NEKTPOHHON NOYThI)
N n/ Cragus Mpoussoautens Apnpec CtpaHa [Insi pocCUNCKNX OPUANYECKNX HavmeHoBaHune Peructpa-
n npoms- (HammeHoBaHue) 1L - MOEHTUDMKALMOHHBIV perncTpupyto- LIMOHHBIV
BOACTBA HOMep HarnoronnarenbLmKa, Liero opraHa HoMep
AN KHOCTPaHHBbIX IPUANYECKNX
Ny, - KOA HanoronnarenbLumka B
CTpaHe peructpaumm
(MHKOpNOpaLMK) MK ero aHanor
N Homep MexayHapogHoe Toprosoe JlekapcTBeHHas Obuwee MpenenbHas LLTpuxoBon Kon Koo TH
n/n perucTpa- HenaTeHToBaHHoe, Haume- dopma, KONMYecTBO OTMyCKHas LeHa Kon, ATX B3
LIMOHHOTO unm HOBaHue [03MpoBKa, BO npounsBoanTens 3a HaHECEHHbI EAS3C
yoocTo- rpynnMpoBOYHOE, KOMMMEKTHOCTb™ |  BTOPWUYHOM noTpebuTenbCKylo | Ha BTOPUYHYIO
BEpeHusi UM XMMUYECKoe (notpebu- ynakoBky** 6e3 (noTpebu-
HaMMeHoBaHune™ TENbCKON) HOC (py6new) TENbCKYH0)
ynakoBke ynakoBky
1 2 3 4 5 6 7 8 9 10
YnonHomoyeHHoe
nmuo
(d.n.0.) (momxHOCTb) (nognuceb)
KoHTakTHble ALpec aneKTpoHHOWM
TenedoHbl noyThbI

M.M. (npu Hannymn)

* B criyyae OTCYTCTBUSI MEXOYHapOAHOro HenaTeHTOBAHHOMO HaWMEHOBaHWS B PErMcTPaLMOHHOM YOOCTOBEPEHUM NEeKapCTBEHHOrO npenaparta
yKa3blBaeTCs HaMMEHOBaHWE NeKapCTBEHHOro npenapara, NPesyCMOTPEHHOe NepevyHeM XU3HEHHO HeoGXOAWMMBIX M BaXKHEWLIMX NeKapCTBEHHbIX
npenaparos.

** B cnyyadax, npeayCcMOTpPEeHHbIX MYyHKTOM 25 [MpaBun rocyaapCTBEHHOW perucrpauum 1 nepeperncrpaumv npeaenbHbiX OTAYCKHbIX LieH

yKasblBaeTca (popMa BbiMycka INeKapCTBEHHOro npenaparta, C y4eTOM KOTOPOW paccuuTbiBaeTcs npefenbHas OTMyckHas LeHa Npou3BoauTens 3a
noTpeBuTEnNbCKYIO YNakoBKY SleKapcTBEHHOTO npenapara.

MpunoxeHune N 2

k NMpaBunam o6s3aTenbLHON NepeperucTpauumn
B 2019-2020 rogax 3apermcTpupoBaHHbIX
npeaenbHbIX OTNYCKHbIX LieH NpousBoauTenemn
Ha neKapcTBeHHbIe Npenaparbl, BKMIOYEHHbIe
B nepe4yeHb XXU3HEHHO HE06XOANMbIX U
BaXXHENLUUX NeKapCTBEHHbIX NpenapaTos

(dpopma)

PACYET
NPEQENBHON OTNYCKHOW LIEHBI NPOU3BOAUTENSA HA PEGEPEHTHbIN
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NEKAPCTBEHHbI/ NPEMAPAT, NPEACTABIISAEMOM ONA OBA3ATENBHOM
NEPEPEMMCTPALIMU B 2019-2020 TOJAX

(HaI/IMeHOBaHI/Ie opraHmsauuu - 3a$IBVITeJ'|ﬂ)

1. CBEAEHUA O NEKAPCTBEHHOM MPEMNAPATE

1.1. Homep permctpaumoHHOro yaocToBepeHus

1.2. MexgyHapoaHoe HenaTeHTOBaHHOE, UM FPyNnMPOBOYHOE, UMM XMMUYECKOoe
HaumMeHoBaHWe

1.3. ToproBoe HanMeHoBaHne

1.4. JlekapcTBeHHas oopMa, A03UPOBKA UMK KOHUEHTpaLuus, o6beM, akTUBHOCTb B
eauHMUax AencTeus

1.5. ObLyee KonM4ecTBo BO BTOPUYHON (NOTPEOUTENBCKOM) YNakoBKe

2. PACYET LEHbI

N n/ Kog TH MuHumanbHas oTnyckHas Mpoekt [OencTeytolas cTaBka Cbopbl 3a MpoekT pacyeTHOM
n B3O EASC LieHa Npou3BoanTENS Ha OTNYCKHOM TaMOXEHHOW MOLLMUHBI** TaMOXeHHoe OTMYCKHOW LIeHbI
neKapCTBEHHbIN Npenapar B LeHbl" odhopmneHne npounsBoanTens ¢
rocyfapcTee Npou3BoauTens | nocraeka 6es (pybnen)** yyeTom
1 B APYrUX rocyaapcTeax B onnarbl TaMOXEHHbIX
COOTBETCTBUU C NOLUSMHBI" pacxogos, pybnew
npunoxexnnem N 3* (pybnen)* (6e3 HOC)
Havme- LeHa npo- py6nen
HoBaHWe (pybnen) LieHToB
CTpaHbl
1 2 3 4 5 6 7 8 9

* YKasblBaloTCA MUHUManbHoe 3HaveHue u3 rpadbl "PacyeT oTnyckHoW ueHbl, B pybnsx" u rocynapcTBo, LeHa B KOTOPOM ucnonb3oBanacb Ans
pacyeta, u3 npunoxenuss N 3 k MNpaBunam obsizatensHow nepepernctpaumm B 2019-2020 rogax 3apernctpvpoBaHHbIX NPeAenbHbIX OTMYCKHbIX LeH
Npov3BOAMTENEN Ha NeKapCTBEHHble npenapatbl, BKIOYEHHble B MepeyeHb XWM3HEHHO HeOoOXOAMMBbIX WM BaHEWLIMX fleKapCTBEHHbIX NpenapaTtos,
yTBEPXAEHHbIM NocTaHoBneHveM NpaButensctBa Poccuiickont ®enepauum ot 16 aekabpa 2019 . N 1683 "O BHeceHWM M3MEHEHWI B HEKOTOPbIE aKTbl
[paButenbcTBa Poccuiickon Pefepaumu B YacTu rocyaapCTBEHHON perMcIpaumu u nepepermcrpaummn npeaenbHbiX OTAYCKHbIX LieH Ha NeKapCTBEHHble
npenaparbl, BKNYEHHble B NepeYeHb XXN3HEHHO HEOOXOAMMbIX U BaXKHENLLIMX NeKapCTBEHHbIX Npenaparos”.

** He 3anomnHsaeTcs Ans nekapCcTBeHHbIX NpenapaTtoB NPOM3BOAUTENS rocygapcTBa - YneHa EBpasninickoro 9KOHOMMYECKOro COo3a M NeKapCTBEHHbIX
npenapaToB MHOCTPAHHOIO MPOM3BOACTBA, MEpPBUYHAs M (UNM) BTOPUYHAs YNaKoBKa KOTOPbIX OCYLLECTBSIETCS UMW NIaHUPYETCs OCYLLECTBMSATHCA B
Poccuickon degepaumm.

PykoBogutens

opraHusaummn-saasutensa

(noanwuce) (d.n.0.) (TenedboH, agpec aneKTPOHHON NOYTbI)
M.M. (npn Hanu4un)

McnonHutensb

(nopnuce) (d.n.0.) (TenedoH, agpec aNeKTPOHHOW NoYTbI)

MpunoxeHue N 3

k MpaBunam ob6s3aTenbHON NepeperucTpauumn
B 2019-2020 rogax 3apermcTpMpoBaHHbIX
npeaenbHbIX OTNYCKHbIX LIeH Npou3BoauTenen
Ha NeKapCcTBEeHHble Nnpenaparbl, BKMIOYEeHHbIe
B NepeyeHb XXU3HEHHO HEOGXO0AUMBIX U
BaXXHEMLLUUX reKapCcTBeHHbIX NpenapaTtoB

(dbopma)
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NH®OPMALUNA
O MUHUMATbHbIX OTNYCKHbIX LEHAX HA NEKAPCTBEHHbIW NPEMAPAT B UHOCTPAHHbIX FOCYOAPCTBAX

CBEOEHUA O JIEKAPCTBEHHOM MNPENAPATE

1.1. Homep permcTpaumoHHOro yaocToBepeHus

HanMmeHoBaHue

1.2. Me)myHapop,Hoe HenateHToBaHHOEe, U rpynnnupoBO4HOE, UITN XMMUYEeCKoe

1.3. ToproBoe HanmeHoBaHne

eanHuuax gencTens

1.4. lekapcTBeHHast (popma, 4O3POBKA UMW KOHLEHTPaLMs, 06beM, akTUBHOCTb B

1.5. ObLyee KonM4ecTBO BO BTOPUYHON (NOTPEOUTENBLCKOM) YNakoBke

[ocynapcTBa OTnyckHas ueHa OTnyckHas ueHa OTnyckHas ueHa Hanme- Pacyer
npousBogMTenst | MPOW3BOAUTENS Ha | NPOW3BOAUTENS Ha HOBaHue OTMYCKHOW
Ha NeKapCTBEHHbIN NeKapCTBEHHbIN MNHOCTPaHHOW LieHbl B
neKapCTBEHHbIN npenapart 3a 1 npenapar 3a BanoThbl pyonsx***
npenapar 3a NeKapCTBEHHYIO eanHnLY
ynakoBky (B dopwmy (B OeNncTByIoLLErO
WHOCTpaHHoW WNHOCTpaHHoM BellecTBa (B
Banwre) BanwTe)* MHOCTPaHHON
BantoTe)**
BeHrpus

lpeyeckas Pecnybnuka
KoponescTtBo benbrus
KoponescTtBo McnaHus

KoponescTtBo Hugepnavaos

Pecnybnuka Monblua
PyMblHuS

CnoBaukas Pecnybnuka

Typeukas Pecnybnuka

dpaHuy3ckas Pecnybnuka

Yewckasa Pecny6nvka

CtpaHa npoussoguTens

* PaccuutbiBaetcs B criyqae obsizatensHon nepepermctpaumm B 2019-2020 rogax npenenbHOM OTNYCKHOWM LieHbl HA NEeKkapCTBEHHbIN npenapar,
KONMYECTBO IeKapCTBEHHbIX (DOpM B NOTPEOUTENBLCKOM YNakoBKe (KONMMYECTBO [03 B YynakoBke, 0ObeM) KOTOPOro OTCYTCTBYET B OTAENbHbIX

rocyaapcrBax.

** PaccuuTbiBaeTcs B cnyvae obssatensHoun nepepeructpauuy B 2019-2020 rogax npeaenbHON OTMYCKHOW LieHbl HA NeKapCTBEHHbIN npenapart C
[03VPOBKOW, KOTOpasi OTCYTCTBYET B OTAENbHbIX rocyaapcTtBax. B pacyere He yuuTbiBaloTCH Onuxainlume CMexHble [03VMPOBKW, MpeBbllalowme
[03VIPOBKY 3asiBMIEHHOrO NEeKapCTBEHHOrO npenaparta, NpefHasHayeHHoro ANs NPUMMEHEHUs B neauaTpuyeckon npakTvke (Ha OCHOBaHUWM CBegeHWin
WHCTPYKLMK NO MEAULIMHCKOMY NPpUMeHeHuto), 6onee yem B 2 pasa.

*** TNepecyeT UEeHbl B MHOCTpaHHOW BanioTe B pybny OCyLECTBASIETCA MO CpegHEMY Kypcy COOTBETCTBYHOLLEW WHOCTPaHHOW BanioTbl K pyonto
Poccuickon ®egepauun, yctaHoBneHHomy LieHTpanbHbeiM 6aHkom Poccuiickon ®enepaumm 3a 2018 roa.

MpumMeyaHre. B cnyyae ecnu UeHbl B OTAENbHbLIX CTpaHax ONpefensitoTCs Ha OCHOBE MEXIOCYAapCTBEHHbIX COrMalleHunid no Bonpocam NocTaBku
leKapCcTBEHHOro npenaparta, Heobxoaumo ykasaTb OCOBGEHHOCTVM (DOPMUPOBAHWUA 3TUX LEH. [Mpy 3TOM He YyYuTbIBAKOTCH LEHbl Ha NekapCTBEHHble
npenaparbl, NOCTaBnsAeMble 3a CHET MEXAYHAPOAHbIX (PMHAHCOBBLIX OpraHn3aunii (PoHAOB) MO peLueHnto BcemmnpHol opraHm3aumm 3gpaBooxpaHeHust.

PykoBogutenb

opraHusaummn-saasutens

McnonHutenb

(nognwuce) (d.n.0.) (TenedoH, agpec aNeKTPOHHOW NoYTbI)
M.M. (npu Hanuuun)
(noanucek) (dh.n.0.) (TenedoH, agpec aNeKTPOHHON NOYTbI)
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MpunoxeHue N 4

k NMpaBunam o6s3aTenbLHON NepeperucTpauumn
B 2019-2020 rogax 3apermcTpupoBaHHbIX
npeaenbHbIX OTNYCKHbIX LieH NpousBoauTenemn
Ha neKapcTBeHHbIe Npenaparbl, BKNIOYEHHble
B nepe4yeHb XU3HEHHO He06XoANMbIX U
BaXKHENLUUX NeKapCTBEHHbIX NpenapaTros

CBEAEHUA O HAITUYUU 3APETUCTPUPOBAHHbBIX NPEAENbHbLIX OTMYCKHbIX LEH
3AABNAEMOIO NEKAPCTBEHHOI O MNMPEMAPATA

(HaMmeHoBaHWe opraHusauun-3asBUTENS)

|. CBEAEHUA O NEKAPCTBEHHOM MPEMNAPATE

1.1. Homep pernctpaumoHHOro yaocToBepeHus

1.2. Me)Kp,yHapo,que HenateHToBaHHOe, U rpynnnupoBO4vHOE, UMMM XMMUYEeCKoe
HanmeHoBaHue

1.3. ToproBoe HanMeHoBaHWe

1.4. lekapcTBeHHas hopMa, A03UPOBKA UMK KOHUEHTpaLUus, 06beM, akTUBHOCTb B
eanHuLax OencTens

1.5. ObLee kONMYECTBO BO BTOPUYHOW (MOTPEOUTENLCKON) ynakoBke

Il. PACYET LEHbI

N n/ Bnageney JlekapcT- KonunuecTtso B Homep u gata 3apernuctpupoBaHHas npegenbHas
n | perucTpaumoHHOro BEHHas notpebuTens- npukasa o OTMyCKHas LieHa Npov3BoanTens Ha
YAOCTOBEPEHUS dopma, CKOW ynakoBKe | rocygapCTBEHHOM nekapcTBeHHbIN npenapar (6e3 HAOC),
nekapcTBEHHOTO | [03VpoBKa peructpauum py6nen
npenapara (nepeperucTpaumn) 3a pacyer 3a pacyer 3a
(npounssoauTens, npeaenbHon notpebu- OfHY eanHnLy
YNaKOBLLUK, OTMYCKHOM LieHbl TenbCKylo nekapcr- newcr-
opraHu3aums, ynakoBKy BEHHYIO BYytOLLIETO
ocyLlecTBnsoLas hopmy BellecTBa
BbINycCKaroLuin
KOHTPOIb)
1 2 3 4 5 6 7 8
PykoBogutens
opraHusaunu-3asBuTenst
(nognuce) (p.n.0.) (TenedoH, agpec 3aNeKTPOHHON MOYThI)
M.IM. (npn Hanuyun)
WcnonHutenb
(nognuce) (dp.n.0.) (TenedoH, agpec 3aNeKTPOHHON MOYThI)

MpunoxeHne N 5

k MpaBunam ob6s3aTenbLHON NepeperucTpauumn
B 2019-2020 roaax 3aperMcTpupoBaHHbIX
npeaenbHbIX OTNYCKHbLIX LieH npou3BoauTenen
Ha neKapcTBeHHbIe Npenaparbl, BKMIOYEHHbIe
B nepe4yeHb XXU3HEHHO HEOBXOANMbIX U
BaXKHeMLUMX NEeKapCTBEHHbIX NpenapaTros

®OPMYIbl PACYETA MOHWXAIOLLNX KO3®OULIMEHTOB, MPUMEHSAEMbIX NPU OBA3ATENBHOW NEPEPEMUCTPALIUA B 2019-

[okymeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro coHaa n3 6onee 70 000 000 HOpMaTUBHO-NPABOBbLIX Y HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/

(0] rocyoapCTtBeHHOM perynmpoBaHun LieH Ha nekapcTBeHHbIe npenaparbl, BKNo4YeHHbIe B NepevYeHb XU3HEHHO HeobXxoanMbIX 1

BaXKHEWLLNX NeKapCTBEHHbIX NpenapaTtoB (C u3amMeHeHnsamu Ha 18 Hosi6pst 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

CTtpaHuua 26

2020 roAAX MPEQEJIbHbIX OTMYCKHbIX LLEH NPOU3BOAUTENEW HA BOCNPOU3BEOEHHbIE, BUOAHATIOMOBBIE
(BMONOAOBHbLIE) NEKAPCTBEHHbIE NMPEMNAPATDI

3aperucTpupoBaHHas
npenenbHas oTnyckHash LeHa 3a
NoTPeBUTENbCKYH YNaKoBKY

MoHwxarowmin koaddULNEHT AnA pacyeTa LeHbl Ha
BOCMPOU3BEEHHbIN NekapcTBeHHbIA npenapart, K|

[MoHwxXaoLWmMn K03ahPUUNEHT AN pacyeTa LeHbl Ha
6roaHanoroBbIi (61MoNoA0bHbIN) NekapCTBEHHbI

npenapar, F

pedepeHTHOro NeKapCcTBEHHOTO npounssoauTenst WNHOCTPaHHOro npounssoauTenst WNHOCTPaHHOro
npenapara, ]_];pe & (py6neit) rocynapcTBa - uneHa npousBoacTea*, rocynapcTBa - yuneHa npousBoacTea’,
EBpasuiickoro NpOLIeHTOB EBpasuiickoro NPOLIEHTOB
3KOHOMMWYECKOr0 COt03a, 3KOHOMMWYECKOro coto3a,
NpoLeHTOB NpoLeHTOB
0o 100 py6neii (BKNOUUTENBHO) 0 0 0 0
ot 100 py6newn go 500 pybnen 0 0 0

(BKINKOUMTENBHO)

ot 500 pybnen go 100000 pybnen
(BKINKOYMTENBHO)

cabiwe 100000 pybnen

3,6 X (W g )" — 10
40

A% (1T g™ - 10

A (I )™ - 10
55

0,6 X ([ gog) ™ =5
25

0,39 % ([T pog) ™™ =5
40

* INlekapcTBeHHble npenapaTtbl MHOCTPAHHOTO MPOW3BOACTBA, B TOM YMCNe NepBuYHas v (MNn) BTOPUMYHAsA yNakoBKa KOTOPbIX OCYLLECTBNSETCH Un
nnaHupyeTcs ocyLecTBnsaTbes B Poccunckon ®egepauun.

YTBEPXOEHDbI

noctaHosneHvem lNMpaButenbcTBa
Poccuinckon ®enepauum

oT 29 oktabpsa 2010 rona N 865

(B pepakuum, BB%quHou B OEeNCTBMUe
c 18 okTabpsa 2018 ropa
nocraHoBneHueM lpaButenncTBa
Poccunckon d)eﬁe*)aq;d_w

ot 8 okTa6pa 2018 rona N 120/. -

Cm. npeablayuyto peaakumio)

MPABUINA BEQEHUS TOCYOAPCTBEHHOIO PEECTPA NPEAENbHbIX OTMYCKHbIX LLEH MPOU3BOAUTENEN HA
NEKAPCTBEHHbIE NPEMAPATbI, BKIIIOYEHHLIE B MEPEYEHb XXU3HEHHO HEOBXOAUMbIX U BAXXHEMALLUX NEKAPCTBEHHBIX
NPENAPATOB

(c nsmeHeHusmu Ha 3 anpens 2020 roga)

1. Hacroswume l'IpaBVlna yCTaHaBnNMBalOT MNMopAOOK BeAeHUA TroCyaapCTBEHHOro peectpa npeferbHbiX OTMYCKHbIX LUeH npomsBquTeneM Ha
NneKapCTBeHHble npenaparbl, BKIMKOYEeHHbIe B Nepe4eHb XU3HEHHO HEOBXOAUMBIX U BaXKHEMLLNX NeKapCTBEeHHbIX npenapaTtoB (,qanee - peeCTp).

2. PeecTp sBnsieTca dpegepanbHon MHPOPMALMOHHOWM CUCTEMOW, CoaepKalllen cBeAeHUs O rocyAapCTBEHHOW perncTpaumnm npegenbHbIX OTMYCKHbIX
LieH npou3BoguTene Ha nekapcTBeHHble npenaparbl, BKIOYEHHbIE B MepeveHb XU3HEHHO HEOBXOAMMbIX M BaXKHEMLIMX NleKapCTBEHHbIX npenaparos
(mnanee - nekapcTBeHHbIE Npenaparhbl).

3. Peectp Begetrca MuHucTepcTBoM 3gpaBooxpaHeHusa Poccuiickon Pepepaumn B 3NEKTPOHHOM BuAe C NMPUMEHEHMEM aBTOMATU3MPOBAHHOM
CUCTEMbI NMyTEM BHECEHUSI B PEECTP PEECTPOBLIX 3aNUCEN.

4. BepeHue peecTpa OCylleCTBnAeTCA B COOTBETCTBMM C eOunHbIMU OpraHu3aunoHHbIMK, MeToaOoSIorM4eCckKumMn u nporpamMmmMmHoO-TEXHNYECKUMU
npuHUnnamu, obecneuynBaoLLMy COBMECTUMOCTb 1 B3anUMOJENCTBIE peecTpa C UHbIMK d)e,ﬂepaﬂbelMM VIH(bOpMaLWIOHHbIMM cucremamm U ceTamu.

5. PeectpoBasi 3anucb 0 rocyqapCTBEHHOW peructpaumu (nepepeructpauumn), obsasatensHon nepepeructpaumm B 2019-2020 rogax npeaensHoun
OTNYCKHOW LieHbl NPOV3BOAUTENS HAa NeKapCTBEHHbIN Npenapar (fanee - peecTpoBas 3anvcb) COAEPXKUT creaylolme cBeaeHNs:

(AB3au B pepmakumu, BBegeHHoW B Aencteue ¢ 17 gekabps 2019 roga noctaHoBnexvem [paButensctea Poccuiickort Penepaummn ot 16 nekabps
2019 rona N 1683. - Cm. NpeapAyLLYI0 peaaKLmio)

a) HavMeHOBaHWe AepXaTtens WNu BnajenbLa perucTpauMoHHOro YAOCTOBEPEHUS NEeKapCTBEHHOro npenaparta, HauMeHOoBaHWe npousBoauTens
riekapCTBEHHOro npenapara, CBe4eHUs O pernctpauuv gepxartens unu snagensua perncTpaumoHHOro yAOCTOBEPEeHUS NleKapCTBEHHOMo rnpenaparta B
KavecTBe HamnoronnarenblynKka, CBEAEHUS O perucTpauvm npov3BOANUTENSA NeKapCTBEHHOro npenapata A1 MEAULUMHCKOrO NMPUMEHEHUs B KayecTse
HanoronnaTenbliMka B CTpaHe peructpauuv (4nsi pOCCUNCKUX HOPUAMYECKUX NUL - MAEHTUGUKALMOHHBIN HOMep Hanoronnatenswwmka (MHH), ons
WMHOCTPaHHbIX IOPUANYECKMX NUL, - CTPaHa perncTpauum, HaMMeHOBaHWe PerncTpUpyoLLEero opraHa, permcTpaumoHHbIi HOMep, KoA HanoronnarenbLyka
B CTpaHe perucrpauuy (MIHKOprnopawuumn) Uiu ero aHarnor), MecTo HaxoX4eHWs1 NPOn3BOACTBEHHbIX NMOLLAA0K, Y4acTBYOLWMX B NpoLecce Npou3BOACTBa
nekapCcTBEHHOro npenapara, € ykasaHnem ctaguu npolecca NpousBoacTBa;

[okymeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro coHaa n3 6onee 70 000 000 HOpMaTUBHO-NPABOBbLIX Y HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/551431082#7EA0KG
http://docs.cntd.ru/document/542635225#7DI0K9
http://docs.cntd.ru/document/564053272#7EC0KH
http://docs.cntd.ru/document/542658474#7EA0KH

O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Crpanuua 27
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

6) HaMMeHoBaHWe JieKapCTBEHHOro npenaparta (MexayHapodHoe HenaTeHTOBaHHOE, WNW TPynnMPOBOYHOE, WM XMMUYECKOE W TOProBoe
HaMMEHOBaHUs), a B CllyYae OTCYTCTBUS MEXAYHapOLHOTO HEMaTEeHTOBaHHOTO HAUMEHOBaHWS - HauMeHOBaHWe, B COOTBETCTBUMW C KOTOPbLIM
neKkapCTBEHHbIV Mpenapar BKMNOYEH B NepedeHb XU3HEHHO HEOBXOOMMBIX U BaXKHENLLMX NeKapCTBEHHbIX NpenapaTtos;

B) HOMEp perncTpaLroHHOro YAOCTOBEPEHUS NEKapCTBEHHOMO Npenapara;

r) nekapcTBeHHasi (hoopMa C yKka3aHMeM [03MPOBKM NEKAapCTBEHHOrO Mpenaparta U ero KonuMyecTsa BO BTOPUYHOW (NOTPeGUTENbCKONM) ynakoBke, a
TakKe KOMMIEeKTHOCTb;

1) 3aperucTpyMpoBaHHas npeaenbHasi OTMyckHas LieHa NPOV3BOAUTENS HA NeKapCTBEHHLIV Npenapar B pyonsx;

e) pata u Homep npukasa MwuHucTepcTBa 3apaBooxpaHeHusi Poccuiickon ®epepauum O rocygapCTBEHHOW perucTpauum (nepeperucrpaumm),
obsasarenbHon nepepervctpaumm B 2019-2020 rogax npegenbHON OTMYCKHON LieHbl MPOU3BOAUTENS Ha NeKapCTBEHHbIV Npenapar;

(MoanyHKT B pegakumu, BBegeHHoW B aencteue ¢ 17 gekabps 2019 roga nocrtaHoenenunem [NpaeutenbctBa Poccunckon ®enepaumu ot 16 aekabps
2019 rona N 1683. - CM. npeaplAyLLY0 peAaKLuio)

e_1) pata u Homep npukasa MwuHucTepcTBa 3apaBooxpaHeHusi Poccuiickonr Pepepaumm 06 yCTaHOBMEHUWM NpedenbHON OTMYCKHOW LieHbl
NPOU3BOAMTENS Ha flekapCTBEHHbI NpenapaTt B COOTBETCTBUM C YacTbio 9 ctaTthu 61 PeaepansHoro 3akoHa "O6 obpallieHnW NeKaRCTBEHHbLIX CREACTB";

(MoanyHKT AononHuTensHo BkNtodeH ¢ 14 anpens 2020 roga noctaHoBneHnem [paBuTensbctBa Poccuiickon Penepaumm o1 3 anpensa 2020 rona N
441 (c uaMeHeHusIMW, BHECEHHBIMM NOCTaHoBneHveM NpaButenscrea Poccuiickon Penepaumm ot 16 Hoabpsa 2020 rona N 1832)

X) LUTPUXOBOW KOA, HAHECEHHBIN Ha BTOPUYHYIO (MOTPeBUTENbCKYI0) YNakoBKy NEKapCTBEHHOrO npenapara;

3) KOO JeKapCTBeHHOro npenaparta no aHaTOMO-TepaI‘IeBTVILIeCKO-XVIMVNeCKOI?I KJ'IaCCI/ICbI/IKaLI,VIVI, peKOMeH,D,OBaHHOVI BceMleH0|7| OpraHI/ISaLI,VIeVI
30PpaBOOXpPaHEHUA.

6. BHeceHne B peecTp peecTpOBOW 3anucu OCYLLIECTBMSAETCHS Ha OCHOBAHUW CBEOEHWI, MOMyYeHHbIX NpU FoCyAapCTBEHHOW permcTpauum
(nepepeructpauun), obsizatensHon nepepermcTpaumm B 2019-2020 rogax npeaensHON OTMYCKHOM LieHbl NPOU3BOAUTENS Ha NEeKapCTBEHHBIV Npenapar, B
TeyeHue 1 paboyero AHS CO AHS:

2019 rona N 1683. - Cm. npeablayLLyo penakumio)
NPUHATUA peLlleHnsa o rocy,qapCTBeHHOIZ perncrpauumn I'Ipep,eJ'IbHOIZ OTI'IyCKHOl7I LieHbl npon3BoanTena Ha J‘IeKapCTBeHHbIIZ npenapar,
NPUHATUA peLlleHna o0 nepeperncTpaumm I'Ipe,l:l,eJ'IbHOVI OTI'IyCKHoﬁ LieHbl nMpon3BoanTena Ha J'IeKapCTBeHHbII7I npenapar.

NpUHATUS pelueHns o6 obsasatenbHon nepepernctpaumm B 2019-2020 rogax npeaenbHOM OTMYCKHOW LieHbl NPOW3BOAMTENS Ha JeKapCTBEHHbIN
npenapar;

(AB3ay, gononHuTensbHO BKMtodeH ¢ 17 gekabps 2019 roga noctaHoenexnvem [NpaBuTenscrBa Poccuiickon Penepauum ot 16 aekabpa 2019 rona N
1683)

npyHATUA MnHUCTepCcTBOM 3A4paBooxpaHeHns Poccuickon ®egepauum peleHns 06 ycTaHOBNEHUN NPeAernibHON OTMYCKHOW LieHbl MPOM3BOANTENS Ha
nekapCcTBEHHbIN NpenapaT B COOTBETCTBUM C YacTbio 9 cratbn 61 PenepanbHoro 3akoHa "O6 obpallieHnn NekapcTBEHHbIX CREACTB".

(A63av, gononHuTenbHO BKNoYeH ¢ 14 anpens 2020 ropa noctaHoenexnneM [NpaButensctea Poccuiickon Penepauum ot 3 anpens 2020 roaa N 441
(c M3mMeHeHusIMKM, BHECEHHbIMM NocTaHoBNeHnem MNpaButenbcTea Poccuiickon Penepauum ot 16 Hosiopa 2020 rona N 1832)

Mpwu rocyaapCTBEHHON NepeperncTpaumm peecTpoBas 3anvicb O rocyaapCTBEHHON perncTpaumm 3apermcTprpoBaHHOM NpeaenbHON OTNYCKHOW LieHbI
NMPOU3BOAMUTENS Ha NeKapCTBEHHbIN NpenapaTt AOoMNOSHAEeTCS HOMEPOM W AaTol pelleHust 0 nepeperucTpaumn, obsisatensHoin nepepernctpaumm B 2019-
2020 ropgax npeaerbHOM OTMNYCKHOW LieHbl MPOU3BOANTENS Ha NeKkapCTBEHHbIV Npenapar.

(AB3au B pepmakuvu, BBegeHHoW B Aencteue ¢ 17 gekabps 2019 roga noctaHoBneHvem [MpaButensctBa Poccuiickont Penepaumun ot 16 nekabps
2019 rona N 1683. - CM. NpeapAyLLYI0 peaaKLmio)

Mpu npuHaTMM MuHucTepcTBOoM 3apaBooxpaHeHus Poccuickon ®Pepepauum pellieHuss O nepeperucTpauum npefenbHON  OTMYCKHOW  LieHbI
NPON3BOAUTENS HA NEKAPCTBEHHBIV NpenapaT COOTBETCTBYOLWAs MH(OPMaLUA BHOCUTCS B PeeCTPOBYIO 3aMnucCh C ykasaHMeM HoMepa M AaTbl PeLleHns o
nepeperncTpauum.

7. BHeceHne n3meHeHni B peecTpoByto 3an1cChb OCYLLECTBMSETCHA B YaCTu:

M3MEHEHMST CBEOEHWI O perucrtpauumu AepxaTtens unu Bnagenbla perncTpaumoHHOro YAOCTOBEPEHUsI NEeKapCTBEHHOrO Mnpenaparta B KayecTBe
HanoronnaTtenbLMKa (ANs POCCUNCKMX OPUANYECKUX NULL - MAEHTUMMKALMOHHBIA HOMep Hanoronnatenslumka (MHH), ans MHocTpaHHbIX OpUANYECcKnX
nuY - cTpaHa perucTpauuy, HaMMeHoBaHUE PErMCTPUPYIOLLEro opraHa, pPerMcTpaumoHHBIN HOMEep, KoA Hamoronnartenbliuka B CTpaHe perucrpaumu
(MHKOpNOpPaLuK) UNK ero aHanor);

(AB3au gononHuTenbHO BKrtoveH ¢ 17 gekabps 2019 roga nocraHoBnexviem [NpaButenbcTBa Poccuiickon Penepaumm ot 16 aekabpsa 2019 rona N
1683)

N3MEHEeHWs1 CBeleHWIN O perncTpaumnm Npom3BoauTENs NekapCcTBEHHOIO npenapara Ans MeAULMHCKOrO NPUMEHEHUSI B Ka4eCTBe HanoronnaTesnbLimka
B CTpaHe permctpauum (4ns pOCCUNCKUX IOPUANYECKUX NUL, - MAEHTUMDUKALMOHHBLIN HoOMep Hanoronnatenswmka (MHH), ans nHOCTpaHHbIX IPUANYECKNX
vy - cTpaHa peructpauuv, HaumeHOBaHWE PErvcTpUpYHOLEero opraHa, perMcTpauMoHHbI HOMep, Ko HamnoronnaTenblivka B CTpaHe perncrpauum
(MHKOpNOpaumMKn) unu ero aHaror);
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(AB3ay, gononHuTenbHO BKMtodeH ¢ 17 gekabps 2019 roga noctaHoenexnvem [NpaBuTenscrBa Poccuiickon Penepauum ot 16 aekabpa 2019 rona N
1683)

N3MEHEeHWs1 HaMMEHOBaHWSA NeKapCTBEHHOro npenaparta (MexayHapoaHOro HenaTeHTOBaHHOIO, UMW FPYNNMPOBOYHOTO, UM XMMUYECKOTO U TOProBOrO
HanMeHoBaHwWi);

HanucaHusi NekapcTBeHHOW hOpMbI;

HanucaHWsi JO3VMPOBKU NleKapcTBEHHOTO Npenapara;

M3MEHEHWsI Kofa NeKkapCTBEHHOrO Npenapara no aHaToMOo-TepaneBTUYECKO-XMMUYECKON Knaccudukaumy;

U3MEeHEHWs fiepXaTens unv BnagernbLa perncTpaumMoHHOro Y4oCTOBEPEHNS NIeKapCTBEHHOTO Npenapara, ero opraHM3aunoHHO-NPaBoBoO (hOPMbI;

N3MEHEHWS NPOV3BOANTENS!, €70 OPraHM3aLMOHHO-NPABOBOM (POPMbI, agpeca NPOM3BOAUTENS NEKAPCTBEHHOMo Npenaparta npuw yCroBuM CoOXpaHeHust
€ro NpVHAANEXHOCTU K rOCYAapCTBY - YneHy EBpa3ninckoro 3KoHOMMYECKOrO Co3a UM UHOCTPaHHOMY MPOM3BOAUTENID;

M3MEHEHUS HauMeHOBaHUM npon3BOACTBEHHbIX NNowanok, yyqacTBylOWMX B nMNpouecce npoms3BoacTBa JIEeKapCTBEHHOro npenapara, Wux
MECTOHaxX0XAeHNA Npn YyCNnoBUU COXpPaHEHUA UX NPUHaAONEeXHOCTU K rocyaapcTtBy - YIeHy EBpa3I/II7ICKOFO 9KOHOMUYECKOro coksa M UHOCTpaHHOMY
npoun3BoaAUTENIO;

U3MEHEHWsi HOMepa PerucTpaLyoHHOTO YAOCTOBEPEHUS NEKApCTBEHHOIO Npenapara;
U3MEHEHWSI LUTPUXOBOTO Kofa, HAaHECEHHOTO Ha BTOPUYHYIO (MOTPeBUTENbCKYI0) YNaKoBKy NEKapCTBEHHOIO Npenapara;

N3MEHEeHNA KOMMNMEKTHOCTU NeKapCTBEHHOro npenaparta (npm YyCnoBun OTCYTCTBUA U3IMEHEHUA ero Konundecrtsa BO BTOpI/ILIHOI?I (l‘lOTpGGI/ITeJ'IbCKOIZ)
yrnakoBke);

M3MeHeHus opMbl BbiNycKa MeKapCTBEHHOro npenapara, COnocTaBMMOW MO NlekapCTBEHHOW dopme, A03MPOBKe (KOHLEHTpauuu, akTMBHOCTU B
eouHuuax OencTBust) U obLiemMy KONMYecTBYy BO BTOPUYHOWN (MOTPeBUTENbLCKON) ynakoBKe (3a WCKMHYEHMEM CryyaeB, NpPedyCMOTPEHHbIX MYHKTOM 25
[NpaBun rocynapcTBEHHOW PErMCTRALIMMN Y NEREREIUCTRALIMN YCTaHABNMBAEMbIX NPOVU3BOANTENSAMU NIEKAPCTBEHHbLIX NPENapaToB NRPEAENbHbIX OTMYCKHbIX
LIEH Ha feKapCTBEHHble Mpenaparbl, BKAYEHHbIE B NEPEYEHb XKMU3HEHHO HEOOXOAUMBIX M BaXKHEMLINX NEKAPCTBEHHbLIX MPEnapaTtoB, YTBEPXKAEHHbIX
nocraHoeneHvem MpaButensciea Poccuiickonn Penepauimmn ot 29 oktsabps 2010 . N 865 "O rocynapCTBEHHOM pPEerynvpoBaHMKU LIEH Ha NEKapCTBEHHbIE

BHeceHve ykasaHHbIX M3MEHEHWI OCYLLUECTBNSIETCA Ha OCHOBaHUWM 3asiBMeHVs aepxaTtenst Wnu Brnajenbla perucTpauMoHHOro YAOoCTOBEpeHus!
iekapcTBeHHOro npenapata (YNnofHOMOYEHHOro MM Nnuua), NpeacTaBnseMoro Ha GymaxHoOM HocuTene (B 1 3K3emnnsipe) U B 3MeKTPOHHOM BuAae Mo
dopMe cornacHo npunoxeHuto, MuHucTepcTBoMm 3gpaBooxpaHeHust Poccuiickon ®epepauum 6e3 cornacoBaHus ¢ ®epepanbHON aHTUMOHOMOMbHOM
cnyx60li C coxpaHeHneMm nocreaHen 3aperncTprpoBaHHOW LieHbl Ha NeKapCTBEHHbIN Npenapar.

MuHucTepcTBO 3gpaBooxpaHeHus Poccuiickon degepaumm nNo pesynsratam BHECEHUS M3MEHEHWIN B PEECTPOBYIO 3amnvCb BbIAAET AepXaTento unm
BrnafenbLy perncTpaurMoHHOro yAOCTOBEPEHUSI NTEKAPCTBEHHOMO NpenapaTa (YNnosIHOMOYEHHOMY MM fULY) BbINUCKY U3 peecTpa.

[onyckaeTcs BHeceHne u3MeHeHWn B peecTp 6e3 cornacoBaHust ¢ ®egepanbHON aHTUMOHOMOMNBHOM CRYyXOOW C coXpaHeHWeM mnocrnenHewn
3aperMcTpupoBaHHON LieHbl Ha NeKapCTBEHHbIM NpenapaT WMHOCTPaHHOrO MPOW3BOACTBA MPW BHECEHUW W3MEHEHUS B PEeCTPOBYH 3anncb B 4acTu
N3MEeHEeHMWs1 UHOCTPaHHOTO NMPOM3BOANTENS Ha NPOV3BOAUTENS rOCyAapcTBa - YrieHa EBpasuiickoro SKoOHOMUYECKOro coto3a.

(AB3au B pepmakuuu, BBegeHHoW B Aencteue ¢ 17 gekabps 2019 roga noctaHoBneHvem [paButensctBa Poccuiickort Penepaumun ot 16 nekabps
2019 rona N 1683. - Cm. npeablayLLy peaakLmio)

COOTBeTCTBy}OLLI,VIe N3MEeHEeHNsa BHOCATCA B peeCTpPOBYHO 3anuchb C yKazaHnemM HoMepa U Aatbl BHECEHUA N3MEHEHUN.

8. MNpu BHECEHWM W3MEHEHWII B PEECTPOBYK 3anuCb B COOTBETCTBUM C NYHKTOM 7 Hactoauwmx [paBun B criyyae, ecnv B pamkax OfHOro
perncTpaumnoHHOro yA0CTOBEPEHUs! NIekapCTBEHHOMO Npenaparta 3aperncTpupoBaHO HECKONbKO MpeaenbHbIX OTMNYCKHbIX LeH NMpou3BOAaMTENnei Ha 3TOoT
NleKapCTBEHHbIA Npenapat C TakUMW Xe NeKkapCTBEHHOW (hOPMON, [03VPOBKOW M KOMMYECTBOM BO BTOPWUYHOW (NOTPEOGUTEMbCKOM) yMnakoBke, TO
NMocneaHsisi 3aperucTpypoBaHHasi LieHa onpeaensieTcsi C y4eToOM KOMMIEKTHOCTU FEKapCTBEHHOrO npenaparta, (PopMbl BbiMycka 1eKapCTBEHHOrO
npenapata ¥ CTpaHbl - MNPOW3BOAMTENS JIeKapCTBEHHOrO npenapaTta (MPOM3BOACTBEHHbIX NIOLLAA0K, Y4YacTBYHOLUMX B MpoLecce MNpou3BOACTBA
niekapCTBEHHOro npenapara).

9. CBefeHust o rocyaapCTBEHHOW perucTpauun (nepepeructpauum), obsizatensHon nepepermctpauum B 2019-2020 rogax npenenbHON OTNYCKHOW
LileHbl NPOM3BOAMTENS Ha NNeKapCTBEHHbIN NpenapaT NoanexaTt UCKITYEHUIO N3 peecTpa B criyyae:

(Ab3au B pepakumu, BBeAeHHoW B feicteue ¢ 17 gekabpsi 2019 roga mocraHoBnenunem [paeutensctBa Poccuiickon ®enepaumnm o1 16 aekabps
2019 rona N 1683. - CM. NpeablAyLLIYy0 PefaKLmI0)

a) npefcTaBneHus gepxaTtenem Wnu BragenbleM perncTpaumoHHOro YOOCTOBEPEHUS feKapCTBEHHOro npenapata (YNnofIHOMOYEHHOrO UM nuua)
3asBneHnss o6 MCKMYEHUN CBeeHWn U3 peecTpa B CBA3WM C OTCYTCTBMEM NeKapCTBEHHOro npenapaTta B obpallieHun Ha Tepputopum Poccuiickon
depepaunu;
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6) UCKMIOYEHUs NeKapCTBEHHOTO NpenapaTa W3 rocy4apCTBEHHOTO PeecTpa NekapCTBEHHbIX CPEACTB AN MeAULMHCKOTO NMPUMEHEHUS;
B) UCKIMIOYEHNSA NEKapCTBEHHOIO MNpenapara 13 NepeyHs X1U3HeHHO HEOBXOANMbIX 1 BaXHEWNLLIUX NIeKapCTBEHHbIX NpenapaTos;

r) MCTedeHUs cpoka rofHOCTM 3aperncTpupoBaHHoro B Poccuiickon deaepauun nekapcTBEHHOro npenapara, CPoK OeWCTBUS PermcTpaLyioHHOro
YOOCTOBEPEHWSI KOTOPOrO UCTEK;

) OTMEHbI PELUEHUsI O rOCyAapCTBEHHOW perucTpauum unu nepepervctpauun, obssatensHon nepepermctpauum B 2019-2020 rogax npegenbHON
OTMYCKHOW LieHbl NPOM3BOAMTENS Ha NEKAPCTBEHHBIV npenapar.

(MoanyHKT B pegakuumu, BBeaeHHow B Aencteue ¢ 17 gekabps 2019 roga nocrtaHoenenuneM [NpasutenbctBa Poccuiickon ®enepaumm ot 16 nekabps
2019 rona N 1683. - Cm. NpeaplAyLLYI0 peaaKLmio)

10. YnonHomo4eHHOE NUUO AepXaTensd unv Bnagenbla perncrpaumvoHHOro YAOCTOBEPEHNA NeKapCTBEHHOro npenaparta npeacraBndeT OOKYMEHT,
I'IOATBep)K,Ela}OUJ,VIVI €ro NoJIHOMO4MUA.

11. Mpu npuHATUM MuHUCTEPCTBOM 3A4paBooxpaHeHusi Poccuiickon Pepepaumm pelleHns o6 WUCKIIOYEHUW CBEAEHWU O rocyaapCTBEHHOMN
permcTpauum npeaenbHON OTMYCKHOW LieHbl NPOM3BOAUTENS Ha NEeKapCTBEHHbLIN NpenapaT COOTBETCTBYHOLLANA 3anvcb NPOU3BOANTCS B PeecTpe B TeYeHne
1 paboyero AHSA CO AHSA NPUHATUS TaKoro peLUeHusi C ykazaHWeM OCHOBAHWUS U AaTbl €ro NPUHATUS.

12. Peectp nybnukyetca Ha oduumanbHoMm canTe MuHuctepctBa 3gpaBooxpaHeHusi Poccuiickon depepaumm B MHGOPMALMOHHO-
TENEeKOMMYHUKaLMOHHON ceTu "MIHTepHeT" 1 0OHOBNSIETCS eXXeJHEBHO C COXpPaHEHUEM Ha calTe BCEX NpeablayLumnx peaakumin peecTpa.

13. WHdopmaums o 3apervcTpupoBaHHbIX MPEAeribHbIX OTMYCKHbIX LieHax MpPOM3BOAWTENEN Ha NeKapCTBEHHble MNpenaparbl pa3MellaeTcsl B
anTeyHbIX OpraHM3auusx B AOCTYMHOW Ansi BCEX 3aUMHTEPECOBAHHBIX MWL (DOPME C y4YeTOM TpynMMPOBKU MO MEXAYHapOAHbIM HENnaTeHTOBAHHLIM
HaVMeHOBaHWSIM NEKapCTBEHHbIX NPenapaToB.

14. CBeneHusi, cogepxalumecs B peectpe, SiBNSATCA OTKPbITBIMU 1 00LLeA0CTYNHBIMU U NPEACTaBNSATCA 3aUHTEPECOBaHHbLIM nuuam 6ecnnatHo no
MX NUCbMEHHbIM 3anpocaM B BUAE BbINUCOK M3 peecTpa B TeyeHue 5 AHel co AHS NOCTynneHns 3anpoca.

MpunoxeHue

k MpaBunam BegeHUA rocygapcTBeHHOro peecTpa
npeaenbHbIX OTNYCKHbIX LieH Npou3BoguTenen
Ha NeKapCcTBEeHHble npenaparbl, BKIOYEeHHbIe
B NnepeyeHb XXU3HEHHO HeOGXOAUMBIX U
Ba)XXHeMLUUX NeKapCTBEHHbIX NpenapaToB

(B peaakuuun, BBeAeHHOW B AeNCTBUE

c 17 peka6psa 2019 roga

nocraHoBneHuem lMpaButenbCcTBa

Poccuickon Penepauum

ot 16 nekabps 2019 rona N 1683. -

CM. NpeAblayLIYH0 peaakLuio)

(dhopma)

3AABINEHUE
O BHECEHUU I/I3MEHEI:|VII7I B PEECTPOBYIO 3ANUCH O TOCYOAPCTBEHHOW PEFTMCTPALUU NPEQENBbHbLIX OTNYCKHbIX LIEH
NMPON3BOAUTENEN HA NEKAPCTBEHHbIE MNPENAPATbI, BKNFOYEHHBLIE B NEPEYEHb XXKU3HEHHO HEOBXOAUMbIX U
BAXHEWLWINX NEKAPCTBEHHbIX NMPEMNAPATOB

3asasuTens

(HanmeHoBaHWe, NOYTOBLIV agpec, aapec ANEKTPOHHOW NOYTbI)
[epxatenb unu Bhnageney perucTpauMoHHOTO  YOOCTOBEPEHWUS  NEKapCTBEHHOMO
npenaparta

(HaMmeHoBaHWe, NMOYTOBLIN afpec, aapec AMEKTPOHHON NOYThI)

N n/n Cragus MpowussoguTtens Appec CtpaHa [ina poccuckmx HavnmeHoBaHve PeructpauuoH-
npoms- (HaumeHoBaHve) HOPUANYECKUX NNL - perucTpupy- HbIl HOMEp
BOACTBA NAEHTUDUKALMOHHBIN tOLLero opraHa
Homep
HanoronnarenbLuuka, Ans
MHOCTPaHHbIX
IOPMONYECKUX NNLL - KOA,
HanoronnarenbLyuka B
CTpaHe perucTpauum
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Ctpanuua 30

(MHKOpPMOpaLuK) unu ero
aHanor
1 2 3 4 5 6 7 8
N Homep MexgayHapogHoe Toprosoe JlekapcTBeHHas Obuwee MNpepenbHas LTpuxoson Kon Kog TH
n/n | peructpa- | HemaTEHTOBAHHOE, HaVMeHo- dopma, KONMMYecTBO OTMyCKHas LeHa Koa, ATX B3O
LIMOHHOTO nnm BaHue [031poBKa, BO npovssoguTens HaHEeCEHHbIN EASC
ynocToBe- rpynn1poBOYHOE, KOMMNEKTHOCTL™** BTOPWYHOW 3a Ha BTOPUYHYIO
peHusi UIn Xmmm4eckoe (notpebu- notpebuTenbekyto (noTpebu-
HaMMeHoBaHWe™ TEenbCKOW) ynakoBky** 6e3 TEnNbCKYyH0)
ynakoBke HOC (py6neiw) yNakoBKy
1 2 3 4 5 6 7 8 9 10
YNonHOMO4YeHHoe
nmuo
(p.u.0.) (momxkHOCTB) (nognuce)
KoHTakTHble Appec aneKkTpoHHou
TenedoHbl noyTbl

M.IM. (npn Hanu4yun)

* B cryyae OTCYTCTBUSI MeXOyHapOOHOro HenaTeHTOBAHHOTO HaVMEHOBaHWsl B PErYCTPaLMOHHOM YOOCTOBEPEHUM NEKapCTBEHHOrO npenaparta
yKa3blBaeTCs HaMMEHOBaHWE NeKapCTBEHHOro npenapara, MNpPesyCMOTPEHHOEe NepevyHeM XU3HEHHO HeoGXOAWMMBIX M BaXKHEWLIMX NeKapCTBEHHbIX
npenapaTos.

ykasbiBaeTca chopMa BbiMyCcka NEKAPCTBEHHOro mpenaparta, C y4eTOM KOTOPOW paccuMTLIBAeTCA MNpedenbHasi OTMYCKHas LeHa npoussoguTens 3a
noTpeBuTenbCKyHO YNakoBKY SIeKapcTBEHHOTO npenapara.

YTBEPXXOEHbI

noctaHoBneHuem lNpaButenbcTBa
Poccuimnckon ®enepaumm

oT 29 okTtabpsa 2010 rona N 865

(B pepakuumm, BBeOEHHOW B AeNCTBUE
¢ 28 ceHTa6ps 2020 roga
nocraHoeneHvem [paButenscrea
Poccuiickon ®enepauum

oT 24 ceHTabpsa 2020 rona N 1541. -
CMm. npenpiayLwyo penakumio)

NPABUNA YCTAHOBNEHUA OPTAHAMW UCNONHUTENBLHOW BNACTU CYEBLEKTOB POCCUNCKOW ®EQEPALIMU NPEAENLHbIX
PASMEPOB ONTOBbIX HAOBABOK M NMPEAEJNIbHbLIX PASMEPOB PO3HNYHbIX HALLBABOK K ®PAKTUYECKMUM OTMYCKHbIM
LEHAM, YCTAHOBJIEHHbIM NMPOU3BOANTENAMU NNEKAPCTBEHHbIX MPEMNAPATOB, HA NNEKAPCTBEHHbBIE MPEMAPATDI,
BKMIOYEHHBIE B NEPEYEHb XXU3HEHHO HEOBXOAUMbIX N BAXXHEWALLUX NEKAPCTBEHHbIX NPEMNAPATOB

1. OpraHbl UCNOMNHUTENBHOM BNacTu cybbektoB Poccuiickoin ®egepaum NpUHUMAT pelleHnst 06 yCTaHOBIEHUN U (UNW) U3MEHEHUN NPeaenbHbIX
pa3mMepoB ONTOBbLIX HaA0baBOK W NpeaenbHbIX Pa3MepoB PO3HMYHbLIX HAABbaBOK K hakTUYECKMM OTMYCKHbIM LieHam (6e3 yyeTa Hanora Ha gobaBneHHyto
CTOMMOCTb), YCTAHOBIIEHHbIM NMPOU3BOAMTENSIMU JIEKAPCTBEHHbIX MPEnapaToB, Ha NleKapCTBEHHbIE NpenapaTbl, BKMKOYEHHbIE B MepeyeHb XU3HEHHO
HEOOXOAMMBIX U BaXXHEWLUMX NeKapCTBEHHbLIX MpenapaTtoB (Janee COOTBETCTBEHHO - feKapCTBEHHblEe MpenapaTtbl, (hakTU4ecKne OTMYCKHbIE LEHbI
NpOW3BOAMTENEN, PELLEHUE), MOCIE COrNacoBaHUs NPOEKTOB peLleHuii ¢ PenepanbHON aHTUMOHOMOMBHOM CIyXO0A.

I'Ipe,qeanble pas3mMepbl ONTOBbIX HanbaBok U npeaenbHble pa3Mepbl PO3HUYHBLIX HanbaBokK K (baKTVI‘-IECKVIM OTNYCKHbIM LIeHaM I'IpOM3BO,D,I/1TeJ'IeI;1,
BblpaXXeHHble B MNMpoueHTax un ,D,I/Iq:)(*)epeHLlleOBaHHble B 3aBUCUMOCTU OT CTOMMOCTU JEeKapCTBEHHbIX npenapartoB, yCTaHaBNMBaKTCA B OTHOLUEHUU
opraHmsauMﬁ OnNTOBON TOProBin nekapcTtBeHHbIMKU Ccpencrtsamm (,qanee - OpraHusauun OnTOBON TOpFOBJ'II/I), anTe4yHblX OpFaHM3aLlMI7|, nHoneuayanbHbIX
npe,qnplel/lmaTeneVl, nMernwmnx nUUeH3n Ha ocyulecTerneHune d)apMaLleBTquCKOVI AeATernbHOCTU (,uanee - nHgmsuayanbHble npe}:l,anHmmaTenM),
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MELULMHCKUX OpraHu3aumii, MMeLMX FfMLEH3MM Ha OCYyLLECTBREHUEe dapMaLeBTUYECKON AesATENbHOCTU, U KX 060COBNEeHHbIX noapasfaeneHui
(ambynatopwii, denbalepckmx 1 enbawepcko-akyLLIEePCKUX NyHKTOB, LLEHTPOB (oTaeneHuii) obwei BpadyebHol (CeMenHoM) NPakTKK), pacrnofioKeHHbIX
B CENMbCKUX MOCENEHUsIX, B KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHusauuu (Oanee - MeaWUMHCKUE OpraHusauum), OCYLLECTBASIIOLMX peanu3auuto
NeKapCTBEHHbIX NpenapaToB Ha TeppuTopumn cybbekToB Poccuickon degepaunn.

2. OpraHbl UCMONHUTENBHOW BracTn cyobekToB Poccuiickon ®enepaummn yctaHaBnMBakT NpeaesibHble pa3Mepbl ONTOBLIX HAA0aBoOK U NpeaernbHble
pa3mepbl PO3HWUYHbIX HaABGaBOK K (haKTUYECKMM OTMYCKHbIM LieHam NpousBoauTeniel B COOTBETCTBMM C METOAMKOW, yTBepkaaemon depepanbHoi
aHTMMOHOMNOMNbLHOM cnybou (aanee - MeToguka), MCXoast U3 cnefyLmnX NPUHLMMOB:

a) Bo3MeLLeHVe opraHM3aLmnsam onTOBO TOProBMW, anTeYHbIM OpraHn3aumuamM, MHAMBUAYaNbHLIM NpeanpuHUMaTensaM U MEQULUHCKUM OpraHu3aumsam
3KOHOMMYECKN OBOCHOBAHHbIX 3aTPaT, CBA3aHHbIX C 3aKYMKOW, XpaHEHWEM U peanu3sauueit NekapCTBEHHbIX NpenapaTos;

6) ydyer pasmepa npubbinu, Heobxogumonm Ans obecneyeHUs oOpraHu3auuyi OMTOBOW TOPrOBMW, anTeYHbIX OpraHu3auun, WHAMBUAYAaNbHbIX
npeanpuHUMaTenen n MEOUUMHCKUX OpraHvM3aunii cpeactBaMm Ha obcnyxmBaHe NPUBMIEYEHHOTO KanuTtana u puHaHcMpoBaHWe Apyrnx 060CHOBaHHbLIX
pacxopos;

B) y4eT B CTPYKType HaabaBoK BCeX HaroroB 1 MHbIX 0b6si3aTenbHbIX NaTexen B COOTBETCTBUM C 3akoHoAaTeNbLCTBOM Poccuiickon ®eaepauum.
3. OpraH ucnonHuTenbHoOM BNactu cyobekta Poccuiickon ®enepaummn HanpasnsieT NPoekT pelleHus B GegepanbHy0 aHTUMOHOMOMbHYH CITyXO0y.

4. K npoekTy pelueHus npunararTcs crnefyllme [OKYMEHTbl, 3aBEPEHHbIE PYKOBOAMTENEM WM 3aMecTUTENeM pPyKOBOAMTENs opraHa
MCMNONHUTENBLHON Bnactu cybbekta Poccuiickon denepaumm:

a) NOACHUTENbHAA 3anncka, cogepxalwasa B TOM 4ucne o6ocHOBaHNe HeobXxoaAMMOoCTH YCTaHOBIIEHUA UM nepecMoTpa npeaesibHbIX pa3mMepoB
ONTOBbIX HaA6aBoK U npeaenbHbIX pa3dMepoB PO3HUYHbIX HagbaBok K CbaKTVILIeCKVIM OTNYCKHbIM LieHaM I'IpOVISBO,D,VITeJ'IeIh;

6) pacyeTbl NpeaenbHbIX pasMepoB OMTOBbIX HAAOaBOK W MpeaenbHbIX PasMepoB PO3HUYHBLIX HaabaBOK K (haKTUYECKMM OTMYCKHbIM LieHam
Npou3BOAMTENEN, OCYLLECTBMNEHHbIE OPraHOM WCMONHUTENbHOW BnacTu cybbekTa Poccuiickon ®denepauum B COOTBETCTBUM C METOAMKOW, NO hopmam,
YyTBEPXOEHHbIM  MeTOAMKOW, B opmaTe 3MeKTPOHHbIX WabnoHoB ®eaepanbHOW rOCyAapCTBEHHON MHMOPMaUMOHHOMW cucTeMbl “"EamHas
MHpOPMaLMOHHO-aHanMTM4eckas cuctema”.

5. MpoekT pelleHust ¢ NpunaraemMbiMu K HeMy OOKYMEHTaMW, ykasaHHbIMW B NyHkTe 4 Hactoawmx [paswun, npeacTaensietcss B deeparnbHyto
aHTUMOHOMONMNbHYIO CMyXGY B MMCbMEHHOM BUAE WM B BUAE 3NEKTPOHHOTO AOKYMEHTa, NMOAMUCAHHOTO YCUMEHHOW KBanuULMPOBAHHON 3NEeKTPOHHO
NOAMUCHIO, a TakKe Ha afpec ANEeKTPOHHOMN NodTsl defeparnbHON aHTUMOHOMOMBHOM CYXObI.

MpoekT peLueHust pernctpupyetcsi B defepansbHo aHTUMOHOMOMBHOM Cryx6e B yCTaHOBMNEHHOM NOPsiAKE.

6. denepanbHas aHTUMOHoMNonNbHas cnyx6a B TevyeHne 30 pabounx OHEW €O [OHS perucTpauumM MNpoekTa pelleHus HanpaensieT B opraH
MCMonHUTenbHON Bnactn cybbekta Poccuiickon ®depepauuy MPUHATOE €10 peLleHVMe O COrfacoBaHWM MpoekTa pelleHns nmbo o6 oTkase B ero
cornacoBaHum.

7. B cnyyae HeobXxoAMMOCTY YTOYHEHUS 1 (UNK) OOMOMNHEHNS CBEAEHWI, CoAepXalluXCca B AOKYMEHTaXx, yKa3aHHbIX B NyHKTe 4 HacToawmx [Npaswmn,
opraH ucnonHuTenbHoW Bnactu cybvekta Poccuicko ®egepauuy npeacTaBnseT no 3anpocy PegepanbHON  aHTUMOHOMOMBHOW  CryKObl
COOTBETCTBYIOLLYIO JOKYMEHTArNbHO 0POPMIIEHHYIO0 MHbOpMaLMIO.

Cpok npeacTaBneHns opraHoM MCMOMHUTENBHOM BnacTu cybbekta Poccuiickon ®eaepauum 3anpoLlleHHoW uHgopMaummn He MOXeT npesblwate 15
pabouunx gHer co AHA nony4yeHus 3anpoca degepanbHoOM aHTUMOHOMONBHOW CYXObI.

Mpu aTOM OBLUMIA CPOK PACCMOTPEHUSI AOKYyMEHTOB deneparnbHoii aHTVMOHOMONMbHOW CryXG0oM He MOXeT MpEBbIATb CPOK, NPeLyCMOTPEHHbIN
NyHKTOM 6 HacTosiLux MpaBun 1 ab3alem BTOPbIM HACTOALLEro MyHKTa.

Mpu HemocTynneHnn OT opraHa UCMONHUTENbHOW BriacTu cybbekta Poccuiickon degepaumm B yCTaHOBIEHHBIN CPOK 3anpOoLLUEHHON AOKYMEHTarnbHO
odopmneHHon uHdopMaunm depepanbHasg aHTUMOHOMOMNbHAaA cnyxba B TeyeHue 5 pabouvx OHEN CO OHS McTeyeHus obLlero cpoka npuHMMaeT
pelueHve 06 OTkase B COrMacoBaHNW NPOEKTa peLleHus.

8. OcHoBaHUsSIMM A1l OTKa3a B COrnacoBaHum NnpoeKkTa peLlleHnsa ABnATCA:

a) HeCOOTBETCTBME pPacYETOB NpeaeribHbIX pa3MepoB ONTOBbIX HAAOABOK M NMpeaenbHbIX pa3MepoB PO3HUYHBLIX HAA0aBOK K (haKTUYECKUM OTMYCKHBbIM
LieHaM Npou3BOAMTENEN pacyeTam, NpeayCMOTPEHHbIM METOANKOM;

6) npeacrtaeneHne B Cl)e/:lepaanylo AHTUMOHOMNOJ1bHYHO cny>|<6y YKa3aHHbIX B NOYHKTE 4 Hactoawmx [Mpasun OOKYMEHTOB, coepXalinx
HeOOCTOBEpPHble CBeAEeHUA,

B) OTCYTCTBME B nNpeactaBfieHHbIX OOKYMEHTax CcBeAEeHNN, Tpe6yeMb|x B COOTBETCTBMU C METOAUKON;

r) npeacraBneHne HenonHoOro KoMnekTa JOKYMEHTOB, YKa3aHHbIX B MYHKTE 4 Hactoawux MNpaswun;

[) HenocTynneHne oT opraHa WCMOMHWUTENbHOM BnacTu cybbekTa Poccuiickon Pepepaumm B CPOK, YCTaHOBMEHHbIA ab3auem BTOpbIM NyHKTa 7
HacToauwux Npaeun, 3anpoLleHHON JOKYMEHTanbHO 0OpPMIIEHHOW MHOPMaLUN.
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9. MHdopmaumss o cornacosaHun nmbo o6 oTkase B cornacoBaHun PefepanbHON aHTUMOHOMOMBHOW CrYXO0M NpoekTa pelleHns He nosgHee 3
paboumx OHEn co AHS MPUHATUSI pelleHust pasmeluaetcs Cnyxbol Ha ee odumumanbHOM caiTe B MHOPMAaLMOHHO-TENEKOMMYHUKALMOHHOW CeTu
"UHTepHeT".

10. OpraH ncnonHuTenbHoW BrnacTn cybbekta Poccuiickon Penepaummn npuHMMaeT pelueHne B CpoK, He npesbiiarolwmnin 10 paboumx gHew co AHsS
npuHATUS PegeparnbHONM aHTUMOHOMOMBHOM CIYX00W peLUeHNs 0 COrmacoBaHNM NMPOEKTa pPeLLeHUs.

11. OpraH ucnonHuTenbHol BnacTu cyGbekta Poccuiickort defepaumy B TedeHne 3 pabouvx OHEN CO OHSI MPUHSATUS pelleHust NPeacTaBnsieT B
depepanbHylo aHTUMOHONMOMbLHYIO CMYXOY KOMUIO pelleHusl, a Takke HanpaBnseT Konuio pellenus B defeparnbHylo aHTUMOHOMNOMBHYO Cryx6By Ha ee
afipec 3NeKTPOHHOW MOYTHI.

12. OpraH vcnonHutensHomn BrnacTn cybbekta Poccuiickon ®enepaumm He MeHee vem 3a 10 pabounx gHen OO0 AHSA BCTYMNMEHUS B CUMY pPeLUeHus
pasmMeLLaeT MHOpMaLMIo O MPUHATOM PELLEHUM HA ero opuuManbHOM canTe B MHOPMaLMOHHO-TENEKOMMYHMKALMOHHOW ceTu "UHTepHeT".

13. 3a npeacTaBneHve B PeaepanbHyl0 aHTUMOHOMOSMBHYIO CRyXOy [AOKYMEHTOB, COAepXKaliyx HeOoCTOBEpHble CBedeHWsi, PyKOBoAWTerb
(3amecTuTENb PYKOBOAMTENS) OpraHa WCMOMHUTENbHOW Bnactu cybbekta Poccuiicko ®depepauum HeceT OTBETCTBEHHOCTb, MNPELYCMOTPEHHYHO
3akoHogaTenbcTBoM Poccuickon degepaumn.

YTBEPXOEHDbI
noctaHoBneHuem lNpaButenbcTBa
Poccuinckon ®enepaummn
ot 29 okTAb6pa 2010 roga N 865
JononHuTenbHO BKIIOYEHbI
c 28 ceHTA6pA 2020 ropa
nocraHoeneHvem lpasutenLcTBa
Poccuinckoun Penepauumn

oT 24 ceHTAabpa 2020 rona

MPABUIA ®OPMUPOBAHUA OTIMYCKHbIX LLEH HA JIEKAPCTBEHHBIE MPEMNAPATbI, BKIKOYEHHbIE B MEPEYEHb XXU3HEHHO
HEOBXOOUMbIX N BAXXHEULUNX NEKAPCTBEHHbIX NMPEMAPATOB, OPFTAHU3ALIUAMM ONTOBOU TOPIrOBJIUA, ANTEYHBIMU
OPTAHU3ALUMAMU, UHONMBUAOYATIbHbIMU NPEONPUHUMATENAMUA U MEOUUMHCKUMU OPTAHU3ALUMAMU

1. OpraHusaumm OMTOBOM TOProBMM Jl€KapCTBEHHbIMWM CPEeACTBaMU (Janee - OpraHuW3auuMy OMTOBOW TOProBMM) OCYLLECTBASIOT peanu3auuio
NeKapCTBEHHbIX NpenapaToB, BKMOYEHHbIX B NepeyYeHb XU3HEHHO HEODXOAMMBIX M BaXKHEWLIMX NeKkapCTBEHHbIX NpenapaTtoB (Janee - nekapcTBeHHble
npenaparbl), Mo LeHaM, ypoBeHb KOTOpbIX (6e3 yyeTa Hanora Ha 406aBnNeHHY0 CTOMMOCTb) He AOIMKeH NpeBbIwaTb CyMMY hakTUYEeCKON OTMYCKHON LieHbI
NpPOV3BOAUTENS NEKapCTBEHHOro npenapata (aanee - chakTnyeckas OTNyckHas LeHa NpOW3BOAMTENS), HE NPEeBbILIaloLEen 3aperMcTpupoBaHHON Mnn
nepeperncTpupoBaHHOW NpeaernibHOM OTMYCKHOM LieHbl NPOU3BOAMTENS (Ha AaTy peanu3aummn nekapcTBEHHOro npenapara npovssoguTenem), 1 pasmepa
onTOBOW HaabaBku, He MpeBbILIAOLLEN pa3mepa NpedenbHo ONTOBOW HaabaBku, yCTaHOBMEHHOW B cybbekTte Poccuiickon ®enepaummn. OpraHmsaumm
ONTOBOW TOPrOBMW Y4YMTHIBAKOT Haror Ha AoOaBMEHHYH CTOMMOCTb B LEHE peanu3auunm fekapCTBEHHOro npenapata B Mopsiake, YCTaHOBMEHHOM
3akoHogaTenscTBoM Poccuiickon denepaumm.

2. CyMMapHsbIii pa3aMep ONToBbIX HaAbaBoK, Noanexalunx NpUMEHEHWI0 BCEMU OpraHM3aumsiMmu ONTOBOW TOProBMW, y4acTBYOWMMU B peanuaauum
nekapcTBEHHOro npenaparta, pacCyuTaHHbIn UCXOAS M3 DaKTUHECKOW OTMYCKHOW LieHbl NPOW3BOAMTENS, He [OOMKEH MpeBbllaTb COOTBETCTBYIOLLMIA
npegenbHbI pa3Mep OMTOBOM HaabaBku, YCTaHOBMEHHBIM OpraHOM WCMONMHWUTENbLHOW Briactu cybbekta Poccuiickon depepaumu, Ha TeppuTOpuio
KOTOPOrO OCYLLECTBNSETCS NOCTaBKa NekapCTBEHHOIO npenapara.

3. OpraHusauumM OnNTOBOW TOProBMNW, WMEIOLME CTPYKTYPHblEe MOAPa3feneHus PO3HUYHOW TOProBMnW, MOryT (POPMMPOBATb PO3HWUYHbIE LiEHbI Ha
niekapcTBeHHbIe npenapaTbl C NPUMEHEHNEM OOHOBPEMEHHO OMTOBOW W PO3HWYHOM HaAbaBoOK K (hakTUHECKOW OTMYCKHOW ueHe npowu3dsoauTtens (6es
Hanora Ha J06aBneHHy CTOMMOCTb), CyMMapHbI pa3Mep KOTOPbIX HE [AOSHKEH MNpeBbllaTb NpefesnbHbId pa3Mep ONTOBOW M PO3HUYHOW HaabaBok
COOTBETCTBEHHO, YCTAHOBMEHHbIX B cyObekTe Poccuiickon Penepaumm, Npu ycrosuv BeAeHUST pa3aenbHOro yydeTa onToBOW U PO3HUYHOW TOPTroBIN.

4. OpraHusaumu ONTOBOW TOProBNW, peanuaytlolime NnekapcTBEHHble npenapaTtbl NoTpebuTensim no AoroBopy KOMWMCCUMM (KOMWUTEHTbI) OT MMEHM
opraHu3auMin  PO3HUYHOW TOProBMM (KOMUCCUOHEPOB), MOryT OPMMPOBAaTbL OTMYCKHYIO LEHYy Ha §eKkapCTBEHHbI npenapar C MNpUMEHEHnem
OHOBPEMEHHO OMTOBOW M PO3HUYHOWN HaAGaBOK K haKTUYECKOW OTMYCKHOWM LieHe NpOon3BOAWTENSs, CyMMAapHbI pasmep KOTOPbIX HE AOMMKEH MpeBbILaTh
npegernbHbIA pasMmep ONTOBOW U PO3HUYHON HaabaBOK COOTBETCTBEHHO, YCTAHOBMEHHLIX B cyobekTe Poccuiickon degepaumm.

5. AnTeyHble oOpraHu3auuu, WHAMBUAyaslbHble NpeanpuHMMaTeny, UMelWwMe NUUEH3NI0 Ha dapMaueBTUYeckylo AesTeNnbHOCTb (ganee -
HAMBUAYanbHble NpeanpuHMMaTenu), MeauuuHCKME opraHvM3auuy, UMerLme NUUeH3nio Ha apmaleBTUYecKylo AesTENbHOCTb, U X 060Cco6neHHble
nogpasgenexust (ambynatopuu, denbaliepckue n genbalepcko-akyLepckme NyHKTbI, LEHTPb! (OTAeneHus) obuien BpayebHol (CeMenHom) NpakTuku),
pacrnonoXeHHble B CENbCKMX HACENEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuHble opraHu3aumu (ganee - MeOWUMHCKUE OpraHusaumu),
OCYLLECTBMSAT peanu3aunio NekapCcTBEHHbIX NpenapaTtoB MO LeHaM, YpoBeHb KOTopbix (6e3 yyeTa Hanora Ha o6GaBrneHHyl CTOMMOCTb) He OOIKeH
npeBbIlaTbh CyMMY (haKTU4eCKOM OTMYCKHOW LieHbl MPOM3BOAUTENS, HE MPEBbILIAIOLLEN 3apErMCTPUPOBAHHOW UNU NEPEPErMCTPUPOBAHHON NpeaenbLHON
OTNYCKHOW LieHbl NPOM3BOAUTENS (Ha AaTy peanusauuy nekapCTBEHHOro rnpenapaTta npoussoauTeniem), U pa3vep OnNToBoW HaabaBku u (Mnun) pasmep
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PO3HWYHON HagbaBKW, He MpeBbllLALWUX COOTBETCTBEHHO pa3Mep MpedernbHO OnToBOW HaabaBkuM M pasMep MpederibHOM PO3HWYHOM HapbaBku,
yCTaHOBMNEHHbIX B cybbekTe Poccuiickoin Pepnepaumn. AnTeuHble OpraHv3aumuv, MHAMBUAyasbHble NPeanpuHUMATENV U MEAULMHCKUE OpraHu3aumm
yYnTBIBAOT Hanor Ha Ao6aBreHHyl CTOMMOCTb B LEHe peanu3aumu nekapCcTBEHHOro npenapaTta B NOpsiAke, YCTAaHOBMEHHOM 3aKOHOAATeNbCTBOM
Poccuinckon ®egepaumn.

6. Paavep po3Hn4HOW HaabaBKu, pacCcHMTaHHbIN UCXoast M3 DaKTUYECKOWM OTMYCKHOMW LieHbl MPOM3BOAMTENS, Noanexallyin NpUMEHEHNI0 anTeYHbIMK
opraHusaumsimm, WHAMBMAYalbHbIMW MPeanpuUHUMaTENSAMU U MEAULMHCKUMU OpraHu3auusMi, OCYLLUECTBMSIOLMMU peanu3aumio eKkapCTBEeHHbIX
npenapartoB Ha TeppuTopun cybbekta Poccuiickon ®enepaumm, He AOMKEH MPEBbIWATL COOTBETCTBYIOLMI NPeAenbHbIA pasMep PO3HUYHOW HaabaBky,
YCTaHOBMEHHbI OpraHOM UCMONHUTENBHOW BNacTu atoro cyobekta Poccuiickon depepaumm.

7. Mpn hopMMpPOBaHUM OpraHM3aLMsiMi ONTOBOM TOPrOBMU, anNTEYHbIMU OpraHU3auMsMU, UHAMBUAYaNbHBIMW NpeanpuHMaTensaMm 1 MeauuMHCKUMA
opraHu3aumsimy OTMYCKHbIX LieH Ha JleKapCTBEeHHble npenapaTbl C NMpPYMEHEHWEM NpefernbHbIX PasMepoB OMTOBLIX HaabaBok M (Mnu) npedenbHbIX
pa3MepOB PO3HUYHbLIX HAAGABOK TaKWe OTMYCKHbIE LieHbl OKPYIMATCS N0 MaTeMaTUYeCKUM npaBuiiam OKpYITeHUst 4o COThIX YacTei py6ns. Mpu pacyete
NPYMEHEHHBIX TakKUMK OpraHW3auusMi U UHAMBUAYaNbHLIMU NpeanpuHUMaTENsaMyM HagbaBok OOMYyCcKaeTcs MOrpeLlHOCTb, He MpeBbillatoLlas pasmep
OKpYTIeHus!.

8. lMopa cakTnyeckon OTMYCKHOW LIEHOW NPOU3BOAMTENSA Ha NeKapCTBEHHbIN npenapaT rocyaapcTsa - YneHa EBpasvMncKoro 3kOHOMMYECKOro cok3sa
noHumaeTtcs ueHa (6e3 Hanora Ha A00aBMeHHY CTOMMOCTb), yka3blBaeMasi NpoV3BOAMTENEM B COMPOBOAUTENbHON AOKYMEHTauuuW Ha ToBap W He
npeBbILaoLLan 3aperncTpMpoBaHHy UK NEPEepPerncTPMpPOBaHHYIO NpeaerbHY OTMYCKHYHO LEHY NPOU3BOAMTENS Ha NeKapCTBEHHbIN NpenapaT Ha aaTy
nepefayn poccuinckomy nokynaTento (YnoriHOMOYeHHOMY UM nuuy). Mpu aToM hakTudeckas OTnycKkHasi LieHa NpPou3BOANTENS, ykasaHHas B MHOCTPaHHOM
BantTe, nepecyutbiBaeTcs B py6nm no kypcy LleHTpanbHoro GaHka Poccuiickonn depepaumu Ha gaTy nepefadv NeKapCTBEHHOrO npenapata
Npou3BOAUTENEM rocydapcTBa - udneHa EBpasuiickoro 9KOHOMWMYECKOTrO COK3a POCCUIACKOMY MNOKynatemnto (YNONMHOMOYEHHOMY WM  fvuy) Mo
nepefaToyHOMy akTy UM MHOMY aHanorMyHOMY JOKYMEHTY.

Mopn daxkTMyeckow OTMYCKHOW LIEHOM MHOCTPAHHOrO MPOW3BOAMTENS (3a WCKIIOYEHVMEM NpPOU3BOAMTENEN rocyaapcTB - uneHoB EBpaswiickoro
9KOHOMMYECKOrO CO3a) Ha JleKapCTBEHHbIM npenapaT noHumaetcs ueHa (6e3 Hanora Ha [obaBneHHyl CTOMMOCTb), yKasblBaemasi MHOCTPaHHbIM
Npov3BOAMTENEM NEKApCTBEHHOTO npenaparta B COMNPOBOAMTENIbHOW [OKYMEHTaUMM Ha TOBap, HA OCHOBaHMWM KOTOPOW OMOPMISIETCH TaMOXEHHast
Aeknapauus, C y4eToM pacXOfoB, CBSI3A@HHbIX C TAMOXEHHbIM OOpMIEHMEM rpy3a (YNnaTol TaMOXEHHbIX MOLWMH U COOpPOB 3a TaMOXEHHOe
odopmMreHne), He MpeBbillaoWas 3aperucTpMpoBaHHY0 WKW NepeperncTpupoBaHHylo NpPEeAenbHY0 OTMYCKHYIO LeHy MpOU3BOAWUTENS Ha 3ToT
nekapCcTBeHHbIV Npenapar Ha AaTy BbiNycka TOBapa, yka3aHHyo B TAMOXEHHOW Aeknapauun.

Mpu atom chakTnyeckas OTNyckHasi LeHa Npou3BoAMTENs, 3afeKnapupoBaHHas B MHOCTPaHHOW BamnTe, NepecyuTbiBaeTcs B pybomu no Kypcy
LleHTpanbHoro 6aHka Poccuiickon ®egepauum Ha AaTy opopMIeHnss TaMOXEHHON Aeknapauumu.

9. Peanusauus NeKapCTBEHHbIX npenapaTtoB oOpraHu3aunamu OnTOBON TOproenn, anTte4YHbiMM  OpraHu3auunamMu, uvHOMBUAYaIlbHbIMU
npeanpuHnMmarenaMmm u MeaumumHCKMMU opraHu3aumaMn OCyLlecTBNAeTCA Npu Hann4dnuyu NpoTOKOMa cornacoBaHUA LEeH MOCTaBKM JNEeKapCTBEHHbIX
npenaparoB, COCTaB/iEHHOro no q)opme COrmacHO MNpuUIoXeHW, 3a WUCKNKYeHMEeM nNneKapCTBEHHbIX npenapaTtoB, KOTOpble He ObINM BKMOYEHbI B
nepevyeHb >XW3HEHHO HEOOXOAMMBIX U BaXKHEMLLMX NeKapCTBEHHbIX MpenapartoB Ha JaTty ux an06peTeva YKa3aHHbIMW OpraHusaumamm wu
nHanBuayanbHbIMU NpeanpuHuMaTenamu.

10. lNMpoTokon corracoBaHWs LeH MOCTaBKW NEKapCTBEHHbIX MpenapaToB MOXET ObITb CO34aH B Buae QJIEKTPOHHOIo AO0KyMeHTa, nognnucaHHoro
yCVII'IeHHOVI KBan“uUUMPOBAHHOW 3rEKTPOHHOW NOANNCHIO YNOJTHOMOYEHHbIX UL NOCTaBLUMKa 1 NoKynaTen4d.

MpunoxeHne

k MpaBunam ¢popMnpoBaHMA OTNYCKHbIX LieH

Ha NeKapcTBeHHble npenaparbl, BKIMOYEeHHbIe

B NepeYeHb XXU3HEeHHO HeOBXOAUMbIX N BaXKHEMLUUX
NeKapCTBeHHbIX NpenapaToB, OpraHu3aLuamMm
ONTOBOW TOProBsin, anTe4YHbIMXU OpraHu3auusamm,
MHAUBUAYANbHbIMU NpeanpUHUMaTeNAMN 1
MeAULMHCKUMM OpraHu3auusimm
(AlonONHUTENbLHO BKJIOYEHbI

c 28 ceHTA6GpA 2020 ropa

noctraHoBneHuem MpaButenbcTBa

Poccuiickon Penepauuun

oT 24 ceHTa6pa 2020 rona N 1541)

MPOTOKOJ COINMACOBAHUA LIEH NOCTABKU JIEKAPCTBEHHbBIX NPEMAPATOB, BKITFOYEHHbIX B NEPEYEHb XXU3HEHHO
HEOBXOANMbIX N BAXXHEULLNX NEKAPCTBEHHbIX NMPEMAPATOB

nocTaBLUMK (OpraHM3aLsa onToBOW TOProsnn)

nony4aresb (OpraHu3aumns ONTOBOM TOPrOBIIW UM OpraHM3aumns PO3HUYHOM

Toprosnul)
Mexay- Toprosoe Ce- | Mpowus- | 3aperuct- | Gaktuyeckas | [ata OTnyckHas LieHa Paamep OtnyckHast LieHa CymMMmapHblit Pa3mep dakTnyeckasn
HapogHoe | HaumeHo- | pws BOAW- | pupoBaH- | OTMyckHas | peanu- opraHu3auum ONTOBOM opraHv3aumum pasmep PO3HUYHOM OTMyCKHas
HenateH- BaHwe, Tenb Has LieHa, 3auum Hap6aBku OMTOBbIX Hap6aBku LieHa
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Ctpanuua 34

TOBaHHOE | nekapcT- npegenb- | ycTaHoB- Mpous- | OMTOBOM TOPTOBMM | OPraHM3aUMM | onrooii Toprognu8 | HAADABOK | OpraHM3aLuy | OpraH3aLn
HaMMeHo- BEHHas Has NeHHas BOaMTE- 56 ONTOBOM OpraHu3aumuit | PO3HUYHON PO3HWUYHO
BaHue topwma, OTNyCKHas |  MpOM3Bo- nem4 TOProBiM OMTOBOIA ToproBnu | Toproemnyu Ge3
(XvMmu- | BO3MpPOBKa, LieHa auTenem 8,9 TOProBAU HOC
4eckoe | KoM4ecTBO npouBo- | (py6neit)3 7,10 (py6bren)
unm
rpynnu- | B noTpebu- putens | 6e3 c YCH | 6es c B B | YCH | 6es3 c B B B B | YCH | Ge3
POBOYHOE) | TENbCKOM (pybren) | HOC | HAOC 11 | HOC | HAC | npo- | py6- 11 | HOC | HAC | npo- | py6- | mpo- | py6-| 11/ | HAC
ynakoske, 2 (py6- | (py6- (py6- | (PYO- | (py6- | uen- | nax | (pg. | (PYO- | (PYO- | ueH- | nax | ue- | nax | gy | (PY6-
LUTPUXOBOW nei) | nei) neii) nei) | nen) | Tax neit) nen) | nen) | Tax Tax 1 nen)
kon
(py6-
nei)
1 2 3 5 6 7 8 9 10 1 12 13 14 15 16 17 18 19 20 21 22
(noanmMch YNoNHOMOYEHHOro Nuua d.n.0. (noAnMch YNomHOMOYEHHOro .m0

MoCTaBLLMKa - OpraH13aLum
OMTOBOW TOPrOBNM)

nua

nony4arens - opraHusauum

OnTOBOM

TOProenv Unu opraHusavm

PO3HWUYHOM

TOproBnu ! - ykasaTb HyXHOE)

" 20

M.M.

1 AnTeyHble OopraHu3auuun, nHauMBMOyanbHble npeanpuHumaTeny, UMelolue nUUEeH3NK Ha (*)apMaLLeBTI/NeCKyIO [eATenbHOCTb, MEAUUMHCKUE OpraHu3auuun, UMeELLMe nuUeH3Nlo Ha

(hapMaLEeBTMYECKYI0 esTenbHOCTb, U MX 060cobneHHble noapasneneus (ambynaropuw, denbawiepckvue M (enbAwepcko-akyLepckue NyHKTbl, LEHTPbI (OTaenenus) obluedt BpayebHo
(cemeitHom) NpaKTVKK), pacnoNOXEHHbIE B CENMbCKUX HACENeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3aLim.

2 3aperucTpupoBaHHasi MpenenbHas OTMyCKHash LieHa MPOM3BOAMUTENS Ha NEKapCTBEHHbI Npenapar Ha AaTy peanusauui NekapcTBEHHOrO mpernapata Npou3BOAUTENEM Ha TEPPUTOPUM

Poccuiickon ®egepaum.

3 an YCTaHOBNEHUN LieHbl MHOCTPaHHLIM npou3soauTenem (*)aKTVI‘-{eCKaFI OTNyCKHaa LeHa Ha J'IeKapCTBeHHbIVI npenapar ykasblBaetTca C y4eTom TaMOXEHHON MOLMUHbI W CGOpOB 3a

TaMOXEHHOe 0pOpMnEHHe.

4 [lata peanu3auum nekapCTBEHHOTO Npenapara NPOM3BOANTENEM Ha TeppuTopun Poccuiickoil defiepaun.

5 Tpu 3anonHeHUM opraHM3aLyelt ONTOBOW TOPTOBMM, KoTopasi MpuoGpena NekapCTBEHHbI NpenapaT y MpOM3BOAUTENS, Yka3blBAeTCs LieHa peanuaaLyu NekapcTBEHHOro npenapata

opraHu3aLuelt onToBOW TOProBMX.

6 an/I 3anonHeHun opranmaau,melh ONTOBOM TOproenu, kotopas npmoﬁpena ﬂeKapCTBeHHbll;l npenapar y ﬂ,pyl’OVl OopraHu3auumn ONTOBOM TOProenu, ykasblBaeTca LieHa I'IpVIOﬁpeTeHMﬂ .

IeKapCTBEHHOrO npenapara.

7 3anonHsieTcs kaxioit OpraHu3aLiMeil ONTOBOV TOPTOBNM, KOTOPAst peanuayeT NekapcTBeHHbIN npenapar.

8 3anonusetcs opraHmaaU,weﬁ ONTOBOW TOproenu, kotopasa ano6pena J'IeKapCTBeHHbIIZ npenapary ,qpyr0|71 opraHu3auumn ONTOBOM Toproenu.

9 B cyyae peanu3auui opraHu3aLmeil ONTOBOA TOPTOBNM NIEKAPCTBEHHOTO NPpenapara o LEHE HUKe LgHbl ero NpuoGpeTeHns ykasbiBaeTcs Mpoyepk.

10 B cnyyae peanu3aumy opraHu3aLmeit ONTOBON TOPrOBNW NekapcTBEHHOTO Npenapata Mo LieHe HKe (hakTUYeCKo OTMYCKHOI LgHbl NPOM3BOAKTENS YKa3bIBAETCS NPOUEPK.

11 YnpoLLeHHast cucTema HanorooBnoXeHus.

12 EQuHBIN HAnor Ha BMEHeHHbI [1oXoA.

MpumeyaHue. Mpadbl 1-8 3anonHATCA opraHnsaumert ONTOBOM TOProBnM, koTopas npyvobpena nekapCcTBEHHLIN Npenapat y Npov3BoanuTens.

WHdopmaums, ykaszaHHaa B rpadax 1-8 opraHu3aumer OnToBOW TOProBnu, KOTopas mpuobpena nekapCTBEHHbIN npenapat y Npou3BOAUTENS,
ykasblBaeTcsi 6e3 M3MEeHeHMWI BCEMU ONTOBLIMY OpraHU3aLusiMm, y4acTBYHOLLMMY B peanu3auum nekapcTBEHHOTO npenapara, B 06s3aTenbHOM nopsiake.
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YTBEPXOEHbI

noctaHoBneHuem lMNpaButenncTBa
Poccuinckon ®enepaumm

ot 29 oktab6pa 2010 rona N 865

M3MEHEHWS, KOTOPbIE BHOCATCA B MOCTAHOBIEHUS NMPABUTENBLCTBA POCCUNCKOW ®EQEPALIMN MO BOMPOCAM,
CBA3AHHbIM C COBEPLLEHCTBOBAHMEM rOCYAAPCTBEHHOIO PEIYJIMPOBAHUA LIEH HA 2KW3HEHHO HEOBXOAUMBIE U
BAXHEMWLLUUE NEKAPCTBEHHbIE CPEACTBA

(c n3ameHeHussMmn Ha 3 cbeBpans 2016 roga)

1. B nocraHoenexuun [NpaButensctea Poccuiickon Penepauumn ot 7 mapta 1995 roma N 239 "O mepax N0 ynopsaovYeHuo rocyaapCTBEHHOro
perynupoBaHus LieH (Tapudos)" (CobpaHune 3akoHopatenscTBa Poccuiickon ®enepauun, 1995, N 11, c1.997; 1996, N 7, c1.690; N 17, c1.2002; N 32,
cT.3942; 1997, N 27, c1.3232; 1998, N 32, c1.3907; 1999, N 1, c1.201; 2001, N 7, cT.656; N 20, c1.2015; N 26, cT.2680; N 36, c1.3561; 2002, N 15, cT1.1431;
2004, N 51, c1.5184; 2005, N 29, c1.3066; 2007, N 16, c1.1910; 2008, N 1, c1.3; N 7, c1.597; N 17, c¢1.1887; 2009, N 33, c1.4086; 2010, N 30, c1.4096):

"IlekapCTBEHHbIE NpenapaThbl, BKIOYEHHbIE B NepevYeHb KU3HEHHO HEOOXOAMMbIX U BaXKHEMLLNX NEKapCTBEHHbIX npenapaTtoB”;

6) ab3ay AeBATbIN NEepeyvHs NPOAYKLIMU MPOU3BOACTBEHHO-TEXHUYECKOrO Ha3HAYeHMWsl, TOBApOB HAPOJAHOIO MOTREOneHus W yCcnyr,_Ha KoTopble
roCyNapCTBEHHOE perynupoBaHue LieH (TapudhoB) Ha BHYTPEHHEM pbiHke Poccuiickont Pefepaliyy OCyLLECTBAAOT OpraHbl UCMONHUTENBHOW BNactu
cyb6bekToB Poccuiickon Penepaumu, yTBEPKOEHHOTO yKasaHHbIM NOCTAHOBMNEHNEM, U3MOXWUTbL B CNeAyoLWen peaakumm:

"I'Ipe,qeanble pa3Mepbl ONTOBbIX W npeaenbHble pasMepbl PO3HUYHbIX HapbaBoK K (*)aKTI/I‘-IeCKI/IM OTNYCKHbIM LEeHaM HpOMSBO,D,VITeJ'IeVI Ha
NneKapCTBeHHble npenaparbl, BKIMKOYEHHbIe B nepe4YeHb XU3HEHHO HEOBXOAUMBIX U BaXKHEMLLNX NeKapCTBEeHHbIX npenapaTOB".

noctaHoenexnem [MNpasutensctea Poccuiickon Penepauum ot 30 mnioHa 2004 rona N 323 (CobpaHue 3akoHopaTtenscTBa Poccuiickon Penepaumm, 2004,
N 28, ¢1.2900; 2009, N 2, c1.244; 2010, N 35, c1.4574) nognyHktom 5.1.3.10 cnegytoLlero cogepxaHus:

"5.1.3.10. npyMeHeHMEM LieH Ha FeKapCTBeHHble npenapaTtbl, BKIOYEHHbIE B NEpeYeHb XM3HEHHO HeobXOoAMMbIX U BaXKHEMLMX JeKapCTBEHHbIX
npenaparos;".

3. MynkT ytpatun cuny ¢ 10 ceHTabpsa 2015 roga - noctaHoBneHue MNpaButenbcTBa Poccuiickon Penepauum ot 4 ceHtabpsa 2015 rona N 941. - Cwm.
Openblayuwyto peaakLInto.

4. B nocraHoBnenun [NpaButensciBa Poccuiickont Penepaumm ot 8 asrycta 2009 roga N 654 "O coBepLUEHCTBOBaHWUU TOCYAaRPCTBEHHOIO
PErynMpOBaHuUs LIEH Ha XW3HEHHO Heobxoaumble M BaxHellwve nekapcrBeHHble cpeactBa” (CobpaHue 3akoHopaTenbcTBa Poccuiickon Penepaumu,
2009, N 33, c1.4086; 2010, N 2, cT.179):

a) B HaumeHoBaHuMM M ab3auax BTOPOM W TpeTbeM NOyHkTa 1 croBa "KW3HEHHO HeobXoauMble W BaXHelwwue nekapcTBeHHble cpeacTsa’ B
COOTBETCTBYHOLLIEM Nafexe 3aMeHWTb CrnoBamMu "NMeKapCTBEHHble Mpenapatbl, BKMKYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOAMMbIX W BaXKHEWLLIMX
ieKapCTBEHHbIX NpenapaToB” B COOTBETCTBYIOLLEM NaAEXE;

C 1 mapta 2016 roga nognyHKT "a" nyHkTa 4 yTpaTun cuny B 4acTu BHECEHUS U3MEHEHWS!, KacatoLerocs absaua TpeTbero NyHkTa 1 NocTaHoBNEHUs!
[NpaButensbcTtBa Poccunckon Penepaumm ot 8 asrycta 2009 rona N 654 - noctaHosnexue Npasutensctsa Poccuickon ®eanepauum ot 3 chepansa 2016
rona N 58.

0) B myHKTE 2:
B ab3aue BTOpOM croBa "XM3HEHHO HeobXxoaumble U BaXKHEWLIME reKapCTBEHHble CpeAcTBa" 3aMeHWTb CrioBaMu "NekapCcTBEHHble mpenaparbl,
BKIIOYEHHbIE B MEpPeYeHb KM3HEHHO HEeOBXOAUMBIX UM BaXKHEWLUMX feKapCTBEHHbIX MpenapaToB (Oanee - XU3HEeHHO HeobxoauMble W BaXHeWuve

nekapcTBeHHble npenapatbl)";

B ab3aue TpeTbeM crnoBa "nekapcTBEHHble cpefacTBa” B COOTBETCTBYIOLUEM MNajexe 3aMeHUTb CroBaMu "rnekapcTBeHHble npenapatbl” B
COOTBETCTBYIOLLEM Najexe;

ab3al, YeTBepThIVi NPU3HATL YTPaTUBLLUM CUMY;

B) B MOyHkTax 3-9 cnoBa "nekapCcTBeHHble CpeacTBa" B COOTBETCTBYIOLLEM Madexe 3aMeHuTb CrnoBaMu "nekapcTBeHHble npenapatbl" B
COOTBETCTBYIOLLIEM Nafexe;
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O rocyaapCTBeHHOM perynmpoBaHnu LieH Ha NiekapCTBeHHble Npenaparhl, BKIOYEHHbIE B NepeyeHb XNU3HEHHO HEOOXOAMbIX U Crpanuua 36
Ba)KHEWLLUMX NeKapCTBEHHbIX NpenapaTtoB (C uameHeHusiMu Ha 18 Hosbps 2020 roaa)
lMocmaHosneHue lNpasumenbcmea P® om 29 okmsabps 2010 2. Ne 865

r) nyHKT 10 Npu3HaTb yTpaTMBLUMM CUIy;

,El,) OYHKT 2 U3MEHEHUN, YTBEMKAEHHbIX YKa3aHHbIM NOCTAHOBAEHWEM, NpuU3HaThb yTpaTuUBLLNM CUnNy;

e) B ¢hopMe nNpoTokona, YTBEMKAEHHOW YKa3daHHbIM NOCTAHOBAEHWEM:

B HaVMEHOBaHUWM CroBa "XU3HEHHO HEeOoOXOAMMbIX U BaXHEMLINX NneKapCTBEeHHbIX cpe,qcna" 3aMeHUTb crnoBamMmu I'J'IeKapCTBeHHI:IX npenapartos,
BKIKOYEHHbIX B NepeveHb XN3HEeHHO HEOOXOAUMBIX M BaXKHEMLLNX NeKapCTBEeHHbIX npenapaTOB";

B CHOCKax NepBOM W BTOPOW CroBa "KM3HEHHO HEOOXOAMMOE M BaXHeWllee NeKapCTBEHHOE CpeAcTBO" 3aMEeHWUTb CroBamMu "NeKapCTBEHHbIV
npenapar, BKIOYEHHbIV B NepeYeHb XXM3HEHHO HEOOXOOUMbIX 1 BaXKHEMLLNX NEKAPCTBEHHbLIX Npenaparos,”.

Pepakuus fokymeHTa ¢ y4eTom
M3MEHEHU N OOMNONHEHU NOArOTOBMNEHA
AO "Kopekc"
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