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NMPABUTEJIbCTBO POCCUNCKOWU ®EOEPALIUA
NOCTAHOBNEHUE
OT 15 CEHTABPSA 2015 TOOA N 979

O BHECEHUWN U3MEHEHWW B NOCTAHOBJIEHUE NMPABUTEJIbCTBA POCCUACKOW ®EAEPALIUMA OT 29
OKTABPA 2010 TOAA N 865 U Ob YTBEPXXOEHUW METOOUKNA PACYETA YCTAHABJIMBAEMbIX
NPOU3BOAUTENAMU NEKAPCTBEHHbIX MPEMAPATOB MPEAENbHbLIX OTANYCKHbLIX LIEH HA

NEKAPCTBEHHbDIE NMPENAPATbBI, BKINKOYEHHbIE B NEPEYEHb XXUSHEHHO HEOBXOAUMbIX U
BAXHEMLUUX NEKAPCTBEHHbIX MPENAPATOB, MPU UX TOCYOAPCTBEHHOW PETUCTPALIUN U
NEPEPErNCTPALIUN

(c nameHeHnsimm Ha 31 oktabpsa 2020 roga)

MHdopmauus 06 nameHsaowmnx JOKyMeHTax

,D,OKyMeHT C UBMEHEHNAMN, BHECEHHbIMU:

nocraHosneHvem lNpasutensctea Poccunckon Penepaumun ot 8 oktabpa 2018 rona N 1207 (OdwmumansbHbI UHTEPHET-
nopTan NnpaBoBOW MHGOPMaLun www.pravo.gov.ru, 18.10.2018, N 0001201810180006);

nocraHoeneHvem [paButenscTBa Poccunckon ®Penepaumm ot 31 oktabpa 2020 rona N 1771 (OdmumanbHbii UHTEPHET-
nopTarn npaBoBOW MHGOPMaLun www.pravo.gov.ru, 03.11.2020, N 0001202011030002).

Hactoswuin gokyMeHT BKoveH B [lepevyeHb HOPMAaTMBHbLIX MPABOBbLIX aKTOB M FRYMN HOPMAaTUBHbLIX MPaBOBbIX aKTOB,
coaepxalimx obasarensHble TpeboBaHUSA, B OTHOWIEHWUM KOTOPbLIX HE MPUMEHSITCA nonoxeHus vacren 1, 2 u 3 cratbn 15
®denepanbHoro 3akoHa "O6 ob6asartenbHbix TpeboBaHuax B Poccurickon Penepauunn”, yTBEPXKAEHHbLIA NOCTAHOBIEHUEM
MpaButensbcTtBa Poccuiickon ®enepaumm ot 31 aekabpsa 2020 rona N 2467.

- MpumeyaHue nsrotoBuTens 6a3bl JaHHbIX.

MpaButenbcTBo Poccuinckon depepauum
NoCTaHOBNSET:

1. YTBEpAMTL NpunaraemMsble:

NU3MEHEHWs, KOTOpble BHOCATCS B nocTaHosneHnwe lMpasutensctea Poccuiickon ®enepaumm ot 29 oktabpa 2010 rona N
865 "O rocynapCTBEHHOM perynupoBaHUM LieH Ha fekapCTBEeHHble npenapaTtbl, BKMKOYEHHble B MNepeyeHb XXM3HEHHO

HeobXoAMMBIX N BaXXHENLUMX NeKapcTBEHHbIX npenapatoB” (CobpaHue 3akoHopaTenbctBa Poccuickon denepaumn, 2010, N
45, ¢1.5851; 2011, N 50, c1.7390; 2012, N 37, c1.5002);

METOAMKY_pacyeTa yCTaHaBnvBaeMblX NPOM3BOAUTENSAMMU NEKaPCTBEHHbLIX MpenapaToB MnpefenbHbiX OTMAYCKHbIX LieH Ha
fIeKapCTBEHHbIE Mpenaparbl, BKMKOYEHHbIE B NEpPeYeHb XM3HEHHO HeOBXOAMMbIX U BaxKHEWLIMX NEKapCTBEHHbIX NpenapaTos,
NpY X roCy1apCTBEHHON PErMcTpaLimmM U nepeperncTpaLimu.

1_1. MuHucTepcTBy 3apaBooxpaHeHuns Poccuiickon Pepepauunn n degepanbHOM aHTUMOHOMOMBHOW criybe aaBatb npwu
HeoOX0OMMOCTM pPas3bsACHEHWUSI MO MPUMEHEHMIO METOAMKM pacyeTa YyCTaHaBNMBaeMbIX NPOU3BOAUTENSAMU NEKAPCTBEHHbIX
npenapaToB npegenbHbIX OTMYCKHbIX LIEH Ha NleKapCTBEHHbIE Mpenaparbl, BKIIOYEHHbIE B NepPeYeHb XU3HEHHO HEOOXOANMBIX U
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BaXKHEMLIMX NeKapCTBEHHbIX MpenapaToB, NpW WX rOCYAapCTBEHHOW perncrpaumm u nepepeructpauun, yTBepXKaeHHOM
HacTOSAILWMM NMOCTAHOBIIEHNEM.

(MyHKT gononHuTensbHO BKNtoYeH ¢ 18 okTabps 2018 rona nocraHosneHveM pasutensctea Poccuiickon ®eanepaimm ot 8
okT6psa 2018 rona N 1207)

2. HacTosuiee nocraHoBneHue BcTynaet B cuny ¢ 1 oktabpa 2015 roaa.

Mpencepatens MNMpaButenscTea
Poccuinckon depepauun
[0.MepBsenes

YTBEPXXOEHbI

noctaHoBneHuwem lNpaButenncrea
Poccunckoun Pepgepaumnm

ot 15 ceHTAOpPA 2015 ropa N 979

M3MEHEHUA, KOTOPbIE BHOCATCA B NOCTAHOBIEHUE NMPABUTENILCTBA POCCUUCKOW ®EAEPALIUU
OT 29 OKTABPA 2010 'O/1A N 865

1. AG3aL, BTopon NyHKTa 1 U3NoXuTb B Criegyowen pegakuun:

"lMpaBuna rocygapCTBEHHOW perncrpauum u nepeperucrpaumu ycTaHaBnMBaeMblX NPOU3BOAUTENAMU NeKapCTBEHHbIX
npenapaToB npegenbHblX OTMYCKHbIX LIeH Ha fiekapCcTBeHHbIe Npenaparbl, BKIOYEHHbIE B NepeyeHb XN3HEHHO HEOBXoANMbIX U
Ba)KHEWLUNX NIeKapCTBEHHbIX NpenapaTtos;”.

2. [paBuna rocyaapcTBEHHON permcTpaLmm npeaenbHbiX OTOYCKHbIX LieH NPOM3BOAUTENEN Ha NeKapcTBEeHHbIe Mpenaparbl,

BK/IIOYEHHbIE B NEpPEYeHb XN3HEHHO HEOBXOAUMbIX U BaKHEWLUMX NEKAPCTBEHHbIX MPEenapaTtoB, YTBEPXKAEHHbIE YKasaHHbIM
MOCTAHOBNEHWEM, U3IOXUTb B CrEAYIOLEN pefakuum:

"YTBEPXOEHbI

noctaHoBneHvem MpaBuTenbLCTBa
Poccuinckon depepauuu

ot 29 oktabps 2010 roga N 865

(B pemakumm NocTaHoOBMNEHMS
MpaButenbctBa Poccuiickon ®egepaun
o1 15 ceHTabps 2015 roga N 979)

NMPABWUIIA TOCYOAPCTBEHHOW PETMCTPALIMM U MEPEPEMUCTPALIMM YCTAHABITMBAEMbIX

NMPONU3BOAOUTENAMU NEKAPCTBEHHbBIX NMPEMAPATOB NPEAENIbHLIX OTMYCKHbIX LLEH HA

NEKAPCTBEHHbBIE MNPENAPATbBI, BKINIOYEHHbIE B MNEPEYEHb XXU3BHEHHO HEOBXOAUMbIX U
BAXXHEMLLUX NEKAPCTBEHHbIX MPEMNAPATOB

1. Hacrosiwume lMNpaBuna ycTtaHaBnuBaloT NOPSAOK OCYLLECTBIIEHUSI rOCYAapCTBEHHOW perncTpauum u nepeperncrpaumu
yCTaHaBNMBaeMbIX MPOU3BOAUTENSAMU rOCydapcTB - 4neHoB EBpasuiAickoro SKOHOMMYECKOro cow3a W UHOCTPaHHBLIMM
NpPoOu3BOANUTENSMW NEKAPCTBEHHbLIX MpenapaTtoB (Janee - NpousBoaUTENM) NpedenbHbIX OTMYCKHbIX LIEH Ha NeKapCTBEHHblE
npenapaTtbl, BKIOYEHHbIE B MEPEYEHb XM3HEHHO HEOBXOAMMbIX W BaXKHEMLUMX NeKapCTBEHHbIX MNPenapaTtoB, E€XerogHo
yTBEpXKaaembin MNMpaButenbctBoM Poccuiickon Pepepaunm (qanee - nekapCTBeHHbIE Npenaparbl).

2. TocynapcTBeHHasi perucTpauusi v nepeperucTpaumns npedenbHbIX OTMYCKHbIX LeH Npou3BoanTenei Ha nekapcTBeHHble
npenapaTbl OCYLLECTBMSETCS B pPyOnsix.
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3. MuHucTepcTBO 3apaBooxpaHeHus Poccuiickon ®efepaumm ocyLLeCcTBNAET perncTpaumo npeaenbHOW OTNYCKHOW LieHbl
npou3BoaMUTENs Ha JIEKapCTBEHHBLIN MpenapaTt, ee Mnepeperncrpauuto, BHECEHUE YKa3aHHOW 3aperncTpupoBaHHOWN
(nepeperncTpMpoBaHHON) NpPeAenbHOM  OTMYCKHOM LieHbl B TOCYAApPCTBEHHbIN peecTp npenenbHbiX OTMYCKHbIX  LieH
npou3BoamuTeNnen Ha JeKkapcTBeHHble MpenapaTthbl, BKMOYEHHbIE B MNEPEYEHb XXM3HEHHO HEeOoOXOOMMBIX U  BaXKHEMLUMX
neKkapcTBEHHbLIX NpenapaToB (Aarnee - rocyAapCTBEHHbLIA PEecTp), Bblaady AepXaTento Unv Bnagernbly perMctpaurMoHHOro
YOOCTOBEPEHUS  FIEKApPCTBEHHOrO npenaparta  (YNoriHOMOYEHHOMY WM nuly) BbINMUCKM U3 npukasa MuHucTepcTea
3npaBooxpaHeHnsa Poccuickon Penepaumm O rocyaapCTBEHHOW peructpauum (nepeperumcrpauun) npegenbHon OTMyCKHOMN
LieHbl MPOU3BOAMTENS Ha NeKapCTBEHHbIV npenapar.

4. [na rocygapCTBEHHOW peructpauMnm u nepepeructpaumm npeaenbHon OTNYCKHOM LeHbl Npov3BOauTeNns Ha
neKkapcTBeHHbIA npenapaT B MwuHucTepCTBO 3apaBooxpaHeHus Poccuiickon ®epepaumm NpenctaBnsalTCca creayowime
OOKYMEHTbI (Ha OyMa)kHOM HocuTene B 2 3K3EMMNsipax U B ANEKTPOHHOM BUae):

a) 3asiBNeHne O perncrpauum unu nepeperncrpaumym npegenbHON OTMYCKHOW LieHbl MPOM3BOAMTENS Ha NeKapCTBEHHbIN
npenapat no gopme, yreepxgaemon MuHMcTepcTBOM 3apaBooxpaHeHus Poccuiickor ®egepaunn, cogepxallee cnegytoimne
cBefeHus:

HanMeHOBaHWe [epXaTensa unu Bnagenbla perucTpauuoHHOro YOOCTOBEPEHUS JiekapCTBEHHOro npenapara, agpec
3MNEKTPOHHOW MNOYTbI, HAUMEHOBaHMe MPOM3BOAMTENH, MECTO HaxOoXAEHWs MPOM3BOACTBEHHbIX MMOLWAA0K, YY4acTBYHOLWNX B

npouecce npon3BoACcTBa JNIeEKapCTBEHHOIO npenaparta, ¢ ykasaHnem ctaaum npouecca npon3soacTBa;

HanMeHOoBaHWe JIeKapCTBEHHOIo npenapara (Mem,uyHapo,u,Hoe HenaTeHToOBaHHOEe, 1Unu rpynnnpoBo4yHoe, Ui xmMmmn4yeckoe
n Toprosoe HaI/IMeHOBaHI/IFI);

HOMeEpP perncTpaunmoHHOro yqoctoBepeHuna nekapCTtBeHHOoro npenapara,

nekapcTBeHHasi opma C ykasaHWeM [O3MPOBKM JleKapCTBEHHOrO rMpenapata M €ero KosnuyecTBa BO BTOPUYHONA
(noTpebuTenbCKo) ynakoBke, a Takke KOMMIIeKTHOCTb;

LUTPUXOBOW KO, HAHECEHHBI Ha BTOPUYHYIO (MOTPEBUTENBCKYIO) YNaKoBKY NIEKapCTBEHHOIO Npenapara;

KOO, FeKapCTBEHHOro npenapata MO aHaTOMO-TepaneBTUYECKO-XUMUYECKOW Knaccudukaumm, pekoMeHOO0BaHHON
BcemupHon opraHusaumen 3gpaBoOXpaHeHns;

KO NeKapCTBEHHOro npenaparta B COOTBETCTBUM C OBLLIEPOCCUNCKMM KNacCUIMKATOPOM MOPOAYKLMWM M (MMM) eOuHON
ToBapHOW HOMEHKNATYPOW BHELLIHEIKOHOMNYECKON AeATeNnbHOCTY EBPa3nincKoro 9KOHOMUYECKOro Coto3a;

npegenbHas OTMNyCKHas LieHa Npou3BOAUTENSI Ha NEKapCTBEHHbIN Mpenapar, pacCiuTaHHasi B COOTBETCTBMU C METOAMKOM
pacyeTa yCcTaHaBNMBAEMbIX NPOU3BOAUTENAMU JIeKaPCTBEHHbIX NMPenapaToB NpeaenbHbIX OTMYCKHbIX LIeH Ha NEeKapCTBEeHHbIe
npenapaTtbl,_ BKMHOYEHHbIE B NEPeYeHb KWU3HEHHO HEeOoOXOAUMbIX W BaKHEWMLUUX JfEeKapCTBEHHbIX MpenapaToB, Mpu KX
[OCYN@pPCTBEHHOW perncrpaumm U1 nepeperncrpauun, YTBepXAEeHHOW noctaHoeneHvem [paButenbctBa Poccuickon
denepaumm ot 15 ceHtabpsa 2015 ronpa N 979 "O BHeceHMM M3MeHeHun B nocTtaHoBrneHue [lpaButensctsa Poccuiickomn
denepaumm ot 29 oktabpa 2010 roga N 865 1 06 yTBERXKAEHMM METOAMKM pacyeTa YCTaHaBIMBaEeMbIX NPOU3BOAUTENSMU
JIeKapPCTBEHHbIX NPenapaToB NpeaenbHbIX OTAYCKHbLIX LIEH HA NIEKAPCTBEHHbIE Npenaparbl, BKIKOYEHHbIE B NEPEYEHb XKU3HEHHO
HEe06X0AMMBIX N BaXKHENLLMX NEKAPCTBEHHbIX NPenaparoB, NpY UX rocyaapcTBEHHOW perncTpauum 1 nepepernctpaumn” (ganee
- MeToauKa);

noanuchb M paclMdpoBKa NOANMUCU YNONHOMOYEHHOTO NLA, AOMKHOCTb, KOHTAKTHbIE TENEOHbI;
6) KONMs NULEH3MN Ha NPOVN3BOACTBO NEKAPCTBEHHBIX CPEACTB;

B) KOMUS PErMCTPALMOHHOIO YOOCTOBEPEHMS NTEKAapCTBEHHOTO Npenapara;

r) cnegyloLme OOKYMEHTbI, MPeACcTaBnsieMble C y4eTOM TPeGOBaHWI METOAVKM:

cBefleHss o6 obGbeMax M LeHax OTnycka Haxoaswuxcs B obpaweHun B Poccuiickont depepauuy NekapCTBEHHbIX
npenapaTtoB NPoU3BOACTBA roCyAapCTB - YneHoB EBpasninckoro 3KOHOMUYECKOIO COo3a;
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pacyeT npeaernbHbIX OTMYCKHbIX LUEeH Ha NeKapCTBEeHHbIe npenapatbl Npon3BOACTBA rocygapctB - 4ieHOB EBpa3I/Il7ICKOFO
9KOHOMUYECKOIo COo3a, npeancraBndeMbliX Ha rocygapCTBEeHHYK0 pernctpauuio;

pacyeT npeaenbHbIX OTNYCKHbIX LUEeH Ha NeKapCTBeHHble npenapatbl Npon3BOACTBA rocygapctB - 4eHOB EBpa3I/II7ICKOFO
9KOHOMUYECKOIo COo3a, npeacraBndeMbliX Ha rocyaapCTBEeHHYI0 nepeperncrtpaunio;

o6ocHOBaHWE MpedenbHbIX OTMYCKHbIX LEH Ha JleKapCTBeHHble npenapartbl, BKMHOYEHHble B MNepeyeHb KWU3HEHHO
HEOBXOAMMbIX W BaXHEWLUMX JleKapCTBEeHHbIX MNpenapaToB, MNpeACTaBnsieMblX Ha rOCYAAPCTBEHHYID pPerucTpauuio unm
nepeperncTpaumio;

cBegeHuss 06 obbemax M LeHax BBO3a JIEKAPCTBEHHbLIX MpenapaToB WHOCTPaHHOIO MPOM3BOACTBA, HAXOASLLIMXCA B
obpalleHnn Ha TeppuTopun Poccuinckon depepaumu;

pacyeT npegerbHbIX OTMYCKHbIX LieH Ha feKkapcTBeHHble npenapartbl MHOCTPaHHOMO NMPOW3BOACTBA, MPeOCcTaBnseMblX Ha
rocynapCTBEHHYIO pericTpaumio.

5. MuHucTepcTBO 3gpaBooxpaHeHusi Poccuiickon ®Pepepauum He BripaBe TpeboBaTb y Jepxartens wunuv BrnagenbLa
PErvcTpaLmnoOHHOrO yAOCTOBEPEHMS JEKApCTBEHHOro mnpenaparta (YNONMHOMOYEHHOro VMM nuua) NPeAcTaBneHus Komun
OOKYMEHTOB, MNpeayCMOTPEHHbIX nognyHkTtamu "6" u "B" nyHkTa 4 Hactoswwux [lpasun. [epxaTtens wunu Bragenew
perncTpaumoHHOro yooCTOBEPEHUSA neKapCTBEHHOro npenapaTta (YNOfIHOMOYEHHOE UM NMUO) BrpaBe MpeacTaBuUTb KOMvuU
yKa3aHHbIX JOKYMEHTOB N0 COBCTBEHHOWM MHULMATUBE.

6. B cny4yae npeactaBneHna aepxarenem wunm BnagenbuemMm pernctpaumoHHOro yaoctoBepeHua JeKapCTBEHHOIo
npenapara (yI'IOﬂHOMO‘-IeHHbIM nm J'II/ILI,OM) 3adaBlieHna o permncrtpauunm npep,eanoﬁ OTI'IyCKHOI7I UeHbl npoun3BoauTena Ha
J'IeKapCTBeHHbIVI npenapar oo ncredeHua 3 net co gHsa NPUHATUA peLleHna 00 uncknoyeHmumn npe,u,eanoﬂ OTI'IyCKHOl7I LUeHbl Ha
3aABNsIEMbIN ﬂeKapCTBeHHbIVI npenapar n3 rocygapCrtBeHHOro peecrtpa, NnpuHATOro Ha OCHOBaHMN 3adAB1E€HNUA 3TOIO AepXKaTend
nnn enagenbua perncTtpaumoHHOro yaoctoBepeHUda nekapCTBeHHOro npenapara (yI'IOJ'IHOMO‘-IeHHOI'O nm nmu,a), 3adaBleHHasn
npegenbHaa oTnyckHad LeHa He MOXET MNMpeBbillaTb paHee UCKITIOYEHHYIO.

7. MuHncTepcTBO 3gpaBooxpaHeHnst Poccuiickon Pepepauunm B TedeHne 15 pabounx gHen co aHs obpalleHns gepxatens
UNu BnagenbLa perncTpaLnoHHOro yaoCToBEpPEHNs NNeKapCTBEHHOro npenapara (YnofiHOMOY€HHOro UM fmua):

a) OCYLLEeCTBNSAET NPOBEPKY MONHOTLI MPEeACTaBeHHbIX B COOTBETCTBMU C MYHKTOM 4 HacTosiwumx lMpaBun OOKYMEHTOB
(manee - 4OKYMEHTbI) U COAEPXALLUMXCS B HUX CBEAEHWIA;

6) B cnyyae ecnu pepxatenb WM Bragernel pPerncTpauumoHHOro yAOCTOBEPEHUsl FeKapCTBEHHOro mnpenapara
(ynonHomo4eHHOe MM NNLIO) He NpeacTaBuI:

KONMUKo perncTtpaunmoHHOro yaoctoBepeHUA Ha J'IeKapCTBeHHbIﬁ npenapat, - npoBepdeTr cBeaeHua o FOCWJ,apCTBeHHOIZ
perncTpaunn nekapCTtBeHHOro npenaparta Ha oOCHOBaHUM AaHHbIX TOCYAAPCTBEHHOIO peecTpa JIEKapCTBEHHbLIX CPENCTB,

KOMUIO NULIEH3NM Ha NPOM3BOACTBO FIEKAPCTBEHHbIX CPEACTB, - 3anpallnBaeT U Noy4aeT B NOpsiaKe MEXBEAOMCTBEHHOTO
MHOPMaLIMOHHOIO B3aMMoAencTBma oT MyUHMCTepcTBa NPOMBbILLIIEHHOCTHN U Toproenu Poccunckon degepauumn nHgopmauunio
O HanmuuuuM no [JaHHbIM peecTpa MULUEH3UA Ha NPOW3BOACTBO JIEKAPCTBEHHbIX CPEACTB ANsi MEAMUMHCKOTO NPUMEHEHUS
COOTBETCTBYHLLEN NMULEH3NM Yy NMPOU3BOAUTENS (B OTHOLLEHWM POCCUMINCKOrO NPOU3BOANTENS);

B) NPOBOAMT B COOTBETCTBUW C METOAMKOW MPOBEPKY MPEAEenbHOW OTMYCKHOW LieHbl MPOU3BOAUTENS Ha FeKapCTBEHHbIN
npenapar 4ns peLleHnst Bonpoca o HanpaeneHun 1 aksemnnsipa 4OKyMeHTOB B ®efeparnbHyto aHTUMOHOMOMbHYO Cryoy;

r) NpMHMMaeT pelleHne 06 oTKase B rocydapCTBEHHOW perncTpauum unvm nepepernctpauum npeaenbHom OTNYCKHOM LEHbI
NPOM3BOANTENS Ha NEKAPCTBEHHbINM Npenapar B Criydyae OTCYTCTBUS B NPeACTaBIEHHbIX AOKYMEHTaxX HeoOXoauMbIX CBEAEHUN,
BbISIBNIEHNSI COAEPXALLUXCS B HUX HEQOCTOBEPHbIX CBEAEHMWI UITM NPEBLILLEHUS 3asBITEHHON NpeaenbHON OTNYCKHOM LieHbI Npuy
nogave 3asiBrieHuns ¢ yyetom TpeboBaHuM nyHkTa 6 Hactoswmx [MpaBun, a Takke B Cryvyae HenpeacTaBneHusl CBEAEHUNA B
cooTBeTCTBUM C NyHKTOM 10 HacToAwmx MNpaswun.

8. depepanbHas aHTUMOHoOMOMNbHasi cnyxba B TedeHne 15 pabounx OHen co OHS NorydeHWst JOKYMEHTOB MPOBOAMT B
COOTBETCTBMM C METOAMKOW 3SKOHOMWYECKUIA aHanu3 npeneribHOW OTMYCKHOW LEeHbl NPOW3BOAUTENsS Ha NeKapCTBEHHbIN
npenapat, a Takke NPUHUMaeT M HanpaensieT B MuWHUCTepCTBO 3apaBooxpaHeHuns Poccuiickon degepaummn pelueHue o
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cormacoBaHun yKa3aHHOI7I npeneanon OTI'IyCKHOI?I LUEeHbl nnn 00 oTKase B ee corrnacoBaHuu (C N3NoXeHnem npuynH OTKa3a).

9. MuHucTepcTBO 3gpaBooxpaHeHnss Poccunckon degepauun B TedeHne 5 pabounx gHen Co OHA MOSMyYeHus pelueHus
defepanbHO aHTUMOHOMOSBHOW CYXXObl O cornacoBaHnn NpeaenbHOW OTNYCKHOW LieHbl NPOU3BOANUTENS Ha NeKapCTBEHHbIN
npenapat unu o6 oTKase B €€ COorfacoBaHuUn NPUHUMAET peLleHne O roCyAapCTBEHHOW perncrTpauvm unm nepeperncrpauum
npeaensHOM OTMYCKHOW LieHbl MPOU3BOAMTENS Ha NEKapCTBEHHbIM npenapaTt unm o6 oTkase B rocyqapCTBEHHOW perncrpaunm
YKa3aHHOW LieHbI C Y4ETOM peLleHus, NpuHaToro PegepansHOM aHTUMOHOMOMBLHOM CIyXO0M.

10. B cnyvyae HeoBXOAMMOCTU YTOYHEHUS CBeOEHWI, COoOepXallMxca B NPEeACTaBMeHHbIX OOKYMEHTaX, MNonyyYeHus
AOMOMNHUTENBHON HeobxoaumMon MHopMaLUmK aepxaTenb Unu Bnagenew, perMcTpaumoHHOro YAoCTOBEPEHUS NeKapCTBEHHOMo
npenapaTta (ynorilHoMO4YeHHOE MM NULO) NpeacTaenseT no 3anpocy MuHucTepcTBa 3apaBooxpaHeHus Poccuickon depgepauun
COOTBETCTBYIOLLYIO [OOKYMEHTanbHO OMOpMIeHHy0 nHdopmauuo. [lpyu  3TOM  CpPOK  pacCMOTPeHUs  [JOKYMEHTOB,
NpeayCcMOTPEHHbLIN NYHKTOM 7 HacToswmx Npasun, yBenuunaeTtcst He bonee yem Ha 10 pabounx gHen.

B cnyyae HeoGXoOMMOCTM YTOYHEHVSI CBEOEHWUN, COAEpPXallMXCs B NPeAcTaBIeHHbIX [OOKYMEHTax, onyyYeHus
[AOMNONHUTENBHOW HeobXxoaAMMOWN UHOPMaLIMKN AepXaTerb UNKU Brnadenew perncTpaumMoHHOro YaOCTOBEPEHNS NeKapCTBEHHOIO
npenapata (YNonHOMOYEHHOE WM §MUO), lopuaMyeckue nuvua, OCyLLecTBhsioMe AesATeNnbHOCTb MNpu  obpalleHum
neKapCTBEHHbIX CPeACTB, OpraHbl WCMOMHUTENbHOW BNactu B npedenax WUx KOMNETeHUMWM MpeacTaBnsioT Mo 3anpocy
denepanbHON aHTUMOHOMOMNBHONM Cry»KObl COOTBETCTBYHIOLLYIO OOKYMEHTarbHO 0hOpMIIeHHY MHgopmauuto. Mpu aTom cpok
paccMOTPEeHUs1 JOKYMEHTOB, NPeayCMOTPEHHbIN NyHKTOM 8 HacTosilwmx [Npasun, yBenuymnBaeTtcs He Goree Yem Ha 10 pabounx
OHe.

Mpu HenmocTynneHuu OT Aepxatens wnu Bnagenbua pPerncrpauuoHHOro YAOCTOBEPEHUS flekapCTBEHHOrO Mpenapara
(YnonHOMoYeHHOro UM nuua) B npegenax yCTaHOBNEHHOMO CpoKa 3anpoLUEHHON AOKYMEHTanbHO ohopMIEHHOM UHopMaumm
degepanbHas aHTUMOHOMNOMbHas cnyxba B TedeHne 5 paboumx AHen co AHA UCTEYeHUs Cpoka ee NpeacTaBneHns npuHMMaeT
peweHve 06 oOTkase B cornacoBaHWuM npedernbHON OTMYCKHOW LeHbl NPOM3BOOAUTENSA Ha NeKapCTBEHHbIM npenapaTt u
HanpaensieT ero B MMHUCTEPCTBO 3apaBooxpaHeHus Poccuiickon Pegepaumm, KoTopoe B TedeHue 5 paboumx gHen co OHs
nonyyYeHust 3TOro pelleHWs NpuHMMaeT pelleHne o6 oTkase B rocygapCTBEHHOW permctpauuMm uUnu nepeperncrpauum
YyKa3aHHOW LieHbl, O YeM B NMMCbMEHHOW opMe YBEAOMMSET AepXaTens unu Bnagensla perncTpaumoHHOro yoocToBEpPeHNUs
nekapcTBeHHOro npenaparta (YnosIHOMOYEHHOE UM NNLIO).

11. B cnyyae NpuHATUS peLleHns O rocyaapCTBEHHOW perncTpauum unm nepeperncrpaumm npegeribHon oTnyCcKHOW LEeHbI
NPOM3BOONUTENS Ha JeKapCTBEHHbIM npenapat MuHUCTEpCTBO 3gpaBooxpaHeHus Poccuiickon  depgepauumn  BHOCUT
COOTBETCTBYIOLIME [aHHble B [OCYAapCTBEHHbIN peecTp, BblAaeT AepxaTteno wunu Brnagenbly perncTpalmoHHOro
YOOCTOBEPEHUS TEKApCTBEHHOrO mnpenaparta (YNMONMHOMOYEHHOMY WM Nvuy) BbIMMCKY M3 MpuKasa O rocyaapCTBEHHOM
perncTpauun nnu nepeperncTpaunm npegensHon oTnyCKHON LeHbl MPOoU3BoaUTENS Ha NeKapCTBEHHbLIN Npenapar 1 pasmellaeT
COOTBETCTBYIOLLYIO MHGOPMaUUIO Ha CBOeM oduumManbHOM canTe B  UH(OPMaUMOHHO-TENEKOMMYHUKALWUOHHOW CeTn
"UHTepHeT".

12. B cnyyae npuHATMSA pelleHus o6 oTkase B rOCyAapCTBEHHOM perncrpauum wunv nepeperncrpauum npenenbHoN
OTMYCKHOW LIEeHbl MPOM3BOAMTENS Ha NeKapCTBeHHbIN npenapat MuHUCTepCTBO 3apaBooxpaHeHust Poccuickon depepavmu
yBEeAOMMSIET AepXKaTens unv Bragenbla perncTpaumoHHOro yAOCTOBEPEHMS NEKapCTBEHHOMO npenapata (YNnofIHOMOYeHHoe
MM NMLO) B NUCbMEHHOW (hopMe O NPUHSTOM PELLEHUN (C N3MNOXKEHMEM NPUYMH OTKa3a).

13. OcHoBaHveM fnsi oTkasa B cornacoBaHun degepanbHO aHTUMOHOMONBHOM CryX60M rocyqapCTBEHHON perncTpawmm
UnNun nepeperncTpalumn npeaenbHON OTNYCKHOW LieHbl NPOM3BOAUTENS Ha NEeKapCTBEHHBIN Npenapar, oTkasa B rocygapCTBEHHOW
peructpaumm unu nepepermctpauun MuHUCTEpCTBOM 34paBooxpaHeHus Poccunckon Pegepaumm npenenbHOM OTMYCKHOM
LeHbl NpoOM3BOAUTENSA Ha mMeKapCTBEHHbI npenapat C YY4eTOM pelleHus, npuHatoro degepanbHON aHTVMOHOMOMBHOWN
cnyxbon, aensercs:

a) NpeacTaBreHne HeAOCTOBEPHbIX CBEAEHI;
0) npeacTaBneHne JOKYMEHTOB B HEMOMHOM 06beme 1 (Mnn) HENOMHOTa COAEPXKALLMXCS B HUX CBEAEHUI;

B) MpeBbllleHne NpencTaBleHHON AMs rocygapCTBEHHOW perncTpaumn unuv nepepeructpaunm npeaenbHON OTnyCKHOM
LieHbl NPOU3BOANUTENS Ha NeKapCTBEHHbIV npenapaT Hag LeHOMN, pacCYMTaHHOW B COOTBETCTBUM C METOANKON.
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14. PeweHne o6 oTkase B roCygapCTBEHHOW perucTpaumv wnu nepeperucTpaumm npeaerbHON OTMYCKHOW LeHbl
Npoun3BoANUTENS Ha NEKapCTBEHHbIN NpenapaT MOoXeT BbiTb 06XanoBaHo B cyaebHoM nopsigke.

15. ﬂ]‘l"il FOCWJ,apCTBeHHOIZ perncTtpaunn npenenbHbIX OTNYCKHbIX LEeH I'IpOI/I3BO,D,I/ITeJ'IeIZ Ha NeKapCTBeHHbIE NnpenapaTtbl, HE
nocrtynaswine B 06pau.LeH|/1e Ha Tepputopumn Poccuinckon d)ep,epaLu/wl, KpomMme OOKYMEHTOB, NpeacTaBliAOTCA:

a) npounssognuTenamMm rocygapcTtB - YieHOB EBpa3VIl7ICKOFO 39KOHOMUYECKOIo coto3a:

pacyeTr pacxongoB, CBA3a@HHbIX C pa3pa60T|<0|71, npon3sBoacTeBoM U peanmsaumeﬁ NNeKapCTBeHHOro npenapara, C
npegcrasneHnem HeobXxoaMMbIX OOKYMEHTOB;

AaHHble 00 Yy4YeTHOW MOoNMMTMKE MPeanpusaTUS B YacTu crnocoba ydyeTa U pacnpenerneHvs obLLenpon3BOACTBEHHbIX U
00LLEX035MCTBEHHbIX PacXofoB Ha cebecToMMOCTb NEKAPCTBEHHBIX NPenaparos;

AaHHble, JOKYMEHTAarIbHO NoATBEPXKAatoLMe CYMMY OGLLENPON3BOACTBEHHbIX U OBLLEX03ANCTBEHHBIX PACXO4O0B;

MHGopMaums o cnocobe OTHeceHUsl OBLLEeNPOM3BOACTBEHHbLIX M OBLLEXO3SNCTBEHHLIX PAacXO4OB Ha cebecToMMoCTb
KOHKPETHOrO NleKapCTBEHHOro npenapara;

AdaHHble 06 obbemax BblMyCKa JeKapCTBEHHOro rnpenapara, ero ynerbHOM BecCe B O6LIJ,eM obbeme npPon3BOANMbBIX
JNeKapCTBEeHHbIX npenapaToB;

[IOKyMeHTanbHoe NOATBEPXAEeHNE M pacluMdpoBKa 3aTpar, 3aHUMaoLWmMX HambomnbLIniA yaenbHbIA BeC B ceGecTonMocTH
npenaparos;

pacwmndpoBKa pacxoqoB Ha MPOM3BOACTBO flIEKapCTBEHHOro npenapara no cratbsam "Coipbe" un "Martepuans!”, a Takke
AOKYMeHTarnbHoe NoaTBEPXKAEHME PACXOA0B MO yKa3aHHbIM CTaTbsM;

6) npoussBoauTENsSMM TOCYAapcTB - 4neHoB EBpPa3snincKoro SKOHOMWYECKOrO CO3a, NNAHUPYHOLWMMKU OCYLLECTBAATb
NepBUYHYIO M (UNW) BTOPUYHYIO YMAKOBKY IeKkapCTBEHHOro npenapata B Poccuiickon ®epepaunn, depxatenem unu
BragenbLueM PerucTpaumMoHHOrO YAOCTOBEPEHWUS NeKapCTBEHHOro npenapaTta (YNONHOMOYEHHbIM WM fWUOM) B Criyyae
OTCYTCTBUSI 3aperMcTpMpOBaHHON NPenenbHOW OTMYCKHOW LieHbl MHOCTPAHHOrO NPOW3BOAUTENS Ha 3TOT JleKapCTBEHHbIN
npenapar - pasmep MUHMMAaIbHON OTMYCKHON LieHbl NponssoanTens (6e3 yyeta HaumMmeHoBaHUS NPOU3BOACTBEHHbIX NOLWaaoK,
y4acTBYIOLLMX B NpOLECCe NPON3BOACTBA) Ha NeKkapCTBEHHbIV NpenapaTt B CTpaHax, yka3aHHbIX B opunoxenun N 4 kK meToauke,
C Y4Y4eTOM pacxofoB, CBHA3aHHbIX C TaMOXeHHbIM OMOPMIIEHMEM (TaMOXEHHbIX MOWMH W COOpPOB 3a TaMOXEHHOe
odhopmneHune), a Takke ceedeHus (Mo BeIGOPy AepxaTens unv BnagenbLa perncTpalMoHHOro yaoCTOBEPEHNS NIeKapCTBEHHOTO
npenapata (ynorHOMOYEHHOIO UM Nuua), NoATBEpPXKAatoLLmMe NPeACTaBNeHHY0 MUHUMAarbHYH OTMYCKHYIO LIeHY NPOU3BOAUTENS
Ha nekapcTBeHHbIV npenapaT (Ha GymMaXHOM HocuTene C 3aBepeHHbIM B YCTaHOBIIEHHOM MOPsSAKe MepeBOAOM Ha PYyCCKUiA
A3bIK);

B) MHOCTPaHHbLIMM MPOM3BOAMTENSAMU - PAa3MeEP MUHUMANbHOW OTMYCKHOM LieHbl MHOCTPaHHOro npoussoautens (6es ydyera
HaMMEHOBaHUA MPOU3BOACTBEHHBIX MMOLLAA0K, YYacTBYIOWMX B NPOLECCe MNPOW3BOACTBA) Ha NIEeKapCTBEHHbI npenapar B
CTpaHax, ykasaHHblX B NpunoxeHun N 4 k MeToauke, C YYETOM PaCXOLOB, CBA3aHHbIX C TAMOXEHHbIM OCOpPMIIEHMEM
(TaMOXeHHbIX NOLNMH U cBOpPOoB 3a TamMOXeHHOoe 0hOPMIIEHNE), a Takke cBefeHUs (Mo BbiGopy AepXKaTens unu Bnagensla
PerucTpaumMoHHOrO  YAOCTOBEPEHNUS  JleKapCTBEHHOrO npenapata  (YNoMHOMOYEHHOrO MM nuua), noaTeepXaatolime
NpeacTaBneHHy0 MUHUMAsbHYIO OTMYCKHYH LieHY MHOCTPaHHOMO NPOM3BOAUTENS Ha NeKapCTBeHHbI Npenapat (Ha BymaxkHOM
HocWTene ¢ 3aBepPeHHbLIM B YCTaHOBINEHHOM NOpsaKe NepeBodoM Ha PYCCKUM A3bIK).

16. [epxatenb unu Brageneyl, perucTpauvoHHOro yAOCTOBEPEHUsT (YMONTHOMOYEHHOE MM NULO) BOCMPOU3BELEHHOMO
nekapcTBEHHOro npenapara MHOCTPaHHOrO NPOM3BOACTBA MM BOCNPOM3BEAEHHOMO fiekapCTBEHHOMO Npenaparta Npon3BoACTBa
rocygapcTte - 4rieHoB EBpasniickoro SkOHOMMYECKOro Co3a, He Haxoasiwerocs B obpawenun B Poccunckon depepaumn,
npencraenseT ANd rocygapCTBEHHOW perncrpauum npefernbHy OTMYCKHYI LieHy MNpOou3BOAUTENS Ha feKapCTBEHHbIN
npenapart, He npesbiwaroLyto 80 NPoLEeHTOB cpedHen 3aperucTpMpoBaHHON NpeaenbHOM OTNYCKHON LieHbl Npon3BoauTens Ha
pedepeHTHbIN NeKapCTBEHHbIN Npenapar, paccYnTaHHOM 3a nepuog 3 neT A0 nNpeacTaBneHns gepXxarteneMm nnu esnagensuem
PErvcTpaumnoOHHOrO yAOCTOBEPEHUS (YMOMHOMOYEHHBIM UM  JIMLIOM) YKa3aHHOro BOCMPOU3BEAEHHOrO NEKapCTBEHHOIO
npenapata npegenbHON OTMYCKHOM LieHbI, pacCYUTaHHOW Ncxoasa n3 CTOMMOCTU OOHOW NekapCTBeHHOW (hopMbl, a B Criyyae ero
OTCYTCTBUSA - MpedenbHylo OTNYCKHYK LeHy, He npesbiwatowyto 80 npoueHTOB MakcuMarbHOW 3aperMcTpupoBaHHON
npenenbHOM OTMYCKHOW LieHbl MNPOM3BOOAUTENS Ha aHamnoruM4yHbIi  MEeKapCTBEHHbI npenapar (Mo  MexayHapogHOMy
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HenaTeHTOBaHHOMY HaWMEHOBAHMIO WM MPU ero OTCYTCTBUM - XMMUYECKOMY WM TFPYnnMpOBOYHOMY HaWMEHOBaHWIO,
nekapcTBeHHoW ¢opme ¥ [03MpoBKe (KOHLUEHTpauuW, aKkTUBHOCTW B €4MHMLAX AEeWCTBUS), pPacCYMTaHHOM UCXoas U3
MaKCUMarnbHOW CTOMMOCTU OAHO riekapcTBeHHOW chopMbl. B criyyae ecnmn ¢ MOMeHTa rocyqapCTBEHHON perncTpauum LieHbl Ha
pedepPEHTHbIN NekapcTBEHHbIN NpenapaT NpoLwno MeHee 3 NeT, pacyeT NPou3BOAUTCS MUCXoAst U3 hakTMYecKoro nepuoga
rocynapCTBEHHOW perncTpaunm LeHbl Ha pedepeHTHbIN NekapcTBEHHbIV npenapar.

Oepxatenb vnu Bnagenew, perucTpaurMoHHOro yooCTOBepeHust (YNOrIHOMOYEHHOe MM ML) BTOPOro M MocnenyroLimx
BOCMPOU3BEAEHHbIX NeKapCTBEHHbIX NpenapaToB MHOCTPaHHOIO NPOU3BOACTBA, He HaxogsAwmuxca B obpalleHun B Poccuiickon
degepauun, npeactaBnseT ANd  rocygapCTBEHHOW peructpaumm npefenbHyl0 OTMYCKHYI LeHy npou3BoauTens Ha
nekapcTBeHHbI npenapat HWxe Ha 5 npoueHTOB MnocneaHen 3apermcTpupoBaHHON NpefenbHOW OTMYCKHOW  LeHbl
Npon3BOANTENS Ha aHanorMyHbIN BOCMPOM3BEAEHHbIW NEKApCTBEHHbIN npenapaTt (Mo MeXxayHapooHOMY HenaTeHTOBaHHOMY
HaVMMEHOBAHWIO UMW MPU €ro OTCYTCTBUM - XUMWUYECKOMY UMW rpynnUMpOBOYHOMY HauMMEHOBaHWI0, NekapCTBEHHOW dopme,
[03UPOBKe (KOHLEHTpauun, akTMBHOCTM B eAnHMuax OeNCTBuS), pacCYMTaHHOW UCXOAs M3 MaKCUManbHOW CTOMMOCTU OLHOW
nekapcTBeHHON OOpPMbl.

[Mpy CHWXEHMN OT MakCUManbHOW 3aperncTpupoBaHHON NpeaeribHOM OTMYCKHOW LieHbl Mpou3BoauTens Ha pedepeHTHbIN
nekapcTBeHHbIM Mpenapar, a B cry4ae ero OTCYTCTBMS - OT MakCUMmarbHOW 3aperMcTpupoBaHHOW LEHbl Ha aHarorMyHbIN
nekapcTBEHHbIN nNpenapar (no MexayHapoaHOMY HEMATEeHTOBAaHHOMY HAaUMEHOBAHUIO UMW MPU €ro OTCYTCTBUMU - XMMUYECKOMY
UM rpynnMpoBOYMHOMY HauMMEHOBAaHMWIO, NEeKapCcTBEHHOW dopMe W O03MPOBKEe (KOHLEHTpauuwn, akTUBHOCTW B eduHuuax
OencTBums), pacCYMTaHHOM UCXOAS U3 MakCMMarbHOW CTOMMOCTU OAHOW nekapcTBeHHOM chopMbl, Ha 40 NpoueHToB npedenbHas
OTMNyCKHasi LeHa Mnpou3BoauTens Ha BOCMPOU3BEOEHHbIM NeKapCTBEHHbIN npenapat MHOCTPAHHOIO MPOU3BOACTBA HE MOXET
npesbiwate 60 NpoOUEHTOB MaKCMManbHOW 3aperMcTpupoBaHHOW nNpedenbHOW OTMYCKHOWM LieHbl Npou3BoauTens Ha
pedepeHTHbIV NEKapCTBEHHbIM NpenapaTt, a B Criyyae ero OTCYTCTBMS - MaKCUMarbHOW 3aperMcTpupoBaHHOW MNpeaernbHOn
OTMNYCKHOW LEeHbl NPOM3BOAUTENSA Ha aHanorMyHblA NeKapCTBEHHbI npenapat (N0 MeXayHapogHOMY HenaTeHTOBaHHOMY
HaUMEHOBaHUIO WU MPU ero OTCYTCTBUM - XMMUYECKOMY WU FPYNNUPOBOYHOMY HaMMEHOBAHUIO, NEKapCTBEHHON hopme U1
003MpPOBKe (KOHUEHTpaLuMmM, akTMBHOCTM B €4MHULAX OEUCTBUSA), pacCYUTAHHOW UCXOOA M3 MakCMMarbHOW CTOMMOCTWM OAHOMN
nekapcTBeHHOM hopMbl.

17. [Hepxatenb wnu Bnagenel pernctpaumoHHOro yaoocToBepeHusi (YnorHOMOYEHHOE MM nnuo) GuoaHanoroBoro
(6nonogoBHOro) NekapCTBEHHOrO npenapata  WMHOCTPAHHOrO MNpouM3BoAcTBa WM GuoaHanoroBoro  (6rMonogo6Horo)
nekapcTBEHHOro npenapara Npou3BOACTBa rocyaapcTB - UNeHoB EBpasnmnckoro 3KOHOMUYECKOro Cok3a, He HaxoAsdulerocs B
obpaweHnn B Poccuiickon Pepepaunn, npencraBnsieT AN rocyqapCTBEHHOW PErncTpaumv npeaernbHyr OTMYCKHYH LUeHy
npou3BoANTENS Ha NeKapCTBEHHbIN Npenapat, He npeBbiwatowyto 90 NPOLEHTOB CpeaHen 3aperncTpMpoBaHHON nNpeaenbHom
OTNYCKHOM LeEeHbl NPOU3BOAUTENS Ha pedepeHTHbIN NeKapCTBEHHbIM Mpenapat, paccyuTaHHoW 3a nepuog 3 neT Ao
npencTaBneHns aepxareneMm unm ernagenbuem perMcTpaumoHHOro yoocToBePEeHUs (YNONMHOMOYEHHBIM UM NIULIOM) YKa3aHHOIro
6uoaHanoroBoro (6mMonogobHOro) nekapCTBEHHOrO npenaparta npeaenbHONM OTMYCKHOW LieHbl, PAcCUMTAHHOM ucxoasa wu3
CTOMMOCTW OZIHOW NEeKapCTBEHHOW hOpMbI, @ B Crly4yae ero OTCYTCTBMS - NpeaernbHyl0 OTMYCKHYIO LieHy, He npeBbiwatowyto 90
NPOLIEHTOB MakKcuUMarbHOW 3aperncTpMpoBaHHON MpeaeribHOM OTMYCKHOW LieHbl Ha aHamnornyHbl NeKapCTBEHHbIN npenapat
(Mo mexgyHapoOHOMY HenaTeHTOBAaHHOMY HaUMEHOBAHMWIO UMW NMPU €ro OTCYTCTBUM - XUMUYECKOMY WU FPynnMpoOBOYHOMY
HaMMEHOBAHMIO, NEKAPCTBEHHOW hopMe M O03npoBKe (KOHUEHTpaUMK, aKTUBHOCTM B eduHMuax OeNCTBUSl), paccuMTaHHOWN
ucxoas U3 MakcumarbHOW CTOMMOCTM OOHOW NekapcTBeHHOW ¢opmbl. B crnyyae ecnu ¢ MOMeEHTa rocygapCTBEHHOW
perucTpaumm LeHbl Ha pedepeHTHbIV JNIEKapCTBEHHLIN npenapat NpoLwso MeHee 3 MeT, pacyeT Npov3BOAUTCST UCXOAs U3
hakTU4ecKoro nepuoaa rocyaapCTBEHHON perncTpaumm LeHbl Ha peepeHTHbIN NekapcTBEHHbIN Npenapar.

[epxartenb unu Bnagenew, perucTpaLyMoHHOrO yoocToBepeHusa (YyNorHOMOYEHHOE UM NULO) BTOPOro M MOCHELYIOLLMX
BGroaHanoroBbIx (6MoONOAOOHLIX) NEKAapPCTBEHHbLIX NPenapaTtoB MHOCTPAHHOIO MPOU3BOACTBA, HE Haxo4ALWmMXca B obpaleHnn B
Poccunckon depepaunn, NnpeacrtaBnsaeT aAng rocygapCTBEHHON perncTpaumm npegenbHyo OTMYCKHY LeHy NponsBoauTenst Ha
NEeKapCTBEHHbIN Mpenapar HWXe Ha S MpPOUEHTOB MOCMedHen 3aperncTpupoBaHHOW MpedenbHOM OTMYCKHOM  LEHbI
NPOV3BOANTENSA Ha aHaNOrMYHbIA NEeKapCTBEHHbIN nNpenapaT (N0 MeXAyHapOo4HOMY HenaTeHTOBaHHOMY HaMMEHOBAHWMIO MIn
npu ero OTCYTCTBUM - XMMMYECKOMY MMM TPYNNMPOBOYHOMY HaMMEHOBAHWIO, EKAapCTBEHHOM doOpMe W  O03MPOBKE
(KOHUEHTpaunn, akTUBHOCTM B €ANHMLAX AENCTBMS), paCCYMTAHHOM UCXOAst U3 CTOMMOCTU OOHOW NEeKapCTBEHHOM hOPMbI.

Mpn CHWXEHUN OT MakcMMarnbHOW 3aperncTpMpoBaHHON NpeaeribHON OTMYCKHOW LieHbl NPON3BOANTENS Ha pedepeHTHbIN
nekapcTBeHHbIN Npenapart, a B criydae ero OTCYyTCTBUSA - OT MakCMMarbHOW 3aperucTpMpoBaHHON NpeaernbHOW OTNYCKHOW LEeHbI
Npon3BOANUTENS Ha aHarNOrMM4HbIA fIeKapCTBEHHbIA npenapaTt (Mo MeXAyHapO4HOMY HenaTeHTOBaHHOMY HaMMEHOBaHWUKO UM
npu ero OTCYTCTBUM - XUMUYECKOMY MWMAU TPYNnNMPOBOYHOMY HauMMEHOBaAHWIO, feKkapCTBEHHOM dopMe W  O03UPOBKe
(KOHUEHTpaLmMKn, aKkTUBHOCTM B eOuMHULAx [OeNCTBMS), PacCUMTAHHOM WCXOAS M3 MaKCMMarbHOW CTOMMOCTU OZHON
nekapcTBeHHON opmbl, Ha 40 NPOLEHTOB NpeaenbHas OTMyCKHasi LeHa Npou3BoauTenst Ha 6uoaHanoroBbii (61ONOAOGHLIN)
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nekapcTBeHHbI Mpenapar WHOCTPaHHOrO NPOU3BOACTBA HE MOXeT npesbiwate 60 nNpoueHTOB  MakcumanbHow
3aperncTpupoBaHHOM NpeaenbHOM OTNYCKHOW LieHbl NMpon3BoAnNTENs Ha pedepeHTHLIN NekapCTBEHHbLIN npenapar, a B criyyae
€ero OTCYTCTBUSI - MaKkCUManbHOW 3aperncTpupoBaHHOW npenenbHOW OTMNYCKHOM LieHbl NPOU3BOAUTENSA Ha aHanornyHbIn
nekapcTBeHHbIN nNpenapar (No MexayHapoAHOMY HenaTeHTOBaHHOMY HauMEHOBaHWUIO UMW NPU ero OTCYTCTBUM - XUMUYECKOMY
UNU rpynnMpoBOYHOMY HAMMEHOBAHWIO, NeKapCTBEHHOW dopMe W A03UpoBKe (KOHLEHTpauuu, akTUBHOCTU B eAMHMLaXx
OeNCTBUS), pacCYNTaHHON NCXOAS N3 CTOMMOCTU OOHOM NeKapCTBEHHOW (hOPMbI.

18. BapeructpupoBaHHas npedenbHasi OTMNYCKHAas LeHa NpPoW3BOAMTENs Ha JfleKapCTBeHHbI npenapaTt MoXeT ObiTb
nepeperncTpMpoBaHa Ha OCHOBaHWM 3asIBMEHNS U OOKYMEHTOB, NOdaHHbIX AepXaTeneM Unu BnagesbueM permcTpaumMoHHOro
YOOCTOBEPEHMUs] NeKapCTBEHHOMO npenaparta (ynonHoMo4YeHHoro UM nuua) Ao 1 okTabpsa kaxgoro roga. locyaapcTeeHHas
nepeperncTpaums OCyLLeCTBNAETCA UCXOAs U3 pacyeTa, NPeayCMOTPEeHHOro MEeTOAMKOW, He Yalle 1 pasa B KaneHaapHOM rogy.

19. 3apeructprpoBaHHas npegenbHas OTNyckHas LieHa Ha NeKkapCTBEHHbIV Npenapar npov3BOACTBa rocyAapcTB - YNeHOB
EBpasuiickoro akoHOMUYECKOro coto3a MOXET OblTb NepeperncTpupoBaHa:

a) ANns nekapCTBEHHbIX MpenapaToB HWXHECPeAHero LeHoBoro cermeHta o 500 pybrien (BkMoYMTENBHO) - B cry4yae
yBEMMYEHUS LIEH Ha CbIpbe W Marepuarbl, UCMONb3yeMble MpU NPOU3BOACTBE KOHKPETHOrO NEeKapCTBEHHOro npenapara, a
TAKKe HaKNafgHbIX pacxodoB, KOTOpble B PaBHOW CTENEHVM BNUSIOT Ha YPOBEHb 3apPErmMCTPUMPOBAHHbLIX LIEH Ha BCe
nekapcTBeHHble MpenapaTtbl, OTHECEHHble K O4HOMY MEXAYHAapO4HOMY HenaTeHTOBAaHHOMY HauMMeHoBaHuio (konebaHusi
BarTHbLIX KYpCOB, MOBbLILIEHWE CTaBOK HAroroB, POCT TapuoB Ha 3MEKTPO3HEPruo, TenrnocHabdxeHue, BogoCHabXeHue,
TapudoB Ha MEpPeBO3KU, LIEH HaA TOMMMBO, (POPC-MAXKOpHble OOCTOSATENLCTBA, BO3HMKLUME Yy MOCTABLUMKOB Chipbs U
mMaTepuanoB), HO He Bbllle YPOBHA (aKTUYECKOM WHNAUMM NpeALecTBYOWEro KaneHgapHoro roga Cc  yy4eToMm
NPOrHO3MPYEMOro YPOBHSA MHAMSLMN TEKYLLEro rofa, yCTaHOBMEHHOro defeparnbHbiM 3akOHOM O dhefeparnbHOM OroakeTe Ha
COOTBETCTBYOLLMIA (PUHAHCOBBIN rO4 M NIIaHOBbIN NEPUOL;

6) B Cny4Yae WU3MEeHEeHuUA LeH Ha Cbipbe W Martepuanbl, a TakKkKe WU3MEeHEeHUA HaKnagHblX pacxogoB, HO He Bbllle

MPOTrHO3NPYEMOro YPOBHSA MHAMNALMKU TEKYLLEro roaa, yCTaHoBIeHHOro dedeparnbHbiM 3akoHOM O dhedeparibHoM BrogpkeTe Ha
COOTBETCTBYHOLLMIA (PUHAHCOBbIN rof W NIaHOBbIM Nepuos;

B) B Cryyae ecnu cpegHeB3BeLleHHasa hakTnyeckas OTMyCckHas LieHa Ha NekapcTBEHHbIN npenapaT 3a nepuog, UCTEKLLUIA
CO [HS rocygapCTBEHHOM peructpauum (MocrnegHen nepeperncTpaumm) npeaenbHOM OTMYCKHOM LeHbl, Obina  Huke
3aperucTpMpoBaHHOMW Ha 3TOT Mepuof LeHbl He bonee Yyem Ha MPOrHO3MPyeMbll YpOBEHb MHMAUUK, YCTaHOBMEHHbIA Ha
TekyLun rog doegepanbHbIM 3aKOHOM O doedeparibHOM OloKeTe Ha COOTBETCTBYHOLLNA (PMHAHCOBbIN FO4 U NfaHOBbLIV Nepuog,
HO He BblIlLEe pasHULbl MEXAyY MNPOrHO3NPYEMbIM YPOBHEM UHANALMM TEKYLLEro roaa, yCTaHOBNEHHOro deaeparnbHbIM 3aKOHOM
0 denepancHOM OlOXETe Ha COOTBETCTBYHLUMI (QMHAHCOBLIA o4 WM MMAHOBLIA Mepuopd, U pasHuLEen, pacCuuTaHHOW B
npoueHTax OT 3aperncTpvpoBaHHOM LEHbl, Mexay 3aperMcTpupoBaHHOW MpedenbHOW OTMYCKHOW LIeHOW Npou3BoaMuTens Ha
neKkapCTBeHHbIM npenapaTt U cpegHeB3BELUeHHOW (haKTUYeCKOW OTMYCKHOW LieHOW Ha NeKkapCTBEHHbIW npenapaTt 3a nepuvog,
WCTEKLLMI CO OHSI roCyAapCTBEHHONW perucTpaunm (mocrnegHer nepepeructpanmm) npeaenbHon OTNYCKHOW LIEHBI.

20. |-|pl/l FOCWJ,apCTBeHHOIZ nepeperncrpaunn npeneribHbiX OTMYCKHbIX UeH I'IpOI/I3BO,CI,I/ITeJ'IeIZ rocygapctB - 4JieHOB
EBpa3I/IIZCKOFO 9KOHOMUMYECKOIo Cor3a OOKYMEeHTbl Ha WMHOCTPaHHOM A3blKe MNMpeacTtaBnAlTCA Ha 6yMa)KHOM HocuTene C
3aBepeHHbIM B YCTAaHOBJIEHHOM MNMopAAKe nepesoaoM Ha pyCCKI/IV'I A3bIK.

[JaHHble B OTHOLIEHWM Bcex (haKTUYECKMX LieH B BamnioTe rocydapcTBa - yneHa EBpasuickoro SKOHOMMYECKOTo Coko3a
NpeacTaBnsTCca ¢ y4eToM nepecyeTa Ha pybnu no Kypcy, yctaHoBneHHoMy LleHTpanbHbiM 6aHkom Poccuiickoin depepaumm
Ha fdaTy, korga npousBoguTenem Gbina ocyllecTBieHa (hakTudeckas peanusauns NekapcTBEHHbIX NpenapaTtoB opraHu3aumm
OMNTOBOW TOProBMM WU (MNK) anTeyHoi opraHusauuyM NGO MHAMBMAOYASNIbHOMY NPEANPUHUMATENO, UMEIOLUM NIULEH3NIO Ha
dhapMaLeBTUYECKYIO AeATEeNbHOCTb.

21. 3apeructpupoBaHHas npefenbHasi OTNYCKHas LeHa Ha fekapCTBEHHbI npenapar WHOCTPaHHOro Npov3BoauTens
MOXeT ObITb MepeperncTpMpoBaHa B criyyae, eCnm pocT Kypca HauMOoHarnbHOW BanoThl rocyaapcTBa - Npov3BoguTens K pyonio
3a nepuog CO [HA TrOCydapCTBEHHOW peructpaumu (mocrnegHen nepeperucrpaumu) npegenbHOW  OTMYCKHOW  LEHbI
npou3BOANTENS Ha NEKapCTBEHHbIN NpenapaTt A0 AHSA Nofayn OOKYMEHTOB Ha OYepefHylo ee nepeperncrpauuio npesbillaeT
NPOrHO3MpyeMbI YpOBEHb UHANALMM TEKYLLIEro rofga, yCTaHOBMNEHHbIV defepanbHbiM 3akOHOM 0 defepansHoM Brompkete Ha
COOTBETCTBYOLLMIA (PUHAHCOBBIN rOA U NIIaHOBbIN NEPUOA.

Focy,u,apCTBeHHaﬂ nepeperncrtpaunsa npep,eanoﬁ OTI'IyCKHOVI LeHbl AnAa NHOCTPaHHbIX I'IpOVI3BO,D,VITeJ'IeIZ ocyllecTBidaeTca C
y4yeToM MNMpOrHo3npyemoro ypoBHA VIHCbJ'IFlLI,I/II/I TeKywero roga, yCctaHOBJIIEHHOro (be,u,epaanblM 3aKOHOM O (benepaanOM
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GroakeTe Ha COOTBETCTBYHOLUUIA (PUHAHCOBLIN ro4 M MMNAHOBLIN MEpUon, HO He Bbille pasHULbl Mexay MpPOrHO3NpyeMbiM
YPOBHEM WHMMSALMKM  TEKylero roga, YCTAHOBMEHHbIM dhefepanbHbiM  3aKOHOM O  doedepanbHoM  OwomkeTe  Ha
COOTBETCTBYOLLMIA (PMHAHCOBBIN Mo M NMaHOBbLIM Nepuod, 1 pasHULENn, pacCcUMTaHHOW B NPOLUEHTax OT 3aperncTpvpoBaHHOMN
LeHbl, Mexay 3aperMcTpupoBaHHOM npeaenbHOM OTMYCKHOM LEHOW Npou3BOAUTENS Ha JieKapCTBEHHbIM npenapaTr u
CcpeaHeB3BeLIEHHON haKTMYECKOW LIeHOM BBO3a SIeKapCTBEHHOMO npenapara 3a nepuog, UCTEKLWMIA CO OHA rocyaapCTBEHHOM
peructpauun (nocrnegHen nepeperncTpaunm) npegenbHon OTMYCKHOW UeHbl, C YY4ETOM MUHUMASbHOW OTMYCKHOM LEHbI
npoussognTens (6e3 ydeta HaMEHOBaHUSA NPOU3BOACTBEHHbIX NIOLAA0K, YyHacTBYOLKX B NpoLecce NpoM3BOACTBa) Ha Takow
nekapcTBeHHbIN nNpenapar B CTpaHax, ykasaHHblX B npunoxeHun N 4 k meToavke, ¢ npeacTaBneHvem cesegeHuin (no Bblbopy
aepxatensa vunu Bragenbla perucTpaurMoHHOro yOOCTOBEpPEHWUsi nekapCTBEHHOro npenaparta (YnorHOMOYEHHOro MM nuua),
NnoATBepPXKOaLWUX NpeacTaBneHHYd MUHUMAanbHY0 OTMYCKHYIO LEeHY Npou3BOAUTENS Ha IeKapCTBEHHbIN npenapaTt (Ha
BymaxXHOM HocuTene ¢ 3aBepeHHbIM B YCTaHOBIIEHHOM MOPSiiKe NePEBOAOM Ha PYCCKUIN A3bIK).

22. Tpu rocygapCTBEHHOW nepeperucTpauun npegenbHbiX OTNYCKHbIX LEeH MNpOu3BOAUTENEN ToCyAapCTB - YNEHOB
EBpasnickoro 9KOHOMMYECKOrO COK3a, B TOM UMCNE OCYLIECTBASAIOWMX MNEPBUYHYIO W (UNKU) BTOPUYHYKO YMaKOBKY
nekapcTBeHHoro npenapata B Poccuiickon ®degepauuun, Ha nekapcTBEHHble MpenapaTtbl B Cnyyasax, npegyCMOTPEHHbIX
nognyHktamu "a" n "0" nyHkta 19 Hactoswmx [NpaBun, npegenbHbI YpoBEHb PEHTAbENbHOCTM He MOXET npesbiwartb 30
NPOLIEHTOB.

23. Ha ocHoBaHuu 3asBneHns aepxartens Unu Bnagenblia perncTpaLmMoHHOro yaoCTOBEPEHNA NEKapCTBEHHOrO npenapara
(YNMOMHOMOYEHHOTO MM NULA) O CHWKEHWM 3apercTpupoBaHHOM MNpeaenbHOW  OTMYCKHOW  LieHbl  MpousBoauTens
MuHuCTepcTBOM 3apaBooxpaHeHus Poccuiickoit deaepauun paccMaTpuBaeTcs BOMPOC O BHECEHWM COOTBETCTBYHOLLIMX
N3MEHEHMIi B PEEeCTPOBYHO 3aM1Ch rocyaapCTBEHHOTO peecTpa.

B crniydae CHUXeHUaA 3apeFI/ICTpI/IpOBaHHOl7I rlpep,eanon OTI'IyCKHOI7I LUeHbl npoun3BoauTenAa Ha OCHOBaHUW 3adABlEeHUA
aepxarena wnu Bnagenbua perncTtpaunoHHOro yaoCctoBepeHua JekKapCTBeHHOro npenaparta (yFIOﬂHOMO‘-IeHHOFO nm nmua)
LeHa Ha Takowm npenapar He MOXeT OblTb 3asiBneHa aepxarenem wunu Bnagenbuem perncTtpaumuoHHOro yaoctoBepeHUud
NeKapCTBEHHOro npenapara (yI'IOJ'IHOMOquHbIM nm J'IMLJ,OM) Ha nepeperncrtpauuio B Te4eHne roga co AHA NpUHATUA pelleHna o
CHWKEHUM npeaeribHON OTNYCKHOW LiEHbI.

MwuHncTepcTBO 3apaBooxpaHeHms Poccuickon depepauumn no pesynstataMm BHECEHUS COOTBETCTBYHOLUMX WU3MEHEHWI B
rocyiapCTBEHHbIN peecTp BbiAAET AepXXaTento Unu BrnagenbLly permcTpaumMoHHOro yaoCcToBepeHus nekapCcTBEHHOro npenapara
(ynonHoMo4eHHOMY UM nuLly) BbINMUCKY U3 rOCYAapCTBEHHOrO peecTpa.

24. TocynapcTBeHHasi perucTpaumst U nepeperucTpaums npefaenbHbiX OTNYCKHbIX LeH Npou3BoauTenei Ha nekapcTBeHHbIe
npenapaTbl OCYLLECTBMSETCS AN Npon3BoguTener 6ecnnaTtHo.

25. ®depepanbHas aHTMMOHOMOMbHAsi Cnyxb6a OTMEHSAET peLleHMe O COrfacoBaHUM NpedernbHON OTMYCKHOW LiEHbI
Npomn3BoANTENS Ha NEeKapCTBEHHbIN npenapart, ecnu Nnocne NPUHATUS Takoro pelleHusl YCTaHOBIeHO, YTO AepxaTenem unu
BNafenbLemM perucTpauMoHHOrO YAOCTOBEPEHUsI FeKapCTBEHHOro npenaparta  (YNONMHOMOYEHHbIM UM FMUOM)  Obinn
npeacTaBrieHbl NOBANSBLUME HA pe3ynbTaT peLleHUs He4OCTOBEPHbIE CBEAEHNS.

MwuHucTepcTBo 3gpaBooxpaHeHusa Poccuiickon degepaumm OTMEHSET pelleHue O roCyaapCTBEHHOW perucrpauum mnu
nepepervcTpaumm npenenbHOM OTMYCKHOW LeHbl Mpou3BOAUTENsS Ha feKkapCTBEHHbIW npenapar B chnyvae, ecnu nocne
NPUHATUA TaKoro peLleHus YCTaHOBMEHO, YTO [JepxaTernem unuM BnagenbueM permcTpauyoHHOro  yAOCTOBEpPeHUs
nekapcTBeHHOro npenapata (YynonHOMOYEHHbIM UM NULIOM) BbiNn NpeAcTaBneHbl HEAOCTOBEPHbLIE CBEAEHUNS, NOBMUABLUNE HA
pesynbraT NpuUHATOro MMHMCTEPCTBOM peLleHus, a Takke B criyyae, ecnvu degepanbHas aHTUMOHOMONbHas cnyx6a oTMeHuna
pelleHne O corfnacoBaHUW npesenbHOM OTMYCKHOW LUeHbl MPOWM3BOAMTENS Ha feKkapCTBeHHbIM npenapaTl. MuHuctepcTBo
3gpaBooxpaHeHus Poccuiickon deagepaummn B yKaszaHHbIX Cryvyasx UCKMOYaeT 3aperncTpupoBaHHyto (MepeperncTtpupoBaHHyHo)
npegenbHyo OTNYCKHYIO LEeHY M3 rocygapCcTBEHHOro peectpa.”.

3. B MpaBunax BeaeHUs rocynapcTBEHHOro peectpa NpeaebHbIX OTNYCKHbIX LieH NPOU3BOAUTENEeN Ha NeKapCTBEHHbIe
npenaparbl, BKMHOYEHHbIE B NEeREeYEeHb XNU3HEHHO HEOBXOAWMbIX U BaXXHEWLIMX NeKapCTBEHHbIX MPenapaTtoB, YTBEepPXAeHHbIX
yKa3aHHbIM NOCTaHOBNEHUEM:

a) NYHKT 5 N3noXxutb B CrieayroLLlen pegakumm:

"5. PeecTpoBas 3anncb COAEPXUT criedytoLlme ceeeHus:
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a) HanMMeHOBaHWE [aepxartend wunn Bnagenbua perncTtpaumnoHHOro yaocCTtoBEpEeHUA JeKapCTBEHHOrNo npenaparta,
HanMeHoBaHne npou3sBoauTernd JeKapCTBeHHOro npenapara, MeCTO HaxXoXaeHuAa Npou3BOACTBEHHbIX nNowanok,
y4acTByloLMX B Nnpouecce nNnpon3soacTBa JleKapCTBEHHOro npenapara, C yka3aHmem ctagnuun npouecca npon3BoACTBa;

6) HauMMeHoOBaHWE JIEKApCTBEHHOro npenaparta (MexayHapogHoe HenaTeHTOBaHHOoe, WNu  rpyrnnupoBOYHOE, U
XMMUYECKOE 1 TOProBOE HAaMEHOBaHUS);

B) HOMEp PerMcTpaLMoHHOMo YAOCTOBEPeHUs NiekapCTBeHHOro npenapara;

) nekapcTBeHHasi hopma C YykaszaHWeM [O3MPOBKWM FEKapCTBEHHOIO npenapara M ero KofnuMyectBa BO BTOPUYHOW
(noTpebunTenbCcKom) ynakoBke, a TakkKe KOMMIEKTHOCTb;

[) 3aperucTpupoBaHHasi npeaernbHas OTNyckHas LieHa NpoV3BOANTENS Ha NiekapCTBEHHbIN Npenapat B pyonsix;

e) Aata n Homep npukasa MuHucTepcTBa 3gpaBooxpaHeHus Poccuinckon defepauum o rocygapCTBEHHON pervcrpaumy,
nepeperucTpauuu npeaernbHOn OTNYCKHOW LieHbl MPOU3BOAMTENS Ha fleKapCTBEHHbIW Npenapar;

X) LUTPUXOBOW KO, HAHECEHHbIN Ha BTOPUYHYIO (MOTPEOMTENBLCKYI0) YNakoBKy NEeKapCTBEHHOIO Npenapara;

3) Ko neKkapCTBEHHOro npenapata Mo aHaToOMO-TepaneBTUYEeCKO-XMMUYECKOW Kraccudumkauumn, pekomeHOoBaHHOW
BceMupHon opraHu3aunein 3agpaBooxpaHeHus.";

©) oononHWTL NYHKTOM 6_1 cregytowero cogepXaHums:

"6_1. BHeceHne u3MeHeHWn B PeecTpoBYK 3anuMCb O FOCYAapCTBEHHOW perncTpaumm npeaeribHOM OTMYCKHOM LEHbI
npou3BoamMTENs Ha feKapCTBEHHbI Mnpenapat B 4YacTu W3MEHEeHUs HaVMEHOBaHWs feKapCTBEHHOro npenapara
(MexxgyHapoaHOro HenaTeHTOBaHHOro, WM rpynnMPOBOYHOrO, UMM XMMUYECKOTO W TOProBOr0 HauMeHOBaHUS), HanucaHus
nekapcTBeHHON OpMbl, HanMcaHua [OO03UPOBKM FeKapCTBEHHOro npenapata, W3MEHeHWs Aepxartens unu Bragenbua
pervcTpaumoHHOro yaooCTOBEpPEeHUsi NeKapCTBEHHOrO npenapara, M3MeHeHusi Npou3BoAUTENsl NeKkapCTBEHHOro npenapara,
HaMMeHOBaHWsi NPOM3BOACTBEHHbIX NNOLLAA0K, yHaCTBYHOLMX B NpoLiecce NPOU3BOACTBA NeKapCTBEHHOMO npenapara, Homepa
pPEervcTpaumoHHOro YOOCTOBEPEHUSA IEeKapCTBEHHOro npenapara, LTPUXOBOrO KOAAd, HAHECEHHOro Ha  BTOPUYHYHO
(noTpebuTenbCcKylo) ynakoBKY JIEKapCTBEHHOro npenapaTta, KOMMMEKTHOCTM JleKapCTBEHHOro npenapata (Mpy  ycrioBum
OTCYTCTBUS WM3MEHEHWS €ro KOonuMyecTBa BO BTOPWYHOM (NOTPEOUTENbLCKOW) YNakOBKE) OCYLLECTBMASIETCA Ha OCHOBaHWUU
3asBNeHVs AepxaTens unv Bnagensla perncTpaumoHHOro yaocToBepeHns iekapCTBEHHOro npenaparta (YynornHOMOYEHHOrO UM
nunua) MuHuctepcTBoM 3gpaBooxpaHeHus Poccuiickon ®enepaunm 6e3 cornacoBanust ¢ PegepanbHON aHTMMOHOMOMBHOW
cnyxbo C CcoxpaHeHWeM MocredHen 3apermcTpyMpoBaHHOM LeEHbl Ha MeKapCTBEHHbI npenapar. MuHucTepcTBo
3apaBooxpaHeHunsa Poccunckon degepauumn no pesynsrataM BHECEHMS UBMEHEHUIN B PEeCTPOBYIO 3annchb BblAaeT AepxaTento
Unu Briagenbly PerucTpaurMoHHOINO yAOCTOBEPEHUS NEKAPCTBEHHOIO npenaparta (YNONHOMOYEHHOMY UM NULy) BbIMUCKY U3
peectpa.";

B) OYHKT 7 AOMNOMHUTbL NOANYHKTOM "r" cregyloLero CoaepXxaHus:

"r) OTMEHbl pelleHuss O TroCyAapCTBEHHOW perucTpauuM Wnum nepepernctpauun npenenbHOW  OTMYCKHOW  LieHbl
NPOM3BOANTENSA Ha NEKapCTBEHHbIN npenapart.”.

YTBEPXXOEHA

nocrtaHoBneHuem lNpaButenbcrea
Poccunckoun ®epepaummn

oT 15 ceHTa6pa 2015 roga N 979

(B pepakuumn, BBegeHHOM B AeNcTBUe
c 18 okTsa6psa 2018 ropa
nocraHoBneHuem lpaButenLcTBa
OCCUNCKOU Cﬁeﬁgi)aw_w

oT 8 okTa6psa 2018 roma N 1207. -

CM. npeablayLLyO peaakLuio)
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METOOUKA PACHETA YCTAHABJIMBAEMbIX MPOU3BOOUTENAMU NEKAPCTBEHHbIX NMPEMNAPATOB
NPEOENbHBIX OTMYCKHbIX LLEH HA NNEKAPCTBEHHbIE NMPENAPATbI, BKIFOMEHHbIE B MNEPEYEHDb
XXW3HEHHO HEOBXOAMMbIX U BAXXHEWLLNX NNEKAPCTBEHHbIX MPEMAPATOB, NMPU UX
rOCYOAPCTBEHHOW PEFTMCTPALIMU U NEPEPEMUMCTPALIUA

(c nameHeHuamu Ha 31 okTs6ps 2020 roga)

I. OBLUME NONTOXEHUA

1. HacToswasn meToanka ycTaHaBnMBaeT NopsiAok pacyeTa npeaerbHbIX OTNYCKHbIX LEeH NPOU3BOAUTENEN NEKapCTBEHHbIX
npenapaToB (ganee - NPOU3BOAUTENN) Ha NEKapCTBEHHbIE Npenapathbl, BKIIOYEHHbIE B NepeveHb XU3HEHHO HeobXoanMbIX U
Ba)KHEMLUNX NEeKapCTBEHHbIX MpenapaTtoB (Aanee - neKkapcTBeHHble Mpenapatbl), Npu UX rocyAapCTBEHHOW perncTpauum u
nepeperucTpauum.

Il. PACYET NPEOENIbHOM OTNYCKHOW LIEHbI HA PE¢FPEHTHbIVI NEKAPCTBEHHbIW NPEMNAPAT NPU EE
roCcYaAPCTBEHHOM PETMCTPALIUN

2. TlpepenbHas oOTnNyckHas LUeHa Ha pedepeHTHbIN NekapcTBEHHbIN npenapaTr ycTaHaBnuBaeTCcs Ans  Kaxaoro
npon3soanTens B paMKax permcrpauvoHHOro yAoCToBepeHns pedepeHTHOro fekapCTBEHHOro npenaparta B COOTBETCTBUM C
TpeboBaHMAMM NyHKTOB 24 u 25 [paBwn rocynapCTBEHHOW peruMcrpauuvM W - Nepeperncrpaumu _ycraHaBnuBaeMbIX
Npon3BOANTENSAMU NEKaPCTBEHHbIX MpenaparoB NpeaAenbHbIX OTNYCKHbIX LieH Ha NeKapCTBeHHble npenaparbl, BKIOYEHHbIE B
nepeyYeHb XKWM3HEHHO HEOOXOAMMbBIX W BaXKHEWMLUMX MEeKapCTBEHHbIX MpenaparoB, YTBEPXKOEHHbIX [OCTaHOBAEHUEM
MNpaButenbcrtBa Poccuiickon Penepaummn ot 29 oktabpa 2010 . N 865 "O rocyaapCTBEHHOM perynvpoBaHWM LEH Ha
fiekapCTBeHHble Mpenaparbl, BKNOYEHHbIE B NepeYeHb XXU3HEHHO HeoBXOAMMbIX M BaXHEMLLINX NeKapCTBEHHbIX npenaparoB”
(nanee - MNpasuna), Ha OCHOBAHUWN AaHHbIX, PACCYMTAHHBIX B COOTBETCTBUM C HAacTOALLE METOAMKON.

3. Npepnaraemas kK rocygapCTBEHHOW perncrpauun npegenbHas OTMyCKHasi LeHa npousBoguTenein rocyaapcTs - YneHoB
EBpasnnckoro aKOHOMUYECKOro coto3a Ha pedpepeHTHbIN TeKapCTBEHHbIM NpenapaT He MOXET NpeBbIWaTh:

a) cpeHEB3BELUEHHY0 (haKTUYECKY OTMYCKHYIO LieHY Ha pedepeHTHbIN NEeKapCTBEHHbIN Npenapart 3a OTYETHbIV Nepuos,
paccyMTaHHyI0 B COOTBETCTBUM C pasaenom |V HacTosllen METOAMKN Ha OCHOBaHMM CBeAeH 06 o6 bemax 1 OTMYCKHbIX LieHax
Haxogsawmxest B obpaiyeHnm B Poccuiickon ®enepauum nekapcTBEHHbIX MpenaparoB NMPOU3BOAMTENEN rocyaapcTB - YNeHOB
EBpa3niickoro 3KOHOMUYECKOro COK3a M MHOCTPAHHbIX NMPOM3BOAMUTENEN, OCYLLECTBASIOWMX NEPBUYHYIO U (MNN) BTOPUYHYIO
yNaKoBKY nekapCcTBeHHoro npenapata B Poccunckon ®enepaumu, cornacHo npunoxenuio N 1;

6) B cnyyae ecnv NnekapCTBEHHbIA MpenapaTt MHOCTPaHHOro NPOM3BOACTBA MIM NMPOM3BOAUTENS FOCY4ApCTBa - urneHa
EBpa3niickoro 3KOHOMUYECKOro Co3a peannsyetcsi B MHOCTPaHHbIX rOCyAapcTBaxX, B OTHOLLEHMM KOTOPbIX NpeacTaBrsieTcs
MHopmaums 06 ypoBHE MUHUMASbHbIX OTMYCKHbIX LieH Ha NeKkapCTBEHHble npenapatbl COornacHo npunoxednuio N 2, -
MUHMMarbHYI0 OTNYCKHYIO LeHy npousBoauTenst (6e3 ydeTa Npou3BOACTBEHHbIX NIOLAAO0K) HAa NeKapCTBEHHbIA npenapaT B
yKasaHHbIX rocydapcTBax, paccyMTaHHYyl B COOTBETCTBUM C pasfenom VIl HacTosulen MeToAMKM Ha OCHOBaHUM pac4yeta
npenensbHOM OTNYCKHOW LeHbl MNPOU3BOAMTENS Ha JIEKApPCTBEHHbLIM npenapat, NpeacTaBnsieMol Ha rocy4apCTBEHHYHO
peructpaumio (nepepeructpaumio), cornacHo npunoxeHmto N 3 € y4eTOM pacxXxodoB, CBSI3aHHbIX C  TaMOXEHHbIM
0opMIIEHNEM.

(MognyHKT B pepakumun, BBeageHHon B aenctemne ¢ 3 HosAbpst 2020 roga nocrtaHoeneHvem [NpaButenscrea Poccuickon
®denepaumm ot 31 okTabpsa 2020 roga N 1771. - CM. NnpeablAyLLYI0 PEAAKLIMIO)

4. lMpegnaraemas K rocygapCTBEHHOW pernctpaumm npegenbHasi OTNYCKHas LeHa WMHOCTPaHHbIX Mpou3BoguTenen Ha
pedepeHTHbIN NIeKapCTBEHHbIN NpenapaT He MOXET NpeBbIWaTh:

a) cpefHeB3BELUEHHYI0 (haKTUYECKY LieHy BBO3a pedepeHTHOro NekapCTBEHHOro npenapata 3a OTYETHbIA nepuop, C
Y4EeTOM pacxofoB, CBSA3a@HHbIX C TaMOXEHHbIM OOPMIIEHMEM, PacCYMTaHHY0 B COOTBETCTBMM C pasgenom VI Hactosulen
METOAIMKN Ha OCHOBaHUM cBefeHui 06 obbemax 1 O LieHax BBO3a feKapCTBEHHOrO npenapara MHOCTPaHHOro Npou3BOACTBa,
HaxogsLerocs B o6palleHnmn Ha TeppuTtopun Poccuiicko degepauunn, 3a OTHETHbIA NEpMo cornacHo npunoxenunto N 4;

0) MUWHUMAanbHYK OTMNYCKHYK UEHY WHOCTpPaHHOro npomsBoauTens (6e3 yyeTa nNpOM3BOACTBEHHBLIX MMOWAA0K) Ha
pedepeHTHbI NeKapCTBEHHbIN npenapar B MHOCTPaHHbIX roCygapcTBax, yKasaHHbIXx B Opunoxenun N 2 K HacTosulein
MeToauKe, onpeaerneHHyo B cooTBeTCTBMM ¢ pasgenom VIl HacTosulen MeTOAMKM Ha OCHOBaHWM pacyeTa, NpegyCMOTPEHHOro
npunoxennem N 3 K HacTosLLIEN METOAUKE, C YHETOM PacxonoB, CBA3aHHbIX C TAMOXEHHbIM 0hopMIeHneM.
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5. I'Ipe,qnaraemaﬂ K FOCWJ,apCTBeHHOVI perncTtpaumn npenernbHaa OTnyCkHad ueHa WMHOCTPaHHbIX I'IpOVIBBO,D,VITeJ'IeIZ Ha
ped.)epeHTHbIIZ J'IeKapCTBeHHbII7I npenapart, OCyLWeCTBNAWnX umnmn nnaHnpyrwmx OCyLeCTBIATb MNepBUYHYO W« (I/IJ'IVI)
BTOPUYHYIO YNaKOBKY JIEKapCTBEHHOIO Nnpenapara Ha TeppuTtopun Poccuiickon d)e,qepau,wm, HEe MOXEeT npesBblllaTb.

a) cpegHeB3BELLEHHYI0 (DaKTUYECKYH OTMYCKHYIO LieHY Ha peddepeHTHbIN NeKapCTBEHHbIN NpenapaTt 3a OTYETHLIN Nepuoa,
paccuuTaHHyl0 B COOTBETCTBMM C pasgenom |V HacTosulen METOAMKM Ha OCHOBaHMM CBEAEHUN, MpPegyCMOTPEHHbIX
npunoxexHnem N 1 K HacTosLen METOAUKE;

6) MUHMManbHYO OTMYCKHYIO LeHY WHOCTpaHHOro npoussoautens (6e3 yyeTa NPOM3BOACTBEHHLIX NNOWAA0K) Ha
pedepeHTHbIN NleKapCTBEeHHbIV Npenapar, paccynTaHHylo B COOTBETCTBUM C pasaenom VIl HacTosulel MeToankM Ha OCHOBaHUM
pacyeta, npegycMOTpeHHoro npunoxenvem N 3 Kk HacTosuwlen MeToavke, W CBedeHuin o6 ypoBHE MWHMMAanbHbIX LEeH
nekapcTBEeHHOro npenaparta B MHOCTPaHHbIX rOCYAapCTBaX, yKasaHHbIX B NpuioxeHnn N 2 K HacTosaulen MeToamke, ¢ y4eToM
pacxodoB, CBA3aHHbIX C TAMOXEHHBIM 0POPMIIEHNEM.

6. lNpu rocynapcTBeHHOW perncTpaumv npegenbHas OTNYCKHas LeHa Ha pedepeHTHbIV nekapCcTBeHHbIN npenapat ans
BCEX NMPOM3BOAMTENEN B pamMmKax permcTpaLMoHHOro ya4OCTOBEPEHUS NIEKAPCTBEHHOMO Npenapara ¢ y4eTtoM TpeboBaHuM NyHKTa
24 TpaBun He MOXET MpEBbIATb YPOBEHb MWHUMANbBHOW U3 LEH, pacCYUTaHHbIX C y4yeTom TpeboBaHMM NyHKTOB 3-5
HaCTOSALLIEN METOOVKM.

7. MNpepnaraemas K rocygapCTBEHHOW peructpauuy npefenbHasi OTNyCKHas LeHa Ha pedepeHTHbI NeKapCTBEHHBIN
npenapaTt Ans Bcex npousBoauTenei nekapcTBeHHOro npenaparta 6e3 yyeta hopMbl BbiNycka riekapCTBEHHOro npenaparta, 3a
WCKIIOYEHMEM criy4YaeB, NpeaycMOTPeHHbIX NyHkToM 25 [MNpaBu, He MOXET npeBblwaTh:

a) B clny4vae ecnv B paMKkax OfHOro PerncTpaumoHHOro YOOCTOBEPEHUS NIEKapCTBEHHOMO Mpenaparta 3aperncTpupoBaHbl
npeaenbHble OTNYCKHbIE LeHbl Ha pedhepeHTHbIN NeKapCTBEHHbIN Npenapar C Takon e nekapCTBeHHOM (hOpMON U JO3UPOBKOW
(KOHLEeHTpaunen, akTUBHOCTBIO B eAvHMLUAax OeNCTBuS), - NpeaenibHy0 OTMNYCKHYK LeHY Ha pedepeHTHbIN NeKapCTBEHHbIN
npenapat, paccyuMTaHHYyl0 WUCXOAs U3 cpedHero apuMeTUyecKoro 3HayeHuMs CTOMMOCTW OOHOW NeKapCTBEHHOW (OpMbI
nekapcTBeHHbIX MpenapaTtoB, UMeLNX Bnmxkanlume cMmexHble KonMyecTBa BO BTOPUYHOW (MOTpebuTenbckon) ynakoske, Ha
OCHOBaHWW CBEAEHUI O HanNU4Mu 3aperncTpmpoBaHHbIX NpeaenbHbIX OTMYCKHbIX LieH 3asBrsieMoro nekapcTBeHHOro npenapara
cornacHo npunoxenuto N 5.

6) B crniyyae ecnv He 3aperMcTpupoBaHbl npefenbHble OTMYCKHblE LieHbl HA pedbepeHTHbIN NeKkapCTBEHHbIV npenapart C
TaKoOW >Xe [O3UPOBKOWM (KOHLUEHTpaumMen, akTUMBHOCTbIO B eAuMHMLAX OEeNCTBUS), - NpPenenbHyt OTMYCKHY LeHYy Ha
pedepeHTHbIN NeKapCTBEHHbBIA MNpenapart, pacCYMTaHHY0 WCXOAS W3 CpedHero apupmeTnveckoro 3HavyeHust CTOMMOCTU
€OUHWLbI OEeNCTBYIOLLErO BELLECTBa NeKapCTBEHHbIX NPenapaToB, MMEKLLMX brivkaniumne cMexHble JO3MPOBKNU, Ha OCHOBaHUM
cBegeHun, NpegycMoTpeHHbIx apunoxeHnem N 5 K HacTodllen MeToaumke.

8. B cnyyae ecnu no COCTOSHWIO Ha AaTy NPEeLCTaBreHWUst 3asiBNEHMST O FOCYAapCTBEHHOW perncrpauun npenenbHoN
OTMNYCKHOW LieHbl MPOM3BOAMTENS Ha pedepeHTHbIM NekapCTBEHHbIN npenapaTt B MnHucTepcTBo 3apaBooxpaHeHns Poccumnckoim
degepauun B pamkax MeXOyHapOLHOrO HenaTeHTOBaHHOrO HaMMEHOBaHWUS U NEKapCTBEHHOW (DOPMbl 3aperucTpupoBaHbI
npenenbHble OTMYCKHbIE LieHbl MPOU3BOAMTENEN Ha COOTBETCTBYHOLLME BOCMPOU3BEAEHHbIE, OMoaHanoroeble (61MonogobHbIE)
nekapcTBeHHble MpenapaTtbl, NpyW 3TOM MpefenbHash OTNyCcKHas LeHa Npou3BOAUTENs Ha pedepeHTHbIN NeKapCTBEHHLIN
npenapaTt He 3aperucTpupoBaHa, TO npeanaraemasi K rocygapCTBEHHOW peructpaumMm npefenbHas OTnyckHas LUeHa Ha
pedepeHTHbIN NEeKapCTBEHHbIM Npenapar He MOXeT MpeBbllaTb MakCUMarnbHYl 3aperMcTpupoBaHHYK MNpeaenbHyo
OTMNYCKHYIO LeHY Ha COOTBETCTBYIOLLMI BOCNPOU3BEAEHHbIN, BuoaHanorosbli (6Monogo6HbIN) NekapcTBEHHbIN Npenapar.

lll. PACHET I'IPEJZ!EHbHOﬁ OTI'IYCKHS)W LIEHbI HA BOCIMPOU3BEAEHHbIN, BI/IVOAHAHOFOBbIﬁ
(BMOMNOAOBHbIN) IEKAPCTBEHHbIW NMPEMAPAT NMPU EE TOCYOAPCTBEHHOW PETMCTPALIMA

9. lNpepenbHasi OTNyCKHasl LieHa Ha BOCMPOM3BEAEHHbIN, GuoaHanoroBbin (6MONOAOGHLIN) NEKapCTBEHHLIN Npenapat
(manee - BOCNpPOW3BEAEHHbIN FEKAPCTBEHHbIN MpenapaT) ycTaHaBnNUBAETCs ANS KaX[oro npousBoguTenss B pamkax
perncTpaumoHHOro yaooCcTOBEPEHNS NIEKaPCTBEHHOIO Npenapata B COOTBETCTBUM C TpeboBaHUsMY NyHKTOB 24 1 25 Mpasun, Ha
OCHOBaHWM [aHHbIX, PaCCYUTaAHHbIX B COOTBETCTBMW C HACTOALLEA METOAMKOM Ans KaXdoW rpynnbl NpOW3BOAMTENEN
nekapCTBEHHbIX Npenaparos.

10. Npepnaraemas k rocygapCTBEHHOW pernctpaumm npegeribHas oTnyckHasi LeHa npovsBoguTenen rocygapcrs - YeHOB
EBpa3snnckoro aKOHOMUYECKOro COK3a Ha BOCMPOM3BEAEHHbIN NIeKapCTBEHHbIN NpenapaT He MOXET NpeBbILWaTh:
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a) OTMYCKHYIO LIeHY, pacCYMTaHHyl C y4yeToMm TpeboBaHuWM MNyHKTOB 26-28 [paBwn v B cooTBeTcTBUM C pasgenom VI
HacTosien MEeTOAMKM Ha OCHOBaHMWN JaHHbIX pacyeTa NpeaenbHON OTNYCKHOW LieHbl Ha BOCMPOM3BEAeHHbIN, BroaHanorosbin
(6ronogo6HbIN) NekapCTBEHHbIV Npenapart, NPeacTaBNAeMon Ha rocygapCTBEHHYO perncTpauuio, cornacHo npunoxexuto N 6;

0) cpeaHeB3BeLLEHHYO (PakTUYECKY0 OTMYCKHYI0 LieHY Ha BOCMPOM3BEAEHHbLIN NEKAPCTBEHHbIM npenapaT 3a OTYETHbIN
nepuvoa, paccyMTaHHylo B COOTBETCTBMM C pasgenom |V HacTosuler MeToauKkm Ha OCHOBaHWWM CBeAEeHWN, NpeayCMOTPEHHbIX
npunoxeHvem N 1 K HacTosLLIEe METOANKE;

B) B Criyyae ecnv nekapCTBEHHbI npenapaTt MHOCTPAHHOrO NPOW3BOACTBA MMM NPOM3BOAUTENS rocydapcTBa - YneHa
EBpasunickoro a3KOHOMUYECKOro CO3a peannsyetcs B MHOCTPAHHbIX roCyAapcTBax, B OTHOLLEHWMM KOTOPbIX NpeacTaBrnsieTcs
UHopmauma 06 ypoBHE MMHMMAINbHbIX OTMYCKHbIX LEH Ha NeKkapcTBeHHble npenapatbl, ykasaHHblX B opunoxeHnve N 2 k
HacToAlen MeToauKe, - MUHMManbHYyl OTMYCKHYK UeHy npoussoauTens (6e3 yyeta npou3BOACTBEHHbIX MIOLWAAoK) Ha
NneKkapcTBEHHbIN Npenapart B YKasdaHHbIX roCygapcTBaxX, pacCUMTaHHY0 B COOTBETCTBUMM C pasaenoM VIl HacTodulen MeToavkm
Ha OCHOBaHWW pacyeTa NpeaenbHOM OTMYCKHOW LieHbl NPOM3BOAUTENSA Ha JleKapCTBEHHbIM Mpenapart, NpeacTaBngemMon Ha
rocyiapCTBEHHYIO0 perncrpauuto (nepepeructpaumio), NnpeaycMoTpeHHoro npunoxexdvem N 3 Kk HacTosLen METOAVKE, C YH4ETOM
pacxofoB, CBA3aHHbIX C TAMOXEHHbLIM 0hOpMMEHNEM.

(MognyHKT B pepakumun, BBeoeHHON B genctBue ¢ 3 Hosbpst 2020 roga moctaHoBneHuem [NpaButensctBa Poccuiickon
®denepaumu ot 31 okTabpa 2020 rona N 1771. - CM. npeaplayLLy0 peaakLu)

1. I'Ipep,naraemaﬂ K FOCWJ,apCTBeHHOVI perncTtpaumn npepenbHaa OTnyCckHad uUeHa WMHOCTPaHHbIX npomaao,qmenelh Ha
BOCﬂpOI/I3Be,EI,eHHbIIZ J'IeKapCTBeHHbIIZ npenapart He MOXeT MnpeBbIllaTh:

a) OTMYCKHYIO LEeHY, paccyuMTaHHylo ¢ yyeTom TpeboBaHui nyHKTOB 26-28 [MpaBun n B cooTBeTcTBMM C pasgenom VI
HacToALeN METOAMKN HA OCHOBAHMU pacyeTa, NpeaycMoTpeHHoro npunoxenvemM N 6 K HacTosule METOOUKE;

6) cpeaHeB3BeLLEHHYO (haKTUYECKYIO LieHY BBO3a NEKapCTBEHHOIMO Mpenapara 3a OTYETHbI Nepuod ¢ y4eTOM pPacxomos,
CBSAA3aHHbIX C TaMOXEHHbIM OMOPMIIEHMEM, pacCcyYMTaHHYl0 B COOTBETCTBUM C pasdenom VI HacTosdulei MeToavku Ha
OCHOBaHUW CBEAEHWI, NPefyCMOTPEHHbIX npunoxennemM N 4 k HacTosLe METOANKE;

B) MWHMMAarbHYIO OTMYCKHYIO LIeHYy WHOCTpaHHOro npoussogutensa (6e3 ydera npov3BOACTBEHHbIX MNOWAA0K) Ha
BOCNPOM3BEAEHHbIN NEeKapCTBEHHbIN Mpenapar, pacCuMTaHHyt0 B COOTBETCTBUM C pasgenom VIl HacTodulen MeToavKM Ha
OCHOBaHWM pacyeTta, npeaycMoTpeHHoro npunoxeHneM N 3 Kk HacTodulen MeToAuKe, C Y4EeTOM pacxodoB, CBSI3aHHbIX C
TaMOXeHHbIM 0hOPMMEHNEM.

12. Npegnaraemas K rocyaapCTBEHHOW perncTpauumn npegensHas oTnyckHas LeHa Ha BOCNPOM3BEAEHHbIN NeKapCTBEHHbIN
npenapaTr WHOCTPAHHbIX MPOU3BOAMTENEN, OCYLUECTBASIWNX WU NNAHMPYIOWMX OCYLLIECTBMAATE MEPBUYHYD U (Mru)
BTOPUYHYIO YNAKOBKY NekapcTBeHHOro npenapata B Poccuickon ®efepaumm, He MOXET npeBbilwaTh:

a) OTMYCKHYI0 LieHY, pacCYMTaHHyl C y4yeToMm TpeboBaHWn MyHKTOB 26-28 [paBwn v B cooTBeTcTBUM C pasgenom VI
HacTodlen MeToAVKN Ha OCHOBaHUW pacyeTa, NpeaycMoTpeHHoro npunoxexdnem N 6 kK HacTosllen MeToauKe;

0) cpenHeB3BeLLEHHYO (haKTUYECKYI0 OTMYCKHYHO LIEHY Ha BOCMPOW3BEAEHHBIN NIEKAPCTBEHHLIA NpenapaTr 3a OTYETHbIN
nepuoa, paccynTaHHylo B COOTBETCTBMM C pasgenom |V Hactosauler MeToauKm Ha OCHOBaHWWM CBeAEeHWUW, NpeayCMOTPEHHbIX
npunoxeHvem N 1 K HacTosLEe METOANKE;

B) MWHMMAarbHYIO OTMYCKHYIO LIeHY WHOCTpaHHOro npoussogutensa (6e3 ydera nNpoM3BOACTBEHHbIX MMOWAAoK) Ha
BOCMNPOM3BEAEHHbIN NEeKapCTBEHHbIN NpenapaTr B MHOCTPaHHbIX rocydapcTBax, ykasaHHbIX B OpunoxeHun N 2 Kk HacTosulen
MEeTOAMKE, pacCUMTaHHY B COOTBETCTBUMM C pasaenom VII HacTosdulen MeToaMKM Ha OCHOBAHWKW pacyeTa, NnpegyCMOTPEeHHOro
npunoxexnvem N 3 K HacTosLen METOAUKE, C YH4ETOM PacxogoB, CBA3AHHbLIX C TAMOXEHHbLIM OpopMIeHneMm.

13. MNMpwu rocygapcTBeHHOW pernctpaumn npegenbHas OTMNyCKHas LeHa Ha BOCNPOU3BEAEHHbIN NlekapCTBEHHbIN npenapaT
AN BCex npou3BoauTener rocygapcrB - 4YneHoB EBpasuinckoro 9KOHOMUYECKOrO COK3a B paMKax pPerncrpauuoHHOro
YOOCTOBEPEHUSA NEKapCTBEHHOro npenapara ¢ ydyetom TpeboBaHun nyHkTa 24 [paBun He MOXET MpeBbllliaTb YPOBEHb
MUWHVMarbHON U3 LieH, pacCYNTaHHbIX C y4eToM TpeboBaHum nyHkTa 10 HacTosLlel METOAUKM.

I'Ile FOCWJ,apCTBeHHOI?I perncTtpaumn npenenbHada OoTnyCckHada ueHa Ha BOCI'IpOI/I3Be£I,eHHbIl7I J'IeKapCTBeHHbIVI npenapar and
BCEX NHOCTPAHHbIX I'IpOVI3BO,EI,I/ITeJ'IeI7I, B TOM 4ucne OCyLleCTBIALWNX UIMN NaHNPYOWMX OCYLLECTBIIATbL NEePBUYHYHO U (I/IJ'II/I)
BTOPUYHYIO YNaKOBKY J1I€KapCTBEHHOro npenapara B Poccuinckon Cbe,qepau,mvl, B paMKax perncrtpauymnoHHOro yaoctoBepeHud
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nekapcTBEHHOro npenaparta ¢ y4eToM TpeboBaHui nyHkTa 24 NpaBun He MOXET MPEBbIWATE YPOBEHb MUHUMASIBHOW U3 LIEH,
paccyMTaHHbIX C y4eToM TpeboBaHU NyHKTOB 11 u 12 HACTOALLIEN METOANKM.

14. MNpepnaraemas k rocyapCTBEHHON perncTpauuy npeaenbHasl oTnyckHasi LieHa Ha BOCTIPOM3BEAeHHbIN NeKapCTBEHHbIN
npenapar Afs BCcex Npov3BoauTenei nekapCcTBEHHONO npenaparta 6e3 yyeta hopMbl BbiNycka fekapcCTBEHHOro npenapara, 3a
UCKITIOYEHMEM CryYaeB, NpedyCMOTPEHHbIX NyHKTOM 25 MpaBuil, He MOXET MNpeBbILaTh:

a) B crny4vae ecnv B paMKax OfHOro perncTpaumoHHOro yooCTOBEPEHUS NeKkapCTBEHHOro npenaparta 3aperncTpyvpoBaHbl
npegenbHble OTMYCKHblEe LEeHbl Ha BOCMPOM3BEAEHHbIM NEKapCTBEHHBIN MpenapaTt C Takow >Xe rnekapCTBeHHOW (opmMoun U
[03UPOBKOM (KOHLUEHTpauMen, akTUBHOCTbIO B eQuHuUax AENCTBUSA), - NpedenbHylo OTMYCKHYH LEeHY Ha NeKapCTBEHHbIN
npenapaTt, pacCYUTaHHY WCXOAS W3 CpefHero apudMeTU4ecKoro 3HayeHuUsi CTOMMOCTU OAHOW JiekapCTBEHHOW (POpMbI
nekapcTBeHHbIX MpenapaToB, MMeKLNX Bnmxkaniume cMmexXHble KOnM4yecTBa BO BTOPUYHOW (MOTpebuTenbCkow) ynakoBke, Ha
OCHOBaHWN CBEAEHWUI, NpeayCMOTPEHHbIX npunoxeHnem N 5 K HacTosllen METOAUKE;

6) B cnyyae ecnv He 3aperMcTpyMpoBaHbl NpegernbHble OTNYCKHbIE LieHbl Ha BOCNPOU3BEAEHHbIN NEKAPCTBEHHbIV Npenapar
C TaKom >e [O03NPOBKOW (KOHUEHTpauuew, akTMBHOCTbIO B eduHMUax AeNCTBWSA), - MNpedenibHyt0 OTMYCKHYK LeHy Ha
nekapcTBeHHbI npenapat, pacCyYUTaHHYl0 WUCXoAst W3 cpedHero apudMeTUYEecKoro 3HayeHuss CTOMMOCTU  eduHULbI
AENCTBYIOLLEro BeLlecTBa feKapCTBEHHbIX MpenapaTtoB, MMelWwnx Onwkanwmne CcmexHble [O3NPOBKW, Ha OCHOBaHWM
CBeAeHUn, NpeayCcMoTPeHHbIX npunoxeHnem N 5 K HacToALEeNn METOAMKE.

15. Tpu rocygapCTBEHHOW peructpauun npegenbHON OTMYCKHOW UeHbl MpOM3BOAMTENS Ha BOCNPOU3BEAEHHbIN
NeKkapCcTBEHHbIN NpenapaTt B cryvyae, ecnv B pamMkax MeXAyHapOOHOro HenaTeHTOBaHHOIO HAaMMEHOBAHWSI U NeKapCTBEHHOW
PopMbIl He 3aperncTprMpoBaHa npegernbHas OTNyckHas LeHa Ha COOTBETCTBYHOLLMIA pedepeHTHbIV NeKapCTBEHHLIN npenapar u
He 3aperMcTpyMpoBaHbl NpefernbHble OTMYCKHbIE LieHbl MPOU3BOAMTENEN Ha BOCMPOU3BEAEHHbIE JIEKAPCTBEHHbLIE NpenaparTsl,
pacdeT ueHbl ocyulecTBnsietca PegepanbHOM aHTUMOHOMNOMBHOW Cry)X6OW Ha OCHOBaHUM MWHMMANbHOW OTMYCKHOW LIEHbI
npoussoanTens (6e3 yyeta npon3BoaCTBEHHbLIX NIOWAA0K, C Y4ETOM pacxodoB, CBA3AHHbLIX C TAMOXEHHbIM 0POPMITEHNEM) Ha
COOTBETCTBYIOLLMI pedepPEHTHbIN NEKAPCTBEHHbIN NpenapaT B MHOCTPaHHbIX roCy4apcTBax, yKasaHHbIX B opunoxeHun N 2 kK
HacTosLen METOAUKE, C MPUMEHEHNEM MOHMXKAKOLLEro KoaddumumeHTa, 3Ha4eHMa KOTOPOro ONpeaensioTcs B COOTBETCTBMMN C
paspenom VIl HacTosLlen METOOVKM.

IV. PACYET CPEOHEB3BELUEHHOWU ®AKTUYECKOM OTNYCKHOMN LIEHBI MPOU3BOAUTENSA MOCYOAPCTB -
YJTIEHOB EBPA3UUACKOIO 3KOHOMUYECKOIO COKO3A U UHOCTPAHHOIO MPOU3BOAUTENS,
OCYLLECTBNAIOLLENO NEPBUYHYIO U (UNTN) BTOPUYHYIO YNAKOBKY JIEKAPCTBEHHOIO NMPEMAPATA B
POCCUNCKOW ®EOEPALIMN, HA NEKAPCTBEHHbIV NPEMNAPAT

16. PacyeT cpeaHeB3BeLIEHHOW (hakTUYEeCKOW OTMYCKHOW LeHbl Mpou3BoauTens rocyaapcts - yneHoB EBpaswuickoro
9KOHOMMYECKOIO COK3a U (UNN) MHOCTPAHHOIO NPOM3BOAUTENS, OCYLLECTBSAOLLEro NEPBUYHYIO U (MNM) BTOPUYHYIO YNAKOBKY
nekapcTBeHHoro npenapata B Poccuiickon degepaumnn, Ha KOHKPETHbIV NEKAPCTBEHHbIN NpenapaT Npou3BoANTCS 3a OTYETHbIN
nepwopg, Ha OCHOBaHWUM CBEAEHNI, NPeayCMOTPEHHbIX npunoxeHnem N 1 K HacTosulen METOANKE.

Mpu pacueTe Takowm cpefHEB3BELLIEHHOW (DAKTUYECKOW OTMYCKHOW LIEHbI YYUTBIBAKOTCS CBEAEHUSA 00 06bemMax U OTMYCKHbIX
LleHax Ha nekapCTBeHHbIN npenapaTt 3a OTYETHbIN Nepuog No Kaxaomy Npon3BoAUTEN0 B paMKax OAHOro peructpaumoHHOro
YOOCTOBEPEHMUS NleKapCTBEHHOrO npenapara.

PacueT cpeaHeB3BeLLEHHOW (haKTUYECKON OTMYCKHOM LieHbl Ha NIEKapCTBEHHBIN NpenapaTt OCYLLIEeCTBMASETCS C Y4ETOM BCEX
dopmMm Bbinycka (YnakoBKW, KOMMIIEKTHOCTM) NEKAPCTBEHHOrO npenapata, 3a MCKIHYEHWEM CryyaeB, MpPeayCMOTPEHHbIX
nyHkTom 25 MNpasun.

17. CpepHeB3BelleHHasi akTU4Yeckas OTMNyCkHas LeHa npov3BoauTenen rocygapctB - uneHoB EBpasuiickoro
9KOHOMWYECKOTO COH3a Ha JeKapCTBEHHbIA npenapaTt (yka3blBaeTcs MO TOProBOMY HaWMEHOBaHWIO, MexXZyHapogHOMYy
HenaTteHTOBaHHOMY HauMeEHOBaHWIO, JO3UPOBKE (KOHLEHTPaLUW, akTUBHOCTU B eAuHMLAxX AeiCTBUS), NekapcTBeHHOW dopme,
KONMNYECTBY J€KApPCTBEHHbLIX (QOPM B MNOTPEOMTENLCKOM YynakoBke (KONMMYECTBY [03 B YyMNakoBke, 0Obemy) B pamkax
PErucTpaLmnoHHOro yAOCTOBEPEHUS NEKapCTBEHHOMO Mnpenapara, OTNYLUEHHbIV 3a OTYETHbIV NepuoA (LueHa CpPB3Bnp oTI; )

(pybnein), onpepensieTca no oopmyrne:

> (ueHa haKTHYECKO IO OTIVCKA X KOMHIECTES OTII)
IEHA CPESENp OTI =

EONMHYECTED OEH.IEE OTII
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roe:

ueHa cpakTMyeckoro oTnycka - dakTuyeckass OTMyckHas LieHa Npou3BOAMTENs rocygapcTtBa - urneHa EBpaswuiickoro
9KOHOMWYECKOTO COK3a Ha OfHy NOTPeOGUTENbCKYK YMNakoBKY JeKapCTBEHHOro npenaparta (ykasblBaeTcs Mo TOpProBomy
HaVMMEHOBAHMIO, MEXOYHAPOAHOMY HenaTeHTOBAaHHOMY HaMMEHOBaHWUIO, A03UPOBKE (KOHLEHTpaLMK, aKTUBHOCTU B eQuHMLaXxX
OencTBus), NekapcTBEHHOM OpMe, KONMUYECTBY JeKapCTBEHHbIX (hOpM B MOTPEOUTENBLCKOM ynakoBke (KONUYECTBY [03 B
ynakoBke, o6bemy) (pyonen);

KONMMYeCTBO OTM - KONMUYECTBO YMakKOBOK NEKapCTBEHHOro npenaparta (ykasblBaeTcsi MO TOProBOMY HaWMEHOBaHWIO,
MEXOyHapoAHOMY HemnaTeHTOBaHHOMY HaWMEHOBaHMWIO, LO3VMPOBKE (KOHLEHTpauuu, akTUBHOCTU B eOuHMLAX OEeUCTBUS),
nekapcTBEHHOW (HOpMe, KONMMYECTBY JEKAPCTBEHHbLIX (DOPM B MOTPEOMTENLCKOM YrnakoBKe (KONMMYECTBY [03 B YNaKOBKeE,
06beMy) Npon3BoaMTENs rocyaapcTBa - YneHa EBpasuniickoro aKOHOMMYECKOTO COHO3a, OTFPY>KEHHOIO 3a OTYETHbLIN Nepuog no
opHon ueHe (WTyK);

KornuyectBo oOLllee OTN - oOllee KOMMYEeCTBO YMakOBOK INEKApCTBEHHOro mnpenaparta (ykasbiBaeTcd MO TOProBOMY
HaMMEHOBAHNIO, MEXAYHAPOOHOMY HEMAaTEeHTOBAHHOMY HAaMMEHOBAHMIO, A03NPOBKE (KOHLEHTPaLMKU, akTUBHOCTU B eAnHMLAx
OEeNCTBUS1), NEeKapCTBEHHOW (hopMe, KONMMYECTBY NEKAPCTBEHHbIX (POPM B MOTPEOUTENBCKOM YMaKOBKe (KOMMYEecTBy 003 B
yrnakoBke, 00beMy) Npon3BoAMNTENEN rOCYAaPCTB - YreHOB EBPa3niickoro 3kOHOMMYECKOIO COK3a B paMKax perMcTpauoHHOro
YOOCTOBEPEHUS FIEKapCTBEHHOrO Npenapara, NPOM3BEAEHHOTO M OTIPYXXEHHOro 3a OTYETHbIM nepuod (WTyk). M3 obuiero
KONMmM4yecTBa WMCKNIOYaKTCA 3KCMOPTHbIE MOCTaBKW, MOCTaBKW, OCYLLECTBMEHHbIE B paMKax pasfuyHbiX BUAOOB ryMaHUTapHOM
MOMOLLK, U MOCTaBKM NEKaApCTBEHHbIX MpenapaToB B paMkax OnaroTBOPUTENBHOCTWU, a TakkKe MOCTABKU JTEKapCTBEHHbIX
npenapaToB C OCTaTO4YHbIM CPOKOM FOOHOCTU MEHee 5 NpPOoLEeHTOB.

18. CpenHeB3BelLeHHas hakTMyecKkas OTMyCKHas LieHa MHOCTPaHHbIX NPOU3BOAUTENEN, OCYLLECTBSIOWMNX NEPBUYHYIO U
(vnn) BTOPMYHYIO YNaKOBKY NeKapCTBEHHbIX npenapatoB B Poccunckon ®Penepaumu, Ha neKapCTBEHHbIM npenapar
(ykasblBaeTcsi NO TOProBOMY HAaWMEHOBAHMWIO, MEXOYHAapOAHOMY HenaTeHTOBaHHOMY HaWMEHOBaHWIO, [03MPOBKE
(kOHUEHTpaUuW, akTUBHOCTW B e€OuHMLAX OeWCTBUSA), fekapCTBEHHOW ¢opMe, KOMMYEeCTBY JeKapCTBEHHbIX (opM B
noTpedbunTenbCkon ynakoBke (KONMMYEeCTBY [03 B YynakoBke, o6bemMy) B paMKax perMcTpalMoHHOro YO4OCTOBEPEHUS
neKapcTBEHHOTO npenapara, OTNyLWeHHbIN 3a OTYETHbIN Nepuoa (pybreit) (ueHa cpB3BNp ¢TI, ), ONpeAenseTcs no gopmyne,

npuBeaeHHOM B NyHKTE 17 HACToALEeN METOAMKMA.

V. PACHET PEHTABEJIbHOCTU A1 NEKAPCTBEHHOI'O MPEMNAPATA NMPOU3BOAWUTENSA NOCYOAPCTB -
YNEHOB EBPA3UMCKOIo 3KOHOMUYECKOIO COIO3A NPU NEPEPErMCTPALINM NPEAENTIBHOU
OTNYCKHOMU LEEHbI HA NNEKAPCTBEHHbIU NMPEMNAPAT

19. Pacuer pacxogoB, CBfA3aHHbIX C pa3paboTkon, Npou3BOACTBOM MW peanusauuelnt fekapcTBeHHOro mnpenapara
npou3BoanTens rocygapctB - uneHoB EBpasmMmckoro 9KOHOMUYECKOro COl3a, NPEeACcTaBnsieMoW Ha nepeperucTpaumio
npenenbHON OTMYCKHOW LieHbl Ha fiekapCTBEHHbIN Npenapart, OCYLLEeCTBRASETCS CornacHo npunoxexnunto N 7.

20. Pacyer peHTabenbHOCTU IEeKapCTBEHHOro npenapata 3a OTYETHbIM NEpPUOoS OCYLUECTBASIETCS MO  KaXOoMy
npou3BOAMUTENIO rocygapcTBa - uneHa EBpasuickoro 9KOHOMMYECKOrO COK3a B paMKax O[HOrO PerncrpaumoHHOro
YOOCTOBEPEHUSA NEKapCTBEHHOIO Npenapara.

21. Tpn nepepeructpauun npegenbHOW OTNYCKHOW LeHbl NpomM3BoauTens rocygapctsa - uneHa EBpasunckoro
39KOHOMMYECKOIO COH3a Ha NeKkapCTBEHHbIV Npenapart, HaxoamBLUMICS B obpalleHun Ha Tepputopun Poccunckon degepaumu,

daKkTN4ECKNn ypoBEHb PeHTabeNnbHOCTU NPOAYKLMM (R'i" ) (NpoueHTOB) onpegensieTcs no opmyne:

_ harTHYECKAA OpHE R <100%

Eg

cebECTOHMOCTE
roe:

akTnyeckas npubbinb - NpuObLINbL OT peanu3auum NPOU3BOAUTENEM KOHKPETHOrO JIEKAapCTBEHHOrO npenapaTta 3a
OTYETHbIN Nepuoa, npusefeHHas B npunoxernun N 7 k HacTosulen meToauke (pybnen);
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cebecToMMOCTb - CymMMa MpsiMblX, OOLLENPOM3BOACTBEHHbLIX M OOLLEX03ANCTBEHHBIX pPacxodoB, MNPUBEAEHHbIX B
npunoxexnun N 7 K HacTodwlen MeToauke (pybnen).

22. Tlpu nepeperucTpauun npenenbHOM OTNYCKHOW LeHbl npousBoauTenen rocygapctea - udneHa EBpasuiickoro
3KOHOMMYECKOIO COK3a Ha NekapCTBEHHbIV Npenapart, He NocTynasLwnii B obpalleHne Ha Tepputopun Poccunckon ®egepauum

B TE€YEHME OTYETHOrO Nepuoaa, NPOrHO3MPYeMbIN ypoBeHb peHTabenbHocTv npogykumn (E. ) (npoueHToB) onpeaensietca no
dopmyne:

R, = nporHosHad npHbEIE «100% |

cebECTOHMOCTE

roe:

MporHo3Hasi NpubbINb - NPUOLINbL OT peanu3auMnm NPOM3BOAMTENEM KOHKPETHOTO JIEKApCTBEHHOrO MpenapaTta 3a rof,
KoTopas npuBeaeHa B npunoxeHun N 7 k HacTosLen MmeToauvke (pybnen);

cebecToMMoCTb - CymMma MpsiMblX, OOLLENPON3BOACTBEHHbLIX W OBLLEXO3ANCTBEHHbIX PACXO4oB, MNPUBEAEHHbIX B
npunoxexnmn N 7 K HacTodLlen MeToauke (pybnen).

23. Tpu nepepeructpauun npeaenbHOW OTNYCKHOW LeEeHbl Npou3BoauTens rocygapctsa - uneHa EBpasunckoro
9KOHOMMYECKOrO COK3a Ha NeKkapCTBEHHbIN nNpenapar B cryvasx, npegycMoTpeHHbIX noanyHkTamu "a" - "B" nyHkTa 32 MNpaswun,
ecnv hakTU4eCKnii ypoBeEHb PeHTabenbHOCTM 3a OTYETHBIN Nepuod npesbicuT 30 NPOLIEHTOB, 3asiBNsiemasi k nepeperucrpaumum
npegenbHas OTMNyCKHas LieHa Ha nekapcTBEHHbIN npenapaTt NoAfIeXUT CHUXKEHMUIO C y4EeTOM JaHHOTO OrpaHNYeHns.

V1. PACYET CPEOAHEB3BELUEHHON ®AKTUYECKOWN LIEHbI BBO3A JIEKAPCTBEHHOIO MPEMAPATA
WHOCTPAHHOIO NPOU3BOAMUTENA B POCCUNACKYIO ®EAEPALIUIO

24. Pac4yeT cpeaHeB3BELUEHHOW (aKTUYEeCKOW LEeHbl BBO3a KOHKPETHOrO JlEKApCTBEHHOrO npenapara WMHOCTPaHHOro
npounssoautens B Poccuiickyto ®egepaLmio nponsBoanTca Ha OCHOBaHUM CBeAEHUN, NpeayCMOTPeHHbIX npunoxeHunem N 4 K
HacTosLLEen METOMKE.

I'IpM pacyete cpep.Hesaaeu.leHHoﬁ d)aKTMHeCKOVI LUeHbl BBO3a JeKapCTBEHHOro npenapara yYuTbiBakOTCA CBeOeHUA o6
obbemax 1 0 LeHax BBO3a NeKapCTBEHHOro npenaparta 3a OTYETHbIN nepmuoa no KaxXgomy MHOCTpaHHOMY Npoun3BoauUTENO B
paMKax OgHOro permcTtpaumMoHHOro ygoctoBepeHuma nekapCTtBeHHOro npenapara.

PacuyeTt cpegHeB3BelleHHON (haKTUYEeCKOW LieHbl BBO3a JleKapCTBEHHOIO npenapara OCyLecTBseTcs ¢ y4eToM opMbl
Bblnycka (ynakoBKW, KOMMIEKTHOCTM) NeKkapCTBEHHOrO npenapaTta, 3a UCKIMIYEeHNEM cryyaeB, NpeayCMOTPEHHbIX OyHKTOM 25
MpaBun.

25. CpepgHeB3BelleHHas akTuyeckasi LieHa BBO3a eKapCTBEHHOro npenaparta (yka3biBaeTcs MO TOProBOMY
HaVMMEHOBAHNIO, MEXAYHApOOHOMY HEMaTeHTOBAHHOMY HAaMMEHOBAaHWIO, J03MPOBKE (KOHLEHTpaLMKU, akTUBHOCTU B eAnHMLax
OEeNCTBUS1), NeKapCTBEHHOW (hopMe, KONMMYECTBY NEKApPCTBEHHbIX (POPM B MOTPEOUTENBCKOW YMaKOBKe (KONMMYEecTBy 003 B
yMaKkoBKe, OObEMY) MWHOCTPaHHbIX MPOU3BOAMTENEN, YKa3aHHbIX B PErucTpaLMoOHHOM YAOCTOBEPEHMU FEKAPCTBEHHOrO
npenapara, BBE3EHHOrO 3a OTYETHbI nepuopd Ha Tepputoputo Poccuiickon ®epepaumn (UeHa cpe3Bnp EE;) (pybneit),

onpegenseTcd no opmyrne:

> (meHa daKTHYECKo Do BEO3A X KOIHYECTES EE)
IEHA CPESENpP BBy =

)

ECNMHYECTEC OELT.IE!E! EE

roe:

ueHa cpakTnyeckoro BBO3a - pakTU4eckas LieHa BBO3a OJHOW MOTPEeOUTENbCKOWM YMaKOBKM NEKapCTBEHHOro npenapara
(ykaspiBaeTcsi MO TOPrOBOMY HaWMEHOBAaHWIO, MeXAyHapoAHOMY HenaTeHTOBaHHOMY HAauMMEHOBaHMWIO, [03UPOBKE
(kOHUEHTpauun, akTUBHOCTW B e€AuHMUAxX [AeWCTBWS), feKapCTBEHHOW ¢opme, KOMMYecCTBY IeKapCTBEHHbIX ¢(opMm B
noTpebnTenbCKoM ynakoBke (KOMMYeCTBY 403 B yNakoBke, 00bemy) MHOCTPaHHOro nponssoauTens (pybnen);
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KOMMYecTBO BB - KONMYECTBO YMaKOBOK leKapCTBEHHOrO npenapara WHOCTPAaHHOro npoussBoauTens (ykasbiBaeTcs Mo
TOProBOMYy HaMMEHOBaHUIO, MeXAyHapoaAHOMY HernaTeHTOBAaHHOMY HauMEHOBaHMWIO, JO3NPOBKe (KOHLUEHTpauun, akTMBHOCTU B
eQMHULAxX OencTBUs), NekapcTBEHHON hopMe, KONUYECTBY NeKapCTBEHHbLIX hOPM B NOTPEOMTENBCKON YNakoBKe (KONUYeCTBY
003 B ynakoBke, 06bemy), BBE3EHHOrO MHOCTPaHHbLIM NPomM3BoauTeneM (MMNOPTEPOM) 3a OTYETHLIN Nepuoa No O4HOWM LeHe
(wTyk);

KonuyectBo oOllee BB - oOOllee KONMMYECTBO YMaKOBOK NeKapCTBEHHOro npenaparta (ykasbiBaeTcsi Mo TOProBOMY
HaMMEHOBaHMWIO, MeXOyHapOAHOMY HEeNaTeHTOBaHHOMY HauMeHOBaHWIO, [O3MPOBKE (KOHLEHTPaLUW, akTUBHOCTU B eAuHULAXxX
OencTBus), NekapcTBEHHOM OpMe, KONMUYECTBY JeKapCTBEHHbIX (hOpM B MOTPEOUTENbLCKOM ynakoBke (KONMUYECTBY 003 B
ynakoBke, 06beMy) MHOCTpaHHbIX NPOM3BOAMTENEN B paMKax PErMcTpaunoHHOrO YAOCTOBEPEHUST NeKapCTBEHHOIO npenapara,
BBE3EHHOIO 3a OTYETHbIN Nepunog (LUTYK).

M3 obLuero konnyecTBa UCKMIOYAKTCA NOCTaBKW, OCYLLECTBIEHHbIE B paMKax PasnuyHbIX BUAOB ryMaHUTapHOW NOMOLLN, U
NOCTaBKMN NeKapCTBEHHbIX NpenapaToB B paMkax 6naroTBopuTenbHOCTM, NOCTaBKM NeKapCTBEHHbIX NpenapaToB C OCTaTOYHbIM
CPOKOM TOOHOCTU MeHee 5 MpoUeHTOB, a Takke MOCTaBKM feKapCTBeHHbIX npenapatoB € ()akTU4eckon LieHOW BBO3a,
npeBbILaoLLen 3aperncTpUpoBaHHYIO NPeaeribHY0 OTMYCKHYIO LIeHY Npou3BoanTens.

VII. PACYET MMHUMATBbHOW LEEHbI NPOU3BOAUTENA HA NEKAPCTBEHHbIA NPEMNAPAT B
WHOCTPAHHbIX FOCYOAPCTBAX, YKA3AHHbIX B MPUNOXEHWUU N 2 K HACTOALIEA METOOUKE

26. PacyeTt OTnyCKHOWM LiEHbI NMPOM3BOAUTENS HA NEKapCTBEHHBIN npenapar (Mo TOProBoMy HaMMEHOBaHWI0, MEXOYyHapOaAHOMY
HEenaTeHTOBaHHOMY HauMEHOBaHMIO, A03NPOBKE (KOHLEHTpaLUun, akTUBHOCTU B €QUHMLLAX AEUCTBUS), NTeKapCTBEHHOW dhopme,
KONMMYeCTBY MNekapCcTBEHHbIX (hOpM B NMOTPEOUTENbLCKOM ynakoBke (KOMMYECTBY 03 B YMaKOBKe, 06beMy) NpovM3BOAUTCS Ha
OCHOBaHWM cBeeHMN 06 ypoBHE MUHMMAaNbHBIX LIEH NTEKapCTBEHHOrO npenaparta (6e3 yyera Npon3BOACTBEHHbIX MOLLAA0K) B
WMHOCTPaHHbIX rOCyAapCcTBaX, YyKasaHHbIX B pOpunoxenur N 2 K HacTosulen MeToAMKe, M Ha OCHOBaHMM CBedeHUn,
npenycMoTpeHHbIx Tabnuuert 1 npunoxernva N 3 kK HAcToALLIeN METOANKE.

27. B 1abnuue 1 npunoxenns N 3 K HacTodulen MEeTOAMKE MUHWMAasbHble LiEHbl NPOU3BOAUTENS Ha feKapCTBEHHbIN
npenapaT B WHOCTPaHHbIX rOCY4apCTBaX, yKasaHHbIX B npuioxeHun N 2 k HacTosulen MeToAMKe, YKasblBalTCcs B pyonsix.
MepecyeT UeHbl B MHOCTpPaHHOW BantoTe B pyoOnM OCYLUECTBASIETCS MO CpedHeMY Kypcy COOTBETCTBYHLLENA WHOCTPAHHOW
BantoTbl K pybnto Poccuiickon ®enepaummn, yctaHoBneHHomy LleHTpanbHbiM 6aHkom Poccunckon depepauumn 3a 3
KaneHgapHblx Mecsla, npedlecTBylollMe Mecsly fAaTtbl nogayn  3asiBfieHuss O rocygapCTBEHHOW — perncrpauum
(nepepernctpauun) npegenbHON OTMYCKHOW LieHbl MPOU3BOAMTENS Ha NekapCTBEHHbIN npenapat, KOTopbln (KypC BamoTHOro
nepecyeTa) ykasbiBaeTcs B Tabnuue 2 npunoxenmsa N 3 K HacTosLen METOAUKE.

28. B cnyyae ecnu nekapCTBEHHbIN NpenapaT peanuayeTcs B MHOCTPaHHbIX roCygapcTBaXx, YkasaHHbIX B npuaoxenun N 2
K_HacTosien MeToauvke, Mo APYrMM TOProBbIM HauMeHoBaHWeM, B Tabnuue 1 npunoxenns N 3 K HacTodulen MeToauke
YKa3blBalOTCH COOTBETCTBYHOLLEE TOProBOE HauMMEHOBaHWE W MUHWMarbHble LieHbl MPOU3BOAUTENS HA IEeKapCTBEHHbIN
npenapar.

29. B cny4yae rocynapcTteeHHoM peructpaumm (nepepernctpauun) B Poccunckon ®egepauum npeaensHOm OTNYCKHOW LIEHbI
Ha IeKapCTBEHHbIA Mpenapar C KOMMYECTBOM IeKapCTBEHHbIX ()OPM B MOTPEOUTENBCKOM ynakoBke (KONMMYeCcTBy [03 B
yrnakoBke, 06beMy), OTCYTCTBYIOLLUMM B MHOCTPAHHbIX rOCYAapCTBaXx, ykasdaHHbIX B npunoxeHun N 2 K HacTosulen MeToavke, B
Tabnuue 1 npunoxenus N 3 K HacTosulel MEeToAMKE YKa3biBAOTCA MUHUMAarbHbIE LieHbl MHOCTPaHHOIO Npou3BOauTENs Ha
nekapcTBeHHbIE Npenaparbl, MMeLLme brivkanlne CMeXHble KonmyecTsa B NOTPEOUTENbCKUX yNakoBKax (BHE 3aBMCUMMOCTH
OT Hanuunsi UX TOCYLAPCTBEHHOW peructpaumm Ha Tepputopum Poccuiickon ®egepauun), KoTopble peanusyloTcss B
WHOCTPaHHbIX rOCyAapcTBaX, ykasdaHHbIX B npunoxeHun N 2 k HacTosLen MeToaAMKE.

Mpu 3TOM MUHUMarbHas LeHa NPON3BOAUTENS Ha NEKAapCTBEHHbIN NpenapaT onpeaensieTcs kKak MMHUManbHas UCXO4s U3
pacuyeta cpedHero apudMeTUYECKOro 3Ha4YeHUsl CTOMMOCTU OHOW NeKapCTBEHHOW (opMbl flekapCTBEHHbLIX NpenapaTos,
UMeLMX Gnmxanime cMexHble KonmyecTea B NOTPEOUTENBCKMX YNakoBKax, B KaX4A0M M3 MHOCTPaHHbLIX rocyaapcTs (rpadga 6
Tabnuubl 1 npunoxenus N 3 K HacTosALLIEN METOANKE).

B cnyyae rocygapcTBeHHOW peructpauun (nepepermctpaumm) B Poccunckon depepaumm npegenbHOM OTMYCKHOM LEeHbI
NneKkapcTBEHHOro npenapaTa ¢ JO3VMPOBKOW, OTCYTCTBYIOLWEN B MHOCTPAHHbIX rocygapcTBax, yYKkasaHHbIX B npunoxeHun N 2 Kk
HacToswen metoauke, B Tabnuue 1 npunoxenms N 3 k HacToduwlen METOAMKE YKasblBalOTCA MWHMMAarbHblE LEHbI
WHOCTPaHHOro NPOM3BOAUTENS HA NEKapCTBEHHbIE Mpenaparbl, MMeloLme brvbkanline CMexHble JO3NPOBKU (BHE 3aBUCUMOCTH
OT Hanuuusa ux perucTpaummn Ha Tepputopum Poccunckon ®eanepaunm), KOTopble peanusyoTca B MHOCTPaHHbIX rOCy4apCcTBax,
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yKa3aHHbIX B npunoxeHun N 2 Kk HacToslen MeToanke.

Mpu aTom uUeHa, nNpegnaraemas K rocygapCTBEHHOW perncrpauun, onpeaenseTcsa kak MMHUManbHas MCXoas U3 pacyeta
cpegHero apugmMeTnyecKkoro 3HayeHMs CTOMMOCTU OAHOM €AMHWULbI OEWCTBYIOWEro BeLeCcTBa fleKapCTBEHHbIX NpenapaTos,
umetoLwmnx brnivkaniumne cMexHble 403MPOBKM, B KaXOO0M U3 MHOCTPaHHbLIX rocyaapcTs (rpadha 7 1abnuubl 1 npunoxenva N 3 k
HacToALlle METOIMKE).

30. B cnyyae ecnu nekapcTBeHHbIM MpenapaT WUHOCTPaHHOrO MPOW3BOAUTENS MPOU3BOAMTCHA TOMbKO ANA NPOAaXu B
Poccuinckon degepaumm (He peanuayetrcsi B MHOCTPaHHbIX rOCygapcTBax, YKasaHHbIX B OpunoxeHun N 2 Kk HacTosulen
MeTOoAMKeE), ANSA pacyeTa OTMYCKHOW LieHbl Ha NekapCTBEHHbIV Npenapar npeacraBnaeTcs MHpopmMauns 0 MUHUMarbHbIX LeHax
OPYrMX  WHOCTPaHHbIX NPOM3BOAUTENEN Ha JeKapCTBeHHble MpenapaTtbl, COBMajawliMe Mo  MeXayHapogHOMY
HenaTeHTOBaHHOMY HauMeHOBaHMIO (MpU ero OTCYTCTBMU MO rPYNNUPOBOYHOMY UMN XMMMUYECKOMY), NeKapCTBEHHOW chopme,
OO3UPOBKe (KOHLEHTpauun, akTMBHOCTM B eduHuUax [Aencteusi), obpallawlmecs B rocygapcTBe MNpoU3BOAUTENS
NeKkapcTBEHHOrO Mpenapata, Ha OCHOBaHMU [aHHbIX M3 OTKPbITbIX OOLLEAOCTYMHbIX WMCTOMHUKOB, COOTBETCTBYHOLLMX
TpeboBaHuAM nyHkTa 17 MNpasun. MNpu 3TOM 3asiBNEHHasi K rocyapCTBEHHOW perncrTpauum LieHa MHOCTPaHHOIo NPOn3BOAMTENS
Ha NekapCTBEHHbIVN MpenapaTt He OOMKHAa NpeBbilaTe MUHUMAnNbHYO LIeHY OPYIMX MHOCTPAHHbIX MPOU3BOAMTENEN (C y4ETOM
pacxofloB, CBS3@aHHbIX C TAMOXEHHbIM OMOPMITIEHMEM), PaCCUMTaHHYH Ha OCHOBaHUM Tabmuubl 1 npunoxenuns N 3 k
HaCTOSALLIEN METOaVKE.

VIIl. PACYET NPEOENbHON OTNYCKHOW LIEHbI NPOU3BOAUTENSA HA BOCMPOU3BEOEHHbLIN
NEKAPCTBEHHbIU NMPEMNAPAT

31. [epxatens unu Bnagenel, perucTpaumMoHHOIO YOOCTOBEPEHUs (YMONIHOMOYEHHOE WM ML) BOCMPOU3BEOEHHOIO
rekapCTBEHHOrO MpenapaTta B Ccrlyyae, €ecnv npegenbHas OTNyCcKHasi LeHa Ha COOTBETCTBYHOLWMA pedepeHTHbIN
riekapCTBEHHbIN npenapaTt 3aperucTpupoBaHa, NpeacTaBnseT Ans rocygapCTBEHHOW pernctpauumn npeaenbHyo OTMYCKHYH

LleHy Ha NeKapCTBEHHbIV Npenapart, He NPEBLILAOLLYIO LIEHY (Hrrp) (pybnew), paccuntaHHyto no opmyne:

100 -,

—— T v, Y i
100 AxEd

D = Hpeg
roe:

Hpe@ - 3apernmcTpnpoBaHHaa Ha garty nogadu 3adaBiieHuAa o FOCMD,apCTBeHHOVI perncTtpaunn npe,qeanoﬁ OTI'IyCKHOIZ LeHbl

AepxaTteneM unv BnagenbueM PermcTpauyoHHOrO YOOCTOBEpPEHMsI BOCTIPOM3BEAEHHOIO JIeKapCTBEHHOrO npenaparta (Unu
YNONMHOMOYEHHBIM UM NMLOM) NpeaeribHas OTMyCckHas LieHa 3a NoTpebuTernbCKyo YnakoBKy pedepeHTHOro NeKkapcTBEHHOMo
npenapara (ganee - LeHa ped)epeHTHOro NekapcTBEHHOTO Npenapara);

K, - nonmkarowmii koadduUMeHT, 3HaYeHMs KOTOPOro NpW roCyAapCTBEHHOW PerncTpauum paccHMTbIBAlOTCA B

COOTBETCTBUM NYHKTOM 33 HacTodule METOAVKN U NyHKTOM 26 [MpaBun (ganee - NoHWwxawLWwmn KoaduumneHT) (NpoLEeHTOB), C
OKpYyrneHnem Ao CoTbiX;

Kdb - koadhdmumeHT nepecyeTa hacoBKu, onpeaensemMblii Kak COOTHOLLEHNE MeXOY KONMYECTBOM NeKkapCcTBeHHbIX (hopM B
ynaKoBKe BOCMPOV3BEAEHHOro NeKapCTBEHHOro npenapara U ped)epeHTHOro NekapcTBEHHOro Npenapara;

Ko - koadduUMeHT nepecyeta O03MPOBKU, OMNpeaensaemMblil Kak COOTHOLLEHWE MEXIY KONMUYECTBOM EOQMHUL, aKTUBHOTO
BEellecTBa B [03MPOBKE BOCMPOU3BEOEHHOMO NEKapCTBEHHOro npenapata U KONMMYEeCTBOM eOVHWL, aKTUBHOMO BelecTBa B
[03UPOBKe pedepeHTHOro NekapCTBEHHOro Npenapara.

32. UeHa Ha pedepeHTHbIN neKapCcTBEHHbIN npenapat onpefensercs Kak MuWHUManbHas 3aperucTpyvpoBaHHas
npegenbHas OTMYCKHas LeHa Ha pedepeHTHbIN NeKapCTBEHHLIN npenapaT C TaKoW >Xe [A03MPOBKOM (KOHLEHTpauuven,
aKTVBHOCTbIO B eauHuLuax OeNCTBUSA) U TakuMm Xe KONMUYECTBOM FeKapCTBEHHbIX (POpM BO BTOPWYHOM NOTpebuTenbcKomn
ynakoBKe, YTO W BOCNPOU3BEAEHHbBIN NEeKapCTBEHHbIN Npenapar, C y4eTOM criydaeB, NpeayCcMOTPeHHbIX OyHKTOM 25 MNpasu.

B cny4ae ecnu He 3aperncTpupoBaHbl NpefesibHble OTNYCKHble LeHbl Ha pedepeHTHbIN fieKapCTBEHHbIN npenapaT C
TakKMM XE KONMMYECTBOM JIEKApCTBEHHbIX (YOPM BO BTOPMYHOM MOTPEOUTENLCKOM YMakoBKe, YTO U  3asBMsieMbIN
BOCMNPOM3BEAEHHbIN JIEKAapCTBEHHbLIM MpenapaTt, ueHa Ha pedepeHTHbI NeKapCTBEHHbIN npenapat onpegensetca Kak
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npepenbHas OTMNYCKHas LUeHa Ha pedepeHTHbIM NeKkapcTBEeHHbIN npenapaTt, paccyuMTaHHass WCXoas U3 cpeaHero
apudMeTNYECKOro 3HaYEHNs1 CTOUMOCTU OOHON NIeKapCTBEHHOW (DOPMbI NTIEKapPCTBEHHBIX NMpenapaToB, MMELMX Gnvkanime
CMEeXHble KonmyecTBa BO BTOPUYHOM (MOTPeBbUTENbCKOn) ynakoBke.

B cnyyae ecnu He 3aperncTpupoBaHbl NpeaenbHble OTNYCKHbIE LieHbl Ha pedyepeHTHBI NekapcTBEHHbIN NpenaparT ¢ Takon
€ [O03MPOBKON (KOHLIEHTpaLUMen, akTMBHOCTbIO B eQuHULAX AeWCTBUSA), Kak BOCMPOWU3BEAEHHbIM NeKkapCTBeHHbIN npenapar,
ueHa Ha pedepeHTHbI NEeKapCTBEHHbIM MnpenapaT onpedensercs Kak npedenbHas OTMNYCKHas LeHa Ha pedepeHTHbIN
nekapcTBeHHbIV Npenapart, paccyuMTaHHash UCXOadst U3 cpedHero apugMeTUYecKoro 3HaueHUsi CTOMMOCTM eMHULLbI aKTUBHOTO
BelllecTBa NekapCTBEHHbIX NpenapaToB, MMEILLMX Grivkaiilune CMeXHble [103UPOBKU.

B cnyyae ecnu npegenbHas OTMNyCKHas LEeHa NPOU3BOAUTENS Ha pedepeHTHbI NeKapCTBEHHbIM npenapaTt 6bina
nepeperucTpupoBaHa, TO YYMTbIBAETCA MOCMEAHAs 3aperucTpypoBaHHas npegenbHas OTNYCKHas LeHa Ha pedepeHTHbIN
neKkapcTBEHHbIN npenapar.

33. B cnyyasix, npy KOTOpPbIX B pamMKax MEXAYHapOAHOrO HenaTeHTOBaHHOIO HavMMEHOBaHWsS (Npu ero OTCYTCTBUU -
rPynMnUPOBOYHOIO UMM  XMMWUYECKOTO) U NeKapCTBEHHOW OpMbl  Ha pedepeHTHbI  NEeKapCTBEHHbIM  Mpenapar
3aperncTpupoBaHbl  pasnuyHble npeaernbHble OTMYCKHble LUeHbl, NPUMEHSAEeTCa cpegHee apudMeTUdeckoe 3HayvyeHue
noHwxarwero KoadduUneHTa, pacciyMTaHHoe Ha OCHOBaHWUM 3aperncTpupoBaHHbLIX MNpederbHbIX OTNYCKHbIX LeH Ha
pedepeHTHbIV NekapCTBEHHbIN Npenapar, 3a UCKNIYeHeM Cryvaes, NPy KOTOPbIX MOHMXKaOLWUN KO3 MULIMEHT paBeH Hynio.

B cnyyae ecnu Ha paty nogaunm B MwuHucTepcTBo 3gpaBooxpaHeHusa Poccuitickon dPegepaumm  3asiBNeHUs o
rocyapCTBEHHOM perucTpauuMn npeaenbHOM OTMYCKHOM LieHbl MNpPOM3BOAWUTENSI rocygapcTBa - uneHa EBpasuiickoro
9KOHOMMYECKOIO COl03a Ha JIeKapCTBEHHbIM Mpenapat He 3aperucTpypoBaHa npefenbHas OTNyckHas LeHa Ha
BOCMPOU3BEAEHHbIN NEKAaPCTBEHHBIN NpenapaT Npou3BOANTENS rocygapcTBa - YneHa EBpasvinckoro sSkOHOMMUYECKOro Co3a,
coBnagarolmn no MexayHapogHOMY HenaTeHTOBaHHOMY HaMMEHOBaHWK (MPU ero OTCYTCTBUWM - TPYMNMMPOBOYHOMY WU
XUMUYECKOMY), NEKapPCTBEHHON hOpMeE 1 O03MPOBKE, NOHWXKAOLLMIA KOIDPULMEHT onpeaenseTcs no hopmynam NoHMKaoLLmMX
KO3(hPULMEHTOB, NPUMEHSIEMbIX NPU pacyeTe npenenbHOW OTMYCKHOW LieHbl NPOM3BOAUTENSA Ha NepBbl BOCMPOW3BEAEHHbIN
nekapcTBeHHbIV Npenapar, NpeacTaBnsemMon Ha rocyaapCTBEHHYIO perncTpauumio, cornacHo npunoxenuto N 8.

B cnyyae ecnu Ha pgaty nogaum B MwuHuUCTepcTBO 3gpaBooxpaHennsa Poccuitckon dPegepaumm  3asiBNeHUss o
rocygapCTBEHHOW perncrTpaumm npeaenbHOM OTNYCKHOW LieHbl Ha NIeKapCTBEHHbIV NpenapaT MHOCTPaHHOIO Npou3BoauTens, B
TOM 4YMUCIE OCYLLECTBMSIOWEro MEpPBUYHYD U (UNKM) BTOPUYHYHK YMaKOBKY JEKapCTBEHHOro npenapata B Poccuiickon
depepauun, He 3aperncTpypoBaHa npefenbHas OTMYCKHas LeHa Ha BOCMNPOW3BEOEHHbIM IeKapCTBEHHbI npenapar,
COBMafawlmin no MexayHapoaHOMY HenaTeHTOBaHHOMY HaMMEHOBaHWKo (MpU €ero OTCYTCTBUWM - TPYMNMMPOBOYHOMY WU
XUMUYECKOMY), NEeKapCTBEHHOW (DOpPME M O03UPOBKE, MOHMKAKLLMA KO3hdULMEHT onpeaensierca no dhopMynamMm pacuyeTa,
npeaycMoTpeHHbIM npunoxeHnem N 8 K HacTosLLen METOANKE.

B cnyyae ecnu Ha paty nogaunm B MwuHucTepcTBo 3gpaBooxpaHeHus Poccuitickon defepaumm  3asBneHns o
rocygapcTBeHHON perucTtpaumm npegenbHOW OTMAYCKHOM LUeHbl MNpovM3BOAUTENs rocydapctBa - uneHa EBpasunckoro
3KOHOMMYECKOTO COK3a Ha NeKkapCTBEHHLIN NpenapaTt 3aperncTpupoBaHa npeaenbHas OTNyCcKHas LieHa Ha BOCMPOU3BEAEHHbIN
neKkapCTBEHHbIM npenapaTt Npou3BoAuTENs rocygapctsa - yYneHa EBpasvicKOro SKOHOMUYECKOro CO3a, coBnagalwolmi no
MeXOyHapooHOMY HenaTeHTOBaHHOMY HavMeHOBaHWo (MpUM ero OTCYTCTBUM - TPYNMMPOBOYHOMY UM XUMMUYECKOMY),
nekapcTBeHHOW ¢hopMe M [03MPOBKE, MOHMXKAKLWNA KO3hPMUMEHT onpeaensetca no dopmynam pacdeTa MOoHMXKaoLWwmnx
KO3(PPULMEHTOB, NPUMEHHAEMbIX MPU pacyeTe npeaenbHOM OTMYCKHOM LeHbl NPOU3BOAUTENS Ha BOCMPOU3BEAEHHbIN
neKkapCTBEHHbIN Npenapart, NpeAcTaBNseMOon Ha rocyaapCTBEHHYHO perncTpaumio, cornacHo npunoxenunto N 9.

B cnyyae ecnu Ha pgaty nogaum B MwuHuUCTepCcTBO 3gpaBooxpaHenHnsa Poccuitickon dPegepaunmm  3asiBNeHuss o
rocyaapCTBEHHOW permcTpaumm npegenbHON OTNYCKHOWM LieHbl Ha NekapCTBEHHbIV npenapaT MHOCTPaHHOro Npou3BoauTens, B
TOM 4uMCre OCYLUECTBASIOWEro NepBUYHYIO M (UNM) BTOPUYHYKO YNAaKOBKY rekapCcTBeHHOro npenapata B Poccuinckon
denepauun, 3apeructpupoBaHa npefenbHasi OTMYCKHAs LEeHa Ha BOCNPOM3BEOEHHbIV eKapCTBEHHbI npenapar,
CcoBMagawlmin no MexayHapogHOMY HenaTeHTOBaHHOMY HaMMEHOBaHWKo (MpU €ero OTCYTCTBUWM - TPYMNMMPOBOYHOMY WU
XUMNYECKOMY), NeKapCTBEHHOW (OpMeE M O03UPOBKE, MOHMKAKLWMI KO3hdULMeHT onpeaenseTca no dhopMynamMm pac4yera,
npeaycMoTpeHHbIM npunoxeHnem N 9 K HacTosLen METOONKE.

34. B cnyyae ecnu npegenbHasa OTNyCKHadA LeHa Ha pedepeHTHbIN NieKapCTBEHHbIA Npenapar B paMkax MexayHapoaHoro
HenaTeHTOBaHHOro HaMMeHOBaHUSA U NeKapCTBEHHOW (hopMbl He 3aperncTpypoBaHa UMM ecnu B pamKax MexgyHapogHOoro
HernaTeHTOBaHHOrO HauWMEHOBaHUA W FeKapCcTBEHHOW (OpMbl pedepeHTHbI feKkapCTBeHHbIM npenapaT OTCYTCTBYET,
Jepxatens unuM Bnagenel perncTtpaumoHHOro yaoCToBepeHus  (YNorHOMOYEHHOe WM NULUO)  BOCMPOU3BEAEHHOMO
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NeKapcTBEHHOrO Mpenapata npeacTaBnseT [Ans rOCyAapCTBEHHOW perncrpauum npederbHyo  OTMYCKHYH LEeHy Ha
NeKapCTBEHHbIN Npenapart, He NPEBbILAOLLYIO LIEHY (an ) (pybnen), paccumTaHHyo no hopmyrne:

100- K,

WK wEr,
100 XK

I = 1T,y X
roe:

H]‘:‘[ - 3aperncTtpupoBaHHaa npeneribHad OTnyCkHad LUeHa Ha I'IOTpe6VITeJ'IbCKyIO YNaKOBKY J1eKapCTBEHHOIoO npenaparta,

coBnagaroLLero no MexgyHapogHOMy HemnaTeHTOBaHHOMY HavMEHOBaHWKO (NpW ero OTCYTCTBMM MO FPyNnMpPOBOYHOMY WMn
XUMUYECKOMY) U JEKapCTBEHHON (hopme, OonpeneneHHasi B COOTBETCTBMM C MyHKTOM 35 HacTosulen MeToauku (ganee -
MakcumanbHas LeHa) (pyonen);

Kl’[

COOTBETCTBUM NYHKTOM 36 HACTOALIEN METOAVKN U NyHKTOM 28 NpaBun (NpOLEHTOB), C OKPYIMEHNEM A0 COTbIX.

- MOHMXaoLWmmn KOSC*)dI)I/ILLI/IeHT, 3Ha4YeHNA KOToporo npwu FOCWJ,apCTBeHHOIZ pernctpaunm paccynTbiBakOTCA B

[Ona pacyeta npegenbHOW OTMYCKHOW LEHbl NPOM3BOAUTENS HA WMMYHOBMONMOrMYecKkuin nekapCTBEHHbIV npenapat
(BaKLMHY) B COOTBETCTBMM C HALMOHambHbIM KaneHgapem npoUNakTUHECKMX MPUBMBOK MOHWXAOWMNA KOIPMULMEHT He
npuMeHseTcs.

B cnyyae ecnu B pamkax MexayHapOOHOro HernaTeHTOBaHHOrO HauMeEHOBaHUS W NEeKapCTBEHHOW hopMbl NpeaenbHas
OTNyCKHasi UeHa Ha pedepeHTHbI NeKapCTBEHHbIN MnpenapaTt He 3apeructpupoBaHa W 3aperMctpupoBaHa npefernbHas
OTNyCKHasi LEeHa NPOU3BOAMTENS Ha BOCMPOM3BEOEHHbLIA NEKAPCTBEHHBLIM Npenapat ¢ ydYeToMm TpeboBaHWi nyHkTa 15
HacTosileil METOAMKM, AN pacyeTa NpeaenbHbIX OTMYCKHbIX LeH NPOM3BOAUTENEN Ha BOCMPOU3BEOEHHbIE NIEKAPCTBEHHbIE
npenaparbl NOHMXKaLWKUIA KOIPMULIMEHT HE NMPUMEHSIETCS;

Kd (eauHnL) - cOOTHOLIEHME MeXOy KONMMYECTBOM NeKapCTBEHHbIX (DOPM BO BTOPWUYHOM yNakoBKE BOCMPOWU3BEOEHHOro
nNeKkapcTBEHHOro npenapata M KayeCTBOM JleKapCTBEHHOro npenapaTta, COBMaJaloWero Mo  MeXxayHapoaHOMY
HenaTeHTOBaHHOMY HaMMeHOBaHWIO (NPW ero OTCYTCTBUM MO rPYNNMPOBOYHOMY UM XUMUYECKOMY) U NeKapCTBEHHOW hopMme;

Ko - cooTHOLWeHMe Mexay KOnM4yecTBOM eAMHUL, aKTUBHOIO BeLlecTBa B AO3MPOBKE BOCNPOU3BEAEHHOMO NeKapCTBEHHOMO
npenapata u KONMMYECTBOM eAuHMWL, aKTMBHOMO BellecTBa B [03UPOBKE NeKkapCTBEHHOro npenapaTta, coBnagarollero no
MeXOyHapoOAHOMY HenaTeHTOBaHHOMY HauMMEHOBaHWIO (MpyM ero OTCYTCTBUM MO TPYNMNUPOBOYHOMY WIU XUMUYECKOMY) W
nekapcTBeHHON hopme.

35. MakcumanbHasi LeHa ornpeaensieTcsl kak MakCcumarbHasi 3aperucTpupoBaHHasi npedenbHasi OTMyckHas ueHa Ha
nekapCTBEHHbIN Npenapat, CoBnaatoLmMin N0 MexayHapogHOMY HenaTeHTOBaHHOMY HauMeHOBaHWUO (MpW ero OTCYTCTBUM MO
rPYNNMPOBOYHOMY MM XUMUYECKOMY), NNEKAPCTBEHHOWN (hopMe, A03UPOBKE (KOHLEHTPaLUN, akTUBHOCTU B e4MHMLAX OENCTBUS)
1 MO KONM4YecTBY BO BTOPUYHOWM NOTPEOUTENBCKON YNakoBKE C BOCMNPOU3BEAEHHBIM NEKapCTBEHHLIM NpenapaToMm.

B cnyyae ecnu npegenbHas oTNyCckHas LieHa Npou3BOAUTENS Ha fekapCTBEHHbIN NpenapaTt Gblna nepeperncTpupoBaHa,
npu onpegeneHMn MakcumarbHOW LieHbl YYUTbIBAETCS MOCreaHsisl 3apernctTpupoBaHHasi npegeribHas OTMyckHas ueHa Ha
nekapCTBEHHbIN Npenapar.

B cnyyae ecnu He 3apernctpupoBaHa npegenbHasi OTNYCKHas LeHa Ha fiekapCTBEHHbIA npenapat, coBrnajatwowwui no
KONMMYeCTBY JleKapCTBEHHbIX (OPM BO BTOPWUYHOM MOTPEOMTENLCKOM YMakoBKe C 3asiBIEHHbIM  BOCMPOU3BEAEHHLIM
neKkapcTBEHHbIM MpenapaToM, MakcuMarnbHas LieHa onpenensieTcs kak 3aperncTpupoBaHHas npeaenbHas oTnyckHasi LeHa Ha
neKapCTBEHHbIN Npenapat, CoBnadaloLnii N0 MexayHapoaHOMY HenaTeHTOBaHHOMY HauMMeHOBaHWUKO (MpW ero oTCyTCTBUM MO
rpynnMpOBOYHOMY MMM XUMUYECKOMY), NIeKapCTBEHHOW hopMe, A03MPOBKE (KOHLEHTPALUW, aKTUBHOCTU B €4MHMLAX AENCTBUS)
C MakcumarnbHOW CTOMMOCTbI NeKapCTBEHHOMW (QOPMbl JIEKAPCTBEHHbLIX MNpenapaToB, WMeWLWUX O6nwxanlive CMeXHble
KONM4YecTBa BO BTOPUYHLIX (MOTPEOUTENBLCKMX) YNakoBKax.

B cnyyae ecnu He 3apernctpuypoBaHbl MpegenbHble OTMYCKHblE LEHbl Ha JNEKapCTBEHHbIM npenapar C Takom Xe
O03MPOBKOW (KOHLEHTpaUMen, akTUBHOCTbIO B €AMHMLAX OENCTBUS), YTO M 3asiBfIEHHbIN BOCMPOM3BEAEHHbIN NEKAPCTBEHHbIN
npenapaTt, MakcumarbHasl LeHa onpedensieTcs Kak 3apermcTpupoBaHHasl npegenbHas OTMYCKHas LieHa Ha JleKapCTBEHHbIN
npenapart, CoBNaaawLLni No MeXayHapoaHOMY HENATEHTOBAHHOMY HauMEHOBAaHMIO (MPW ero OTCYTCTBMM MO rPynnMpOBOYHOMY
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nnn XI/IMI/NeCKOMy), J'IeKapCTBeHHOIZ daopme C MakCcumaribHOMW CTOMMOCTbIO €4WHULbI aKTMBHOMO BELLECTBa JNIEKapCTBEHHbIX
npenapartoB, MUMELLNX onwxanwme cMexHble AO03NPOBKW.

36. lMoHmxaowun koadhruMeHT ANs pacyeTa npedenbHbIX OTMYCKHbIX LEeH Ha BOCMPOU3BEAEHHbIE fleKapCTBEHHbIE
npenapatbl OMNpPeaensieTcs B COOTBETCTBMM C MaKCUMarbHOW LIEHOW M paccyUTbIBAETCA B COOTBETCTBUM C NyHKTOM 33
HacTosLLEen METOOMKN.

IX. PACHET NPEQENIBHOWN OTMYCKHOW LIEHbI NPOU3BOAUTEIEN FOCYAAPCTB - YIIEHOB
EBPA3UUNCKOIO 3KOHOMMUYECKOIO COIO3A HA NNIEKAPCTBEHHbIU NMPENAPAT NPU EE
NEPEPErNCTPALIUN

37. MpegenbHas oTNyckHas LieHa Ha NekapCcTBEHHbIV npenapat npu ee nepeperncTpauum ycTaHaBnmMBaeTcs Anst Kaaoro
npou3BoanuTens B paMkax perncrpauuoHHOro yAOCTOBEPEHUS NEKapCTBEHHONO npenapaTta B COOTBETCTBUMU C TpeboBaHMsIMU
NyHKTOB 24 1 25 [MpaBun M He MOXET MpeBblwaTb MWHUMAsIbHYK LEHY, pacCYMTaHHYl0O B COOTBETCTBMM C HACTOSLLEWN
METOANKOWN.

38. lNMepeperncTpauunsa npegenbHONn OTNYCKHOM LieHbl NMPOU3BOAUTENS FOCY4apCTB - YrieHOB EBPasninckoro 3KOHOMUYEeCKOoro
COl03a Ha NekapCTBEHHbIM npenapar B cryvasx, NpeayCMOoTPeHHbIX noanyHkTamum "a" - "B" nyHkTa 32 [paBu, ocyLecTBnseTcs
ncxoas:

a) U3 pacyeTa, NpeaycCMOTpPEHHOro npunoxeHveM N 7 K HacTosulet METOOUKE;

6) n3 oboCcHOBaHMA pacyeTa npefenbHOM OTMYCKHOWM LieHbl Ha riekapCTBEHHbIV npenapaTt npou3BOAUTENS rocynapcTs -
uneHoe EBpasniickoro akoHOMUYECKOro Coto3a, NpeACcTaBnseMon Ha nepeperncTpaumio, cornacHo npunoxenuto N 10.

39. lMpepgenbHas OTNycKHasi LieHa MNpou3BOAUTENS TFOCYOapCTB - YneHoB EBpasuiickoro SKOHOMMYECKOrO COlo3a Ha

J'IeKapCTBeHHbIIZ npenapar npu ee nepeperncrtpaunmn B cCriydadx, yKa3aHHbIX B OOAMYHKTAX a W _B_MNYyHKTa 32 [Mpasun,
noanexuT yBermim4eHuo:

a) Ha BEJIMYNHY yOOpPOXaHUA CbIpbA N MaTtepunarnos;
6) Ha BEJNIMYUHY N3SMEHEHNA HaKNaaHbIX pacxo4oB.

40. lMNpepenbHaa OTMyCKHasi LeHa MNpPOW3BOAUTENs FOCYAAapCTB - YNeHoB EBpasnickoro 3KOHOMWMYECKOro cok3a Ha
NeKapCTBEHHbIA NpenapaTt nNpu ee nepeperucTpauumn B criydae, ykasaHHOM B noanyHkTe "6" nyHkta 32 [NpaBun, NOANEXuT
yBEMMYEHNIO B YacTU LUEH Ha Cblpb€ M MaTepuanbl, MUCMofb3yemble MNpu MPOU3BOACTBE KOHKPETHOrO feKapCTBEHHOMO
npenaparta, NponopLMOHanbsHO BENNYUHE YOOPOXaHUS CTOUMOCTU Cbipbsi U MaTepuarnos B CTPYKType 3aTpaT Ha Npou3BOACTBO
W peanu3auuvio NnekapcTBEHHOro npenapara, KOTOpoe B paBHOW CTEMEHW BNUSIET Ha 3aperncTpupoBaHHble LieHbl Ha Bce
nekapcTBeHHble npenapaTbl, OTHECEHHblE K OOHOMY MEXAYHapO4HOMY HenaTeHTOBaHHOMY HauMEHOBaHUIO U UMeloLue
OOMHaKOBbIN MyTb BBEOEHUS.

41. BenuuvMHa YyBeNUWYEHWs 3aperncTpupoBaHHOW NpedenbHOW OTMYCKHOW LeHbl Ha fekapcTBEHHbIW npenapart
npon3BoamnTEns rocyaapcTs - YeHoB EBpa3nmnckoro aKOHOMMYECKOro Co3a Npu ee nepeperncTpaumm B criydyasx, ykasaHHbIX B
poanyHkTax "a" v "6" nyHkta 32 [paBwun, He AOMKHa MpeBbiwaTbh YPOBEHb (hakTUYecKoW MHMNAUMM npeawecTByoLero
KaneHgapHoro roga ¢ y4eToM NporHo3MpyemMoro ypoBHS UHMMASALUMM TeKyLLero roaa, ycTaHoBNeHHOro dheaeparnbHbIM 3aKOHOM O
epepanbHoM OromkeTe Ha COOTBETCTBYHOLLMIA (PUHAHCOBLIN rod U nraHoBbii nepuod (M) (MpoueHToB), onpedensieMbln No

dopmyne:

_ HIIIT = (100 + ypoBeHE HEGIATHE, )
B 100

H - 100%,

roe:
WML - nHOekc noTpebuTenbCKMX LieH Ha ToBapbl U YCRyrv NPeALLIecTBYHOWEro KaneHaapHoro roga (MpoLeHTOoB);

VpoBEHE HEQIANHH,. - NPOrHO3MPYEMbIV YPOBEHb MHPMALMM TEKYLLEro rofa, YCTaHOBMEHHbIN hefepasibHbIM 3aKOHOM
0 dpegepanbHoOM BogKeTe Ha COOTBETCTBYIOLWMIA (PUHAHCOBLIN rof 1 NTaHOBLIN nepuog, (MPOLEHTOB).
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42. MNpw pac4yeTe npefernbHON OTMYCKHOW LieHbl Ha FfeKapCTBEHHbIM MpenapaTt npu ee nepeperucTpauuy B crydasx,
yKasaHHbIX B NoAnyHkTax "a" - "B" nyHkTa 32 [paBun, He y4uTblBaeTCs yBenuyeHue HaknagHblX pacxogoB Mpu U3MeHeHUK
cnocoba OTHeceHMs OOLLEenPOMU3BOACTBEHHLIX U OOLLEXO3ANCTBEHHBIX pacxodoB Ha CebBeCTOMMOCTb JleKapCTBEHHOro
npenapaTta, a Takke NpPW WU3MEHEeHWW 3HavYeHWW mnokKasaTernen, UCNonb3yeMblX B COOTBETCTBUM C YYETHOW MOMUTUKOMN
npounssoanTensa rocygapctea - yneHa EBpasninckoro 3KOHOMMYECKOro coto3a s OTHEeCeHUs OBLLEenpon3BOACTBEHHbLIX U

00LEeX039NCTBEHHbIX pacxogoB Ha cebecToMMocTb NNeKapCTBEHHOro npenapara.

43. Tllepeperncrpaumsi npenenbHoM OTNYCKHOW LeHbl MNpOM3BOAMTENEn rocyqapctB - uneHoB EBpasuickoro
3KOHOMMYECKOTO COK3a Ha JeKapCTBEHHbIN Mpenapar B cryvyae, NpegycMOTPeHHOM noanyHKToM "r" nyHkTa 32 [Mpasun,
OCYLLECTBISETCA Ha OCHOBaHMM CBeAEHWN, MPeayCMOTpPeHHbIX npunoxedem N 1 K HacTodulen MeTOANKE.

44, TpepenbHaa OTNyCKHas LeHa npou3BoguTenen rocygapctB - 4YneHoB EBpPasmMiicKoOro 9KOHOMMYECKOrO Coko3a Ha
NeKkapcTBEHHbIN Mnpenapart MOAMexXuT nepepernctpaumm B crnyyae, ykasaHHOM B noanyHkte "r" nyHkta 32 [MpaBun, ecnu
cpedHeB3BelleHHaa (pakTudeckas OTMyCKHas UeHa Ha IeKkapCTBEHHbIW npenapar 3a nepuog, WCTEKWWin Cco  OHA
rocylapCTBEHHOW  peructpaumm  (mocrnegHer  nepeperucTpaumv)  npefernbHOM — OTMYCKHOW  LeHbl, Obina  Huxe
3aperucTpupoBaHHOM Ha 3TOT Mepuof LeHbl He DOonee Yyem Ha MPOrHO3MPYeMbI YPOBEHb MHMMAUUM, YCTaHOBIEHHbIA Ha
TekyLun rog dbegeparnbHbIM 3aKOHOM O heepanbHOM OroaKeTe Ha COOTBETCTBYHOLLMIA (OMHAHCOBbIV FOf U NaHOBLIN Nepunog.

45. BenuynHa yBenu4yeHUs 3aperMcTpupoBaHHOW MpeaenbHON OTMYCKHOW LeHbl MpOoM3BOAUMTENEeN rocyaapcCTB - YreHOB
EBpasnmnckoro 3KOHOMWYECKOro COK3a Ha fieKkapCTBEHHbIN npenapaTt npu ee nepeperucrpauMmM B crnyyae, yka3aHHOM B

noanyHkTe "r" nyHkra 32 Mpasun ( ¥, ) (NPOLEHTOB), onpeaensieTcsi No opmyre:

OEHa 3ap e — OEHA CPESE OTy

Y, =V %xHy - x100% ,

LIEHA 2aper
roe:

'}Tn - NPOrHO3NpyeMbIi YpOBEHb MHMNSALUMK, YCTAHOBMNEHHBIN Ha TeKyLWMn rog deaepanbHbiM 3akoHOM O dhegepanbHOM
GrookeTe Ha COOTBETCTBYHOLLMIA OMHAHCOBbIN rof, U NNaHOBLIN Nepuog (MPOLEHTOB);

H,, - xoadbdpuumeHT LeHoBOW rpynnbl, ONpeaensembi B COOTBETCTBUM CO 3HA4EHNAMM KOI(MULIMEHTA LIEHOBOW rpynnbl,

NPYMEHSAEMOro Npu pacyeTe NpeaenbHbIX OTMYCKHbIX LEH Npou3BoanTENeln Ha NekapcTBEeHHbIe npenaparsbl, NpeacTaBnaeMbixX
Ha nepeperucTpauuio, cornacHo npunoxexHmo N 11.

LleHoBas rpynna onpefensieTcs MCXoAas M3 3aperMcTpyMpoBaHHOM NpenernbHOW OTMYCKHOM LEeHbl Ha rekapCTBEHHbIN
npenapat 3a nepuog, UCTEKLIMIA CO AHS FOCYAapCTBEHHON pernctpauun (NocnegHen nepepernctpauum);

LeHa 3aper - 3aperncTpmpoBaHHas npegensHasa OTMyCKHasi LeHa Ha nekapCcTBEeHHbIV npenaparT 3a nepuop, UCTeKWnii co
[HS roCyAapCTBEHHON pernctpauun (mocnegHen nepepeructpauum) (pybnew);

IOEHa CRESE OTIlg - cpegHeB3BeLLeHHadA (i)aKTVI‘-ieCKaﬂ OTNyCKHada uUeHa npon3BoauTena rocyaapcrtBa - 4iieHa

EBpasninckoro SKOHOMUYECKOro COt3a Ha NeKapCTBEHHBbIN npenapat, OTMNYLEHHbIN 3a OTYeTHLIV Mepuop, paccyMTaHHas B
COOTBETCTBUM C pasaenom 1V HacTodulen meToauku (pybnew).

46. MNpennaraemasi K NepeperucTpaumy npeaensHas oTNyckHas LieHa Ha BOCMPOU3BEAEHHbIN NEeKapCTBEHHbIV npenapar

He MOXeT MpeBbILaTh OTMNYCKHYIO LieHY, paCCiMTaHHyt0 B COOTBETCTBMM C HACTOSALLEN METOAUKON C y4eTOM TpeboBaHW NyHKTa
31 Mpasun.

X. PACYET NMPEAEJIbHON OTNYCKHOW LIEHbI NUHOCTPAHHbIX NPOU3BOAUTENEN, B TOM YUCTIE
OCYLUECTBNAIOWNX NEPBUYHYIO U (MJTN) BTOPUYHYIO YITAKOBKY NEKAPCTBEHHOI'O MNMPEMNAPATA B
POCCUMNCKOU ®EOEPALIUN, HA NEKAPCTBEHHbIU NMPEMNAPAT NMPU EE NEPEPEMNCTPALIUN

47. MpeaenbHast OTNYCKHas! LieHa Ha NeKkapCTBEHHbIN npenapaTt MHOCTPaHHbIX NPoM3BoAMTENEN NpY ee NepeperucTpaumm
ycTaHaBMMBaeTCA ONA KaXaoro npov3BoavTensl B paMkax perncTpauvoHHOro YAOCTOBEepeHUs NekapCTBEHHOMo npenapara B
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COOTBETCTBUM C TpeboBaHMAMU OyHKTOB 24 u 25 [MpaBun M HEe MOXET MpPeBbIlaTb MUHUMAmNbHYIO LEHY, PacCUUTaHHY B
COOTBETCTBUM C HACTOSALLEN METOOUKOMN.

48. lMepepeructpaumsa npenenbHON OTNYCKHOM LEeHbl WMHOCTPaHHbLIX MPOU3BOAUTENEN Ha rfekapCTBEHHbLIN npenapar
OCYLLIECTBNSAETCA HA OCHOBAHUM:

a) cBeAeHuiA, NpeaycMoTpeHHbIX npunoxennem N 4 K HacTodALIel METOAMKE;

6) obocHoBaHWs pacyeTa npenenbHOW OTMYCKHOW LieHbl Ha NeKapCTBEHHbIN npenapaTt MHOCTPaHHbIX Npou3BoauTenewn, B
TOM 4uCre OCYLECTBASIOWMX MNepBUYHYl0 M (M) BTOPUYHYKO YMaKoBKY neKkapCTBEHHOro npenapata B Poccuinckon
depepauun, NpeacTaBNAEMoOn Ha NepeperucTpaLmio, cornacHo npunoxexmto N 12,

49. lNepepeructpauna npeneribHon OTMYCKHOW LieHbl WHOCTPaHHbIX NPOU3BOAUTENEN, OCYLLECTBISIOWMX MEPBUYHYIO U
(vnn) BTOPMYHYHO YMAKOBKY JleKapCTBEHHOro npenapata B Poccuiickon ®egepaunmn, Ha neKapCTBEHHbI npenapart
OCYLLECTBNSIETCS HA OCHOBaHWUM:

a) cBeleHU, NpefyCMOTPEHHbIX npunoxeHnem N 1 k HAcToALLEeN METOAVKE;

6) oboCcHOBaHWA pacyeTa, NpeaycMoTpeHHoro npunoxenneM N 12 K HacToslLel MeToauKe.

50. I'Ipe,u,eanaﬂ OTNyCKHaA UeHa MHOCTPaHHbIX npomaso,quTenelh, B TOM 4ucCre oCylwecTBnAwnx nepBUYHy0 1 (I/IJ'II/I)
BTOPUYHYIO YNaKOBKY JI€KapCTBEHHOro npenaparta B Poccuinckon dJenepaule, Ha J'IeKapCTBeHHbIIZ npenapatr npu ee
nepeperncrpaunm noanexunTt yserim4yeHuto npu cobniogeHumn cnegyrowmx yCJ'IOBMIZZ

a) ecnu pocT Kypca HauMoHanbHOW BantoTbl rocyaapcTBa - NPOM3BOAMTENS NEKApPCTBEHHOrO npenapara K pybnto co aHs
rocygapcTBeHHON peructpauum (MocrnegHen nepeperncrpaumm) npegenbHOM  OTMYCKHOM  LieHbl  MPOM3BOAUTENS  Ha
NeKapCTBEHHbIA NpenapaTt Mo OTHOLLUEHMIO K KypCy HauMOHanbHOW BamnoTbl 4O AaTbl NO4AaYM OOKYMEHTOB Ha €e o4YepenHyto
nepeperucTpaLmio NPeBLILAET NPOrHO3NPYEMbIA YPOBEHb MHMPMSALMM TEKYLLIEro roga, yCTaHOBMNEHHLIN dheaepanbHbIM 3aKOHOM
0 pegepanbHOM BooKeTe Ha COOTBETCTBYOLWMI (OMHAHCOBbLIN rof, U NaHOBLIN Nepuog;

6) ecnu cpegHeB3BelleHHasa pakTMyeckas LieHa BBO3a NeKapCTBEHHOro npenapata (4ns nekapCTBEHHOro npenapara
WHOCTPaHHOIO MPOW3BOAMTENS, OCYLLECTBASAIOLEro NEPBUYHYIO U (MNM) BTOPUYHYKO ynakoBky B Poccuiickon depepaumu,
NpYMeHsIeTCcsa cpeaHeB3BeLLEeHHas LieHa OTMnycka) 3a OTYETHbIN nepuof Obina HUXe 3aperMcTPUpPOBaHHOM Ha 3TOT Nepuop, LeHbI
He Oonee 4YemM Ha MPOrHO3NPYEMbIA YPOBEHb WHMMAUUKN, YCTAHOBIEHHbIA Ha Tekywuh rog degepanbHbiM 3aKOHOM O
denepansHoOM GroKeTEe HA COOTBETCTBYOLLUA (DUHAHCOBBIN oA, 1 NITAHOBLINA NEPUOL;

B) ecnu npefenbHasi OTNYCKHAas LieHAa WHOCTPAHHOrO MPOU3BOAMTENS Ha JEKapCTBEHHbIM npenapar npu ee
nepeperucTpauummn He NpesBblllaeT MUHUMarbHY OTMYCKHYIO LieHY MHOCTPaHHOrO NPOM3BOAUTENS Ha NeKapCTBeHHbIM npenapaTt
B WHOCTPaHHbLIX rocydapcTBax, YKasaHHbix B OpunaoxeHun N 2 k HacTodulen MeToauKe, onpedeneHHyt B COOTBETCTBUM C
pasgenom VIl HacTodllen METOAMKM Ha OCHOBaHUW pacdeTa, npeaycMoTpeHHoro npunoxennem N 3 K HacTosulen MeToauvke, ©
Yy4eTOM pacxofoB, CBA3aHHbIX C TAMOXEHHbIM 0POPMIEHNEM.

51. MNMpepnaraemas k nepeperucTpaumm npeaensHasa OTNyCKHas LeHa Ha BOCNPOM3BEOEHHbIN NeKkapCTBEHHbIN npenapat
He MOXeT MpeBbILaTh OTNYCKHYIO LieHY, paCCYMTaHHyt0 B COOTBETCTBMM C HACTOSALLEN METOAUKON C y4eTOM TpeboBaHW NyHKTa
31 Mpasun.

52. BennuunHa yBenuueHusi 3apermcTpuUpoBaHHOW NpedenbHOM OTMYCKHOW LieHbl MHOCTPAHHOrO MNpoM3BOAMTENS Ha
neKkapCTBEHHbIN Npenapar npu ee nepeperucTpauny () (MPOLEHTOB) C OKpYrMeHeM [0 COTbIX Onpeaensiercs no dopmyne:

OeHa 3apel — OEHA CRESE BEq

Yy = Y %x Hy - x100%,,

OEHA 3aper

roe:

"E-rn - NMPOrHO3NpYyeMbI YPOBEHb MHMNSALUMMK, YCTAHOBMNEHHLIN HA TeKyLWM rog denepanbHbiM 3aKOHOM O dhegepanbHOM
GroakeTe Ha COOTBETCTBYHOLLMI (PMHAHCOBBIV rOf, U NNaHOBbIV Nepuop, (MPOLIEHTOB);
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H,; - KoadhhMuMEeHT LeHOBO rpynMbi, ONpeAensembli B COOTBETCTBUN CO 3HAYEHUAMU KOI(DMULIMEHTOB LIEHOBOW rpynrbl,
npegycMoTpeHHbIMU npunoxeHvem N 11 K HacTosLen METOOUKE.

LleHoBas rpynna onpefensieTcs MCXoAs M3 3aperMcTpyMpoOBaHHOM NpenernbHOW OTMYCKHOM LEeHbl Ha reKapCTBEHHbIN
npenapat 3a nepuogd, UCTEKLINIA CO AHS FOCYAapCTBEHHON pernctpauun (NocnegHen nepepernctpauum);

LeHa 3aper - 3aperncTpMpoBaHHas npeaenbHas OTMyCKHasi LieHa Ha NeKkapCTBEHHbIV NpenapaT 3a nepuog, UCTeKWnii co
OHS rocyfapCcTBEHHOM pernctpaunm (nocrnegHen nepepernctpaunmn) (pyonen);

OeHa CPESE BB - cpegHeB3BeLLeHHada Q)akmqecxaﬂ LueHa BBO3a JieKapCTBEHHOIo npenapara WHOCTpaHHOIo

npon3BOANTENS, BBE3EHHOIO 3a OTYETHLIA MEpPUOA, paccyMTaHHas B COOTBETCTBMM C pasgenoM VI HacTosulen MeToauvku
(pybnen).

53. BenuuuHa yBenuyeHus 3aperncTpUpoBaHHOW npedesibHOM OTMYCKHOM LeHbl WHOCTPaHHbIX MpousBoguTenei,
OCYLLECTBNSIOLLMX NEPBUYHYIO U (MNK) BTOPUYHYIO ynakoBky B Poccuiickoin ®efepauum, Ha nekapCTBEHHbIN nNpenapar npu ee
nepeperncTpaumuy onpeaenseTca no opmyrne, NPMBEAEHHON B NyHKTe 45 HACTOSALLEN METOAVKN.

54. B cnyyae ecnu 3a OTYETHbIN Nepuno NekapcTBEHHbIN NpenapaTt B pamkax O4HOro pernctpaumoHHOro yaoCToBepeHUs
BBO3UNCs Ha Tepputopuio Poccunckon dPegepauum MHOCTPAHHBIM - MPOU3BOAMTENEM (MMMOPTEPOM) U OTrpyXarcs
WHOCTPaHHbIM MPOWN3BOAMTENEM, OCYLLECTBSABLUMM MEPBUYHYIO U (UNK) BTOPUYHYIO YNaKOBKY feKkapCTBEHHOro rnpenapata B
Poccuinckon ®degepauun, pacdeT npegenbHOW OTNYCKHOW LeHbl MpOoM3BOAMTENS MpWU nepepeructpauun OCyLeCcTBRSeTcs C
nprvMeHeHem obLLen cpeqHEB3BELLEHHOM LieHbl BBO3a U OTMYCKa NEKapCTBEHHOrO npenapara.

O6Las cpeaHeB3BeLLEHHAS LieHa BBO3a U OTMNyCcKa NeKapCTBEHHONO npenapara NpUMEHSIETCS BMECTO CPEAHEB3BELLEHHOM
daKkTNYeckon LieHbl BBO3a NeKapCTBEHHOro npenapara (LeHa CpB3BMp BBM) U CpegHEeB3BeLUEeHHON (hakTU4eCKON OTMYCKHON
LileHbl flekapCTBEHHOro npenapara (LeHa CpB3Bnp OTNMN) NpuW nepeperncTpaunm npegenbHon OTNYCKHOW LeHbl NpovM3BOAUTENs
Ha NnekapCTBEHHbIV Npenapart B cnyyasax, npegyCMoTpeHHbIX NyHKToM 34 Mpasun, Ans pacyeToB B COOTBETCTBUM C NOANYHKTOM
"6" nyHkTa 50, nyHkTamu 52 n 53 HacTosLLIeNn METOANKNA.

MpunoxeHue N 1

K MeToAuKe pacyeTa ycTaHaBNMBaeMbIX
NPOM3BOANTENSAMMU JIEKAPCTBEHHbIX
npenapaToB npeaenbHbIX OTNYCKHbIX LieH

Ha NeKapcTBeHHbIe npenaparbl, BKIIIOYeHHble
B nNepe4vyeHb XXU3HEHHO Heo6XoAUMbIX

M BaXXHEMLUUX JIeKapCTBEeHHbIX NpenapaToB.,
npu UX rocynapcTBEHHON perucTpauum

M nepeperncrpauum

CBEJEHMA Ob OBbEMAX U OTMYCKHbIX LEHAX HAXOOSALWUXCA B OBPALLEHMM B POCCUUCKON
®EOEPALIMM NEKAPCTBEHHbIX MPEMNAPATOB NPOU3BOOUTENEN FOCYOAPCTB - YJIEHOB
EBPA3UNCKOINO 9KOHOMWUYECKOIO COKO3A M UHOCTPAHHbIX MPOU3BOAUTENEMN,
OCYLLECTBNAIOLMX MEPBUYHYIO U (MNTU) BTOPUYHYIO YIAKOBKY NEKAPCTBEHHOIO NPEMAPATA B
POCCUUCKOW ®EOEPALIUN,
3A OTYETHbIX NEPMOO* C 20 _r.no 20 T

(HaVIMeHOBaHI/Ie opraHun3auunmn-3as BI/ITeJ'IFI)

* OTYETHbIV Nepmog Npu rocyaapCTBEHHON perncTpaumm npeaenbHON OTNYCKHON LieHbl MPOU3BOAUTENS Ha NEKapCTBEHHbIN
npenapaT onpegenseTcd B COOTBETCTBMM C MOyHkTOM 23 [paBwuni rocyaapCTBEHHOW perncrpaummM 1 nepeperncrpauunm
yCTaHaBNMBaEeMbIX MNPOV3BOAUTENSAMWN NEKAPCTBEHHbLIX MpenapartoB NpPeAernbHbIX OTMAYCKHbIX LIEH Ha JeKapCTBEHHbIE
npenapaTbl, BKMHOYEHHbIE B MEREeYeHb XM3HEHHO HEOBXOAMMbIX U BaXXHEWLWMX feKapCTBEHHbIX MPenapaTtoB, YTBEePXKAEeHHbIX
nocraHoeneHvem lMpasutenscrea Poccuiickon Penepauum ot 29 oktadps 2010 . N 865 "O rocynapcTtBeHHOM perynanpoBaHum
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LieH Ha NeKkapCTBeHHble MpenapaTbl, BKOYEHHblE B NEPEYEeHb XM3HEHHO HEeOBXOAUMBLIX W BaXKHEWLIMX NeKapCTBEHHbIX
IpenapaTtoB”, OTYETHbIM Nepuog NpWU nepeperucTpaunn NpPeaenbHON OTMYCKHOM LieHbl NMPOU3BOAUTENS Ha JEKapCTBEHHbIN
npenapat onpeaensieTcs B COOTBETCTBUN C MYHKTOM 37 ykasaHHbIx [pasun.

I. CBEOEHUA O NIEKAPCTBEHHOM MPEMNAPATE

1. Homep perucrpaumoHHOro yaocToBepeHust

2. MexgyHapofHoe HenaTeHToOBaHHOe, UMK rpyNnMpoBOYHOE, UIK
XMMUYeckoe HanMeHoBaHue

3. ToproBoe HanmeHoBaHue

4. JlexapcTBeHHas bopMa, 403MPOBKA UIM KOHLIEHTpauus, obbem,
aKTMBHOCTb B €AMHULIAX AeACTBUS

5. OBLee KONMYECTBO BO BTOPUYHOM (NOTPEOUTENLCKOWN) YNakoBke

Il. PACHET LUEHbI
N n/n KonnyecTBo OTMYyLLEHHOIO CpeaHe- 3apeructpu- MpoekT MporHosu- YBenuuexue
NekapcTBEHHOTo B3BeLLEHHas poBaHHas npegens- pyemMblIi npeaensHomn
npenapara hakTnyec- npegenbHas HoWM YpOBEHb OTMYCKHOM
Kasi OTMYCKHasi LieHa | OTMYCKHON UHNALMK, LieHbl,
OTnycKHas LieHbl 3a YCTaHOB- npoueHToB™*
ThIC. ThIC. LeHa nekapcTBeH- notpebu- NEeHHBbIN Ha
yNakoBOK pyoneii nekapcTBeH- | HOro npenaparta TENbCKY0 TEKYLLMIA rog,
Horo 3a notpebutenb- | ymakoBky, npoueHToB**
npenapata 3a | CKyl0 YMakoBKy npeano-
noTpedu- (6e3 HOC), KEHHOW Ha
TenbCKyto pybnew* nepepe-
ynaKkoBKy rmcTpaumio
(6e3 HOC), (6e3 HOC),
pybnew pybnen**
1 2 3 4 5 6 7 8

** 3anonHaeTcs Npy nepeperucTpaumm npeaenbHOM OTMYCKHOM LeHbl NPOM3BOANTENSA Ha NEKApPCTBEHHbIV npenapart B
cnyyasx, npeaycMOTPEHHbIX noanyHKToM "r' nyHkTa 32 u nyHktom 34 [MpaBun  rocyaapCTBEHHOW permcrpauui  wu
nepeperucTpaLnmn _ycrtaHaBnNuBaembiX MNPOU3BOAUTENSAMWN NEKAPCTBEHHbLIX MpenapaToB NpefesibHbIX OTMYCKHbIX LieH Ha
NeKapcTBEHHble NpenapaTthbl, BKNHOYEHHbIE B NEPEYEHb XKMU3HEHHO HEOBXOAUMbIX W Ba)KHEMLINX NeKapCTBEHHbIX NPenapartos,
yTBEPXXOEHHbIX NocTaHoBneHveM [MpaButenscrea Poccunckon Penepauun ot 29 oktadpa 2010 . N 865 "O rocyaapcTBeHHOM
pPerynupoBaHuM LIEH Ha NEeKapCTBEHHble MNpenapathl, BKMNIOYEHHbIE B NEepPeYeHb KU3HEHHO HEeOOXOAUMbIX W BaKHEWLInX

JIEKapCTBEHHbIX Mpenaparos”.

Mpumevarue. JononHuTensHO B hopme TabnmuHbIX AaHHbIX (Excel) npencraensiotcs gaHHble 06 obbemax peanunsauum
nekapcTBEHHbIX MpenapaTtoB Mo BCEM (DAKTUYECKUM OTMYCKHBbIM LieHaM 3a OTYETHbIA nepuod Ha OymaxHom HocuTene (B 2
aK3emnnspax) n B 3NeKTPOHHOM BuAeE.

lll. PEECTP OTIrPY3OK JIEKAPCTBEHHOI'O NPEMNAPATA 3A NEPUOL C 20__Tr.no 20T
N Toprosoe Mpowns- Hawnwme- Homep [ata Konu- LleHa O6bem OcraTtou-
n/ HanuMeHo- BOAM- HOBaHWe | ToOBap- TOBap- 4ecTBO oTnycka peanusauum HbI CPOK
n BaHue Tenb nocras- HoW HoM oTny- 3a 00Hy | NekapCcTBEHHOro ro4HOCTK
(nekapcT- LMKa Hak- Hak- LLEH- ynakoBky | npenaparta (6e3 OTNyLUEH-
BEHHas nagHon | nagHon Horo (6e3 HOC), TbiC. Horo
dopma, TOBapa, pybnen nekapcT-
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0031pOoBKa, yna- HAC), BEHHOIO
KONM4ecTBO KOBOK pybnen npena-
BO parta,
BTOPWYHON MPOLEHTOB
(noTpebu-
TENbCKON)
ynakoBkKe)
1 2 3 4 5 6 7 8 9 10
WNToro 3 3
CpenHeB3BelleHHas hakTuyeckas OTnyCckHas LieHa nekapcTBeHHOro npenapara 3a Srp. 9 x 1000/ rp 7
notpebutenbckyto ynakosky (6e3 HC), pybnen

PykosoguTenb
opraHv3aumn-3asBuTens
(nognwuce) (d.n.0.) (TenedoH, agpec aNeKTPOHHOM
noyThl)
M.I.
WcnonHutens
(noanwuce) (dp.n.0.) (TenedhoH, agpec aneKTPOHHOM
noYThl)

NMpunoxeHune N 2

K MeToAuKe pacyeTa ycTaHaBNIMBaeMbIX
Nnpou3BOAUTENAMU NEeKapCTBEHHbIX
npenapaTtoB npeaesibHbIX OTNYCKHbIX LieH

Ha NeKapCTBEeHHbIe npenaparbl, BKIIKOYEHHbIe
B Nepe4vyeHb XM3HEHHO HeoBXoAUMBIX

U BaXXHEWULINX NeKapcTBEeHHbIX NpenapaTos,
npuv UX rocyaapCcTBEHHOMU permcTpauum

M nepeperucTpauumn

NEPEYEHb UHOCTPAHHbLIX TOCYOAPCTB, B OTHOLLEHUX KOTOPbIX MPEACTABNAETCA NH®POPMALIUA
Ob YPOBHE MMHUMAIbHbIX OTMYCKHbIX LLIEH HA NIEKAPCTBEHHbIE NMPENAPATbI

1. BeHrpus

2. I'peveckasa Pecnybnvka

3. KoponesctBo benbrus

4. KoponescTtso VcnaHus

5. KoponescTteo Huaepnanaos
6. Pecnybnuka MNonbLia

7. PyMbiHUSA

8. Cnoaukas Pecnybnvka
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9. Typeukasi Pecnybrnivka

10. ®paHuysckas Pecnybnuka
11. Yewckasa Pecnybnvka

12. CtpaHa npoussogutensi

MpunoxeHne N 3

K MeTOAMKe pacyeTa ycTaHaBnmMBaeMbIX
NPON3BOAUTENSMMU JNIEKaPCTBEHHbIX
npenaparToB npeaenbHbIX OTMNYCKHbIX LieH

Ha rieKapCTBeHHbIe NpenapaThbl,
BKMIOYEHHbIE B NepeyvyeHb XU3HEHHO
Heo6X0AMMbIX U BaXKHEULLUUX NIeKapCTBEHHbIX
npenapartoB, Npu UX rocyaapcTBeHHOMN
perncrpaumm 1 nepeperncrpauum

PACYET NMPEOENBLHOWU QTI'IVCKHOVI LLEHbI NPOU3BOAUTENSA HA NEKAPCTBEHHbIW NPEMAPAT,
NMPEACTABNAEMOUN HA TrOCYOAPCTBEHHYIO PETMCTPALIUIO (MEPEPETMCTPALINIO)

(HaMmeHOBaHWe opraHn3aLmmn-3asiBUTenNs)

I. CBEOEHUA O NNEKAPCTBEHHOM MNMPEMNAPATE

1. Homep perncTpaumoHHOro yaocToBepeHust

2. MexgayHapogHoe HenaTeHTOBaHHOE, Ui rpyNMMPOBOYHOE, UK
XMMUYecKoe HanMeHoBaHue

3. ToproBoe HanmeHoBaHue

4. lNlexapcTBeHHasa bopMa, 4O3UPOBKA UIM KOHLIEHTpauus,
006beM, aKTUBHOCTb B €iMHNLIaX AENCTBUS

5. OBLee KONMYECTBO BO BTOPUYHOM (NOTPEOUTENLCKOW)

yrnakoBke
Il. PACHET LUEHbI
N Koa MuHumansHas oTnyckHas MpoekT Hewncteytowas Cbopebl 3a MpoekT
n/n TH LeHa npom3BoauTens Ha OTMYCKHOWM CTaBKa TaMOXEHHOMN TaMOXXeHHoe pacyeTHon
B3 neKapCTBEHHbIN npenapart B LieHbl NOLUSMHBLI** ochopmne- OTMYCKHOWN
EA3C CTpaHe Npon3BOAMTENS U "nocrtaBka Hue, pybnen** LieHbl
APYrMX MHOCTPaHHbIX 6e3 onnartbl npov3Boau-
rocygapcreax B TaMOXeH- Tens ¢ y4eTom
COOTBETCTBMU C Tabnuuen TaMOXEHHbIX
1 *
HauMeHo- Lena, HOM npo- pybnew pacxofos
BaHue pybnen MOLWMWHBI U | LIEeHTOB (6e3 HAC),
MHOCTpaH- cbopos 3a pybnewn
HOro rocynap- TaMOXeH-
cTBa Hoe odhopM-
neHue",
pyonen**
1 2 3 4 5 6 7 8 9
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*

Yka3blBalOTCA AaHHble M3 Tabnuubl 1 HaCTOSLWEro nNPUroXeHus u3 cTpoku "MwuHMManbHas OTMyCkHast LeHa
npou3BOANTENST Ha NEKapCTBEHHBIN npenapaTt B CTpaHe MPOU3BOAWTENS UM OPYrMX MHOCTPaHHbIX rocygapcteax (C ydeTom
nepecyerta), pyonen" n ctpaHa, LeHa KOTOpoKr Ucnonb3oBanack Ang ee pacyeta.

** He 3anonHsieTcd npounssoguTendamMm rocygapcie - 4YrieHoB EBpa3I/II7ICKOFO 9KOHOMUYECKOro coks3a M MHOCTPaHHbIMU
npon3sognTenamMin, oCyLeCTBNALWLMMN NEePBUYHYIO U (VIJ'II/I) BTOPUYHYIO YNaKOBKY JIEKapCTBEHHOIO npenaparta B Poccuinckon

depepaumu.

TABJIMLUA 1. CBEAEHUA OB YPOBHE MUHUMAITJbHbIX LIEH

N | Topro- | Jlexa- | Konu- | MuHumanbHas otnyckHas MuHMManbHas OTyCKHas LieHa NPOM3BOAWTENS Ha NeKapCTBEHHbIN Npenapar,
n/| Boe | CTBEH- | 4eCTBO LieHa no rpacpam 8-19, pybnei*
n | Haume- |  Has B pybneit
HoBa- | cbopma, | moTpe- | 3a | pacuer | pacyet3a | Bewr- | Tpe- | Kopo- | Kopo- | Kopo- | Pec- | Py- | Cro- | Typeu- | ®pak- | Yew- | Crpa-
Hue Ao3u- 6u- | yna- 3a emvhnly | pua | vec- | nes- | nes- | nes- | ny6- | Mb- | Bau- | kas | Wysckas | ckasi | Ha
nekap- | poBKa | TeMb- | KOBKY | OAHYy | AEWCTBY- kas | CTBO | CTBO | CTBO | <uka | Hust | kas | Pec- Pec- | Pec- | npo-
CTBEH- | WnK CKOW nekap- | tolero Pec- | Benb- | Uena- | Hu- | Monb- Pec- | ny6- ny6- | nyb- | u3go-
) KOH- yna- CTBEH- | BelLeCTBa nyb- | mmsa | Hus | gep- | wa ny6- | muka | muka | nuka | aute-
npena- | LEHT- | KOBKE Hyto nuka nax- nuka nst
pata | pauus, topmy A0B
obbem,
aKTuB-
HOCTb B
enuHu-
Lax
peict-
BUS
1 2 3 4 5 6 7 8 9 10 11 12 13 | 14| 15 16 17 18 19
MuHUManbHas (pacyet ¢ y4eTOM CPeHel apuMETUYECKON) pacyeTHas OTNYCKHas LieHa NPOM3BOANTENS 3a OfHY
nexapcTBEHHYH0 hopMy Mo BnuKaliLLMM CMEXHBIM KOnMYeCTBaM B NOTPEOUTENLCKIX YaKoBKaX NekapCTBEHHONO npenapara,
pybnei*
MuHMManbHast (pacyeT ¢ y4eToM CpeaHel apudhMETUHECKON) pacueTHash OTNYCKHAs LeHa MPON3BOANTENS 33 eANHULY
[Le/CTBYHOLLETO BELLECTBA NEKAPCTBEHHOrO Npenapara ¢ OnukailLuMmu CMEXHbIMY JO3MPOBKaMI*™**, pybneit
MuHMManbHas OTMyCKHas LieHa NPOM3BOAWTENS Ha NEKApCTBEHHbIN NPenapar B CTpaHe NPOU3BOAMUTENS 1 APYTUX
NHOCTPaHHbIX FOCYAAPCTBAX (C y4eTOM nepecyeta), pybneit
Ha3BaHue CTpaHbl C MUHUMATLHOM OTMYCKHOW LIEHOW Ha NeKapCTBEHHbIA npenapar™**

OcobeHHocTI* ™ *** ‘

* PacyeT UeHbl NPOM3BOAMTCS NyTEM NepecyeTa LieHbl NEKapCTBEHHOIO Mpenapata B MHOCTPaHHOW BanTe B pybnu no
KypcCy, yKazaHHOMY B Tabnuiie 2 HaCTOSALLEro NPUNoXeHns.

** PaccuMTbiBaeTCsl B ClyyYae rocygapCTBEHHOM pernctpaumm (nepeperncrpauun) npeaernbHOM OTMYCKHOM LUEeHbl Ha
nekapCcTBEHHbIN nNpenapaT ¢ KONMMYeCTBOM NeKapCTBEHHbIX (POPM B NOTPEOUTENLCKOW yNakoBke (KONMUYECTBY 403 B YMAKOBKE,
06bemy), KOTOpoe OTCYTCTBYET B pe(PePEHTHbIX CTPaHax.

*** PaccunTbiBaeTCA B ClNyvae rocyaapCTBEHHOW perncrpauumn (nepeperncrpauum) npenenbHOW OTMYCKHOW LeHbl Ha
nekapcTBeHHbIM NpenapaT ¢ O3UPOBKOWN, KOTOpasi OTCYTCTBYET B peddepeHTHbIX CTpaHax.

**** Yka3blBaeTCs Ha3BaHUE CTpaHbl, KOTopas siBnsieTcs 6a3oBon Anst pacyeta MUHUMAarbHOW OTMYCKHOM LiEHbI.

****x B cnyyae ecnv LeHbl B OTAENbHbIX CTpaHax OnpeaensitoTCs Ha OCHOBE MEXrOCyAapCTBEHHbIX COrMalleHUn no
BOMpOCaM MNOCTaBKN NEeKapCTBEHHOro npenapata, B cTtpoke "OcobeHHOCTM " HacToswen Tabnuubl HeobxoouMMo ykasaTb
0COBEHHOCTUN POPMUPOBAHUSA STUX LeH. [1pn 3TOM He y4YnTBIBAKOTCA LiEHbI HA NEKAPCTBEHHbIE NMpenapaThl, NoCcTaBnsAemMble 3a
cyeT MexayHapoAHbIX PUHAHCOBLIX OpraHu3aLumin (boHA40B) NO peLleHnto BceMmpHon opraHnsaumm 3gpaBoOXpaHeHns.
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TABJIMUA 2. KYPC BANKOT ANA PACHETA MUHUMATbHbIX OTNYCKHbIX LLEH HA IEKAPCTBEHHbIE

MPENAPATDI
3ATEPUOAC r.no r.
| N n/n | CrtpaHa | HaumeHoBaHue BantoTbl | CpepHuii Kypc BantoTbI™ |

* PaccuuTbiBaeTcsl No CpegHeMy Kypcy HauMoHanbHOW BamntoThl K pyonto Poccuickon Penepauun, yCTaHOBIIEHHOMY
BaHkom Poccum 3a 3 kaneHaapHbIX MecsiLa, nNpealwecTByolmMe Mecsuy AaThl Nogavn 3asBrieHusl B LENsiX rocyaapCTBEHHOM
perucTpaumMm wnu nepeperucTpaumm npeaernbHbIX OTMYCKHbIX LEeH Ha JNEKapCTBEHHBLIA Npenapar (Hanpumep, npu nogaye
AOKYMEHTOB B anperie CpefHui Kypc paccuMTbiBaeTCsl Ha OCHOBaHWMM COOTBETCTBYHOLWUX KypcoB BaHka Poccuu 3a siHBapb -
MapT).

PykoBoguTenb
opraHv3aLun-3anBuTens

(nognuce) (dh.n.0.) (TenedoH, agpec
3MEKTPOHHON MOYThI)
M.IM.
WcnonHutens
(nognuchk) (db.n.0.) (TenedoH, agpec

3MNEKTPOHHOW NOYThI)

MpunoxeHune N 4

K MeToAuKe pacyeTa ycTaHaBlIMBaeMbIX
NPoOU3BOAUTENAMUN JNIeKapCTBEHHbIX
npenapaTtoB npeaesibHbIX OTNYCKHbIX LieH

Ha NeKapCcTBEeHHbIe npenaparbl, BKIIKOYEHHbIe
B NepevyeHb XM3HEHHO HEOOXoAUMbIX

M BaXXHEULWNX NeKapCTBEHHbIX Npenaparos,
npu NX rocyaapcTBeEHHOU perncrpauum

W nepepervcrpaumm

CBEJJEHUA OB OBBLEMAX U O LIEHAX BBO3A NNEKAPCTBEHHOI'O NPEMNAPATA WUHOCTPAHHOIO
NMPOU3BOACTBA, HAXOOALLErocA B O6PALLEHUX HA TEPPUTOPUU POCCUMCKOU ®EOEPALIAN, 3A
OTYETHbIW NEPUOL* C r.no r.

(HavMeHoBaHWe opraHu3auun-3asiBUTENs)

I. CBEOEHUA O NNEKAPCTBEHHOM MNMPEMNAPATE

1. Homep permctpaumoHHOro yaoctToBepeHus

2. MexayHapoHOe HenaTeHTOBAHHOE, UMK rPyNMUPOBOYHOE, UM
XUMUYECKOE HaMMeHoBaHWe

3. ToproBoe HanmeHoBaHue

4. llexapcTBeHHas hopMa, 403MPOBKA UITM KOHLEHTpauusi, obbem,
aKTMBHOCTb B eAMHULAX AENCTBUS

5. OBuee KONMYECTBO BO BTOPUYHOM (NOTPEOUTENLCKOWN) YNakoBKke

Il. PACYHET LEHbI
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N Hau- Homep [arta Ce- Konu- Ho- [ata LleHa Tamo- LleHa CtommocTb
n/ | MeHo- Tamo- Tamo- pusi yecT- mep aek- BBO3a | XEHHas BBO3a BBO3VMOIO
n BaHue XKeH- YKEHHOW BO OekK- napa- on- nownu- ofOHou ToBapa (6e3
npous- HOM aekna- yna- napa- uun HOM Ha u yna- HAC), TbiC.
BOAM- aekna- pauuu KOBOK Lmm not- Tamo- KOBKM C pybnen
Tens pauun pebu- | xeHHoe y4eToM
Tenb- odhop- Tamo-
CKOW mne- YKEHHOMN
yna- Hue, noLu-
KOBKM | pybnen TNAHBI U1
(es Tamo-
HAOC), YKEHHOro
py6- ochopm-
nen neHus
(6es
HAC),
pybnen
1 2 3 4 5 6 7 8 9 10 11 12
Wtoro:
= =
WToro: cpeaHeB3BeLLeHHasi hakTMyeckas LieHa BBO3a JIeKapCTBEHHOrO npenapara 3a Srp. 12 % 1000/ rp.6
notpebutenbckyto ynakosky (6e3 HOC), pybnen

PykoBoguTernb opraHvsaumu-

3aaBuTens
(nognwucek) (d.n.0.) (TenedoH, agpec 3nMeKTPOHHON
noYThI)
M.TT.
WcnonHutens
(noanuce) (dh.n.0.) (TenedoH, agpec aNeKTPOHHON
noYThI)

* OTYETHbIV Neprog Npu rocyLapCTBEHHON perncTpaumm npeaenbHON OTNYCKHON LieHbl MPOM3BOAMUTENS Ha NIEKapCTBEHHBIN
npenapat onpedensieTcs B COOTBETCTBUM C OyHKTOM 23 [MpaBun rocyaapCTBEHHOW pErMcTpauuv 1 nepeperncrpauinm
yCTaHaBNUBAEMbIX MPOU3BOAUTENSMU NEKAPCTBEHHbIX MPenapaToB NpeaenbHbIX  OTNYCKHbIX LIEH HAa JIeKapCTBEHHbIE
npenapaTtbl, BKOYEHHbIE B NEPEYEHb XM3HEHHO HEOOXOAMMBIX U BaXKHEMLIUX NEKapPCTBEHHbIX MPEenaparoB, YTBEPXAEHHbIX
nocraHosnexviem lNpaeutenscrea Poccuickon Penepaumm ot 29 oktsaopsa 2010 . N 865 "O rocynapcTBeHHOM peryanpoBaHuu
LEeH Ha NeKapCTBEHHble MNpenapartbl, BKMNHOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOAMMbLIX W BaXKHEWLINX JEeKaPCTBEHHbIX

npenaparos".

OT4yeTHbIN Nepuop Npy NepeperucTpaumm npeaenbHoM OTMYCKHOW LieHbl MPOM3BOAUTENS Ha NEeKapCTBEHHLIN npenapat
onpegensieTca B COOTBETCTBMU C NyHKTOM 37 [MpaBun rocyaapCTBEHHOW PErncTpaLnm 1 NepeperucTpaLmmn ycTaHaBnmBaembix
NPOU3BOAUTENAMM NEKAPCTBEHHbIX NPenapaToB NpeAenbHbIX OTNYCKHbIX LIeH Ha NeKapCTBEeHHbIe NpenapaThbl, BKIYEHHbIE B
NnepeyeHb KWM3HEHHO HEOOXOAMMBIX W BaXKHEWLIMX JIEKAPCTBEHHbLIX MPenapaToB, YTBEPXOAEHHbIX MNOCTaHOBNEHWEM
MpaButensctBa Poccuiickon Penepaumm ot 29 oktsabps 2010 . N 865 "O rocynapCTBEHHOM RErynupoBaHUM LIEH Ha
NeKapcTBEHHble Npenaparbl, BKIIOYEHHbIE B NEPEeYEHb XXN3HEHHO HEOBXOANMbIX Y BaXXHENLLIMX NEeKapCTBEHHbIX NpenapaToB”.

MpumeyaHve. [ononHWTENbHO NPEACTaBMAOTCA B 3MeKTpoHHonm dopme (Excel) paHHble 06 obbemax BBO3a
nekapcTBEHHbIX NpenapatoB Mo BceM hakTUYECKUM CryvasiMm BBO3a 32 OTYETHbIN NEpUo.
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NMpunoxeHune N 5

K MeTOAMKe pacyeTa ycTaHaBnMBaeMbIX
NPON3BOAUTENSMMU JFIEKaPCTBEHHbIX
npenapaTtoB npeaesibHbIX OTNYCKHbIX LieH

Ha NeKapCcTBeHHbIe npenapaTbl, BKIIKOYEHHbIe
B NepevyeHb XM3HEHHO HEOBXoAUMbIX

U BaXKHEMLIUX JleKapCTBEHHbIX NpenaparTos,
npuv UX rocyaapcTBeHHOM permcTpauum

U nepeperucrpauum

CBEOEHUA O HANNYNN 3APETMCTPUPOBAHHbBLIX MPEQENbHbIX OTMYCKHbIX LLIEH 3AABNAEMOIO
NEKAPCTBEHHOI'O MNMPEMNAPATA

(HaVIMeHOBaHI/Ie opraHunsauunmn-3aa BI/ITeJ'IFI)

. CBEOEHUA O NEKAPCTBEHHOM MNMPENAPATE

1. Homep pernctpaumoHHOro yaoctoBepeHns

2. MexgyHapogHoe HenaTeHTOBaHHOe, UNn rpynnMpoBOYHOE, UMK
XMMUYECKOE HAaUMEHOBAHNE

3. ToproBoe HanmeHoBaHme

4. JlekapcTBeHHasa hopma, 4O3MPOBKA UM KOHLEHTpaUus, o6bemMm,
aKTUBHOCTb B eQuHULax encTBng

5. ObLee kONMYECTBO BO BTOPMYHON (NOTPEOMTENBLCKOM) YNaKoBKe

Il. PACHET LUEHbI
N Bnageney, Jlekapct- Konu- Howmep 3aperncTpupoBaHHas npegenbHas
n/n perncTpaumnoHHOro BEHHas 4YeCTBO B npukasa OTMNyCKHas LeHa npov3BoanuTens Ha
yOOCTOBEPEHNS, dopma, noTpedu- n gata nekapcTBeHHbIN npenapar (6e3 HOC),
npon3soanTens, 003MpoBKa TenbCKown npukasa pybnen
yNaKoBLUWK, yrnakoBke 0 rocyaap- pacyer 3a pacyer 3a pacyerT 3a
BbIMyCKaoLLWNA CTBEHHOW notpebu- 0fHy eanHuLYy
KOHTpPOInb pernctpauum TENbCKYH0 nekapcr- AeNncTByoLero
(nepepe- yNaKoBKY BEHHYI0 BellecTsa
rucTpauum) dopmy
npeaensHoNn
OTMYCKHOWM
LeHbl
1 2 3 4 5 6 7 8
3HaveHune, paccuMTaHHOE UCXOAA U3 CpegHero apnudMeTUYecKoro 3Ha4eHns CToMMoCTU MakcumansHoe 3HaveHue
O[HON nekapcTBEHHON (hOpMbI NTEKapCTBEHHOIO Npenapara, nMerLero bnumxanwine
CMEXHbIe KOnM4ecTBa BO BTOpMYHOM (noTpebutensckon) ynakoske (6e3 HOC), pybnen*

3HaueHune, paccuMTaHHOE UCXOAS U3 CpeaHero apnudMeTUYECKOro 3Ha4eHns1 CTOMMOCTU OAHOW €OUHULIbI Makcu-
JENCTBYIOLLEro BeLLEeCTBa NEKapCTBEHHOIO Npenapara, UMetoLLero bnmxarniume cMexHble Jo3npoBkm (6e3 MarnbHoe
HOC), py6nen** 3HayeHue

PacueTHasi npegenbHas oTnyckHasi LleHa 3asiBMsieMOoro NekapcTBEHHOro npenaparta 3a NoTpebuTenbeKyo
ynakoBky (6e3 HOC), pybnen***

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JOKYMEHTOB


http://docs.cntd.ru/

O BHeceHuM nsaMeHeHui B noctaHoBneHue MNpaeutensctBa Poccuiickon Pepepaumm ot 29 oktabps 2010 roga N 865 n 06 Ctpanuua 32
YTBEPXAEHUM METOAMKN pacyeTa yCTaHaBNIMBaEMbIX NMPOU3BOAMTENSMU NEKAPCTBEHHBIX NPenapaToB NpeaenbHbIX OTMYCKHbIX LEH Ha

neKkapCTBEHHblE MpenapaThbl, BKIIOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXOONMBIX U BaXKHENLLNX NIEKAPCTBEHHbIX NpenapaTtoB, Npu nx

rocyaapCTBEeHHOW pernctpaunm n nepepernctpauum (¢ nameHeHmsMu Ha 31 oktabpsi 2020 roga)

lMocmaHoeneHue lNpasumenscmea P® om 15 ceHmsbpsi 2015 2. Ne 979

PyKOBO,D,VITeJ'Ib opraHunsauun-

3asBuUTENs
(nognuchb) (dp.n.0.) (TenedoH, agpec
3MNEKTPOHHOWM NOYTHI)
M.I.
WcnonHutenb
(nognuchb) (d.n.0.) (TenedoH, agpec

SMNEKTPOHHOWM NOYThI)

* PaccunTbiBaeTCs B Crnyyasx, YKasaHHbIX B NoAnyHKTe "a" nyHkTa 7 v nopnyHkTe "a" nyHkTa 14 MeToamkM pacyeta
yCTaHaBNUBAEMbIX MPOU3BOAUTENSAMU NEKAPCTBEHHbIX MPENapaToB NpeaenbHbIX OTMYCKHbIX LIEH Ha JIEKAPCTBEHHbIE
npenaparbl,  BKMAKYEHHbIE B NEepevYeHb XW3HEHHO HEeOOXOAMMbIX W Ba)XHEWMLLIUX NEeKapPCTBEHHbLIX NpenapaToB, MNpu_ ux
[OCYAapCTBEHHOW _perucrpauum W nepeperucrpaumu, YyTBepxaeHHOW nocrtaHosneHveM [lpaButensctBa Poccuiickon
denepaumm ot 15 ceHTabpa 2015 . N 979.

** PaccuMTbIBaeTCs B CriyyasiX, YKasaHHbIX B noanyHkTe "6" nyHkTa 7 v noanyHkTe "6" nmyHkTa 14 MeToauku pacyeta
yCTaHaBNUBAEMbIX MNPOU3BOAUTENSMW NEKARPCTBEHHbIX MNPenapartoB MNpeAenbHbiX OTNYCKHbIX LIEH HAa NeKapCTBEHHbIe
npenaparbl,_ BKMOYEHHbIE B MNEPEYEHb KWU3HEHHO HEOOXOAWMbLIX W BaXKHEWLUMX JeKapPCTBEHHbIX NPenapaToB, Npu  ux
[OCYAApPCTBEHHOW perucrpauun W nepeperucrpauumu, YTBepXAeHHOW nocTtaHosneHveM [paButensctBa Poccuiickon
denepaumm ot 15 ceHtabpa 2015 . N 979.

*** YKasblBaeTcs pacyeTHaa npenenbHaa OTNyCKHaA UeHa And OO3UPOBKU U obulero konn4yecTtea B ﬂOTpe6VITeI'IbCKOI7I
ynakoBke, npeacTtaBrieHHbIX B MYHKTaxX 4nb pasgena | HacTosALLIEero NPUNOXEHUS.

MpunoxeHne N 6

K MeTOAMKe pacyeTa ycTaHaBnmMBaeMbIX
NPOM3BOAUTENSMMU JNIEKaPCTBEHHbIX
npenaparToB npeaenbHbIX OTMNYCKHbIX LieH

Ha NeKapcTBeHHbIe npenapaTbl, BKITIOYEHHbIe
B NepeyeHb XM3HEHHO Heob6XoANMBIX

N BaXXHEULLUX NleKapCTBEHHbIX Npenaparos,
npu NX rocyaapCcTBeHHOMN perncrpauyum

U nepepervcrTpaumm

PACHET I'IPEEIEHbHOVI OTHVCKHPVI LEHbI HA BOCI'IPOVI3BE£|EHVHbIl7I, BMOAHANOIOBbIN
(BMOMNOAOBHbIN) IEKAPCTBEHHbIWN MPEMNAPAT, NPEACTABNAEMOU HA TOCYOAPCTBEHHYIO
PErMCTPALUIO

(HaMMmeHOBaHMe opraHuM3aLmmn-3asBUTENS)

I. CBEOEHUA O NNIEKAPCTBEHHOM MNMPEMNAPATE

1. Homep perncTpaumoHHoro yaocToBepeHust

2. MexgyHapogHoe HenaTeHTOBaHHOE, Ui rpyNMMPOBOYHOE, UK
XMMUYEeCKoe HanMeHoBaHue

3. ToproBoe HanmeHoBaHue

4. [lekapcTBeHHas popma, A03UPOBKA NN KOHLEHTPALMS, OObeM,
aKTUMBHOCTb B eAuHULax 0encTBns

5. OBLee KONMYECTBO BO BTOPUYHOM (NOTPEOUTENLCKON) YNakoBke

Il. PACHET LEHbI

‘Nn/‘ Mpo- | 3aperncTpmpoBaHHas npefernbHas oTnyckHas LeHa Ha ‘ Koadp- ‘ Koadp- ‘ MoHw- ‘ Pacuer- ‘
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Ctpanuua 33

n U3BO- |  pecbepeHTHbIN NEKapCTBEHHbIN npenapar (Hpeq:u) um | vumenT uum- Karo- Has npe-
an- . y nepe- eHT L Aenb-
Tens Ha nekapcTBeHHbIi Npenapat ¢ MakcManeHol - cyera nepe- koadh- Has
3aperncTprpoBaHHON NpegenbHOM OTNYCKHOW LIEHOM ( o cyera huun- oTnycK-
D) POBKM, dhacos- eHT Has ueHa
Ko* Kkun, Kp* nepe-
npo- Haunme- nekap- Konu- 3ape- cyerta, Ha
n3BO- HOBa- CTBEH- yecT- rMeTpm- Kn* BOCMpO-
an- Hue Has BO B poOBaH- nsBege-
Tenb nekap- dopma, nor- Hasl npe- HHBbIN,
CTBEH- [031pOB- pebu- aenb- HuoaHa-
HOro Ka unm Tenb- Hast NOroBbIN
npena- KOHLIEHT- cKon OTNyCK- (6uomno-
paTta pauus, yna- Has ueHa [O6HbIN)
obbem, KOBKe (6es nekap-
aKTuB- HAC), CTBEH-
HOCTb B py6nen ( HbIV
eauHU- npena-
LIl.I,aX Hpeq:'/ pat (6e3
LelcTBrS I ) HAC),
py6nen (
D)
1 2 3 4 5 6 7 8 9 10 11
PykoBoguTens opraHv3auum-
3anBuUTEnNs
(nognuchk) (dp.n.0.) (TenedboH, agpec
3MNEKTPOHHOW NOYThI)
M.IT.
WcnonHutenb
(nognuchk) (dp.n.0.) (TenecboH, agpec

3MNEKTPOHHOW NOYTHI)

* LleHbl Ha nekapcTBeHHbIEe Npenaparbl HPEEP " HH , a Tarke koapdpuumneHTol nepecyeta Kg, K v Kn onpegensiorcs B

cooTBeTcTBMM C pasgenom VI meToauku pacyeTa ycTaHaBnUBaeMbIX MPOW3BOAMTENSIMU JIEKApCTBEHHbLIX NpenapaToB
npegenbHbIX OTNYCKHbIX LIEH Ha NlekapCTBEHHbIE Npenaparthbl, BKIKOYEHHbIE B NEpPeYeHb XN3HEHHO HEOBXOAMMBIX U BAXKHEMLLNX
neKapCTBEHHbIX MpenapaToB, MpU KX rOCYOAPCTBEHHOW perucrTpaumu U nepepeructpaunm, yTBepXAeHHON MOCTaHOBMEHUEM
MpaeutenbctBa Poccuiickon Pegepaunm ot 15 ceHTabpsa 2015 . N 979.

MpunoxeHne N 7
K MeToAMuKe pacyeTa ycTaHaBnMBaeMbIX
NPOU3BOAUTESNIAMU NEKAaPCTBEHHbIX
npenaparoB npeAeribHbIX OTMNYCKHbIX LieH

Ha NeKapCcTBeHHbIe npenapartbl, BKITKOYEHHbIe
B Nepe4yeHb XM3HEHHO HeoBXxoAUMBIX

U BaXXHeMLINX NleKapCTBEHHbIX NpenaparTos,
npuv UX rocyaapCcTBEHHOMU permcrpauum

M nepeperucrpayuu

PACYET NPEOENBbHOU OTNYCKHOM LUEHbI HA NEKAPCTBEHHbIW NMPENAPAT MPON3BOOUTENA
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FOCYOAPCTB - YIIEHOB EBPA3MUCKOIO 3KOHOMUYECKOIO COIO3A, NMPEACTABNAEMON HA
NEPEPEM'MCTPALIUIO

(HaVIMeHOBaHI/Ie opraHunsauunmn-3aa BI/ITeJ'IFI)

. CBEOEHUA O NEKAPCTBEHHOM MNMPEMNAPATE

1. Homep pernctpaumoHHOro yaoctoBepeHns

2. MemyHapouHoe HenaTeHToBaHHOE, Unu rpynnnpoBoYHOE, Uinn
XMMn4yeckoe HanmeHoBaHune

3. ToproBoe HanmeHoBaHme

4. JlekapcTBeHHasa hopma, 4O3MPOBKA UM KOHLEHTpaUus, o6bemMm,
aKTMBHOCTb B eAUHULAaX OeNCTBUS

5. ObLee kONMYeCTBO BO BTOPMYHON (NOTPEOMTENBLCKOM) YNaKoBKe

Il. PACHET LUEHbI
N | MMpo- lNpsmble pacxoab! Ob6LenpounsBoacTBeHHbIE pacxodbl | ObwexossicteeHHble | Mpu- | Peh- ®ak- | MpoekTt
n/ | n3go- pacxogbl Obinb Ta- M- | oTnyck-
n
an- | mate- | cbipbe | 3apa- | 3apaboT- | anmekT- | amop- | mpo- | pa3- | pea- | npo- Genb- | yec- HoW
Tenb | pua- 6ot- Has po- TM3a- | ue* | pa- | nu3a- | yme* HOCTb, Kas LieHbl
nbl Has nnara 3Hep- ums 6ot- | uus npo- LieHa Ha
nnata | obue- s, | OCHOB- ka UeHTOB | oOT- | nekap-
npous- | Tenno- | HbIX nyc- | CTBeH-
BOACT- CHab- | cpep- ka 3a HbI
BEH- XeHue, | CTB, not- | npena-
HOro 1 BOAO- uc- pebu- | part3a
BCMOMO- | cHab- | nomb- Tenb- nor-
ratenb- | XeHve 3ye- ckylo | pebu-
Horo uTon- | MbIX yna- | Tenb-
nepco- nnBo ans koB- CKYI0
Hana npous- Ky yna-
BOO- (Ges KOBKY
cTBa HAOC), | (6es
py6- | HAC),
nen* | pybnen
1 2 3 4 5 6 7 8 9 10 1 12 13 14 15 16
PykoBoguTens opraHu3aumu-
3asBuUTEnNs
(nognuchb) (dp.n.0.) (TenedboH, agpec
3MNEKTPOHHOW NOYTHI)
M.I.
WcnonHutenb
(mognuchb) (dp.n.0.) (TenedoH, agpec

3NEKTPOHHOWM NOYThI)

* OTHOCATCS Ha 06LLENPON3BOACTBEHHbIE N OOLLEXO3ANCTBEHHbBIE pacxoabl.

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JOKYMEHTOB


http://docs.cntd.ru/

O BHeceHuM nsaMeHeHui B noctaHoBneHue MNpaeutensctBa Poccuiickon Pepepaumm ot 29 oktabps 2010 roga N 865 n 06 Ctpanuua 35

YTBEPXAEHUM METOAMKN pacyeTa yCTaHaBNIMBaEMbIX NMPOU3BOAMTENSMU NEKAPCTBEHHBIX NPenapaToB NpeaenbHbIX OTMYCKHbIX LEH Ha
neKapCcTBeHHbIE MpenapaTbl, BKIMIOYEHHbIE B MePeYeHb XN3HEHHO HEOOXOAMMBIX 1 BaXKHEWLLIMX NIeKapCTBEHHbIX NpenapaTtos, Mpy X
rocyaapCTBEeHHOW pernctpaunm n nepepernctpauum (¢ nameHeHmsMu Ha 31 oktabpsi 2020 roga)

lMocmaHoeneHue lNpasumenscmea P® om 15 ceHmsbpsi 2015 2. Ne 979

** 3anonHsieTcs Ans NekapcTBEHHbIX NpenapaToB, HAaXoAMBLUMXCSA B 0OpalleHun Ha Tepputopun Poccuiickon ®egepaumu.

TABJIMUA 1. NNTAHUPYEMbIA OB BEM BbINYCKA IEKAPCTBEHHOIO MPEMNAPATA, EFO YAENbHbIA BEC B
OBLLUEM OBBEME NPON3BOANMbBLIX NEKAPCTBEHHbIX NMPEMAPATOB, B HATYPAJIbHOM U
CTOUMMOCTHOM BbIPAXXEHUUN

N HanmeHoBaHue Eannunua MnanHupye- MnanHupye- YaenbHbIn YpenbHbI BEC
n/n neKapcTBEHHOrO n3mepeHus MbI 0ObEM MbI 0O6beM BEC neKapcTBEHHOrO
npenapara, BbINycKa, B BbIMyCKa, B nekapcTBeH- | npenapara B obLiem
0031poBKa U HaTypanb- CTOMMOCT- HOro obbeme
KONnM4ecTBO B HOM HOM npenapara B NpOn3BOAUMBIX
noTpeduTenbLCcKkon BbIPaXXEHWU BbIPaXXEHMM o6Lem NeKapCTBEHHbIX
ynakoBkKe, (konmuyecTBO (6e3 HOC), obbeme npenaparos, B
npounseoguTens enquHuLL pybnen npounssogu- CTOMMOCTHOM
n3MepeHust) MbIX BblpaxkeHun (6e3
nekapcT- HAC), pybnen
BEHHbIX
npenaparos,
B HaTyparnb-
HOM
BbIPaXXEHUN,
NpPOLEHTOB
1 2 3 4 5 6 7

TABJIMLA 2. KANbKYNALUA 3ATPAT MATEPUATOB NO NMPOU3BOACTBY OOQHOW NOTPEBUTENBLCKOW
YNAKOBKMU (TPA®A 3 PASAENA Il HACTOALWIEIO NMPUNOXEHWUA)

(HaumeHoBaHMWe Npenapara, 4O03MPOBKa U KOSIMYECTBO B NOTPEOUTENLCKONM YNakoBKe)

N Pacxoabl Ha EaovHunua Hopma pacxoga LleHa CymMMma 3aTpaTt Ha OfHy
n/n MaTepuansl n3mepeHus (cornacHo dakTmnyeckom noTpebuTenbckyto
TEXHUYECKOMY 3akynku (6e3 YyNaKoBKY
pernameHTy HAOC), pybnen** (6e3 HOC), pybnen
npeanpuaTns)
1 2 3 4 5 6
WToro*:

* B pacyeTte Ha ogHy NOTPebUTEnNbCKYHO YNaKoBKY.

** B crniyyae oTCyTCTBUS 3aKyNKU MaTepuanoB, HE06X0aMMbIX Ans NPOU3BOACTBA KOHKPETHOMO NEKapCTBEHHOTO Npenapara,
NPEeACTaBnsATCA CBeAeHMsl NO aHarNorMyYHbIM Mo CBOMM XapaKTepUcTUKaM Matepuanam, 3akynaembiM Ansi NPOU3BOACTBA UHbIX
XM3HEHHO HEOBXOAMMbIX U BaXKHEWLLMX NeKapCTBEHHbIX NpernapaToB, LeHbl Ha KOTopble paHee 3aperncTpupoBaHbI.

TABJIMLUA 3. ONUCb OOKYMEHTAJIbHOI'O NOATBEPXXOEHUA PACXOOOB HA MATEPUAIbI (FTPA®DA 3
PA3OENA Il HACTOALLEIO NMPUNOXEHWUA)

N HanmeHoBaHue HanmeHoBaHne nocrasLmka Homep 1 gata ToBapHOW HaknagHowm,
n/n MaTtepuana WM TaMOXXEHHOW Aeknapauuu, nnm
WMHOTO BMAa JOKYMEHTanbHOro
nogTBeEpXaeHNs
1 2 3 4
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TABJTULA 4. KANbKYNALUUA 3ATPAT CbIPbSA MO NPOU3BOACTBY OQHOWU NOTPEBUTENLCKON
YNAKOBKM (TPA®A 4 PASEIA Il HACTOALIEIO NMPUNOXEHWUA)

(HaI/IMeHOBaHI/Ie npenapara, 403npoBKa U KOINMM4eCTBO B FIOTpe6I/lTeJ'IbCKOIZ yﬂaKOBKe)

N CraTbu pacxodoB Ha Cbipbe EavHuua Hopwma pacxoga Llena Cymma 3aTpat Ha ofHy
n/n namepe- (cornacHo dakTnyec- noTpebuTenbckyto
HUS TEXHUYECKOMY KOW 3aKynKu ynakoBky (6e3 HC),
pernameHTy (6e3 HOC), pyb6nen
npeanpuaTns) pyonen**

1 2 3 4 5 6

AKTVBHas papmaueBTnyeckas

cybecTaHums:

BcnomorarenbHble BellecTBa:

Utoro*:

* B pacueTe Ha ogHy NOTPEOUTENBLCKYHO YNaKOBKY.

*%

3aperncTprpoBaHsbl.

B cnyy4yae OTCyTCTBUA 3aKynkym BCMOMOratesibHbIX BeLllecTB,

NNeKapCTBEHHOro npenaparta, npencrtaBndrTCA cBedeHUA Nno 3TUM Xe BCNoMoratesibHbiIM BellecTBaM, 3aKynaembiM AO5nd
npon3eoacTBa WHbIX XW3HEHHO HEOOXOAMMBIX U BaKHEWLLMX NIeKapCTBEeHHbIX npenapartoB, LEeHbl Ha KOTOopble paHee

ncnonb3yembiX Npu nNpon3BoacTBE KOHKPETHOro

TABJIMLA 5. UH®OPMALIUA OB AKTUBHON ®APMALIEBTUMECKOW CYECTAHLIUU (TPA®A 4 PAS[ENA Il

HACTOALLEIO NPUNOXEHWUA)

N n/n HaunmeHo- YnenbHbIN Mpous- CrtpaHa MocTas- Eannnuya LleHa aktmBHON
BaHue BEC BOOM- npoms- LMK namepe- (hapmaLieBTU4ECKON
aKTUBHON aKTMBHON Tenb BoACTBa aKTMBHOM HUS cybcTaHuuy (Bknovas
hapmaves- thapma- aKTVBHOM aKTUBHOM tapma- aKTUBHOM TaMOXeHHbIe pacxofbl)
TU4ECKON ueBTMYeC- hapma- apma- LeBTKH- hapma- (6e3 HOC)
cybcTaHLmm Kown LeBTH- ueBTH- yeckomn LeBTU-
cybcTan- Yyeckon Yyeckomn cybcTaH- YeCcKom B BasnoTe B pybnsx
uun B ctatbe | cybcran- cybcTaH- unn cybcTaH- (ykasbl- (B nepec-
"Cblpbe" Lun Lun Luu BaeTcs BN yeTe Ha
32 OTYETHbIN BantoThl) paty
nepvoa, B Tamo-
HaTypanb- XEHHOW
HOM Aekna-
BbIpaxe- pauuu,
HUK, unm
NPOLIEHTOB ToBap-
HOM
Haknaga-
HOR, Unn
WHOTO
BMaa
OOKy-
MeH-
TanbHOro
noar-
BEPX-
aeHuns)
1 2 3 4 6 7 8 9
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TABJIMLA 6. ONUCb JOKYMEHTAIIbHOIO NOATBEPXXAEHUA PACXOOO0OB HA CbIPbE (FTPA®A 4 PAS[EINA
Il HACTOALLEIO NPUNOXEHUA)

N HanmeHoBaHue HanmeHoBaHue Homep 1 gaTta ToBapHOW HaknagHom nnm
n/n dapmaueBTU4ECKON nocTaBLLMKa rpy30BOWN TaMOXXEHHOWN Aeknapaunm
cybecTaHumm nnm
BCMOMOraTesibHOro BeLlecTBa
1 2 3 4

TABJIMUA 7. PACLULU®POBKA 3ATPAT MO CTATbE "3APABOTHAA NMINATA" (TPA®A 5 PASENA I
HACTOALLETO NMPUNOXEHWUA)

N n/n CTpyKTYpHblEe Onnata Ctpaxo- CrtpaxoBble Wroro (6e3 HAOC), pybnen
nogpasgenexHuns Tpyaa no 20 Bbl€ B3HOCHI B3HOCbI Ha
cyery, no 20 cyery, obsizatensHoe
pybnen pybnen* coumansHoe
cTpaxoBaHue
OT HECYACTHbIX
crnyyaeB Ha
Npou3BOACTBE
n npodpeccuno-
HanbHbIX
3aboneBaHui
no 20 cyery,
pybnen
1 2 3 4 5 6
3apaboTHas nnarta
paboTHUKOB, 3aHATLIX
HernocpeaCcTBEHHO Ha
Npou3BoACTBe
neKapCTBEHHOro npenapara
Wroro:
B pacuete Ha ogHy NOTpPebUTENBLCKYO YNakoBKy™™

*

YuutbiBaloTCs CTpaxoBble B3HOCbI Ha o0si3aTernlbHOe couMarnibHOe CTpaxoBaHWe Ha Cryvail  BpeMEHHOW
HETPYAOCMNOCOGHOCTM M B CBSI3W C MaTEepPUHCTBOM, 00si3aTenbHOe MeHCMOHHOEe CTpaxoBaHue, obsisaTenbHoe meauuuHCKoe
CTpaxoBaHue.

** PaccuuTbiBaetca no copmyne "UtoroBoe 3HayveHue (B pybnsax)"/"'TinaHnpyembin nnm aktuyeckmn obbem Bbinycka
npenaparta’ B COOTBETCTBUMM C pasgenom V MEeTOAMKM pacyeTa YCTaHaBMMBaeMblX MPOM3BOAMTENSAMM FeKapCTBEHHbIX
npenapaToB NpeaenbHbIX OTMYCKHbIX LiEH Ha JleKapCTBEHHbIE Npenaparbl, BKIOYEHHbIE B NepeyYeHb XN3HEHHO HEODXOANMBIX 1
Ba)KHEMLUNX JIeKapCTBEHHbIX MNpenapartoB, NPV WX TFOCYAapCTBEHHOW perucTpauum wu nepeperucTpauun, yTBepXOeHHON
nocraHoBnexvem lMpasutensctea Poccuiickon depepauum ot 15 ceHTs6psa 2015 . N 979.

TABJIMLUA 8. PACLLU®POBKA 3ATPAT MO CTATbE "OBLUENMPOU3BOACTBEHHbLIE 3ATPATbI" (TPA®bI 6-9
PA3OENA 1l HACTOALWEIO NMPUNOXEHWUA)

8.1. PACLULM®POBKA 3ATPAT NO CTATbE "3APABOTHAS MNMNATA OBLLENPON3BOACTBEHHOIO U
BCMOMOIATEJIbHOIO NEPCOHAIA" (TPA®A 6 PASOENA 1l HACTOALLEIO NPUNOXEHWUA)

OnnaTta

N CTpyKTypHbIE

n/n

nogpasgeneHns Tpyda no 25

CtpaxoBble
B3HOChI M0 25
cyery, pybnen*

CTpaxoBble B3HOCbI Ha
obsasarternbHoe
coumanbHoe cTpaxoBaHue

Wtoro (6e3 HOC),
pybnen
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cyery, OT HECYACTHBIX CIy4YaeB u

pybnen npodeccrnoHarnbHbIX

3aboneBaHuii no 25
cyety, pybnen

1 2 3 4 5 6

WToro:

B pacuerte Ha ogHy NOTPeOUTENBCKYIO YNakoBKy™™

*

YunTblBalOTCA  CTpaxoBble B3HOCHI Ha obs3aTeflbHoe couuanbHoe CTpaxoBaHMe Ha  cryyal  BpeMeHHOoM
HeTPyO0CNOoCOBGHOCT M B CBSA3W C MaTepuMHCTBOM, oBsi3aTernibHoe MeHCUMOHHOEe CTpaxoBaHue, obs3aTterisHoe MeauuMHCKoe
CTpaxoBaHue.

** YkasblBaeTcsl popMyna, B COOTBETCTBUM C KOTOPOW paccUUTLIBAETCA LieHa Ha OdHY NOTPeOuTeNbCKyH YNakoBKy.

8.2. PACLUN®PPOBKA 3ATPAT NO CTATbE "3NEKTPO3HEPIUA, TENNOCHABXEHUE, BOOOCHABXEHUE U
TOMNMUBO" (FPA®A 7 PASOENA Il HACTOALLEIO NPUNOXEHNA)

N CraTtbs 3aTpar MocTaBLwumk CroumocTs ycnyr (6e3 HOC),
n/n pybnew
1 2 3 4
1. OnekTpoaHeprus
2. TennocHabxeHne
3. BopocHabxeHne
4. Tonnueo
WToro:

B pacueTe Ha ogHy NoTpPebUTENbCKYH YyNakoBKy™

* YkasblBaeTcs (hOpMyra, B COOTBETCTBUW C KOTOPOiA pacCYMTLIBAETCS LieHa Ha OfHY NMOTPEOUTENbCKYHO YNaKoBKY.

8.3. PACLLUM®POBKA 3ATPAT NO CTATbE "AMOPTU3ALINA OCHOBHbIX CPEACTB, UCMNOJNb3YEMbIX AN
NPOU3BOACTBA" (TPA®A 8 PASAENA 1l HACTOALLEIO NPUNOXEHWNA)

N OcHoBHble cpeacTBa AmopTusauus (6e3 HOC), pybnen
n/n
1 2 3
UToro:
B pacuyete Ha ogHy NOTpebUTENBCKYO YNakoBKy™

* YkasblBaeTcs (hopMyra, B COOTBETCTBUW C KOTOPOIA paccYMTLIBAETCS LieHa Ha OfHY NOTPeOUTENbCKYHO YaKoBKYy.

8.4. PACLLUM®POBKA 3ATPAT MO CTATbE "MPO4YUE OBLLENPOU3BOACTBEHHbBIE PACXOObI" (FTPAPA 9
PA3EJA Il HACTOAUIEIO NPUNTOXEHWA)

N Crtatbs pacxogoB MocTaBwmk ycnyru CroumocTb ycnyr (6e3 HOC),
n/n pyonen
1 2 3 4
Wtoro:
B pacueTe Ha ogHy NOTPeOUTENbLCKYHO yNakoBKy™

* YkasblBaeTcs (hOpMyrna, B COOTBETCTBUW C KOTOPOiA pacCYMTLIBAETCS LieHa Ha OfHY NMOTPEOUTENbCKYHO YNakoBKYy.
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TABJTULIA 9. PACLUM®POBKA 3ATPAT MO CTATbE "OBLUEXO3AUCTBEHHbIE 3ATPATbI" (TPA®bI 10-12
PA3OENA Il HACTOALLEIO NMPUNOXEHWUA)

9.1. PACLLU®POBKA 3ATPAT MO CTATbE "PASPABOTKA" (TPA®A 10 PASOENA Il HACTOALLEIO

NPUNOXEHUA)
N CraTbs pacxonos MocTaBLmK ycryru CroumocTb ycnyr
n/n (6e3 HOC), pybnen
1 2 3 4
1. Pa3paboTka KOHKPETHOro JiekapCTBEHHOIO
npenaparta, B TOM 4Mcrne COGCTBEHHbIE pacxoabl
npeanpuaTus
2. PernctpauuoHHble npoueaypbl, B TOM Yucne

HOKINVHMYECKMNE UCCNEA0BaHMUS NIeKapCTBEHHbIX
CPeaCTB W KNUHWYECKNEe UCCrnefoBaHms
nekapcTBeHHOro npenapara

3. Mpoune pacxoabl

NToro:

B pac4yeTe Ha ogHy NOTpedbuTENbCKYO YNakoBKy™

* YkasblBaeTcs (hOpMyrna, B COOTBETCTBUW C KOTOPOiA pacCYUTLIBAETCS LieHa Ha OfHY NMOTPEOUTENbCKYHO YNaKoBKY.

9.2. PACLLUM®POBKA 3ATPAT MO CTATbE "PEANIM3ALUA" (TPAPA 11 PASOENA Il HACTOALWIEIO

NPUNOXEHUA)
N CraTtbsa pacxonoB MoctaBwwk ycnyr | CrtoumocTb ycnyr (6e3 HOC),
n/n pybnen
1 2 3 4
Wtoro:

B pacuyeTe Ha ogHy NOTpebMTENbCKYO YNakoBKy™

* YkasblBaeTcs (hopMysa, B COOTBETCTBUW C KOTOPOIA pacCcYMTbIBAETCS LieHa Ha OfHY NOTPeOUTENbCKYHO YaKoBKYy.

9.3. PACLLM®POBKA 3ATPAT MO CTATbE "MPOYUE OBLLUEXO3AWCTBEHHbLIE PACXOAbI" (TPADA 12
PA3EJA Il HACTOAUIEIO NPUNTOXXEHWA)

N Ctatbs pacxogoB MocTaBLumK ycnyru CroumocTb ycnyr (6e3 HOC),
n/n pybnen
1 2 3 4
WToro:
B pacueTe Ha ogHy NnoTpebuTenbCKyo ynakoBKy™

* YkasblBaeTcs (hOpMyra, B COOTBETCTBUW C KOTOPOiA pacCUMTLIBAETCS LieHa Ha O HY NMOTPEOUTENBCKYHO YNaKkoBKY.

MpubbINb 1 peHTabenbHOCTb Npogykumn (rpacpbl 13 1 14 HacTosAWEro NPUNOXeEHUs) OoNpeaensitoTcs B COOTBETCTBUU C
pasgenom V. _MeToauvKu pacyeTa ycTaHaBnMBaeMblX MPOU3BOAUTENSMU NEKapCTBEHHbLIX NpenapaToB npefenbHbIX OTMNYCKHbIX
LEH Ha nekapCTBEHHble Npenaparbl, BKMHOYEHHbIE B MepeYeHb XXM3HEHHO HEeobXOAMMBbIX U BaXKHEWLUMX NeKapCTBEHHbIX
npenapaToB, NpU UX FOCYAApPCTBEHHOW perMctpauun u nepeperncrpaumm, yTBep>KaeHHOW noctaHoBneHueM [lpaBuTenbcTBa
Poccuinckon ®eanepaumm ot 15 ceHtabpa 2015 . N 979.
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Ctpanuua 40

Mpumeyarve. Tabnuupl 9 1 10 ABNSIOTCA TUMNOBLIMUW, OOMYCKAETCA BKMHOYEHUE B HUX [OOMOMHUTENbHbLIX CBEAEHW,
YYNTBIBAOLMX CMOCOD OTHECEHWUSI OOLLUEeNPOU3BOACTBEHHBIX UM OBLLEXO3ANCTBEHHbLIX PACXOA4OB B COOTBETCTBUM C YYETHOM
NMONMUTUKOIN opraHM3aLun.

MpunoxeHne N 8

K MeToAMKe pacyeTa ycTaHaBnMBaeMbIX
NPON3BOAUTENSIMU FIEKaPCTBEHHbIX
npenapaToB npeaenbHbIX OTAYCKHbIX LieH

Ha feKapCcTBeHHbIe npenapaTbl, BKITIOYEHHbIe
B NepevyeHb XM3HEHHO HeoBXoAUMbIX

M BaXXHEULWNX NeKapCTBEeHHbIX Npenaparos,
npu NX rocyaapCcTBEHHOMN perncrpauyum

U nepepervcrpaumm

®OPMYI1bl PACYETA MOHUXAIOLLUX KO3®PULMEHTOB, MPUMEHSAEMbIX NMPU PACYETE NPEQENBHON
OTNYCKHOW LIEHbI NPOU3BOAUTENA HA NEPBbIW BOCMPOU3BEOEHHbIN, BAOAHANIOIOBbIN
(BMONOAOBHbIN) NEKAPCTBEHHbIW NPEMAPAT, NPEQCTABIIAAEMOW HA FrOCYOAPCTBEHHYIO
PErMCTPALIUIO

3aperucTpupoBaH- MoHwxatoLwmin KO3 ULMEHT AN pacyeTa LieHbI MoHwxatoLwmin KO3 UUMEHT 4nsa pacyeTa
Hasi npegenbHas Ha NepBbIi BOCNPOW3BEAEHHbI NIEKaPCTBEHHbIN LieHbl Ha NepBbI BOCMPOWU3BEOEHHbIN,
OTNyCKHas LieHa 3a npenapar (¥, ) HuoaHanorosbli (61Monogo6HbIN)
noTpebunTenbeKyto nexapcteeHHbI npenapar (K )
yNaKkoBKy npoussoauTens WHOCTPaHHOrOo npousBoauTens MHOCTPaHHOIo
pecepeHTHOro roCynapcTB - YNEHOB npoussoauTens, rocynapcTs - npov3BoauTens,
nekapCTBEHHOIO EBpasuiickoro npoLeHToB* yYneHoB npoueHToB™
npenapara, pybnei ( | 3KOHOMWYECKOro cot3a, EBpasurickoro
Hpeq:u ) MPOLEHTOB 9KOHOMMYECKOrO
COl03a, NPOLEHTOB
1 2 3 4 5
o 50 pybnen 0 0 0 0
(BKNIOYNTENBHO)
ot 50 py6reit go 500 0 4 x (1T ot )0.24 - 10 0 0
pybnen P
(BKMOYMTENBHO)
ot 500 pybreii 3,6 X (et )03 =10 | 4x (Ipeg) 024-10 | 0,6 X (I ey )0:34 - | 0,39 x (IT 4t )04 - 5
10 100000 py6reii ped ped I;'“P ped
(BKMHOYMTENBHO)
cebiwe 100000 40 55 25 40
pybnen

* lHocTpaHHOro NpoussoanTensi, B TOM YMCre OCYLLECTBNSALLEro UN NNaHUpYOLLEro OCyLLEeCTBNSATb NEPBUYHYIO U (Unn)
BTOPUYHYIO YNAKOBKY NeKapCTBEHHOro npenapata B Poccuiickon ®enepaumm.

NMpunoxeHne N 9

K MeToAuKe pacyeTa ycTaHaBNIMBaeMbIX
NPOU3BOAUTENAMUN JNIeKapCTBEHHbIX
npenapaTtoB npeAenbHbIX OTNYCKHbIX LieH

Ha fieKkapCcTBeHHbIe npenapaTbl, BKIIFOYEHHbIe
B NepeyeHb XM3HEHHO HeoBXxoAUMBIX

M BaXXKHeMLINX JfleKapCTBEHHbIX NpenaparTos,
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Npu UX rocyfapcTBEHHOW perncTpauum
U nepeperucTpauum

®OPMYJIbl PACYETA NOHWXAIOLWNX KO3DPPULIMEHTOB, MPUMEHAEMbIX NPU PACYETE NPEQENBLHON
OTMYCKHOW LIEHbI NPOU3BOAUTENSA HA BOCI'IPOI/I3BEU,|1EHHbII7I, BMOAHANOIOBbIN (EMONOOOBHbIN)
NEKAPCTBEHHbIU NPENAPAT, NPEACTABNAEMOU HA TOCYOAPCTBEHHYIO PETUCTPALIUIO

3aperncTpmpoBan- MoHwxatoLWwmin KO3MULMEHT A4S pacyeTa LieHbI MoHwxatoLwmin KO3 ULMEHT 4na pacyeTa
Has npefenbHas Ha BOCMPOU3BeAEHHbIN NleKapCTBEHHbIN Npenapat LieHbl Ha BOCMPOU3BEAEHHbI,
OTMyCKHas LieHa 3a (Ep) BuoaHanorobin (6MONOAOGHbLIN)
noTpebuTensekyio nexapcteeHHbI npenapar (K )
yNaKoBKy npousBoauTens WHOCTPaHHOIO npov3BoauTEns MHOCTPaHHOIo
pedepeHTHOro rocyapcCTB - UNeHoB npov3soguTens, rocyapcTB - npov3BoauTens,
nekapcTBeHHOro EBpasuiickoro npoueHToB* yneHoB npoueHToB*
npenapara, pybnev ( | 3KOHOMWYECKOro cot3a, EBspasuiickoro
NPOLIEHTOB 3KOHOMMWYECKOrO
HPEEP ) P cotosa, n
, MPOLIEHTOB
1 2 3 4 5
o 50 py6nen 0 0 0 0
(BKMHOYMTENBHO)
ot 50 pybnen go 500 023 0,24 0 0
py6ne$|y 3,6 x (Hpeq:u) : 4 x (Hpeq:u) :
(BKNIOYNTENBHO)
ot 500 py6neit 3,6 x (IT.,.4,)0.23 4x(IT.,.4) 0.24 0,6 x (11,4, )0.34 0,39 x (IT,,.4,)0.41
10 100000 py6neii ped ped ped ped
(BKMNOYMTENBHO)
cBbiwe 100000 50 65 30 45
pybnen

* 'HocTpaHHOro Npon3BoauTens, B TOM YUCHE OCYLLECTBSIOLWEro v NNaHMpyoLWero oCcyLLEeCTBAATbL NEPBUYHYIO U (MNK)
BTOPUYHYIO YNaKOBKY NekapcTBeHHOro npenapata B Poccuinckon ®enepaumn.

Mpunoxexnne N 10

K MeToAuKe pacyeTa ycTaHaBNIMBaeMbIX
NPOU3BOAUTENAMUN JIeKapPCTBEHHbIX
npenapaTtoB npeaesibHbIX OTNYCKHbIX LieH

Ha NeKapCcTBeHHbIe npenapaTbl, BKIIHOYEHHbIe
B Nepe4vyeHb XXM3HEHHO HeoOXxoAUMbIX

U BaXKHEMLINX JfleKapCTBEHHbIX NpenaparTos,
npuv UX rocyaapcTBeHHOM permcTpauum

U nepeperucrpauyum

OBOCHOBAHME PACHETA NPEQENBHON OTNYCKHOW LIEHbI HA NEKAPCTBEHHbIW NPEMNAPAT
NPOU3BOAUTENEN TOCYAAPCTB - HIIEHOB EBPASMUCKOIO S3KOHOMWYECKOI'O COIO3A,
NMPEOCTABNAEMOU HA NMEPEPEMMCTPALIAIO

(HaVIMeHOBaHVIe opraHunsauunmn-3aa BMTeJ'I‘iI)

. CBEOEHUA O NEKAPCTBEHHOM MNMPENAPATE
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1. Homep perncrpaunoHHOro ya0CTOBEPEHUS

2. MexxgyHapofHoe HenaTeHToBaHHOe, UK rpyNnMpoBOYHOE, UIK
XMMWUYECKOe HauMeHoBaHWe

3. ToproBoe HaumeHoBaHue

4. llexapcTBeHHas bopMa, 403MPOBKA UIM KOHLEHTpauus, obbem,
aKTMBHOCTb B €AMHULAX AeACTBUS

5. ObLuee konNM4ecTBO BO BTOPUYHOM (MOTPEOUTENBCKON) yNakoBke

Il. PACHET LEEHbI

N MpsiMble pacxogpl O6LLenpon3BoLCTBEHHBIE pacxoabl* Mpor- dakTn- MpenenbHas oTnyckHas
n/ HO3K- Yeckuit LieHa 3a
n pyeMblii | YpOBEHb noTpeduTenbCkyio
ynakoBky (6e3 HC),
matepuanel Chipbe AMEeKTPOIHEpTUs, amopTn3auus ypo- | MHNALMM pybren
TennocHabxeHue, OCHOBHbIX CPECTB, BEHb C y4eTOM
BOAOCHa0XeHMe 1 MCNonbayeMblx AN | MHGRA- npor-
TONMMBO NpoM3BOACTBA Lum, HO3-
npoLieH- HOro
TOB YPOBHSI,
(ny= npo-
LieH-
TOB***
GakT. | nnaH. | npo- | akT. | nnaH. | npo- | dakT. | nnaH. | npo- | akT. | nnaH. | npo- 3ape- | 3asB- | npo-
LieH- LieH- LieH- LieH- TUCTPU- | NeH- | LeH-
TOB TOB TOB TOB poBaH- | Has | TOB
yBe- yBe- yBe- yBe- Has yBe-
- nnye- - - nnye-
ye- HuS ye- ye- HUS
HuS HUS HuS
1 2 3 4 5 6 7 8 9 10 1" 12 13 14 15 16 17 18

PykoBoguTernb opraHvsaumm-

3asBuUTEnNs
(nognuchk) (dp.n.0.) (TenecboH, agpec
3MNEKTPOHHOW NOYThI)
M.T.
WcnonHutenb
(nognuchb) (dp.n.0.) (TenecboH, agpec

3MNEKTPOHHOW NOYTHI)

* HaknapgHble pacxogbl 3anonHsTCA Npu  nepeperucTpaumMm npegenbHbIX OTMYCKHbIX LEeH Npou3BoauTenen Ha
neKkapCTBEHHble npenapaTbl B CryvasiX, NpegyCMOTPEeHHbIX nognyHkTamm "a" u "B" nyHkta 32 [IpaBwun rocynapcrBeHHON
pervcTpaLum 1 nepeperncTpaLmm ycraHaBnmBaemblX Npon3BOANTENAMU NEKaPCTBEHHbIX NPenaparoB NpeAenbHbIX OTNYCKHbIX
LieH Ha NnekapcTBeHHble npenapaTtbl, BKMNOYEHHblE B MNepeyeHb XM3HEHHO HeOoBXOAMMbIX W BaKHEWLIMX NeKapCTBEHHbIX
npenaparoB, YTBEpPXAEHHbLIX nocTtaHoBneHveM [paButenbctBa Poccuickon Penepaumm ot 29 okrsabpa 2010 . N 865 "O
[OCyAapCTBEHHOM PErYIVPOBaHMM LIEH Ha NEeKapCTBEHHblE Mpenaparbl, BKMKYEHHbIE B NEPEYEHb XM3HEHHO HEOBXoaAMMbIX 1

Ba)XKHENLUUX NEKAPCTBEHHbIX NpenapaToB”.

** TlporHo3vpyembli YypoBEHb MHMMALUN TEKYLIEero roga, YCTaHOBMEHHbIN denepanbHbiM 3akoHOM O dedepanbHOM
GroaKeTe Ha COOTBETCTBYIOLLMIA (PMHAHCOBBIV rof, U NAaHOBbIA Neprog.
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*** PaKTUYecKknin ypoBeHb MHMNASALMM NpealecTByOWEro KaneHaapHoro roga ¢ y4eToM MPOrHO3HOro YpOBHSA UHMNALMM
TEKyLLEero roga, yCTaHOBINEHHOro dhefeparnbHbiM 3aKOHOM 0 dhefepanbHOM OHoKeTe Ha COOTBETCTBYHOLLMIA (DUHAHCOBEIN rog, 1
NfaHOBLIN Nepuon, PacCYUTLIBAETCS B COOTBETCTBMU C MYHKTOM 41 MEeToAMKM pacyeTa ycTaHaBnNMBaeMbIX MPOM3BOAMTENSMN
neKkapCTBEHHbIX NpenapaToB NpeaeribHbIX OTNYCKHbIX LEeH Ha NeKapCTBEHHbIE Npenaparsbl, BKOYEHHbIE B NepevYeHb XU3HEHHO
HEeOOXOAMMBIX U BaXXHEWLUMX NEeKapCTBEHHbIX npenapaToB, MpU WX rOCy4apCTBEHHOW peructpaumm n nepeperucrpaumu,
yTBEpPXXOEeHHOW nocTtaHoBneHmem MNpasuTtensctBa Poccuickon degepaumm ot 15 ceHtabps 2015 . N 979.

MpunoxexHne N 11

K MeToAuKe pacyeTa ycTaHaBMBaeMbIX
NpPou3BOAUTENIAMU NIEeKapPCTBEHHbIX

npenapaTtoB npeaesibHbIX OTNYCKHbIX LieH

Ha NeKapCcTBEeHHbIe npenapartbl, BKIilOYEeHHbIE B

5 nepevyeHb XN3HEHHO HeO0bXoaAUMbIX

U BaXXHEWULUUX NleKapCTBEHHbIX NpenapaTos, Npu Ux
rocyaapcTtBeHHOM perucrtpauum

M nepeperucrpauumn

3HAYEHUA KOPDPULIMEHTA LIEHOBpVI reynnbl, TIPUMEHAEMOI O NMPU PACHETE MNPEAENbHbIX
OTNMYCKHbIX LIEH MPOU3BOOUTENEN HA NEKAPCTBEHHbIE MPEMAPATbI, MPEOCTABJNIAEMbIX HA

NEPEPErMCTPALIUIO
N LleHoBas rpynna KoadhhnumeHT LieHoBoM rpynnel,
n/n npoueHToB ()
1 2 3
1. A0 50 pybrew (BKNOYMTENBHO) 100
2. o1 50 py6bnen go 500 py6newn (BKNOUMTENBHO) 90
3. ot 500 py6rien go 1000 pybnew (BKNHOYUTENBHO) 85
4. ot 1000 py6nen go 3000 pybnen (BKNOYNTENBHO) 80
5. o1 3000 py6nen go 5000 pybnen (BKNOUNTENBHO) 75
6. o1 5000 py6newn o 10000 pybren (BKNHOYUTENBLHO) 70
7. oT 10000 py6nen go 20000 py6nen (BKMHOYUTENBHO) 60
8. ot 20000 py6nen o 40000 pybrien (BKMOYMTENBHO) 50
9. o1 40000 py6nien go 100000 pybnein (BKAOYUTENBHO) 40
10. cBbiwe 100000 pybnen 30

MpunoxeHne N 12

K MeToAuKe pacyeTa ycTaHaBlIMBaeMbIX
Npou3BOAUTESNIAMU NEeKapCTBEHHbIX
npenapaTtoB npeaesibHbIX OTNYCKHbIX LieH

Ha NeKapCTBeHHbIe npenapartbl, BKIIKOYEHHbIe
B NepevyeHb XM3HEHHO HeobXoAUMbIX

M BaXXHEULWNX NeKapCTBEHHbIX Npenaparos,
npuv UX rocyaapCTBEeHHOMU permcrpauum

U nepeperucrpauum

OBOCHOBAHME PACYETA NPEQENBLHOW OTNYCKHOWM LIEHbI HA NEKAPCTBEHHbIN NPEMAPAT
WHOCTPAHHbIX MPOU3BOAUTENEW, B TOM YACIIE OCYLLECTBNAIOLUX MEPBUYHYIO U (UNK)
BTOPUYHYIO YIAKOBKY JIEKAPCTBEHHOIO NPEMNAPATA B POCCUACKOW ®EQEPALINM,
NPEACTABNAEMOW HA NEPEPEMMCTPALUIO, 3A NEPUOA C r.no r.
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(HaVIMeHOBaHI/Ie opraHmn3auunmn-3as BI/ITeJ'IFI)

CBEOEHUA O NEKAPCTBEHHOM NPENAPATE

1. Homep perncrpaunoHHOro ya0CTOBEPEHUS

2. Me>|<,quapop,Hoe HenaTeHToBaHHOE, Unu rpynnnpoBo4yHoOeE, Unn
XnmMmn4yeckoe HanmeHoBaHune

3. ToproBoe HanmeHoBaHue

4. llexapcTBeHHas hopmMa, 4O3MPOBKA UIM KOHLIEHTpauus, obbem,
aKTUBHOCTb B eAMHULIAxX AeicTBUSA

5. ObLuee KoNM4ecTBO BO BTOPMYHOM (MOTPEOUTENBCKON) ynakoBke

N | Mpousso- | HammeHo- Kypc HaumMoHaneHon BantoThbl CpegHe- Benu- MpenenbHas oTnyckHas
n/ avTenb BaHue rocyaapcTBa-npou3BoaUTENS K B3BELLEH- YnHa LieHa 3a NoTpebuTenbeKyo
n | (cykasa- Haumo- py6nto (pybnen) Has yBenu- yNaKoBKy
HVem Harnb- dhakTuyec- YyeHust (6e3 HOC), pybnew
cTagun HOM Kasl LueHa npe-
npous- BantoThbl Kypc npu Kypc npo- BBO3a nenb- 3ape- 3asB- npo-
BOA- rocypap- rocygap- npw LieHTOB (oTnycka) HOM rUCTpU- | neH- LieHTOB
cTBa) cTBa- CTBEH- nepe- yBenu- nekapcr- OTMyCK- poBaH- | pagd | ysBenu-
npon3eo- HoM peruct- YeHust BEHHOro HoWM Has 3 YyeHus
auTens perucTt- pauun npena- LieHbl,
pauum pata, npoueH-
(nocnep- py6neiil ToB 2
Hen
perucTt-
pauum)
1 2 3 4 5 6 7 8 9 10 1

PyKOBO,D,VITeﬂb opraHunsauumn-

3aaBuTens
(nognuchb) (d.n.0.) (TenedoH, agpec
3MEKTPOHHOWN MOYThI)
M.IM.
WcnonHutens
(nognwucek) (d.n.0.) (TenedpoH, agpec

3NEKTPOHHON MOYThI)

1 Mpu nepepervcTpaummn npenenbHOR OTMYCKHON LieHbl Ha NEeKapCTBEHHbI npenapar WHOCTPAHHOro Mpou3BoaMTeNs

yKasblBaeTCA CcpefHeB3BelleHHas hakTuyeckas LeHa BBO3a (OTMycka) nekapcTBeHHoro npenapata. [pu nepepervcTpauum
npeaenbHOM OTNYCKHOM LieHbl Ha NEKAPCTBEHHbIVA NpenapaT MHOCTPaHHOTO NPOU3BOAMTENS, OCYLLECTBIISIOLLEro NEPBUYHYIO U
(Mnn) BTOPWYHYIO YMAKOBKY JlekapcTBeHHoro npenapata B Poccuiickon ®depepauun, ykasblBaeTcsi CpeaHeB3BeLLeHHas
(hakTU4eckas LeHa OTnycka fekapCTBEHHOro npenapara.

2 PaccuuTbiBaeTCH B COOTBETCTBUM C NyHKTamMun 52-54 wmeToaukm pacyeTa yCTaHaBnMBaeMbIiX npoun3soanTenamMmn

nekapcTBeHHbIX NpenapaToB NpeaenbHbIX OTMYCKHbIX LIEH Ha NekapCTBEHHbIE Mpenaparbl, BKIIOYEHHbIE B NepeYeHb XXU3HEHHO
HEOOXOOMMBIX W BaXXHEWLUMX NeKapCTBEHHbIX MNPenapaTtoB, MpU WX FOCYAApPCTBEHHOW perncrpauum u nepeperncrpauumu,
YyTBEPXAEHHON nocTaHoBneHmem lNMpasuTenbcTBa Poccuickon ®epepauum ot 15 ceHTabps 2015 . N 979.
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O BHeceHuM nsaMeHeHui B noctaHoBneHue MNpaeutensctBa Poccuiickon Pepepaumm ot 29 oktabps 2010 roga N 865 n 06 Ctpanuua 45
YTBEPXAEHUM METOAMKN pacyeTa yCTaHaBNIMBaEMbIX NMPOU3BOAMTENSMU NEKAPCTBEHHBIX NPenapaToB NpeaenbHbIX OTMYCKHbIX LEH Ha

neKkapCTBEHHblE MpenapaThbl, BKIIOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXOONMBIX U BaXKHENLLNX NIEKAPCTBEHHbIX NpenapaTtoB, Npu nx

rocyaapCTBEeHHOW pernctpaunm n nepepernctpauum (¢ nameHeHmsMu Ha 31 oktabpsi 2020 roga)

lMocmaHoeneHue lNpasumenscmea P® om 15 ceHmsbpsi 2015 2. Ne 979

3 I'Ipe/:l,eanaﬂ OTNnyCKHasdA ueHa npou3soguTend Ha J'IeKapCTBeHHbIVI npenapart, 3apermctpupoBaHHaaA no COCTOAHUIO Ha
OaTty nogadu 3adBneHusa o nepeperncrpaunm npegenbHoOn OTI'IyCKHOI7I LieHbl.

4 3aseneHHas K nepeperucTpauun npegensHas OTnyckHas LieHa Npon3BOAMTESNS Ha fleKapCTBEHHbIV npenapar.

Pepakuunsa ookymeHTa ¢ y4eTom
M3MEHEHUM 1 OoNONHEeHN NoarotTosneHa
AO "Kopekc"
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