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MocTtaHoeneHue MpaBuTtensctea PP ot 15.09.2015 N 979
"O BHECEeHWUN n3MeHeHu B noctaHoBneHue Npaeutensctea Poccuiickomn
depepa...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
Hata coxpaHeHus: 13.10.2015

NPABUTENIbCTBO POCCUNCKOWN ®EQEPALINU

NOCTAHOBIEHUE
oT 15 ceHTs6pA 2015 1. N 979

O BHECEHUU U3MEHEHUIA
B MNOCTAHOBIEHMUE NPABUTENBCTBA POCCUACKOW ®EOEPALIUA
OT 29 OKTABPA 2010 I'. N 865 1 OB YTBEPXXOEHUU METOAUKA
PACYETA YCTAHABJIMBAEMbIX NMPOU3BOAUTENAMU NEKAPCTBEHHbIX
NPENAPATOB NPEQENbHbIX OTNYCKHbIX LLEH HA NEKAPCTBEHHbIE
MPENAPATbDI, BKITIOYEHHbBIE B NEPEYEHb XXU3HEHHO HEOBXOAUMbIX
M BAXXHENLUUX NEKAPCTBEHHbIX MPEMAPATOB, NMPU UX
rocygAPCTBEHHOW PETMCTPALIUK U NEPEPEFUCTPALINK

MpaButensctBo Poccuiickon ®epeparmm nocTaHOBNSET:

1. YTBEpanTb Nnpunaraemsbile:

N3MEHEHWs1, KOTOPble BHOCATCA B noctaHoBneHue lpasutensctBa Poccurickon ®egepauun ot 29 oktabps
2010 r. N 865 "O rocygapCTBEHHOM perynmpoBaHum LieH Ha NeKkapCTBEHHbIE NpenapaTbl, BKIKOYEHHbIE B MEpPeYeHb
XM3HEHHO HEOBXOOUMBIX U BaXKHEWLINX nekapCcTBeHHbIX npenapatos” (CobpaHme 3akoHogaTensctBa Poccunckon
®epgepaumn, 2010, N 45, c1. 5851; 2011, N 50, c1. 7390; 2012, N 37, cT. 5002);

METOAMKY pacyeTa YCTaHaBMMBaEMbIX MPOU3BOAUTENSMU FEKAPCTBEHHbLIX MpenapaTtoB npeaesbHbIX
OTMNYCKHbIX LIEH HA NNEKAPCTBEHHbIE NpenapaTbl, BKMOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOOUMBIX U BaXKHEWLLIMX
NeKapCTBEHHbIX NpenapaToB, NPy UX rocy4apCTBEHHON perncTpaunm n nepepermctpaumm.

2. Hactosiwee nocraHoBneHue BCTynaeT B cuny ¢ 1 oktabps 2015 r.

Mpencenatens MNpaBuTenscTBa
Poccuiickon ®eaepauun
O.MEOBELEB

YTBEpPXOEHDI

noctaHoeneHuem lNpaBuTtenscTBa
Poccuitckon degepaumm

oT 15 ceHTa6ps 2015 . N 979

N3MEHEHUA, . 5
KOTOPbIE BHOCATCA B NOCTAHOBJIEHUE NMPABUTEJIbCTBA POCCUUCKOU
®EOEPALINU OT 29 OKTABPA 2010 I'. N 865

1. AB3aL BTOpoW NyHKTa 1 U3NOXUTb B CrieaytoLLen pegakuum:

"Mpasuna rocygapCTBEHHOW perncTpaumMmM u nepeperucTpaumm yctaHasrvMBaeMblIX MPOU3BOAUTENAMMU
nekapcTBEHHbIX nNpenapaToB MpefernbHbIX OTMYCKHbIX LEH Ha fekapcTBeHHble npernapaThl, BKIIOYEHHblE B
nepeyeHb XU3HEHHO HEODXOAUMBIX U BaXKHEWLLUMX NeKapCTBEHHbIX Npenaparos;”.

2. T[paBuna rocynapCTBEHHOW peructpaummM npefernbHbIX OTNYCKHbIX LeH npous3BoauTenen Ha
neKkapcTBeHHble MpenapaTbl, BKMOYEHHblE B NepeYveHb XU3HEHHO HEOOXOOMMbIX W BaXKHEWLMX NeKapCTBEHHbIX
npenapaToB, YTBEPXAEHHbIE YKa3aHHbIM MOCTaHOBIEHNEM, U3NOXWUTL B CriegyloLlen peaakunm:

"YTBEPXKAEHDI

noctaHoBrneHuem lNpaBuTtenscTea
Poccuiickon ®epepauun

oT 29 okTabps 2010 r. N 865

(B pegakumm NocTaHOBNEHUS
MpaButensctBa Poccuiickon epepauum
oT 15 cenTabpsa 2015 r. N 979)

NPABUINA
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[okymeHT npegoctasneH KoHcynbTaHTlnoc
Hata coxpaHeHus: 13.10.2015

rocygAPCTBEHHOW PETMCTPALIUK U NEPEPEFUCTPALIMK
YCTAHABJIMBAEMbIX MPOU3BOOUTENAMU NEKAPCTBEHHbIX MPEMNAPATOB
NPEAEJIbHbIX OTNYCKHbIX LUEH HA JIEKAPCTBEHHbBIE NPENAPAThI,
BKIMIOYEHHbIE B NEPEYEHb XXU3HEHHO HEOBXOAUMbIX
M BAXXHENLIUX NEKAPCTBEHHbIX NMPEMAPATOB

1. Hactodawme [paBuna ycTtaHaBnNuBalT MNOPSAOK OCYLECTBIEHUA rOCyAapCTBEHHOM perncrpaumm u
nepeperucTpaumn ycrtaHaBnuBaeMblX MNPOU3BOAUTENAMU rOCYAApPCTB - YneHoB EBpasnMcKoro 3KOHOMWYECKOro
COl03a M MHOCTPaHHbIMY NMPOU3BOAUTENAMW NIEKAPCTBEHHBIX NpenapaTtoB (fanee - Npon3BoAUTENKW) NpenenbHbIX
OTMNYCKHbIX LIEH HA NEKapCTBEHHbIE NpenapaTbl, BKOYEHHbIE B NEpPeYeHb XN3HEHHO HEOOXOOUMBIX N BaXKHEWLLIMX
NeKapCTBEHHbIX NpenapaToB, €XerogHo yTBepxaaembin [MpaButensctBom Poccuiickon Pepepauunn (ganee -
neKapcTBEHHbIE npenaparhbl).

2. l'ocypapcTBeHHasa perucTpaums n nepeperncrpaums npegenbHbiX OTNYCKHbIX LeH npousBoauTenen Ha
nekapcTBEHHbIe NpenapaTbl OCYLLECTBNAETCA B pyonsx.

3. MuHucTtepctBo 3apaBooxpaHeHusi Poccunckon defepaumm OCyLLeCTBNAET peructpauuio npegenbHomn
OTMYCKHOW LEeHbl NPOM3BOAUTENSA Ha NEKapCTBEHHbIN Mnpenapar, ee nepeperncrpauuio, BHECEHWE YyKa3aHHOW
3aperncTpupoBaHHON (MepeperncTpupoBaHHOW) npedenbHOW OTMNYCKHOW LeHbl B TOCYAapCTBEHHbIN peecTp
npedenbHbIX OTMNYCKHbIX LEeH npou3BoauTeENnen Ha nekapcTBeHHble mnpenapaTbl, BKIOYEHHble B MepeyveHb
XN3HEHHO HEODXOOMMBIX Y BaXKHEWLUMNX JIEKAapCTBEHHbIX NpenapaToB (ganee - rocygapCTBEHHBIN peecTp), Bbiaavy
JepxaTento Unv Bnagenbly perncTpaumoHHOro yAOCTOBEPEHUS] NEKapCTBEHHOMO npenaparta (YynorHOMOYEHHOMY
UM nuuy) BbINUCKM M3 npukasa MuHucTepcTBa 3gpaBooxpaHeHusi Poccuiickon defepaumm o rocygapCTBEHHON
pervcTpaumm (nepeperncTpaummn) npeaenbHON OTMYCKHOW LIEHbI NPON3BOANTENS Ha NIEKapCTBEHHbIN Npenapar.

4. [Ins rocygapCTBEHHOW perucTpaumy n nepepeructpaumm npegensHon OTNYCKHOW LeHbl NPOVM3BOAMTENS
Ha nekapcTBeHHbI npenapat B MuHMCTEpCTBO 3apaBooxpaHeHus Poccuickon ®Pegepaummn npeactaBnsloTcs
cneayroLmne JoKyMeHThbl (Ha GyMaXHOM HOcKTene B 2 3K3eMnnapax v B 3NEKTPOHHOM BUAE):

a) 3asiBreHve O perucTpauum unu nepepeructpauny npegenbHOW OTMYCKHOW LeHbl MPOM3BOAMTENS Ha
nekapcTBeHHbIN npenapat no dopme, yTeepxgaemon MuHMCTEPCTBOM 34paBooxpaHeHust  Poccuiickon
degepaumn, cogepxallee cnegyloLime cBeeHus:

HauMeHoBaHMe Jepxatens wnu Bragenbla perucTpaLMoHHOrO  YAOCTOBEPEHUS  feKapCTBEHHOro
npenapaTta, agpec 3MNeKTPOHHOW NoYTbl, HAUMEHOBaHWE NPON3BOAMUTENS, MECTO HaXOXAEHUS NPON3BOACTBEHHbIX
nnoLiagokK, y4acTBYIOLLMX B NpoLiecce NpoM3BOACTBA NeKapCTBEHHOro npenapara, ¢ ykasaHuem cragum npouecca
npou3BoACTBa;

HanmeHoBaHWe nekapcTBEHHOro npenaparta (MexayHapoaHoe HenaTeHTOBaHHOe, UMy rpynnnupoBoYHOE, Unu
XMMUYECKOE U TOProBoe HanMeHoBaHUs);

HOMEep perncTpaunoHHOro YAOCTOBEPEHNS NTeKapCTBEHHOrO npenapara;

nekapcTBeHHas ¢opma C yka3aHMem [O3MPOBKU feKapCTBEHHOIO npenapata W ero Konuyectsa BO
BTOPWYHOM (MOTPEeObUTENBCKON) YNakoBKe, a TakKe KOMMMEKTHOCTb;

LUTPUXOBOW KOA, HAHECEHHbIN Ha BTOPUYHYIO (MOTPebUTEenbCKyo) YNakoBKY NeKapCTBEHHOMO Npenapara;

KOO  NeKkapCTBEHHOro  mpenmapata NO  aHaTOMO-TepaneBTUYEeCKO-XMMWUYECKOW  Kraccudukauuw,
pekoMeHaoBaHHOW BceMumpHon opraHmsaumen 3gpaBooxXpaHeHus;

KO NekapCTBEHHOro npenapaTa B cootBeTcTBUM ¢ OBLLEPOCCUMINCKMM KracCcudUKaTopoM NpPoayKumMmn 1 (Mnm)
euHon ToBapHOW HOMEHKIaTypOn BHELUHEIKOHOMNYECKON AeATenbHOCTM EBpasninckoro aKoHOMUYECKOro cok3a;

npegenbHas OTNYCKHas LieHa Npou3BOAUTENS Ha NeKapCTBEHHbIN npenapart, paccynTaHHas B COOTBETCTBUM
C MeToAMKOM pacyeTa ycTaHaBNMBaeMblX MPOM3BOAUTENSAMN NEKapCTBEHHbIX NpenapaToB npefenbHbIX OTMYCKHbIX
LUEeH Ha nekapCTBEHHble Mpenapartbl, BKIOYEHHbIE B MEpPeYEeHb XM3HEHHO HEOOXOOUMBIX W BaXKHEMLLINX
NeKapCTBEHHbIX NpenapaToB, MpUM WX FOCyAapCTBEHHOW perucTpaumM W nepeperucrpaunmv, yTBepXaeHHOW
noctaHoerneHunem [lpaButensctBa Poccunckon Pepepaumm ot 15 ceHtabpsa 2015 r. N 979 "O BHeceHuun
n3mMeHeHn B nocTtaHoBneHue [lpaButenbctBa Poccunckon Pepepauum ot 29 oktabps 2010 r. N 865 un o6
YTBEPXAEHUN METOAMKN pacyeTa yCTaHaBMMBaeMbIX NPOM3BOAMTENSMM NEeKapCTBEHHbIX NpenapaToB npeaernbHbIX
OTMNYCKHbIX LIEH Ha NeKapCTBEHHbIE NpenapaTbl, BKOYEHHbIE B MepeYeHb XN3HEHHO HEOOXOOUMBIX N BaXKHEWLLIMX
neKapCTBEHHbIX MpenapaTos, NpY UX rocy4apCTBEHHOM perucTpaunm n nepepermctpaumn” (ganee - MetToguka);

noanunch 1 paclungposka NOANMUCK YNONHOMOYEHHOro nuua, A0MKHOCTb, KOHTaKTHbIE TenedOoHbl;

©0) konusa NUUEH3UN Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

B) KOMWsi permcTpaumoHHOro yaoCToBepEeHUs nekapcTBEHHOro npenapara;

r) cnegywoLmne AOKYMEHTbI, NpeacTaBnsiemMble ¢ y4eTOM TpeboBaHMIA METOOVKM:

cBegeHss o6 obbeMax M LeHax OTnycka Haxogsawmxcss B obpaweHun B Poccuiickon depepaumn
nekapcTBEHHbIX NpenapaToB NpoOM3BOACTBA roCy4apcTB - YrneHoB EBpa3nnckoro aKOHOMMYECKOro col3a;

pacyeT npegenbHbIX OTMYCKHbIX LEH Ha NeKkapCTBEHHble npenapaTbl NPOM3BOACTBA rOCYAapCTB - YNIEHOB
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EBpasunickoro SKOHOMUYECKOro cot3a, NpeacTaBnsieMblX Ha rOCyAapCTBEHHYO permcTpauuio;

pacyeT npefenbHbIX OTMYCKHbIX LIeH Ha JieKapCTBEHHbIE MnpenapaTbl NPOU3BOACTBA rocyaapCTB - YNeHOB
EBpasunickoro SKOHOMUYECKOro cor3a, NPpeAcTaBnsieMblX Ha roCyAapCTBEHHYIO NepeperucTpaLmio;

obocHOBaHMe npeaenbHbIX OTMYCKHbIX LeH Ha feKkapCTBEHHble npenapaTbl, BKMAYEHHbIE B MNepeyeHb
XXU3HEHHO HEOOXOAMMbIX W BaXKHEWLUMX JFeKapCTBEHHbIX MpenapaTtoB, NpeacTaBlsieMblX Ha rocyaapCTBEHHYHO
perncTpaumio unm nepeperncTpauuio;

cBefeHuss 06 obbemax M LeHax BBO3a JlEKApPCTBEHHbLIX MpenapaToB MHOCTPaAHHOrO MNPOU3BOACTRA,
HaxogsLWmxcsa B obpaleHun Ha TeppuTtopun Poccuiickon ®epepauuu;

pacyeT npefesibHblX OTMYCKHbIX LIEeH Ha JfleKapCTBEHHble MpenapaTtbl WHOCTPaHHOrO MNpPOM3BOACTBA,
npeacrtaBngeMbIX Ha roCyAapCTBEHHYIO perncTpaumio.

5. MunucTtepctBo 3apaBooxpaHeHusi Poccuickon ®denepaumm He Bnpaee TpeboBaTb y gepxaTtens unu
BnagenbLa perucTpaLyoHHOrO YOOCTOBEPEHUs fEeKapCTBEHHOro mnpenapaTta (YNnOMHOMOYEHHOro WM  nuua)
npeacTaBrneHnst KONUM AOKYMEHTOB, MpedyCMOTPEHHbIX nognyHktamu "6" un "B" nyHkTa 4 HacTtosAwmx [lpaBun.
[epxatenb nnu sBnagenew perncTpaLmoHHOro yaoCTOBEPEHUS NEeKapCTBEHHOro npenapaTa (YNnorTHOMOYEHHOE UM
nvo) BNpaBe NpeacTaByTb KOMUKU yKa3aHHbIX JOKYMEHTOB N0 COOCTBEHHON UHULMATMBE.

6. B cnyyae npencraBneHuss pgepxatenem wnu  BrnagenbueM  PErncTpaumMoHHOrO  yAOCTOBEPEHMS
neKapcTBEHHOro npenapata (YNONMHOMOYEHHBIM MM NULIOM) 3asiBNIEHMS O peructpaumm npeaernbHONM OTMYCKHON
LeHbl MPOW3BOAUTENSI Ha NEKapCTBEHHLIA npenapar A0 WUCTeYeHus 3 neT Co OHSA MNPUHATUSA pelleHns ob
WCKIOYEHUM MNpenenbHOM OTMYCKHOM LieHbl Ha 3asiBASIEMbIA NEKapCTBEHHbIM Mpenapat K3 rocyaapCTBEHHOro
peectpa, MNPUHATONO Ha OCHOBaHWW 3asiBIEHWs 3TOr0 AepXaTtensa wnu Bnagenbua perMcTpauumoHHOro
YAOCTOBEPEHUSI NIeKapCTBEHHOrO npenapaTa (ynoMHOMOYEHHOro MM fnvua), 3asiBNeHHas npegernbHas OTnyckHas
LeHa He MOXeT NnpeBbliaTh PaHEe NCKIMIOYEHHYIO.

7. MuHuctepctBo 3apaBooxpaHeHusi Poccuiickon ®Pepepauum B TeyeHne 15 paboumx gHenm co gHSA
obpalleHnss pepxartens wnu Briagenbua pPerncTpaumoHHOr0 yOOCTOBEPEHMSI NEKapCTBEHHOro npenapara
(ynonHOMOYEHHOro UM nmua):

a) OCyLLeCTBMsIET NPOBEPKY MOMHOTbI NPeACTaBIEeHHbIX B COOTBETCTBUM C MYHKTOM 4 Hactoswwmx [Mpasun
OOKYMEHTOB (fanee - AOKYMEHThI) N COAepXKaLLMXCa B HAX CBEAEHWI;

0) B cnyyae ecnu pepxaTenb WM BNagenel, perucTpauMoHHOro YAOCTOBEPEHUSA NeKapCTBEHHOMO
npenapaTta (YyNnofIHOMOYEHHOE UM NUL0) HEe NPeaCTaBuIT:

KOMUIO PEerucTpaumMoHHOro YAOCTOBEPEHUA Ha feKapcTBEHHbIM Mpenapart, - npoBepsieT CcBedeHus O
rocyfapCTBEHHOW peructpauum nekapcTBEHHOro npernapaTta Ha OCHOBaHUWM AaHHbIX rocyJapCTBEHHOro peecTpa
NneKapCTBEHHbIX CPeACTB;

KOMUIO NULEH3UM Ha NPOU3BOACTBO NEKapCTBEHHbIX CPeacTB, - 3anpawmnBaeT U MonyvyaeT B nopsake
MEXBEJOMCTBEHHOIO WMHMOPMAaLMOHHOIO B3aMmoaencteust oT MuHMCTEPCTBA MPOMBILSIEHHOCTM U TOProBnu
Poccuiickon ®epgepauum uvHpoOpMauuio O HanMumm NO  AaHHbIM  peecTpa  NUUEH3UW Ha npousBOACTBO
NEeKapCTBEHHbIX CPeacTB ANs MEeOULUHCKOrO MPUMEHEHMSI COOTBETCTBYIOLLEN NUUEH3UW Yy npousBoaunTens (B
OTHOLLIEHMM POCCUACKOro Npon3BoanTens);

B) NMpOBOAMT B COOTBETCTBMM C METOAMKOM MPOBEPKY NpeneribHOW OTMYCKHOW LieHbl MPOM3BOAUTENSA Ha
NeKapCTBEHHLIN NpenapaTt Ang peleHus Bonpoca O HanpaeneHun 1 ak3emnnspa OokymeHToB B dPepnepanbHyto
AHTMMOHOMOJbHYIO CIYXOY;

r) NnpyHMMaeT pelleHne o6 OTKase B rOCyAapCTBEHHOW perucTpaumvM unu nepeperucrpauuv npenenbHowm
OTNYCKHOW LieHbl MNPOM3BOOUTENSA Ha IeKapCTBEHHbLIN npenapat B Cnyyae OTCYTCTBMS B nNpeacTaBneHHbIX
OOKYMeHTax HeOoOXOAMMbIX CBeAEHWA, BbISIBNEHWS COAEpPXalUXCA B HUX HEOOCTOBEPHbIX CBEOEHWUN UMK
NpeBbILLIEHUS 3as8BNEHHON NpeaenbHON OTMYCKHOM LeHbl MpU Nofadve 3asiBNeHus ¢ y4eToMm TpeboBaHuiA nyHKkTa 6
HacToswwmx NpaBun, a Takke B criydae HenpeacTaBNeHUs CBefeHUM B COOTBETCTBUM C MyHKTOM 10 HacTodawwmx
Mpasun.

8. PepepanbHas aHTMMOHOMNOMbHAsA cnyxba B TedeHne 15 pabounx OHen Co OHS MONyYeHUs OOKYMEHTOB
NpPOBOAMT B COOTBETCTBUMN C METOAUKON 3KOHOMUYECKUI aHanm3 npeneribHoM OTMYCKHOW LieHbl MPOU3BOANTENS Ha
nekapcTBeHHbIN Mpenapar, a Takke npuHMMaeT u HanpasnseT B MUHUCTepCTBO 3apaBooxpaHeHus Poccuinckon
depepaummn pelleHne 0O COrfnacoBaHUMM YyKas3aHHOW MpederibHOM OTMYCKHOWM UeHbl unM o6 oTkase B ee
cornacoBaHuu (C N3NoXeHWeM NpuUYnH oTKasa).

9. MunHucTepcTBO 3apaBooxpaHeHns Poccuiickon ®enepauum B TedeHne 5 paboumnx gHewr co AHA NonyyYeHns
peweHns ®degepanbHOM  aHTUMOHOMOSMBHOW  CMYXObl O COrMacoBaHWM NpPeaenbHOM  OTMYCKHOW  LIEHbI
npov3BoauTENs Ha JlekapCTBEHHbIM npenapaT unu o6 oTkase B ee CcorfacoBaHMM MNPUHMMAET pelleHne o
rocyoapCTBEHHOW perucrpaumm unm nepeperncTpauumn npeaensHoOM OTNYCKHOW UeHbl npou3BoauTensa Ha
NeKapCTBEHHbIV NpenapaT unn ob oTkase B rocygapCTBEHHOW perMctpaumm yKkasaHHOW LieHbl C YH4ETOM peLUEHMS,
npuHaToro degepanbHON aHTUMOHOMOSBHOW CryXO0W.
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10. B cnyyae HeobGx0OMMOCTU YTOYHEHWUS CBEOEHWUA, COAEepXaliMxca B NpeacTaBNEeHHbIX OOKYMEHTaXx,
nonyyeHus OONOMHUTENBHON HeobxoouMMon UWHdOpMauun aepxatens WNU  BRagenel, perncTpaumoHHOro
YAOCTOBEPEHNsI NEeKapCTBEHHOro npenapaTta  (YNnofHOMOYEHHOe UM fMUOo) npeacTaBnseTr Mo 3anpocy
MwuHncTepcTBa 3gpaBooxpaHeHus Poccuickorn denepaumm COOTBETCTBYHOLLYIO OOKYMEHTanbHO OGOPMMEHHYHO
nUHpopmaumio. Mpu 3TOM CPOK PacCMOTPEHUS OOKYMEHTOB, NPedyCMOTPEHHbIA NYHKTOM 7 Hactosawwmx [Npasun,
yBenmunBaeTcs He 6onee Yem Ha 10 pabounx gHen.

B cnyyae HeobOXoAMMOCTM YTOYHEHWS CBEOEHMN, COAepXallMxca B MNPeACTaBMEHHbIX [OKYMeHTaXx,
nonyyYyeHUs [OOMOSIHUTENbHOM HeobOXoAMMOW MHOpMauun aepxatenb WM Bnagenel, perucTpaunoHHOro
YyAOCTOBEPEHUST NNEKAapCTBEHHOIO npenapara (YNorHOMOYEHHOE UM ML), lopuandeckue nuua, ocyllecTBnsowmne
JesaTenbHoCTb MNpu obpalleHun NeKapCTBEHHbIX CpeacTB, OpraHbl MCMNOMHWTENbHOW BriacTu B npegenax ux
KOMMNEeTEeHUMM NpeacTaBnsainT no 3anpocy PdegepanbHONW aHTUMOHOMOMBHOW CryXObl  COOTBETCTBYIOLLYIO
OOKYMeHTanbHo 0opMneHHy nHdopmaumio. Npu 3ToM CpoK pacCMOTPEHUsI OOKYMEHTOB, NMpeayCMOTPEHHbIN
nyHKTOM 8 HacTosawwmx Mpasun, ysenuunsaeTcsa He 6onee yem Ha 10 paboumx aHEN.

Mpu HenocTynneHun OT AepxaTend wunu Bragensua perncTpaumMoHHOro y4OCTOBEPEHUS NeKapCTBEHHOro
npenapaTta (ynOfIHOMOYEHHOro MM fuua) B npegenax YCTaHOBMEHHOro Cpoka 3anpoLeHHON AOKyMeHTarbHO
odopmneHHon mHgopmauum denepanbHas aHTMMOHOMONbHaA crniyxba B TeyeHne 5 paboumx gHen co OHSA
NCTEYEHNS CpoKka ee MpeacTaBneHusl NpuHMMaeT pelleHne ob oTkase B COrnacoBaHWW NpeferibHOW OTMYCKHOM
LUeHbl Npou3BoAMTENA Ha NeKapCTBEHHbI npenapaT M HanpasBnseT ero B MUMHUCTEPCTBO 34paBOOXpaHEeHUs
Poccuiickonn deaepaumm, KoTopoe B TedeHMe 5 paboumx gHer CO OHSl MONyYeHusl 3TOro pelleHust npuHMMaeT
peweHne 006 OTKase B rOCYAapCTBEHHOW peructpaummM WM nepepeructpaumm ykasaHHOW LeHbl, O 4Yem B
nnuceMeHHonW  popme  yBegomMnsieT Adepxatens wnv  Bnagenbua  perucTpauuoHHOro  yooCTOBEpPEHUs
nekapcTBEHHOro npenapara (ynoiHOMOYEHHOE UM NUL).

11. B cny4ae npuHATUS peLleHus O roCyAapCTBEHHOW perncrpaumn unu nepeperncrpauun npeaersHon
OTMNYCKHOWM LeHbl NMPOU3BOAUTENS Ha fekapCTBeHHbINn npenapaT MuHUCTepcTBO 34paBooxpaHeHus Poccuiickon
degepaumn BHOCUT COOTBETCTBYIOLLME AaHHbIE B rOCY4APCTBEHHbLIN PEeecTp, BblAaeT Aepx)aTento unu snagenbuy
perncTpaumMoHHOro YAOCTOBEPEHUS NEeKapCTBEHHOro npenapaTta (YNONHOMOYEHHOMY WM Nuuy) BbIMUCKY U3
npvKasa O rocyaapCTBEHHOW permctpaumy unv nepeperucrpaumn npegenbHOW OTNYCKHOM LieHbl Mpou3BoguTens
Ha nekapCcTBEHHbIN npenapaT U pa3MeLlaeT COOTBETCTBYHOLLYIO MHOPMaLMI0 Ha CBOEM oduUManbHOM cante B
MHOPMAaLMOHHO-TENEKOMMYHMKaLMOHHOM ceTh "UIHTepHeT".

12. B cny4ae nNpuHATMA pelleHuMs o6 oTka3e B roCydapCTBEHHOW peructpaumvM unv nepeperncrpauuu
npefensHoOn OTMYCKHOW LieHbl NPOW3BOAMTENS Ha fnekapcTBeHHbIM npenapat MuHUCTepCTBO 34paBoOXpaHeHust
Poccuiickon ®efepauun yBeooMnaeT AepxaTensa unM  Bnagensua perucTtpauumoHHOro  yaoCTOBEpeHUus
nekapctBeHHoro npenaparta (YnorlHOMOYEHHOE WM fULO) B MUCbBMEHHOW (opMe O MNPUHATOM peLleHun (c
N3MNOXEHNEM NPUYNH OTKa3a).

13. OcHoBaHMeM ans oTkasa B cornacoBaHun PefepanbHOW aHTUMOHOMNOMNBHOW CryX00n rocyaapcTBeHHON
permcTpaumm unv nepepermctpaumm npeaenbHon OTNYCKHONM LieHbl MPOn3BOANTENSA Ha NekapCTBEHHbIN npenapar,
OTKasa B rocygapCTBEHHOM perncrpaumm unu nepepeructpaunm MuHUCTEPCTBOM 34paBooXpaHeHnsa Poccuickom
denepaumn npegenbHOW OTMYCKHOW LeHbl MPOU3BOAUTENS Ha NEKapCTBEHHbIN npenapat C y4eTOM peLleHus,
npuHaToro degepansHON aHTUMOHOMNOSBbHOW CryX6oK, ABnseTcs:

a) NnpeacTaBneHne HeJOCTOBEPHbIX CBEAEHUN;

©0) NpeacTaBneHne JOKYMEHTOB B HEMONTHOM 00beMe 1 (Mnn) HENOMHOTA COAEPXKALUMXCS B HUX CBEAEHUI;

B) MpeBbllleHne npeacTaBneHHon AN rocyaapCTBEHHOW perncTpaunun unu nepeperncrpauun npegensHomn
OTNYCKHOWM LieHbl NPOM3BOOUTENSA Ha IeKapCTBEHHbLIN npenapaTt Hag UeHOW, pacCYMTaHHOW B COOTBETCTBUM C
MEeTOMNKOWN.

14. PeweHne 06 oTkase B rocygapCTBEHHOW perncrpauuu vunm nepepernctpaumm npenenbHOn OTMYCKHOM
LieHbl MPOU3BOAUTENS Ha NEKapCTBEHHbIV NpenapaTt MoxeT ObiTb o6xanosaHo B cygebHoM nopsigke.

15. [Ina rocynapcTBeHHOW perncrpaumu npefernbHbiX OTNYCKHbIX LeH Npou3BoauTENen Ha NnekapCTBEHHbIe
npenapaTbl, He nocTynaBwue B obpaweHue Ha Tepputopum Poccuickon ®depepaumv, KpoMe OOKYMEHTOB,
npencTaBnstoTCS:

a) NpoM3BOAUTENSMU FOCYapPCTB - YneHoB EBpasnmnckoro 3KOHOMMYECKOro Coto3a:

pacyeT pacxogoB, CBA3aHHbIX C pa3paboTKoM, NPOM3BOACTBOM M peanusaumen NekapcTBEHHOrO Npenapara,
C npeAcTaBneHnemM HeEOOXOAMMbIX JOKYMEHTOB;

JaHHble 00 y4yeTHOW MonuTMKe MpeanpuaTMss B YacTUM  crnocoba ydeTa W pacnpegeneHuvs
06LLenpon3BoACTBEHHBLIX U 0BLLEXO3ANCTBEHHbBIX PAaCXOA0B Ha cebecToMMOCTb NIEKAPCTBEHHLIX NPENnapaTos.;

AaHHble, [OOKYMEHTanbHO noATBepXdalwmne cymmy oOLLEenponM3BOACTBEHHbLIX U OBOLLEXO3SNCTBEHHbIX
pacxoaos;

uHdopmaums O crnocobe OTHeCeHMs OOLLEenpPoOn3BOACTBEHHbLIX U OOLEXO3SMCTBEHHbIX PacxodoB Ha
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cebecToMMOCTb KOHKPETHOIO NIeKapCTBEHHOMO Npenapara;

AaHHble 06 obbemax BbiMycka nekapCTBEHHOro npenaparta, ero ygenbHoM Bece B obuwem obbeme
NpOV3BOAUMbIX NEKapCTBEHHbIX NpenapaTos;

OOKYMeHTanbHoe NoATBEpPXAEHWEe U paclumdpoBKa 3aTpaT, 3aHMMaroLWwmx HanbonblMn yaenbHbI BeC B
cebecTonMmocTn NpenapaTos.;

paclwundgpoBka pacxofoB Ha MpPOU3BOACTBO JEKAPCTBEHHOrO npenapata no cratbsMm  "Ceipbe” 1
"MaTtepuansbl”, a Takke JOKYMeHTanbLHOe NoATBEPXAeHWe pacXoAdoB MO yKas3aHHbIM CTaTbaM;

0) npousBogMTENsIMA FOCYAapCTB - 4neHoB EBpasnickoro 3SKOHOMUWYECKOro CO3a, MaHUpYLWUMK
OCYLLECTBMNATb NEPBUYHYIO U (M) BTOPUYHYIKO YNAKOBKY NeKapCTBEHHOro npenaparta B Poccuiickon ®epepaunn,
Jepxartenem  unuv  BragenbuemM  PerucTpauMoHHOrO  YOOCTOBEPEHWUs  flekapCTBEHHOro  npenapara
(ynONHOMOYEHHbIM UM FMUOM) B Cry4yae OTCYTCTBUSA 3aperncTpMpoBaHHON NpeaenbHOW OTMYCKHOM LeHbI
WHOCTPAHHOIO MPOU3BOAUTENS HA STOT MEKapCTBEHHbIN npenapaTt - pasmep MWHMMAanbHOM OTMYCKHOMW LEHbI
npoussogutens (6e3 yyeTa HauMeHOBaHWS MPOM3BOACTBEHHbLIX MMOWAA0K, YYacTBYKOLWMX B npouecce
Npon3BOACTBA) Ha NEeKapCTBEHHLIN MpenapaTt B CTpaHax, ykadaHHblX B npunoxeHun N 4 K MeToguke, ¢ y4eTom
pacxodoB, CBS3AHHbIX C TaMOXEHHbIM OQOPMIIEHMEM (TaMOXEHHbIX MOWMAMH U CcOOpOB 3a TaMOXEHHOE
odopmneHune), a Tawke cBefeHusa (no BblbOpy AepxaTtens unu BnagenbLla pPerucTpauvoHHOro yaoCTOBEPEHMS
neKapcTBEHHOro npenapaTta (ynofIHOMOYEHHOro MM nuua), NOATBEPXAAWME MPeacTaBeHHY MUHUMAanbHYIO
OTMYCKHYK LEHY MpOM3BOAUTENSA Ha JIEKapCTBEHHbIM npenapaT (Ha OymaXHOM HocuTerne C 3aBEpPEHHbIM B
YyCTaHOBMNEHHOM MOPSAKE NEPEBOLOM Ha PYCCKUI A3bIK);

B) WHOCTPaHHbIMW MPOM3BOAMTENSMW - pa3Mep MUHUMarbHOW OTMYCKHOW UEHbl WMHOCTPAHHOrO
npoussogutenst (6e3 yyeTta HaUMEHOBaHMS MNPOM3BOACTBEHHbLIX MIOWAA0K, Y4yacTBYLWMUX B Mpouecce
Npov3BOACTBA) Ha NEKApPCTBEHHLIN MpenapaTt B CTpaHax, ykasaHHblX B npunoxeHun N 4 K MeToguke, ¢ y4eToMm
pacxodoB, CBS3A@HHbIX C TaMOXEHHbIM OGOpPMIEHMEM (TaMOXEHHbIX MOWMMH U cOOpPOB 3a TaMOXEHHOe
odopmneHune), a Takke cBegeHusa (no BbldOpy AepxaTens unuv Bnagenbla pPerMcTpaumMoHHOro yaOCTOBEPEHMS
NeKapCcTBEHHOro npenapara (ynofIHOMOYEHHOrO UM Nuua), NoATBEepXAaloLwmne npeacTaBfeHHY MUHUMAbHYHO
OTNYCKHYK LEHY WHOCTPaHHOro MNPOU3BOAUTENS Ha NeKapCTBEHHbIM npenapat (Ha OymaxHOM HocuTene c
3aBepEeHHbIM B YCTAaHOBINEHHOM MOpPSAAKE NEPEBOAOM HA PYCCKUM A3bIK).

16. [HepxaTenb wnu BnageneL perucTpaumoHHOro yOoCToBEpeHusl (YNOSIHOMOYEHHOE WM NNLO)
BOCMPOM3BEAEHHOrO feKkapCcTBEHHOro npenapata WHOCTPaHHOrO MpOM3BOACTBA WNU  BOCMNPOU3BEOAEHHOro
nekapcTBEHHOro npenapaTta nNpovM3BOACTBA rocygapcTB - 4reHoB EBpasuMMCcKoOro 3KOHOMUYECKOro coto3a, He
Haxopgsuleroca B obpalweHun B Poccuiickon ®egepauun, npeacTaBnseT ANsS rocyaapCTBEHHOW perncrpauumm
npeaenbHy0 OTNYCKHYIO LieHYy NPOW3BOAMTENS Ha NekapCTBEHHbIN npenapar, He npesbiwatowyto 80 npoueHToB
cpeaHen 3aperncTpupoBaHHON npefenbHOW OTMYCKHOW LeHbl MpoM3BOAUTENSA Ha pedepeHTHbIN NeKapCTBEHHbIN
npenapaT, paccynTaHHOM 3a nepuod 3 neT A0 NpeAcTaBrneHus gepXxarenem unu BrnagenbsueM pernctpaumoHHOro
yAOCTOBEPEHUst (YNOMHOMOYEHHbIM MM JIMLOM) YKa3aHHOro BOCMPOM3BEAEHHOro IleKapCTBEHHOro npenapara
npegenbHOM OTNYCKHOM LEeHbl, paCCYUTaHHOW MCXOOA U3 CTOMMOCTM OOHOW NeKkapcTBEeHHOM (hopMbl, a B crnyyae
€ro OTCYTCTBUA - nNpedenbHyl OTMNYCKHYK LeHy, He npeBbiwawwykw 80 npoueHTOB MaKCUManbHOW
3aperncTpupoBaHHON nNpeaenbHOM OTNYCKHOW LieHbl NPON3BOAMTENSA Ha aHaNoOrM4YHbIN NeKapCTBEHHbIN npenapaT
(Mo MexgyHapooHOMY HENaTeHTOBaHHOMY HAWMEHOBAHUIO MMM MpUM €ro OTCYTCTBUU - XMMWYECKOMY WIK
rpynnMpoBOYHOMY HAaUMEHOBAHUIO, NleKapCTBEHHON hopMe 1 JO3UPOBKE (KOHLLEHTpaLmMKn, akTUBHOCTU B eAnHULIAX
OencTBus), paccuMTaHHOM UCXOAS U3 MakCMMaribHOW CTOMMOCTW OLHOW fnekapcTBeHHoW hopMbl. B cnydae ecnm ¢
MOMEHTa rocyapCTBEHHON perncTpaumm ueHbl Ha pedepeHTHbIN NekapCTBEHHbIN npenapaT npowno MeHee 3
neTt, pacyeT MpPOM3BOAUTCA UCXOAS U3 (aKTUYECKOro nepuoda rocyadapCTBEHHOW perucrpauumn LeHbl Ha
pedepeHTHbIN NeKapCTBEHHLIN Npenapar.

Oepxatenb unu Bnagenewl perucTpauyMoHHOro yOoCTOBEpeHus (YNMOMHOMOYEHHOE MM NULO) BTOPOrO U
nocrneayoLwmnx BOCNPOU3BEAEHHbIX JTEKapCTBEHHbIX MpenapaToB MHOCTPaHHOro NPOM3BOACTBA, HE Haxo4saLWuXcs B
obpawennn B Poccuiickon ®depepaumu, npeactaBnseT ANd rOCYOapCTBEHHOW pervctpauuv npegaenbHyo
OTMYCKHYK0 LEHYy TMpOM3BOAMTENS Ha JIeKapCTBEHHbIM MpenapaTr HwKe Ha 5 MpoueHToB nocnegHewn
3aperMcTpupoBaHHON npefenbHOM OTMYCKHOW LUeHbl Npou3BOAMTENS Ha aHanoruyHbii  BOCMPOM3BEOEHHbIN
NeKapCTBEHHLIN nMpenapar (Mo MeXxayHapogHOMY HeMaTeHTOBaHHOMY HAaMMEHOBAHWIO UMW MpPU ero OTCYTCTBUU -
XUMUYECKOMY UMW  FPYNNMPOBOYHOMY HaMMEHOBaHWIO, IeKapCTBEHHOW ¢opMe, [03UpoBKe (KOHLEeHTpauuu,
aKTMBHOCTM B efMHULAX OENCTBUS), pacCUMTaHHON UCXOAS U3 MaKCUMarnbHOW CTOMMOCTU OOHOW NnekapCTBEHHON
dopmbl.

[Mpy CHWXEHUN OT MaKcuMarbHOW 3aperncTpupoBaHHOW NpeaeribHOM OTMYCKHOW LieHbl NPOU3BOAMTENS Ha
pedepeHTHbIA NekapcTBEHHbIM npenapar, a B criydyae ero oTCyTCTBMS - OT MakCMMarnbHOW 3aperncTpupoBaHHOM
LeHbl Ha aHanorM4HbIN NekapcTBeHHbI nNpenapaT (N0 MeXxayHapoaHOMY HenaTeHTOBaHHOMY HauMEHOBAHUIO UMK
npu ero OTCYTCTBUMN - XUMUYECKOMY WS FPYNMMPOBOYHOMY HaMMEHOBAHMIO, NIEKAPCTBEHHOW hopMe 1 O03MPOBKE
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(KOHUEHTpaUMK, aKTUBHOCTU B eAMHULAX AEWCTBUS), paCCYUTAHHOW MCXOAS M3 MaKCUMarbHOW CTOMMOCTU OOHOW
nekapcTeseHHou ¢opMbl, Ha 40 NPOLIEHTOB NpeAenbHasi OTNYCKHAsA LeHa Npov3BoAUTENsa Ha BOCMPOU3BEAEHHbIN
NeKapCTBEHHbIN Mpenapat MHOCTPaHHOIo MpPOM3BOACTBA HE MOXeT npeBbiwaTb 60 NpoUEeHTOB MakcuManbHOW
3aperncTpupoBaHHON NpeaenbHOM OTMYCKHOW LieHbl MpOM3BOAUTENS Ha pedhepeHTHbIN NekapCTBEHHbIN npenapar,
a B Cry4yae ero oTCyTCTBMS - MakKCMMaribHOW 3aperncTpMpoBaHHON NpeaenibHoM OTMYCKHOWM LieHbI NMPOM3BOAUTENS
Ha aHanornyHbl NeKkapCcTBEHHbIN npenapaT (Mo MeXAyHapoAHOMY HenaTeHTOBAaHHOMY HauMEHOBaHWIO Unu npwu
€ero OTCYTCTBUM - XMMWYECKOMY WUINN FPyNnNMPOBOYHOMY HaUMEHOBAHMWIO, NEKAPCTBEHHOW OpMe U [03MPOBKe
(KkOHLEHTpaLMKn, akTMBHOCTU B eAnHMLAX OENCTBMS), pacCYMTaHHOM Mcxoad M3 MakcumarnbHOW CTOMMOCTU OOHON
nekapcTBeHHON hopMbl.

17. [HepxaTene wnu Bnageney, perucTpaumoHHOro YyOoCcToBepeHust (YNOMIHOMOYEHHOE UM NNLO)
BuoaHanorosoro (6MonogobHOro) NekapCTBEHHOro nNpenaparta MHOCTPaHHOIO NPOU3BOACTBA Unu GnoaHanoroBoro
(bronogo6HOro) nekapCcTBEHHOro NpenapaTa NPou3BOACTBa rocyAapcCTB - YrneHoB EBpasmMmnckoro 3KOHOMUYECKOro
COl3a, He Haxogduweroca B obpaweHun B Poccuiickon depepaumu, npeactaBnseT AN rocygapCTBEHHOW
perncTpaumm npegenbHyo OTNYCKHYHO LeHY NpoM3BOANTENS HA NeKapCTBEHHLIN nNpenapar, He npesbiwatoLyto 90
NMPOLEHTOB CpedHEen 3aperncTpupoBaHHOW MpedefnibHOW OTMYCKHOW LEHbl MPOU3BOAUTENS Ha pedepeHTHbIV
NeKkapCTBEHHBIN MpenapaT, paccynTaHHOW 3a nepuog 3 neT 00 NpeAcTaBneHust AepxaTenemMm unv Bnagenbuem
perucTpaumMoHHOro yaoCTOBEPEHUS (YNOSTHOMOYEHHBIM MM NULIOM) ykadaHHoro GuoaHanorosoro (6nonogobHoro)
NeKapCcTBEHHOrO npenapata npefenbHON OTMYCKHOW LieHbl, PacCYMTaHHOM WCcXoad M3 CTOMMOCTM  OOHON
nekapcTBEHHON (QOpPMbl, @ B Crlydyae ero OTCYTCTBMSA - MPEAENibHY OTMYCKHYH LieHy, He npesbiwatowyo 90
MPOLEHTOB MakCMMarbHOW 3aperncTpupoBaHHON NpeaesibHoM OTMYCKHOW LieHbl HA aHarnorMyHbli JIEKAapCTBEHHBIN
npenapat (Mo MeXayHapogHOMY HenaTEHTOBaHHOMY HAaMMEHOBaHUIO UMN NPU €ro OTCYTCTBUM - XMMUYECKOMY UMK
rpynnMpoBOYHOMY HAaUMEHOBAHWIO, NIEKApPCTBEHHON hOpME 1 AO03MPOBKE (KOHLIEHTPAaLMM, akTUBHOCTU B €AMHMLaX
OENCTBUS), pacCUYMTaHHOM UCXOAS U3 MakCMMaribHOM CTOMMOCTU OL4HOW nekapcTBeHHoW opmbl. B crniyyae ecnu ¢
MOMEHTa rocygapCTBEHHOW perncrTpauum LeHbl Ha pedepeHTHbIM NekapCTBEHHbIV npenapaTt npowso meHee 3
neT, pacyeT MpoM3BOAUTCA UCXOAA U3 (aKTUYECKOro nepuofda rocyaapCTBEHHOW perncTpauum LeHbl Ha
pedepeHTHbIN NekapCTBEHHbIN Npenapar.

Hepxatene nnu Bnagenel, perucTpaLyMoOHHOIO YAOCTOBEPEHUS (YNOMIHOMOYEHHOE WM NULO) BTOPOro U
nocneaywowmnx GuoaHanorosbix (61MonogoOHbIX) NEKapCTBEHHbIX NMpPenapaTtoB MHOCTPAHHOIO MPOM3BOACTBA, He
Haxoaswmxca B obpaiwieHun B Poccuickon Pepepauun, npeactaBnsaeT ONS rocygapCTBEHHOW perncrpauuu
npenenbHy OTMYCKHYIO LIEHY MPOU3BOAUTENS Ha JIEKAPCTBEHHBIN MpenapaTt HWXe Ha 5 NpoueHToB nocrnegHemn
3aperMcTpUpoBaHHON NpefenbHON OTMYCKHOW LieHbl MPOU3BOAUTENSA HA aHaNOMMYHbIA NeKapCTBEHHbIA nNpenapart
(no mexgyHapo4HOMY HenaTeHTOBaHHOMY HAaWMMEHOBAHMIO UMW MpU €ro OTCYTCTBUMU - XUMWUYECKOMY WNn
rpynnMpPOBOYHOMY HAaUMEHOBAHUIO, NEKAPCTBEHHON (POPME U JO3NPOBKE (KOHLEHTpaLuUW, akTMBHOCTU B eANHMLAX
OEeNCTBUS), paCCYMTaHHOW MCXOAS U3 CTOMMOCTWN OAHOWN NekapCTBEHHON hopMbl.

Mpy CHWXeHUN OT MaKkcumaribHOW 3aperncTpupoBaHHOW NpeferibHOW OTMYCKHOW LieHbl Mpou3BoauTens Ha
pedepeHTHbIN NekapCTBEHHbIM npenapar, a B Ccriydae ero oTCyTCTBMSA - OT MakCUMarbHOW 3apernctTpupoBaHHOM
npeaensHON OTMYCKHOW LieHbl MPOU3BOAUTENS HA aHarnoOrMyHbIA NeKapCTBEHHbIN Npenapat (Mo MexayHapogHOMY
HENaTeHTOBaHHOMY HaVWMEHOBAHWIO WM MpPU  €ro OTCYTCTBUM - XUMUYECKOMY WU TPpynnMpOBOYHOMY
HaMMEHOBaHWUIO, NEeKapCTBEHHON OpME M [O03UPOBKE (KOHLUEHTpauuW, akTUBHOCTU B eauHuuLax LencTBus),
paccyMTaHHOM MCXoas W3 MakCUManbHOW CTOMMOCTW OOHOM fekapcTBeHHOW opmbl, Ha 40 npoueHToB
npegenbHas OTMyckHasi LieHa Npou3BOAMTENst Ha OuoaHanoroBbii (O6MONOAOGHLIN) NEKapCTBEHHBIN npenapar
WHOCTPAHHOIO NPOM3BOACTBA He MOXeT npeBbiwatb 60 NpOLEHTOB MakCMMarbHON 3aperncTpyMpoBaHHON
npegenbHon OTMYCKHOW LieHbl NPOM3BOAUTENSA Ha pedepeHTHbIA NeKapCTBEHHbIA MpenapaTt, a B criyyae ero
OTCYTCTBUS - MaKCMMarnbHOW 3aperMcTpupoBaHHOW NpedenibHOM OTMYCKHOW LieHbl MPOU3BOAUTENS Ha
aHanorn4YHbIN NeKapCTBEHHbIN Npenapar (N0 MeXAyHapOAHOMY HenaTeHTOBAaHHOMY HaUMEHOBaHMWIO UMW MpU ero
OTCYTCTBMM - XUMMWYECKOMY WM TPYMNNMPOBOYHOMY HAMMEHOBAHUWIO, JEKapCTBEHHOW hopMe U [O3MPOBKE
(KOHUEHTpaUMK, aKTUBHOCTM B €AMHMLAX OENCTBUS), PaCCYUTAHHOW UCXOLA U3 CTOMMOCTU OOHOW FeKapCTBEHHOM
hopMmblI.

18. BapeructpupoBaHHas npegenbHas OTMyCKHAs LieHa NPOWU3BOAMTENS Ha JIeKapCTBEHHbIM npenapar
MOXET OblTb MepeperucTpMpoBaHa Ha OCHOBAHWM 3asBfEHUS W OOKYMEHTOB, MOAAHHbLIX AepXaTenem unm
BNagenbLeM permcTpaumMoHHOro yAOCTOBEPEHUS NEKAPCTBEHHOMO npenapaTta (YnofIHOMOYeHHOro v nuua) go 1
oKTAbpsA  kaxpgoro rofda. [ocygapcTBeHHass nepeperncrpauusl  OCYLLEeCTBIISIETCA MCXOAs M3 pacyeTa,
npenycMOTPEHHOro METOAMKOM, He Yalle 1 pa3a B KarneHgapHoM rogy.

19. 3apeructpuvpoBaHHasi npefenbHas OTMNyCKHas LieHa Ha JekapCTBEHHbIN npenapaTt npou3BOACTBA
rocygapcTB - YneHoB EBpa3ninckoro akoHOMMYECKOro Cot3a MOXET ObITb NepeperMcTpupoBaHa:

a) Ansi NeKapCTBEHHbIX NMpenapaToB HKHECPEOHETO LLeHOBOro cermeHTa go 500 pybnew (BKMOYUTENBHO) - B
Cnyyae YyBENMYEHUs] LEH Ha Cbipb€ W MaTepuanbl, WCMNOMb3yeMble NpY MPOM3BOACTBE KOHKPETHOMO
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NeKapCTBEHHOro npenapaTta, a Takke HaknagHbIX pacxodoB, KOTOpble B PaBHOW CTEMEHW BMAMSAIOT Ha YpPOBEHb
3aperMcTpupoBaHHbIX LEH Ha BCe NeKapCTBeHHble npenapaTbl, OTHECEHHble K OOHOMY MEeXAyHapOoaHOMY
HenaTeHTOBaHHOMY HaMMeHOBaHMo (KonebaHus BantoTHBIX KypCOB, MOBbIWEHWE CTaBOK Hamoros, pocT TapudoB
Ha 9nNeKTPO3IHeprno, TennocHabxeHwe, BoAoCHabXeHWe, TapudoB Ha MEepeBO3KW, LEH Ha TOMMuBo,
cdhopc-maxopHble 0OCTOATENbCTBA, BO3HUKWIME Y MOCTaBLUMKOB ChipbS U MaTepuanoB), HO He Bbille YpPOBHS
hakTMyecKkon MHMNALMM NpedwecTBYIOLWEro KaneHgapHoro roga ¢ y4eTom nNporHo3Mpyemoro ypoBHSA MHANALMN
TeKyLllero roga, yCTaHOBMNEHHOro defeparnbHbiM 3akOHOM O dedepanbHOM OlogKeTe Ha COOTBETCTBYHOLLUN
PMHAHCOBbLIN o4 1 NNaHOBbIN Nepuos;

0) B cnydae M3MeHeHWst LEeH Ha Cbipb€ U MaTepuanbl, a Takke U3MEHEHUs HaknagHbIX pacxodoB, HO He
BbllE MPOrHO3NPYEMOro YpPOBHA WHGNALMM TeKylwero roga, YCTaHOBEHHoro deneparnbHbiM 3aKOHOM O
hbenepanbHOM OoaxKeTe Ha COOTBETCTBYOLLMIA (PUHAHCOBBIN ro4 U NNaHOBbLIN NEPUOL;

B) B Crnyyae ecnv cpefHeB3BelleHHas hakTnyeckas OTNYCKHAas LeHa Ha fekapCTBEHHbI npenapart 3a
nepvoa, NCTEKLINIA CO AHSA rocyaapCTBEHHON pernctpauun (nocnegHen nepepeructpaumm) npeaensHon oTnycKHOM
LUeHbl, Oblna HWKe 3aperucTpMpoBaHHOM Ha 3TOT nepuoa LieHbl He Boree 4yemM Ha NPOrHO3Mpyembli YPOBEHb
MHONALMK, YCTaAHOBIEHHbIM Ha Tekywun rog dedepanbHbiM  3akoHOM O begepanbHOoM Brogxete Ha
COOTBETCTBYHOLNA (PUHAHCOBLIV 04 M MMAaHOBbLIN NEepuMogd, HO He Bbile pasHUUbl MexXAy MpPOrHO3upyembiM
YPOBHEM WHMMAUUN TeKyLLero roga, yCTaHOBMEHHOro dedepanbHbiM 3akOHOM O defepanbHOM GrogkeTe Ha
COOTBETCTBYHOLWMIA (PUHAHCOBLIN 04 W NMAHOBLIM MNEepuos, U pasHULEN, pacCUMTaHHOM B MNpPoOLEHTax oT
3aperncTpupoBaHHON LieHbl, MeXay 3aperucTpupoBaHHOW npedenbHOW OTMYCKHOW LEeHOW npou3BoauTens Ha
neKapCTBEHHbIN npenapaT 1 cpeaHeEB3BELLEHHON (haKTUYECKON OTMYCKHOW LIEHON Ha NeKapCTBEHHbIN npenapar 3a
nepuos, UCTEKLLMIN CO OHA rOCyAapCTBEHHOWN permctpaumm (mocnegHen nepepernctpaunmn) npeaensHONn OTMyCKHOWN
LeHbI.

20. lNpwn rocygapcTBEeHHOW nepeperncTpaumm npeaernbHbIX OTNYCKHbIX LeH nNpou3BoguTenen rocygapcrs -
yneHoB EBpasMncKoro 9KOHOMMYECKOrO COH3a [AOKYMEHTbl Ha WMHOCTPAHHOM A3blke NpeacTaBnsioTCA Ha
ByMarKHOM HOocuTEnNe C 3aBEePEHHbIM B YCTAHOBNEHHOM Nopsigke NepeBoAOM Ha PYCCKMIN A3bIK.

[aHHble B OTHOWeHMM Bcex aKkTMYeckux LUeH B BamnwTe rocygapctBa - uneHa Espasunckoro
9KOHOMWYECKOro CO3a MpefdcTaBnstioTCs C  y4eToM nepecyeTa Ha pybnum Mo  Kypcy, YCTaHOBIIEHHOMY
LleHTpanbHbiM GaHkoM Poccuiickon ®Pepepaumm Ha gaTy, Korga npousBoauTenem Obina ocywecTBreHa
dakTnyeckaa peanusaumsi NeKapCTBEHHbIX MpenapaToB OpraHM3auuMuM ONTOBOW TOProBAM M (MNK) anTeyHoMn
opraHusaumm nmbo UWHOVBMAYanbHOMY MPeAnpUHMMATENO, WMMEKLWMM JULEH3NI0 Ha (apMaueBTUYECKYHO
0eaTenbHOCTb.

21. 3apeructpupoBaHHasa npedenbHas OTNYCKHas LUeHa Ha nekapcTBeHHbIM npenapar WHOCTPaHHOro
npousBoguTenst MOXET OblTb nepeperncTtpMpoBaHa B Criydae, €CnM PoCT Kypca HaLMOHanbHOW BanioThl
rocygapctBa-npovssoauTens Kk pybnio 3a nepuog CO AHA FOCyAapCTBEHHOW perucTtpauuun (nocnegHen
nepepernucTpaumm) npeaenbHON OTNYCKHOW LieHbl NPOM3BOAUTENSA Ha feKapCTBEHHbIW npenapaT 40 AHS nogayv
OOKYMEHTOB Ha OYepefHylo ee nepeperncrpauuio npesbliliaeT MPOrHO3UpyeMbll YPOBEHb UHMMALUN TeKyLLiero
roga, yctaHoBMNeEHHbIN defepanbHbiM 3akOHOM 0 dhefeparnbHOM GHompKeTe Ha COOTBETCTBYIOLLMIA (DMHAHCOBBIV oA
1 NNaHoBbIN MepuoA.

locypapcTBeHHas nepepermcTpaums npegenbHOW OTMYCKHOM LeHbl A9 MHOCTPaHHbIX MpoussBogutenen
OCYLLECTBMSETCH C Y4ETOM NPOrHO3MPYyeMoro YpoBHA MHANALUUK TeKyLlero roga, ycTaHoBneHHoro dpegepanbHbIM
3aKOHOM O befeparnbHOM GooKeTe Ha COOTBETCTBYHOLLMIA (DUHAHCOBBLIV FO4 W NNaHOBbLIA NEPUOA, HO HE BbIle
pasHuLbl MexXay NPOrHo3MpyeMbiM YypoOBHEM WHMNALMN TeKyllero roga, ycTaHoBneHHbIM deaepanbHbiM 3aKOHOM
0 denepanbHOM OHOOKETE Ha COOTBETCTBYHLUMIA (ODUHAHCOBLIA 04 W MNNAHOBBIA NEPUod, W pasHULEN,
paccunMTaHHOM B NMpoueHTax OT 3aperMcTpUpoBaHHON LeHbl, MEXy 3aperMcTpMpoBaHHON NpeaenbHOM OTMYCKHOM
LeHOW npou3BOAUTENS Ha INEeKapCTBEHHbIM npenapat W CpefHeB3BELIEHHOW (aKkTU4ecKkoW LeHOMW BBO3a
NeKapCTBEHHOTO MpenapaTa 3a nepuod, WCTEeKWMW CO [HS TOoCydapCTBEHHOW pernctpauumn (nocrnegHewn
nepepermcTpaumm) npegensHo OTMYCKHOW LieHbl, C Y4€TOM MUHMMarnbHOW OTMYCKHOW LieHbl npom3BoauTens (6e3
yyeTa HavMMEHOBaHWs MNPOM3BOACTBEHHbIX MIOLWAAO0K, Y4YacTBYHOLWMX B MNpouecce NPOM3BOACTBA) Ha Takow
neKkapCcTBEHHbIN NpenapaT B CTpaHax, ykasaHHbIX B npunoxeHun N 4 Kk MeToguke, ¢ npeactaBneHneM cBedeHun
(no BbIGOpy gOepxatens wnv Bnagenbla pPermcTpauMoHHOrO YAOCTOBEPEHUS FeKapCTBEHHOrO npenapara
(ynONMHOMOYEHHOro UM nuua), noATBepXAalWuX MNpeAcTaBneHHY  MUHUMAanbHYK  OTMYCKHYK  LieHy
Nnpou3BoauTenst Ha NIEKAPCTBEHHLIN Npenapart (Ha 6yMaXHOM HOCUTENE C 3aBEPEHHBLIM B YCTAHOBIIEHHOM MoOpsaKe
nepeBoaoOM Ha PYCCKUI A3bIK).

22. lpu rocypapCTBEHHOW NepeperncTpauun rnpefenbHbiX OTNYCKHbIX LeH npou3BoauTenen rocyaapcts -
ureHoB EBpasnincKoro aKOHOMWYECKOro COK3a, B TOM YMCME OCYLLECTBASOWMNX NEPBUYHYIO U (MNKN) BTOPUYHYIO
yrakoBKy fekapcTBEeHHOro npenapaTta B Poccunckon depepaumu, Ha nekapCTBEHHble npenapaTtbl B Cny4vasix,
npegycMOTpeHHbIX nognyHktamm "a" n "6" nyHkta 19 HacTosawwmx NpaBun, npegenbHbIN YpoBEeHb peHTabenbHOCTH

K0HcyanaHTI'Imoc www.consultant.ru CtpaHuua 8 u3 26

HagexXHas npaBoBas nogaepxka



MocTtaHoeneHue MpaBuTtensctea PP ot 15.09.2015 N 979
"O BHECEeHWUN n3MeHeHu B noctaHoBneHue Npaeutensctea Poccuiickomn
depepa...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
Hata coxpaHeHus: 13.10.2015

He moxeT npeBbiwaTe 30 NPOLEHTOB.

23. Ha ocHOBaHuMM 3asBneHus fepxatens wnu Bnagenbuba perucTpauvoHHOro  yaOCTOBEPEHUs
nekapcTBeHHOro npenaparta (YNnOMHOMOYEHHOr0 WM fuua) O CHWKEHUW 3aperucTpypoBaHHOM npeaensHOn
OTNYCKHOW LeHbl npou3soautens MuHucTepcTBoM 3apaBooxpaHeHns Poccunckon depgepaumm paccmaTpmBaeTcs
BOMPOC O BHECEHUWN COOTBETCTBYIOLLMX U3MEHEHUI B PEECTPOBYIO 3anMCb rOCYAapCTBEHHOIO peecTpa.

B cnyyae cHwxeHus 3aperMcTpupoBaHHOW MpederibHOM OTMYCKHOW LieHbl MPOM3BOAMTENsS Ha OCHOBaHMU
3asBMeHNss OepXatens wnu Bragenbua perncrpauuoHHOro  yOOCTOBEPEHMS JIeKapCTBEHHOro npenapara
(ymonHOMOYEHHOro MM Nnuua) LeHa Ha Takowm npenapart He MOXeT ObiTb 3asiBNeHa AepaTeneMm unu BriagenbLem
perucTpaumMoHHOro  yOOCTOBEPEHMS  JIEKApCTBEHHOro npenapata  (YNOMHOMOYEHHbIM MM NMLUOM) Ha
nepeperucTpaumio B Te4EHUE roga co OHS NPUHATUSA PELLEHUS O CHDKEHUM NPeaenbHON OTMYCKHOW LIEHBI.

MuHucTepcTBO 3gpaBooxpaHeHus Poccuiickonn depepaumm no pesynbrataMm BHECEHUSI COOTBETCTBYIOLLMX
N3MEHEHWI B rocy0apCTBEHHbIN peecTp BblAaeT AepXaTernto Unu Bnagernsly perncTpaumoHHOro yAOoCTOBEPEHUS
nekapcTBEHHOro npenapara (YynomHOMOYEHHOMY UM nnLy) BbIMUCKY M3 FOCYAapCTBEHHOMO peecTpa.

24. [ocypnapcTBeHHasa peructpauus u nepeperncrpaumnsa npeaenbHbIX OTNYCKHbIX LieH Npov3BoauTenen Ha
nekapCTBEHHbIe NpenapaTbl OCYLLEeCTBNAETCA AN npoussoguntenen 6ecnnaTHo.

25. depepanbHas aHTUMOHOMOMbHAsA cnyxba OTMEHSAET peLleHne O COornacoBaHumM npeaenbHONM OTMYCKHOW
LEeHbl NPOM3BOAUTENS Ha NEKapCTBEHHbIVA MpenapaTt, ecrnv nocre MPUHATUS Takoro peLleHust YCTaHOBIEHO, YTO
aepxatenem  vWnuM  BNagenbUeM  PEerncrpauuoHHOrO  YAOCTOBEPEHWs  JIEeKapCTBEHHOro  npenapata
(ymONHOMOYEHHBIM UM NULUOM) ObiNM NpeacTaBreHbl MOBMUSBLUME HAa pe3ynbTaT peLleHusl HEeOOCTOBEpPHbIe
cBefeHus.

MwuHucTepcTBO 3gpaBooxpaHeHna Poccunckon depepaumm OTMEHSIET peLUeHWEe O rocygapCTBEHHOM
permcTpaumm unu nepepernctpaumm npeaenbHON OTNYCKHOW LieHbl MPOM3BOAMTENS Ha NeKapCTBEHHbIV Npenapar B
crnyyae, ecnv Mocrne TMpUHATMS Takoro pelleHusl YCTaHOBMEHO, 4YTO AepXaTtenem wunu Briagenbuem
pPerncTpaumMoHHOro  yOOCTOBEPEHUS NeKapCTBEHHOro npenapata  (YNOMHOMOYEHHbIM MM fvMuom)  6binu
npeacTaBneHbl He4OCTOBEPHbIE CBEAEHUS, NOBMMSABLUME Ha pe3ynbTaT NpUHATOro MUHUCTEPCTBOM peLueHus, a
Takke B cnydae, ecnn depepanbHas aHTUMOHOMOMbHAas cnyxba OTMeHuna peleHne O COorfacoBaHum
npegenbHON OTNYCKHOW LeHbl NPOM3BOAMTENS Ha fekapCTBeHHbIN npenapat. MUHUCTEPCTBO 34paBOOXpaHEHUs
Poccuiickon ®epepaumy B ykasaHHbIX Cyvasix WCKYaeT 3aperncTpupoBaHHYKO (MepeperncTpupoBaHHYo)
npenenbHy OTMYCKHYIO LEeHY U3 rocygapCTBEHHOro peectpa.”.

3. B lpaBunax BefeHUs rocygapcTBEHHOro peecTtpa npefernbHbiX OTMYCKHbIX LieH npousBoauTenen Ha
neKapcTBEHHblE Npenapartbl, BKMOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOUMbBIX M BaXKHEMLLMX JIEKAapCTBEHHbIX
npenapaToB, YTBEPXAEHHbIX YKa3aHHbIM NOCTaHOBMEHUEM:

a) NYHKT 5 n3noxuTb B cnegyoLwen pegakumm:

"5. PeecTtpoBas 3anvnck coaepXnT cnegylowme cBefeHns:

a) HauMeHoBaHve depxaTens unuM Bnagenbla pPerucTpauMoHHOro YAOCTOBEPEHUS FleKapCTBEHHOro
npenapaTa, HaMMeHOBaHMe NPON3BOANTENS NEeKapCTBEHHOro npenapara, MecTO HaxXoXAEeHWs NMPON3BOACTBEHHbIX
nnowanok, y4acTByloLmUX B NpoLecce Npon3BoacTBa NEKapCTBEHHOro npenapara, ¢ ykazaHnem ctaguv npouecca
NpPOU3BOACTBA;

0) HavMeHOBaHWe NekapCTBEHHOro npenapara (MeXxayHapogHOe HenaTeHTOBaHHOE, UMK rPyMNUPOBOYHOE,
UNU XMMMUYECKoe N TOProBoe HauMeHOBaHWS);

B) HOMEp perncTpaLmoHHOro yaoCToBepeHNs nekapcTBEHHOro npenapara;

r) nekapcrBeHHas dopma C ykaszaHuMeM [JO3MPOBKW NEeKapCTBEHHOro npenaparta WU ero Konuyectsa BO
BTOPWYHOM (MOTPEOUTENBCKON) YNaKoBKE, @ TAKKe KOMMIEKTHOCTb;

A) 3apeructpupoBaHHas npefenbHas OTMNyCKHas LeHa Npou3BOAWTENS Ha NeKapCTBEHHbI npenapaT B
pybnsx;

€) gata n Homep npukasa MuHuCTepcTBa 3gpaBooxpaHeHus Poccuiickon denepaumm 0 rocygapCTBEHHON
pervcTpaumu, nepepermctpaunm NnpeaenbHON OTMYCKHOW LieHbl NPOM3BOAWTENS Ha NEKapCTBEHHbIN npenapar;

X) LUTPUXOBOW KO, HAHECEHHbIN Ha BTOPUYHYIO (NOTPEOMTENbCKYHO) YNAKOBKY NIEKaPCTBEHHOIrO Npenapara;

3) KOA4 JIeKapCTBEHHOro nmpenapata MO aHaTOMO-TepaneBTUYECKO-XMMUYECKOW  Krnaccudukauum,
pekomeHaoBaHHOM BceMmnpHon opraHusaumen 3gpaBooxpaHeHms."”;

©) oononHWUTbL NYHKTOM 6(1) crneyloLero cogepxaHusi:

"6(1). BHeceHne wu3MeHeHU B peeCcTpoOBY 3anuCb O rOCYAApPCTBEHHOW peructpauum npeaensHon
OTNYCKHOW LEeHbl NpOM3BOAUTENA Ha NeKapCTBEHHbIM MpenapaT B 4YacCTW W3MEHEHUS HauMeHOBaHUS
nekapcTBEHHOro npenaparta (MexXxayHapoOoHOro HenaTeHTOBAHHOro, UM rpynnupoBOYHOrO, UMM XUMUYECKOro U
TOProBOro HauMEHOBaHWS), HanuMcaHusl IekapCTBEHHOW OpPMbl, HanucaHus [O3UPOBKU FeKapCTBEHHOMO
npenapaTta, W3MEHEeHUs pgepxaTend wnu Bnagenbua PEerucTpaLMoHHOIO YOOCTOBEPEHMS JeKapCTBEHHOMO
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npenapaTta, W3MEHEHUs npoM3BOOUTENS NEeKapCTBEHHOro npenapara, HauvMEHOBaHWS MPOM3BOACTBEHHbIX
nnowanoK, y4yacTBylLMX B MpoLecce npou3BOACTBA JIEeKapCTBEHHOrO npenapaTta, Homepa perncTpaumoHHOro
yOOCTOBEPEHMS NeKapCTBEHHOMO npenapara, LWTPUXOBOro Koaa, HAHECEHHOro Ha BTOPUYHYO (NOTPEBUTENbCKYHO)
YMaKkoBKY NEeKapCTBEHHOro npenapara, KOMMMEKTHOCTW NeKapCTBEHHOro npenaparta (Npu ycroBuMU OTCYTCTBMS
M3MEHEHNs ero KOnuM4ecTBa BO BTOPUYHOW (MOTPEOUTENbCKOM) YNakKOBKE) OCYLUECTBISIETCS Ha OCHOBaHWUU
3asBMeHNst OepXatens wnu Bhagenbua perncrpauuoHHOro yAOCTOBEpPEeHMs JEeKapCTBEHHOro npenaparta
(ymonHomoueHHoro um nuua) MuHuctepcTBom 3apaBooxpaHeHust Poccuiickon Pepepaumm 6e3 cornacoBaHusi ¢
depepanbHOM  aHTUMOHOMONBLHOM CRAYXOO0OM C COXpaHEeHWeM MNOCredHEN 3aperMcTpUpoBaHHOM LEHbl Ha
nekapcTBeHHbIV nNpenapaT. MuHucTepcTBo 3gpaBooxpaHenns Poccuiickon ®egepauum no pesynbtaTtam BHECEHUS
M3MEHEHWA B PEeCTpPOBYK 3anuCb BblOAeT JAepXaTeno WM Bnagenbly pervcTpauMoHHOro YAOCTOBEPEHUS
nekapcTBEHHOro npenapara (ynosIHOMOYEHHOMY UM nuLY) BbIMUCKY U3 peecTpa.”;

B) NYHKT 7 AOMOMHWTbL NOANYHKTOM "I cnegyoLwero cogepaHus:

"r) OTMEHbI peLleHnst O FOCyNapCTBEHHOW perucTpaLmm unm nepepernctpauumn npeaensHon OTNYCKHON LieHbI
npov3BoauTeNs Ha NekapcTBeHHbIN npenapar.”.

YTBEpxXaeHa

noctaHoBrneHnem lNpaButenscrea
Poccuiickon ®eaepaunn

oT 15 ceHTsab6ps 2015 . N 979

METOOUKA
PACYETA YCTAHABJIMBAEMbIX MPOU3BOAUTENAMM NNIEKAPCTBEHHbIX
NPENAPATOB NPEAEJNIbHbIX OTMYCKHbIX LUEH HA IEKAPCTBEHHbIE
NPENAPATbI, BKITIOYEHHbIE B NEPEYEHb XXKU3HEHHO HEOBXOAUMbIX
U BAXXHENLUUX NEKAPCTBEHHbIX MPEMAPATOB, NMPU UX
roCYOAPCTBEHHOW PETMCTPALIUU U MEPEPEFUCTPALIUK

|. OOLKMe nonoxeHus

1. HacTosiwaa MeToanka ycTaHaBnMBaeT NopsAoK pacyeTa NpousBoanTENAMU NeKapCTBEHHbIX NpenapaToB
npeaernbHbIX OTMYCKHbIX LEH Ha NekapCTBEHHbIe NpenapaTbl, BKIOYEHHbIe B NepeyeHb KU3HEHHO HEOBXOAMMBIX U
BaXKHEWMLLMX JIeKapCTBEeHHbIX NpenapaToB (Oanee - JekapcTBeHHble npenapaTtbl), MpU WX TOCYAapCTBEHHOM
perucTpaumu 1 nepeperucTpaumm.

[l. PacyeT npefenbHbIX OTMYCKHbIX LlEH HA NEKapCTBEHHbIE
npenaparbl NPOVU3BOAMTENSIMU FOCYAapCTB - YneHoB EBpasuiickoro
9KOHOMMWYECKOTO COH3a NPU UX rocy4apCcTBEHHOM
perucTpaummn 1 nepepernctpaumm

2. Pac4yeT npegenbHbIX OTMYCKHBIX LEH Ha NleKapCTBEHHbIE NpenapaTbl NPOU3BOACTBA FOCY4apCTB - YNIEHOB
EBpasniickoro akKOHOMMYECKOro coko3a, Haxoadwmecsa B obpaweHun B Poccuiickon ®epepauun, nponsBoanTcs
UCXoas U3 cpedHeB3BeLLeHHOW (PakTU4eCKon OTNYCKHOW LieHbl MPOU3BOAUTENSA TAKOro NieKapCTBEHHOro npenapaTta
3a OVH KaneHAapHbIN rof Ha OCHOBaHMM CBeAEHUN 00 06beMax M 0 LieHax OTMnycKa Haxoasawmxcs B obpalleHnm B
Poccuiickon ®efepauun nekapcTBEHHbIX MpenapaToB MNPOM3BOACTBa rocygapcTB - uneHoB EBpasunckoro
3KOHOMUYECKOrO COK3a, KOTopble NpuBeaeHbl B npunoxerHun N 1.

lMpeonaraemass K rocygapCTBEHHOW peructpauuu npefenbHasi OTMNyCKHas LeHa Ha NeKapCTBEHHbIN
npenapaT He MOXeT MpeBbIWaTbh CpegHEB3BELLUEHHY haKTUYECKYH OTMYCKHYIO LieHY NeKkapCTBEeHHOro npenapara
3a npeawecTByOLWUK KaneHdapHbli rod, a B cnyyae npeacrtaBneHus Ha roCcyAapCTBEHHYK perncrpauuio
npegenbHOM OTMYCKHOW LieHbl Ha NekapCTBEHHbIN npenapaT nocne gHA u3gaHuna akta NpaesutensctBa Poccunckon
depepaummn 06 yTBEPXKAEHUMN NEPEYHS XKU3HEHHO HEOOXOOUMbBIX U BaXKHEMWLUMX JIEKAPCTBEHHbIX MpenapaTtoB Ha
cnefyoLwnin KaneHgapHbIv rog - 3a TEKYLNIA KaneH4apHbIN roa.

3. CpepHeB3BelleHHasl hakTuyeckasi OTMyCKHas LieHa Ha NekapCTBEHHbLINM npenapaTt (ykasbiBaeTcs Mo
TOProBOMY HauMMEHOBaHWIO, MEXAYHapOAHOMY HenaTeHTOBaHHOMY HaMMEHOBaHWI0, A03MPOBKE (KOHLUEHTpauumu,
aKTMBHOCTM B eAuHWUax [encTBud), nekapCcTBEeHHOW dopMe, KOMMYeCcTBY NeKapCTBEHHbIX OpM B
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noTpebuTenbckon ynakoBke (KONUYEeCTBY A03 B YynakoBke, obbeMy) npomsBoguTens rocygapctsa - uneHa
EBpasninckoro sKOHOMMYECKOTO CO03a, OTMYLEeHHbIN 3a roa (pybnen) (ueHa cpe3Bnp OTII. ), Onpeadensercsa no

dopmyne:

SUM (1ieHa (hakTHUECKOTO OTITYCKAa X KOJHUYECTBO OTII)

1IeHA CPB3BIIP OTI, =

KOJIMYECTBO OOIIIEE OTII

roe:

ueHa akTtuyeckoro otnycka - akTudeckasd OTMYCKHas LeHa OAHOW noTpebuTenbCcKon ynakoBKu
neKapcTBEHHOro npenapaTta (ykasblBaeTcs N0 TOProBOMY HaVMEHOBaHWUI0, MeXayHapoaHOMY HenaTeHTOBaHHOMY
HaMMEHOBaHUIO, [O03MPOBKE (KOHLUEHTpauuW, akTUBHOCTU B eAuHWLax [AeWcTBus), nekapcTBeHHOM ¢opme,
KONMMYeCTBY JleKapCTBEHHbIX (POPM B MNOTPEOUTENbLCKOM YNakoBKE (KONMMYECTBY [A03 B YyMNakoBke, 00bemy)
npoussoauTensi rocygapcrBa - YneHa EBpasuinckoro akoHoMmnyeckoro cotosa (pyonen);

KONMMYEeCTBO OTM - KOMMYECTBO YMaKOBOK JIEKapCTBEHHOro npenapaTta (ykasblBaeTcs MO TOProBoMy
HaVMEHOBaHMIO, MEeXAyHapoaHOMY HenaTEHTOBaHHOMY HaMMEHOBaHWUIO, A03MPOBKE (KOHLEHTPaLUKN, akTUBHOCTM B
eQuHMLax OevcTBUst), NeKapCcTBEHHOW hopMe, KONMMYECTBY NEKAPCTBEHHLIX (DOPM B NMOTPEOUTENBLCKON YrNaKoBKe
(konunyecTBy 003 B ynakoBke, oObeMy) mpou3BoauTensi rocygapcTBa - uneHa EBpasvinckoro aKoHOMMYECKOro
COl03a, OTTPYKEHHOrO 3a rof No OAHOW LieHe (LUTYK);

KonmyecTBo obuwiee oTn - obllee KONMMYEeCTBO YNAKOBOK MEeKapCTBEHHOro npenaparta (ykasbiBaeTcsa Mo
TOProBOMY HaMMEHOBAHMWIO, MEXOYHAapOAHOMY HEeNnaTeHTOBaHHOMY HauMEHOBaHWIO, A03UPOBKE (KOHLEHTpauuwu,
aKTMBHOCTM B eOuHMuax [OencTBud), NekapCTBEHHOMW opMe, KONMUYeCTBY fleKapCTBEHHbIX OpM B
noTpebnTenbCkOn ynakoBKe (KONMMYEeCcTBY [03 B YynakoBke, 00bemy) npousBoauTens rocygapcrtBa - 4rneHa
EBpasnickoro 3kKOHOMMYECKOro Col3a, NPOM3BEOEHHOrO U OTIPYXKEHHOro 3a rog (wryk). M3 obuiero konmyecTtsa
WCKNIOYAKTCH 3KCNOPTHbIE MOCTaBKW, MOCTaBKM, OCYLLECTBIIEHHble B pamKax pasfuyHbiX BUOOB ryMaHUTapHOW
MoOMOLUM, M MOCTaBKU JlIeKApCTBEHHbLIX MpenapaToB B paMkax OnaroTBOPMTENbHOCTM, a TaKKe MOCTaBKU
nekapcTBEHHbIX NpenapaToB C OCTaTOYHbIM CPOKOM rOHOCTU MeHee 5 NPOLEHTOB.

4. Ina nekapCTBEHHbIX NpenapaToB, He NOCTynaBwWmMX B obpaweHne B Poccuiickyio ®enepauuio B TeHeHne
O[HOro roga, Npou3BoAUTENsAMM rOCydapcTB - 4neHoB EBpasuMMCKoOro 9KOHOMMYECKOro Colo3a, B TOM uucre
NNaHUPYIOWMMMN OCYLLECTBNATL NEPBUYHYIO W (MNW) BTOPUYHYIO YNAKOBKY J€KapCTBEHHOro mnpenapaTta B
Poccuiickon ®depepauun, OCyLIECTBNAETCHA pacyeT pacxofoB, CBA3aHHbIX C pa3paboTkon, MNpOM3BOLCTBOM,
peanu3aunen nekapCcTBeHHOro npenaparta. PacyeT npegenbHbIX OTMYCKHbIX LeH Ha nekapCTBeHHble npenapaThbl
npou3BoACcTBa rOCYyAapCTB - 4neHoB EBpasvMnckoro  3KOHOMWYECKOro COl3a, MpeAcTaBhnseMbiX  Ha
rocygapCTBEHHYIO peructpauuio, npuseneH B npunoxeHun N 2.

Mo kaxxgomy nekapcTBEeHHOMY mpenapaTy Mpou3BOAUTENsMUM NeKapCTBEHHbIX NpenapaToB YyKasbliBaloTCA
npsiMble pacxofbl, CBsi3aHHble HEMNOCPEACTBEHHO C BbIMYCKOM MNPOAYKLMW, BbIMNONIHEHMEM pPaboT M OKa3aHWeM
ycnyr (cblpbe W Martepuansl, onnata Tpyda M HayducreHwss Ha onnaty Tpyda paboTHUKOB, 3aHATbIX Ha
Npou3BOACTBE KOHKPETHOro fiekapCTBEHHOro npenapaTta), a Takke HaknagHble pacxofpl.

5. lMNMpwn pacyeTe npenenbHOW OTMNYCKHOW LieHbl Ha NekapcTBEHHbIM npenapaT nNpou3BOoACTBa rocyaapcTB -
urneHoB EBpasnickoro 9SKOHOMMYECKOro COoK3a B paMkax OfHOrM0 perucTpauMoHHOro  yAOCTOBEpPEHMUS
nekapcTBEHHOro nmnpenapata npu W3MEHEHMM KOMMyecTBa feKapCcTBEHHOro mnpenapata BO BTOPUYHON
(noTpebuTenbckomn) ynakoBke He AOMycKaeTcs yBenMyeHust CTOMMOCTM OOHOW feKkapCTBEHHOW POpMbI, MpU 3TOM
HeobX0AMMO Yy4UTbIBaTb MOMOXEHWUS, NPeAyCMOTPEHHble NMyHKTamu 2 u 4 Hactoswen metoamkn. OBocHoBaHue
npegenbHbIX OTMYCKHbIX LEH Ha NeKapCTBEHHbIE Npenaparbl, BKITHOYEHHbIE B MEpPeYeHb XXM3HEHHO HEOBXOAMMbIX 1
Ba)KHEWLUNX NeKapCTBEHHbIX NpenapaToB, NPeACTaBMnsieMbIX Ha FOCYOapCTBEHHYIO perncrpauuio, npvBedeHo B
npunoxexHun N 3.

6. [na BocnpousBeOeHHbIX MekapCTBEHHbIX MpenapaTtoB MpedenbHad OTNYCKHAsh LeHa He MOXeT
npesbIlaTb YPOBEHb LiEHbl, paCCYNTaHHOW B COOTBETCTBUM C NYHKTOM 16 [NpaBun rocyaapCTBEHHON perucrpauuu
W nepeperucTpaumm yctaHaBnuBaeMblX NPOU3BOAMTENSMU NEKaPCTBEHHbIX NpenapaToB npeaerbHbIX OTMYCKHbIX
LEeH Ha nekapCTBEHHble MpenapaTtbl, BKIIOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOUMBIX W BaXKHEMLINX
nekapcTBEHHbIX MpenapaToB, YTBEPXAEHHbIX noctaHoBneHueMm [paButensctBa Poccuickon depepaunn ot 29
okTabpsa 2010 r. N 865 "O rocyaapCTBEHHOM PEryNMpPOBaHUM LEH Ha NEKapCTBEHHbIE NpenapaThl, BKIIOYEHHbIE B
nepeYveHb XM3HEHHO HeobXOANMbIX N BaXKHENLLNX NEeKapCTBEHHbIX NpenapaTtoB” (ganee - Npasuna).

7. Ona ©wuoaHanoroBbix (6MonogoOHbIX) NEeKapCTBEHHbIX MpenapaToB npefenibHasi OTMyCKHas LeHa He
MOXET MNpeBbILLAaTh YPOBEHb LieHbl, onpeaeneHHon B COOTBETCTBMM C NYHKTOM 17 lMpasun.

8. Tlpn rocypapcTBeHHOW peructpauun npefensHoM OTNYCKHOW LUeHbl Ha fekapCTBEHHbIW npenapar
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npov3BOaUTENAMU FOCYNapCTB - YrneHOB EBpPasnMMCcKoro SKOHOMMYECKOrO COH3a, MMaHUMPYOLWMMK OCYLLECTBATh
nepBUYHYO U (M) BTOPUYHYIO YNAKOBKY NekapCTBEHHOro npenaparta B Poccunckon ®enepauun, npegnaraemas K
pernctpaumm npegenbHas OTMYCKHAs LeHa He MOXeT MpeBblllaTb MaKCUManbHYH 3apermcTpupoBaHHYHO
npeaenbHy OTNYCKHYHO LIEHY MHOCTPaHHOrO NPOM3BOAUTENS HA TaKOW NeKkapCTBEHHbIV Npenapar.

Hepxatenem wunu Bnagenbuem pPerMcTpaumMoHHOrO  YOOCTOBEPEHWUS  feKapCTBEHHOro npenaparta
(YynmONTHOMOYEHHBIM MM NMLIOM) HapsA4y CO CBEAEHUSAMM O pacxofax, yKasdaHHbIX B NMyHKTE 4 HACTOsILLEN METOAMKN,
NpeacTaBnsoTCA CBeAEHMS O MUHMMAarbHOW OTMYCKHOW LeHe npou3BoauTens (6e3 yyeta npou3BOACTBEHHbIX
nrnowanoK, y4acTBYIOLMX B Mpouecce MpoM3BOACTBa JIEKApPCTBEHHbIX NpenapatoB) Ha TaKOM JEKapCTBEHHbIN
npenapaT, a Takke CBefeHWs no BblDOpy AepxaTens wnvM Bragenbua pPerncTpauuoHHOro Y4OCTOBEPEHMS
neKapCcTBEHHOro npenapata (yNnOHOMOYEHHOro MM nuua), NOATBEpPXAAWMe MpeacTaBeHHY MUHUMAanbHYIO
OTNYCKHYIKO LIEHY NPOU3BOAMTENS Ha NeKapCTBEHHbIM npenapart (Ha OymaxHOM HocuTene C 3aBEpPEHHbIM B
YCTaHOBMNEHHOM NOpSAAKe NepeBOAOM Ha pyCCKMI A3bIK). [NepeveHb CTpaH, B OTHOLIEHUN KOTOPbIX NpeAcTaBnsieTcs
nHpopmaumsi 06 ypoBHE MUHMMArbHbIX OTNYCKHbIX LIeH Ha NeKkapCTBEHHbIE NpenapaThbl, NPUBEAEH B MPUIOXEHUN
N 4.

3asiBrneHHasa npegenbHag OTMNYCKHAs LeHa Ha NeKkapCTBEHHbIM npenapaTt npouM3BOACTBA rocydapcCTB -
uyneHoB EBpasnickoro 3KOHOMUYECKOTO COK3a He MOXET MpeBbiaTb pasmMep MUHMMArbHOW OTMYCKHOM LiEHbI
Npou3BoaUTENsi C Y4ETOM PacxofoB, CBA3aHHbIX C TAMOXEHHBIM OPOPMIIEHMEM (TAMOXEHHBIX MOLUMUH U cOopoB
3a TaMOXeHHOe OPOPMIIEHUE), HA TAKOW NIEKapCTBEHHbIV Npenapar B CTpaHax, ykasdaHHbIX B npunoxeHun N 4 K
HacTodLen MeToamKe, UCXOAA U3 CTOMMOCTM OLHOWN NekapCTBEHHOW PopMbl.

9. MNpepenbHasa oTNycKHas LeHa Ha NnekapCTBEHHbIN npenapaTt HWKHecpeaHero LeHoBoro cermeHta go 500
pybnewn (BKMHOYMTENBHO) NPU €e nepeperncTpauun B criydyae, ykasaHHOM B nognyHkte "a" nyHkta 19 [Mpaswun,
paccunTbiBaeTCA Ha OCHOBaHWMM AaHHbIX pacyeTa npefenibHbiX OTMYCKHbIX LIeH Ha NeKapCTBEHHble npenaparhbl
npovM3BoACTBa rocyaapcTB - u4neHoB EBpasuMiACKOro  3KOHOMWMYECKOro  CO3a, MpeAcTaBnsieMblX  Ha
rocyfapCTBEHHYIO NepeperucTpaLmio, NpuBeaeHHoro B npunoxerdnm N 5, 1 nognexuT yBenmyeHuio:

a) B 4YaCTW LEeH Ha Cbipbe M MaTepuarnbl, UCMOMb3yeMble NPU NPOU3BOACTBE KOHKPETHOIO feKapCTBEHHOro
npenapaTa, - NPONOPLUNOHaNbHO BENWYUHE YAOPOXKaHUS CTOMMOCTM Cbipbsl U MaTepuarnoB B CTPYKType 3aTpaT Ha
Npon3BOACTBO 1 peanunsaumio NekapcTBEHHOIO nNpenaparTa, NoATBEPKAEHHON COOTBETCTBYIOLLMMU KOHTPAKTaMm1 CO
CcpoKamun OeWCTBUS, 3aBepLIaloLLMMNCA HE paHee YeM Yepe3 6 MecsueB Co AHSA nogayv 3asiBNneHns o permcrpaumu
UnNu nepeperucTpauuun npegenbHon OTMYCKHOM LieHbl NMPOU3BOAUTENSA Ha feKkapCTBEHHbLIN npenapaTt, KOTopoe B
paBHOW CTeneHn BNUSAET Ha 3aperucTpupoBaHHble LeHbl Ha BCE NeKapCTBeHHble npenapaTtbl, OTHECEHHble K
O[HOMY MeXOyHapoO4HOMY HenaTeHTOBaHHOMY HaVMEHOBaHWi0, HO He Bbllle YPOBHSA hakTuyeckon MHGNALMKU
npeaLwecTByloWero KaneHgapHoro roga C Y4Y4eTOM MPOrHO3MPYeMoro YpOBHA WHGMALMM  Tekyllero roaa,
YCTaHOBMEHHOro hefepanbHbIM 3aKOHOM O doedepanbHOM OoKeTe Ha COOTBETCTBYHOLIMA (DUHAHCOBLIN rof, U
nnaHoBbLIN Nepuog;

©0) B YacTu HaknagHbIX PacxXoAoB - NPOMOPLMOHANbHO BEMUYNHE YBENUYEHUS YKa3aHHbIX PAacxXodoB B criyvae
yBenMyeHnss TapudoB Ha SMNEKTPUYECKYID SHEpruto, TennocHabXeHue, BOOOCHAOXeHMe W UeH Ha TOMnuBO,
NOATBEPXKAEHHbIX  COOTBETCTBYHOLUMMW  OOKYMEHTaMKu, KOTOpOe B  paBHOM  CTerneHn BhvseT  Ha
3aperncTpupoBaHHble NpefernbHble OTNYCKHbIE LeHbl Ha BCE NeKkapCTBEHHbIE npernapaTbl, OTHECEHHbIE K OOHOMY
MEXOyHapOAHOMY HeNaTeHTOBaHHOMY HaMMEHOBAHWMIO, HO He Bbllle YPOBHA hakTuyeckonm wHnaumm
npeaLwecTBylOLWEero KaneHgapHoro roga C Y4Y4eTOM MPOrHO3MPYeMOro YpPOBHS WHMNAUMKW Tekylero roaa,
YyCTaHOBMEHHOro hefepanbHbIM 3aKOHOM O doedeparnbHOM OroKeTe Ha COOTBETCTBYHOLIMA (DUHAHCOBLIN rof, U
nnaHoBbIN Nepuoa.

10. YpoBeHb hakTuyeckon MHNALMM NpeallecTBYOLWero kaneHgapHoro roga ¢ y4eTom nporHo3mpyemoro
YPOBHSA MHMNSAUMM TeKyLlero roga, yCcTaHOBMEHHOro denepanbHblM 3aKOHOM O defepanbHom OwoaxeTe Ha
COOTBETCTBYOLLMIA (DUHAHCOBBIN rof, U NnaHoBbIN nepuog (npoueHToB) (M), onpeaensaetcs no hopmyrne:

_ ML x (100 + ypoenb uHusiumm, )
100

141 - 100%,

roe:

WML - wnHpekc noTpebuTenbCkMX LUEH Ha TOoBapbl M YCNyrM NpeALlecTBYHOLIEro KaneHgapHoro roga
(MpoueHTOB);

ypoBeHb HHQUIALMU - MPOTHO3VMPYEMbIA YPOBEHb WHMMAUMM TEKYLIEero roAa, YCTaHOBMEHHbIN
dhenepanbHbIM 3aKoHOM O hefepanbHOM GlogkeTe Ha COOTBETCTBYIOLLMIA (DPUHAHCOBLIN FOA4 W MMaHOBLIA NEpUoL
(MpoueHTOB).
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11. B cnyyae ecnu npu rocyaapCTBEHHON peructpauumn npenenbHOW OTMYCKHOW LieHbl Ha NeKapCTBEHHbIN
npenapaTt ypoBeHb peHTabenbHocTU Obin Bbiwe 30 MNpoOUEHTOB, TO NPU ee nepeperncTpaunm B cryyasx,
yKka3daHHbIX B nognyHktax "a" un "6" nyHkta 19 [lpaBun, ypoBeHb peHTabenbHOCTU He MoxeT npesbiwats 30
NMPOLEHTOB.

12. YpoBeHb peHTabenbHOCTU npoaykumn (npoueHToB) (R) onpegensietcs no goopmyrne:

_ NPOCHO3HASA NPUOBLTL

R x 100%,

ce0eCcTONMOCTD

roe:
nporHo3Hasa npubbinb - Npubbinb (pybnen) oT peanusauumn NPoM3BOAMTENEM KOHKPETHOMO NeKapCTBEHHOMO
npenapaTta, koTopas npmseaeHa B npunoxeHun N 2 k HacTosLLen MeTOAMKE;

cebecTtommocTb - CymMma npsiMbIX, OOLLENPOM3BOACTBEHHbLIX U  OOLLEXO3ANCTBEHHbLIX PACXOAOB,
npvBeaeHHbIx B npunoxerHun N 2 kK HacToswen metoamke (pybnew).

13. lMpepenbHaa oTnyckHas uUeHa Npous3BOAUTENs rocydapctBa - uneHa EBpasumnckoro 3KOHOMUYECKOro
COl03a Ha NeKapCTBEHHbIV Npenapart npu ee nepeperucTpauumn B criydae, ykazaHHoM B noanyHkTe "6" nyHkta 19
MpaBun, onpegenseTca Ha OCHOBaHUM pacyeTta, npusedeHHoro B npunoxeHun N 5 K HacTosiwen meToauke, w
NoanNexXuT yBenmyeHuo B 4acTu:

a) Cbipbsi U1 MaTepuarnoB - Ha BENWYUHY YOOPOXaHUSA, NOOTBEPXKAEHHYD COOTBETCTBYIOLLMMU KOHTPaKTamu
CO cpoKamu [OencTBus, 3aBepLlalolLMMUCA He paHee 4YeMm yepe3 6 MecsUeB CO OHA nojadn 3asiBfeHus o
permcTpaumm unu nepepernctpaummn npegenbHon OTNYCKHOW LeHbl Mpou3BoauTens Ha nekapCTBEHHbIN npenapar;

©) HaknagHbIX PacxodoB - Ha BENWYUHY NBMEHEHUS YKa3aHHbIX PacxodoB B criydae yBenuyeHus TapmdoB Ha
SMNEKTPUYECKYID  3Hepruto, TennocHabxeHne, BOOOCHAOXeHMEe W UeH Ha TOMnuBO, NOATBEPXOEHHbIX
COOTBETCTBYOLUMMN [OKYMEHTaMK, a TakKe Ha BENUYMHY YBENMYEHUS amOpTM3auUMOHHbLIX OTYUCIIEHMA NO
OCHOBHbIM CpeACcTBaM, MCMOSb3yeMblM HEnocpeACcTBEHHO ANS MPOW3BOACTBA NEKapCTBEHHbIX NpenapaTos, npwu
npeacTaBneHnn JOKYMEHTOB, MOATBEPKAAIOLLMX BBOA, COOTBETCTBYIOLLMX OCHOBHbLIX CPEACTB B 3KCMMyaTauuio.

14. BenuuuHa yBenuMYeHUs 3aperucTpupoBaHHOM MpeaeslbHOM OTMYCKHOW LeHbl Ha JfieKapCTBEHHbIN
npenapaT Npou3BOACTBa rocyaapcTB - YneHoB EBpasninckoro SKOHOMUYECKOro colo3a Npu ee nepeperucrTpaumm B
crnyyae, ykaszaHHOM noanyHkTom "6" nyHkta 19 [MpaBwn, He [OMmMKHA NpeBbIWAaTb MPOrHO3UPYEMOrO YPOBHS
MHONALMM  TeKywero roga, YCTaHOBNEHHOro deaepanbHbiM 3akOHOM O degepanbHOM  OwomkeTe  Ha
COOTBETCTBYIOLLMIA (PUHAHCOBBIN rof U NNaHoBbLIN Nepuoa.

15. MNpun pacyeTe npegenbHOW OTNYCKHOW LieHbl Ha flekapCTBEHHbIW npenapaT npu ee nepeperncrpauun B
crnyyasix, ykasaHHbIX B nognyHktax "a" u "06" nyHkta 19 [lpaBun, He yunTbiBaeTCA yBenMyeHue HaknagHbIX
pacxodoB Npu u3meHeHun cnocoba OTHeCEeHMs1 OOLLEenpPOn3BOACTBEHHbLIX U OBLEX03ANCTBEHHBIX PacxodoB Ha
cebecToMMOoCTb NekapCTBEHHOrO npenapara, a Takke Npu M3MEeHeHWM 3Ha4YeHW nokasaTtenen, UCMorb3yemblX B
COOTBETCTBMU C y4E€THON MONIMTUKON NPON3BOANTENS rOCyAapcTBa - YneHa EBpa3niickoro 9kOHOMMYECKOro coko3a
ONsl OTHeCeHunsi obLwenpon3BOACTBEHHbBIX U OBLLEXO3ANCTBEHHBIX PacxodoB Ha cebeCcTOMMOCTb NeKapCTBEHHOrO
npenapara.

16. lNpenenbHas oTMyckHas LeHa Ha NeKapCTBEHHbIW npenapaT Npou3BOAMTENS rocygapctsa - uneHa
EBpasuniickoro a3kKOHOMUYECKOro Colo3a Npu ee nepepernctpavum B cnydae, ykasaHHoM B nognyHkre "B" nyHkta 19
MpaBun, paccynTbiBaeTCA Ha OCHOBAHWW [aHHbIX, NPUBEAEHHbIX B npunoxeHun N 1 K HacToswen meToauke, u
NnoanNeXuT yBENMUYEHW0 Ha pasHuLy Mexay MporHosaupyemMbiM YPOBHEM UHAMAUUKM  Tekywero roaa,
YyCTaHOBMEHHbIM dhedeparnbHbiM 3aKOHOM O befepanbHOM OlmpkeTe Ha COOTBETCTBYHOLUMIA (PMHAHCOBbLIV rog U
NnnaHoBbIN nepuod, W pasHUUEn, pacCYMTaHHOW B MpOLEeHTax OT 3aperucTpMpoBaHHOW LEHbl, Mexay
3aperucTpupoBaHHON nNpefenibHOM OTMYCKHOW LEeHOM MpomM3BOAUTENS Ha JleKapCTBEHHbIM npenapat wu
CcpeAHeB3BeLlEeHHOW (PakTUYeCKon OTMYCKHOW LIEHOW Ha NnekapcTBEHHbIM npenapar 3a nepuop, UCTEKWMn Co OHS
rocygapCTBeHHON perncrtpauuun (nocrnegHen nepeperncrpaumun) npeaernbHON OTMYCKHOM LEHbl, B CryYyae ecrnu
cpegHeB3BelLeHHas hakTnyeckas OTMyCcKHas LeHa Ha fekapCTBEHHbIW npenapart 3a nepuog, UCTEKWWUn CO OHS
rocyfapCTBEHHOW peructpaumm (nocnegHen nepeperncrpauumn) npefenbHOM OTMYCKHOM LeHbl, Oblna Huxe
3aperMcTpupoBaHHON Ha 3TOT nNepuop UeHbl He 6Gonee 4Yem Ha MNPOrHO3Mpyembli YPOBEHb MHNAUUNK,
YCTaHOBMEHHbIA Ha Tekywuih rog deneparnbHbiM 3akOHOM O dedepanbHoM OloaxeTe Ha COOTBETCTBYHOLLUIA
(PMHAHCOBbLIN ro4 1 NNaHOBbIN Nepunoa.

17. BenuunHa yBenuyeHUs 3aperucTpuMpoBaHHOW NpeAenbHOM OTMNYCKHOW LeHbl Ha JeKapCTBEHHbIN
npenapaT NpouM3BoaUTENS rocygapcTa - YneHa EBpasninckoro akOHOMMYECKOro Cok3a Npu ee nepepernctpauun B

cnydyae, ykasaHHOM B noanyHkTe "B" nyHkta 19 Mpasun (npouexTos) (Y, ), onpeaensieTca no cdopmyne:
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depepa...
[I€HAa 3aper - [[eHa CPB3B OTII
VY. = ypoBenb uHpasI1IMU % - P P L1 x100%,,
[[eHa 3aper

roe:

YPOBEHb MHMMAUUM - MPOrHO3UPYEMbIA YPOBEHb WHAMALMK, YCTAaHOBMEHHbIA Ha TeKywuh rog
dhepepanbHbIM 3aKoHOM O dhegepanbHOM GrogkeTe Ha COOTBETCTBYIOLLMI (PUHAHCOBBIN FOA4 W MMAaHOBLIA Nepuog
(MpoueHTOoB);

LieHa 3aper - 3aperucTpvpoBaHHasi npeaerbHasi OTNyCKkHas LieHa Ha NekapCTBEHHbIV npenapar 3a nepuog,
UCTEKLUWIA CO AHSA rOCYAapCTBEHHON permcTpauuy (nocnegHen nepepernctpaumm) (pyonen);

ueHa cpeB3B OTII, - cpegHeB3BeLUeHHasA (baKTI/I‘-IeCKaﬂ OTNyCKHaA uUeHa Ha J'IeKapCTBeHHbIVI npenapart

(ykasbiBaeTCcA MO TOProBOMY HaMMEHOBaHWIO, MeXAyHapOAHOMY HenaTeHTOBaHHOMY HaVMEHOBaHWIO, 4O03VMPOBKe
(KOHUEeHTpaLuuK, akTMBHOCTM B eAMHMLAX OEWCTBYS), NeKapCTBEHHOW dhopMe, KONMYEeCTBY NlekapCTBEHHbIX (hopm B
noTpebnTenbCkON ynakoBKe (KONMMYECTBY 003 B YynakoBke, 0Obemy) npou3BoauTens rocygapcrBa - 4neHa
EBpa3niickoro 3KOHOMUYECKOro COH3a, OTNYLLEHHbIN 3a Nepuom, UCTEKLLMI CO AHSA rOCYAapCTBEHHOW pernctpaumm
(nocnegHen nepeperncTpauun) UeHsl (pyonen).

[ll. Pac4eT nHOCTpaHHbLIMKU NPON3BOANTENSAMM
neKapCTBEHHbIX NpenapaToB NpeaeribHbIX OTAYCKHbIX LIEH
Ha nekapcTBeHHble npenapaTtbl NPy UX roCyAapCTBEHHOMN

perucTpaummn n nepeperncrpaumm

18. Pac4yeT npepenbHbIX OTMYCKHbIX LEH Ha fekapcTBEHHble npenapaTtbl MHOCTPaHHbIX Mpou3BoauTenen
Npou3BOaUTCSA UCXOAS:

a) M3 cpeOHeB3BELIEHHON (aKTUYEeCKOM LeHbl BBO3a@ KOHKPETHOrO JieKapCTBEHHOro npenaparta
WMHOCTpaHHOro npoussoantenss B Poccuiickyto depepaumio 3a OAMH KaneHgapHbid rog C y4eToM pacxodos,
CBSI3aHHLIX C TaMOXEHHbIM O(OPMIIEHMEM (TaMOXEHHON MOLWSIMHBI M TaMOXEHHbIX COOpPOB 3a TaMOXEHHOoe
odopmneHue), onpegensdsemMon Ha OCHOBaHMM cBefeHun 06 obbemax M O LeHax BBO3a TaKOro fieKapCTBEHHOMO
npenapaTta. CeegeHusa o6 obbemax 1 O LieHax BBO3a JIEKapCTBEHHbIX MpenapaToB MHOCTPAHHOIO NPOU3BOACTBA,
Haxoaswmxca B obpalweHun Ha Tepputopum Poccuiickon ®egepauun, npuBedeHbl B npunoxeHun N 6.
Mpeanaraemas K rocygapcTBEHHOW peructpaumy npefenbHas OTnyCcKHas LieHa Ha NekapCTBeHHbIM npenapaTt He
MOXEeT MpeBbllaTbh CpeaHEeB3BELUEHHY (aKTUYeCcKyld OTMYCKHYIO LUeHYy FekapCcTBEeHHOro mnpenapaTta 3a
npeaLwecTBYOWNA  KaneHdapHbln rod, a B Cchnyvyae npeacTaBNeHWss Ha rocydapCTBEHHYI0 peructpaumio
npeaensHON OTNYCKHOW LieHbl Ha NekapCTBEHHbIN NpenapaTt nocne aHA usgadus akta Npasutensctea Poccuiickon
depepaummn 06 yTBEPXKAEHUM NEPEYHS KU3HEHHO HEOOXOOUMBIX U BaXKHEWLUUX NEKAPCTBEHHbLIX MpenapaToB Ha
cneayroLnin KaneHaapHbIn rof - 3a TEKYLLMIA KaneHgapHbIv rof;

0) 13 MUHUMAnbHOW OTMYCKHOW LEHbl Ha NEeKapCTBEHHbIN Mpenapat WMHOCTPaHHOro npoussoguTtens (6es
yyeTa MpOM3BOACTBEHHbIX MMOLWAA0K, YYacTBYIOLMX B MpoLecce NPOM3BOACTBA) B CTpaHax, YKa3aHHbIX B
npunoxeHnn N 4 K HacTodlwen MeToauke, C y4eTOM PacxodoB, CBA3aHHbIX C TaMOXEHHbIM odopMieHuemM
(TaMOXXEHHOM MOLWWMHBI U TaMOXEHHbIX COOPOB 3a TamMoOXeHHoe odopmneHne). PacyeT npeaenbHbIX OTMYCKHbIX
LEeH Ha IneKapCTBEHHble MpenapaTbl MHOCTPAHHOrO MPOW3BOACTBA, MPEACTaBMSIEMbIX HA rOCYAAPCTBEHHYHO
pernctpauuio, npmesefeH B npunoxenun N 7. lNpegnaraemas K rocygapCTBEHHOW peructpauuu npeperbHas
OTMNYCKHas LieHa Ha NeKkapcTBEHHbIA nMpenapaTt 6e3 yyeTa pacxodoB, CBA3AHHbLIX C TAMOXEHHbIM OOPMIEHUEM
(TaMOXXEHHOW MOLUMMHBI U TaMOXEHHBLIX COOPOB 3a TaMOXeHHOe OOPMIIEHME), HE MOXET MpeBbIlWaTh pasMep
MUWHMMarnbHOW OTMYCKHOW LeHbl npomsBoguTens (6e3 yyeTa NPoM3BOACTBEHHbLIX MMOLLAA0K, YYacTBYHOLUMX B
npowecce NPOW3BOACTBA) Ha TakOW NEKapCTBEHHbLIN MpenapaT B CTpaHaX, yKasaHHbIX B npunoxeHun N 4 «k
HacTosLLen MeToamMKe, UCXOAS U3 CTOUMOCTM OLHOWN NekapCTBEHHON PopMbl.

19. CpepgHeB3BelleHHasi pakTuyeckass LieHa BBO3a Ha J1IeKApCTBEHHbLIM MNpenapart (ykasbiBaeTcs Mo
TOProBOMY HauMMEHOBAaHMIO, MEXAYHAPOAHOMY HEenaTeHTOBAHHOMY HauMMEHOBaHWUIO, 0O3VMPOBKE (KOHLEHTpauuu,
aKTMBHOCTM B eAuHuMuax [AencTBus), NeKkapcTBEHHOW OopMe, KONMMYeCTBY JIEKapCTBEHHbIX (OpM B
noTpebnTenbCKON ynakoBKe (KONMMYECTBY 03 B YNakoBKe, 0ObEMY) MHOCTPAHHOIO NPOU3BOAUTENS, BBE3EHHbIN 3a

roa Ha TeppuTopuio Poccuiickon ®enepauum, (pybnen) (ueHa cpe3Bnp BB, ) ONpeaenseTcs no opmyne:
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SUM (ueHa (hakTHUECKOro BBO3a X KOJIMYECTBO BB)
1IeHa CPB3BIIP BB, = :
KOJIMYECTBO 001IIee BB

roe:

LeHa ghakTU4ecKkoro Beo3a - paktnyeckas LeHa BBO3a OOHOW NOTPeOUTENbCKOW YNakoBKM JIEKapCTBEHHOIO
npenapaTa (yka3blBaeTcs No TOProBOMY HaUMEHOBaHWIO, MEXAYHAapOAHOMY HenaTeHTOBaHHOMY HavMEHOBaHWIO,
003MpoOBKe  (KOHUEHTpauuwW, akTMBHOCTM B eAuHMUax [OeNcTBusl), FeKapCTBEHHOW opme, KOnM4ecTBy
neKapcTBeHHbIX (opm B noTpebutenbckon ynakoBke (KONMMYEeCTBY [03 B yMakoBKe, OObEMY) WHOCTPAHHOrO
npoussogutens (pybnen);

KONMMYEeCTBO BB - KOJIMYECTBO YMAKOBOK JIEKApPCTBEHHOro mnpenapata MHOCTPAHHOrO npou3BoauTens
(ykasblBaeTcs NO TOProBOMY HavMEHOBaHWMIO, MEXAYHapOAHOMY HenaTeHTOBaHHOMY HauMeHOBaHMWIO, LO3UPOBKE
(KOHUEHTpaLUMK, akTUBHOCTU B eANHMLIAX OENCTBUSA), NEKAPCTBEHHOW (bopMe, KONUYECTBY NeKapCTBEHHbIX hOpM B
noTpebuTenbCKOM ynakoBKe (KONMYeCcTBY 03 B ynakoBke, 06beMy), BBE3EHHOIO MHOCTPAHHLIM NPOM3BOAUTENEM
(MmnopTepom) 3a rog No O4HOW LeHe (LWTYK);

KonmyecTtBo obuiee BB - 06llee KONMMYECTBO YMAKOBOK JIEKApCTBEHHOro npenaparta (ykasbiBaeTcsi Mo
TOProBOMY HaMMEHOBAHMWIO, MEXOYHApPOLHOMY HEnaTeHTOBAaHHOMY HauMEHOBaHWIO, A03UPOBKE (KOHLEeHTpauuwu,
aKTMBHOCTM B eAuHuuax [OelcTBusl), JeKapCTBEHHOW OpMe, KONMMYEeCTBY JIEKAPCTBEHHbIX (OopM B
noTpebnTEnNbCKON ynakoBke (KONMYECTBY [03 B ynakoBke, 06bemy), BBE3EHHOIO MHOCTPAHHBLIM MPON3BOAUTENEM
(vmnopTepom) 3a rog (wTyk). M3 obwiero konuyectBa WMCKMOYAKOTCA MOCTaBKW, OCYLLECTBIIEHHbIE B paMKax
pasnuyHbIX BWOOB YMaAHWUTApHOM MOMOLLW, W TMOCTaBKM fleKapCTBEHHbIX MpenapaTtoB B  paMkax
BGnaroTBOpUTENBHOCTH, a Takke NOCTaBKM NEKapCTBEHHbIX MpenapaTtoB C OCTaTOYHbIM CPOKOM rOAHOCTM MeHee 5
NMPOLEHTOB.

20. MNpwu pacyeTe npegenbHONM OTMYCKHOW LieHbl MHOCTPAHHOTO NPOM3BOAUTENSA Ha NeKapCTBEHHbIV npenapar
B paMKkax OOHOro pPerncTpauuoHHOro yOOCTOBEPEeHMs! NeKapCTBEHHOro npenaparta npu M3MeHeHWuM Konu4dectsa
neKapCTBEHHOro npenapaTta Bo BTOPUYHOWN (MOTpebuMTensCckon) ynakoBke He JOMyCKaeTCcs yBennYeHus CTOMMOCTH
OQHOW neKapCTBEHHOW (POPMbI, NPY 3ITOM HEOobXOAMMO Y4YMTbiBaTb MOMOXEHUS, YyKadaHHble B nyHkTe 18
HacTosien metoankn. O6ocHoBaHWEe NpeaenbHbIX OTMNYCKHbIX LIEH Ha NeKapCTBEHHbIE NpenapaThl, BKIOYEHHbIE B
nepeyvyeHb >KU3HEHHO HeobXOoOMMbBIX W BaXXHEWLWWX JeKapCTBEHHbIX MpenapaToB, MpeacTaBnsieMblX Ha
rocyfapCTBEHHYI0 pernctpauuto, npmegeHo B npunoxeHun N 3 K HacTosiLLen MeToauke.

21. [na BocnpousBedeHHbIX NeKapCcTBEHHbIX MNpernapaToB WHOCTPAHHOrO Mpou3BoAUTENd npeaenbHas
OTNYCKHas LeHa Ha neKkapCTBEHHLIN npenapart He MOXeT MpeBbllaTb YPOBEHb LEHbl, pacCYMTaHHOW B
cooTBeTCTBMU C NyHkTOM 16 lMpaswun.

22. [ns 6uoaHanoroBbix (6nonogobHbIX) neKapCTBEHHbIX NpenapaTtoB MHOCTPAHHOrO MNpou3BOAUTENS
npegenbHas OTNYyCKHas LeHa Ha nekapCTBEHHbIN npenapaTt He MOXeT NpeBbIaTh YPOBEHb LieHbl, PAaCCYUTaHHON B
cooTBeTCTBMU C NyHkTOM 17 lMpaswun.

23. lNpegenbHas OTMYCKHasA LeHa Ha JleKapCTBEHHbIA MpenapaT WHOCTPaHHOro Mpou3BoAUTENs Mpu ee
nepepermcTpaumm OnpeaensieTcs Ha OCHOBaHWM AaHHblX, NpuBedeHHbIX B npunoxeHun N 6 K HacTodwewn
MeToOuKe, W NOANEXMWT YBENMYEHWI0 Ha BENWYUHY, He MpeBbillalolWylo pasHUUbl MeXay MNpOorHosupyembimM
YPOBHEM MH(PNALUUN TeKyllero roga, YCTaHOBMNEHHbIM hbefeparnbHbiM 3aKOHOM O doefeparnbHoOM GrogkeTe Ha
COOTBETCTBYIOLMA (PUHAHCOBLIA FO4 W MNNAHOBLIA Nepuod, W pasHuUen, paccyNTaHHOM B MpoUeHTax oT
3aperncTpupoBaHHON LeHbl, MeXay 3aperMcTpupoBaHHOW MNpeaenbHON OTMYCKHOW LEeHOW npou3BoauTens Ha
nekapcTBEHHbIN npenapaTt U CpedHEeB3BELUeHHOW aKTUYeCKOW LEeHOW BBO3a flekapCTBEHHOro npenapara 3a
nepuoa, NCTEKLWNIA CO AHA rocyaapCTBEHHOW perncTpauun (nocnegHen nepepernctpauunmn) npeaenbHOM OTnyCKHOM
LeHbl, Npu cobniogeHnn cnegyroLmx yCrnoBui:

a) ecnu pocT Kypca HauuoHanbHOW BamnoTbl rocygapcTBa - NPOM3BOAUTENSA NEKapCTBEHHOro npenapaTta K
pybnio 3a nepmnof co AHSA rocygapCTBEHHOW permctpaumu (nocnegHen nepepernctpaummn) npeaenbHONn OTNyCKHON
LUeHbl Mpou3BOAUTENS Ha INeKapCTBEHHbI npenapaT A0 AaTbl NOoAavyM [OOKYMEHTOB Ha €€ O4YepedHylo
nepeperucTpaumio  npeBbIlaeT MPOrHO3UPYEMbIl  YPOBEHb WHMNAUMM  TeKywero roaa, YCTaHOBIEHHbIN
bepepanbHbIM 3aKOHOM O befiepanbHOM BHOKETE HA COOTBETCTBYHOLLMIA OMHAHCOBbLIV FOA Y NMNaHoBbIA Nepuog;

©0) ecnu cpepgHeB3BeLLeHHas hakTMYeckas LieHa BBO3a JIeKapCTBEHHOrO Npenapara 3a Nepuoi, UCTEKLWNIA Co
OHS rOCY0apCTBEHHOM peructpaumn (nocrneaHen nepeperncrpauum) npegernbHOM OTMYCKHOW LiEHbI, Obina Huke
3aperMcTpupoBaHHON Ha JTOT nNepuop UeHbl He 6Gonee 4Yem Ha MNPOrHO3Mpyembli YPOBEHb MHpNALUNK,
YCTaHOBMEHHbIA Ha Tekywuih rog deneparnbHbiM 3akOHOM O dedepanbHoM OloaxeTe Ha COOTBETCTBYHOLLUIA
(PMHAHCOBbLIN o4 1 NNaHOBbIN Nepuos;

B) ecnu npegenbHasa OTNyCKHas LeHa Ha fekapCTBEHHbIN npenapaTt MHOCTPaHHOro NpOoM3BOAMTENS Npu ee
nepepermctpaumm 6e3 yyeta pacxodoB, CBA3aHHbIX C TAMOXEHHbIM OOPMIIEHVMEM (TAMOXEHHOW MOLUMNHBLI W
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TaMOXeHHbIX COOpOB 3a TaMOXeHHoe OOpMIIEHUE), HE MpeBbllaeT pa3Mepa MUHUMAanbHOW OTMYCKHOW LiEHbI
npoussoautens (6e3 yyeta NpoM3BOACTBEHHbLIX MMNOLLAA0K, YYaCTBYHOLLMX B MpoLiecce Npou3BOACTBa) Ha Takou
neKkapcTBEHHbIN MpenapaT B CTpaHax, ykasaHHbiX B npunoxenun N 4 k HacTodwen meToauke, ucxoasa u3
CTOMMOCTW OAHOW NeKapCTBEHHON (hOPMBbI.

24. BenuumHa yBeNMYEHUS 3apermcTpMpoBaHHOM MpedenbHON OTMYCKHOM LeHbl Ha JleKapCTBEHHbIN

npenapaT MHOCTPaHHOTO NPOU3BOAMTENS MPU ee nepeperucTpaumn (npoueHTtoB) ( Y, ) onpepensieTcs no
dopmyne:

LICHA 3aper - IICHa CPB3B BB

VY = ypoBeHb uHdpusamuu % - x100%,
IIEHA 3aper
roe:
YPOBEHb MWHMMAAUMM - NPOTrHO3UPYEMBIA YPOBEHb WHAMAUMM, YCTAHOBIEHHBLIN Ha TEKyWWA rog
benepanbHbIM 3aKOHOM O doefepanbHOM OogKeTe Ha COOTBETCTBYIOLLMIA (DPUHAHCOBLIN FOA4 1 NITAHOBbLIN NEPUOS
(npoueHTOB);

LeHa 3aper - 3aperMctTpupoBaHHas npegenbHas OTNyCcKHas LieHa Ha feKkapCcTBEHHbIVM npenapart 3a nepuvoa,
NCTEKLLMI CO OHSA rocygapCTBEHHOW pernctpauuy (nocnegHen nepepeructpaumu) (pybnen);

LueHa cpB3B BB, - CpeaHeB3BellEHHaAsA (*)aKTVI‘-IeCKaH LeHa BBO3a Ha ﬂeKapCTBeHHbIVI npenapar

(ykasblBaeTcs N0 TOProBOMY HavMEHOBaHWIO, MeXAyHapOAHOMY HenaTeHTOBaHHOMY HauMeHOBaHMWIO, 4O3UPOBKE
(KkOHLEHTpaLumMKn, akTMBHOCTU B eAMHULAX OEeNCTBUSA), NeKapCTBEHHOW (bopme, KONMYECTBY NekapCTBEHHbIX (hopm B
noTpebuTenbCcKon ynakoBke (KONM4ecTBY A03 B yrnakoBke, 06beMy) MHOCTPAHHOrO NPOU3BOAMTENS, BBE3EHHbIV 3a
nepuoa, NCTEKLLUMI CO AHSA rocyAapCTBEHHOW peructpauum (mocrnegHen nepeperncTpaummn) ueHsl (pybnen).

Mpunoxexne N 1

K MeToguke pacyeTta
yCTaHaBnMBaeMbIX NPOM3BOAUTENSAMU
nekapCTBEHHbIX NpenapaTos
npeaenbHbIX OTMYCKHbIX LieH

Ha nekapcTBeHHble npenaparThbl,
BKITIOYEHHbIE B NMepeyeHb KU3HEHHO
HeoBXOAMMBIX N BaXKHEMLINX
neKapCcTBEHHbIX NpenapaTos,

npu NX rocygapcTBEeHHOWN
permcTpaumm u nepepeructpaumm

CBEIEHIA
06 obweMax M O LleHaxX OTIyCKa HaXOOAWMXCS
B oOpameHuy B Poccuyckol delepalluM JIEKAPCTBEHHHX IIpelapaToB
NIPOM3BONCTBA T'OCYIAapCTB - UWJEeHOB EBpPasmMMiCKOTIO
SKOHOMMYECKOTO CO03a

(HamMMeHOBaHUE OpI‘aHT/IBaLU/H/I—BaFIBMTeJ'IFI)

N HanmeHoBaHune JlekapcTtBeHH | Konnuect KonuyectBo CpefnHeB3BeLLEHH Ob6bem
n/n neKkapCTBEHHOMO as opma, BO B OTNYLLEHHOro as dhakTMyeckas | peanusauuu
npenapaTta [03MpoBKa | NOTPeGUT | NeKkapCTBEHHOro LeHa oTnycka nekapcTBeHH
nnu €NbCKOoW npenaparta nekapCTBEHHOro oro
MexayHap | Toproesoe
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depepa...

OfHOE | HAMMEHO | KOHLEHTpaUW | ynakoBke | ThbiC. ThIC. npenapaTta 3a npenaparta
HenaTeHT | BaHue s, 00beM, WTYK | pybnen | noTpedunTenbCcKyto (TbIC.
OBaHHoEe aKTMBHOCTb B ynakoBky (6e3 pybnewn)
HauMeHoB eanHnuax HOC) (oTtyeT)

aHune AencTeuns (pybnen)
1 2 3 4 5 6 7 8 9
PykoBommuTesib

OpPTraHMn3alnun-—3aaBUTEIIA

(nmopmnmce) (b.1.0.) (Tenedon, aznpec
BJIEKTPOHHOY [OUTH)

VICTIOJIHUTEJIb

(mopmmmcso) (b.m.0.) (TennedoH, anmpec
BJIEKTPOHHOM [OYUTH)

MpumeyaHue. [JononHUTENbLHO B 3MEKTPOHHONM hopMe NpeacTaBnsoTcs AaHHble 06 obbemMax peanusaumm
NeKkapcTBEHHbIX NpenapaToB Mo BCeM (haKTUYeCKMM OTMYCKHbIM LieHaM 3a NpeAlecTBYOLWWUIA o ¢ ykazaHueM
CpoKa rogHOCTV NEeKapCTBEHHbIX NpenapaTos.

Mpunoxexune N 2

K MeToauke pacyeTta
yCTaHaBnvMBaeMbIX NPOU3BoANTENAMU
nekapcTBeHHbIX NpenapaTos
npefenbHbIX OTNYCKHbIX LieH

Ha nekapCTBEHHbIe npenaparsl,
BKITIOYEHHbIE B NEPeYEeHb XU3HEHHO
HeoBXOAMMBIX N BaXKHEMLLNX
nekapcTBeHHbIX rnpenaparos,

npw NX rocyaapcTBeHHOM
perncrpauuu 1 nepeperucrpaumm
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PACUET
NpenesyibHEX OTIIYCKHEIX IIeH Ha JIEKAPCTBEHHBEE MNpenapaTs
NPOM3BOJICTBA TOCYHAPCTB — UYJIEHOB EBPa3MMUCKOTO SKOHOMMYECKOTO COK3a,

InpencTaBJjIdeMBIX Ha TI'OCYHOAapCTBEHHYID permcTpallio

(HaMMeHOBaHME OpTraHM3aAlLUM-—3aSIBUTEIII)

N HaunmeHoBaHne | Jlekapctee | Konvyect Mpsmble pacxogpl O6Lenpon3BoACTBEHHbIE pacxodbl <**> ObwexosancteeHHble | NporHo | PeHTab
n/n | nekapcTBeHHOro HHasa BO B pacxofpbl <**> 3Hasd | enlbHOC
npenapara dopma, |noTpedbute npuobI b
003MpoBKa | NbCKOW nb
MexayHap | Topro unu yrnakoBKke | MaTepu | cbipbe | 3apabo | 3apaboTHas | 3NeKTPO3H | aMopTuU3aLl | Npouune | paspa | peanu | npo4ne
ofiHoe BO€ | KOHLEHTpa anobl THas nnara eprus, ma <> | QoTKa | 3aums | <FrR>
HenaTeHTo | Hanme ums, nnarta | obwenpons | TennocHab | OCHOBHbIX
BaHHOe |HOBaH | o06bewm, <*> | BOACTBEHHO | XeHue, CpeacTs,
HanmMeHoB ne | aKTMBHOCT rou BogocHab | ucnonbaye
aHue bB BCriomorarte | XeHuve u MbIX Ansi
eanHnuax nbHOro TONNUBO | NPOM3BOAC
nencTeusi nepcoHana TBa
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
PykoBomouTesib
OpPraHMn3aumMmn-—3aaBUTETIA
(mommnmce) (b.m.0.) (Tenedbon, aznpec
BJIEKTPOHHOM I1OUTEH)
M.II.
VlcrnoJIHUTEe b
(mommnmce) (b.m.0.) (TenedboH, anpec
BJIEKTPOHHOM I1OUTEH)
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<*> HaknagHble pacxofbl.

<**> BapaboTHasi nnata pabOTHWMKOB, 3aHATbIX Ha MNPOM3BOACTBE (HEMOCPEACTBEHHO) KOHKPETHOrO FEKapCTBEHHOrO npenapaTta, BXOOALWEro B

nepe4vyeHb XXN3HeHHO HeobX0aMMbIX N BaXKHEMLLNX NeKapCTBEHHbIX NpenapaToB.

<***> OTHOCATCA Ha 00Lenpon3BoACTBEHHbIE U OOLLEXO3ANCTBEHHbIE pacxodbl B COOTBETCTBUM C [lnaHom c4yeToB OyxranTtepckoro ydeta
(PUHAHCOBO-XO3MCTBEHHOW OEATENbHOCTM OpraHvM3auvMi U WHCTPYKUMEW MO ero MNpYMEHEHMUI0, YTBEPXAEHHbIMU npukadoM MuHucTepctBa UHAHCOB

Poccuiickon ®epepauum ot 31 oktabpst 2000 r. N 94H.

OBOCHOBAHIUE
IIpeneJyiIbHBEIX OTIIYCKHEBIX ILI€eH Ha JIeKapCTBEeHHbIe IIpellapaTbl, BKJIIOWEeHHEBIEe
B IepedYeHb XM3HEHHO HeOOXOOVMBIX M BaXXHEMIMX JIEKapCTBEHHEBIX
nperapaTop, IpencTabBJISEMBIX Ha T'OCYIODAPCTBEHHYI pPermcTpalMio

(HamMMeHOBaHUE OpI‘aHM?;aL[MM—BaHBMTeJ'[H)

Mpunoxexne N 3

K MeToauke pacyeTa
yCTaHaBNMBaeMbIX NPOU3BOAUTENAMM
nekapcTBEHHbIX NpenapaToB
npeaenbHbIX OTNYCKHbIX LieH

Ha NnekapcTBEHHbIEe NpenapaTbl,
BKITHOYEHHbIE B NepeYeHb XU3HEHHO
HEeOOXOAMMbIX N BaXKHENLLMX
nekapCTBEHHbIX Npenaparos,

NpW UX rocygapcTBEHHON
pervctpaumm n nepepermcrpaumm

KoHcynbTaHTntoc www.consultant.ru

HageXHasa npaBoBas noaaepXxka
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MocTtaHoeneHue MpaBuTtensctea PP ot 15.09.2015 N 979

"O BHECEeHWUN n3MeHeHu B noctaHoBneHue Npaeutensctea Poccuiickomn AokymeHT npeaocTaener Koxcynetantinioc

Hata coxpaHeHus: 13.10.2015

depepa...
N HavmeHoBaHue JlexapcTtBeH | Konunuect | TMpoekT 3apeructpupoBaHHas npegenbHas
n/n nekapcTBEHHOro Hasa cdopma, BO B OTMNYCKHOW OTNyCKHas LieHa Ha pedepeHTHbIN
npenaparta [o3upoBKa | NoTpedbuTt | ueHbl 6e3 (aHanornyHeIN) NekapcTBeHHbIN
mnm enbCcKom HOC npenapat (No MexayHapoaAHOMY
KOHUeEeHTpay | ynakoBske | (pybnen) HenaTteHToBaHHOMY HauMEHOBaHMIO,
ns, obbem, (cTOMMOCT | O3MPOBKE UMK KOHLIEHTpaLMK, 06bemy,
aKTUBHOCTb b OAHOM | aKTUBHOCTM B eAuHULUax gerncteusa nnbo
B eAnHMLax nekapcTs KONMYecTBY 03 B YNakoBKe,
aencrems €HHOM rnekapcTBeHHOM oopme (CTOMMOCTb
dopmbl) O[HOW NneKapCTBEHHON hopMbl)
MeXAyHa | ToproBoe HanMeHOBaH MakcumMarnbHas
pogHoe | HaMMeHo ne 3aperncTpupoBaHHas
HenaTeHT | BaHue NeKapcTBEHH | NpefenbHasa OTnyckHas
OBaHHOE oro LeHa nexogs us
HanmeHoB npenapara, CTOMMOCTU OZHOM
aHue npovssBoauTe | nekapcTBEHHON (hopMbl
nb (pybnen)
1 2 3 4 5 6 7 8
PykoronouTesb

OPTaHMN3alV—3aABUTEIIA

(mopmmmcso) (b.m.0.) (TennedoH, anmpec
BIJIEKTPOHHOM I1OUTEH)

VICTIOJIHUTEJIb

(mommnmce) (b.m.0.) (Tenedon, anmpec
DIJIEKTPOHHOM I1OUTEH)

Mpunoxexne N 4

K MeToauke pacyeTa
yCTaHaBnMBaeMbIX NPOU3BOAUTENSAMU
nekapcTBeHHbIX NpenapaTos
npefenbHbIX OTNYCKHbIX LEeH

Ha nekapCTBEHHbIE Npenaparbl,
BKITHOYEHHbIE B NEPEeYEHb XU3HEHHO
HeOoOXOAMMBIX U BaXKHENLLUNX
nekapcTBeHHbIX Npenaparos,

npw NX rocyfapcTBeHHOM
permcTpaumm u nepeperncrpaumm

MEPEYEHb
CTPAH, B OTHOWEHNWN KOTOPLIX NMPEOCTABITAETCA NHOOPMALINA
OB YPOBHE MUHNMANBHbLIX OTIYCKHbLIX LIEH

KoHncynbtantlnioc www.consultant.ru

HagexXHas npaBoBas nogaepxka
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MocTtaHoeneHue MpaBuTtensctea PP ot 15.09.2015 N 979
"O BHECEeHWUN n3MeHeHu B noctaHoBneHue Npaeutensctea Poccuiickomn

[okymeHT npegoctasneH KoHcynbTaHTlnoc

Hata coxpaHeHus: 13.10.2015

HagexXHas npaBoBas nogaepxka

depepa...
HA JIEKAPCTBEHHBIE MPEMAPATHI
1. BeHrpusa
2. 'peveckasn Pecnybnuka
3. NpnaHngusa
4. NTanbsiHckasn Pecnybnvka
5. KoponescTteo benbrus
6. Koponesctso [aHus
7. KoponescTtBo VcnaHus
8. Koponescteo Hugepnangos
9. MNoptyranbckas Pecnybnuka
10. Pecnybnuka Benopyccus
11. Pecnybnuka Bonrapus
12. Pecnybnuka KasaxctaH
13. Pecnybnuka NMonbwa
14. Pecnybnuka XopsaTtus
15. PymblHNA
16. Cnoaukas Pecnybnuka
17. Typeukas Pecnybnuka
18. YkpavHa
19. dpaHuysckas Pecnybnuka
20. Yewckaa Pecnybnuka
21. CtpaHa npoussogutens
MpunoxexHne N 5
K MeToauke pacyeTta
yCTaHaBnMBaeMbIX Npou3BoaMTENAMU
nekapcTBeHHbIX NpenapaToB
npeaenbHbIX OTNYCKHbIX LieH
Ha NeKkapCTBEHHbIe npenaparbl,
BKIMOYEHHbIE B NEPEeYEHb XXU3HEHHO
HeO6X0OUMbIX U BaXKHEMLLNX
nekapcTBEHHbIX NpenapaTtos,
npw NX rocyfapcTBeHHOM
perncrpaumm n nepepermcrpaumm
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MocTtaHoeneHue MpaButensctBa PP ot 15.09.2015 N 979
"O BHeceHun nameHeHu B noctaHoenexue MNpaeutensctea Poccuiickon ®eaepa...

[okymeHT npepoctasneH KoHcynbTaHTlnoc

Hata coxpaHeHus: 13.10.2015

PACYET

IIpeneJyIbHEIX OTIIYCKHEIX ILI€H Ha JIeKapCTBEHHEE IIpeliapaThl

(HaMMeHOBaHME OpTraHM3aAlLUM-—3aSIBUTEIII)

NPOM3BOJICTBA TOCYHAPCTB — UYJIEHOB EBPa3MMUCKOTO SKOHOMMYECKOTO COK3a,
NpencTaBJIgeMBlx Ha TOCYINAapCTBEHHYK IepeperrcTpaluio

N HanmeHoBaHue Mpsimble pacxoabl O6Lenpon3BoACTBEHHbIE pacxodpl <*> OTnyckHas ueHa 3a
n/n nekapcTBeHHOro noTpebunTenbCKyHO
npenapara ynakoBky (6e3 HOC)
(pybnen)
MexayHap | ToproBoe mMartepuanbl cblpbe 3MEKTPO3HEPrns, amopTusaums
ogHoe HanMeHOB TennocHabxeHue, OCHOBHbIX CPeAcCTB,
HenaTeHTo aHune BoaocHabxeHune n ncnonb3yemblx A5is
BaHHOE TONMNBO npoussoacTea
HauMeHoB
aHue dakT | NnaH | NPouUeHT | dakT | NnaH | NPoUeHT | dakT | NnaH | NPoUeHT | pakT | nnaH | NPOLEHT | akT | NfaH | NPoueHT
yBenuye yBenuyeH yBenuye yBenuye yBenuye
HuA nsi HuA HuA HuA
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18
PyxkoBomuTesb
OpI‘aHMBaLU/H/I—SaF{BMTeJ'[F{
(mommnmce) (b.m.0.) (Tenedon, aznmpec
BJIEKTPOHHOVM I[1OYUTH)
M.II.
VICTIOJIHUTEJIb
(mnopmnmuce) (b.n.0.) (Tenedbon, aznpec
BJIEKTPOHHOM I1OUTEH)
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MocTtaHoeneHue MpaButensctBa PP ot 15.09.2015 N 979
"O BHeceHun nameHeHu B noctaHoenexue Npaeutensctea Poccuiickon ®eaepa..

[okymeHT npepoctasneH KoHcynbTaHTlnoc
Hata coxpaHeHus: 13.10.2015

<*> HaknagHble pacxofbl.

MHOCTPAaHHOIT'O INIpOM3BOIOCTBA,

CBEJIEHVA
06 obmweMax M O lLeHax BBO3a JIEKAPCTBEHHHIX NpenapaTob

HaxoOAUMXCS B OOpalleHMM Ha TEeppUTOpMUM

Poccurickon demepauun

(HaMMeHOBaHME OpTraHM3aAlLUM-3aIBUTENIA)

MpunoxeHue N 6

K METOOUKe pacyeTa
yCTaHaBnMBaeMbIX NPOM3BOANUTENAMMU
nekapCTBEHHbIX NpenapaToB
npefernbHbIX OTMYCKHbIX LIEH

Ha neKapCcTBEHHbIE Npenaparbl,
BKITOYEHHbIE B MEpPeYEHb KN3HEHHO
HEoDXOAMMbIX U BaXXKHENLLNX
neKkapcTBEHHbIX NpenapaTtos,

Npn UX rocygapCcTBeHHON
perncTpaumm n nepeperncrTpaumm

N HanmeHoBaHue Homep HaTta Cepus | Konnye | Homep [aTta BBosHas | TamoxeH
n/n nekapCcTBEHHOTrO rpy30BOW | rpy30BOW CTBO | Jeknapa | geknapa ueHa Has
npenapaTta TaMOXEHH | TAMOXEHH yrnakoB Lmn uum OofHOM noLunmHa
on on OK nortpedute "
MexXayHap | ToproBoe | geknapal, | geknapay, NbCKOMW TamoXeH
OfHOEe | HaUMeHOB um un YMaKkoBKM Hoe
HenaTeHTo aHue (6e3 HOC) | odopmne
BaHHOe (pybnen) Hune
HanMeHoB (pybnen)
aHue
1 2 3 4 5 6 7 8 9 10 11
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MocraHoBnexue Mpasutensctea P® ot 15.09.2015 N 979 [okymeHT npepoctasneH KoHcynbTaHTlnoc
"O BHeceHun nameHeHu B noctaHoenexue MNpaeutensctea Poccuiickon ®eaepa... Oata coxpaHeHusi: 13.10.2015

PykoBomouTesb
OpraHM3alUM-3aaBUTEIII

(mommnmuce) (b.n.0.) (Tenedbon, aznpec
BJIEKTPOHHOM I1OUTEH)

VICTIOJIHUTEJIb

(nmopmnmce) (b..0.) (Tenedon, aznmpec
BJIEKTPOHHOM I1OUTEH)

HpmmeanMe. [ononHutensHo B SﬂeKTpOHHOﬁ (bopme npeacrtaBnArTCA AOaHHbIe 06 obbemax BBO3a JIEKapCTBEHHbIX NpenapaTtoB MO BCEM
(baKTI/I‘-IeCKI/IM LeHaM 3a I'Ipe,EI,LIJeCTByIOLLI,I/IVI rog C ykasaHmem cpoka roaoHoCTu nekapCTBEeHHbIX npenapaTtos.

Mpunoxexne N 7

K MeToauKe pacyeTa
ycTaHaBnvBaeMblX NPOU3BOAUTENAMMN
nekapcTBeHHbIX NpenapaToB
npeaernbHbIX OTMYCKHbIX LIEH

Ha nekapcTBeHHble npenapaTbl,
BKITIOYEHHbIE B NepeYeHb XXU3HEHHO
HEeOOXOAMMbIX 1 BaXKHEMNLLMX
nekapcTBeHHbIX NpenapaTos,

npu UX rocynapcTBeHHOM
pervctpaumm n nepepermcrpaumm

PACUET
npenejibHEIX OTIIYCKHEIX LIeH Ha JIEKAPCTBEHHBE [NpenapaTs MHOCTPAaHHOTO
IPOM3BONCTRBA, MNPEICTAaBJISEMHX Ha I'OCYHAapCTBEHHYI PEIMCTPAaLMIO
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MocTtaHoeneHue MpaButensctBa PP ot 15.09.2015 N 979

[okymeHT npepoctasneH KoHcynbTaHTlnoc
"O BHeceHun nameHeHu B noctaHoenexue Npaeutensctea Poccuiickon ®eaepa..

Hata coxpaHeHus: 13.10.2015

(HaMMeHOBaHME OpTraHM3aAlLUM-—3aIBUTEIIT)

N HanmeHoBaHune JlekapctB | Konnye | Kog TH | MuHumanbHas oTnyckHas LieHa [MpoekT OewncTeytowwas Co6opbl 3a MpoekT
n/n nekapcTBeHHOro eHHasi CTBO B B34 npoussoauTens Ha OTMYCKHOWN cTaBka TaMOXEHHO | OTNYCKHON
npenapara dopma, | notpeb | EAIC neKkapCcTBEHHbIV Npenapart B LEeHbI TaMOXEHHOM e LeHbI C
O03UNPOBK | UTenbC CcTpaHe npoussBoauTensa n B "nocraeka NOLUSIMHBI OHOPMIIEH | Yy4eTOM
aumm KoW OPYrMX CTpaHax B COOTBETCTBUM | 6e3 onnathbl ne TaMOXeHH
KOHLIEHTP | ynaKoBK ¢ npunoxeHnem N 4 K MeToamke | NOLSINHLI" (pybnen) bIX
auus, e pacyeTa ycTaHaBnMBaeMbIX (pybnen) pacxofos
obbem, npoun3BoOaMTENAMMN 6e3 HOC
aKTUBHOCT neKkapCcTBEHHbIX NpenapaTosB (pybnen)
bB npeaenbHbIX OTNYCKHbIX LIEH Ha
eouHuuax nekapcTBeHHbIE NpenapaTbl,
aencTeus BKIMIOYEHHbIE B NepeyeHb
XXU3HEHHO HEOBXOAMMBIX U
BaXKHEMNLINX NeKapCTBEHHbIX
npenapaTos, Npu nx
rocyaapCTBEHHOW perucrpaumm
W nepeperucTpauyumn <*>
MeXayHap | TOproeo HanMeHoBaHue LeHa npoue ueHa
oaHoe e CTpaHbl (pybnen) HTOB | (pybnewn)
HenaTeHTo | HauMeH
BaHHOe | OBaHwue
HanmeHoBa
Hue
1 2 3 4 5 6 7 8 9 10 11 12 13
PyxkoBomuTesb
OpPTraHMN3aln—3aaABUTEIIA
(mommnmce) (b.m.0.) (Tenedon, aznmpec

BJIEKTPOHHOM I1OUTEH)

KoHncynbTtaHTllntoc

www.consultant.ru
HageXHas npaBoBas nogaepXxka
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MocraHoBnexue Mpasutensctea P® ot 15.09.2015 N 979 [okymeHT npepoctasneH KoHcynbTaHTlnoc
"O BHeceHun nameHeHu B noctaHoenexue MNpaeutensctea Poccuiickon ®eaepa... Oata coxpaHeHusi: 13.10.2015

VICTIOJIHUTeJIb

(nmopmnmuce) (b.n.0.) (Tenedbon, aznmpec
BJIEKTPOHHOM I1OUTEH)

<*> [lononHUTENbHO NpeAcTaBnsalTCa cBefeHus (No BbIOOpY AepxaTens wunu Bnagenbla PerncTpaumMoHHOro yooOCTOBEPEHMSI NEKapCTBEHHOro
npenapaTta) 0 NpeAcTaBneHHON MUHMMAarnbHON OTMYCKHOW LieHe NPOM3BOAMTENS HA NeKapCTBEHHbIN Npenapar B CTpaHe Npou3BOAUTENS U B APYTUX CTpaHax
B COOTBETCTBUM C HACTOSLLMM MPUNOXEHNEM (Ha DymaKHOM HOcUTerne C 3aBEepeHHbIM B YCTAHOBMEHHOM 3akoHogaTenbcTBoM Poccuiickon depepauun
nopsiike NepeBofAOM Ha PYCCKUIA A3bIK).

MpumeyaHue. B crniyyae ecnu UeHbl B OTAENbHBIX CTpaHax OnpedensiioTcsl Ha OCHOBE MEeXroCydapCTBEHHbIX COrfalleHuid No Bonpocam MOoCTaBKu
neKkapcTBEHHOro npenapara, B rpadye 8 HacTOSILLEro NPUoXeHUs HE06XOAMMO yKa3aTb 0COGEHHOCTU hOPMMPOBaHMS 3TUX LieH. [pn 9TOM He y4uTbiBalOTCS
LieHbl Ha NeKkapCcTBeHHble NpenapaTbl, NOCTaBNseMble 3a CYET MeXAYHapOAHbIX (PUHAHCOBLIX opraHnsaumin (oHaoB) No pelueHUo BcemnpHoii opraHusaumm
30paBOOXpPaHEHUS.
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