[lokyMeHT npeaocTaBneH KoHcynbTaHTINoc

NPABUTE/IbCTBO POCCUMCKOMN ®EAEPALIUMA

NOCTAHOBJIEHUE
oT 8 oKTA6pA 2018 r. N 1207

O BHECEHUW U3MEHEHUI
B MOCTAHOB/IEHUA NPABUTE/IbCTBA POCCUMCKOMN ®EAEPALIUMA
OT 29 OKTABPA 2010 T'. N 865 U OT 15 CEHTABPA 2015 T. N 979

MpaButenbcTBo Poccuitckon ®eaepaumm NocTaHOBASET:

1. YTBepauTb nNpunaraemble U3MEHEHWUA, KOTopble BHOCATCA B MOCTaHoB/eHMe [paBuTenbCcTBa
Poccuitckoit ®egepaumm o1 29 oktabpa 2010 r. N 865 "O rocyaapCTBEHHOM peryinMpoBaHUM LeH Ha
NIeKapCTBEHHbIE MpenapaTbl, BKAKOYEHHble B MNEpPeYeHb MKU3HEHHO HEeOBXOAMMbBIX WM BAXKHEMLIMX
NleKapcTBeHHbIX npenapaTos” (CobpaHue 3akoHoaaTenbcTBa Poccuiickon depepaumm, 2010, N 45, cT.
5851; 2011, N 50, cT. 7390; 2012, N 37, cT. 5002; 2015, N 37, c1. 5153; N 38, 1. 5302) 1 noctaHoBNEHUE
MpaBuTenbctBa Poccuinckont ®epepaumm ot 15 ceHTabpa 2015 r. N 979 "O BHeceEHUN U3MEHEHMUI B
noctaHosneHue MpasutenbcTsa Poccuiickon Pegepaumm ot 29 okTabpa 2010 r. N 865 1 06 yTBEpPKAEHUM
METOAMKM pacyeTa yCTaHaB/MBAEMbIX MPOM3BOAMTENAMMU JIEKAPCTBEHHbIX MPENapaToB MNpeaesbHbIX
OTMYCKHbIX LEH HA JIeKAapPCTBEHHbIE NPenapaTbl, BKAOYEHHbIE B NMEPEYEHb KU3HEHHO HEOOXOAMMbBIX U
BaYKHEMLLUMX SIEKaPCTBEHHbIX NPenapaTos, NPU UX roCySapPCTBEHHOW perncrpauum u nepeperncrpaumm’
(CobpaHue 3akoHoaaTenbcTsa Poccuitckoit depepaumum, 2015, N 38, ct. 5302).

2. HacTosllee nocTaHOBAEHME BCTYNAET B CUIY CO AHA ero oduLManbHOro onybaMKoBaHuA.

MNpeacenatens MNpasutenbcTBa
Poccuiickoit Pepepaumm
O.MEABEAEB

YTBepKaeHbl

noctaHoBneHnem MpaBuTenbCTBa
Poccuitckoit ®epepaumm

oT 8 oKkTAbps 2018 r. N 1207

U3MEHEHMUA,
KOTOPbIE BHOCATCA B NOCTAHOB/IEHUA NPABUTE/IbCTBA
POCCUIACKON GEOEPALMMN OT 29 OKTABPA 2010 T. N 865
U OT 15 CEHTABPA 2015 . N 979

1. B noctaHoBneHun Mpasutenoctea Poccuitckoit ®epepaumm ot 29 oktabpa 2010 r. N 865 "O
rocyfapCTBEHHOM pEery/JiMpoBaHMM LEH Ha JIeKapCTBEHHble MpPenapaThbl, BK/IOYEHHblE B NepeyeHb
U3HEHHO HEOBXOANMbIX U BarKHEWLIMX IeKapCTBEHHbIX NpenapaTos':

a) NYHKT 5 U3N10XKWTb B Cieaytolein peaakumm:

"5. MuHKUCTepcTBY 34paBooxpaHeHmsa Poccuiickoin ®eaepaunmn n deaepanbHoi aHTUMOHOMO/IbHOM
cny»6e AaBaTb NPy HEOBXOAMMOCTU Pa3bACHEHUA MO NPUMEHEHUIO NPaBUJ, YTBEPKAEHHbIX HACTOALWMUM
noctaHoB/eHuem.";
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6) [MpaBuna rocyZapCTBEHHOW  perucTpauMuM W NepeperucTpauuu  ycTaHaB/MBaEMbIX
NPOM3BOAUTENAMMN NEKAPCTBEHHbIX MPEnapaToB NpeAesibHbIX OTNYCKHbIX LEH Ha JIeKapCTBEHHble
npenapaTtbl, BKAIOYEHHblE B MNeEpPeyYeHb KM3HEHHO HEOOXOAMMbBIX W BaXKHEMLLMX JleKapCTBEHHbIX
npenapaTtos, yTBePKAEHHbIE YKa3aHHbIM NOCTaHOBNEHMEM, U3/I0XKUTb B CNeAyIOLLEN pedaKkumm:

"YTBEpPKAEHDI

noctaHosneHnem MpaBuTenbCcTBa
Poccuintckoit egepaumm

oT 29 okTabps 2010 r. N 865

(B pegakummn NocTaHoBAEHMSA
MpasutenbctBa Poccuiickoin Pepepaumm
oT 8 oKTAbpa 2018 r. N 1207)

MPABUNA
rOCYOAPCTBEHHOW PETUCTPALMW U MEPEPETMCTPALLINN
YCTAHAB/IMIBAEMbIX NMPOU3BOAUTENAMW NEKAPCTBEHHbIX NMPEMNAPATOB
MPEAENBHBIX OTMNYCKHbIX LEH HA TEKAPCTBEHHbIE MPEMAPATHI,
BK/TKOYEHHbIE B NEPEYEHb }KUSHEHHO HEOBXOAUMbIX
N BAXHEWLLIWX NEKAPCTBEHHbIX MPEMNAPATOB

1. Hactoswwme MNpaBuna ycTaHaBAMBAIOT NOPALOK OCYLLECTB/IEHNA rOCYAapPCTBEHHON perncTpaumm
N nepeperucTpauuu ycTaHaB/MBAEMbIX MPOU3BOAUTENAMM SIEKAPCTBEHHbIX MPEenapaToB nNpeaenbHbIX
OTNYCKHbIX LLEH Ha /IeKapCcTBEHHbIE NPenapaTbl, BKAOYEHHbIE B NepeyeHb *KMU3HEHHO HEeOBXoAMMBbIX U
BaKHEMLMX NEKAPCTBEHHbIX NPENapaToB, €XerogHo yTBeprKaaemblit [paBuTenbcTBom PoccuiicKkoi
denepaunn (aanee - NeKapcTBEHHbIE Npenapartbl).

2. TocygapcTBeHHasa peructpauma W nepepermctpaums  npedesbHbiX  OTMYCKHbIX — LeH
npouv3BoAuUTENIei IeKapCTBEHHbIX NPENapaToB Ha IeKapCcTBEHHbIE MpenapaThl OCyLLEecTBAAOTCA B pybasx.

3. MuHucTepcTBO 3ApaBooxpaHeHus Poccuitckont Pepepaumm  OCyLLECTBAAET Perncrpaumio
npeaenbHOM OTNYCKHOW LEeHbl NPOU3BOAUTENA Ha JIEKAPCTBEHHbLIA MpenapaT, ee nepeperncTpaumio,
BHECEHME YKa3aHHOW 3aperncTpupoBaHHON (NepeperncTpupoBaHHO) NpeaebHON OTNYCKHOW LIEHbI B
rocyfapCTBEHHbIM peecTp npeaenbHbIX OTAYCKHbIX LEeH NpoM3BOAUTE el Ha IeKapCTBEHHbIE NPenaparThl,
BK/IIOYEHHbIE B NEpPeYeHb }KU3HEHHO HEOBXOAMMbIX U BarKHEMLLMX IeKapCTBEHHbIX NpenapaToBs (aanee -
rocy4apcTBEHHbIA peecTp), Bblaadyy AepKaTento WauM BRafenbly PerucTpalMOHHOro yAoCTOBEpeHUA
JIeKapCTBEHHOro npenapaTta (YNo/JIHOMOYEHHOMY WM nMUy) BbINMUCKU U3 MpuKasa MwuHUCTepcTBa
34paBooxpaHeHMa Poccuiickoit depepaumm 0 rocyAapCTBEHHOM pernctpaummn (nepeperucrpaumm)
npeaenbHOM OTNYCKHOM LIeHbl NPOM3BOAUTENA HA NIEKAaPCTBEHHbIN Npenapar.

4, depnepanbHas aHTUMOHOMNObHAA CAYyXKDa OCyLECTBAAET S3KOHOMUYECKMI aHaNM3 npeaenbHoin
OTNYCKHOW LieHbl MPOU3BOAUTENA HA JIEKAPCTBEHHbIN NpenapaT Npu ee rocyaapCTBEHHOW perncrpaumm
(nepepeructpaunn).

5. [na rocypapcTBeHHOW peructpaumu (nepepeructpaumu) npesenbHoi OTMYCKHOM LeHbl
NPOW3BOAMTENA HA JIEKApCTBEHHbI npenapaT B MUHUCTEPCTBO 34paBoOOXpaHeHns Poccuiickoi
depepaunn pepwatenem WAW BA3AeNbLEM PEruCTPaLMOHHOIO YAOCTOBEPEHWUA JIeKapCTBEHHOTO
npenapaTa (YyNnoJHOMOYEHHbIM UM IMLLOM) NPEACTABAAIOTCA Cnefyolme JOKYMEHTbI (B 2 3K3emnasapax
Ha 6yMaKHOM HOCUTENE U B S/IEKTPOHHOM BUAE):

a) 3asABAeHME O TOCYAapCTBEHHOW perncTpauMuM ycTaHaB/AMBaeMblX MPOM3BOAUTENAMM
NeKapcTBEHHbIX NPenapaToB nNpeaenbHbIX OTNYCKHbIX LLeH Ha IeKapCTBEHHbIe Npenapathl, BKAOYEHHbIE
B NepeyeHb KM3HEHHO HEOBXOAMMbBIX M BayKHEMLIMX IeKapCTBEHHbIX NpenapaTos, No ¢opme CornacHo
npunokeHnto N 1 (manee - 3asBNeHMEe O TOCYAApPCTBEHHOW pernctpauumM) MAM 3assBiaeHue o
nepeperucTpauMm YycTaHaBAMBaeMblX NPOU3BOAUTENAMM JNIEKAPCTBEHHbLIX MpenapatoB npeaesbHbIX
OTNYCKHbIX LLeH Ha /ieKapcTBEHHbIe NpenapaTbl, BKAOYEHHblE B NepeyeHb KU3HEHHO HeobXoaAMMbIX U
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BAKHEMLIMX JIEKAPCTBEHHBIX NpenapaTos, No popme coriacHo npunoxkeHunto N 2 (oanee - 3asBneHve o
nepeperucTpaLmm);

6) cBegeHMA O NNLLEH3UM Ha NPOM3BO/ACTBO IEKAPCTBEHHbIX CPEACTB;
B) CBeAEHUA 0 PerncTpaLMoHHOM YA0CTOBEPEHUN IeKapCTBEHHOrO Npenapara;

r) OOKYMEHTbI, NpeacTaB/ifgemMble C yYyeTom TpeboBaHWM MEeTOAMKM pacyeTa YCTaHaB/MBAEMbIX
NPOM3BOAUTENAMWU JIEKAPCTBEHHbIX MPEnapaTtoB MNpeAesibHbIX OTMYCKHbIX LEeH Ha J1IeKapCTBEHHble
npenapatbl, BK/IOYEHHble B MepeyeHb YKU3HEHHO HEeobXOAMMbBIX W BaXKHEWLMX JIeKapCTBEHHbIX
npenapaTtoB, NpPWM WX TOCYAAPCTBEHHOW perucTpauum W nepeperncrpaumun, YTBEP:KAEHHOM
noctaHosneHnem lMpasuTtenbctsa Poccuiickon Pepepaunm ot 15 ceHTabpa 2015 r. N 979 "O BHeceHuu
M3MeHeHMN B NocTaHoBAeHMe MpaButenbcTBa Poccnitickoit egepaumm ot 29 oktsbpa 2010 r. N 865 1 06
YTBEPXKAEHUN METOAMKM pacyeTa yCTaHaB/MBAEMbIX NPOU3BOAMTENSAMMU JIEKAPCTBEHHbIX MpenapaTos
npefenbHbIX OTMYCKHbIX LEH Ha JIeKapCTBEHHble MpenapaTtbl, BK/AOYEHHbIE B MepeyvyeHb XKU3HEHHO
HEeOBXOAMMbIX M Ba)KHEMLUMX JIEKApPCTBEHHbIX MPENapaToB, NPU WX FrOCyAapPCTBEHHOW pernctpauum u
nepeperucrpaymm” (ganee - MetToamKka), BKAoYatowme B cebs:

cBeAeHus 06 ob6bemax M LieHax OTNycKa Haxoaalleroca B obpalleHnn Ha TeppuTopun Poccuitckoi
denepaunn NeKkapcTBEHHOro npenapata Mpou3BoAUTENe rocydapcTs - 4neHoB EBpasmiickoro
SKOHOMMYECKOTO COH3a U MHOCTPaHHbIX NPOU3BOANTESNEN, OCYLLECTBAAIOLLMX B TOM YMC/Ie MEPBUYHYIO U
(nnn) BTOpUUHYIO YNaKOBKY eKapCcTBEHHOro npenapaTa B Poccuitickoit epepaumm;

pacyeT npeaenbHOM OTMNYCKHOW LEHbl MPOM3BOAUTENs Ha JIEKapCTBEHHbIM npenapart,
npeAcTaBAfAeMOoi Ha rocyAapCTBEHHYIO perMcTpaumio (nepeperucrpaumio);

cBeaeHusa 0b obbemax M LeHax BBO3a JIEKAPCTBEHHOro npenapaTta MHOCTPAHHOro NPOM3BOACTBA,
HaxogAaweroca B obpalleHnn Ha Tepputopun Poccuiickol degepaumm;

cCBeaeHnA O Halndnnm 3aperuCTtpmnpoBaHHbIX nNpeaesibHbiIX OTNYCKHbIX UEH 3aAB/1AEMOro
NEeKapCTBEHHOTIO nNpenaparta,

pacuyeT npenesibHOW OTNYCKHOM LieHbl Ha BOCNPOW3BEAEHHbIN, BuoaHanorosbiit (6nonoaobHbIi)
JIeKapCTBEHHbIV NpenapaT, NpeAcTaBIseMon Ha rocyAapCTBEHHYO PErucTpaumio;

pacyeT npesesbHON OTNYCKHOM LIeHbl Ha IEKAapPCTBEHHbIM NpenapaT NpousBoAUTENIeN FOCYAaPCTB -
yneHoB EBPasMiiCKOro 3KOHOMUYECKOTO COO3a, MPEACTaBAAEMON Ha rOCYAapCTBEHHYIO PETUCTPALLUIO;

obocHOBaHMe pacyeTa MpeaenbHOW OTMYCKHOM  LeHbl Ha JIeKapCTBEHHbIM  npenapar
npousBoguTenein rocyaapcrts - 4neHoB EBPasMIACKOro 3KOHOMWMYECKOrO COlo3a, NpPeAcTaB/ifseMol Ha
nepeperucTpaumio;

obocHOBaHMe pacyeTa NpeaesibHOM OTNYCKHOW LLeHbl HA IeKAapCTBEHHbIN NpenapaTt MHOCTPaHHbIX
npou3BoaUTENElN, OCYLLECTBAAIOWMX B TOM UMC/IE NEPBUYHYO U (MM) BTOPUUHYIO YMAKOBKY
JleKapcTBeHHOro npenapaTta B Poccuitckoit ®egepaumm, npencraBaaemon Ha nepeperncTpaumio;

A) BOKYMEHT, NoATBEPXKAAOWMIA NOJHOMOUYUA YNONAHOMOYEHHOTO NLa.

6. CBeageHus, cogeprauimeca B 3aABNEHUUN O FOCV,EI,apCTBEHHOﬁ perncTtpaunmn n 3aasBaeHnn o
nepeperncrpaummn, A0KHbI COOTBETCTBOBATbL CBeAeHUAM, YKa3aHHbIM B PeErnctpaulMoHHOM
yO0CTOBEPEHUN NEKAPCTBEHHOTO NpenapaTta Ha AeHb NO4a4YUM TaKOro 3aAB/1EHUA.

7. JepKatenb UAM BRagenel, PerucTpaumoHHOro yAOCTOBEPEHWMA /ieKapCTBEHHOro npenapaTa
(ynonHomoueHHOe MM ML) BNpaBe NPeACcTaBUTb KOMUIO JNLLEH3UM Ha NPOU3BOACTBO /IEKAaPCTBEHHbIX
CPeACTB W KOMUIO PerncTpaumMoHHOrO yAOCTOBEPEHUA NeKapCTBEHHOro npenapata No cobcTBeHHON
MHUUMaTUBE.
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8. B cnyyae npeacTaBneHua aepxkaTenem UAM BRafenblem PerMcTpaumoHHOro yaoCcToBepeHus
NleKapcTBeHHOro npenapaTa (YNoNHOMOYEHHbIM UM JIMLLOM) 3aBIEHNA O FOCYAapCTBEHHOW perMcTpaumnm
00 uctedeHna 3 feT Co AHA NPUHATMA MUHUCTepCTBOM 34paBooxpaHeHMa Poccuiickoit Peaepaunn
peweHns 06 WCKAYEHUM M3 TOCYAaAPCTBEHHOrO peecTpa npeaenbHOW OTMYCKHOW LeHbl Ha
NleKapCTBEHHbIN npenapaTt 3asaBAeHHas npefenbHasa OTNYCKHaA UeHa MpPOM3BOAUTENA He MOXKeT
NpesblllaTh paHee WCKAIOYEHHYI0 NpeaenbHylo OTMYCKHYI LUeHy npoussoautensa (6es ydyeta
NPou3BOACTBEHHOM NNOLWAAKM) UCXOAA U3 CTOMMOCTM OA4HOM NeKapcTBeHHOW GopMbl COOTBETCTBYHOLLIEH
[O031POBKU IeKapCTBEHHOro Npenapara.

9. 3asBNeHHaA K rocyLapCcTBEHHOM PErncTpaLumn npesenbHas OTNYyCKHaA LLeHa Npou3BoauTens Ha
pedepeHTHbIN NeKapCTBEHHbIN NpenapaT He MOXKEeT NpeBbiwaTb LeHY, YKasaHHyo B noanyHkTe 5.5.4
npunoxeHna N 1 K [lpaBunam ¢GopMUpPOBaHMA MepevyHelt JIeKApPCTBEHHbIX NpenapaTtos Ans
MEeAMUMHCKOTO MPUMEHEHUA W MUHMMANBLHOINO ACCOPTUMMEHTA  JIEKAPCTBEHHbLIX MNpenapaTos,
HeoHX0AMMbIX A1A OKA3aHUA MELMULMHCKOM NMOMOLLM, YTBEPKAEHHbIM NOCTAaHOBNEHMEM [TpaBUTENbCTBA
Poccuitckoit Pepepaummn ot 28 asrycta 2014 r. N 871 "O6 yrBepxkgeHuun lNpasun dopmupoBaHuA
nepeyHer NEKAPCTBEHHbIX MPenapaToB A8  MEAULMHCKOTO MPUMEHEHUA UM MUHUMAJSIbHOTO
aCCOPTUMEHTA NEKAPCTBEHHbIX MPENApaToB, HEOBXOANUMBIX ANA OKa3aHMA MeANUMHCKOM nomoLun'.

10. MuHUCTepCTBO 34paBooxpaHeHus Poccuiickoi Peasepaumn B TeueHue 15 paboumnx gHew co aHA
obpalleHna aeprKaTens UAn Bnajenbla pPerncTpaLMoHHOro yA0CTOBEPEHMUSA IEKaPCTBEHHOro NpenapaTa
(ynoNHOMOYEHHOro MM ML) OCYLLEeCTBAAET MPOBEPKY MOJIHOTbI NPEACTaBAEHHbIX B COOTBETCTBMM C
NYHKTOM 5 HacToAwwmx MpaBuna LOKYMEHTOB M HaNpaBAsAeT 0A1H 3K3eMNAAp A0KYyMeHToB B PeaepanbHyto
aHTUMOHOMO/bHYIO CAYXKOY MAM NPUHMMAET peweHWe o6 OTKase B roCyAapCTBEHHOW perncrpaunm
(nepeperncTpaumm) npesenbHOM OTNYCKHOM LieHbl MPOU3BOAUTENA HA IEKAPCTBEHHbIM Npenapar.

11. OcHoBaHMAMM [ANA OTKasa B T[OCYAAapCTBEHHOW perucTpaumMm (nepeperncrpaumu)
MuHUCcTepCcTBOM  3apaBooxpaHeHus Poccuiickon ®Pepepaumm  npeaesnbHOM  OTMNYCKHOM  LieHbI
Npou3BOAUTENA HA NEKAPCTBEHHbIM NpenapaT ABAAIOTCA:

a) OTcyTcTBME B [JOKYMEHTax, YKasaHHblX B MyHKTe 5 HacroAwmx [paBun, cBeaeHwi,
npeaycMoTpeHHbIX HacToAlMMM MNpaBuaamm U MeTOAMKOM;

6) npeBbllWEHNE 3aABNEHHOW ANA TOCYAAaPCTBEHHOW pPerncTpaumm npeaesibHoi OTNyCKHOM LEHbI
NPOM3BOAMUTENA Ha NIEKApPCTBEHHbIA NpenapaT Hag, OTMNYCKHOW UEHOM, onpeaeneHHon C y4yeTom
TpeboBaHMIt NYHKTOB 8 1 9 HacToAwwmX MNpasun;

B) HenpeAcTaBieHWe cBeAeHWA, NPeayCMOTPEHHbIX MYHKTOM 12 HacToAwwmx Mpasua.

12. B cnyyae HeobXoAMMOCTM YTOYHEHUA U (MNKU) AOMONHEHUA CBEAEHWN, COAEeprKalyuxcsa B
OOKYMeHTaX, YKa3aHHbIX B NyHKTe 5 HacToAwmx Mpasuna, aep»Katenb AN BRagenew, permcTpaLmoHHOro
YAOCTOBEPEHUS IeKAaPCTBEHHOro npenapaTta (Yyno/JHOMOYEHHOE MM JINLLO) NPeACTaBAAT MO 3anpocy
MuHucTepcTBa 3apaBooxpaHeHua Poccuiickon DepepalmyM  COOTBETCTBYHOLLYIO  AOKYMEHTA/IbHO
odopMNeHHY0 MHGOPMaLMIO.

Cpok npeacTaBneHMs OTBETAa Ha 3anpoc AeprKaTeseM WMAW BAageNbLuem PerucTpaumoHHOro
YAOCTOBEPEHUA NIEKAPCTBEHHOrO NpenapaTta (YNOAHOMOYEHHbIM UM IMLLOM) HE MOXKET npesbiwaTtb 10
pabounx gHel co gHA NoaydYeHus 3anpoca MUHUCTepCTBa 34paBooxpaHeHna Poccunitickoii degepaumu.

Mpy 3TOM 06LWMIA CPOK PACCMOTPEHUSA AOKYMEHTOB, YKa3aHHbIX B MyHKTe 5 HacToswmx Mpasun,
MUHUCTEPCTBOM  3A4paBooxpaHeHua Poccuiickoit ®degepauym  He MOMKET MNpeBbiwaTb CPOKM,
npegycmoTpeHHble NyHKToM 10 1 ab3auem BTOPbIM HAaCTOSALLEro NyHKTa.

Mpy HenocTynaeHuuM OT JepKaTens WAM BAafesnbla pPerncTpaLMoHHOro  yA0CTOBEpPeHUs
NleKapcTBEHHOrO npenapaTta (yno/JIHOMOYEHHOro MM J/iMUa) B YCTAHOBJ/IEHHbIM CPOK 3anpoLUeHHOMN
AOKYMEHTaNIbHO  0pOpMJIEHHOW  MHPOpMauun  MUHWUCTEPCTBO  34paBOOXPaHeHUs  PoccuiicKol
depepaumn B TeyeHue 5 pabounx gHel Co AHA UCTeYeHUA 06LLEero Cpoka NPUHMMAET pelueHne 06 oTKase
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B rOCYZapCTBEHHOW perncTpaumm (nepeperucrTpauumn) npesesbHo OTNYCKHOW LieHbl NPpoM3BOAMUTENA Ha
NeKapcTBEHHbIM NpenapaT, 0 YemM B MUCbMEHHOW ¢opme YyBeLOMANSET Aep:KaTens WM BAajesbla
PerncTpaunoHHOro yA0CTOBEPEHNA NEKAaPCTBEHHOTO Npenapata (YynoJIHOMOYEHHOE UM NLO).

13. depepanbHaa aHTMMOHOMONbHAA cnyKba B TeyeHue 15 paboumx AHeW co AHA NOAy4vyeHus
OOKYMEHTOB, YKasaHHbIX B MyHKTe 5 Hactosawmx MpaBua, NpoBOAUT B COOTBETCTBUM C HACTOALLMMU
MpaBunamm U METOANKOW 3KOHOMUYECKUIA aHaNn3 npenesibHOM OTMYCKHOM LeHbl NPOU3BOAUTENS Ha
NIeKapCTBEHHbIM NpenapaTt, a TaKKe MNPWUHMMAET W HanpasaseT B MUHUCTEPCTBO 34paBOOXPaHEHMUA
Poccuiickoit ®epepaumm pelleHne o cornacoBaHUM yKa3aHHOW NpefesibHOM OTMYCKHOM LieHbl uam ob
OTKa3se B ee COr/1acoBaHWUM (C U3T0XKEHMEM NPUYMH OTKa3a).

14. B cnyyae Heo6XOAMMOCTU YTOUHEHMA U (MAK) AONONHEHUA CBEAEHWUM, CoAepKallMxca B
LOKYMEHTaX, YKa3aHHbIX B NyHKTe 5 HacTtoAwwmx Npasun, agepxatenb AN BRageney, permcTpaumoHHoro
YAOCTOBEPEHUS /NIeKapCTBEHHOro npenapata (YyNno/IHOMOYEHHOe MM AKULO), lpuaMdeckue nuua,
ocylwecTsaAlOWMe AeATEeNbHOCTb NPy 0bpaleHnn IeKapCTBEHHbIX CPEeACTB, OpraHbl UCMNOJIHUTENbHOM
B/1IACTU B Npegenax Ux KOMMeTeHUMM NpeactaBnstoT no 3anpocy dPepepanbHOM aHTUMOHOMOJbHOM
CNyKO6bl COOTBETCTBYIOLLYO AOKYMEHTAIbHO OPOPMIIEHHYIO MHDOPMALUIO.

CpoK npeacTaBneHUs AepkaTeNieM WAM  Bnagenblem pPernctpaumMoHHOro yaocTtoBepeHuA
NeKapcTBeHHOro  npenapata  (YNOAHOMOYEHHbIM MM /IMLOM),  HOPUAMYECKUMWU  AnLAMMU,
OCYLLECTBAAWMMA  OeATENbHOCTb  NpW  obBpalleHUn  NeKapCTBEHHbIX  CPeacTB, opraHamu
NCNONHUTENbHOM BNACTU B Npefenax X KoMMneTeHUUKn) He MOXeT npesbilwaTth 25 pabouunx gHen co aHA
nosyyeHus 3anpoca ®egepasibHON aHTUMOHOMO/IbHOM CNYKObI.

Mpw 3TOM 0BLLMIA CPOK PAaCCMOTPEHMA AOKYMeHTOB PeaepasbHOM aHTUMOHONONLHOM CNyK60M He
MOXET MPEBbLILWATb CPOK, NPeAYyCMOTPEHHbIN NYHKTOM 13 1 ab3auem BTOpbIM HACTOALLErO NyHKTa.

Mpy HenocTynaeHuuM OT AeprKaTena WAM BNafenbla pPerncTpauMoHHOro  yAoCTOBEpPeHUs
NeKapcTBEHHOro npenapaTta (yno/IHOMOYEHHOro MM /iMua) B YCTAaHOB/IEHHbIM CPOK 3anpoLUeHHOM
AOKYMEHTaNIbHO 0pOpMIEeHHOW MHPopMauun depepanbHas aHTUMOHOMONbHAA cayxkba B TeuyeHue 5
pabounx OHel co AHA WUCTeyeHuAa oBLWEero cCpoka NpUHMMaEeT peleHWe o6 OTKase B COM/1acoBaHWUMU
npegenbHoi OTMNYCKHOM UEeHbl NPOM3BOAUTENA HA JIEKAPCTBEHHbLIM NpenapaT M HanpaeAseT ero B
MMHUCTEPCTBO 34paBoOXpaHeHnn Poccuiickoit degepaumm, KOTopoe B TeyeHne 5 paboumx gHel co aHA
NONyYeHUA 3TOTO PELUEHWUA NPUHMMAET pelleHWe o6 OTKase B roCy4apCTBEHHOM perncTpaumuM uam
nepeperucTpauMm yKasaHHOW LEHbl, O Yem B NWUCbMEHHON Qopme yBeAOMAAET AeprKaTena Wau
BAageNbla PerncTpalMoHHOro YAOCTOBEPEHUA JIeKAapCTBEHHOro npenaparta (YyNnoAHOMOYEHHOE UM
nuo).

[Jepsatenb vMAn Bnagenel, PerncTpaLMoHHOrO YAOCTOBEPEHWUA JIeKapCTBEHHOrO mMpenapara
(ynonHomoyeHHOE MM /ML) NpU paccmoTpeHun 3anpoca deaepanbHONW aHTUMOHOMOBHOMN CAYXKObI
MOTyT HanpaBuTb B MWHUCTEPCTBO 34paBooxpaHeHus Poccuiickoii Penepauum COOTBETCTBYHOLLME
YyTOYHALWME AOKYMEHTbI (B 2 3K3emnaApax) B TeyeHne 10 paboumx gHel co gHA NoaydYeHus 3anpoca
depepanbHON aHTUMOHOMONBLHOM CNYKObI.

MUHUCTEPCTBO 34paBooxpaHeHMsa Poccuiickoit depepaumm B TedyeHne 5 paboumx aHel co AHA
NONyYeHUA  COOTBETCTBYIOWMX  YTOUYHAIOWMX [AOKYMEHTOB OT  Jep)KaTens WAM  BAagenbla
PerncTpaunoHHOro yAOCTOBEPEHMA JIeKapCTBEHHOro npenapata  (YNoOAHOMOYEHHOro WM Auua)
HanpasAsAeT O4MH 3K3eMNAAP TaKUX AOKYMeEHTOB B PeaepasibHy0 aHTUMOHOMO/bHYIO CYKOY.

15. MuHuUcTepcTBO 34paBooxpaHeHma Poccuitickoit Peaepaumm B TedeHme 5 pabounx gHeit co aHA
nonyyeHua peweHus dPeaepanbHONM aHTUMOHOMONLHOM CAYKObI O COrNacoBaHWM NpeaesbHOM
OTNYCKHOM LeHbl NPOM3BOAMTENA Ha NEKAaPCTBEHHbIM MpenapaTt uaM ob OTKase B ee COr/acoBaHWU
NPUMHMMaeT pelleHVe O TroCyAapCTBEHHOM perucTpauuun (nepepernctpauun) npeaesnbHor OTNYCKHOWM
LeHbl MPOU3BOAMUTENSA HA JIEKAPCTBEHHbIW NpenapaT uan o6 oTKase B rocyAapCTBEHHOW perncrpaumm
(nepeperuncTpaumm) ykasaHHOW OTMYCKHOWM LieHbl B 3aBUCMMOCTU OT peLleHus, NpuHAToro ®esepanbHol


consultantplus://offline/ref=74DB5F1AD8495C6051F66F51BAC0EB9D2C9AE846F950DD6451C820962F30FF3BA748A51EA78AE76EFF6DD

aHTMMOHOMO/IbHOM CNY*KOOW.

16. B cnyyae nNpUHATUA peleHna O TroCyAapCTBEHHOM peructpaumm (nepepervcrpauum)
npefenbHON OTNYCKHOW LEeHbl NPOM3BOAMTENA Ha JIeKAPCTBEHHbIM npenapaT MWHUCTEPCTBO
34paBooxpaHeHna Poccuiickoit Pepepaunm BHOCUT COOTBETCTBYIOLLME AAHHblE B FOCYAAPCTBEHHbIN
peectp B CPOK, NPeayCMOTPEHHbIM nNyHKTom 6 [lpaBun BeAeHWs TOCYAapPCTBEHHOrO peecTtpa
3aperncTpUpPoBaHHbIX NpeaenbHbIX OTMYCKHbIX LLEeH NPOW3BOAMUTENEN HA NIEKApPCTBEHHbIE NpPenaparThbl,
BK/IIOYEHHbIE B MEpPeYeHb KU3HEHHO HeOobXOAMMbIX M BaXKHEMLWMX NEeKAPCTBEHHbIX MPenapaTos,
YTBEPKAEHHbIX NOCTaHOBAeHMeM [pasuTenbcTBa Poccuiickoin ®epepaumm ot 29 oktabpa 2010 r. N 865
"O rocypgapcTBeEHHOM peryimpoBaHMM LLEH Ha JIeKapCTBEHHbIE MPenapaTbl, BKAKOYEHHbIE B NepeyeHb
KM3HEHHO HEOOXOAMMbBIX W BarKHEMLWWMX NEeKAPCTBEHHbIX MpenapaTos”, Bbl4aeT AepKaTento uau
BNafeNbly PEerncTpaLMoHHOIO yA0CTOBEPEHUA /IeKapCTBEHHOro npenapata (ynoJHOMOYEHHOMY MM
JMLLy) BbINMWUCKY M3 MPMKasa 0 rocy4apcTBEHHOM perucTpaunm (nepeperncrpayum) npegeibHom oTnycKHoM
LEeHbl NPOM3BOAUTENA HA SIEKAPCTBEHHbIN NpenapaTt M pPasMeLLaeT COOTBETCTBYIOLLY0 MHPOPMALMIO Ha
cBOeM odpuuManbHOM caiiTe B UHOOPMALNOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT".

17. dJe,u,epaanaﬂ dHTUMOHOMNOJ1IbHAA cny>+<6a npu npoesepke AOKYMEHTOB UCNOJ1Ib3yeT UCTOYHUKU
MHd)OpMaLI,MM, coaepawme ueHbl Ha NeKapCTBeHHble npenapaTtbl B MHOCTPAHHbLIX rocyaapcreax,
YKa3aHHbIX B npunoxeHumn N 2 K MeToamKe, n COOTBETCTBYHOWME Cheayrownm Tpe6OBaHMFIMZ

a) pasmelLaemasn MHbOPMALMA AOMKHA 6bITb 06LLEA0CTYNHOMN;

6) MCTOYHMK MHPOopMaLMK (callT B MHOOPMALMOHHO-TEIEKOMMYHUKALMOHHOMK ceTn "UHTepHeT")
[OJIKEeH coaepaTb MHPopmauuto 06 opraHMsaLmMmn, OTBETCTBEHHOM 3a pasmMelleHne CBedeHUN O LeHax
Ha NeKapCTBEHHbIe NpenapaThbl;

B) pasmeuwaemas uHbOpmauMA OO0SXKHA NO3BOMAATL  MAEHTUOMUMPOBATb Heobxoaumble
XapaKTepPUCTUKM NEeKapCTBEHHbIX MNpenapaToB B LEeAAX COMOCTaBAeHMA [AaHHbIX O 3aAB/AAEMOM
NleKapCcTBEHHOM MpenapaTte 1 IeKapcTBEHHOM npenapare, LeHa Ha KOTOPbI COAePXUTCA B HaliAeHHOM
NCTOYHMKe MHpOopMaLUK;

I') pa3mellaeman MH¢OpMaLI,MF| AO/XKHA coaepKaTb CBEAEHUNA O LLeHE Ha ﬂeKapCTBEHHbIVI npenapar
1 BankoTe, B KOTOpOVI OHa npeacras/ieHa,

) VCTOYHMKOM HE MOKeT ABAATbCA MHOOpPMaLMA, coAepkallas LeHbl Ha JeKapCTBEHHble
npenaparbl, NOCTABAAEMbIE 33 CHET MeXAYHAPOAHbIX GUHAHCOBbLIX OpraHu3aumii (GoHA0B) NO peLeHnto
BceMupHO  OpraHM3aumm  34pPaBOOXPAaHEHMA B paMKax  FYMaHUTapHOM  MOMOLWM  UAK
61aroTBOPUTENBHOCTY.

18. B cnyyae npuHATMA peweHna o6 OTKase B rOCYAAPCTBEHHOW perncrpauum  uau
nepeperncTpaunm npegenbHOM OTMYCKHOW LEeHbl NPOU3BOAUTENA Ha JIEKAPCTBEHHbIM npenapar
MWHUCTEPCTBO 34paBooXpaHeHns Poccuiickont desepaumm B CPOK, He NpeBbillatowmii 5 pabounx gHen,
yBeAOMAET AeprKaTena uan Bnagenbla perMcTpaunoHHOro ya40CToBepeHma 1eKapCcTBEHHOMO Npenapara
(ynonHOMOYEHHOE MM NMLO) B MUCbMEHHON GOPME O MPUHATOM pPeLleHUU (C U3NOMKEHUEM MPUUMNH
OTKa3a).

19. OcHoBaHMAMM ANA OTKasa B cornacoBaHun ®degepanbHON aHTUMOHOMNOALHOW CAYK6OW
rocyAapCTBeHHOW perncrpaumu (nepepervcrtpauumn) npeaenbHon OTNYCKHOM LeHbl Npou3BoauTens Ha
NleKapcTBEHHbIV NpenapaT, 0TKasa B rocy4apcTBEHHOM peructpauum (nepeperncrpawmm) MmHucTepcTBom
3apaBooXpaHeHus Poccuiickot depepaumy npeaenbHOW OTMYCKHOM LEeHbl Npou3BOAMTENs Ha
NIeKapCTBEHHbIV NpenapaTt C y4eTom pelueHus, NpuHAaToro degepanbHON aHTUMOHOMONLHOM CNYKO0M,
ABNAOTCA:

a) npeacTaBieHMe HeAOCTOBEPHbIX CBEAEHWIA;

6) npeactaBneHMe AOKYMEHTOB He B MNOJHOM 06beme U (MAK) HEMONHOTA COAEPMKALMXCA B HUX



cBeAeHun;
B) HenpeAcTaBAeHWe cBeAeHUIA, NpeayCMOTPEHHbIX NYHKTOM 14 HacTtoawwmx Mpasun;

r) npeBblWeHWe NpeacTaBNEeHHOM ANA FOCYAapPCTBEHHOM perucTpaumMm UMau nepeperncrpauunu
npeaesibHOM OTMYCKHOM LieHbl MPOU3BOAMTENS HA JIEKAPCTBEHHbIN NpenapaTt Hag, LeHOW, PacCYMTaHHOM
B COOTBETCTBMM C HacToAWMMM [paBuaamm N MeToANKON.

20. PeweHne o6 OTKase B rocygapCTBEHHON perucTpauum uUam nepeperncTpaumm npeaesibHomn
OTMNYCKHOM UeHbl NPOM3BOAUTENA Ha NEKAPCTBEHHbIM npenapaTt MoXKeT ObiTb 063KaioBaHO B cyaebHOM
nopsake.

21. [na rocyfapCTBEHHOM perucTpauumn npeaenbHol OTMYCKHOW UEHbl MPoOM3BOAUTENSA Ha
NeKapcTBEHHbIM MpenapaTt, Kpome [AOKYMEHTOB, YKasaHHbIX B NyHKTe 5 HacToAwwmx [Mpasun,
npeacTaBAsAOTCA ANA NPOBELEHUA IKOHOMMYECKOTO aHanu3a (No Bbibopy AeprKaTens U BnagenbLa
PerncTpaunoHHOro yA0CTOBEPEHNA NEKAPCTBEHHOO NpenapaTta, yNnoAHOMOYEHHOIO UM nLa) cBeaeHus
Ha 6ymaKHOM HocuTese C NepeBOAOM Ha PYCCKMI A3bIK (B 2 3K3emnaspax), NoATBep:KAaarowume
OTNYCKHblE LeHbl MPOWM3BOAWUTENA HA JIeKAapPCTBEHHbIM MpenapaT B WMHOCTPAHHbIX roCyAapcTBax,
YKa3aHHbIX B NpuaokeHnn N 2 K meToaukKe.

22. [AnA rocyAapCTBEHHON perncTpaumm npeaesbHoOM OTNYCKHOW LEeHbl MNPOUM3BOAUTENA Ha
JIeKapCTBEHHbIM NpenapaT, Haxo4ALWMNCA B obpalleHnn Ha Tepputopum Poccuitickoit ®egepaummn, Kpome
OOKYMEHTOB, YKa3aHHbIX B MyHKTax 5 u 21 Hactoawmx [Mpasun, gna nposegeHUA 3KOHOMWUYECKOro
aHanuM3a NpeacTaBAAOTCA cnefyowme JOKYMEHTbI HA BYMaXKHOM HOCUTeNe B O4HOM 3K3eMnNaspe:

a) Npov3BOAMTENAMM TOCYAAPCTB - 4YNeHOB EBPA3sMIICKOTO 3KOHOMWMYECKOrO COlo3a, a TaKiKe
MHOCTPAHHbIMX MPOU3BOAMTENAMM, OCYLLECTBAAIOWMMM MNEPBUYHYIO U (MM) BTOPUYHYIO YNAKOBKY
NeKapcTBeHHOro npenapaTa B Poccuitickoli degepaunu:

konua dopmbl N 2-/1IEK (npom) "CBeaeHnn o Npon3BOACTBE, OTIPY3KE U LLEHAX Ha EKAPCTBEHHbIE
cpeAacTBa” 3a OTYETHLIN Nepros, OnpeaeeHHbI B COOTBETCTBMM C MYHKTOM 23 HacToAwmx Mpasun;

KOMMW TOBAPHbLIX HAKNAAHbIX HA KOHKPETHbI JIEKapCTBEHHbIM MpenapaT, OTFPY)KEHHbIM 3a
OTYETHbIM Nepuoa, onpenesieHHbl B COOTBETCTBUM C NYHKTOM 23 HacTtoswwmx Mpasun (npeacraBneHue
BCEX TOBAPHbIX HAaKNaAHbIX HEOHXOAMMO, ECIN KOZIMYECTBO OTIPY3OK MO JIEKApPCTBEHHOMY NpenapaTty He
npesbiwaeT 25 WTyK, a N0 IEKAapPCTBEHHbIM NpenapaTtam, N0 KOTOPbIM KOJIMYECTBO OTIPY30K NpeBbiaeT
25 WTYK, NpeacTaBAAIOTCA KONUM TOBAPHbIX HaKAaAHbIX ¢ HaubonblMm yaenbHOM Becom B obbeme
peanusaummn KOHKPETHOTO IEKAapPCTBEHHOTO MNpenapaTta, HO He MeHee 25 WTyK);

6) MHOCTPaHHbBIMM NPOU3BOAMUTENAMM - KOMUU TAMOMKEHHbBIX AEKNAPaLMI HAa NOCTaBKY KOHKPETHOIO
NleKapcTBEHHOrO npenapaTta 3a OTYETHbI nepuof, OnpeaeneHHblt B COOTBETCTBUMM C MyHKTOM 23
HacToawmx MpaBun (NpeAacTaBneHMEe BCEX TAMOMKEHHbIX AeKnapauuii HeobxoauMo, eciv KOAMYecTBO
TaMOMEHHbIX AeKNapaLmii No 1eKapCTBEHHOMY NpenapaTy He NPeBbIWaeT 25 WTYK, a N0 IeKaPCTBEHHbIM
npenapaTtam, No KOTOPbIM KOJIMYECTBO TAMOKEHHbIX AEKNapaLMii NpeBbiWwaeT 25 WTyK, NpeAcTaBAfloTCA
KOMWUM TaMOXKEHHbIX AeKnapauunii ¢ HanboNbLWMM YAebHOM BECOM B 06beme peannsaumm KOHKPETHOTO
NleKapcTBEHHOTO NpenapaTa, Ho He MeHee 25 WTYK).

23. Mpu rocypapCTBEHHOW perucTpaumu npeaesbHoOW OTMYCKHOW LEeHbl MPOM3BOAUTENA HA
NeKapCTBEHHbIV NpenapaT 3a OTYETHbIM Nepuos NPUHUMAETCA KaleHOapHbIM rod, NpeawecTByoLWmi
AHIO  nojaunm B MMHUCTEPCTBO  34paBOOXpaHeHus Poccuitickolt  depepauuun  3asBneHus o
rocyfapCTBEHHOW perucTpauuu, a B C/y4ae NpPeACcTaB/ieHNsa Ha ToCyAapCTBEHHYIO perncrpaumio
npegenbHoM OTNYCKHOM LieHbl Ha JIeKApCTBEHHbIM MnpenapaT B rof, u3gaHus akta [paBuTenbcTBa
Poccuitickoit Pepepaumm 06 yTBEPHKAEHUU MEpPeYHA KU3HEHHO HEeOobXOAMMbBIX W  BarKHEMLUX
JIeKapCTBEHHbIX NPenapaToB Ha CeAyOLWLMI KaJleHAAPHbIV rof - 3a TEKYLLMIA KaNeHAapHbIV roga,

24. Tpy rocygapcTBEeHHOW peruMcrTpauuu (nepepeructpaumnmn) npeaenbHol OTNYCKHOW LeHbl Ha
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pedepeHTHbIA NleKapcTBEHHbIN npenapaT ANsA BCeX YKa3aHHbIX B PEerMcTpauMoHHOM YAOCTOBEpeHUU
NleKapcTBEHHOro npenapata npoussoauTenei (NPouM3BOACTBEHHbIX NAOWAAOK NPOM3BOAUTENA,
y4acTBYHOLWMX B npouecce NPoOM3BOACTBA) YCTaHaBAMBAETCA eAuHaA npedefibHas OTMNYCKHaA LeHa Ha
NIeKapCTBEHHbIN NpenapaT A1 KaxkAoW 1eKapcTBeHHOW GopmMbl, 03UPOBKMU (KOHLEHTPaL MU, aKTUBHOCTH
B eAMHMLAX AEeNCTBMA) M 06LWEero KonmMyecTsa BO BTOPUYHOM (NOTpebutenbcKoi) ynakoBke 6e3 yyeTa
$bopMbl BbINYCKa, 38 UCKAOYEHNEM CNyYaeB, NPeayCMOTPEHHbIX MYHKTOM 25 HacToAwmx Mpasua.

Mpy rocyfapcTBEHHON perucTpauumn (nepepernctpayum) npegenbHoOn OTNYCKHOM UeHbl Ha
BOCMNPOM3BEAEHHbIN, 6GMOaHanorosbit (6MONOAO6HbLIN) NEeKapCTBEHHbLIV MpenapaT npousBoauTenei
rocyaapcrea - yneHa EBpasMMCKOro sSKOHOMWYECKOTO COto3a AN BCEX YKA3aHHbIX B PErMCTPaLMOHHOM
YOOCTOBEPEHMM  JIEKAPCTBEHHOrO npenapata npoussBoguteneit  (NpousBOACTBEHHbIX NJOWAA0K
NpPoOu3BOAMUTENA, YYacTBYIOLMX B MPOLLECCE NPOM3BOACTBA HA TEPPUTOPUM TOCYZAPCTB - 4Y/IEHOB
EBpPa3sMIMCKOro 3KOHOMMYECKOrO CO03a) yCTaHaB/AMBaeTCs eauHas npegenbHas OTMYCKHAsA LeHa Ha
JNIeKapCTBEHHbIM NpenapaT ANA KaXaoW JieKapCTBeHHON ¢Gopmbl, A03MPOBKM (06bema, macchl,
KO/IMYEecTBa A03 B MepBMYHOM YNaKoBKe) M OBLLEro Ko/iMyecTBa BO BTOPUYHOM (noTpebutesnbcKom)
ynakoBKke 6e3 yuyeta ¢opmbl BbIMyCKa, 3@ WUCKAOYEHWEM C/ly4aeB, NPeayCMOTPEHHbIX MyHKToM 25
HacToAwwmx MpasuA.

Mpn rocyaapCTBEHHOM perucTpaumm (nepepervctpaummn) npeaenbHON OTMYCKHOM UeHbl Ha
BOCMpPOM3BEAEHHbIN, 6uWoaHanorosbiii (6MONOAOOHLIN) NEKApPCTBEHHbIM NpenapaT WHOCTPAHHOTO
npousBoAUTeNs ANA BCEX YKAa3aHHbIX B PErncTpauMOHHOM YAOCTOBEPEHUM IEKapCTBEHHOro npenapaTa
npoussoautTenen (NPoOW3BOACTBEHHbLIX MAOWAAOK MPOU3BOAUTENA, YYacTBYOWMX B npouecce
npousBoAcCTBa 3a MpeaenaMu rocygapctB - u4neHoB EBpPasMIMCKOro 3KOHOMMYECKOro coto3a MU
OCYLLECTBAAIOWMX WUAU MNAHUPYIOWMX OCYLLECTBAATb NEepPBUYHYD W (MAK) BTOPUYHYIO YMNAKOBKY
JleKapcTBeHHOro npenapata B Poccuiickoli depepauuun) ycTaHaBAMBaeTcs eguHaa npegesbHas
OTMYCKHAaA LieHa Ha /IeKapCTBEHHbIM NpenapaT ANs KaXa0M NekapcTBeHHOoM Gopmbl, 403MPOBKM (06BEMA,
MacCCbl, KONNMYECTBA A03 B MEePBUYHOM YNaKOBKE) U 06LLEr0 KONMYECTBA BO BTOPMYHOI (NoTpebuTtenbckoi)
ynakoBKke 6e3 ydyeTa ¢opmbl BbIMyCKa, 3@ WUCKAOYEHUEM C/Iy4aeB, MPedyCMOTPEHHbIX NyHKTom 25
HacToAwwmx Mpasua.

25. B cnyyae eciv MMHUMA/bHBIA YPOBEHb LeH pedepeHTHOro JIeKapCTBEHHOro npenapaTa Ha
pasnnmuHble GOpPMbI BbIMYCKA (LINPULL-PYYKM, KAapTPUAKK MO0 MHble GOPMbI BbIMYCKA, COBMECTUMbIE C
YCTPOMCTBAMWN BBEAEHUA (MPUMEHEHUA) UK ABAAIOLLMECA YCTPOMNCTBAMM BBEAEHUA (NPUMEHeHUsA) B
WMHOCTPAHHbIX FOCYAapcTBaX, YKasaHHbIx B Tabnuue 1 pasgena |l npunoxeHna N 3 K meToguke,
pasnuuaetca 6onee yem Ha 10 NpoLEHTOB, AONYCKaeTCA yCTaHAaBNMBATb NpeaesibHble OTMYCKHbIE LeHbI
Ha Karayl 13 Takmx GOpM BbIMyCKa SieKapCTBEHHOro npenapata. lMpeaenbHas OTNYCKHaA LeHa Ha
pedepeHTHbIN NeKapCTBEHHbIM NpenapaT B Takux Gopmax BblMyCcKa YCTaHaBAMBAETCA Ha OCHOBaHWMU
MWHMMaIbHbIX OTNYCKHbIX LEeH npoussoanTens (6e3 yueta npon3BoACTBEHHbIX MNA0WAAO0K, YHACTBYOLLMX
B NpoLecce NPOM3BOACTBA) Ha COOTBETCTBYIOLLME GOPMBbI BbIMYCKA TAKOrO JIEKAPCTBEHHOrO Npenapara B
MHOCTPaHHbIX rOCYAapCTBax, yKasaHHbIX B Tabanue 1 pasgena Il npunoxkeHuna N 3 K meToauKe (c yueTom
pacxof0B, CBA3AHHbIX C TAMOXKEHHbIM opopMaeHneM).

Mpn 3TOM MaKCMManbHas pasHULA@ MeXay npenesbHbIMM OTMYCKHbIMU LLeHaMW Ha TaKow
pedepeHTHbIN NIeKapCTBEHHbIM MNpenapaT B pPasnyHbiXx ¢GOpMax BblMyCKa, CONOCTAaBMMbIX MO
NleKapCcTBEHHOW popme, [03UPOBKE (KOHLEHTPaAUUK, aKTUBHOCTU B eAMHULAX AEWCTBUA) U obuiemy
KO/IMYecTBy BO BTOPUYHOM (NOTpebutenbckoi) ynakoBKe, He MOKeT npesbiwatb 90 NpoueHTOB.

B cnyyae ecnu npedenbHas OTMYCKHAA LeHa Ha pedepeHTHbIM fieKapcTBeHHbIM npenapat
3aperucTpupoBaHa B COOTBETCTBMM C HACTOALLMM MYHKTOM, pacyeT npeaesfibHbIX OTMYCKHbIX LEeH Ha
BOCMPOU3BEAEHHbIN, 6MoaHanorosblit (6MoNoA06HbIN) NeKapcTBEHHbIM NpenapaT OCYLLeCTBAAETCA Ha
Kaxayto ¢opmy BbiNycKa C y4eTOM npeaesbHbIX OTNYCKHbIX LeH NPOU3BOAUTENEN HA COOTBETCTBYOLME
dbopmbl BbiNycKa pedepeHTHOro IeKapcTBEHHOro NpenaparTa.

26. [epskaTtenb uan Bnagenel, perncTpaLmoHHOro yAoCTOBEPeHMA /IeKapCTBEHHOro npenapara
(ynonHomoueHHOEe Mm AnLO) BocnpoussBeneHHoro, buoaHanorosoro (bnonoaobHOro) nekapcTBeHHOro



npenapata MpeacTaBAAOT AN FOCYAAPCTBEHHOM pPerucTpauun npeaesibHylo OTMYCKHYI0 LEeHYy Ha
NeKapCTBEHHbIV NpenapaTt, PacCYMTaHHYIO N0 MeXAYHapOoLHOMY HenaTeHTOBaHHOMY HAaWMEHOBAHMIO
(npw ero oTcyTCTBMM MO XMMUYECKOMY MW TPYNMMPOBOYHOMY HaMMEHOBaHMIO), NeKapcTBeHHON dopme,
[03MpPOoBKe (KOHLLEHTPaUUK, akTUBHOCTU B e4MHULAX OeACTBUA) U 0bLLLeMy KONMYeCcTBY BO BTOPUYHOM
(noTpebuTenbcKol) ynakoBKe C NPUMEHEHWEM COOTBETCTBYHOLLErO KO3dOUUMEHTA MO OTHOLEHMUIO K
3aperucTpupoBaHHOM NpesenbHON OTNYCKHOM LieHe Npou3BoauTeNs Ha pedepeHTHbIN NeKapCTBEHHbIN
npenapaT B COOTBETCTBUM C METOAMNKOWN.

27. B cnyyae ecnm B pamKax OAHOMO pPermcTtpaumMoHHOrO yAOCTOBEPEHUA JIeKAPCTBEHHOro
npenapata BOCMNPOM3BEAEHHbIA, 6uoaHanorosbiii (6MONOAOBHbLIN)  NEeKapcTBEHHbIM  npenapar
npom3BoAMTCA B roCydapcTBe - useHe EBPA3MMCKOro 3KOHOMMYECKOrO COH3a UM MHOCTPAHHbIM
npoussBoguTenem, LeHa AN1A TAaKOro NeKapCTBEHHOro npenaparta PacCcYMTbIBAETCA C COXPAHEHUEM €ero
NPUHAANEKHOCTU K FrOCyAapcTBy - YneHy EBpasmMMCKOro sKOHOMMYECKOro cot3a WAM MHOCTPAHHOMY
npou3BOAUTENO C YYETOM COOTBETCTBYIOLLErO MOHMMKalOWeEro KoadpouumeHTa B COOTBETCTBUM C
METOAUKOMN.

28. B cnyyae OTCYyTCTBMA B pamMKax MEXK/AYHAapOAHOro HenaTeHTOBaHHOrO HaWMEHOBAHUA U
JIeKapcTBeHHON GopMbl pedepeHTHOro SIeKapCTBEHHOro MnpenapaTta MAM B Cay4yae, ecan npeaesbHas
OTMNYCKHan UeHa Ha pedepeHTHbIN IeKapCTBEHHbIM NpenapaT He 3aperncTpupoBaHa, AeprKaTesb Uu
B/agenel perucTpaLMoHHOro yaoCToBEpPEHNS 1IeKapCTBEHHOrO nNpenapaTta (Yno/IHOMOYEHHOE UM N1LLO)
BOCMNpPOM3BEAEHHOIO UAM BruoaHanorosoro (6Monoao6HOro) NEKAapCTBEHHOMO NpenapaTta NpPeacTaBAfloT
ONs TOCYAapPCTBEHHOW perncrpauum (nepeperucrpaumm) npeaenbHyo OTNyCKHYO LLeHY Npou3BoauTens
Ha /IeKapCTBEHHbIN Npenapar, PacCYUTaHHYHO MO MEXKAYHAPOAHOMY HEMATEHTOBAHHOMY HaMMEHOBAHWIO
(Npu ero oTCyTCTBUM MO XMMMUUYECKOMY WU FPYNNMPOBOYHOMY HaMMEHOBAHUIO), IeKapCTBEHHOMN GpopMme,
[03UpPOBKe (KOHLUEHTPaLUK, aKTUBHOCTU B eAMHULLAX AeACTBMA) U 0bLieMy KOAMYecTBy BO BTOPUYHOM
(noTpebuTenbckoi) ynakoBke € NPUMEHEHWEM COOTBETCTBYIOLLETO KO3GOULMEHTA MO OTHOLEHUIO K
MaKCMMa/IbHON 3aperucTpMpoBaHHON NpeaesibHON OTMNYCKHOM LEeHe JIeKapCTBEHHOro npenaparta,
COBMAJAloOLLEro Mo MeXAyHapoAHOMY HenaTeHTOBaHHOMY HAaMMEHOBaHMIO (MpU ero oTCyTCTBUM MO
XMMUYECKOMY WAWN TPYNNMPOBOYHOMY HAMMEHOBAaHMUIO), NIeKapCTBeHHOM ¢opme B COOTBETCTBUM C
pasgenom VIl meTtogukn.

29. locypapcTBeHHAn perncTpaumnsa npesenbHOM OTMNYCKHOW UeHbl Ha MMMYHOBMOMI0rMYecKuil
JIeKapPCTBEHHbIN NpenapaT (BakuMHY) B COOTBETCTBMM C HALMOHANbHbIM KasieHAapem NpodraakTUYECKMX
NPWBMBOK, BK/IOYEHHbIN B MepeyYeHb MM3HEHHO HEOOXOAMMbBIX W BaXKHEMLMX JIeKapCTBEHHbIX
NpenapaToB, OCYLLECTBAAETCA B COOTBETCTBUM C TPEOOBAHUAMM, YCTAHOBAEHHbIMU A1a pedepeHTHbIX
JIeKapCTBEHHbIX NpenapaTos. Mpu 3TOM geprKaTenb UAM BNAAENEL, PErMCTPALLMOHHOIO YA0CTOBEPEHUS
JIeKapCTBEHHOrO npenapata (YNONHOMOYEHHOE MM JIMLO) NpPeacTaBAAlOT A1a FoCyAapCTBEHHOM
perucTpauumn npenenbHyto OTMYCKHYIO LEeHYy Ha JIeKapCTBEHHbIM MNpPenapaTt, He MpeBblWatoLLyio
MaKCMMa/IbHYHO 3aPerncTPUpPOBaHHYIO NpeaesibHYH0 OTMYCKHYIO LLEHY MPOU3BOAMTENS Ha JIEKAPCTBEHHbI
npenapaTt, COBMNaZaloWMi MO MEXAYHAapOAHOMY HEMATEHTOBAaHHOMY HaMMeEHOBaHWIO (Mpu  ero
OTCYTCTBMM NO XMMWYECKOMY WM TPYyNNUMPOBOYHOMY HAMMEHOBAHUIO) M NIeKapCTBEHHOM dopme,
onpeaeneHHyo B COOTBETCTBUM C METOAMKOW.

30. 3aperncTpMpoBaHHaA npegesibHas OTMNYCKHaA LeHa NpoM3BOAMTENA Ha NeKapCTBEHHbIN
npenapat MoXeT O6biTb MepeperucTpMpoBaHa B LENAX YBEAMYEHUA B CAy4aAx, NpesycMOTPEHHbIX
nyHKTamu 32 u 34 HacroAwmx MpaBua, Ha OCHOBAHMM 33aABNEHUA O NepeperucTpaLmm n SOKYMEHTOB,
npeacTaBAeHHbIX B MUHUCTEPCTBO 34paBooxpaHeHmsa Poccuninickon Pepepaunn ao 1 okTAbpAa Kaxaoro
roga (He yawe 1 pasa B KaneHZapHOM roay). NMpeaenbHan OTNYCKHAA LEeHa Ha IeKapcTBEHHbIN Npenapar
He MOXeT OblTb nepeperncTpuMpoBaHa B TOM *Ke Ka/feHAApHOM roay, B KOTOPOM OHa Oblna
3aperncTpuposaHa.

31. 3asABneHHaa K nepeperncTtpauMm npegenbHas OTNYCKHaA LeHa BOCMPOW3BEAEHHOrO,
6noaHanorosoro (61onogo6bHOro) NeKapcTBeHHOro Npenapara nocae nepeperncTpaumm He MoxKeT bbiTb
Bbille 3aperncTpMpoBaHHOM npeaenbHOW OTMNYCKHOW UeHbl npousBoauTena Ha pedepeHTHbIN
NleKapcTBeHHbIV Npenapat, onpeaeneHHoM B COOTBETCTBUM C METOAMKOM.
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32. 3apeructpupoBaHHasa npegesibHas OTNYCKHasa LEeHa Ha JIeKapCTBEHHbIM npenapar
npovsBoguTENen TrocydapcTB - 4YneHoB EBPasMMCKOro 3KOHOMMYECKOTO COt3a MOMKeT 6biTb
nepeperMcTpupoBaHa B COOTBETCTBMU C METOAMNKOW:

a) oA NeKapcTBEHHbIX MPEenapaToB HUXKHEro LEeHOBOrO cermeHTa A0 50 pybnelt (BKAHOYUTENBHO) -
B C/ly4ae U3MEHEHMA LLeH HA CbiPbe M MaTepuasbl, @ TaKKe B C/lyYae M3MEHEHUA HaKNa4HbIX Pacxon0s,
HO He BblWe YPOBHA (AKTUYECKON MHOAALMM B NpealecTBYHOLEM Ka/NeHAAPHOM rogy C y4yeTom
NPOrHO3NMpPYEMOro YPOBHA MHPAALMMK, YCTAaHOBAEHHOFO Ha TeKywwuit rog depepanbHbiM 3aKOHOM O
denepanbHom BoaKeTe Ha COOTBETCTBYOLWMIA GUHAHCOBDLIN FOA M NAAHOBbLIN NEPUOL;

6) AnA NeKapcTBeHHbIX MpenapaToB LLEHOBOro cermeHta oT 50 py6bneir go 500 py6nei
(BKNOUUTENBHO) - B C/Ty4Yae YBEANYEHUS LEeH Ha Cbipbe M MaTepurasibl, UCMOJIb3yeMble MPU NPOn3BOACTBE
KOHKPETHOIO JIeKapCTBEHHOIO MpenapaTa, KOTOpble B PaBHOW CTEMEHW BAMAIOT HA YPOBEHb
3aPEerncTPUPOBaHHbIX LLEH Ha BCE JIEKAaPCTBEHHbIE NpenapaTbl, OTHECEHHbIE K O4HOMY MeXAYHapoaHOMY
HenaTeHTOBaHHOMY HaMMEHOBAHMIO U UMElOLME OAMHAKOBbBIN NyTb BBeAeHUA (KosebaHuA BasIOTHbIX
KypcoB, Gopc-markopHble 06CTOATENBCTBA, BO3HUKLLUME Y MOCTAaBLMKOB CbipbA M MaTepuanos), HO He
Bblle YPOBHA (aKTMYECKON MHONAUMM B NpPeaecTBYOWEM Ka/NeHgAPHOM rogy € y4YeTom
NPOrHO3MpPYEeMOro YPOBHA WMHPAAUMKM, YCTAHOBAEHHONO Ha TeKywui rog, depepasbHbIM 3aKOHOM O
denepanbHom BloarKeTe Ha COOTBETCTBYHOLLMIM GUHAHCOBbLIN rog, v NNaHOBbIN Nepuoa;

B) ONA NeKapCTBEHHbIX MpenapaToB LEHOBOro cermeHta ot 50 py6bnein go 500 pyb6neit
(BKNOUUTENBHO) - B C/lyYae M3MEHEHMA LEeH Ha Cbipbe M MaTepuasibl, a TakKe B c/lyyae U3MeHeHus
HaKNaZHbIX PacxoA0B, HO He Bblllie NPOrHO3MPYEMOTro YPOBHA MHOAALMKN, YCTaHOBNEHHOTO Ha TEKYLLNIA
rog, deaepanbHbIM 3aKOHOM O deaepasbHOM OlogyKeTe Ha COOTBETCTBYIOLWMI (PpUHAHCOBLIN rog U
NAaHOBbIN Nepuoa;

r) ons NekapcTBeHHbIX NpenapaToB 6e3 orpaHMYeHUs Mo LeHe - B Cly4Yae ec/iv cpeaHeB3BelleHHas
daKTUYecKana OTNYCKHasA LLeHa Ha JIeKapCTBEHHbIM NpenapaTt 3a nepuos, UCTEKLMA CO AHA MPUHATUSA
pelleHns O rocyaapCTBEHHOW peructpauuu (nocnegHel nepeperucTpaumm) npenenbHoO OTAYCKHOM
LeHbl 40 AHA NO4ayM 3aABAEHUS O NepeperncTpaumm, bolia HUXKe 3aperncTPMPOBAHHOM HA 3TOT Nepuos,
UeHbl He Hosee Yyem Ha MPOrHO3MPYeMbI YypoBeHb WMHOAAUWUW, YCTAHOB/EHHbIA Ha TEKYLMN ropg,
desepanbHbiM 3aKOHOM 0 peaepanbHOM BloAKeTe Ha COOTBETCTBYIOLWMA PUHAHCOBLIN rof, U NNaHOBbLIN
Nnepuos, HO He Bbllle BE/IMYMHbI, PAaCCYUTAHHOM B COOTBETCTBMMU C METOAUKOMN.

33. Mpu nepeperncTpaumnm NpeaenbHbIX OTNYCKHbIX LeH Npov3BoguTeNeil rocyaapcTs - YaeHoB
EBPa3sMINCKOro 3KOHOMMYECKOrO COlo3a [OKYMEHTbl Ha WMHOCTPAHHOM A3blKe MPeacTaBAAlTCA Ha
H6yMarKHOM HocuTe e C 3aBepPeHHbIM B YCTAaHOBNEHHOM NOPAAKE NepeBoLOM Ha PYCCKUIA A3bIK.

[aHHble B OTHOLIEHUU BCex GaKTUYECKUX LEeH B BajloTe rocygapcTBa - yneHa EBpaswuiickoro
SKOHOMMYECKOTrO COlo3a MPeACTaBAATCA C yYeTOM nepecyeTa Ha pybau no Kypcy, yCcTaHOB/IEHHOMY
LleHTpanbHbIM 6aHKOM Poccuitckolt Pepepaumm Ha AeHb, Korga nponssoautenem bbina ocylecTsaeHa
daKkTMyecKan  peanusaums  NIeKapCTBEHHbIX  MpenapaToB  OpraHW3auuuM  ONTOBOW  TOProBAM
NIeKapCTBEHHbIMM  CcpeacTBamu, M (MM) anTeyHoi opraHusauuu, U (Mnu) wHAMBUAYaSbHOMY
npeAnpUHUMATENO, UMEIOLLMM IMLLEH3MIO Ha GapMaLLEBTUYECKYIO AeATeIbHOCTb.

34, 3apeructpupoBaHHaa npeaenbHaa OTNYCKHaA LeHa Ha /NeKapCTBEHHbI npenapar
MHOCTPAHHOTO NPOM3BOAUTENA, OCYLLECTBAAIOWEr0O B TOM 4MCAe NEPBUYHYID U (UAWU) BTOPWYHYIO
yMNaKoBKY NeKapCTBEHHOro npenapata B Poccuiickon ®eaepauunn, MoXKeT bbiTb NepeperncTpmpoBaHa B
COOTBETCTBUM C METOAMKOM, eCIK POCT Kypca HaLUMOHabHOW BafloTbl rOCYyAapcTBa - MPOM3BOAUTENSA K
pyb6ato CO OHA MPUHATMA PELUEHUA O rocyAapCTBEHHOMW pernctpauun (nociegHelt nepeperucrpaumm)
npeaenbHOM OTNYCKHOM LieHbl MPON3BOANUTENA HA SIEKAPCTBEHHbIN NpenapaT No AeHb NoAayn 3aaBaeHus
0 nepeperncTpaumm nNpesbllWaeT NPOrHo3npyemMblit yposeHb MHGAALMM, YCTAHOBAEHHbIW Ha TEKYLLWIA rog,
denepanbHbIM 3aKOHOM O peaepanbHOM BloaKeTe Ha COOTBETCTBYOLWMA PUHAHCOBLIN rog, U NAaHOBbLIN
nepuoga,
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MepeperncTpauma npesenbHON OTNYCKHOW LLEeHbl Ha NEeKapCTBEHHbIM npenapaT MHOCTPAHHOro
NpPou3BOAUTENS, OCYLLECTBASIOWEro B TOM 4YMCAE MNEPBUMYHYO W (MAM) BTOPUYHYIO YMNAKOBKY
JIeKapcTBEHHOro npenapata B Poccuiickoit deaepaumm, ocyLLECTBASETCA C YYETOM MPOrHO3MPYyemMoro
YPOBHA MHBAALMMN, YCTAaHOBIEHHOIO Ha TEKYLWMI roa denepasibHbIM 3aKOHOM 0 deaepanbHoMm brogkeTe
Ha COOTBETCTBYIOWMIN GUHAHCOBBLIA rog M MNAAHOBbLIA MEpuUon, HO He Bbille BENUYUHbI YBEAUYEHUSA,
pacCYUTAHHOM B COOTBETCTBMU C METOANKOMN, C YYETOM MUHUMANBHOM OTNYCKHOM LeHbl MPON3BOANTENS
(be3 yueTa HaMMeEHOBAHMS NPOM3BOACTBEHHbIX MIOWAA0K, Y4aCTBYHOLWMX B NpoLecce NponsBoAcTBa) Ha
TaKOM NEeKapCTBEHHbIN npenapaTt B MHOCTPAHHbIX rOCyAapcTBaX, YKasaHHbIX B Tabauue 1 pasgena |l
npunoxeHua N 3 K meToauke.

35. lna nepeperncrpaumm npenesbHol OTMNYCKHOM LeHbl MPOU3BOAMTENS HA JIEKAPCTBEHHbIN
npenapar, KPoOMe AOKYMEHTOB, YKa3aHHbIX B NyHKTe 5 HacToawmx MpaBun, NnpeacraBastoTca cneayrowme
JOKYMEHTbI A1 SKOHOMMUYECKOro aHann3a Ha bBymaxKHOM HocuTene (B 2 aksemnaspax):

a) nNpousBOAMTENAMM M3 TOCYAApPCTB - 4ieHOB EBPa3sMIMCKOro 3KOHOMMYECKOro coo3a npwu

nepeperucTpaLmm B Cayyasx, NpeaycMOTPeHHbIX NoanyHKkTamum "a" u "8" nyHKTa 32 HacToAwmx MNpasun:

pacyeT BeJIMYUNHDLI YAOPOXaAHUNA CTOMMOCTU CbipbA WM MaATepUasioB B CTPYKTYpE 3aTpaT Ha
npon3soAacTBO U peAIN3aLUUNIO IEKAPCTBEHHOIO NpenaparTa;

KOMUWN KOHTPAKTOB, NOATBEPKAAIOLINX YBENNYEHNE CTOMMOCTU CbiPbA U MaTepPKUanos, CO CPOKaMMU
OencTBuA, 3aBepllaloWMMUCA He paHee 4Yem uYepe3s 3 mecAla CO AHA NoJayM 3aABAEHUA O
nepeperncTpaLmnm, a TakKe Konum cneundmKkaumnii n BCex NPUIOKEHNM K KOHTPaKTaM, KOTOpbIe ABAAIOTCA
MX HEOTbEMIEMOM YacCTblo;

OOKYMEHTaIbHOE NoATBEPKAEHNE PaKTUYECKMX 3aTPaT Ha Cbipbe M MaTepuasibl Ha A€Hb MPUHATUA
pelleHns O rocyaapcTBeHHOW peructpauum (nocneaHelt nepeperucTpaummn) npeaenbHol OTMYCKHOM
LLeHbl Ha IeKapCTBEHHbIM Npenapar;

pacyeT BEJIMYUHbI U3MEHEHUNA HaAKNAAHbIX pPacxoaoB B C/y4yae yBe/IM4YEHUA TapMd)OB Ha
IIEKTPNYHECKYIO 3HEpPruto, TEI'I!'IOCHa6)KeHVIe, BOLI,OCHa6)KEHMe N UEH Ha TONAMBO, a TaKXKe pacyeT
yBeEINYEHUA dMOPTU3aUNOHHDbIX OTYUCNEHUM no OCHOBHbIM cpeacrteam, MCNOJ1Ib3yeMbIM
HenocpeAacTBeEHHO ON1A NPOU3BOACTBA ZIEKAPCTBEHHbIX MPEenapaTos;

[OKYMEHTa/ibHOE MNOATBEP)KAEHME YBEAMYEHMUA HaKNafAHbIX PaAcXo4oB, a TaKXe Komuu
[OKYMEHTOB, NOATBEPKAAIOLLMX BBOA, COOTBETCTBYIOLLMX OCHOBHbIX CPEACTB B 3KCMAyaTaLuio;

pacyeT YypOBHA pPeHTabenbHOCTM Ha KOHKPETHbIM /IeKapCTBEHHbIN npenapaT B COOTBETCTBUM C
MeTOAMKO;

6) npousBOAMTENAMM M3 TFOCYAAPCTB - YeHOB EBPa3sMIACKOrO 3KOHOMMYECKOro cOl3a npwu
nepeperucTpaLmm B Caydasx, NpeaycMoTpeHHbIX nognyHKTom "6" nyHKTa 32 HacToawmx Mpasun:

pacyeT BeJINYUNHDLI YAOPOXAHNA CTOMMOCTU CbipbA WM MaTepUasioB B CTPYKTYpeE 3aTpaT Ha
npon3soAacTBO U peAN3aLUUNIO IEKAPCTBEHHOIO NpenapaTta;

KON KOHTPAKTOB, noATBEPKAAOWUNX yBeM4YeHNE CTOMMOCTU CbipbA U MaTepnasioB, CO CPOKamu
AEVICTBMH, 3agepwarvuwmmmnca He paHee 4Yem 4epes 3 mMmecAua co AHA NoAaynM 3aABAeHuA O
nepeperncrpaunmn, a Takxe Konmm CﬂELI,VId)MKBLI,I/IVI n BCcex I'Ipl/lﬂO)KEHI/Iﬁ K KOHTPAKTaM, KOTOpPbIE ABNAIOTCA
NX HEOTbEM/IEMOIA 4acCTblo;

AOKYyMeHTa/bHOe noATBepKaeHne GakTUUECKMX 3aTpaT Ha Cbipbe U MaTeprasbl Ha AeHb NPUHATUA
peleHna O rocyaapCTBEHHOM perucTpauuu (nocnegHei nepeperucrpaumu) npenenbHoi OTMYCKHOW
LLeHbl Ha IeKapCTBEHHbIV Npenapar;

pacyeT ypoBHA peHTa6eanocm Ha KOHerTHbIﬁ }'IEKapCTBeHHbIﬁ npenapat B8 COOTBETCTBUU C
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MEeTOAMKOM;

B) NPOM3BOAUTENAMM TOCYZAAPCTB - YNeHOB EBPasMACKOrO 3KOHOMWYECKOrO Ccolo3a nNpw
nepeperucTpaLmm B CIy4anx, NpeaycMoTPeHHbIX MOAMYHKTOM "I nyHKTa 32 HacToAwmx Mpasua, - Konum
TOBApPHbIX HaKNaAHbIX Ha KOHKPETHBIN IeKapPCTBEHHbIV NpenapaT, OTrPYKeHHbIV B a4pec NoKynaTtenei B
COOTBETCTBYIOLWMI OTYETHbLIV NEpUog, onpeae/ieHHbI B COOTBETCTBUM C MYHKTOM 37 HacToAwwmx Mpasun
(npeactaBneHne Bcex TOBAPHbIX HAKNAAHbIX HEOOXOAMMO, €C/lM  KOAMYECTBO OTFPY30K Mo
JIeKapCTBEHHOMY MpenapaTty He npesbiwaeT 25 WTyK, a No JIeKapCTBEHHbIM NpenapaTam, No KOTOpPbIM
KOJIMYECTBO OTIPYy30K NpeBbilwaeT 25 WTyK, HeobX0AMMO NPeacTaBUTb KOMUM TOBAPHbIX HaKNagHbIX C
HaMboNbLIMM yaeNbHOM BECOM B 06bemMe peasnim3aumm KOHKPETHOro 1IeKapCTBEHHOTO NpenapaTa, Ho He
MeHee 25 WTykK);

r) WMHOCTPAHHLIMW NPOWU3BOAUTENAMM, OCYLLECTBAAOWMMM MEPBUYHYIO U (MAK) BTOPUYHYIO
yMaKoBKy JfleKapcTBeHHOro npenapaTta B Poccuiickont Pegepauuun, gepikatenem WA BaagenbLem
PerncTpaunoHHOro yAoCTOBEPEHUA fIeKapCTBEHHOro npenapata (Yyno/HOMOYEHHbIM MM AULOM) Npu
nepeperucTpaLmm B caydasx, NpeaycMOTPeHHbIX NYHKTOM 34 HacToAwmx Mpasun:

KOMWW TOBaPHbIX HaKAaAHbIX Ha KOHKPETHbIM /IeKapcTBEHHbIM NpenapaT, 3a COOTBETCTBYIOWMIA
OTYETHbIV Nepuoa, onpeaeneHHbli B COOTBETCTBMM C MYHKTOM 37 Hactoawwmx MNpasun (NpeactaBneHme
BCEX TOBAPHbIX HAaKNaAHbIX HEOBXOAMMO, ECIN KOIMYECTBO OTFPY30K NO IeKapCTBEHHOMY NpenapaTty He
npesblWwaeT 25 WTYK, a N0 IeKapCTBEHHbIM Npenapatam, No KOTOPbIM KOJIMYECTBO OTIPY30K MpeBbIlaeT
25 WTYK, Heo6Xx04MMO NpPeACTaBUTb KOMUKM TOBAPHbIX HAKNAAHbIX C HAaMbONbWMM Yae/NlbHOM BECOM B
obbeme peannsaumm KOHKPETHOrO JIeKapCTBEHHOro npenapara, Ho He meHee 25 WTyK);

cBegeHus (no Bbibopy Aepatens WAM  BRagenibla PEerucTpaumMoHHOro  yaoCToBepeHus
JIeKapCTBEHHOro npenapata (YNONHOMOYEHHOrO MM /IMLA), MOATBEPXKAAMOWME OTNYCKHbIE LEHbI
NPOM3BOAUTENA HA IEKAPCTBEHHbIN NpenapaT B MHOCTPaHHbIX FOCYAapCTBaAX, YKa3aHHbIX B NPUIOKEHUN
N 2 K meToaunKe (Ha ByMarKHOM HOCUTene C NepeBoAOM Ha PYCCKUIA A3bIK);

) VMHOCTPaHHbBIMW MPOU3BOAUTENAMU MPU NEepPeperncTpaLmm B CAyYasx, NPeaycMOTPEHHbIX
NyHKTOM 34 HacToAwwmx Mpasunn:

KOMUW TaMOMKEHHbIX AeKnapauuii Ha MOCTaBKY KOHKPETHOrO JIeKapCTBEHHOrO MpenapaTa 3a
COOTBETCTBYIOLLUUIA OTYETHBIN Nepuoa, onpeaesieHHbIN B COOTBETCTBUM C MYHKTOM 37 HacToAwmx Mpasun
(npeactaBneHne Bcex TaMOMEHHbIX AeKnapaumii HeobXoAMMO, €C/NM  KOMMYECTBO TaMOMKEHHbIX
AeKnapaLmii No NeKapcTBEHHOMY NpenapaTy He npeBbiwaeT 25 WTYK, a N0 IeKapCTBEHHbIM NpenapaTam,
MO KOTOPbIM KOJIMYECTBO TaMOMKEHHbIX AeKnapauui npesblilwaeT 25 WTyK, HeobxoanMmMo nNpeacTaBuTb
KOMWUW TAMOMKEHHbIX AeKnapaunin ¢ HaMbonbWMm yaenbHOM BECOM B 06beme peannsaLmm KOHKPEeTHOro
JIeKapCTBEHHOrO Npenapara, Ho He MeHee 25 LWTYK);

ceegeHmsa (no BbIGOpy AepaTena WMAWM  Bnagenblia PEerucTPaLMoHHOro  yAoCTOBEpPeHuA
NleKapcTBeHHOro npenaparta (YNoOJIHOMOYEHHOrO MM /iMua), MOATBEPNKAAIOWME OTMYCKHbIE LEHbI
NpPOM3BOAUTENA HA NEKAPCTBEHHbIM NpenapaT B MHOCTPaHHbIX FOCYAaPCTBaX, YKa3aHHbIX B MPUAOKEHUN
N 2 K meToamKe (Ha ByMarKHOM HOCUTe e C NepeBoOAOM Ha PYCCKUIA A3bIK).

36. Mpu nepepernctpauMm npeaenbHbiX OTMYCKHbIX UEH Ha JIeKapCTBEHHble npenapaTbl
npovsBoguTeNnein rocy4apcts - 4YieHoB EBPasuMiACKOrO 3KOHOMMYECKOrO CO3a B  C/Ayvasx,
nn n_n

npeaycmMoTpeHHbIX nognyHktamu "a" - "B" nyHKTa 32 HacToAwwmx [paBua, npeaenbHblit ypoBeHb
peHTabenbHOCTM He MosKeT npesblwaTh 30 NPOLEHTOB.

37. Mpu nepepernctpaunn npesenbHoOn OTMYCKHOW LeHbl MPOU3BOAMUTENSA HA JIEKAPCTBEHHbIN
npenapar B KaYecTBe OTYETHOIO Nepuoaa NPUHNMAETCA NEPUOA, UCTEKLINIA CO AHA NPUHATUA PeLleHus O
rocyfapCTBEHHOW pernctpaumu (nocneaHei nepepernctpaumm) npesenbHol OTNYCKHOM LieHbl Ha AEeHb
nofaun B MMHUCTEPCTBO 34paBooXpaHeHns Poccuiickon Pesepaumm 3asBieHNA O MepeperncTpaumn.

38. Ha oOCHOBaHMW 3aABAeHMA O nepeperncrpaunn, npeacraBieHHOro AepxXarenem wnan
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B/lageNbLeM PerncTpaumoHHOro yA0CTOBEPEHUA NEKAPCTBEHHOro npenapaTa (Yyno/HOMOYEHHOro MM
INLA) B LUENAX CHUMEHWS LEeHbl Ha NeKapCTBEeHHbIM npenapat, MWHUCTEPCTBO 34paBOOXPAHEHMUA
Poccuitickolit  depepaumm  paccmaTpuMBaeT  BOMPOC O  MNPUHATAM  PElieHMA O  CHUMKEHWUU
3apEerncTPUpPOBaHHOM MNpeaenbHON OTMYCKHOW LeHbl MPOM3BOAMUTENA HA JIEKAPCTBEHHLIM Npenapar.
3aABneHUEe O NepeperucTpaumm B LEeNsX CHUMKEHUA LeHbl Ha IeKapCTBEHHbIA NpenapaT MOXKeT 6biTb
npeacTaB/NeHO COBMECTHO C 3asB/IEHMEM O BHECEHMM M3MEHEHWM B pPEecTpPoBYH 3anucb O
rocygapcTBEHHOW pPerucTpaumMm npeaenbHOM OTMYCKHOM LEeHbl MPOU3BOAUTENA HA NeKapCTBEHHbIN
npenapat B COOTBETCTBUWM MNyHKTOM 7 [lpaBun BeAeHWUA TOCYyAapCTBEHHOrO peectpa npeaesbHbIX
OTMNYCKHbIX LLEH NPOM3BOAMTENEN HA IeKAPCTBEHHbIE MPenapaThl, BKAOYEHHbIE B NepeyYeHb KU3HEHHO
HEOOXOAMMbBIX W  Ba*KHEMLWWX NIEKAPCTBEHHbIX MPEMapaToB, YTBEPMKAEHHbIX MNOCTAHOBAEHMEM
MpasutenbctBa Poccuiickoit Pepepaumm ot 29 okTtabpa 2010 r. N 865 "O rocyaapctBeHHOM
peryinMpoBaHnmM LEeH Ha IeKapCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B NepeyeHb *KU3HEHHO HEOOX0ANMbIX
N Ba)KHEWNLIMX NeKapCTBEHHbIX NpenapaTos”.

39. TocymapcTBeHHasa pernucrtpaumMa W nepeperncTpauma  npenenbHblX OTAYCKHbIX  UeH
npoussoauTesie Ha IeKapCcTBEHHbIe npenapaTbl ocywecTsaseTca becnaatHo.

40. depepanbHaa aHTUMOHOMNObHAA CAyXba B NMCbMeHHON popme yBeAOMAAET AepXKaTens unu
BNafienbla PerucTpaumoHHOro YAOCTOBEPEHMS JIeKapCTBEHHOro npenapata O HeobxoaMmocTu
M3MEHEHUA 3aperncTpMpPoBaHHON MNpeaenbHON OTMYCKHOM LeHbl MPOM3BOAUTENA Ha JIeKapCTBEHHbIN
npenapar, ecnu Noc/ie rocyaapcTBeHHOoM perucTpaumm (nepeperucTpaumnmn) npeaeibHom oTNYCKHOM LieHbl
Npou3BoAUTENA Ha JNIeKAapCTBEHHbIM MpenapaT YCTaHOBAEHO, YTO JAepaTenem WAW BRagenbuem
pPerucTpaLnoHHOro yaoCcToBepeHUa NeKapcTBeHHOro npenaparta (YNnoAHOMOYEHHbIM UM ANLOM) Bbian
npeacTaBAeHbl HEAOCTOBEPHble CBeAeHUA, NMOBAUABLUME Ha pPe3y/bTaT paHee MPUHATOrO pPeLleHus o
COrnacoBaHMM npeaenbHOM OTNYCKHOM LieHbl NPoM3BOAMTENA Ha JIeKapCTBEHHbIW npenapat u (Maun) He
6bl M NpeacTaB/ieHbl CBeAEHUA, MOBAUABLUME HA pPe3y/ibTaT TaKoro pelleHus, C NpenocTaBleHuem
060CHOBaHMA TaKOro BbIBOAA.

[JepkaTenb WM Bnageney, PerucTpaLmMoHHOro YyAOCTOBEPEHUA JIEKAPCTBEHHOrO rMpenapaTa
(ynonHomoueHHOE MM NMUO) NPUBOAAT 3aPErUCTPUPOBAHHYIO MpPEenesibHYI0 OTMYCKHYK LeHy B
COOTBETCTBME C LLEeHOM, PacCYNTaHHOM B COOTBETCTBUM C HacToALMMM NpaBuaamm U MeToOAMKOM, C y4eTom
MHbOPMaLMK, YKasaHHON B yBegomneHUn PeaepasbHON AHTUMOHOMONIBHOW  CAYKObI,  MAK
NpeACcTaBASOT MOTUBMPOBAHHOE LOKYMEHTA/IbHOE NOATBEPKAEHWE pacyeTa yKa3aHHOW LEeHbI.

depepanbHas aHTMMOHOMONbLHAA CAYyXKDa OTMEHSAET pelleHWe O COracoBaHWWM NpenesbHow
OTMYCKHOM LeHbl NPOU3BOAUTENA HA NEKAPCTBEHHbLIM NpenapaT B C/ydyae HeMNpuUBEAEHUA AeprKaTeemM
AN BRAOENbLEM PETNCTPALMOHHOIO YAOCTOBEPEHUS NIEKAPCTBEHHOrO npenapaTta (YNnoJAHOMOYEHHbIM
UM IMLOM) 3apPerucTpMpoBaHHON NpPeaenbHOM OTMYCKHOW UEeHbl B COOTBETCTBME C HACTOALMMM
MpaBnnamm n meToaMKOM C y4yeTom WHPOpMauMM, YKasaHHOM B yBegomneHun PegepasbHOU
aHTUMOHOMNONBLHON  CAYXKObl, WANM  HenpeaCTaBNEHUA  MOTUBMPOBAHHOIO  AOKYMEHTA/IbHOro
NoATBEPXKAEHNA pacyeTa YKa3aHHOW LieHbl B TeYeHMe 04HOro MecALa Co AHA NoJyYeHUsA yBeaOMIeHUA
denepanbHOM AaHTUMOHOMONBLHOM CNYXKO0A.

41. MwuHWCTEpPCTBO 3ApaBooOxpaHeHusa Poccuitckot ®Pepepauumn  OTMEHAET pelleHne o
rocy4apCTBEHHOMN perncTpaLlmm nam nepeperucTpaLmm npeaenbHo OTNYCKHOW LeHbl NPOU3BOAMTENSA Ha
NeKapcTBEHHbIV Mpenapat B CAy4Yae, €CM MOcC/e MNPUHATUA TaKOro pelleHWA YCTaHOBNEHO, 4TO
Jep)kaTenem WAM  BRagesbLem pPerucTpaumMoHHOro yAoCTOBEpPEeHUA JIeKapCTBEHHOro npenaparta
(ynonHomoueHHbIM UM AMLOM) 6blM MNpeacTaBieHbl HeAOCTOBEPHble CBeAEHMWA, MOBAUABLUME HA
pe3ynbTaT MPUHATOrO MWHUCTEPCTBOM pelleHMA, a Takke B caydae, ecan  depepanbHan
aHTMMOHONO/IbHAA cnyba OTMEeHMNa pelleHMe O COrNacoBaHUM MpPeAeNbHOW OTMYCKHOW LEeHbI
NPOM3BOAMUTENA HA IEKAPCTBEHHbIN NpenapaTt Ha OCHoBaHMM NyHKTa 40 HacToAwmx Mpasun, n nckaoyaet
B YKasaHHbIX C/ly4asx 3aperncTpupoBaHHYIO (NepeperncTpupoBaHHy0) NpeaesbHY0 OTMYCKHYIO LEeHy
Npon3BOAMTENA HA NEKAPCTBEHHbIN NpenapaT U3 rocyaapCcTBEHHOrO peecTpa.
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MpunoxkeHne N 1

K MpaBunam rocygapcTBEHHOW perucTpaumm
N nepeperncTpaunmn yctaHaBanBaembix
NPOn3BOAUTENSIMM SIEKAPCTBEHHbIX
npenapaToB npeaenbHbIX OTNYCKHbIX LeH
Ha NeKapCcTBEHHble Npenaparsl,
BK/IIOYEHHbIE B NepeyeHb }KU3HEHHO
HeobXxoAMMbIX N BaXKHENLLINX
JIeKapCTBEHHbIX NpenapaTos

(dopma)
BAABJIEHUE
O T'OCYIAapCTBEHHOM pPeIrucTpaluM yCTaHaBJIMBAaEMEIX
IPOMBBOOUTEJIAMM JIEKAPCTBEHHEIX [IpelapaToB NpenesibHEIX
OTNYCKHEIX lleH Ha JieKapCTBEHHBEIE IIperlapaTh, BKJIOUEHHBE
B IIepedYeHb XMBHEHHO HEeOOXOIOMMHEIX ¥ BaXHeMIMX
JIeKapCTBEHHEIX IIpernapaToB
3aaBUTETb
(HaMMeHOBaHME; I[IOUTOBHIM aIpec, aIpecC 3JIEKTPOHHOM I[IOUTH)
IepxaTesb WIM BJlazejell PETUCTPALMOHHOTO YOOCTOBEPEHUS JIEKAPCTBEHHOTI'O
npenapara
(HaMMeHOBaHME; aIpeC DJIEKTPOHHOM IIOUTH)

CBeneHus o perucTpauurM nepxaTeysa WM Bjlaleslblla PEeTUCTPAaLMOHHOIO
YIOOCTOBEPEHUSA JIEKAPCTBEHHOTO npenapaTta B KaudeCcTBe HaJIOTOIJlaTesiblMKa,
CBeIeHUs o perucTpaumnm IPOMBBOOUTETIA JIEKAPCTBEHHOT'O IIpelnapaTa s
MEIMULMHCKOTO I[PMMEHEeHMS B KaueCTBe HajloTolJlaTesibliMKa B CTpaHe perucTpaluum
(o198 POCCUMCKUX OPUIMUECKMUX JIML — UMOSHTUOMKALMOHHBIM HOMEP HAaJIOT'OljlaTellbIiMKa
(MHH) , 1O3sa MHOCTPAaHHBIX OPUIOMYECKUX JIMI — CTpaHa perucTpauuyu, HaMMeHOBaHME
perucTpupyoumero opIraHa, PeTrUCTPalMOHHEIN HOMEp, KOI HAaJIOTOoIJlaTeJbliMKa B
CTpaHe permcrpauum (MHKOpHNOpauuyM) MWIM €0 aHajor)

CrenmeHusa O permucrpaumnm IIpom3sBOOMUTEIIA JIEKapCTBEHHOTI'O InperapaTa OJ1d
MeIMIIMHCKOI'O IIPVMMEHEHUA B KauecCTBe HaJIoroIlJlaTeJiIbIIMKa B CTpaHe perumcTrpaumnm

(OJI19 POCCUMCKMX DOPUAMYECKUX JIMI — UIOESHTUOMKALMOHHEIN HOMEP HAaJIOTOIJlaTelblMKa
(MHH) , 1O3sa MHOCTPAaHHBIX OPUIOMYECKUX JIMI — CTpaHa perucTpauuyu, HaMMeHOBaHMe
perucTpupyomero opraHa, pPeTrMCTPAalLMOHHBIM HOMEP, KOI HaJloromJjaTeJlblMKa B

CTpaHe perucrpauuyu (MHKOPIOpAalUMM) MM €T0 aHaJor)

N n/n CTragus npousBoAacTBa Mpowussoautenb (HaMMeHOBaHUE) Apgpec CTpaHa




N | Homep | MexagyHapoaH | Topro | Jlekapcts Obuwee MpegenbHaAn LWTpuxosoii Koa no Kog
n/n | pernctp oe BOe eHHasn KonnyecTs OTMNYCKHAA LeHa Koa, aHatomo- | TH
AUMOHH | HEMATEHTOBAHH | HAauMe |  popma, 0 BO Npou3BOAUTENS 3@ | HAHECEHHbIN | TepanesTn | B3/
oro oe, uamn HOBaH | 4O3MPOBK | BTOPUYHOM noTpebuTtenbekyo Ha YyecKko- EASC
YO0CTO | FPYNNUpPOBOYH ne a, (noTpebuT | ynakoBKy <**> 6e3 BTOPUYHYIO | XMMMUYECK
BEepeHu oe, unu KOMMJIEKT | e/IbCKOW) Hanora Ha (noTpebuTen ol
fl XMMUYecKoe HOCTb ynakKoBKe no6aBneHHyo bCKY0) Knaccuou
HaMMmeHoBaHWe <HES CTOMMOCTb (pybnei) YyNaKoBKY Kauuu
<*>
1 2 3 4 5 6 7 8 9 10
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YIIOJIHOMOUEHHOE

JINLLO

(b.m.0.) (DOJXHOCTHE) (nomnmce)
KoHnTaxkTHEE Anpec BJIEKTPOHHOM
Tej1ePOHE TIOYUTEL

<*> B c/lyyae OTCYTCTBMA  MEXAYHApOAHOIO  HEeMaTeHTOBAaHHOrO HaMMEHOBaHWA B
PEerucTpaumMoHHOM  YAOCTOBEPEHWWM JIEKAaPCTBEHHOrO Mpenapata  YKasbiBaeTcs HauMMeHOBaHWe
NleKapcTBEHHOro npenapara, NpeaycMOTPEHHOTO MepeyHEeM KMU3HEHHO HeobXOAMMbIX M BarKHEeMWux
NeKapcTBEHHbIX NPenapaToB, eXXero4Ho yTeepKaaembim MpasutenbcTBom Poccuiickoii degepaumu.

<**> B cayvaax, npeaycMOTPeHHbIX MyHKTOmM 25 [paBua rocydapCTBEHHOM perucrpaumumn wm
nepeperncTpaumm ycTaHaBAMBaEMbIX MPOU3BOAUTENAMM JIEKAPCTBEHHbIX MNPEnapaToB MpeaesnbHbIX
OTMYCKHbIX LEH HA /IeKapCTBEHHbIE NpenapaTbl, BKAOYEHHbIE B NepeyeHb KU3HEHHO HEObBX0AMMbIX U
BaYKHEMLLMX JIEKaPCTBEHHbIX NPenapaTos, YTBEPKAEHHbIX NOCcTaHOBAeHWeM [NpaBuTenbcTBa Poccuiickomn
depepaunm ot 29 okTabpa 2010 r. N 865 "O rocygapcTBeHHOM PEry/iMpoBaHUK LLEH HA JIEKAPCTBEHHbIE
npenapaTbl, BK/OYEHHbIE B MNepeyeHb MU3HEHHO HeOobBXOAMMBIX W BaXKHEWLWMX NEeKAPCTBEHHbIX
npenapatos", AONONHUTENbHO YKa3blBaeTcA Gopma BbINyCKa NEKAPCTBEHHOro MpenapaTta, C y4yeTom
KOTOPOW paccynTbiBaeTCA NpeaesibHas OTNYCKHAA LieHa Npou3BoauTensa 3a NoTPebUTeNbCKyo YNaKoBKy
JleKapcTBeHHOro npenapara.”.

MpunnoxkeHme N 2

K MNpaBunam rocysapCcTBEHHOM perncrpaymm
W nepeperncrTpaumm ycraHaBInBaemMbix
NPoOn3BOAUTENAMM NEKAPCTBEHHbIX
npenapaToB Npeae/bHbIX OTNYCKHbIX LLeH

Ha NIeKapCTBEHHble npenaparbl,
BK/IIOYEHHbIE B NepeyeHb }KNU3HEHHO
HEOOX0AMMbIX N BaXKHENLLMX
JIEKapCTBEHHbIX NpenapaTos

(¢opma)
3AABIJIEHVE
O Iepepermcrpaluuy yCTaHaBJIMBAEMBIX NPOM3BOIUTEIISAMU
JIEKAPCTBEHHEIX [IpernapaToB IPeneJIbHEIX OTIIYCKHBIX LeH
Ha JIeKapCTBEHHHBE [pelapaTh, BKJIOUEHHHE B [IepedYeHb XW3HEHHO

HeOOXOOMMEIX M BaXHeMUMX JIeKapCTBEHHEIX IIpelapaToB

3agaBuUTesb
(HaMMeHOBaHMEe; IIOYTOBHM aIpec, aIpecC SJIeKTPOHHOM [IOYTEH)
HepxaTeyib WM BJaneJel, PETrUCTPALMOHHOT'O YIOOCTOBEpPEeHUA JIeKapCTBEHHOTI'O
npenapara
(HaMMeHOBAaHME; aIpecC DBJIEKTPOHHOM INOUYTH)

CeeneHusa o) perucTpaumumn mepxarens NI BJamesibla PETUCTPAaLMOHHOTO
YIOOCTOBEpPEeHUA JIEKAPCTBEHHOT'O npenapaTra B KadecTBe HAaJIOT'OIJIaTeJbIMKa,
CBeNeHuA o perucTpaumnmn IPOM3BOOUTEJIA JIEKAPCTBEHHOI'O IIpenaparTta Iojd
MeIMUMHCKOI'O IIPUMEHEHMA B KadecCTBe HajloroIljlaTelibliMKa B CTPaHe permcrpauun
(OJI19 POCCUMCKMX OPUOAMYECKUX JIML — MIOESHTUOMKALMOHHEIN HOMEP HaJIOTOoIJlaTelblMKa

(MHH) , 1O3sa MHOCTPAaHHBIX OPUIOMYUECKUX JIMI — CTpaHa perucTpaluyu, HaVMeHOBaHME



pPernMcTpMpyoIero opraHa, PerMCTPAaUMOHHHM HOMep, KO HaJIoroljlaTeJibliMKa B
CcTpaHe permcrpauuy (MHKOPIOpAaLMM) MM €T'0 aHaJior')

CBenmeHMs O PpPeTrucTpauum IPOM3BOOUTEIISA JIEKaPCTBEHHOTO npenapara nJis
MEeIMULMHCKOT'O IIPMMEHEHMs B KadeCTBE HAJIOTONJATesblMKa B CTpaHe perucTpalmmn
(o1 POCCUMCKUX OPUIMUYECKUX JIML — UOSHTUOMKALMOHHBIM HOMEP HAJIOT'OIJlaTeJlblMKa
(MHH) , @Onsa MHOCTPAHHBIX OPUIOMUECKUX JIMI — CTpaHa perucTpaluuMu, HaVMeHOBaHUE
perucTpupyrRuero opraHa, pPeIMCTPAalMOHHEI HOMEp, KOI HaJloToljlaTeJibliMKa B
CTpaHe perucTpauum (MHKOPIOpaluMM) WMJIM €TI0 aHaJioT')

N n/n Cragusa nponsBoAcTBa MpoussoguTens (HaMmeHoBaHMe) Appec CTpaHa




N | Homep | MexagyHapoaH | Topro | Jlekapcts Obuwee MpegenbHaAn LWTpuxosoii Koa no Kog
n/n | pernctp oe BOe eHHasn KonnyecTs OTMNYCKHAA LeHa Koa, aHatomo- | TH
AUMOHH | HEMATEHTOBAHH | HAauMe |  popma, 0 BO Npou3BOAUTENS 3@ | HAHECEHHbIN | TepanesTn | B3/
oro oe, uamn HOBaH | 4O3MPOBK | BTOPUYHOM noTpebuTtenbekyo Ha YyecKko- EASC
YO0CTO | FPYNNUpPOBOYH ne a, (noTpebuT | ynakoBKy <**> 6e3 BTOPUYHYIO | XMMMUYECK
BEepeHu oe, unu KOMMJIEKT | e/IbCKOW) Hanora Ha (noTpebuTen ol
fl XMMUYecKoe HOCTb ynakKoBKe no6aBneHHyo bCKY0) Knaccuou
HaMMmeHoBaHWe <HES CTOMMOCTb (pybnei) YyNaKoBKY Kauuu
<*>
1 2 3 4 5 6 7 8 9 10
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YIIOJIHOMOUEHHOE

JINLLO

(b.m.0.) (DOJXHOCTHE) (nomnmce)
KoHnTaxkTHEE Anpec BJIEKTPOHHOM
Tej1ePOHE TIOYUTEL

<*> B c/lyyae OTCYTCTBMS  MEXAYHApOAHOTO  HEeMaTeHTOBaHHOroO HaMMeHOBaHWA B
PEerucTpaumMoHHOM  YAOCTOBEPEHWWM JIEKAaPCTBEHHOrO Mpenapata  YKasbiBaeTcs HauMMeHOBaHWe
NleKapcTBEHHOro npenaparta, NpeaycMOTPEHHOTO MepeyHEM KU3HEHHO HeobXoAMMbIX U BarKHEeWLWuX
NleKapcTBEHHbIX NPenapaToB, eXXero4Ho yTeepKaaembim MpasutenbcTBom Poccuiickoi ®egepaumn.

<**> B cayvaax, npeaycMOTPeHHbIX MyHKTOmM 25 [paBua rocydapCTBEHHOM perucrpaumumn wm
nepeperncTpaumm ycTaHaBAMBaEMbIX MPOU3BOAUTENSAMM JIEKAPCTBEHHbIX NPenapaTtoB npeaenbHbIX
OTMYCKHbIX LEH HA JIeKAapPCTBEHHbIE NPenapaTbl, BKAOYEHHbIE B NepeyeHb KU3HEHHO HEOBXOAMMbIX U
BaYKHEMLLMX JIEKaPCTBEHHbIX NPenapaTos, YTBEPKAEHHbIX NOCcTaHOBAeHWeM [NpaBuTenbcTBa Poccuiickomn
depepaunm ot 29 okTaAbpa 2010 r. N 865 "O rocygapcTBeHHOM PeryiMpoBaHUM LEH Ha JIEKapCTBEHHbIE
npenapaTbl, BK/OYEHHbIE B NepeyeHb M3HEHHO HEOBXOAUMBIX W BaKHEWLMX JIeKAPCTBEHHbIX
npenapatos", AONONHUTENbHO YKa3blBaeTcA Gopma BbINyCKa NEKAPCTBEHHOro MpenapaTta, C y4yeTom
KOTOPOW paccynTbIBaeTCA NpeaesibHaa OTNYCKHAA LieHa Npou3BoauTens 3a NOTPebuUTeNbCKyO YNaKOBKY
JleKapcTBeHHOro npenapara.”.

8) MpaBuna BeAeHUA rocyAapCcTBEHHOro peecTpa npeesbHbIX OTNYCKHbIX LLeH Npou3soauTenei Ha
NleKapcTBeHHble npenapaTbl, BKAOYEHHble B MepevyeHb XU3HEHHO HeOobBXOAMMbBIX W  BaXKHEMLUX
NIeKapCTBEHHbIX MpenapaTos, YTBEep:KAeHHbIe YKa3aHHbIM MOCTaHOBAEHUEM, U3N0XUTL B Caeaytollei
pefaKkumu:

"YTBEpKAEHDI

noctaHoBneHnem MpaBuTenbCTBa
Poccuiickoin Pepepaumm

oT 29 oKTAbps 2010 r. N 865

(B pegakumMmn NocTaHOBNEHUSA
Mpasutenbctea Poccuiickonn Pepepaumnm
OT 8 oKTA6ps 2018 r. N 1207)

MPABUA
BEAEHUA TOCYJAPCTBEHHOIO PEECTPA NPEAE/bHbIX OTMYCKHbIX LIEH
NPOW3BOAUTENEN HA NEKAPCTBEHHbIE NPEMAPATbI, BK/TKOYEHHbIE
B MEPEYEHb YXWU3HEHHO HEOBXOAMUMbIX MU BAXKHENLLINX
NEKAPCTBEHHbIX NMPEMAPATOB

1. Hactoswwue [MpaBuna ycTaHaBAMBAlOT MOPAAOK BeAEHWA T[OCYAapCTBEHHOrO peecTpa
npegenbHbIX OTNYCKHbIX LLeH NPON3BOAUTENEN Ha NEeKAPCTBEHHbIE NpenapaTbl, BKAOYEHHbIE B NepeyeHb
U3HEHHO HEOBXOAMMbIX U BarKHEWLLIMX IeKapCTBEHHbIX NpenapaTtos (ganee - peectp).

2. Peectp naBnAetca depepanbHort WMHOOPMALMOHHOM CUCTEMOM, COAEpPrKallen cBeaeHMA O
rocyapCTBEHHOM PEerucTpaumm npesenbHblX OTMYCKHbIX LEeH MNPOU3BOAUTENIE HA JEKapCTBEHHbIE
npenapatbl, BK/AIOYEHHblE B MNepeyYeHb YKU3HEHHO HEOOXOAMMbBIX W BAXKHEWMLIMX /IeKAPCTBEHHbIX
npenapaTtos (fanee - NeKapcTBEHHbIE NpenapaTbl).

3. Peectp BegeTcs MUHWUCTEPCTBOM 34paBOOXpaHeHns Poccuitickoli desepaumnn B 31€KTPOHHOM
BMAE C NPUMEHEHNEM aBTOMATU3MPOBAHHOM CUCTEMbI MYTEM BHECEHWA B PEECTP PEECTPOBLIX 3aNuncei.
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4. BepeHue peecTtpa ocyulecTeBnAeTcA B COOTBETCTBUM C €AUHbIMKU  OPraHM3alMOHHbIMU,
MeTo4010TUYECKUMN N NPOrPaMMHO-TEXHUYECKMMU NMPUHLLUNAaMU, OﬁECI’IELIMBaI-OLLI,MMM COBMEeCTUMOCTb
n B3aMMOAEﬁCTBMG peecTtpa C UHbIMU d)e,ﬂ,epaﬂbelMM MHd)OpMaLI,MOHHbIMM cucTtemamm n CceTaAMmuU.

5. PeecTpoBasa 3anucb O roCyAapCTBEHHOM perucTpauuu (nepeperucrpaumm) npeaesbHoM
OTNYCKHOMW LieHbl MPOU3BOANTENA HA IEKAPCTBEHHBLIV NpenapaT (Aanee - peecTpoBan 3anucb) COAEPHKUT
cnepytolme ceBeaeHus:

a) HaumeHoBaHMWe AepKaTena Uan BnagesbLa PerucTpaLMoOHHOrO YA0CTOBEPEHUS 1EKAPCTBEHHOTO
npenaparta, HaMmMeHOBaHWE NPOW3BOAMTENS NEKAPCTBEHHOTO MpenapaTta, CBeAEHWA O pPerucTpauun
OepXKaTens uav Bnagesibla pPerncTpaLmMoHHOro yA0CTOBEPEHUS IEKAPCTBEHHOIO Npenaparta B KayecTse
HanoroniaTeNblWwuMKa, CBEAEHUA O PerucTpaumMm npousBoAMTENs JIeKApCTBEHHOro npenapaTta Aans
MeANUMHCKOTO NPUMEHEHMA B KAYeCTBE HA/OroniaTesblMKa B CTpaHe perncrpaumnn (ans poccumckmx
IOPUOMYECKUX NIUL, - MAEHTUOUKALMOHHbIA HOMep Hanoronnatenbwmka (MHH), ana MHOCTpaHHbIX
IOPULMYECKUX SINLL, - CTPAHA PerncTpaumm, HaMeHOBaHWE PErMCTPUPYIOLLErO OpraHa, PerucTPaLMOHHbIN
HOMep, Kog, HanoronnaTenblWMKa B CTpaHe perucrpaumm (MHKoprnopaumm) UAM ero aHanor), Mecrto
HAXOMAEHUS NMPOU3BOACTBEHHbIX NNOLWAAO0K, Y4acTBYIOLWMX B NPOLECCE NPOU3BOACTBA /IEKAPCTBEHHOTO
npenapara, C yKasaHMem cTaguum npolecca Npon3BoacTBa;

6) HauMmeHOBaHMe JileKapCTBEHHOro npenaparta (Me)ayHapogHoe HenaTeHTOBaHHoe, WAu
rpynnMpoBOYHOE, N XMMMUYECKOE M TOProBoe HaMMeHOBaHMA), a B C/lyyae OTCYTCTBMSA MeXKAyHapoaHOro
HenaTeHTOBaHHOrO HauMMeHOBaHMA - HaMMeHOBaHWe, B COOTBETCTBUM C KOTOPbIM JIeKapCTBEHHbI
npenapar BK/OYEH B NepeyeHb }KNU3HEHHO HEOBXOAMMBbIX M BaXKHEMLINX JIEKaPCTBEHHbIX NMPenapaTos;

B) HOMep PerncTPaLMoOHHOrO YA0CTOBEPEHUA NEKAPCTBEHHOrO Npenapara;

r) nekapcreeHHas popma C yKasaHMEM A03UPOBKM /IeKAapCTBEHHOIO Npenaparta v ero Koan4yecTsa
BO BTOPUYHOM (NOTPEBUTENBbCKOM) YNaKOBKE, @ TaK»Ke KOMMIEKTHOCTb;

[) 3apernctpupoBaHHas npeaenbHas OTNYCKHaA UeHa MPOU3BOAUTENA Ha JIEKAPCTBEHHbIN
npenapart B py6nax;

e) pgata M HOmMep npuKasa MwuHUcTepcTBa 34paBooxpaHeHua Poccuiickoit Pegepauymn o
rocyapcTBeHHOMN perncTpauun (nepeperucrTpaumm) npesebHon OTNYCKHOM LeHbl NPOU3BOAMTENS HA
NeKapCcTBEeHHbIN nNpenapar;

) WITPMUXOBOMN KOA, HAHECEHHbIN Ha BTOPUYHYIO (MOTPEBUTENBCKYIO) YNAaKOBKY IeKapCTBEHHOMO
npenapara;

3) KO4 NeKapCTBEHHOro npenapaTta Mo aHaTOMO-TEPAneBTUYECKO-XMMUYECKOM KnaccuduKaumm,
pekoMeHa0BaHHOM BcemMnpHOM opraHMsaumeit 34paBooXpaHeHms.

6. BHeceHWe B peecTp peecTpoBOi 3aMnCK OCYLLECTBAAETCA HAa OCHOBaHUK CBEAEHMIM, NONYUYEHHbIX
Nnpu rocyaapcTBEHHOM perMcTpaumm (nepepeructpaumn) npesenbHoi OTNYCKHOW LEeHbl Mpon3BoaAnTens
Ha NeKapCTBEHHbIM Npenapar, B TedeHne 1 paboyero AHA Co AHA:

NPUHATUA peleHMs O TOCYAAPCTBEHHON pPEerucTpauMuM npesenbHol  OTMYCKHOW  LeHbl
NPOM3BOAUTENS HA IEKAPCTBEHHbIV Npenapar;

NPUHATUA pPeLleHWUA O nepeperncTpaumm npeaesbHON OTMYCKHOW LeHbl Mpou3BoAMTENs Ha
NleKapcTBEHHbIV Npenapar.

Mpu rocyaapcTBeHHOW nepeperncTpaumy peectpoBas 3anucb O FOCYAapCTBEHHOM perncrpaumm
3aperncTpupoBaHHOM npeaenbHON OTMYCKHOM UeHbl MPOU3BOAMUTENS Ha JIeKapCTBEHHbIM npenapar
AOMONHAETCA HOMEpPOM W AaToW pelleHus O nepeperucrpaumu npeaesnbHOW OTMYCKHOW  LeHbI
NPOM3BOAMUTENA HA IeKapPCTBEHHbIN Npenapar.



Mpy NpuHATUM  MUHWUCTEPCTBOM 34paBoOOXpaHeHus Poccuiickoii depepaumy  peweHus o
nepeperucTpaumm npeaesbHOW OTMNYCKHOM LeHbl NPOWM3BOAMTENA Ha JIeKapCTBEHHbIM npenapat
COOTBETCTBYIOWAA MHPOPMALMA BHOCUTCA B PEECTPOBYHO 3aMNMCb C YKazaHMEM HOMeEpPa M AaTbl pelleHus
0 nepeperncTpaumm.

7. BHeceHne U3MeHeHU B PEECTPOBYHO 3aMUCb OCYLLECTBNIAETCA B HaCTu:

M3MEHEHNA HaMMEHOBAaHWUS JIEKAapPCTBEHHOro npenapaTa (MexAyHapoAHOro HenaTeHTOBaHHOrO,
WAW TPYNMNPOBOYHOTO, UM XMMMUYECKOTO M TOProBOro HAMMEHOBAHMWI);

HanMcaHWA NeKkapcTBeHHON GopMbl;
HaNMCcaHMA 403MPOBKU NEKAPCTBEHHOIO NpenaparTa;

M3MEHEHUA KOZa JIEKApPCTBEHHOro Mpenapata Mo aHaTOMO-TepaneBTUYECKO-XMMUNYECKOM
Knaccuoukauymm;

U3MEHEHWA geprkaTena WAM Bhagenbla PerucTpaumMoHHOro YAOCTOBEPEHUS JIEKAapPCTBEHHOTo
npenapara, ero opraHM3auMoHHO-NPaBoBon GpopMbl;

M3MEHEHUA MPOM3BOAUTENA, €r0 OpraHM3aLMOHHO-NPaBoBoi GOpPMbl, agpeca NpPoM3BOAMUTENA
/IeKapCcTBEHHOrO npenapaTta Npu YC/I0BMM COXPaHEHUA ero MPUHAANEXHOCTU K rocyaapcTsy - YneHy
EBpa3smMiicKoro 3KOHOMMUYECKOrO CO3a MM MHOCTPAHHOMY MPON3BOAUTENIO;

M3MEHEHMA HaMMEHOBaHMUM npon3sBoAaCTBEHHbLIX NAOWAAO0K, Yy4dacTBywuwux B npouecce
npon3soAacTBa J1IEKAPCTBEHHOINO npenapata, WX MECTOHAXOXAEHUNA Npu yCnoBUU COXPaHEHUA UX
NPUHAOANEKHOCTU K FOCyaapcCTBYy - Y/EHY EBpa3Ml71CKOI'O 3KOHOMMYECKOro cowsa nUanm UHOCTpaHHOMY
nponssoauTento,

N3MEHEeHNA HOMepa PerncTpaLMoHHOro yA0CTOBEPEHMA IeKapCTBEHHOro Npenapara;

M3MEHEHMA LUTPUXOBOrO KOAA, HAHECEHHOro Ha BTOPUYHYIO (NMOTPEBUTENbCKYIO) YNaKOBKY
NleKapCcTBEHHOTO Nnpenapara;

N3MEHEHNA KOMMNIEKTHOCTM IeKapCTBEHHOro NpenapaTa (Npy yCA0BUKM OTCYTCTBUA U3MEHEHUA ero
KO/IMYeCTBa BO BTOPUUHOM (NOTpebutenbcKoi) ynakoske);

M3mMeHeHna GopPMbl BbiMyCKa JIEKAPCTBEHHOro npenapaTa, COMOCTaBMMOM MO JeKapCTBEHHOM
dopme, [03MpPOBKe (KOHLEHTPaUMKU, aKTUBHOCTM B eAMHMUAX AEeWACTBMA) U 0bLLeMy KO/MYecTBy BO
BTOPUYHON (NOTpebuTeNbCKoM) ynaKkoBKe (3a MCKAOYEHWEM CyYaeB, NPEAYCMOTPEHHbIX MyHKTOM 25
MpaBua rocyAapCTBEHHON perucTpauMmM W nepeperncTpaumm ycTaHaB/MBAEMbIX MPOU3BOAUTENAMM
JIeKapCTBEHHbIX NPEenapaToB npeAe/ibHbIX OTMYCKHbIX LEH Ha JIeKapCTBEHHbIe NPenaparbl, BKAKOYEHHbIe
B nepeyeHb *XWU3HEHHO HGOGXO,EI,VIMbIX MU BakHemLWwwux NIEKapPCTBEHHbLIX MpPenapaTtoB, yTBEPXAEHHbIX
noctaHosneHnem [pasutenbctBa Poccuiickon Pepepaumm ot 29 okTtabpa 2010 r. N 865 "O
rocy4apCTBEHHOM pPEeryiMpoBaHMM LEH Ha J/IeKapCTBeHHble MpenapaTbl, BKAKOYEHHble B MNepeyeHb
YKU3HEHHO HEOBXOAMMbIX U BaXKHEMLUNX NEKAPCTBEHHbIX NpenapaTos").

BHeceHMe yKasaHHbIX U3MEHEHW OCYLLEeCTBAAETCA Ha OCHOBAHWW 3asaBNEHMA AepyKaTens Wau
BAageNbLa PerucTpaumoHHOIO yAO0CTOBEpPEHMA fleKapCcTBEHHOro npenapata (YynoNHOMOYEHHOro UM
nMua), NnpeactaBasemoro Ha 6ymaxkHom HocuTene (B 1 ak3emnaape) n B 31eKTPOHHOM BUAe No dopme
COrNacHO NPUNOXKeHN, MUHUCTEPCTBOM 34paBoOXpaHeHnn Poccuiickoin ®eaepaunn 6e3 cornacosaHma
c ®enepanbHO aHTUMOHOMO/IbHOM CNYK6OI C COXpaHeHNeM nocaeaHen 3aperncTPUpPoOBaHHOM LieHbl Ha
NleKapcTBeHHbIV Npenapar.

MMUHKUCTEPCTBO 34paBooXpaHeHus Poccuiickoit Peaepaumm no pesyabratam BHECEHUA USMEHEHWUIA
B PEecTpoBYyl0 3anuCb BbIAAET AepaTento WAM Bnafenbly PerncTpaumMoHHOro YAOCTOBEpPEeHUs



NleKapcTBEHHOTO npenapaTta (YNoAHOMOYEHHOMY MM IMLY) BbIMUCKY M3 peecTpa.

ﬂ,OﬂyCKaeTCﬂ BHECEHME WU3MEHEHUA B peecTp 6e3 cornacoBaHua C dJe,qepaanoﬁ
aHTMMOHOMOJIbHOM cny>+<6oi/'1 C COXpaHeHHNEM nocne,u,Heﬁ BapeFMCTpMpOBaHHOﬁ LUeHbl Ha HEKapCTBEHHbIﬁ
npenapat MHOCTPaHHOIo npowmsBoAcCTBa NMPU BHECEHUUN U3MEHEHUNA B PEECTPOBYHO 3alMMUCb B Y4acCTu
U3IMEHEHNA NpousBoaAUTENA JNIEKAPCTBEHHOIO nMNpenapata rocyaapcrea - 4YiaeHa EBpa3MVICKOFO
9KOHOMMYECKOro Ccoko3a.

CooTBeTCTBYIOWME U3MEHEHMA BHOCATCA B PEECcTPOBYIO 3aMuCb C yYKasaHMeM HOMepa W Aathbl
BHECEHMUA NU3MEHEHUN.

8. Mpn BHECEHUM U3MEHEHUI B PEECTPOBYID 3aMMCb B COOTBETCTBMM C MYHKTOM 7 HACTOALLUX
Mpasun B cnyyae, ecnm B paMKax 04HOMo PerncTpaumMoHHOro yaAoCTOBEPEHMA NeKAapCTBEHHOMo Npenapara
3aPErncTPUPOBAHO HECKO/IbKO MNpeaesibHbIX OTNYCKHbIX LEeH NPou3BoAUTENEN HA 3TOT IEKAPCTBEHHbIM
npenapat € TaKUMMK Ke JieKapcTBEHHOW ¢GOpPMON, [03MPOBKOM W KOIMYECTBOM BO BTOPUYHOWM
(noTpebutenbckoi) ynakoBKe, TO NOC/NEAHSA 3aperncTpMpoBaHHasa LUeHa onpegenserca C y4eTom
KOMMJIEKTHOCTM NEeKAPCTBEHHOrO npenaparta, ¢opmbl BbiMyCKa JIEKAPCTBEHHOrO Npenapata U CTPaHbI-
npou3BoAUTENS IEKAPCTBEHHOTO NpenapaTa (NPou3BOACTBEHHbIX MAOLLAA0K, YYacTBYOLWMUX B Npouecce
Npou3BOACTBa IEKAPCTBEHHOrO NpenapaTa).

9. CBeieHUA 0 rocyAapCTBEHHOMN peructTpaummn (nepepeructpaumm) npeae/ibHon OTNYCKHOM LieHbI
NPOU3BOAMTENA Ha SIEKAaPCTBEHHbIN NpenapaTt No/iexKaT UCKNIOYEHNIO U3 peecTpa B Cayvae:

a) npeacTaBNeHUsA JeprKaTenem WAuM  BNafesbLeM  PerucTpalMoOHHOrO  yAOCTOBEPEHUA
JIeKapcTBEHHOTO npenapaTta (YnoJHOMOYEHHOrO UM AunLA) 3aAB/eHUA 06 WCKIOYEHUU CBEAEHUN W3
peecTpa B CBA3W C OTCYTCTBMEM NIEKAPCTBEHHOIO NpenapaTa B obpalleHnn Ha Tepputopum Poccuinckoi
depepauuny;

6) UCKNHOYEHUA NEeKapPCTBEHHOIO Mnpenapata M3 TroCyaapCTBEHHOrNo peecTtpa J/1IEKAPCTBEHHbIX
cpeAacTts ona MeAUUNHCKOINo NpuMeHeHuA;

B) UCKNHOYEHNA NeEKAPCTBEHHOIO Npenapata U3 nepevyHAa XKN3HeHHO HeO6XOAMMbIX N BaXKHEeMLWunx
NEeKapPCTBEHHbIX MPENApPaToBs,

r) ucTeyeHma cpoKa rogHOCTM 3aperncTpmpoBaHHOro B Poccuitickoint deaepalmm NeKapCTBEHHOO
npenapara, CPOK AEeNCTBUSA PErMCTPALMOHHOIO YAOCTOBEPEHMSA KOTOPOTO UCTEK;

[) OTMeHbl PEelIeHUss O TrOCYAAPCTBEHHON perucTpaumm WauM nepeperucTpauumn npegenbHom
OTNYCKHOM LeHbl MPOM3BOAMTENSA HA IEKAPCTBEHHbIM Npenapar.

10. YnonHomo4eHHoOe nunuo AepxaTtena uan Baagenbua pPerncTpalMoHHOro yaoctoBepeHuA
NNEKAPCTBEHHOIO NpenapaTta NpeactaBaAeT AOKYMEHT, I'IOLI,TBep)-Kp,aIOLLI,Mﬁ €ro NnosIHomou4umA.

11. NMpn npuHATUM MuHUCTEpCTBOM 3a4paBooxpaHeHuna Poccuitickonn depepaumm peweHua ob
WCK/TIOYEHWM CBe,EHWNIN O roCyAapCTBEHHOMN perncTpaumm npeaenbHon oTNyCKHOM LeHbl NPoM3BOAUTENA
Ha fleKapCTBEHHbIN NpenapaT COOTBETCTBYHOLLAA 3aNnCb NPON3BOANTCA B peecTpe B TeyeHne 1 pabouero
OHA CO AHA NPUHATUA TAKOTO PeLLEeHUA C yKa3aHMeM OCHOBAHMA U [aTbl ero NpUHATHA.

12. Peectp nybaunkyeTca Ha oduLMaNbLHOM caiiTe MUHUCTEPCTBA 34paBOOXpaHeHusa Poccuiickoi
depepaunn B UHGOPMALNOHHO-TENIEKOMMYHUKALNOHHOM ceTn "NHTepHeT" 1 obHoBAsSIeTCA eXkeaHEeBHO
C COXpaHEeHWEM Ha caiTe BCexX NpeaplayLLmx pegaKkumii peecTpa.

13. UHpopmauma o 3aperncTpMpoBaHHbIX NpeaesibHbIX OTMYCKHbIX LEeHax MpoussoauTenei Ha
NeKapcTBeHHble npenapaTbl pasMellaeTca B anTeyHblX OpraHMsaumMax B AOCTYNHOW Ans  Bcex
3aMHTEepPecoBaHHbIX vl GOopmMe C y4eToOM FpynnMPOBKM MO MENKAYHAPOAHbIM HENaTeHTOBAaHHbIM
HaMMeHOBaHUAM NIeKapCTBEHHbIX NPenapaTos.



14. CsepeHus, coaepxawmeca B peecTtpe, ABAAKOTCA OTKPbITbIMKU U OﬁLLI,GAOCTyrIHbIMVI n
npeacrtaBnArTCA 3aMHTEPECOBAHHBbIM /I AM 6ecnnaTHO Mo UX MUCbMEHHbIM 3anpocam B BnAe BbIMUCOK
13 peecTtpa B Te4eHune 5 ,D,Heﬁ CO AHA NoCTynneHunA 3anpoca.

MpunoxkeHune

K Mpasnnam BegeHunA
rocyapCTBEHHOro peectpa
3apPerncTpupoOBaHHbIX NpeaenbHbIX
OTNYCKHbIX LLEH Npon3BOaMTENEN

Ha NIeKapCTBEHHbIE Npenaparbl,
BK/IIOYEHHbIE B NepeyYeHb }KU3HEHHO
HeobxoAMMbIX U BaXKHEMLLMX
NeKApPCTBEHHbIX MpenapaTos

(dopma)

3AABJIEHVE
O BHECEHUM M3MEHEHUM B PeecCTPOBYK 3alMChb O I'OCYHAaPCTBEHHOM
perucTpauum NpenejibHOM OTIIYCKHOM LeHb NPOM3BOOUTEJIA
Ha JIeKapCTBEHHBM IpenapaT, BKJIOUEHHBEM B [IepedYeHb XM3HEHHO
HeOOXOOMMEIX M BaXHEeMUMX JIeKapCTBEHHEIX IIpelapaToB

3asaBUTENb

(HaMMeHOBaHME; IIOYTOBBI aIpec, alpecC 3JIEKTPOHHOM I[IOUTH)
IOepxaTenb WM BJalejell PpPeTrMCTPAaLMOHHOTO YOOCTOBEPEHNUSA JIEKaPCTBEHHOTO
npenapara

(HaMMeHOBaHME; aIpeC SJIEKTPOHHOM IIOUYTH)
CeeneHusa o perucTpaumnumn mepxarens nim BJIamesiblia PernMcTpaumMoOHHOTO
YyIOOCTOBEpPEeHUA JIEKapCTBEHHOI'O IIpenapaTa B KadecTBe HaJjorollaTesblKa B
CTpaHe perucTtpaumm (O POCCUMCKUX OPUIMYECKMX JML - MIOISHTUOMKALMOHHEI
HOMEep HaJjoromnjartesabmmka (MHH), 0Oid MHOCTPAaHHHEX OPUIMYECKMX JIML — CTpaHa
perucTpauuu, HAaMMEHOBAHME pPEeTrUCTPMPYRUEIro OpraHa, PerMCTPAalMOHHEI HOMED,
KOI HAJIOTONJIATENblMKa B CTPaHe perucTrpauumu (MHKOpHOpalMM) WMIM €TI0 aHajoT)

CBeneHusa o pernucTpaumnm IPOM3BOOUTEIIA JIEKAPCTBEHHOT'O IpelnapaTa IoJjsa
MEOMIMHCKOTO I[IPUMEHEHMA B KaudeCTBEe HaJIOTOIJlaTeJibliMKa B CTpPaHe perucTpalum
(OJI19 POCCUMCKMX DOPUAMYECKUX JIMI — MIOEHTUOMKALMOHHEI HOMEP HAaJIOTOIJlaTelblMKa
(MHH) , 1O5sg MHOCTPAaHHBIX OPUIMUECKUX JIMI — CTpaHa perucTpaluM, HaKMMeHOBaHUE
perucTpupyRIero opraHa, pPeIrMCTPAalMOHHEI HOMEp, KOOI HaJjlololJjlaTellbliMKa B
CTpaHe permMcrTpauum (MHKOPpIOpaLUMM) MIM €TI0 aHajioT')

N n/n CTaama nponsBoACTBa Mpounssogutenb (HaMmeHoBaHme) Appec CtpaHa







N | Homep | MexayHapoaH | Topro | Jlekapcts Obuwee MNpepenbHan LWrpuxosoit | Kog | Kog
n/n| perucrp oe Boe eHHaA KOJINYeCTB | OTNYCKHaA LeHa Kon, ATX TH
AUMOHH | HeMaTeHTOBAHH | Haume | ¢dopma, 0 BO npousBoauTeNna | HaHeCeHHbIN B2/
oro oe, uamn HOBaH | 4O3MPOBK | BTOPUYHOM 3a Ha EASC
YAOCTO | rpynnMpOBOYH ue a, (noTpebuT | NnoTpedbuTenbCKy | BTOPUYHYIO
BEpeHMU oe, unu KOMMJIEKT | e/IbCKOM) | 10 yNaKoBKy <**> | (noTpebuten
a XUMKHYecKkoe HOCTb ynaKoBKe 6e3 HAC bCKY0)
HaMMmeHoBaHWe <HFE> (pybnen) YNaKoBKY
<*>
1 2 3 4 5 6 7 8 9 10
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YIIOJIHOMOUEHHOE JIMLIO

(b.m.0.) (DOJXHOCTHE) (nomnmce)

KounTaxkTHBEIE TesedOHEBI Anpec BJIEKTPOHHOM IIOYTH

<*> B c/Ayyae OTCYTCTBMA  MEMXAYHApOAHOrO  HEMaTeHTOBaHHOrO HaMMEeHOBaHWA B
PerncTpaunMoHHOM  YAOCTOBEPEHWWM JIeKapCTBEHHOro npenapata  YKasbiBaeTcd HauMMeHoBaHWe
NleKapcTBeHHOro npenapara, NpeayCcMOTPEHHOMO MEPEYHEM KMU3HEHHO HEOBXOAMMbIX U BarKHEWLWMUX
NleKapcTBeHHbIX NpenapaTos.

<**> B cayvasx, npeaycMOTPeHHbIX MyHKTOmM 25 [paBua rocydapCTBEHHOM perucrpaumumn wm
nepeperncTpaymm ycTaHaBAMBaEMbIX MPOU3BOAUTENSAMM JIEKAPCTBEHHbIX NpPenapaTtoB npeaenbHbIX
OTMYCKHbIX LLeH Ha /IeKapCTBEHHbIE MpenapaTbl, BKAOYEHHbIE B NepeyYeHb *KU3HEHHO HEOBXOAMMbIX U
BaXKHEMLUMX IEKAPCTBEHHbIX MPenapaTos, YTBEPKAEHHbIX NOCTaHOBAeHUeM MpaBuTenbcTBa Poccuickoi
depepaunn ot 29 oktabpa 2010 r. N 865 "O rocyaapcTBEHHOM PEryiMpoBaHUU LEH Ha IEKapCTBEHHbIE
npenapaTtbl, BK/AIOYEHHblE B MepeYeHb XMU3HEHHO HEOoOXOAMMbBIX W BAXKHEWLMX JIEKAPCTBEHHbIX
npenapatos", AOMNONAHUTENbHO YKasblBaeTcA $GOpMa BbiNyCKA JIEKAPCTBEHHOrO MpenapaTta, C y4yeTom
KOTOPOI paccyMTbiBaeTCA NpeaenbHan OTMYCKHAA LieHa NpoM3BOAUTENA 33 NOTPEOUTENBCKYIO YNaKOBKY
JIeKapcTBEHHOro npenapara.”.

2. B nocraHoBneHuun Mpasutenbctea Poccuiickon ®egepaummn ot 15 ceHtabpa 2015 r. N 979 "O
BHECEHWM M3MEHEHUI B NOCTaHOBeHMe MpasuTenbctBa Poccuiickoin ®Pepepaunm ot 29 oktabpsa 2010 r.
N 865 1 06 yTBEP)KAEHUN METOAMKW pacyeTa YCTaHaBAMBAEMbIX MPOU3BOAUTENSMU JIEKAPCTBEHHbIX
npenapaToB NpefesibHbiX OTMYCKHbIX LLeH Ha JIeKapCTBEHHble MpenapaTbl, BKAKOYEHHblE B MepeyvyeHb
KM3HEHHO HEObXOAMMbBIX W BaXKHEWLWIMX NEKAPCTBEHHbIX MpenapaTos, MNPW WX FOCYAaPCTBEHHOM
perncTpauumn n nepepernctpaumnn':

a) 4onoHMTL NYHKTOM 1(1) cneaytoliero coaepsKaHus:

"1(1). MwuHucTepcTBY 34paBooxpaHeHus  Poccuitickolrt  depepaumm  un - degepanbHol
aHTMMOHOMNONBLHOM CNyKbe AaBaTb NPU HEOOXOAMMOCTM PA3BACHEHWUA MO MPUMEHEHUIO METOAMKM
pacyeTa ycTaHaB/MBAEMbIX MPOM3BOANTENAMM IEKAPCTBEHHbIX NPENAPATOB NpesesibHbIX OTMNYCKHbIX LieH
Ha JIeKapCTBEHHble MpenapaTbl, BKAOYEHHblE B NepevyeHb KU3HEHHO HEOOXOAMMbIX M BaXKHEMLMX
NIEKAPCTBEHHbIX MPENapaTtoB, MpPU UX FOCYAAPCTBEHHOW  PerucTpaumm U nepeperucTpaumm,
YTBEPKAEHHOM HACTOAWMM NOCTAHOBAEHUEM.";

6) MeToOoMKy pacyeTa YCTAaHAB/IMBAEMbIX MPOWU3BOAUTENIAMM JIEKAPCTBEHHbIX MNpPenapaTos
npesenbHbIX OTMYCKHbIX LLeH Ha JIeKapCTBEHHbIE MpernapaTtbl, BK/AOYEHHble B NepeyeHb MKU3HEHHO
HEeobX0AMMbIX M Ba)KHEMLLMX NIeKapPCTBEHHbIX MPEenapaTos, Npu UX rocyAapcTBEHHOW perncrpaumm u
nepeperucTpaLmm, yTBEPKAEHHYIO YKa3aHHbIM NMOCTAaHOB/IEHWUEM, U3/I0XKUTb B CIEAYIOLLEN peaaKLmu:

"YTBEpKAeHa

nocraHoBneHnem MpaBuTeNbCTBA
Poccuinckoit epepaumm

oT 15 ceHTAbpa 2015 . N 979

(B pesakumm noctaHoBNEHUA
MpasutenbcTsa Poccuitickoit deaepaunm
oT 8 oKTA6pA 2018 r. N 1207)

METOANKA
PACHETA YCTAHABJ/IMBAEMbIX NMPOU3BOAUTENAMWU NEKAPCTBEHHbIX
MPEMAPATOB MPEAE/IbHBIX OTNYCKHbIX UEH HA TEKAPCTBEHHbIE
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MPENAPATbI, BK/TIOYEHHbLIE B NEPEYEHb }XKU3HEHHO HEOBXOANMDbIX
N BAXHEMLUNX NEKAPCTBEHHbIX NPEMAPATOB, NPU UX
FOCYOAPCTBEHHOW PEFUCTPALIMW M MEPEPEFUCTPALLUN

|. Obuwme nonoxKeHus

1. Hactoawas meToauKa YyCTaHaBAMBaeT MOPAZOK pacyeTa npedesibHblX OTMYCKHbIX LeH
npousBoauTenein NeKkapcTBEHHbIX MPenapaTos (ganee - NPOU3BOAUTENN) Ha SIEKAPCTBEHHbIE NpenaparThl,
BK/IIOYEHHbIE B MepeYeHb KM3HEHHO HEOOXOANMMBIX U BaXKHENLLMX IeKAPCTBEHHbIX NpenapaTos (ganee -
JleKapcTBeHHbIe NpenapaTbl), NPU UX rOCyAapCTBEHHOW perncrTpaLmm 1 nepeperucTpaumu.

[l. PacyeT npeaenbHOM OTNYCKHOM LeHbl Ha pedepeHTHbIM
JIeKapCTBEHHbIM NpenapaT Npu ee rocy4apCTBEHHOM perncrTpaumum

2. MpepenbHas OTNYCKHaA LieHa Ha pedepeHTHbIN NeKapCTBEHHbIM NpenapaT ycTaHaB/MBaeTcA AA
Ka)K40ro Npov3BogMTeNA B PaMKax PerMcTpaLMoHHOro yaAoCcToBepeHMA pedepeHTHOro 1eKapCTBEHHOTO
npenaparta B COOTBETCTBMU C TpeboBaHUAMM NYHKTOB 24 1 25 Mpasua rocyaapCcTBEHHOM perncrpaumm m
nepeperncTpauum ycTtaHaB/IMBaeMbIX MNPOU3BOAUTENAMMU JIEKAPCTBEHHbIX MNpenapaToB npeaenbHbIX
OTMYCKHbIX LEH HA /IeKapCTBEHHbIE NpenapaTbl, BKAOYEHHbIE B NepeyeHb KU3HEHHO HEObBXOoAMMbIX U
BaYKHEWLLMX SIeKapPCTBEHHbIX NPEenapaToB, YTBEPXKAEHHbIX NocTaHoBAeHUeM [MpasBuTenbcTBa Poccuickoi
depepaunn ot 29 oktabpa 2010 r. N 865 "O rocyaapcTBEHHOM PEryaMpoBaHMM LEH Ha IEKapCTBEHHbIE
npenapaTtbl, BKAIOYEHHble B MepeyYeHb KU3HEHHO HEODOXOAMMbBIX W BaXKHEWMWWX /IEKAPCTBEHHbIX
npenapatos" (aanee - MNpaBuaa), Ha OCHOBAHMM AAHHbIX, PACCUMTAHHbLIX B COOTBETCTBUM C HACTOALLEN
METOAUKOMN.

3. Mpepgnaraemas K rocyapCTBEHHON perncTpaumumn npegenbHas oTrnyckHan LeHa npovssoauteneit
rocyAapcTs - Y1eHoB EBpasniiCKOro 3KOHOMMYECKOTO CO03a Ha pedepeHTHbIV IeKapcTBEHHbIN Npenapat
He MOMeT MpeBbILaTh:

a) cpegHeB3BeLLeHHY0 GAKTUYECKYHO OTNYCKHYIO LieHY Ha pedepeHTHbIN IeKapCTBEHHbIV NpenapaT
33 OTYETHbIV Mepuos, PACCUNTAHHYIO B COOTBETCTBUM C pasaesiom IV HacTos e MeTOAMKN HA OCHOBaHUK
cBefieHuin 06 obbemax M OTMYCKHbIX LieHax HaxoZawwmxcs B obpalieHun B Poccuiickolt depepauun
JIeKapCTBEHHbIX MPEenapaToB MNPOM3BOAUTENIEN FOCYAAPCTB - Y/1eHOB EBPasMIACKOrO 3KOHOMWYECKOTO
COH03a U MHOCTPAHHbIX MPOM3BOAUTESNEN, OCYLLECTBAAIOWMX NEPBUYHYIO U (MN) BTOPUYHYIO YNAKOBKY
NekapcTBeHHOTro npenapaTa B Poccuitickol degepaumm, cornacHo npunoxkeruio N 1;

6) B clyyae ecan NEKapCTBEHHbIM npenapaT, NPou3BeAeHHbI NPoM3BOAMUTENIEM FOCYAaPCTB -
yneHoB EBPa3smMiicKOro 3KOHOMMYECKOTO CO03a PeaNn3yeTcs B UHOCTPaHHbIX FOCYAapcTBax, B OTHOWEHUN
KOTOpbIX npeactaBasetca nHbopmauma o6 ypoBHE MUHUMANbHbIX OTMYCKHbIX LLEH Ha JIeKapCTBEHHbIE
npenaparbl, N0 NEPEYHIO COFNACHO NPUAOKEHWNIO N 2, - MUHUMAbHYIO OTNYCKHYIO LleHY NPoM3BOAUTENS
rocyAapcrsa - uneHa EBpasmiicKoro 3KOHOMMYECKOro coto3a (6e3 yuyeTa NponsBoACTBEHHbIX NAOWAA0K)
Ha NleKapCTBEHHbIM NpenapaT B yKa3aHHbIX FOCYAapCcTBaX, PacCYMTAHHYO B COOTBETCTBMM C pasgenom Vi
HacToAlEeN METOAMKM Ha OCHOBaHWWM pacyeTa npenenbHON OTMYCKHOM LeHbl MpovM3BOAUTENA Ha
NleKapcTBEHHbIM npenapar, NpPeAcTaBaAAeMoi Ha rocyAapCTBEHHYIO perMcrTpaumio (nepepermcrpaumio),
CornacHo npuaoeHunio N 3 ¢ y4eTom pacxonos, CBA3AHHbIX C TAMOMKEHHbIM 0popMAeHUEM.

4. MNpegnaraemas K rocygapcTBEHHOM pPerucrpaumm npenesbHas OTMYCKHAsA LEeHa MHOCTPAHHbIX
npovssBoguTenen Ha pedepeHTHbIN 1EKAPCTBEHHbIV NpenapaT He MOKeT NPEeBbILLATh:

a) cpeaHeB3BelleHHY0 GaKTUUECKYo LieHy BBO3a pedepeHTHOro neKkapcTBeHHOro npenapara 3a
OTYETHbIV Mepuog, C y4eTOM PacXoAoB, CBA3AHHbLIX C TAMOMKEHHbIM 0POPMAEHUEM, PACCUMUTAHHYIO B
COOTBETCTBUM C pa3genom VI HacTosAleln MeToaMKM Ha OCHOBaHWWM cBeaeHui 06 obbemax M O LeHax
BBO3a /IeKAapCTBEHHOrO Mpenapata MHOCTPAHHOrO MPOWM3BOACTBA, HaxoA4fAllerocA B obpalleHWM Ha
Tepputopun Poccunitickoit depepalimm, 3a OTYETHbIM NEPUOL COFNAcHO NpuoxKeHuio N 4;



6) MMHMMaNbHYIO OTMYCKHYIO LLeHY MHOCTPaHHOTO Npou3BoaAuTeNs (6e3 yueta Npon3BOACTBEHHbIX
NAOWAA0K) Ha pedepeHTHbI SIeKapCTBEHHbIM NpenapaT B MHOCTPAHHbLIX roCyAapcTBaX, YKa3aHHbIX B
npunoxkeHnn N 2 K HacToAwen MeToauKe, ONpeae/IeHHYI0 B COOTBETCTBUM C pasaenom VIl HacTosAwel
METOAMKM Ha OCHOBaHUW pacyeTa, NpeaycMoTPeHHoro npuaoxkeHnem N 3 K HacTosAwel MeToauKe, C
YYETOM PacXoA0B, CBA3aHHbIX C TAMOXKEHHbIM OPOPMIEHNEM.

5. Npepnaraemas K rocygapCTBeHHOM PerMcTpaumm npeaenbHas OTNYCKHasA LeHa MHOCTPAHHbIX
npoussoautTenein Ha pedepeHTHbIN SIEKAaPCTBEHHbIA NpenapaTt, OCYLLECTBAAOWMX UAM NAAHUPYHOLLNX
OCYLLECTBNIATb MEePBUYHYIO U (MNK) BTOPUYHYIO YMaKOBKY JIEKAapPCTBEHHOrO npenapaTta Ha TeppuUTopuu
Poccuiickoit Pepepaumn, He MOMKET NPEBbILATD:

a) cpeaHeB3BelleHHY0 GaKTUUECKYIO OTNYCKHYIO LieHY Ha pedepeHTHbIN NeKapCcTBEHHbIN npenapaT
32 OTYETHbIN Nepmnoa, paccunMTaHHYO B COOTBETCTBMM C pasaesiom |V HacToALwe MeTOANKN Ha OCHOBaHMM
cBeLEeHUN, NpeaycMOTpPeHHbIX npunoxkernem N 1 K HacToAwen MeTOAUKE;

6) MMHMMaNbHYIO OTMYCKHYIO LLeHY MHOCTPaHHOro NpousBoauTeNns (6es yyeta Npou3BOACTBEHHbIX
NOWAA0K) Ha pedepeHTHbIN IeKapCTBEHHbIM NpenapaT, PacCYUTaHHYI0 B COOTBETCTBMM C pasgesiom VIl
HacToAlEeNn METOAMKM Ha OCHOBaHMM pacyeTa, NpPesycCMOTPeHHOro npunoxkeHnem N 3 K HacToAulei
MEeToAMKe, U cBegeHUl 06 ypoBHE MWMHMMA/bHBLIX LLEH JIEKAPCTBEHHOrO npenapaTta B MHOCTPaHHbIX
rocyAapcTBax, yKasaHHbIX B NpUAoKeHUn N 2 K HacTosLEN MeTOAMKE, C YY4ETOM PAacXoA0B, CBA3AHHbIX C
TaMOeHHbIM 0DOPMIEHNEM.

6. lMpwn rocygapcTBEHHOW perucTpaumMm npefenbHas OTMNYCKHAaA UeHa Ha pedepeHTHbIN
JNIeKapCTBEHHbIM NpenapaTt A/1a BCeX NpoM3BOAMTENEe B PaMKax PernmcrpauMoHHOrO yAOCTOBEPEHMUSA
JIEKAPCTBEHHOrO NpenapaTa ¢ y4eTom TpeboBaHui nyHKTa 24 MpaBua He MOXKET NpeBbillaTb YPOBEHb
MWHMUMANbHOM U3 LLEH, PACCYUTAHHbIX C y4eTOM TpeboBaHWI NYHKTOB 3 - 5 HacToALLEN METOANKN.

7. Npepnaraemas K rocyapCTBEHHOMN PerncTpauumn npegeibHan oTnyckHasn LeHa Ha pedepeHTHbIN
NeKapcTBEHHbIW NpenapaTt 414 Bcex Npou3BoAMUTENeN NeKapCTBEHHOro npenapata 6e3 yyeta popmbl
BbIMYCKa JIEKAPCTBEHHOIO NpenapaTa, 3a UCKAOYEHNEM CNyYaeB, NPeayCMOTPEHHbIX NYHKTOM 25 MpaBun,
He MOKeT MpeBbIlaTh:

a) B Cly4ae ec/iv B pamKax O4HOT0 PErnCTPaLMOHHONO yA0CTOBEPEHMA IEKAPCTBEHHOIO NpenapaTta
3aperncTpupoBaHbl NpeaenbHble OTNYCKHbIE LeHbl Ha pedepeHTHbIN IeKapCTBEHHbIM NpenapaT ¢ TaKow
e NleKapcTBeHHOM GOpPMOM U A03MPOBKOM (KOHUEHTPaUWen, akTUBHOCTbIO B eANHULAX AeNCTBUA), -
npesesbHyl0 OTNYCKHYIO LieHY Ha pedepeHTHbIN JIeKapCTBEHHbIM NpenapaTt, pacCuyMTaHHY ucxoan us
cpegHero apudpmMeTUYecKoro 3HayeHWs CTOMMOCTU OAHOM NEeKapCTBEHHOMW (OPMbl SIEKAPCTBEHHbIX
NpenapaToB, UMEeKLLMX BMKaNLWNE CMEXKHbIE KOIMYECTBA BO BTOPUYHOW (MOTPebuTenbcKoi) ynakoBKe,
Ha OCHOBAHWMW CBEAEHUI O Ha/MUYUW 33aPErUCTPUPOBAHHbLIX MPeAe/bHbIX OTMYCKHbIX LEH 3asBASEMOro
JIeKapCTBEHHOro npenapaTa CornacHo npunoxenuo N 5.

6) B C/yyae ecnu He 3aperncTpupoBaHbl NpeaesbHble OTMYCKHble LeHbl Ha pedepeHTHbIN
NeKapcTBEHHbIM MpenapaT C TaKoOM Ke [03UPOBKOM (KOHUEHTpaumel, aKTMBHOCTbIO B eAuMHMLAX
AeNCTBUA), - NpeseNbHyo OTNYCKHYIO LieHY Ha pedepeHTHbIN IeKapcTBEHHbIN Npenapart, PacCcuMTaHHYo
ncxoga U3 cpegHero apuOMETUYECKOro 3HAYeHMS CTOMMOCTM eAWHMLUbl AeMNCTBYIOWEro BeLLeCcTBa
NeKapcTBEHHbIX NPenapaToB, UMeLWMX BAnKalne CMeXKHble A03MPOBKM, HAa OCHOBaHWW CBEeAEHWUH,
npeaycmoTpeHHbIX npuaoxeHnem N 5 K HacToslen meToamKe.

8. B cnyyae ecan no COCTOAHMIO Ha AaTy MpeAcTaBAEHMA 3asB/eHWA O rocyAapCTBEHHOWN
pernctpaunmn npeaenbHon oTNyCKHOM LieHbl NPoM3BoOAUTENA Ha pedepeHTHbI 1eKapCTBEHHbIM Npenapat
B MuHUCTEPCTBO 34paBoOXpaHeHusi Poccuitickolt  degepauum B paMKax  MeXAyHAapOAHOro
HenaTeHTOBAHHOTO HAWMEHOBAHMA U JIEKAPCTBEHHOM (GOPMbl  3apermcTpUpoBaHbl  MpeaesbHble
OTNYCKHblE LieHbl MPOU3BOAUTENEN Ha COOTBETCTBYHOLLME BOCMPOU3BEAEHHbIE, OMOaHaNOroBble
(buononobHbIe) nekapcTBEHHbIE MpenapaThbl, TPY 3STOM NpesesibHas OTNYCKHasA LeHa NPOM3BOAMTENA Ha
pedepeHTHbI NIeKapCTBEHHbIN NpenapaT He 3aperncTpMpoBaHa, To NpeasiaraeMasn K rocyfapcTBeHHowM



peructpauum npegesnbHas OTNYCKHAA LeHa Ha pedepeHTHbIW NeKapCTBEHHbIM MpenapaTt He MOXKeT
NPeBbIWaTb MaKCUMAJIbHYIO 3apPerMcTPUPOBaHHYIO Npese/bHY0 OTMYCKHYIO LEHY HAa COOTBETCTBYHOLLMI
BOCMNpPOM3BEAEHHbIN, BMOaHaNoroBbIn (6MONOA06HbIN) NEKAapCTBEHHbIN Npenapar.

[Il. PacueT npeaenbHOM OTNYCKHOM LEeHbl
Ha BoCnpousBeaeHHbIn, BroaHanorosbiin (6Monoao6HbIN)
JIeKapCTBEHHbIM NpenapaT Npu ee rocy4apCcTBEHHOM perncrpaumnm

9. MpepenbHas OTNyCKHas LEHa Ha BOCNpPOM3BEeAEHHbIW, 6umoaHanorosbit (6MoONOAOC6HLIN)
JIeKapCTBEHHbIN MpenapaT (ganee - BOCNPOM3BEAEHHbIV JIEKAPCTBEHHbIVM Npenapar) ycTaHaBAMBaeTcA
O KaXK[0ro Npon3BoanTens B paMKax PerMcTpaLMoHHOro ya0CTOBEPEHNA NEKAPCTBEHHOIO NpenapaTta
B COOTBETCTBUM C TpebOoBaHUAMU MYHKTOB 24 u 25 lMpaBua, Ha OCHOBAHUM AAHHbIX, PACCYMUTAHHbLIX B
COOTBETCTBUM C HACTOALLEN METOAMKON ANA KaxXkaoW rpynnbl NpousBoguTenei NeKapCTBEHHbIX
npenapaTos.

10. Mpepnaraemas K TrOCYAapCTBEHHOM perucTpaumMm npegenbHasa OTMAYCKHasAs  LeHa
npoussoauTenein rocyfapcrs - YneHos EBpasMiiCKOro aKOHOMMYECKOrO COl03a Ha BOCMPOU3BELEHHbIN
NIeKapCTBEHHbIN NpenapaT He MOKeT NpPeBbIWaTh:

a) OTNYCKHYIO LieHY, PacCYMTaHHYIO C y4eTom TpeboBaHMIA NYHKTOB 26 - 28 MpaBua U B COOTBETCTBUM
c pasaenom VIl HacTosAWwen MeTOANKM Ha OCHOBAHUM AaHHbIX pacyeTa npegenbHOn OTNYCKHOM LeHbl Ha
BOCMPOWU3BEAEHHbIN, 61MOaHaNoroBbi (6MonNoAo6HbIN) NEKAPCTBEHHLIM NpenapaT, NpeacTaBAseMoin Ha
rocyAapCTBEHHYO PErMCTPaLMIO, COrNAacHO NpunoxkeHnto N 6;

6) cpeaHeB3BelleHHYI0 GaKTUYECKYIO OTNYCKHYIO LieHy Ha BOCMPOU3BEAEHHbIN NeKapCTBEHHbIN
npenapar 3a OTYETHbIN Nepuoa, PaccinTaHHY B COOTBETCTBMM C pasgesiom |V HacTosLel MeToANKMU Ha
OCHOBaHMW CBEAEHU, NpeayCcMOTpPeHHbIX npunoxeHnem N 1 K HacToAwen MeToauKe;

B) B C/ly4yae ec/u SIeKapCTBEHHbIN npenapar npovs3soauTeiein rocyaapcTs - YaeHos EBpasninckoro
3KOHOMMYECKOro COlo3a peasi3yeTcs B MHOCTPaHHbIX roCyAapCcTBaX, YKasaHHbIX B npuaoskeHun N 2 K
HacToAllen METOAMKE, - MUHMMAJbHYIO OTNYCKHYIO LUEHY MNpOM3BOAMTENA rocyaapcTBa - 4/ieHa
EBpasMiiCKOro  3KOHOMMYEcKoro coto3a (6e3  ydyeta  NPOM3BOACTBEHHbLIX  MNJIOWAA0K)  Ha
BOCMPOU3BEAEHHbI NEKapCTBEHHbIA MpenapaT B YKa3aHHbIX rOCYAApCTBaX, PacCUUTaHHYIO B
cooTBeTcTBUM C pasgenom VIl HacTosAuein meToamKkn n npunokeHnem N 3 K HacToAwen MeToauKe, ¢
YUYETOM PacXo/10B, CBA3aHHbIX C TAMOXEHHbIM OPOPMIEHNEM.

11. Npeanaraeman K rocyfapcTBEHHON perncrpaumm npegenbHaa oTNycKHas LeHa MHOCTPaHHbIX
npoussoauTeneii Ha BOCNPOM3BEeAEHHbIV NEKapCTBEHHbIM NPenapaTt He MOKET NPeBbILaTb:

a) OTMYCKHYIO LLEHY, PACCYMTaAHHYIO C yYeToM TpeboBaHMIA NYHKTOB 26 - 28 MpaBui 1 B COOTBETCTBUK
¢ pasgenom VIl HacToAWwen MeTOAMKM Ha OCHOBAHUK pacyeTa, NpeaycMoTpeHHOro npunoxkeHnem N 6 K
HACTOALLEN METOAMKE;

6) cpeaHeB3BeLIEHHYO GaKTUYECKYIO LieHY BBO3a JIEKapCTBEHHOrO Npenaparta 3a OTYETHbIN Nepuos,
C Y4EeTOM pacxofoB, CBA3AHHbLIX C TAMOMEHHbIM OPOPMIEHMEM, PACCUMTAHHYIO B COOTBETCTBUM C
pasgenom VI HacToAwen METOANKM HA OCHOBAHMU CBeAEHUI, NPeayCMOTPEHHbIX npuaokeHnem N 4 K
HacToAlEen MeToAMKe;

B) MUHUMAbHYIO OTMYCKHYIO LieHY MHOCTPAHHOro npoussoauTens (6es yyeta Npov3BOACTBEHHbIX
NAOWAA0K) Ha BOCMPOW3BEAEHHbIN NEKAPCTBEHHbLIM MpenapaTt, PacCYUTaHHyl B COOTBETCTBUM C
pasaenom VIl HacTosLen MeTOAMKM Ha OCHOBAHMM pacyeTa, NpeasycMOTpeHHOoro npuaoxeHnem N 3 K
HacToALEeNn MeTOAMKeE, C YY4ETOM PACXOL0B, CBA3AHHbIX C TAMOMKEHHbIM 0popMIeHMEM.

12. nMpegnaraemass K TOCYZApPCTBEHHOW perucTpauMyM npegesibHas OTMNYCKHAsA LeHa Ha
BOCMPOWN3BELEHHbIN NEKAPCTBEHHbIV NpenapaT MHOCTPaHHbIX NPOU3BOANTENEN, OCYLLECTBAAIOWMNX Un



NAAHMPYIOWMX OCYLLLECTBAATb NEPBUYHYIO U (MAKM) BTOPUYHYIO YNAKOBKY JIEKapCTBEHHOrO npenaparta B
Poccuiickolt depepaLmm, He MOXKET NPeBbILWATb:

a) OTNYCKHYIO LLEHY, PACCYMTAHHYIO C yueToM TpeboBaHMIA NYHKTOB 26 - 28 MNpaBua 1 B COOTBETCTBUM
c pasgenom VIl HacToAwe MEeTOANKM Ha OCHOBAHUW pacyeTa, NpeaycMoTPeHHoro npunoxeHnem N 6 K
HacToAWEN METOAMKE;

6) cpeaHeB3BELWEHHYO (GAKTUYECKYH OTMYCKHYIO LEeHy Ha BOCMPOM3BEAEHHbIW NEKAaPCTBEHHbIN
npenapar 3a OTYETHbIN Nepuos, PaccuUTaHHY0 B COOTBETCTBMM C pasgesiom |V HacTosLelh MeTOANKM Ha
OCHOBAHWW CBEAEHUN, NPedyCMOTPEHHbIX npuaoxeHnem N 1 K HacTosAwen meToauke;

B) MUHMMAJIbHYIO OTMYCKHYIO LleHYy MHOCTPaHHOTo npoussoautens (6es3 yyeta nponsBoACTBEHHbIX
NA0WaA0K) Ha BOCNPOM3BEAEHHbIM 1EKAPCTBEHHDIM NPenapaTt B MHOCTPAHHbIX FOCYAapPCTBaX, YKa3aHHbIX
B NpunoxeHmn N 2 K HacToAWEN METOAMKE, PACCUUTAHHYIO B COOTBETCTBUM C pasgenom VIl HacToAwen
METOAMKM Ha OCHOBaHMM pacyeTa, NpesycMOTpeHHOro npunoxkeHmem N 3 K HacTosAwen MeToauKe, ¢
YYETOM Pacxof0B, CBA3AHHbIX C TAMOXKEHHbIM 0QOPMIEHNEM.

13. Mpw rocyaapCTBEHHON perncTpaunmn npegenibHaa OTNYCKHaA LLeHa Ha BOCMNPOWM3BEAEHHbIN
NIeKapCTBEHHbIN npenapaT Aas BCeX MNpou3BoauTeNnel rocygapcte - u4neHos EBpaswuiickoro
SKOHOMMYECKOro COK3a B pamMKax pPerncTpalmMoHHOro ya0CTOBEPEHUA JIEKAPCTBEHHOrO npenapaTta C
yyetom TpeboBaHMM nyHKTa 24 [paBua He MOXKET MpeBbllaTb YPOBEHb MWHMMA/IbHOM M3 LEH,
paccYMTaHHbIX € y4eTom TpeboBaHWI NyHKTa 10 HacToALWwen MeToaNKN.

Mpy rocyaapcTBEHHOM peructpauum npegenbHas OTMYCKHAA LeHa Ha BOCMPOM3BeAEeHHbIN
NleKapCcTBEHHbIN Npenapar 414 BCeX MHOCTPaHHbIX MPOM3BOAUTENIEN, B TOM YMCAE OCYLLECTBAAIOLLMX UK
NAAHUPYIOLLMX OCYLLECTBAATb NEPBUYHYIO M (MAK) BTOPUYHYIO YNaKOBKY /JIeKapCTBEHHOro npenapara B
Poccuiickoit deaepalmmn, B pamKkax perncTpaumMoHHOro yAOCTOBEPEHUA /IeKapCTBEHHOro npenaparta c
yyeTom TpeboBaHUI nNyHKTa 24 [paBua He MOXET NpeBbiWaTb YPOBEHb MMHUMANbHOW U3 LEH,
paccyMTaHHbIX C yyeTomM TpeboBaHMii NyHKTOB 11 1 12 HacTosALEeNn METOAMKMW.

14. TMpegnaraemas K TOCYAapCTBEHHOW perucTpauMmM npegenbHaa OTNYCKHAA UEeHa Ha
BOCMPOWU3BEAEHHbI NEKAPCTBEHHbIM NpenapaTt ANsA BCEX NPOU3BOAUTENEN NeKapCTBEHHOMO Nnpenaparta
6e3 yyeTa popmbl BbINyCKa NEKAPCTBEHHOMO Npenapara, 3a UCKNOYEHUEM CAy4YaeBs, NPeayCMOTPEHHbIX
NyHKTOM 25 MpaBuAa, He MOXKeT NPeBbIWaTh:

a) B C/lyyae e B PaMKax OZHOIO PErMcTPaLMoHHOIo yA0CTOBEPEHMA JIEKAPCTBEHHOIO Npenapara
3aperucTpupoBaHbl NpeaesibHble OTNYCKHbIE LIeHbl HA BOCMPOU3BELEHHbIN NEKAPCTBEHHbIV Npenapar ¢
TaKOW e /IeKapcTBEHHON GOPMOI U A03MPOBKOM (KOHLLEHTPaUMEN, aKTUBHOCTbIO B eAMHULLAX AeNCTBUA),
- NpeAenibHyl0 OTMYCKHYHO LieHY Ha JIEKAapCTBEHHbLIVM MpenapaTt, PacCYMTaHHYl0 UCXOAA U3 CpegHero
apMPMeTMYECKOro 3Ha4YeHWsa CTOMMOCTM OAHOM JIeKapCTBEHHOM GOpMbl IEKAPCTBEHHbIX MPenapaTos,
UMEWNX BAMNKaMME CMEeKHble KOJMYecTBa BO BTOPUYHOM (NoTpebuTenbcKoi) ynakoBKe, Ha
OCHOBAHWW CBEAEHUI, NPefyCMOTPEHHbIX NpuaoxeHnem N 5 K HacToAlen meToauKe;

6) B cnyyae ecam He 3aperucTpupoBaHbl NpeaesibHble OTNYCKHble LieHbl Ha BOCNPOW3BeAEeHHbI
NeKapcTBEHHbIM MpenapaT C TaKoOM Ke [03UPOBKOM (KOHLUEHTpaumeln, aKTMBHOCTbIO B eAuMHMLAX
AeNCTBMA), - NpeaebHyl0 OTMYCKHYHO LLeHYy Ha /IeKapCTBEHHbIM npenapaT, PacCUMTaHHyl UCXo4sa U3
cpeaHero apndmeTMYECKOro 3HaYeHMsA CTOMMOCTU eAnHULbI AeNCTBYIOWEro BELLLECTBA /IEKAPCTBEHHbIX
npenapaTos, MMeoLmMX 6anKalLMe CMEKHbIe A03UPOBKU, Ha OCHOBaHMM CBeAEHMUI, NPeayCMOTPEHHbIX
npunoskeHnem N 5 K HacTosLLeN meToauKe.

15. Mpu rocygapcTBEHHOM pPerucTpauMm npenesbHOW OTMYCKHOM UeHbl Mpou3BoAUTENs Ha
BOCMPOW3BEAEHHbIM /JIEKAPCTBEHHbIM MNpenapaT B C/ly4yae, €CAM B paMKax MeXAyHapoAHOro
HenaTeHTOBAaHHOTO HaWMEHOBaHWA W JieKapcTBEHHOM (OPMbl He 33aperncTpupoBaHa MpeaesbHas
OTNYCKHasA LieHa Ha COOTBETCTBYIOLLMIA pedepeHTHbIN IeKaPCTBEHHbIM NpenapaT U He 3apPerncTPUpPOBaHbI
npegenbHble OTMYCKHblE LieHbl NPOM3BOAMTE/IEN Ha BOCMPOM3BEAEHHbIE JIEKAPCTBEHHbIE NpenapaThbl,



pacyeT LeHbl ocywecTeanetca PegepaibHON aHTUMOHOMNONBHOM CNYK6OM Ha OCHOBAaHUM MUHUMAJTbHOM
OTMYCKHOM UeHbl npousBoantens (6e3 yyeta NpPoOM3BOACTBEHHbIX MAOWAAOK, C YYETOM pPacxonos,
CBA3AHHbIX C TaMOXEHHbIM OQOpPMIEHMEM) HA COOTBETCTBYHOWMNA pedepeHTHbIN NEeKapPCTBEHHbIM
npenapaTt B MHOCTPAHHbIX rOCygapcTBax, yKasaHHbIX B NpuaoxKeHun N 2 K HacTosAwel meToamke, C
NPMMEHEHNEM MOHMMKatOWeEro KosppuumeHTa, 3HaYEHUA KOTOPOro OonpenensAtoTca B COOTBETCTBUM C
pasgenom VIl HacToAwen MeToguKu.

IV. Pacuet cpeaHeB3BeleHHON GpaKTUYECKOM OTMYCKHOM
LEeHbl NpoM3BOAMTENA FOCYAAPCTB - YneHoB EBpasminckoro
9KOHOMMWYECKOT0 COt03a U MHOCTPAHHOIO NPOU3BOANTENS,

OCYLLECTB/IAIOLLLErO NEPBUYHYIO U (MNM) BTOPUYHYIO YNaKOBKY

JleKkapcTBeHHoro npenapara B Poccuiickoit ®eaepaumn,

Ha IeKapCTBEHHbIN NpenapaT

16. PacyeT cpegHeB3BelIeHHOM GaKTUYECKON OTMYCKHOM LEeHbl Npou3BoAMTENs FocyaapcTs -
yneHoB EBpPa3sMIACKOrO 3KOHOMMYECKOTO Coto3a M (MAM)  MHOCTpPaHHOrO  Npou3BoAMUTENSA,
OCYLLECTBIAOLWEro NEePBUYHYIO U (M1M) BTOPUYHYIO YNAKOBKY 1IEKAapCTBEHHOrO npenapaTa B Poccuiickoli
depepaunmn, Ha KOHKPETHbLIN /IEKAPCTBEHHbIM npenapaT MPouM3BOAMTCA 33 OTYETHbIM Nepuod Ha
OCHOBaHMW CBeAEeHUN, NpPeayCcMOTpeHHbIX npuaoxkeHnem N 1 K HacTosen meToamnKe.

Mpu pacyeTe Takol cpeaHeB3BEWEHHOW GpaKTUYECKOW OTNYCKHOM LieHbl yYUTbIBAIOTCA cBegeHusA 06
obbemax M OTMYCKHbIX LEHAx Ha JIeKapCTBEHHbIM MNpenapaT 3a OTYETHbIM Mepuod Mo KaKAoMy
NpPoM3BOAMUTENIO B PaMKax OAHOIO PerMcTpaLMoHHOro YA0CTOBEPEHUSA 1eKapCTBEHHOTO Npenapara.

PacueTr cpeaHeB3BelIeHHOM (AKTUYECKOM OTMYCKHOM LUEeHbl Ha J/IeKapCTBEHHbIM npenapar
OCYLLECTB/IAETCA C YY4ETOM BCeX GOPM BbiNycKa (yrnaKoBKKM, KOMMIEKTHOCTU) IeKapCTBEHHOrO Npenapara,
33 UCKAOYEHMEM CNYyYaeB, NPeayCMOTPEHHbIX NYHKTOM 25 Mpasua.

17. CpegHeB3BelleHHan ¢aKTMYecKkana OTMYCKHas LieHa Npou3BOoAMTEsNIe rocydapcTB - UYIEHOB
EBpPa3snIMCKOro 3KOHOMMYECKOrO COK3a Ha JIeKapCTBEHHbIM NpenapaT (yYKasbiBaeTca Mo TOProBomy
HaMMEHOBaHMWIO, MEeXAyHapoAHOMY HernaTeHTOBaHHOMY HaMMEHOBaHWIO, 403UPOBKe (KOHUEHTpaLmM,
aKTUBHOCTU B eAMHUUAX OEWUCTBUSA), NEeKapCTBEHHON $opme, KONMYECTBY NEKAapCTBEHHbIX ¢oOpmM B
noTpebuTeNnbCcKOM ynakoBKe (KO/AMYECTBY A03 B YNaKOBKe, 06bemMy) B paMKax pernmcrtpalmMoHHOro
YA0CTOBEPEHMUA SIEKAPCTBEHHOTO NpenapaTta, OTMYLWEHHbIM 33 OTYETHbIA Nepuos (LeHa CpB3BRAP OTM;)
(pybneit), onpepensetca no dopmyne:

Z (ueHa (baKTI/I‘-IeCKOFO OTIIYCKa X KOJINYECCTBO OTH)

IIeHa CPB3BIIP OTII | =

>

KOJIMYECTBO OOIIIEE OTII

roe:

ueHa GaKTMYECKOro OTMyCKa - paKTMYeCcKas OTNYCKHaA LeHa Npou3BOAUTENN TOCYAAPCTBa - YieHa
EBPa3mMIiCKOro 3KOHOMMYECKOTO COH3a Ha OAHY NOTPEBUTENIbCKYIO YNaKOBKY JIEKAPCTBEHHOTO NpenapaTta
(yKkasbiBaeTcAa Mo TOProBOMy HaMMEHOBAHWIO, MEXKAYHAPOAHOMY HEenaTeHTOBAaHHOMY HaUMEHOBaHUIO,
[03MpPOBKe (KOHLEHTPaUWK, aKTUBHOCTM B eOMHULAX AeNCTBUA), eKapcTBeHHON dopme, KouyecTsy
NeKapcTBeHHbIX GopM B NOTpebuTeNbCKOM ynakoBKe (KoanyecTsy 403 B yNakoBke, 06bemy) (pybneit);

KO/IMYECTBO OTN - KO/IMYECTBO YNaKOBOK J1IEKapCTBEHHOrO NpenapaTa (yKasbiBaeTca no ToproBomy
HaUMEHOBaHUIO, MeXAYHapPOAHOMY HenaTeHTOBaHHOMY HaMMEHOBaHWIO, A03UPOBKe (KOHLEHTpauuu,
aKTUMBHOCTM B eAMHWULAX AEeWCTBUA), NEeKapCTBEHHOW ¢GOpmMe, KOAMYECTBY /IEeKapCTBEHHbIX ¢opm B
noTpebuTeNbCKON ynakoBKe (KoNMYecTBy 403 B yNakoBKe, 06bemMy) NpomM3BoAMTENA FOCYAapCTBa - YieHa
EBPa3smMIiCKOro 3KOHOMMYECKOTO COHO3a, OTFPYYKEHHOrO 33 OTYETHbI Nepunoa No ogHOM LeHe (WTYK);

KO/IN4eCTBO o6m,ee oTn - o6uJ,ee KOZIN4EeCTBO YNMAaKOBOK /IEKAPCTBEHHOIO NpenapaTa (yKa3bIBBETCﬂ



No TOProBOMY HaMMEHOBAaHUIO, MEKAYHAPOAHOMY HenaTeHTOBaHHOMY HAWMEHOBAHMIO, O03MPOBKE
(KOHUEHTpPaUMM, aKTMBHOCTM B eAUHUUAX AEeWCTBUA), JIeKapCTBEHHoOW d¢opme, KoauyecTsy
NeKkapcTBeHHbIX GOpM B NOTPEBGUTENbCKOM yrnaKoBKe (KOAMYECTBY [03 B YMNaKoBKe, 06bemy)
npovsBoguTeNnen rocygapcte - uYneHoB EBPasMICKOro 3KOHOMMYECKOTO COHO3a B paMKax
PEerncTpaunoHHOro yA0CTOBEPEHUS IEKAPCTBEHHOrO NpenapaTa, NPon3BeAeHHOro U OTIPYKEHHOrO 3a
OTYeTHbIV nepuog, (WTyK). M3 0b6LLero KoAMYecTBa MCKAKOYAOTCA 3KCMOPTHbIe MOCTaBKW, MOCTABKM,
OCYLLECTB/IEHHbIE B pPaMKax Pas/IMYHbIX BUAOB F'YMaHUTAPHOM MOMOLLM, M MOCTaBKM JIEKAPCTBEHHbIX
npenapaTtoB B pamkax 61aroTBOPUTENLHOCTM, @ TaKXKe MOCTaBKM JIEKAPCTBEHHbIX NpenapaToB C
OCTaTOYHbIM CPOKOM FOAHOCTU MeHee 5 NPoLEeHTOoB.

18. CpegHeB3BelleHHana ¢aKTMYecKaa OTMNYCKHas LeHa WHOCTPaHHbIX npousBoauTenei,
OCYLLECTBAAOWMNX NEPBUYHYIO U (MIM) BTOPUYHYIO YNaKOBKY JIEKApPCTBEHHbIX NpenapaToB B Poccuiickol
depepaumn, Ha JIeKapCTBEHHbI npenapaT (yKasbiBaeTcs MO TOProBOMYy HaMMEHOBaHMUIO,
MeXKAYHapoAHOMY HEeMaTeHTOBaHHOMY HAWMEHOBAaHMWIO, [03UPOBKEe (KOHUEHTpaLMu, aKTMBHOCTM B
eauHULAX OeACTBUA), NeKapCcTBEHHON GopmMe, KOIMYECTBY JIeKapcTBEHHbIX Gopm B NoTpebuTenbcKoli
ynaKoBKe (KonMyecTBy [03 B YMNakoBKe, 0O6bemy) B pamKax pPerncTpalyMoHHOro YyA0CTOBEPeHMUS
JIeKapCTBEHHOro MpenapaTta, OTMYLWEHHbIM 33 OTYyeTHbIM nepuom (pybneit) (ueHa cpB3BNP OTML),
onpegaenseTtcs no ¢opmyne, NnpuBeAeHHON B NyHKTe 17 HacToAWwEeN METOAMNKMN.

V. PacueT peHTabenbHOCTM 411 NeKapCTBEHHOMO
npenaparta Npo13BoAMUTENA rOCYAapCTB - YneHoB EBpasuiickoro
3KOHOMMYECKOTro Col3a Npu NepeperncTpaumm npeaenbHom
OTMYCKHOWM LEHbI Ha IeKapCcTBEHHbIV Npenapat

19. PacueT pacxoioB, CBA3aHHbIX C pa3paboTKon, NPoM3BOACTBOM U peannsaLlmeit 1eKapCcTBEHHOTO
npenapata nNpous3BOAMTENs rOCYyAapCcTB - 4YneHoB EBPAsMMCKOro  3KOHOMWMYECKOrO  COH3a,
NnpeacTaBNAEMON Ha MepeperncTpaumio npeaenbHoM OTNYCKHOM LieHbl Ha NeKApCTBEHHbIM Npenapar,
OCYLLECTBNIAETCA COrNacHO npuaoxeHuto N 7.

20. PacyeT peHTabeIbHOCTU JIeKapCTBEHHOIO Npenapara 3a OTYETHbIN Nepro, OCYLLECTBIAETCA Mo
KaKI0My NMPoun3BOAMUTENIO rOCYAapCTBa - YieHa EBPasniicKoro 3KOHOMMYECKOTO COKo3a B paMKax OZHOIo
PerncTpaLmMoHHOro YA0CTOBEPEHUSA IEKaPCTBEHHOIO Npenapara.

21. Mpw nepeperncTpaumm npeaenbHon OTNYCKHOM LieHbl NPOU3BOAMTENA FOCYAapCcTBa - YfeHa
EBPa3mMIiCKOro 3KOHOMMYECKOrO COto3a Ha JIeKAaPCTBEHHbIN NpenapaT, HaxoAMBWNNCA B 0bpalleHnn Ha
Tepputopun Poccuiickont depgepaumn, ©GaKTUYECKMIM ypoBeHb peHTabenbHOCTM npoaykumn Rg)
(npoueHTOB) ONpeaensetca no Gopmyne:

_ (bakTHaeckas mpuObLIL

R x100%,

® ce0eCcTONMOCTh

roe:

dakTMUeckasa npubbiab - NPpMBLIAL OT PeannsaLmn NPON3BOAMTENEM KOHKPETHOTO IEKapCTBEHHOMO
npenapara 3a OTYETHbIV Nepuosa, NpueeaeHHasn B npunoxeHun N 7 K HacTosAwen meToguke (pybneit);

cebecToMmocTb - cymma MnpAmbIX, 06LLENPOM3BOACTBEHHbIX U 0BLLEX03ANCTBEHHbIX PACX0A0B,
npuBeAeHHbIX B NpunoxKeHun N 7 K HacToslen meToamke (pybneit).

22. Mpun nepeperucTpauumn npeaeabHon oTNYCKHOW LeHbl NPou3BoAMTeNel rocyaapcTBa - YieHa
EBpPa3smMiiCKOro SKOHOMMYECKOTO COK3a Ha JIEKAPCTBEHHbIM Npenapart, He NocTynaslmii B obpalleHmne Ha
Tepputopun Poccuitickoin Peaepaumm B TedeHMe OTYETHOrO Nepuoaa, MPOrHO3Mpyemblii YpoBEHb
peHTabenbHOCTM NpoayKuun (Rq) (MpoueHTOB) onpesensetcs no popmyne:



_ (bakTnyeckas npuObLIb

R, x100%,

ce0eCcTOUMOCThD

roe:

NPOrHo3Haa Npubbiib - NPUbLIAL OT peanmsaumm NPomM3BOAUTENEM KOHKPETHOMO JIEKapCTBEHHOTO
npenapara 3a rog, KoTopas npMBeAeHa B npuaoxeHun N 7 K HacTosAwen metoguke (pybneit);

cebecTtoMmocTb - cymma npAmbIX, obLEenpon3BOACTBEHHbIX U OOLLEXO3ANCTBEHHbIX PACcXoA0B,
npuBegeHHbIX B npunoxkeHun N 7 K HacToslel meToauke (pybnen).

23. MNpw nepeperncrpaumm npeaenbHon OTNYCKHOM LieHbl NPOU3BOAMTENS TOCYAapcTBa - YfieHa
EBPA3MIiCKOro 3KOHOMWMYECKOTO COlO3a Ha NIEKAPCTBEHHbIM MpenapaTt B C/AyYanx, NpeaycMOTPeHHbIX
nognyHktamm "a" - "B" nyHkta 32 MpaBua, ecnn GpakTUYECKU ypoBEHb PEHTABENbHOCTU 33 OTYETHbIM
nepuog npesbicuT 30 NPOLLEHTOB, 3anABAsAEeMas K NepeperucTpaumm npegenbHas OTNYCKHas LEeHa Ha

HEKapCTBEHHbIﬁ npenapart nognexXuTt CHUXKEHNO C Y4ETOM AaHHOIo orpaHnU4eHunA.

VI. PacueT cpeaHeB3BelleHHOW haKTUYeCKOoM LieHbl BBO3a
leKapCTBEHHOro Npenaparta MHOCTPaHHOIo NPoOU3BOAUTENS
B Poccuinckyto ®egepaumio

24. PacuyeT cpeaHeB3BelleHHON (AKTUYECKOM LEeHbl BBO3a KOHKPETHOrO J1IeKapCTBEHHOro
npenaparta MHOCTPaHHOro npousBoauTena B Poccuiickylo deaepaumio NpoM3BOAUTCS HA OCHOBaHWUK
CBeAeHUN, NPeaycMOTPEeHHbIX npuioxkeHnem N 4 K HacToalwen MeToanKe.

Mpu pacueTe cpeaHeB3BelleHHON (aKTUYECKOM LieHbl BBO3a JIEKApPCTBEHHOro npenapara
YUUTbIBAIOTCA CBeAeHNA 06 o6bemax 1 O LigHax BBO3a JIEKaPCTBEHHOrO NpenapaTta 3a OTYETHbIN nepuog,
MO Ka)KAOMY WMHOCTPaHHOMY MPOW3BOAMTENIO B PaMKax OJHOMO PEerMcTpaLMOHHOro YA0CTOBEPEHMA
NeKapCTBEHHOrO npenapara.

PacyeT cpeaHeB3BeWEHHOW  GaKTUYECKOW UeHbl BBO3a  JIEKAPCTBEHHOro  MpenapaTta
OCYLLECTBAAETCA C yYeTOM GOPMbI BbIMycKa (YNaKOBKKM, KOMNIEKTHOCTM) IeKapcTBEHHOTO Npenapara, 3a
WCK/IIOYEHNEM C/TyYaeB, MPeayCMOTPEHHbIX MYHKTOM 25 lMpasu.

25. CpepHeB3BelleHHasa paKTUUYecKas LLeHa BBO3a /IeKapCTBEHHOro npenapaTa (yKasbiBaeTcsa no
TOProBOMY HaMMEHOBaHWIO, MEXAYHAPOAHOMY HemnaTeHTOBAaHHOMY HAWMEHOBAHWIO, [03UPOBKE
(KOHUEHTpauuKn, aKTUBHOCTM B eAMHULAX [AOEeWCTBUA), JIeKapCTBEHHOM dopme, KoAMYecTBy
NleKapcTBEHHbIX GOPM B NOTPEOUTENBbCKOM yrakoBKe (KOMYecTsy 03 B yNaKOBKe, 06beMy) MHOCTPAHHbIX
NPOV3BOAUTENEN, YKA3aHHbIX B PErMcTPaUMOHHOM YZAOCTOBEPEHUM JNIEKAPCTBEHHOIO npenapaTa,
BBE3EHHOI0 3a OTYETHbINM Nepuog Ha Tepputopuio Poccuiickont deaepaumm (LeHa cpB3BNp BB,) (pybnei),
onpegenserca no popmyne:

Z (ueHa (I)aKTI/I‘leCKOI‘O BB03a XKOJIUYECTBO BB)

IICHA CPB3BIIP BB |

b

KOJIMYECTBO 00IIIEE BB

roe:

ueHa dakTMyeckoro BBO3a - GaKTMYecKas LUeHa BBO3a OAHOM NOTPebUTEeNbCKOW YNaKOBKU
NIeKapCTBEHHOrO MnpenapaTta (yKasbiBaeTcd MO TOProBOMY HAMMEHOBAHMUIO, MEXKAYHApOAHOMY
HenaTeHTOBaHHOMY HaMMEHOBaHWIO, A03MPOBKE (KOHLEHTPALMM, aKTUBHOCTU B eAWHULAX AEUCTBUSA),
NeKapcTBEHHOM PopmMe, KOIMYECTBY JIeKapCcTBEHHbIX GOpM B MOTPebUTENbCKOW ynaKoBKe (Ko/nMyecTsy
[03 B YNAaKOBKe, 06beMy) MHOCTpaHHOro npoussogutens (pybnein);

KO/INYEeCTBO BB - KO/ZIMYECTBO YMNAKOBOK J1IEKAPCTBEHHOTO NpenapaTta MHOCTPAaHHOIO Npon3BoauUTeNA



(yka3biBaeTca No TOProBOMy HaMMeEHOBAaHWUIO, MeXAyHapoAHOMY HenaTeHTOBaHHOMY HaMMeHOBaHMUIO,
0031POBKe (KOHLEHTPaUUK, aKTUBHOCTU B eAMHMLIAX AeNCTBUA), NeKapcTBeHHOW dopme, KoMYecTBy
NeKapcTBeHHbIX GopM B NOTpebuTeNbCcKon ynakosKe (KoaMYecTBy 403 B yNaKoBKe, 06bemMy), BBE3eHHOro
WMHOCTPaHHbIM NpoM3BoAUTENIEM (MUMNOPTEPOM) 33 OTYETHLIN NEpPMOA NO OA4HOM LeHe (LTYK);

Ko/iMyecTBO obLee BB - 0b6LLee KOIMYECTBO YNaKOBOK IeKapCTBEHHOIO NpenapaTa (yKasbiBaeTcs no
TOProBOMYy HaMMEHOBAHWUIO, MEXAYHAapOoAHOMY HeMaTeHTOBAaHHOMY HaMMEHOBaHUIO, [03MPOBKe
(KOHUEHTpaLUMKM, aKTUBHOCTM B eAMHULAX [OENCTBUA), NeKapCTBeHHOW ¢opme, KOAM4YecTBy
NleKapcTBeHHbIX GOPM B NOTPEBbUTENCKON yNaKoBKe (KOANYECTBY 103 B yNaKOBKE, 06beMy) MHOCTPaHHbIX
npounssoauTenei B pamkax permMcTpaLmMoHHOro y40CTOBEPEHMA NEKAPCTBEHHOIO NpenapaTa, BBE3EHHOMO
33 OTYETHbI Nepuog, (LWTyK).

M3 obLero KonnmyectTsa UCK/OYAKOTCA MOCTABKM, OCYLLECTB/IEHHbIE B PaMKax pPas/IMYHbIX BUOOB
rYMaHWTApHOW NOMOLLUM, M MOCTaBKW JIEKAPCTBEHHbIX MpenapaToB B pamMKax 6/1aroTBOPUTENbHOCTMH,
MOCTaBKM JIEKAPCTBEHHbIX MPENapaToB C OCTaTOYHbIM CPOKOM FOAHOCTM MeHee 5 NpoLeHTOB, a TaKKe
MOCTaBKM  JIEKAPCTBEHHbIX  MpenapatoB C  GaKTMYECKOW  LEeHOM  BBO3a, MNpeBblWatowel
3aperncTpupoBaHHyo NpeaesibHYO OTNYCKHYIO LLeHY NPou3BoANTENS.

VIl. PacueT MMHMManNbHOM LEeHbl NpoM3BoaAnTeENA
Ha IeKapCTBEHHbIN NpenapaT B MHOCTPAHHbIX FOCyAapcTBax,
YKa3aHHbIX B npunoxeHnn N 2 K HacTosLwen meTogmKke

26. PacueT OTnycKHOW UeHbl MPOM3BOAUTENS Ha /IeKAapCTBEHHbIM npenapaTt (No ToproBomy
HAaMMEHOBaHWIO, MeXAyHapoAHOMY HemnaTeHTOBAaHHOMY HAaMMEHOBAHWIO, A03UPOBKE (KOHUEHTpauumy,
aKTUBHOCTU B eAMHULAX AeWCTBMA), NIeKapCTBEHHON (GopMe, KONMYECTBY /IeKapCTBEHHbIX ¢opm B
noTpebuTeNbCKOM ynakoBKe (KOAMYecTBy A03 B YMaKOBKe, 06bemy) nNpou3BoAUTCA Ha OCHOBaHWUU
cBeAeHUn 06 YypoBHE MMHMMA/bHBIX LEH JIeKapCTBEHHOro npenaparta (6e3 yyeta nNpou3BOACTBEHHbIX
NA0LaA0K) B MHOCTPaHHbIX rocyaapcTBax, yKasaHHbIX B npuaoxkeHnn N 2 K HacToAllel MeToauKe, U Ha
OCHOBaHMW CBeAEeHUIN, NpeayCcMOTpeHHbIX Tabanuen 1 npunoxenua N 3 K HacToALWEeN meToauKe.

27.B 1abanue 1 npunoxeHma N 3 K HacToALLEN METOANKE MUHMMAaJIbHbIE LIEeHbl MPOU3BOAUTENA Ha
JIeKapCTBEHHbIM NpenapaT B MHOCTPAHHbIX rOCyAapcTBaX, YKasaHHbIX B NpuaoxeHun N 2 K HacToALleln
MeToAMKe, YKa3blBaloTcA B pybnsx. NepecyeT UeHbl B MHOCTPaHHOM BantoTe B pybn ocylecTsafeTca no
cpegHeMy Kypcy COOTBETCTBYHOLWLEN MHOCTPaHHOW BankoTbl K pybno Poccuitckoit deaepauumy,
ycTaHoBneHHOMY LeHTpanbHbiM 6aHKom Poccuiickoli depepaumm 3a 3 KaneHZapHbIX mecaua,
npeawecTeyoWwme MecAly AaTbl NOAayYM  3asBAE€HMA O  TOCYAAPCTBEHHOM  perncrpaunu
(nepepervctpaunn) npenenbHOM OTNYCKHOW LUEeHbl NPOU3BOAUTENSA HA JIEKAPCTBEHHbIM Npenapar,
KOTOpbIA (KypC BanlOTHOro nepecyeTta) yKasbiBaeTrca B Tabnuue 2 npunoxeHua N 3 K HacToswewn
MeToaMKe.

28. B cnyyae ecnv neKapcTBeHHbI npenapaTt peasnsyeTcd B WMHOCTPaHHbIX rOCyAapcTBax,
YKa3aHHbIX B MPUNOKEHUN N 2 Kk HaCTOﬂLLI,e[;I meToguke, nog OpyrMm TOpProsbim HaMmMeHOBaHMEM, B
Tabanue 1 npunoxkeHna N 3 K HacTosAwein MeToAMKe YKa3blBalOTCA COOTBETCTBYOLLEE TOProsoe
HaMMeHOBaHMe U MUHUMAJIbHbIE LieHbl MPOM3BOAUTENA HA IEKAPCTBEHHbIW Npenapar.

29. B cnyyae rocyfapcCTBeHHOW perucTpaumu (nepepeructpaumm) B Pocculickoin depepaunmn
npegenbHON OTMYCKHOW UEHbl Ha JIEKapCTBEHHbIV NpenapaT C KOJIMYEeCTBOM JIeKapCTBEHHbIX GOpM B
NoTPebUTeNbCKON ynakoBKe (KO/aMYecTBy 403 B YNaKOBKe, 06bemMy), OTCYTCTBYIOLMM B MHOCTPaHHbIX
rocyAapcrBax, YKasaHHbIX B npunoxKeHnn N 2 K HacToslieit metoamke, B Tabauue 1 npunoxenusa N 3 K
HacToAlEeNn MeToAMKEe YKasblBaloTCA MMHMMAa/bHbIE LEHbl WMHOCTPAHHOrO NPOM3BOAUTENA Ha
NleKapcTBeHHble Mpenapatbl, MMelolWwme b6aMMKallwmMe CMeKHble KoauyecTBa B NOTPebUTEeNbCKUX
ynaKoBKax (BHe 3aBUCMMOCTM OT Ha/IMYUA UX FTOCYAaPCTBEHHOW perncTpaumnm Ha TeppmuTopumn Poccuitckoi
denepaumn), KOTopble PeannsyloTca B MHOCTPAHHbIX rOCYAapCTBaxX, YKasaHHbIX B npuaoxeHun N 2 K
HacToAlen MeToamKe.



Mpy 3TOM MMHUMaNbHaA LeHa NPOU3BOAMTENN HA NEeKapCTBEHHbIN NpenapaT onpeaensaeTcsa Kak
MWHUMaNbHasA MCXo4A U3 pacyeTa cpeaHero apuPpmeTMyecKoro 3HayeHua CTOMMOCTM OAHOM
NleKapcTBeHHOW GpopmMbl IeKapCTBEHHbIX NPenapaToB, MMelLWMX BanKallne CMeXKHble Kon4ecTsa B
NoTpebuUTeNbCKUX YNaKoBKaXx, B KaXA0M U3 MHOCTPaHHbIX rocyaapcts (rpada 6 Tabanupl 1 npuaoxeHua
N 3 K HacToALLEeN MeTOoAUKE).

B cnyyae rocygapcTBeHHOM peructpaummn (nepepeructpaumm) B Poccuitickoit depepaumm
npeaesnbHOM OTMNYCKHOM LEeHbl NeKapCTBEHHOro npenapata C A03MPOBKOM, OTCYTCTBYHOWEN B
WMHOCTPaHHbIX rOCYAapcTBaXx, YKasaHHbIX B npuaoxKeHun N 2 K HacTosaleih metoguKke, B Tabnauue 1
npunoxeHna N 3 K HacToslWel MeToAMKE YKasbliBalOTCA MWHUMAa/bHblE UEHbl WMHOCTPAHHOrO
NpPou3BOAMUTENA Ha JIeKAPCTBEHHbIE MPenapaTtbl, UMeloWmne b6anKallime CMeXHble O03MPOBKU (BHE
3aBUCMMOCTM OT Ha/WuMs MX PerucTpaumm Ha Tepputopum Poccuiickoli Pegepauun), KoTopble
peannsyoTca B MHOCTPAHHbIX FOCYAapcTBaX, YKasaHHbIX B NpuaoxkeHun N 2 K HacTosLel MeToamKe.

Mpn 3TomM UeHa, npeanaraemas K roCyAapCTBEHHOM peructpauuu, onpeaenserca Kak
MWHMMa/IbHas UCXO4A U3 pacyeTa cpegHero apudmeTMYecKoro sHayeHusa CTOMMOCTU OAHOW eanHULbI
[AENCTBYIOLLEro BELLECTBA /IEKAPCTBEHHbIX MPENAPATOB, UMEIOLWMX BANKaMLWNE CMEKHbIE A03UPOBKM, B
KaXkO0M M3 MHOCTPAHHbIX rocygapcTs (rpada 7 Tabauubl 1 npunoxeHus N 3 K HacToAlen MeToamKe).

30. B cnyyae ecnm nekapCTBEHHbIN NpenapaTt MHOCTPaHHOIo NpoM3BoAMTENA NPOU3BOAUTCA TOSIbKO
ans npogaxun B Poccuinickolt ®epepaumn (He peannsyeTtcs B MHOCTPaAHHbIX rOCYAapcTBaX, YKa3aHHbIX B
npunoxeHnn N 2 K HacTosLWEeN METOAMKE), ANA pacyeTa OTMYCKHOM LLeHbl Ha IEKapCTBEHHbIV NpenapaT
npeacrasnseTca UHGOPMAUMA O MUHMMANABHBIX LEHaX APYrMX WMHOCTPAHHbIX MNPOM3BOAUTENEl Ha
JIeKapcTBEHHbIE MpenapaTbl, COBMNaAatoWme no mexayHapoLHOMY HenaTeHTOBaHHOMY HAaMMEHOBAHMIO
(Mpn ero oTcyTCTBUM MO TPYNNUPOBOYHOMY MAU XMMMUYECKOMY), NEeKapcTBEHHON dopme, 403UpoBKe
(KOHUEHTpaLUMK, aKTUBHOCTM B eAUHULAX AelcTBMA), obpallatolimMecs B rocyaapcTse NpousBoaUTens
JNIeKapCTBEHHOIO MpenapaTta, Ha OCHOBAHMM [AaHHbIX W3 OTKPbITbIX 06LWEAOCTYNHbIX WCTOYHWKOB,
COOTBETCTBYIOWMX TpeboBaHMAM nyHKTa 17 [MpasBua. Mpu 3TOM 3anABAEHHAA K rOCyAapCTBEHHOM
perncTpaunmn LeHa MHOCTPaHHOrO NPOM3BOAMTENA Ha IEKAPCTBEHHbIN NpenapaT He 40/1XKHA NPeBbIWaTb
MWHUMA/IbHYIO LEHY APYrMX MHOCTPaHHbIX MpousBoauTeneir (C y4eTomM pacxofoB, CBSA3AHHBLIX C
TaMOXKEHHbIM 0GOPMJIEHNEM), PACCUMTAHHYIO HAa OCHOBaHUM Tabauubl 1 npunoxkenusa N 3 K HacToALel
MeTOAMKeE.

VIII. PacyeT npegenbHoOM OTNYCKHOM LeHbl NPoM3BoAUTENA
Ha BOCMpPOM3BEAEHHbIN IEKAapPCTBEHHbIM Npenapat

31. [lepKaTenb wau Bnagenew, perucTpaLMoHHOro yaoctoeepeHnsa (ynosHOMOYEHHOE MM NLLO)
BOCMPOU3BELEHHOrO JIEKAPCTBEHHOrO NpenapaTa B C/yyae, ecan npegenbHas OTMNYCKHasA LeHa Ha
COOTBETCTBYIOWMNIN pedepeHTHbI NeKapCcTBEHHbIM MpenapaT 3aperncTpupoBaHa, npeacTaBaseT g
rocyAapCTBEHHOW pernctpaunm npeaenbHylo OTMYCKHYIO LEeHYy Ha /NeKapCTBEHHbIM npenapart, He
npesblwatowyto ueHy (Linp) (pybneit), paccuntaHHyto no opmyne:

100-K,
an :L[ped) XWXKHXKQ)»

roe:

LUpes - 3apernctpMpoBaHHaa Ha AaTy NoJadyu 3asBAeHWUA O TOCyAapCTBEHHOW perucrpaumm
npeaenbHoi OTMYCKHOM UeHbl AepraTenem WAM BAageNbuem PerMcTpauvMoHHOro yAo0CTOBEpPeHUs
BOCMPOU3BEAEHHOrO NE€KApCTBEHHOro npenapaTta (MAM YyNnoJHOMOYEHHbIM MM AWLOM) MpeaenbHas
OTNYCKHaA LieHa 3a NoTPebUTenbCKyo YNakoBKYy pedepeHTHOro SieKapcTBeHHOro npenapata (ganee -
LeHa pedepeHTHOro IeKapcTBEHHOro Npenapara);

Kn - MNOHMXKaOWMIA KOIPPULMEHT, 3HAYEHMSA KOTOPOro MpU rocyAapCTBEHHOW perncrpaumu



paccUMTbIBAOTCA B COOTBETCTBUM MYHKTOM 33 HacToAWweh MeToAMKM U NyHKTom 26 Mpasun (aanee -
MOHMMKAOWMIA KO3DDULMEHT) (NPOLEHTOB), C OKPYr/IEHUEM A0 COTbIX;

K - KoadpdumumeHT nepecyeta GpacoBKu, onpeaensnembliii Kak COOTHOLEHNE MEXKAY KOMYEeCTBOM
NeKkapcTBeHHbIX popM B YNaKOBKEe BOCMPOM3BEAEHHOIO JIEKAPCTBEHHOrO npenapaTta U pedepeHTHoro
NleKapCcTBEHHOTO NpenapaTa;

KA - KoapdumumeHT nepecyeTa 403UPOBKMU, ONpeaeiaemMbll Kak COOTHOLIEHWE MeX Ay KOIMYEeCTBOM
eAMHUL, aKTMBHOrO BelecTBa B [A03MPOBKE BOCMPOM3BEAEHHOrO /IEKAPCTBEHHOrO npenapata u
KOJINYEeCTBOM eMHUL, aKTUBHOIO BELLECTBA B A03MPOBKe pedepeHTHOro IeKapCcTBEHHOro npenapaTa.

32. UeHa Ha pedepeHTHbI NeKapCTBEHHbIM NpenapaT ONpesensieTcd Kak MUHUMabHas
3aperncTpupoBaHHan nNpeaenbHan OTNYCKHaA LeHa Ha pedepeHTHbIN IeKapCTBEHHbIN NpenapaT c Takok
e [03MPOBKOWN (KOHLUEHTPaLMeEN, aKTUBHOCTbIO B €AMHWULAX AENCTBMA) U TaKUM Ke KOJMYeCcTBOM
NIeKapCTBEHHbIX GOPM BO BTOPUYHOW MNOTPEOUTENBCKOW YMaKOBKEe, 4YTO W BOCNPOU3BEAEHHbIN
NIeKapCTBEHHbIN NpenapaT, C Y4eTOM CNyYaeB, NPeayCMOTPEHHbIX MyHKTOM 25 Mpasua.

B cnyyae ecnu He 3aperncTpmpoBaHbl npedenibHble OTMYCKHble LeHbl Ha pedepeHTHbIN
NIeKapCTBEHHbIM NpenapaT € TakKUM Ke KOAMYECTBOM JIeKapCTBEHHbIX ¢GOpM BO BTOPUYHOM
noTpebuTeNnbCcKoM yNaKkoBKe, YTO M 3aABASeMblil BOCMPOM3BeAeHHbI IeKapCTBEHHbIN Npenapar, LeHa Ha
pedepeHTHbIA NIeKapCTBEHHbIN MNpenapaT onpeaenseTcad KaK npegenbHas OTMYCKHas LUeHa Ha
pedepeHTHbIN IeKapcTBEHHbIM MpenapaT, paccuuTaHHas MCxXoAs M3 cpeaHero apudpmeTnyeckoro
3HaYeHMUA CTOMMOCTM OAHOW JfleKapCTBeHHOW (OpPMbl JIeKAPCTBEHHbIX MPenapaToB, WMELWMX
H6AMMKaNLLIME CMeXHble KO/IMYecTBa BO BTOPUYHOM (MoTpebutensckoin) ynakoBske.

B cnyyae ecnM He 3apernctpuMpoBaHbl MNpefesibHble OTMYCKHble LeHbl Ha pedepeHTHbIN
JIeKapCTBEHHbIN NpenapaT C TaKoW ’Ke [03MPOBKOM (KOHUEHTpauuelh, aKTUBHOCTbIO B eAMHULAX
[AeNCTBMA), KaK BOCNPOU3BEAEHHbIM NEKAPCTBEHHbIM NpenapaT, LeHa Ha pedepeHTHbIN 1eKaPCTBEHHDIN
npenapar onpeaenseTca Kak npeaenbHan OTNYCKHasA LeHa Ha pedepeHTHbIN IeKapcTBEHHbIN npenapar,
paccuMTaHHas MCXo4A M3 CpeaHero apuMpMeTUYECKOro 3HaYeHWA CTOMMOCTM eAMHWLbl aKTUBHOMO
BELL,ECTBA JIEKAPCTBEHHbIX MPENAPAaTOB, UMeLWMX 6AMKaLWMe CMeXKHble A03MPOBKMU.

B cnyyae ecnn npegenibHas OTNYCKHaA LeHa NpoM3BOAMTENSA Ha pedepeHTHbI NeKapCTBEHHbIN
npenapat 6bl1a NepeperncTPMpPoBaHa, TO YYMTbIBAETCA NOCAEAHAA 3aperMcTpupoBaHHas npeaenbHas
OTNYCKHanA LleHa Ha pedepeHTHbIN IeKapcTBEHHbIN Npenapar.

33. B cnyyasnx, Npy KOTOPbIX B paMKax MeXAyHapoAHOro HenaTeHTOBaHHOIO HaMMeHOoBaHUsA (Npwu
€ro OTCYTCTBUWM - TPYMNMNUPOBOYHOTO MAU XMMWYECKOrO) M JIeKapCTBEHHOW Gopmbl Ha pedepeHTHbIN
NIeKapCTBEHHbIN NpenapaT 3aperucTpmMpoBaHbl pas/inyHble NpeaesbHble OTNYCKHbIE LEHbI, MPUMEHAETCA
cpegHee apudmeTUyecKoe 3HAYeHWEe NOHMMKaKLWero KosadduMuMeHTa, pPacCcYMTaHHOE HA OCHOBAHWUM
3aPEerncTPUPOBaHHbIX MPeAesbHbIX OTMYCKHbIX LleH Ha pedepeHTHbIM NeKapCTBEHHbIM npenapaT, 3a
WCKIIOYEHMEM C/TYHAEB, NPU KOTOPbIX MOHUKAIOLWMA KOIDDULMEHT paBeH HYJIIO.

B cnyyae ecnn Ha paTy nogayuv B MUHUCTEPCTBO 34paBoOXpaHeHus Poccuitckoint depepaumm
3aABAEHMA O rOCYAaPCTBEHHOM PErncTpaLmMm NpesenbHo OTNYCKHOM LEeHbl NPOUM3BOAUTENA FOCYAAPCTBA
- YyneHa EBPa3MINCKOro SKOHOMWYECKOrO COHO3a Ha JIEKAapPCTBEHHbLIA MpenapaTt He 3aperncTpupoBaHa
npefesbHas OTMNYCKHasA LEeHa Ha BOCMPOM3BEAEHHbIN JIEKAPCTBEHHbIM NpenapaT npousBoauTens
rocyaapcrea - yneHa EBpasMiicKOro 3KOHOMMYECKOro COH03a, COBMAAANWMIN MO MeXAYyHAaPOLHOMY
HenaTeHTOBAaHHOMY HaMMeHOBaHWIO (MPU ero OTCYTCTBUWM - FPYMMUPOBOYHOMY MAM XMMWUYECKOMY),
NIeKapCcTBEHHOMW ¢opme U A03UMPOBKE, MOHMXKAKWMIA Ko3pdMuMeHT onpeaensetrca no dopmynam
MOHMMKAKOLWMX  KOIPPUUMEHTOB, NPUMEHAEMbIX MPU  pacyeTe NpeaenbHOM  OTMYCKHOW  LieHbl
npou3BoamMTeNAa Ha NepBblii BOCNPOU3BEAEHHbIN NEKAapPCTBEHHbI NpenapaTt, NpeacTaBaAsemoi Ha
rocyapCTBEHHYHO PerMcTpaLmio, CornacHo npunoxkeHunto N 8.

B cnyyae ecnn Ha paty nogauv B MUMHWUCTEPCTBO 3A4paBooxpaHeHus Poccuitickoit deaepauun



3asBJ/IEHUA O rOCYAaPCTBEHHOW perncTpaLmMm npesaebHoM OTNYCKHOM LEeHbl Ha IeKapCTBEHHbIN Npenapat
MHOCTPAHHOTO MPOW3BOAMUTENA, B TOM UYWUCNE OCYLLECTBAAIOLWLErO NEPBUYHYID U (MAK) BTOPUYHYIO
YNaKOoBKY JIeKapCTBEHHOro npenapaTta B Poccuitickolt degepaumm, He 3aperucTpupoBaHa npegesbHas
OTNYCKHan LEeHa Ha BOCMPOM3BeAEHHbIN IeKapcTBEHHbIV Npenapart, CoBNaatowmin o mexayHapoaHomy
HenaTeHTOBaHHOMY HaWMEHOBAHWIO (MPM €ro OTCYTCTBMM - FPYNMNUPOBOYHOMY WAN XMMUYECKOMY),
NeKapcTBEHHOM GopmMe W A03MPOBKE, MOHWMMKAWMIA KO3PUUMEHT onpedensetca no ¢opmyiam
pacyeTa, NpeaycMoTpeHHbIM NpunoxeHrem N 8 K HacToALlen MeToamKe.

B cnyyae ecnm Ha paty nogaum B MUHUCTEPCTBO 34paBooxpaHeHus Poccuiickoit Pepepaunm
3aAB/IEHMA O FOCYAAPCTBEHHOM PErnCTPALLUN NpeaenbHOM OTNYCKHOM LLeHbl MPOM3BOAUTENA FOCYAAPCTBA
- yneHa EBpasmiicKOro 3KOHOMMYECKOTO COO3a HA NIEKAPCTBEHHbIM MpenapaT 3aperucTpuposBaHa
npegenbHaa OTMYCKHaA UeHa Ha BOCNPOM3BEAEHHbLIA JIEKAPCTBEHHbLIA MpenapaT MpPouM3BOAMTENA
rocygapcrea - 4yieHa EBpasMiCKOro sKOHOMMYECKOFO COHO3a, COBMAAaloWMi Mo MeXKAYHApOoaHOMY
HenaTeHTOBaHHOMY HaMMeHOBaHWIO (MpPM ero OTCYTCTBUWM - FPYMMUPOBOYHOMY MAU XUMWUYECKOMY),
NIeKapcTBEHHOM popme 1 A03UPOBKE, MOHUKALWMI KO3PdMUMEHT onpeaenneTca no popmysiam pacyeTa
MOHMMAIOWMX  KOIPPULMEHTOB, MNPUMEHAEMbIX MPU pacyeTe npefenbHON OTNYCKHOW  LeHbI
npomsBoauTeNIa  Ha  BOCMPOMU3BEAEHHbIN  NIeKApCTBEHHbIA  npenapaTt, MNpPeacTaBAsemMor  Ha
rocyapCcTBEHHYIO PErUCTPaLLUIO, COrNacHo NpunoxeHuto N 9.

B cnydvae ecnn Ha paTy nogayuv B MUHMCTEpCTBO 3A4paBooOXpaHeHus Poccuitckoint depepauum
3aABAEHWA O TOCYAAaPCTBEHHOM perncTpaLlmm npeseibHom OTNYCKHOM LeHbl Ha 1eKapCTBEHHbIM npenapat
WHOCTPAHHOIO NPOM3BOAUTENA, B TOM YWUCNE OCYLLECTBAAIOWErO MEPBUYHYID U (MAKM) BTOPUYHYIO
YNaKOBKY JleKapCTBEHHOro npenapata B Poccuiickoit Pepepaunn, 3apernctpuposBaHa npeaesbHas
OTMYCKHaA LeHa Ha BOCMPOM3BEAEeHHbIV IEKAPCTBEHHbIN NPenapaT, COBNaatoLLmii O MeXAYHapo4HOMY
HenaTeHTOBaHHOMY HaMMeHOBaHWI0 (MpPU ero OTCYTCTBUWM - FPYMMUPOBOYHOMY MAU XUMUYECKOMY),
NleKapcTBeHHON ¢opme W A03MPOBKE, MOHMMKAWOWMN KoapduumeHT onpegensetcs no dopmynam
pacyeTa, NpeaycMoTpeHHbIM npuioxkeHnem N 9 K HacTosLen MeToaunkKe.

34. B cnyyae ecnu npepenibHas OTNYCKHAA LeHa Ha pedepeHTHbIM SIeKapCTBEHHbIN npenapaTt B
paMKax MeMAYyHapo4HOro HenaTeHTOBAHHOrO HaMMEHOBaHWA W JIeKapCTBEHHOM ¢GopMbl  He
3aperucTpupoBaHa WM €CcAn B PaMKax MEXAYHAapOAHOro HEenaTeHTOBAaHHOrO HaWMeHOBaHWA WU
NleKapcTBeHHoN Gopmbl pedepeHTHbIN 1IeKapCTBEHHDIV NpenapaT OTCYTCTBYET, AepKaTeNlb UK BrageneLl,
pPerncTpaunoHHOro yaoctoBepeHnsa (YynoJHOMOYEHHOE MM NLLO) BOCMPOU3BEAEHHOMO NEKAPCTBEHHOMO
npenapata npeacTaBAseT ANA TOCYAapPCTBEHHOW pernctpauum npeaenbHylo OTNYCKHYIO LeHy Ha
NleKapcTBEHHbIV NpenaparT, He NpeBbilatoLyto ueHy (L) (pybneii), paccumtaHHyto no popmyne:

100-K
= x——ExKpxKn,

roe:

Lw - 3apeructpupoBaHHas npeaesbHas OTNYCKHAs LieHa Ha NoTpebuTeNbCKYo ynaKoBKY
JIeKapCcTBEHHOTO NMpenapaTa, COBMNAZAoLLEro N0 MeXAyHapoAHOMY HEMATEHTOBAHHOMY HAaUMEHOBAHMIO
(npu ero oTcyTCTBMM NO FPYNNUPOBOYHOMY UJIM XMMUYECKOMY) M NeKapcTBEHHOM popme, onpeaeneHHasn
B COOTBETCTBMM C MYHKTOM 35 HacTosLLeN METOAMKM (fanee - MakcMManbHan LeHa) (pybnei);

Kn - MOHMXKaOWMIN KO3PPULMEHT, 3HAYEHMSA KOTOPOro MpU rocyAapCTBEHHOW perncrpaumu
paccyMTbIBAOTCA B COOTBETCTBMM MYHKTOM 36 HACTOALLEN METOAMKM U NyHKTOM 28 lMpasua (NpoueHTos),
C OKPYr/eHNemM A0 COTbIX.

Ona pacyeta npegenbHOW OTMYCKHOM LEeHbl NpoOu3BOAMTENA HAa WMMMYHOBMOMOrMYECKUA
NleKapcTBEHHbIV Npenapart (BaKkuMHY) B COOTBETCTBUM C HALMOHAIbHbIM KaneHaapem npoduaakTMyeckmnx
NPUBMBOK NOHMMKAOLWMIA KOIPPULIMEHT He NPUMEHSAETCS.



B cnyyae ecniv B pamKax MeXAyHapoAHOro HenaTeHTOBAaHHOrO HAaMMEHOBAHMA U JIEKAPCTBEHHOM
dopmbl NpeaenbHan OTNYCKHas LeHa Ha pedepeHTHbIV IeKaPCTBEHHbIN NpenapaT He 3aperncTpupoBaHa
M  3apernctpupoBaHa npegenbHasd OTNYCKHAA LeHa MNpouM3BOAMTENA Ha BOCMPOM3BEAEHHbIN
NeKapcTBEHHbIM MNpenapaTt c yd4yeTom TpeboBaHWI NyHKTAa 15 HacToAWel MeToaMKW, ONA pacyeTa
npegenbHbiX OTMYCKHbIX LEH NPOM3BOAMTENEN Ha BOCNPOM3BEAEHHbIE JIEKAPCTBEHHble Mpenaparsl
NOHMKaOWMI KO3OOUUMEHT HE NPUMEHSEeTCS;

Ko (eanHunL) - cooTHOLWEHNE MeXKAY KOMUYECTBOM SIeKapCTBEHHbIX GOPM BO BTOPUYHOM YNaKoBKe
BOCMNPOM3BEAEHHOIO /IEKAPCTBEHHOrO Mpenapata M KayeCTBOM JIEeKApPCTBEHHOro npenapara,
COBMaJaloLLero No MeXKAyHapoAHOMY HernaTeHTOBaHHOMY HauMMeHOBaHUIo (NpU ero OTCYTCTBMM NO
rPynnUpPoOBOYHOMY MU XMMUYECKOMY) U NeKapCTBEHHOM popme;

KO - COOTHOWIEHWE MeXKAY KOAMYECTBOM eAMHWUL, aKTMBHOrO BellecTBa B [03MPOBKe
BOCMPOU3BEAEHHOrO /IeKapCTBEHHOrO Mpenapata M KOAMYECTBOM eaMHUL, aKTMBHOrO BellectTsa B
[O3MPOBKE /IeKapCTBEHHOro npenapaTta, COBMaZaloLWero Mo MeAyHapoAHOMY HemnaTeHTOBaHHOMY
HaMMeHOBaHMIo (NPW ero OTCYTCTBMM MO rPYNNUPOBOYHOMY MU XMMUYECKOMY) U NeKapcTBeHHOoM dopme.

35. MaKcMmanbHas ueHa onpeaenaerca Kak MaKCMmaibHas 3aperMcTpupoBaHHan npepenbHas
OTNYCKHanA LieHa Ha IeKapCTBEHHbIV Npenapar, CoBNaAatoLwmii No MexXAyHapoAHOMY HENAaTEHTOBAaHHOMY
HaUMeHOBaHUIO (NPY ero OTCYTCTBUM NO FPYNMNUPOBOYHOMY UM XMMUYECKOMY), NeKapCcTBEHHON dopme,
[03MPOBKe (KOHUEHTPauWW, aKTMBHOCTM B eAMHMUAX AeWCTBMA) M MO KO/AMYECTBY BO BTOPMYHOM
NoTpebUTeNbCKON YNaKoBKe C BOCNPOU3BeAEHHbIM 1EKAPCTBEHHbLIM NPEnapaTom.

B cnyyae ecnv npegenbHaa OTNYCKHaA LeHa NPOU3BOAMUTENA Ha IeKapCTBEHHbIN npenapart bbiia
nepeperucTpupoBaHa, npuv  OMpeAeneHMM  MaKCUManbHOW  LEHbl  Y4MTbIBAaeTCA  MOC/AeaHAs
3aperncTpupoBaHHan npeaenbHaa OTNYCKHaA LeHa Ha JIeKapCTBEHHbIM npenapar.

B cnyyae ecam He 3aperMcTpupoBaHa npeaesibHas OTNYCKHaA LeHa Ha NeKapCTBEHHbIM npenapar,
COBMAZaloWMii MO KOAMYECTBY NEKAPCTBEHHbIX GOPM BO BTOPMYHOM MNOTPEBUTENbCKOW YNAKOBKe C
3asB/IeHHbIM BOCMNPOM3BEAEHHbIM IEKaPCTBEHHbIM NPenapaTomM, MakCMMabHas LieHa onpeaenseTca Kak
3aperucTpupoBaHHas npeaesibHan OTMNYCKHaA LEeHa Ha NeKapCcTBeHHbIM npenapaT, cCoBNajalowmii no
MeXAYHapOoAHOMY HenaTeHTOBaHHOMY HaMMEHOBAHMIO (MPU ero OTCYTCTBMU NO FPYNMNMPOBOYHOMY MK
XMMUYECKOMY), IeKapCTBEHHOM popme, A03UPOBKE (KOHLEHTPALMU, aKTUBHOCTU B €AMHULAX OENCTBUA)
C MaKCMMaNbHOM CTOMMOCTbIO /IeKapCTBEHHOW GOPMbl JIEKAPCTBEHHbIX MPENApaToB, MMEHLMX
6MKalLWmMe CMeXKHble KOIMYeCTBa BO BTOPUUHbIX (NOTPeBUTENbCKMX) yNaKoBKaX.

B cnyyae ecv He 3aperucTpupoBaHbl NpeaesibHble OTMYCKHbIE LLEeHbl Ha IeKapCTBEHHbIV Npenapat
C TAKOW e O03MPOBKOMN (KOHLEHTpaLueln, akTMBHOCTbIO B eAMHULAX OENCTBMA), YTO U 3anB/IEHHbIN
BOCMPOU3BEAEHHbIM  JIEKAPCTBEHHbIM  MpenapaT, MaKCMMasbHasa  LeHa onpegenseTca  Kak
3aperucTpupoBaHHas npeaesibHasa OTMNYCKHAs LLEeHA Ha JIeKapCTBEHHbIVM NpenapaT, COoBMagalolmii no
MeXAyHapoAHOMY HenaTeHTOBaHHOMY HaMMEHOBaHUIO (MPU ero oTCyTCTBUKM NO TPYNNUPOBOYHOMY UIU
XMMUYECKOMY), NEKAPCTBEHHON OpPME C MaKCMMAIbHON CTOMMOCTBIO eAMHMLbI aKTUBHOIO BellecTsa
JIEKapCTBEHHbIX NPEnapaTos, UMEILLMX BMKaNLLINe CMEXKHbIE J03UPOBKMY.

36. MNMoHMKaoLWMIA KOIDDULMEHT ANA pacyeTa NPeaenbHbIX OTNYCKHbIX LeH Ha BOCMPOM3BeAeHHbIe
JIeKapCcTBEHHbIE NpenapaTthbl onpeaenaeTca B COOTBETCTBMU C MaKCMMa/ibHOM LEHOW M paccHuTbiBaeTca B
COOTBETCTBUM C MYHKTOM 33 HacToALLEn METOAMKN.

IX. PacueT npeaenbHOM OTNYCKHOM LieHbl Tpoussoautenei
rocyAapcrs - 4aeHoB EBPa3snincKoro s3KOHOMMYECKOro coto3a
Ha NeKapCTBEHHbIM NpenapaT Npu ee NnepeperncTpaLmm

37. MNpepenbHas OTMYCKHas LieHa Ha JEKapCTBEHHbIM MpenapaT npu ee nepeperncrpauum
YCTaHaB/IMBAETCA AN  KaXKAoro Mpou3BOOMTENA B PaMKax PEerucTpauuoHHOro yAOCTOBEpeHus
JIeKapCTBEHHOTO MpenapaTa B COOTBETCTBMM C TPeOOBAaHMAMM MYHKTOB 24 1 25 MpaBua U He MOXKeT



npesbilwlatb MUHUMAIbHYIO LLEHY, PACCYUTAHHYHO B COOTBETCTBUN C HaCTOFILLI,Eﬁ METO,D,MKOVI.

38. MNepepernctpauna npegenbHON OTNYCKHOM LeEeHbl NPOM3BOAMUTENA FOCYAapcTB - YNEHOB
EBPa3mMINCKOro 3KOHOMWMYECKOrO COlO3a Ha JIEKAPCTBEHHbIM MpenapaTt B C/yYasX, NpeaycMOTPEeHHbIX

nognyHktamm "a" - "B" nyHKTta 32 MpaBu, ocyLecTBAAETCA UCXOAn:
a) u3 pacyeta, NpeayCMOTPEHHOrO NpuaoxeHuem N 7 K HacToALLEel MEeTOAMKE;

6) n3 obocHoBaHWA pacyeTa npeaenbHOW OTMNYCKHOW LEeHbl Ha /NeKapCTBEHHbIM npenapar
npousBoAUTeNss rocyaapcTs - 4YneHoB EBpPasMiACKOro 3KOHOMMYECKOro Coto3a, NpeacTaBAseMol Ha
nepeperncrpaumio, cornacHo npunoxeumio N 10.

39. TlpepenbHasa OTNYCKHasA LeHa MpPOM3BOAWUTENA TOCYAapCTB - u4neHoB EBpasuiickoro
3KOHOMMYECKOro COt03a Ha JIEKaPCTBEHHbIM Npenapar npu ee NepeperncTpaumnn B C1ydanx, ykasaHHbIX B

nognyHktax "a" n "8" nyHkTa 32 Mpasun, NogNeKNUT YBEUYEHUIO:
a) Ha BE/IMYMHY YA0POXKAHUA CbipbA U MaTepunanos;
6) Ha BEIMYNHY U3MEHEHMSA HAKIagHbIX PAacXo40B.

40. MMpepenbHasa OTNYCKHas LUeHa Mpou3BoAMTeNns T[oCyAapcTB - 4neHoB EBpasuiickoro
3KOHOMMYECKOro CO3a Ha JIEKAPCTBEHHbIM NpenapaTt Npu ee nepeperucTpaLmMm B cayyae, ykasaHHOM B
nognyHkre "6" nyHkta 32 [MpasBua, NOANEXWUT YBE/SIMYEHUIO B YacCTM LLEH HA Cbipbe€ U MaTepuasnsl,
Mcnonb3yemble npuv NPoOM3BOACTBE KOHKPETHOrO JIEKAPCTBEHHOro mnpenapata, NponopuyoHanbHO
BE/IMYMHE YOOPOXKAHMA CTOMMOCTM CbIPbA U MATEPUANOB B CTPYKType 3aTpaT Ha NPOM3BOACTBO M
peannsaunto 1eKapCcTBEHHOrO NpenapaTta, KOTOPOE B PaBHOM CTENEHN BAUAET Ha 3apPernCcTPMPOBaHHbIE
LLeHbl Ha BCe IEKAPCTBEHHbIE NPenapaTtbl, OTHECEHHbIE K OAHOMY MeKAYHAPOAHOMY HEeNaTeHTOBAHHOMY
HAaUMEHOBAHUIO U UMELOLLME OANHAKOBbLIN NYyTb BBEAEHUA.

41. BennunHa yBeIMYEHUA 3aperncTpupoBaHHOM NpeaeibHOM OTMYCKHOM LieHbl Ha JIEKapCTBEHHbIN
npenapat npousBoaMTENs FOCYyAapCTB - 4YneHOB EBPAsMICKOro 3KOHOMMYECKOro col3a npu ee
nepeperncTpaunm B cay4dasx, yKasaHHbiXx B nognyHkTax "a" m "6" nyHkta 32 lMpaBun, He A0JXKHA
NpeBbIWaTb YpoBeHb (aKTUYeCKOW MHPAALMM NpesLecTBYOWEro KaneHZApHOro roga C y4eTom
NPOrHO3MpPYEMOro YPOBHA WHGAALMWU TeKyLLero roga, YCTaHOBAEHHOro deaepanbHbiM 3aKOHOM O
depepanbHoM BlogKeTe Ha COOTBETCTBYIOWMIA PUHAHCOBLIN roa U NaaHoBbIN nepuog (U) (npoueHTOoB),

onpeaensembiii no popmyne:

= I % (100 + ypoBeHs nHGusim, )

-100%,
100

roe:

WML - MHAEKC NOTPEeBUTENBCKUX LLEH Ha TOBApbl M YCAYTM NpeaLlecTBYIOWEro KajieHaapHoro roaa
(npoueHTOB);

YypoBeHb UHGAAUMUTT - MPOTHO3UPYEMBINA YPOBEHb WHPAAUMM TEKYLLEro rofa, YCTaHOBJIEHHbIN
desepanbHbiM 3aKOHOM O defiepasibHOM BIOAXKETe Ha COOTBETCTBYIOWMIA GUHAHCOBbIN roA, 1 NaHOBbIM
nepuog (npoueHTOB).

42. MNpu pacyeTe npenenbHOM OTNYCKHOM UeHbl HA JIeKAapCTBEHHbIM npenapaTt npu ee
nepepernucTpaumm B C/iy4asnx, yKasaHHbIX B nognyHKtax "a" - "B" nyHKta 32 MpaBun, He y4nTbiBaeTcA
yBeAnYeHWe HaKNagHbIX PacxodoB MPW M3MEHEHMM cnocoba OTHeceHWs obLLEenpPON3BOACTBEHHbLIX U
06L,ex03aMCTBEHHbIX PACX040B HA CE6ECTOMMOCTb IEKAPCTBEHHOTO NPENapaTa, a TakkKe Npu MU3MeHeHUn
3HaYeHW MoKasaTesiel, WUCMO/JIb3yeMbIX B COOTBETCTBMM C YYETHOW MOJUTUKOW MpOU3BOAUTENA

rocygapcrea - Y1eHa EBpa3Ml‘/JICKOI'O 9KOHOMMUYECKOIo COK3a AN1A OTHECEHUA OﬁLIJ,EI'IpOI/I3BO,£I,CTB€HHbIX n



O6LLI,EXO3F!ﬁCTBEHHbIX pacxonos Ha cebecToMmocTb NNEKAPCTBEHHOrO nNpenapara.

43. Mepeperncrtpauus npenenbHOW OTNYCKHOM LeHbl NPoW3BOAMTENElN FocyAapcTB - YNEHOB
EBPA3MIACKOrO 3KOHOMMYECKOro COlo3a Ha JIEKAPCTBEHHbIM MNpenapaT B C/lyyae, NpeaycMOTPeHHOM
noanyHKTom "r" nyHKTa 32 [lpaBuAa, OCYLLECTBASAETCA HAa OCHOBAaHWWM CBEAEHWI, NpesyCMOTPEHHbIX
npunoxkeHnem N 1 K HacTosLLEN MeToauKe.

44. TpepenbHas OTNYCKHaA LEeHa npousBoauTesnie rocygapcte - 4aeHoB EBpasuiickoro
3KOHOMMYECKOro CO3a Ha JIEKAPCTBEHHbIN NpenapaTt NoAeKUT NepeperucTpaLmm B ciyvae, yKasaHHOM
B nognyHkTe "r" nyHKta 32 [lpaBun, ecam cpegHeB3BelleHHas ¢aKTMyeckana OTMNYCKHaA LUeHa Ha
JIeKapCTBEHHbIN MpenapaT 3a Nepuoa, UCTEKWWn CO AHA roCyAapCTBEHHOW perucTpauun (nocnegHen
nepeperucTpaunmn) npeaenbHom OTMYCKHOM UeHbl, 6bla HUXKe 3aperncTpUpoBaHHOM Ha 3TOT nepuos
LeHbl He H6onee Yyem Ha MPOrHO3UPYEMbIA YPOBEHb WHOAAUMKM, YCTAHOBAEHHbIA HA TEKyWWid rog
denepanbHbiM 3aKoHOM 0 desepasibHOM BloaKeTe Ha COOTBETCTBYHOWMIA GUHAHCOBbLINM oA, v NAaHOBbIM

nepuoga,

45, BennunHa yBeMYeHNa 3aperncTpupoBaHHOM NpeaenbHOM OTNYCKHOM LieHbl Npou3BoauTeNei
rocyfaapcTs - uneHoB EBPasMIACKOTO 3KOHOMMYECKOro COlo3a Ha JIeKapCTBEHHbIM NpenapaTt npu ee
n_n

nepeperucTpauMmM B C/ay4yae, yKasaHHOM B nognyHkte "r" nyHkta 32 Mpasun (Ye) (npoueHTOB),
onpeaensetca no popmyne:

[EHa 3aper -1CHa CPB3B OTII |

V.=V %xI, - x100%,

I[eHa 3aper

roe:

Yn - NPOrHO3NpPyemblii ypoBEHb WHOAALUKM, YCTAHOBAEHHbIM Ha TeKywwuin rog deaepanbHbIM
3aKOHOM O ¢degepanbHOM 6HOAXKeTe Ha COOTBETCTBYIOWMM (PUHAHCOBLIM rog, M MAAHOBbLIA Mepuoa,
(npoueHTOB);

Nn - KOIpOMUMEHT LEHOBOM rpynnbl, OnNpeaefnsemblii B COOTBETCTBMM CO 3HAYEHMAMM
KoaddPuuMeHTa ULEeHOBOW Trpynnbl, MPUMEHAEMOro MNpu pacyeTe npeaenbHbIX OTNYCKHbIX LEeH
npoussoauTenei Ha JieKapcTBeHHble MpenapaTtbl, NPeAcTaBAAEMbIX Ha Mepeperncrpauuio, CornacHo
npunoxkeHuto N 11.

LleHoBasA rpynna onpeaenseTca Ucxoaa U3 3aperncTpMpoBaHHON NpeaesibHOW OTNYCKHOM LEeHbl HA
JIeKapCTBEHHbIV NpenapaTt 3a Nepuoj, UCTEKLWMI cO AHA rOoCyAapCTBEHHOW pernctpaumu (nocnenHei
nepepervcrpaumnn);

LeHa 3aper - 3aperncTpMpoBaHHan npeaenbHaa OTNYCKHAA LEeHa Ha JIeKapCTBEHHbIM npenapat 3a
nepuoa, UCTEKLUWNI CO AHA rocyAapCTBEHHOM pernctpaumm (nocneaHel nepeperucrpaunm) (pybneit);

LeHa CPB3B OTMy - CpeaHeB3BelleHHan GpakTUYecKan OTNYCKHas LeHa NPon3BoAUTENA roCyAapcTBa
- uneHa EBPasninCKOro 3SKOHOMMYECKOTO COH03a Ha JIEKAPCTBEHHbIN NpenapaT, OTNYLWEeHHbI 32 OTYETHbIN
nepuoa, paccyMTaHHas B COOTBETCTBMU C pasaesnom |V HacToAwen meToamnkm (pybnen).

46. MNpepnaraeman K nepeperncrpaumm npeaenbHaa OTMNYCKHAas LEHA Ha BOCMPOM3BEAEHHbIN
NeKapCTBEHHbIVM NpenapaT He MOMKEeT MpPeBbIWaTb OTMYCKHYIO LieHy, pacCyMTaHHyl0 B COOTBETCTBUM C
HacTosLWEeNn MeTOAMNKOM € y4eTom TpeboBaHW NyHKTa 31 Mpasua.

X. PacueT npeaenbHOM OTNYCKHOM LLeHbl MHOCTPAHHbIX
NPOM3BOAUTENEN, B TOM YMCIE OCYLLLECTBAAIOLMX NEPBUYHYIO
1 (MM) BTOPUYHYHIO YNAKOBKY JIEKAPCTBEHHOIO NpenapaTa
B Poccuiickon Penepaumu, Ha IeKapcTBEHHbIN NpenapaT



npuv ee nepeperncTpaLmm

47. NpeaenbHas OTNYCKHaA LeHa Ha IeKapCcTBEHHbIV NpenapaTt MHOCTPAHHbIX NPOM3BOAMUTEIEN NpK
ee nepeperucTpauumn ycTaHaBAMBAETCA A8 KarKAOro NPOM3BOAMTENA B pPamMKax PerncTpaumMoHHOro
YAO0CTOBEPEHUS IeKapPCTBEHHOTO NpenapaTa B COOTBETCTBMM C TPe60BaHMAMM NYHKTOB 24 1 25 Mpasua un
He MOKET NPeBbIWaTb MUHUMAJIbHYIO LIEHY, PACCUNTAHHYIO B COOTBETCTBUM C HACTOSLLLEN METOLMKOMN.

48. T[lepepeructpauma npeaesibHOM OTNYCKHOM LEeHbl WMHOCTPAHHbIX Mpou3BoAUTENEN Ha
JNIEKAPCTBEHHbIN NpenapaT OCYLecTBAAETCA Ha OCHOBAHUM:

a) cBeaeHUIA, NpeayCMOTPEHHbIX NpunoxeHmem N 4 K HacTosLEeNn MeTOANKE;

6) ob6ocHOBaHMA pacyeTa MpedenbHOM OTMYCKHOM LEeHbl Ha /IEKApCTBEHHbIN npenapar
WMHOCTPaHHbIX MPOM3BOAUTENEN, B TOM YMC/E OCYLLECTBAAIOWMX NEPBUYHYIO U (M) BTOPUYHYIO YNaKOBKY
NleKapcTBeHHOro npenapata B Poccuitickoit Pepepaumn, npeactaBAAemMoint Ha nepeperncTpaumio,
cornacHo npunoxkeHuto N 12,

49. [epepeructpauus npeaenbHOW  OTMYCKHOM  LUEHbl  WMHOCTPAHHbIX  NPOU3BOAUTENEMN,
OCYLLECTBAAIOLLMX NEPBUYHYIO U (MKM) BTOPMYHYIO YNAKOBKY SIEKAaPCTBEHHOro npenapaTa B Poccuiickoi
desepaumn, Ha NeKapcTBEHHbIM NpenapaT OCyLLEeCTBAAETCA HAa OCHOBAHMWM:

a) cBeAeHUI, NpeayCMOTPEHHbIX NpunoskeHnem N 1 K HacTosLel MeTOAMKE;
6) obocHOBaHMA pacyeTa, NpeaycMOTPEHHOro npuaoskeHmem N 12 K HacToALLeld MeToAMKe.

50. NpeaenbHas OTNYCKHaA LeHa MHOCTPAHHbIX MPOU3BOAUTENEN, B TOM YUC/IE OCYLLLECTBAAOLLMX
nepBuYHylO M (MM) BTOPUYHYIO YNAKOBKY JIeKapcTBEHHOrO npenapata B Poccuiickoit depepaumm, Ha
NeKapcTBEHHbI npenapaT nNpu ee MnepeperncTpaumm MnoANeKUT YBEJUYEHUIO Mpu cobaogeHun
cnenyroLmx YCAOBUIA:

a) ec/M pocCT Kypca HauMOHaNbHOM BanloTbl rocyAapcTBa - NMPOU3BOAMTENS JIEKAPCTBEHHOIO
npenapara K pyb.to co AHA rocyaapcTBEHHOW perucTpaumm (nocaeaHel nepeperucTpaumm) npeaeibHom
OTMYCKHOM LLeHbl MPOU3BOAUTENA HA IEKAPCTBEHHbIM NpenapaT Nno OTHOLEHWUIO K Kypcy HauMoHa bHOM
Ba/lOTbl A0 [JaTbl NOJayM [OKYMEHTOB Ha ee o4YepefHylo Mepeperncrtpaumio npesbilaeTt
NPOrHO3MpPyeMblii YPOBEHb WMHGAALUUM TEKYLEro roga, YCTaHOBNAEHHbI deaepanbHbiIM 3aKOHOM O
denepanbHom BroaKeTe Ha COOTBETCTBYHOLLMI GUHAHCOBbLIN roA, v NNAHOBbIN Nepuog;

6) ecnn cpepHeB3BeleHHas QaKTMYeCKas LEeHa BBO3a JIEKAPCTBEHHOro npenapaTta (&ns
JIeKapCTBEHHOrO MNpenapata WHOCTPAHHOIO MPOM3BOAUTENA, OCYLLECTBASIOLLErO NEPBUYHYI0O U (1K)
BTOPMYHYIO YNaKoBKy B Poccuiickoit Pepepaunn, NnpumeHseTca cpeaHeB3BELLEHHAA LeHa OTNYCKa) 3a
OTYeTHbIM nepuog, Oblna HUMKe 3aperncTpPMpoBaHHOM Ha 3TOT Nepuos LeHbl He 6osee yem Ha
NPOrHO3MpPyeMbl1 YPOBEHb MHPAAUMM, YCTAaHOBAEHHbIN Ha TeKywwuin rog deaepanbHbiM 3aKOHOM O
depepanbHom BloarKeTe Ha COOTBETCTBYHOLLNIM GUHAHCOBbLINM ro, v NNaHOBbIN Nepuoa;

B) ecnu npegenbHaa oTnyckHaAa ueHa MHOCTPaHHOIo Npon3BoanTenAa Ha ﬂeKapCTBeHHbIVI npenapart
npun ee nepeperncTpaunn He npesbillaeT MUHUMA/ZIbHYHO OTNYCKHYIO LLeHY MHOCTPaHHOTO npon3soanTena
Ha HEKapCTBeHHbIVI npenapart B UHOCTPAHHbLIX TOCYy4apCTBaX, YKAa3aHHbIX B MPUIOKEHNN N 2 k HaCTOHU.LEﬁ
MeToaunKe, onpeaeneHHyr B COOTBETCTBUN C pa3gesiom VI HaCTOHU.LeIz METOANKN Ha OCHOBAHUWM pacyeTa,
npegycMmoTpeHHOro npuaoxeHunem N 3 K HaCTOﬂU.LEﬁ mMeToguKe, C yd4eTtom pacxonos, CBA3aHHbIX C
TAMOXEHHbIM Od)OpMI'IEHI/IeM.

51. Mpepgnaraemas K nepeperucTpauuu npegenbHas OTNYCKHAA LeHa Ha BOCMPOWU3BEAEHHbIN
NIeKapCTBEHHbIM NpenapaT He MOMKeT NPeBbiWaTb OTNYCKHYI LeHY, PacCyMTaHHYl0 B COOTBETCTBUU C
HacToALlEeNn METOAMKOM C ydyeTom TpeboBaHKi NyHKTa 31 Mpasua.

52. BenMumHa yBeAMYEHMA 3aperMcTpupoBaHHOW NpeaesnbHOM OTMYCKHOWM LieHbl MHOCTPaHHOro



NPOV3BOAUTENA Ha IEKAPCTBEHHbBIN Npenapat Npu ee nepeperucrTpaumm (¥Y,) (NpoLLeHTOB) C OKpyrieHnem
[0 COTbIX onpeaensercs no popmyne:

IICHA 3aper -1IcHa CPB3B BB |

V. =V %xH_- x100%,

IIeHa 3aper

roe:

Yn - NPOrHO3Mpyemblii ypoBeHb WHOAALUKM, YCTAHOBAEHHbIM Ha TeKywwuin rog depepanbHbIM
3aKOHOM O degepanbHom 6rOAKeTe Ha COOTBETCTBYIOWMIM (PUHAHCOBLIM rog, M MAaHOBbIA Nepuoa,
(npoueHTOB);

Nn - KoapdUUMEHT UEHOBOM rpynnbl, OMNpPeAensemMblt B COOTBETCTBUM CO 3HAYEHMAMM
K03pdMUMEHTOB LLEHOBOW rpynnbl, NpeaycMoTpeHHbIMM npunoxkeHmem N 11 K HacToALWe meToauKe.

LleHoBasA rpynna onpeaenserca Ncxona n3 3aperncTpMpoBaHHOM NpeaenbHOM OTNYCKHOM LEeHbI Ha
NeKapcTBEHHbI NpenapaTt 3a Nepuoa, UCTEKLWMI co AHA rocyAapCTBEHHOW perncTpaumu (nocneaHei
nepeperucTpaumm);

LeHa 3aper - 3aperncTpmMpoBaHHan npeaenbHaa OTNYCKHAaA LEeHa Ha JIeKapCTBEHHbIM npenapat 3a
nepvoa, UCTEKLINIA CO AHA rOCyAapCTBEHHOM pernctpaunmn (nocneaHen nepepernctpaunn) (pybnei);

LeHa CpB3B BBn - CpefHeB3BelleHHas (aKTUYecKas LLeHa BBO3a JIeKapCTBEHHOro rnpenaparta
WMHOCTPAHHOTO MPOW3BOAMTE/IA, BBE3EHHOrO 33 OTYETHbIA MEPMOA, PACCUMTAHHAA B COOTBETCTBUM C
pasgenom VI HacToawen meToamkm (pybnen).

53. BennumHa yBennyeHMs 3aperncTpMpoBaHHOM NpeaesbHOW OTMNYCKHOM LeHbl MHOCTPAHHbIX
npousBoguTeNen, OCYLWECTBAAIOWMX NEPBUYHYI0 U (MAKM) BTOPMUHYIO YMNaKoBKY B Poccuitckol
denepaunn, Ha NleKapcTBEHHbIM MpenapaTt Npu ee nepepernctpaunm onpegenserca no ¢opmyne,
npMBeAEeHHOM B NyHKTe 45 HacToALEen METOAMUKM.

54. B cnyyae ecnu 3a OTYETHbIM Mepuog, NEKapCTBEHHbIM MpenapaT B pPamMKax OA4HOro
PerncTpaunoHHOro ya0CTOBEPEHMS BBO3WJICA Ha TeppuTopuio Poccuiickon deaepalv MHOCTPAHHbIM
npoussoguTenem (MMNOPTEPOM) U OTIPy¥Kanaca MHOCTPAHHbIM MPOM3BOAUTENIEM, OCYLLECTBAABLLIMM
NepPBUYHYIO U (M) BTOPUYHYIO YaKOBKY IeKapCcTBEHHOro npenapara B Poccuitickon Peaepaunu, pacyer
npeaenbHON OTNYCKHOM LeHbl NPOU3BOAUTENA NPU NepPeperncTpaLmMm oCyLLECTBAAETCA C NPUMEHEHNEM
obLen cpegHeB3BELLEHHOM LEeHbl BBO3a M OTMYCKAa JIEKAapCTBEHHOrO Npenapara.

Obuwan cpengHeB3BELLIEHHAA LeHa BBO3a M OTMNYCKA JIEKAPCTBEHHOrO npenapata NpuMeHaeTcs
BMeCTO CpeZiHEB3BeLLIEeHHOM GaKTUUYECKOM LieHbl BBO3a JIeKapCTBEHHOIO NpenapaTa (LeHa cpB3BNp BBn) U
cpeaHeB3BeLeHHON GaKTUUYECKOoM OTNYCKHOM LieHbl IeKapCTBEHHOrO NpenapaTa (LeHa cpB3Bnp 0TM,) Npu
nepeperncTpaunm npegenbHOn OTNYCKHOM LEHbl MPOM3BOAUTENA Ha JIEKAPCTBEHHbIA MNpenapaT B
cny4yasx, NnpeaycMOTPEHHbIX NyHKTOM 34 MpaBu, ANs pacyeToB B COOTBETCTBUM C NOANYHKTOM "6" NyHKTa
50, nyHKTamm 52 1 53 HacToAwen MeToauKu.

MpunoxkeHme N 1

K MeTogMKe pacyeTa
yCTaHaB/AMBAEMbIX MPOM3BOAUTENAMM
JIeKapCTBEHHbIX NpenapaTos
npeaesibHbIX OTAYCKHbIX LEeH



Ha fieKapcTBeHHble Npenaparthbl,
BK/IIOYEHHbIE B NepeyeHb U3HEHHO
HEeobX0ANMbIX U BaXKHEMLINX
NleKapCTBeHHbIX NpenapaTos,

Npw UX rocyapcTBeHHOM
perucrTpauun 1 nepeperucTpaumnm

CBEIEHVA
006 obbeMax M OTIIYCKHEIX lLleHaxX HaxOoOAuMxCcsa B obOpalleHUU
B Poccutickoy demepalun JIeKapCTBEHHEIX IIpelrlapaToB
IPOMBBOOUTEJIEM I'OCYIapCTB — YJIeHOB EBpPasuMCKOITO
BSKOHOMUUECKOT'O CO3a UM MHOCTPAHHHX [IPOM3BONUTEJIEN,
OCYUWEeCTBJIANINMX [NEPBUUHY M (MJIM) BTOPUUHYKD YIaKOBKY
JIEKAPCTBEHHOT'O IIpernapara B Poccuyckoyn denmepauuu,
3a OTUEeTHHM nepuom <*> C 20 r. mo 20 .

(HaMMeHOBaHME OpPTaHMBaALUUN-3aAABUTETIA)

I. CBeneHMsa O JIEKAPCTBEHHOM IIpelapare

1. Homep perncTpaLMoOHHOro ya0CcToBepeHusn

2. MexayHapoaHoe HenaTeHTOBaHHOE, UK TPYNNMPOBOYHOE, NN
XMMMYECKoe HaMMeHOBaHue

3. ToproBoe HaMmeHoBaHMe

4. NekapcTBeHHas popma, A03UPOBKA NN KOHLEHTPaLUuA, 06bem, aKTUBHOCTb
B €AMHMLAX AeNCTBUA

5. O6uiee KONMYECTBO BO BTOPUYHOM (NOTpebutenbcKkon) ynakoBke

IT. PacueT LEHH

N Konunyectso CpenHes3Belwe | 3aperncTpupos MpoekT MporHosu | Yeenuny

n/n OTNYLLEHHOro HHas aHHas npeaenpHon | pyemblit | eHue
NIeKapCTBEHHOTO daKTnyeckas npeaenbHas OTNYCKHOM YypOBeHb | npege
npenapara OTMYCKHasA LeHa | OTNyCKHas LeHbl 3a UHONALMMK | NbHOW
JleKapcTBEHHOT LeHa noTpebutensc , OTnyCK

TbIC. ThIC. 0 NpenaparTa 3a | IeKAPCTBEHHOT | Kyto YNaKOBKY, | ycTaHOB/AE | HOW
ynakoBok | pybnei noTpebuTenbck | 0 NpenapaTa 3a | NPeA/IOXKEHHO | HHbIA Ha | LEHbI,
YIO YNaKoBKY | noTpebutensck M Ha TEeKywmii | npoue

(6e3 HAOC), Y0 YNaKoBKYy | nepeperncrpa roa, HTOB

pybnew (6e3 HAC), umio (6es npoueHTo | <**>

pybneit <*> | HOC), pybnenn | B <**>
<EES
1 2 3 4 5 6 7 8

<E> OTue THHMN nepmnon npn I‘OCY,I[apCTBeHHOIZ permucrpaiumnm Hpe,I[eJ'IbHOIZ




OTINYyCKHOM LI€HB INPOM3BOIMTEJIS Ha JIEKapCTBEHHBI [pernapaTr onpenesyseTrcs B
COOTBETCTBUU c IIYHKTOM 23 [IpaBuU TOCyIOapCTBEeHHOM perucTpauumu u
IIepeperucTpauuy yCTaHaBJIMBAEMBIX [IPOM3BOOUTEIIAMM JIeKapCTBEHHHIX IIpelnapaToB
NpenesibHBIX OTIIYCKHBIX LIeH Ha JIeKapCTBEHHHE IIpenapaTs, BKJIOUEHHHE B [epeYeHb
XMBHEHHO HEOOXOIMMEIX ¥ BaXHEMIMX JIeKapCTBEHHHX IIPENapaToB, yTBEPXIEHHBIX
IIoCTaHOBJIeHMeM IlpaBUTesbCTBa Poccuiickol Odenmepaumn oT 29 okrabpsa 2010 r.

N 865 "O rocynapCTBEHHOM peTyJMPOBAaHMM LleH Ha JIeKapCTBEHHHE NpelnapaThl,
BKJIIOUEHHEIE B IepedeHb XMBHEHHO HeOOXOIOMMEIX M BaXHeMIMX JeKapCTBEeHHBIX
npenapaToB", OTUYETHHM [NEePMOoI INPU IIepeperucTpalMy NpelesibHOM OTIIYCKHOM LIeHH

IPOM3BOIOUTEJISI HAa JIEeKAPCTBEHHBI [IpenapaT oNpelesyseTcs B COOTBETCTBUM C
OyHKTOM 37 yKa3aHHHX [IpaBUJI.

<LEAF> 3arnoJiHAeTCA npm IepeperucrTpaluumM NOpenejibHOM OTIYCKHOM  LIeHEBL
IPOM3BOOUTEJIA Ha JIeKapPCTBEHHEN npenapaTrT B Clydasax, [IpelyCMOTPEHHBIX
noanyHkToM "r" nyHkTa 32 u nyHkToM 34 IIpaBuJl TOCYOAPCTBEHHOM PeTrucTpaluyu u

IepeperucTpaummy yCTaHaBJIMBAEMBIX [NPOM3BOIOMTEJIAMM JIeKapCTBEHHEIX IIPEenapaToB
NpeneJibHEIX OTIYCKHHIX lieH Ha JIeKapCTBEHHBE IIpelapaTH, BKJIOUEHHHE B [epeudeHb
XMBHEHHO HeOOXOOMMBEIX I BaXHEeMMX JIeKapCTBEHHHIX [IpelapaToB, YTBEPXIESHHEX
IIoCTaHOBJIeHMeM IlpaBUTesbCTBa Poccuiickol Odenmepaumun o1 29 okrabpsa 2010 r.
N 865 "O TOCyIapCTBEHHOM pPeTyJMPOBAHMUM I1LI€H Ha JIeKapCTBEHHBE MIpenapaTH,
BKJIIOUEHHBE B II€peYeHb XM3HEHHO HeOOXOIMMEIX M BaXHEMIMX JeKapCTBEHHEX
npenapator".

[IlpuMeuaHMe. JOMIMOJIHUTEJIEHO B bopme TaOJIMUHEIX IOaHHEIX (Excel)
NpenCcTaBJALTCA OaHHHEe o060 ofbbeMax peanmMs3aluuMr JIEKapCTBEHHHX [IpenapaTos IO
BCeM (QaKTMUEeCKMM OTIYyCKHBIM lleHaM 3a OTYETHEM Nepruol Ha OyMaXHOM HocuTejsie (B
2 »K3eMIysapax) M B BJEKTPOHHOM BUIE.

IITI. PeecTp OTIPY3O0OK JIEKAPCTBEHHOI'O IpelapaTa 3a [Iepuon
c 20 r. mno 20 .



N Toprosoe Mpouss | HamumeHo | Homep | Odata | Koanye | LeHa 06bem OcTaTouHbIl
n/n HaMMeHOBaHWe oAUTeN | BaHWe |TOBapHO |TOBapH| CTBO | OTNyCKa | peanusauuu CPOK roaHoCTH
(nekapctBeHHasn b nocrasliy, M oW | oTnylle | 32 OAHY | NEKAPCTBEHHOr | OTNYLIEHHOro
¢dopma, 403MPOBKa], MKa HaKnNaf |Haknag| HHOro | ynNnakoBK | O npenapaTta | IeKapCTBEHHOTO
KOJIMYEeCTBO BO HOM Hol |ToBapa,| Y (6es (6e3 HAC), npenapara,
BTOPUYHOM ynakos | HAC), TbIC. pybnen NPOLLEHTOB
(noTpebutennckon) OK py6neit
yrnakoBKe)
1 2 3 4 5 6 7 8 9 10
Ntoro Z Z

CpepHeB3BelweHHaA GpaKTUYECKan OTNYCKHAA LLeHa NeKapCcTBEHHOro npenapara 3a
noTpebuTenbcKyto ynakosky (6e3 HAC), pybneii

> rp.9x1000/ ) rp.7

PykoBomouTesib OPTraHMN3al—3aABUTEIIA

VICTIOJIHUTEJIb

(mommnmce) (b.m.0.) (Tenedon, aznmpec
BJIEKTPOHHOM I1OUTEH)
M.II.
(mommnmce) (b.m.0.) (Tenedon, aznmpec

BJIEKTPOHHOM I1OUTEH)



8.

9.

MEPEYEHb

MpunnoxkeHne N 2

K METOAMKe pacyeTa
YyCTaHaBAMBAEMbIX MPOU3BOAUTENAMM
JIeKapCTBEHHbIX NpenapaTos
npeaenbHbIX OTNYCKHbIX LEeH

Ha /IeKapCcTBEHHbIe Npenaparbl,
BK/IIOYEHHbIE B NepeYeHb KU3HEHHO
HEeobX0AMMbIX N BaXKHENLIKNX
JIeKapCTBEHHbIX NPenapaTos,

npwW X rocy4apCcTBEHHOM
pervcTpauumn 1 nepeperucTpaumnm

MHOCTPAHHbLIX TOCYAAPCTB, B OTHOLWEHWW KOTOPbIX MPEACTABNAETCA
NH®OPMALMA OB YPOBHE MUHUMAbHbBIX OTNYCKHbIX LEEH
HA NEKAPCTBEHHbIE MPEMNAPATbI

. BeHrpua

. [peueckan Pecnybnuka

. KoponesctBo benbrusa

. Koponesctso UcnaHua

. Koponesctso Hnaepnanaos
. Pecnybnuka Monblua

. PymbiHnA

CnoBaukas Pecny6aunka

TypeuKas Pecnybaunka

10. ®paHuy3sckana Pecnybnuka

11. YewckKas Pecnybnnka

12. CrpaHa npoussoguTens

MpunoxkeHne N 3

K MeTogMKe pacyeTa
yCTaHaB/MBAEMbIX MPOU3BOAUTENAMM
JIeKapCTBEHHbIX NpPenapaTos
npeaenbHbIX OTNYCKHbIX LLEH

Ha NeKapCTBEHHble NpenapaThl,



BK/IIOYEHHbIE B NepeyYeHb U3HEHHO
HEobX0AMMbIX N BaXKHENLLMX
NleKapCTBeHHbIX NpenapaTos,

Npw UX rocyapcTBeHHOM
perucrTpauun 1 nepeperucTpaumnm

PACUET
IpenejibHOM OTIIYCKHOM LI€HHE IIPOMB3BOIOMUTEJIS Ha JIeKAPCTBEHHBM IIpenapar,
IpencTaBJIsgeMOM Ha TOCYyINapCTBEHHYI permucTpaluio (IepepelMCcTpalmio)

(HaMMeHOBaHME OpPTaHMBaALUUN-3aAIBUTETIA)

I. CBemeHus O JIEKAPCTBEHHOM IIpelaparTe

1. Homep perncTpaLmMoHHOro ya0CcToBeEpPEHUs

2. MexayHapofHoe HenaTeHTOBaHHOE, UM TPYNMMPOBOYHOE, UAN XMMUYECKOE
HanMeHoBaHWe

3.T0pFOBOEHaMMEHOBaHMe

4. NNeKapcTBeHHaa dopma, L03UPOBKA AN KOHLEHTpaLmMA, 06bem, akTUBHOCTb B
eANHULAX AeNCTBUA

5. O6uiee KONMYECTBO BO BTOPUYHOM (NOTpebutenbcKkon) ynakoBke

II. PacueT LIEHH

N | Kog | MwuHMMmanbHan oTnyckHas MpoeKT [eticteytowas | Coopbl MpoekT
n/n| TH LeHa npoM3BoaAnTe A Ha OTMNYCKHOWM CTaBKa 3a pacyeTHoM
B3/l | nekapcTBEHHbIM Npenapart B LEeHbI TAMOKEHHOM |TaMoXKe | OTNYCKHOWM
EASC | cTpaHe npousBoguTena u |'"noctaBka 6e3| mowamHbl <**> | HHoe LeHbI
APYTMX MHOCTPAHHbIX onnatsl odopm | npousBoauUT
rocyapcreax B TaMOXKEHHOM NeHue, enac
COOTBETCTBUM C Tabnmueit 1 | nowauHbl n pybnei y4yeTom
<*> cbopos 3a <**> | TamMOXKeHHbI
TaMOXKeHHoe X pacxoaos
HaMMeHOBaHue UeHa, |opopmnenne" | NPOLE pybneit (6e3 HAC),
WHOCTpaHHoro | pybnen | py6neit <**>| HTOB py6neit
rocyaapcrsa
1 2 3 4 5 6 7 8 9

<*> VYKaseBalTCA IJaHHBE M3 Tabiauus 1 HACTOSWETO NPUJIOXEHUS U3 CTPOKU
"MuHMMAaJNbHasg OTNyCKHas LieHa [NPOM3BOOMTEJNIA Ha JIEKapCTBEHHHM IpenapaTr B
CTpaHe IPOM3BOOUTEJIA " OPpYyTUX MHOCTPAHHEX TocylapcTBax (Cc yd4eToMm
nepecdyeTa), pydbnen" u cTpaHa, LEeHa KOTOPOM MCIOJIb30BajlaCh OJIA €€ pacdeTa.

<**> He B3aNoJIHAETCH [IPOMU3BOAMTEJNISAMM TOCYHAPCTB — UYJIEHOB EBPa3MMCKOIO
BSKOHOMUUYECKOT'O con3a M MHOCTPAHHBIMM [NPOM3BOIUTEJISAMM, OCYIUECTBIIAOILMMNI
IEPBUYHYD U (MJIM) BTOPUUHYIO YIakKOBKY JIEKAPCTBEHHOTO MpenapaTa B Poccuickon
denmepaunn.
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Tabmmua 1. CBemeHusa o6 ypOBHE MMHMMAJIBHEIX LI€H



N | Toprosoe | JlekapctBeHHasa |Koaunde | MUHMMaNbHAA OTNYCKHAA LEeHa No MwuHMManbHan OTNYCKHas LeHa NPoOM3BOANTE A Ha IeKAPCTBEHHbIM npenapar, pybner
n/n | HaumeHoB dopma, CTBO B rpadam 8 - 19, pybnei
aHue A03MPOBKa UM | noTpeb
NeKapcTBe | KOHUEHTpauus, | utenbc | 34 pacyert 3a pacueT 3a | BeHr | peuecka | Kopon | Kopon | Kopones | Pecny | Pymbl | Cnosa | Typeu, | ®paH | Hewc
HHOTO o6bem, KOW | YynaKo 0AHY eauHuuy | puA A €BCTB | eBCTB ctBO |6AMKa | HMA | UKaAa | KaAa | Ly3CK | aA
npenapaTta| aKTMBHOCTbB |ynakos | BKY |/1€KapCTBEHH | AeicTBytOL Pecnybn o o Hupepna | Monb Pecny | Pecny | aa | Pecny
eAMHNLAX Ke yto bopmy ero nKa benbr | Ucnan | HAoB wa 6nuka | 6anka | Pecny | 6amK:
AencTamns BelecTsa na na 6nuka
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18

MwuHUManbHas (pacyeT ¢ yueTom cpeaHe apudmeTUHecKoi) pacieTHas OTMYCKHaA LieHa NPOM3BOAUTENA 33 OfHY SIeKapCTBEHHYIO Gopmy No
61MKaNLWMM CMEXKHBIM KOZIMYecTBaM B NOTPebUTEIbCKMX YNaKOBKaXx IEKAapCTBEHHOTO nNpenapata, pybnien <***>

MuHUManbHanA (pacyeT c y4eTom cpeaHein apudmMeTMyecKoii) pacieTHan OTMYCKHasA LEeHA NPOM3BOAMUTENA 33 eAUHULLY AeNCTBYIOWEro
BELLECTBa 1IEKAPCTBEHHOrO NpenapaTta ¢ 6AMKaNLWMMN CMEXKHBIMU A03MPOBKaMK <***> py6neii

MUHUMabHAA OTNYCKHAA LieHa NPOU3BOANTENA Ha IEKapPCTBEHHbIM Npenapar B CTpaHe NpoM3BOAMTENA U APYIMX MHOCTPAHHbIX rOCyAapcTBax
(c yueTom nepecyeta), pybnei

HasBaHwWe cTpaHbl C MMHUMA/IbHOM OTMYCKHOM LLEHOM Ha IEKAapPCTBEHHbIN NpenapaT <****>

OcobeHHOCTH <** ¥k




<*> PacueT ULeHH [POM3BOOMUTCH I[yTeM I[epecueTa LeHE JeKapCTBEHHOTO
npernapaTa B MHOCTPAHHOM BaJjioTe B pybJaM MO KypCy, yKas3aHHOMYy B Tabnuie 2
HACTOAWETO MNPUIIOXEHMS .

K> PaccuurteBaeTcsa B ciyuyae TOCYyOAapPCTBEHHOM permucrpaumm
(mepeperucTpauum) OpPEenOeJIbHOM OTIIYCKHOM LIeHH Ha JIEKAPCTBEHHEIM IpenapaT C
KOJIMUECTBOM JIEKAPCTBEHHEIX QOPM B MNOTPeOUTEJIbCKOM yINaKOBKe (KOJIMYECTBY O3 B
YIIaKOBKe, O0OBEMy), KOTOpPOE OTCYTCTByeT B PedepeHTHHX CTPpaHax.

LHAHES PaccuurteBaeTcsa B ciyuyae TOCYOAapCTBEHHOM permucrpaumm
(mepeperucTpauum) OpPEenOeJIbHOM OTIIYCKHOM LIeHH Ha JIEKAPCTBEHHEIM IpenapaT C
OO3BUPOBKOM, KOTOpas OTCYTCTBYEeT B pedepeHTHHX CTpaHax.

<xxFAS> YxasHBaeTCAa HasBaHME CTPaHe, KoOTopasa 4BjgeTcd 0as0BOM  IOJId

pacyeTa MMHMMAJIBHOM OTIIYCKHOWM LEHH.
<EFFxAKS B coiydyae eCcJiM LIeHH B OTHEJIbHBIX CTpaHax OIpelesigioTcsa Ha OCHOBEe

MEXIOCYyIapCTBEHHEIX corJlalleHUM 1o BOIIpOCaM IIOCTaBKU JIEKaPCTBEHHOTO
npenapara, B cTpoke "OcobernHocTm" HacToAwmey Tabnauus HeoOXOoIMMO yKaz3aThb
ocobeHHOCTM (QOPMMPOBaHMA HSTUX LeH. I[IpyM D3TOM He YUMTHBAKTCS LEeHB Ha
JIEKAPCTBEHHEIE I[IpellapaTe, I[OoCTaBJIgeMble 3a CUYeT MeXIYHAapPOIHBIX OGOMHAHCOBEX

opraumzauuy (QOHIOB) IO PElEeHMI BCeMMPHOM OpTaHM3alLMM 3OPaBOOXPAHEHUS.

Tabnuua 2. Kypc BajoT IOJd pacueTa MMHMMAJbHEIX
OTIIYCKHBEIX LI€H Ha JIeKapCTBEHHHE IpelnapaTh
3a nepmomn C T'. IO T.

N CrtpaHa HanmeHoBaHue BantoTbl CpeaHuit Kypc BantoTbl <*>
n/n

<*> PacCCuuMTHBaEeTCs [0 CpeIOHeMy KypCy HalUMOHAJIbHOM BaJIOTH K pPYyOJIo
Poccurickom ®dernmepalny, YCTAHOBJIEHHOMY BaHkoMm Poccum 3a 3 KajJIeHIapHHEX Mecsla,

penieCcTRYyIMe Mecsly HaThl [DOoHmauyM 3asBJIEHMs B LeJAx TOCYyIapCTBEHHOM
perucTpauumu  UIM [IepeperucTpalyry NPemesibHBIX OTIYCKHEX IeH Ha JIeKapCTBEHHHM
npenapar (Hanpumep, npu nomaue OOKYMEHTOB B anpejie CcpelHul Kypc

paccumMTEHIBAETCSA Ha OCHOBAHMM COOTBETCTBYOIMX KypcoB Banka Poccum 3a sSHBapb -
MapT) .

Pyxoromuresnsb OPTaHMN3allMM—3aABUTEIIA

(momnmce) (b.m.0.) (TenedboH, azmpec
BJIEKTPOHHOM I1OUTH)
M.II.
VICTIOJIHUTEJIb
(momnmce) (b.m.0.) (TenedboH, azmpec

BJIEKTPOHHOM I1OUTH)

MpunoxkeHue N 4

K MeTogMKe pacyeTa
yCTaHaB/MBAEMbIX MPOMU3BOAUTENAMM
JIeKapCTBEHHbIX NpenapaTos
npeaenbHbIX OTNYCKHbIX LLEH

Ha NeKapCTBEHHble NpenapaTbl,



BK/IIOYEHHbIE B NepeyYeHb U3HEHHO
HEobX0AMMbIX N BaXKHENLLMX
NleKapCTBeHHbIX NpenapaTos,

Npw UX rocyapcTBeHHOM
perucrTpauun 1 nepeperucTpaumnm

CBEIEHVA
006 obpeMax M O lLieHax BBO3a JIEKAapPCTBEHHOT'O Ipernaparta
MHOCTPAHHOT'O NPOM3BOIACTBA, HAXOOAWEI'OCSa B OOpalleHUM
Ha TeppuTopum Poccurickom demepaumm, =3a OTUETHHM nepuon <*>
c I'. I0o T.

(HamMeHOBaHUE OpI‘aHMSaLU/IM-BaHBMTeJ’IH)

I. CBemeHus O JIEKAPCTBEHHOM IIpelaparTe

1. Homep perncTpaumMoHHOro yao0cToBepeHus

2. MexayHapoaHoe HenaTeHTOBaHHOE, UM TPYNNMPOBOYHOE, UAN XMMUYECKOE
HanMeHoBaHWe

3.T0pFOBOEHaMMEHOBaHMe

4. NNeKapcTBeHHaa popma, LO3MPOBKA UM KOHLEHTpaLmMA, 06bem, akTMUBHOCTb B
eANHULAX AeNCTBUA

5. O6uiee KONMYECTBO BO BTOPUYHOM (NOTpebutenbcKkon) ynakoBke

II. PacueT LEHH



N | HanmeHo Homep [ata Cepua | Konnyect | Homep [ata LleHa |TamoxeHH| LUeHaBBo3a | CtommocT
n/n| BaHME | TAMOMKEHHO |TaMOXeHH BO OeKnapa | geknapa | BBO3a an oAHOM b
npou3Bo 7 ou YNaKOBOK umm umm OfHOM | nownuHa YNaKOBKM C | BBO3UMOT
AaMTena | pgeknapauuu | aeknapat, notpebu 7 yyeTom 0 ToBapa
num TENbCKO | TAMOXEHH | TaMOXeHHOM (6e3
M oe nownuHsl n | HAC), Tbic.
ynaKoBK | obopmneH | TamoxKeHHoro | pybne
n(6es |ue, pybneit| odpopmneHus
HOC), (6e3 HAC),
pyb6nei pyb6nei
1 2 3 4 5 6 7 8 9 10 11 12
Utoro: Z Z

UToro: cpeaHeB3BelleHHasn GaKkTUYECKan LeHa BBO3a SIeKapCTBEHHOro NpenapaTa 3a NnoTpebuTenbekyto
ynakoBky (6e3 HAC), pybneit

> rp.12x1000/ ) rp.6




PyxkopomuTesip oOpraHM3aLMM-—3aaBUTEIA

(momnmce) (b.m.0.) (TennedboH, aznmpec
BJIEKTPOHHOM I1OUYTHI)
M.II.
VlcnnosiHUTEe b
(momnmce) (b.m.0.) (TeneboH, aznmpec

BJIEKTPOHHOM I1OUYTH)

<*> OTYeTHbI nepuog, NPU FOCYAAPCTBEHHOW perucTpauumn npegesibHoM OTMYCKHOM LieHbl
NpPou3BOAUTENA HA JIEKAPCTBEHHbIM MpenapaT onpegenseTcd B COOTBETCTBUM C MyHKTOM 23 paBun
rocy4apCTBEHHOM  perncrpauuMmM UM NepeperncTpaumMmM  yCTaHaB/MBAEMbIX  MPOU3BOAMTENSMM
JIeKapCTBEHHbIX NPEenapaToB npeAesibHbIX OTMYCKHbIX LEH Ha JIeKapCTBEHHbIe NPenaparbl, BKAKOYEHHbIe
B MepeyeHb YKM3HEHHO HEOOBXOAMMbBIX W BaXKHEWLWWX SIeKapCTBEHHbIX MpenapaToB, YTBEP*KAEHHbIX
noctaHosneHnem [paButenbctBa Poccuiickon depepauum ot 29 okTtabpa 2010 r. N 865 "O
rocyapCTBEHHOM pPEeryinpoBaHMM LEeH Ha J/IeKapCTBEHHble MpenapaTbl, BKAIOYEHHblE B MNepeveHb
YKU3HEHHO HEODXOAMMbIX U BAaXKHEMLUNX NEKAPCTBEHHbIX NpenapaTos”.

OTyeTHbI nepuod, Npu nepeperucTpauumn npeaenbHON OTNYCKHOW LeHbl Npou3BoAuTens Ha
NIeKapCTBEHHbIM NpenapaTt onpeaensetca B COOTBETCTBUM C NyHKTom 37 [paBun rocyaapcTBeHHOM
perucTpauumn n nepeperucTpaumm yctaHaBAMBaeMblX NPOU3BOAUTENAMU NIEKAPCTBEHHbIX MpenapaTos
npefenbHbIX OTMYCKHbIX LEH Ha /JieKapCTBeHHble npenapathbl, BKAOYEHHble B MepeyeHb KU3HEHHO
HEeoBbXOAMMbIX W  BaXKHEWLWWX JIEKAPCTBEHHbIX MpPenapaToB, YTBEP)KAEHHbIX MOCTaHOBAEHUEM
Mpasutenbctea Poccuiickoit ®Pepepaumm ot 29 okTabpa 2010 r. N 865 "O rocygapcTBeHHOM
PeryiMpoBaHNK LLEH Ha IeKapCTBEHHbIE NPenapathbl, BKAOYEHHbIE B MepeyYeHb }KM3HEHHO HEOBX0AMMbIX
N Ba)KHEMLUMX IeKapCTBEHHbIX NpenapaTos'.

MpumevaHune. [JONONHUTENbLHO NPEACTABAAIOTCA B 3/1eKTPoHHOM dopme (Excel) paHHble 06
obbemax BBO3a SIeKapCTBEHHbIX NPenapaToB no Bcem GakTUYECKMM Cy4asam BBO3a 33 OTYETHbIN Nepuoa.

Mpunoxkenne N 5

K MeToauKe pacyeTa
YyCTaHaBIMBAEMbIX NPOU3BOAUTENAMM
NeKapCTBEHHbIX NpenapaToBs
npeaenbHbIX OTNYCKHbIX LeH

Ha NeKapcTBEHHbIe Npenaparsl,
BK/IOYEHHbIe B NepeyeHb }KU3HEeHHO
HEO6X0AMMbIX N BaXKHENLLMX
JIeKapCTBEHHbIX NpenapaTos,

Npw UX rocyapcTBEHHOM
perncTpauum n nepeperucTpaunm

CBEIEHNMA
O HaAIVYVM 3aAPETVCTPVMPOBAHHEIX MNPEIEeJIbHEX OTIIYCKHHEX ILIEeH
3aABJISAEMOT'O JIEKAPCTBEHHOI'O IIpernapara

(HaMMeHOBaHME OpPTaHMBAUUN-3aAABUTEIIA)

I. CBenmeHus O JIEKAPCTBEHHOM Mpenapare



1. Homep perncTpauMoHHOro yaocToBepeHms

2. Mem,u,yHapop,Hoe HENATEHTOBAHHOE, NN TPYNNMNPOBOYHOE, NN XUMNYECKOE

HanmeHoBaHue

3. ToproBoe HaMmeHoBaHMe

4. NekapcTBeHHas popma, L,03MPOBKA MU KOHLLEHTPaUus, 06bem, aKTUBHOCTb B

eauHuLax aencTemsa

5. Obuiee KONMYECTBO BO BTOPUYHOM (NOTpebuTebcKoi) ynakoBKe

II. PacueT LeHH
N Bnagenel, Nekapc| Konny | Homep npukasa 3aperucTpmpoBaHHaa npegensbHas
n/n | perucTpaunoHHO | TBEHHA | eCTBO B | M AaTa NPMKas3a | OTNYCKHasA LeHa NpoM3BOaMUTENSA Ha
ro A notpeb o JIeKapcTBeHHbIV npenapart (6es HAC),
yaoctoBepeHus, | popma | UTENbC | FOCYAapPCTBEHH pybneit
npoussoauTens, , KON | oW peructpaumm
YMNaKoBLUUK, [o3up | ynakos | (nepeperucrpay,| Pac4€T3a | pacyersa | pacyersa
BbIMYCKatOLWLUIA OBKa Ke nn) notpeburen OAHY eanHnly
OTNYCKHOW YNaKoBKY | Hyto popmy ero
LeHbl BellecTsa
1 2 3 4 5 6 7 8
3HayeHne, PacCYUTaHHOE UCXoaa U3 CpesHero apnudmeTUyYecKoro MakcumanbHoe
3HaYeHMA CTOMMOCTN OAHOW NEKAPCTBEHHOMN POPMbI IEKAPCTBEHHOTO 3HayeHue
npenapara, umetoLLero baunkalnLne CMeXKHble KOANYECTBa BO
BTOpPMYHOM (NoTpebuTenbckoit) ynakoske (6e3 HAC), pybnei <*>
3HauyeHKne, pacCuUUTaHHOE UCXoasa U3 cpeaHero apnuPpmMeTMYecKoro sHaYeHus Makcumanb
CTOMMOCTU OZHOW eAMHULbI AEeMCTBYIOWErO BELLLECTBA IEKAPCTBEHHOMO NpenapaTa, | Hoe
nmetoLLLero 6anxkaline cmexkHbole A03npoBku (6es HAC), pybnen <**> 3Ha4yeHue
PacueTHas npegenbHas OTNYCKHasA LeHa 3aaBASeMOoro IeKapCcTBEHHOro npenapara 3a
noTpebuTenbcKyto ynakosky (6e3 HAC), pybnei <***>
PyKOBOHMTeJ’Ib OPTraHMN3allM—3aABUTEIIA
(momnmceo) (b.m.0.) (TenmedoH, azmpec
BJIEKTPOHHOM I1OUTH)
M.II.
VcnonmHuTEeIb
(momnmceo) (b.m.0.) (TenmedoH, azmpec

BJIEKTPOHHOM I1OUTH)

<*> PaccumnTbiBaeTCs B CAy4Yasx, YKasaHHbIX B noAnyHKTe "a" nyHKTa 7 n nognyHkte "a" nyHkTa 14



MEeTOAMKM pacyeTa yCTaHaB/MBAEMbIX MPOM3BOAMTENIAMWU JIEKAPCTBEHHbIX MPenapaToB npeaesbHbIX
OTMYCKHbIX LLeH Ha /IeKapCTBEHHbIE MpenapaTbl, BKAIOYEHHbIE B NepeyeHb *KU3HEHHO HEOBX0AMMbIX U
Ba*KHEMNLUMX NIeKaPCTBEHHbIX NPEnapaTos, NPU UX roCyAapCTBEHHON PErucTpaumMn 1 nepeperncTpaLmm,
YyTBEPKAEHHOW nocTaHoBNeHMeM MpaButenbcTBa Poccuinckon deagepaumm ot 15 ceHTabpsa 2015 r. N 979.

<**> PaccuMTbIBaeTCA B C/lydanx, YKa3aHHbIX B NoANyHKTe "6" nyHKTa 7 n noanyHkTe "6" nyHKTa 14
METOAMKM pacyeTa yCTaHABAMBAEMbIX MPOU3BOAMTENSAMM NEKAPCTBEHHbIX MpPenapaToB MnpesesbHbIX
OTMYCKHbIX LLEH Ha JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHbIE B MepeyYeHb }KU3HEHHO HEOBXOAMMbIX U
Ba*KHEMLLMX NIeKapCTBEHHbIX MPenapaToBs, MPU MX roCcyAapCTBEHHOW pPerucTpaummn n nepeperncTpamu,
YTBEPKAEHHON NocTaHOoBAeHMeM MpaBuTenbcTBa Poccuiickoit Pepepaumm ot 15 ceHTabpa 2015 r. N 979.

<***> YKasblBaeTcA pacyeTHan npeaenbHas OTNYCKHas LeHa Ans A03UMPOBKKU U 06LLLero Koanyecrsa
B NOTPebMTEeNbCKOM YNaKoBKe, NpeAcTaBAeHHbIX B NYHKTax 4 n 5 paszaena | HaCcToALLLEro NPUNONKEHUS.

MpunnoxkeHne N 6

K METOAMKE pacyeTa
YCTaHaB/IMBAEMbIX MPOU3BOAUTENAMM
JIEKapCTBEHHbIX NpPenapaTos
npeaefibHbIX OTNYCKHbIX LEH

Ha NeKapCTBEHHble Npenaparthl,
BKJIIOYEHHbIE B NepeYeHb KU3HEHHO
HeobXoAMMbIX U BaXKHEMLLMX
JIeKapCTBEHHbIX NpenapaTos,

Nnpu UX rocyaapcTBeHHOM
perucrTpauumn 1 nepeperucTpaumnm

PACUET
IpenejibHOM OTIYCKHOM LI€HE Ha BOCIPOMB3BEIEHHHI,
B10aHaJIOTOBHM (OMONONOOHE) JIEKAPCTBEHHEM Npenapart,
NIpenCcTaBJIsgeMOM Ha TOCYIAapCTBEHHYID perucTpauuio

(HaMMeHOBaHME OpPTaHMBAUUN-33AIABUTEIIA)

I. CBemeHusa o JIEKapCTBEHHOM IIperiapaTe

1. Homep perncrpaumMoHHOro ya0cToBepeHmnn

2. MexayHapogHoe HenaTeHTOBAHHOE, AU FPYNMUPOBOYHOE, UIN XUMUYECKoe
HanmeHoBaHUe

3. Toprosoe HanmeHoBaHue

4. NekapcTBeHHasa popma, 403MPOBKA MAN KOHLEHTPaUus, 06bem, aKTUBHOCTb B
eANHMLAX AencTBuA

5. Obuiee KONMYECTBO BO BTOPUYHOM (NOTpebuTtenbcKoii) ynakosKe

II. PacueT LEHE



N | Mpounsso 3aperncTpmpoBaHHasa npeaesibHaa OTNYCKHAA LleHa Ha Koadpodu | Kosddu | MoHuKa PacueTHasn
n/n| avtenb pedepeHTHbIV NeKkapcTBeHHbI npenapat (Upes) an Ha UMEHT | UMEeHT | rowmi npesenbHan
NleKapCTBEHHbIN NpenapaT C MaKCMMa/ibHOM nepecye | nepecye | Koapdu | OTNYCKHaA LeHa
3aperncTpUpoBaHHOM NpPeaenbHOM OTNYCKHOM LeHoM (L) Ta Ta UMeHT Ha
[03mpo | dacoBkM | nepecye | BocnpounsseaeH
MPOM3B | HAMMEHO | IEKAPCTBEHHAA | KOIMYE | 3aPETUCTPUPOB | gy, Ka |, Kb <*> | Ta, Ky HbIiA,
oauTen | BaHue dopma, CTBO B aHHas <*s <*s 6110aHaIOrOBbI
b NIeKapCTB | A03MPOBKa UK | noTpeb | npeaenbHan i
€HHOTrO | KOHUEHTPaUMsA, | UTeNbCK |  OTMYCKHaA (61on0a06HbIN)
npenapa obbem, on ueHa (6e3 NIeKapCTBEHHbIN
Ta aKkTMBHocTb B | ynakos | HAC), pybnei npenapar (6e3
eAuHMLax Ke (Upes/Ln) <*> HAC), py6neit
AencTena (Lbnp)
1 2 3 4 5 6 7 8 9 10 11




PyxkopomuTesip oOpraHM3aLMM-—3aaBUTEIA

(momnmce) (b.m.0.) (TennedboH, aznmpec
BJIEKTPOHHOM I1OUYTHI)
M.II.
VlcnnosiHUTEe b
(momnmce) (b.m.0.) (TennedboH, aznpec

BJIEKTPOHHOM I1OUYTH)

<*> LleHbl Ha neKapcTBeHHble npenapathbl Lpee 1 Ly, a Takke KoadduumeHTsl nepecyeta Ka, K m
Kn onpepenatotcA B cooTBeTcTBMM C pasgenom VIl meToaukm pacyeta yCTaHaB/IMBAEeMbIX
NPOM3BOAUTENAMMU NEKAPCTBEHHbIX MPEnapaTtoB npeaesibHbIX OTMYCKHbIX LEH Ha JeKapCTBEHHble
npenapaTbl, BK/OYEHHbIE B MNepeyeHb KU3HEHHO HeOobBXOAUMBIX WM BaXKHEWMLWIMX JIEKAPCTBEHHbIX
npenapatoB, nNpM MX [OCYAAPCTBEHHOW pPerucTpaumMm W  NepeperncTpaumnun, yTBeprKAeHHON
nocraHosneHuem MpasuTtenbcTsa Poccuiickon ®eaepauymm ot 15 ceHTabps 2015 r. N 979.

Mpwunoxkenne N 7

K METOAMKe pacyeTa
YyCTaHaBAMBAEMbIX MPOM3BOAUTENAMM
JIeKApPCTBEHHbIX NpenapaTos
npeaesbHbIX OTNYCKHbIX LEeH

Ha /fIeKapCTBEHHbIe Npenaparbl,
BK/IIOYEHHbIE B NepeYeHb KU3HEHHO
HeobXoAMMbIX U BaXKHEMLLMX
JIeKapCTBEHHbIX NpenapaTos,

Npw UX rocyLapCTBEHHOM
perucrTpauumn 1 nepeperucTpaumnm

PACUET
IpenejibHOM OTIIYCKHOM LIeHE Ha JIEKAPCTBEHHEM NpenaparT
IPOMBBOOMUTEJIS I'OCYIapCTB - UYJIEHOB EBpasuMcKoOIo
B3KOHOMUUECKOT'O COi3a, IpelCTaBligeMOM Ha lIepepeIucTpalMio

(HaMMeHOBaHME OpPTaHMBAUUM-3aAIABUTEIIA)

I. CBemeHusa o JIEKapCTBEHHOM IIperiapaTe

1. Homep perncTpaumMoHHOro yaocToBepeHmun

2. MexayHapogHoe HenaTeHTOBAHHOE, AU FPYNMUPOBOYHOE, TN XUMUYECKoe
HanmeHoBaHMe

3. Toprosoe HanmeHoBaHue

4. NekapcTBeHHasa popma, 403MPOBKA MAN KOHLEHTPaUus, 06bem, aKTUBHOCTb B
eANHMLAX AencTBuA

5. Obuee KoNMYeCTBO BO BTOPUYHOM (NOTpebuTenbCcKoii) ynakosKe




IT. PacueT LEeHH



N Mpouns | lMpamble pacxoapl 0O6uwenpon3BoACTBEHHbIE Pacxobl Obuwexo3sancTeeHHble | Mpub | PeHTab | PakTnyeck MpoekT
n/n | soaute pacxoapbl bi/lb | €/bHOC| afA ueHa | OTNyCKHOM
b Tb, OTNyCcKa 3a | LeHbl Ha
maTe | cbipb | 3apab | 3apaboTHas | 3NeKTpo3 | amopTm3al, | Nnpoyn | pa3pab | pean | npoy npoue | notpe6uTte | nekapcreeH
puan e |OoTHasA nnaTa Heprus, ns e<*> | oTka |usaum| wue HTOB JIbCKYIO Hblit
bl nnaTa | obwenpouns | TENI0CHA | OCHOBHbIX A <*> yNaKoBKy |npenapart 3a
BOACTBEHH | OXeHue, | cpeacTs, (6e3 HAC), | noTpebuTen
orou BOAOCHab | ncnonbsye py6nei bCKYH0
BCMOMOTAT | KEHWE U | MbIX ANA PELIN YMaKoBKY
eNbHOoro TOMNAMBO | NPOM3BOAC (6e3 HAC),
nepcoHana TBa py6neit
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16




PyxkopomuTesip oOpraHM3aLMM-—3aaBUTEIA

(momnmce) (b.m.0.) (TennedboH, aznmpec
BJIEKTPOHHOM I1OUYTHI)
M.II.
VlcnnosiHUTEe b
(momnmce) (b.m.0.) (TennedboH, aznpec

BJIEKTPOHHOM I1OUYTH)

<*> OTHOCATCA Ha 06LLLENPOU3BOACTBEHHbIE U 0BLLEX03ANCTBEHHbIE PAacXodbl.

<**> 3ano/iHAETCA ANA NeKapCTBEHHbIX MPenapaTos, HaX0AMBLINXCA B 06paLLEHNN Ha TePPUTOPUK
Poccuitckoit depgepaumn.

Tabauua 1. NnaHMpyemMblit 06beM BbIMYCKA IEKAPCTBEHHOIO

npenaparta, ero yp,eanbM BecB O6LI.I,EM obbeme NPoOn3BOANMDIX

NEKapPCTBEHHbIX NPenapaToB, B HAaTypa/ibHOM
M CTOMMOCTHOM Bblpa*XeHnn

N | HaumeHoBaHue | Eguuul | Mnaanvpyem | MnaHupyem | YaenbHbIn Bec YaenoHbIN Bec
n/n | nekapcreeHHor a bli 06beEM bl 06bEM | NEKAPCTBEHHOTr | JIEKAPCTBEHHOIO
o npenapaTa, |uW3mepe | BbINYCKa, B | BblNyCcKa, B | O NpenapaTa B npenapara B
[03MpPOBKa U HUA HaTypasibHO | CTOMMOCTHO | 06uiem obbeme | obwem obbeme
KOINMYEeCTBO B M M NPOu3BOAUMBIX | MPOU3BOLUMBIX
noTpebutenbck BbIPAYXEHMM | BbIPAXKEHUWN | NEKAPCTBEHHDIX | JIEKAPCTBEHHbIX
Oli ynakoBKe, (konnuectso | (6e3 HAOC), | npenapaTtos, B npenaparos, B
npov3BOAMUTENb eanHuL, pybneii HaTypaibHOM CTOMMOCTHOM
n3mepeHus) BbIPAXKEHUW, BbipaykeHuu (6e3
NPOLLEHTOB HAC), pybneit
1 2 3 4 5 6 7
Tabanua 2. KanbKynauma 3atpat maTepumasnos
no NPOM3BOACTBY OAHOMN NOTPEOUTENIbCKOM YNAKOBKM
(rpada 3 pasgena Il HacToALWErO NPUNOKEHMUSA)
(HaMmeHoBaHWe NpenapaTa, JO03MPOBKA U KOJUYECTBO
B NOTPebMTeNIbCKOM YNaKoBKe)
N | Pacxogbl | EanHuua Hopma pacxoaa LleHa dakTmyeckoit | Cymma 3aTpaT Ha 0aHy
n/n Ha n3mepeH (cornacHo 3akynku (6es HAC), noTpebuTenbCkyto
maTtepua ns TeXHUYECKomy pybnen <**> ynakosky (6e3 HAC),




Nbl pernameHTy pybnei
npeanpuaTus)

1 2 3 4 5 6

NTtoro <*>:

<*> B pacyeTte Ha 0fHY NOTPEBUTENLCKYIO YNAKOBKY.

<**> B c/iyyae OTCYTCTBMA 3aKYNKM MaTepuanos, HEOBX0AMMbIX A5 MPOU3BOACTBA KOHKPETHOro
NleKapCcTBEHHOrO npenapara, NPeacTaBAAOTCA CBeAeHMA MO aHa/IorMYHbIM MO CBOMM XapaKTePUCTMKaM
MmaTepuanam, 3aKynaembiM A/ MNPOU3BOACTBA WHbLIX MMW3HEHHO HEOBXOAUMBIX W  BasKHEMLWuX
NleKapcTBEHHbIX MPenapaTos, LeHbl Ha KOTOPble paHee 3aperncTpMpoBaHbl.

Tabnuua 3. ONncb JOKYMEHTaIbHOro NOATBEPKAEHNA PacX0oa0B
Ha maTtepuansbl (rpada 3 pasaena Il HacToALLEro NPUNOIKEHUSA)

N | HaumeHoBaHue HanmeHoBaHKne Homep v aaTta ToBapHOW HaKNagHOM, UAn
n/n maTtepuana nocTaBLMKa TaMOXKEeHHOW AeKNapauunn, Uau MHOro BUAa
[OKYMEHTa/IbHOTO NOATBEPKAEHUA

1 2 3 4

Tabnunua 4. KanbKynsauma 3aTpat Cbipbs
No NPOU3BOACTBY OAHOM NOTPEBUTENBCKOM YNaKOBKK
(rpada 4 pasgena Il HacToALWEro NPUIOKEHUA)

(HaMmeHoBaHMe NpenapaTa, A03MPOBKA U KOJIMYECTBO
B NOTPEBUTENbCKOM YNaKOBKe)

N CTaTbM pacxonoB Ha Cbipbe EanHuny, | Hopma pacxoga LleHa Cymma 3atpaTt
n/n a (cornacHo dakTMyecko Ha ogHy
n3mepe | TEXHUYECKOMY | ¢ 3aKyMKW | NoTpebuTenbcky
HUSA persameHTy (6e3 HAC), | 1o ynakoBky (6e3
npeanpuATUsA) pybneii HAC), pybneit
<HFES
1 2 3 4 5 6




AKTMBHaA dapmaueBTUYeCcKas
cybcTaHuma:

BcnomoraTtenbHble BeLLecTsa:

NTtoro <*>:

BelllecTBam,

<*> B pacyeTte Ha 0fHY NOTPEBUTENLCKYIO YNAKOBKY.

<**> B cnyyae OTCYTCTBMA 3aKYMNKM BCMOMOraTe/IbHbIX BELLECTB, UCNOb3yeMbIX NPU NPON3BOACTBE
KOHKPETHOTO /IeKapCTBEHHOro npenapaTa, NPeAcTaBAfOTCA CBEAEHMUA MO 3TUM Ke BCOMOraTe/ibHbIM
3aKynaemblM A1 NPOM3BOACTBA MHbIX M3HEHHO HeOobXOAMMbBIX W  BarKHEWLWnx

NNeKapPCTBEHHbIX NPeNnapaTos, LLeHbl Ha KOTOPble paHee 3aperncTpnpoBaHbl.

Tabnuua 5. UHbopmauma 06 akTMBHOM papmaLLeBTUUECKON
cybctaHumm (rpada 4 pasgena |l HacTosLero NPUNOXKeHUA)

N | HaumeHo | YapenbHbin Mpous | CrpaHa | MocTa | EanHuy, LleHa aKTMBHOM
n/n| BaHMe | BEC aKTMBHOW | BOAWTE | NPOM3BO | BLUMK a dapmareBTUYECKOW
aKTMBHOW | papmauesTMy | b ACTBA | aKTUB | M3Mmepe cybcTaHumm (BKAKOYanA
dapmaue €cKoW aKTMBH | aKTUBHO | HOM HUA TaMOXKeHHble pacxoapl) (6es
BTUYECKO | cybCcTaHumMn B on n dapm | aKTMBH HAC)
7 cTaTbe dapma | dapmay, | auesT on
cybctaHy | "Cbipbe" 3a | LeBTUY | eBTUYEC | nyeck | dapma B B pybsiax (8 nepecuete
nmn OTYETHbIN ecKom KoW oif | uesTnu | Ba/KOT | Ha AaTy TaMOXKEHHOM
nepuoa, 8 | cybera | cyberaH | cyber | eckoi € AeKnapayin, nau
HaTypanbHOM | HUUK umnn aHum | cyberan | (YKasbl | TOBapHOIt HaknagHoOM,
BbIpaXKEHNH, " uan | Baetca WU UHOTO BMAA
NpOLEHTOB BUA, [OKYMEHTaNbHOro
Ba/toT noATBepXKAeHMA)
bl)
1 2 3 4 5 6 7 8 9
Tabnunua 6. ONKcb LOKYMEHTA/IbHOrO NOATBEPKAEHNA PACXO40B
Ha cbipbe (rpada 4 pasgena |l HacToALLEro NPUNOKEHUS)
N HavmeHoBaHuWe dapmaLeBTUYECKOM HaumeHoBaHue Homep v gata ToBapHoi
n/n CybCTaHLMM AU BCMOMOTaTENbHOTO NnocTaBLUMKa HaKMagHOM UK rpy30BOM




BellecTsa TaMOXEHHOM AeKknapaumm

1 2 3 4

Tabnuua 7. PacwndposKa 3atpat no cratbe "3apaboTtHas nnata"
(rpada 5 pasgena Il HacTosAWEro NPUIOKEHUA)

N CTpyKTypHble nogpasaeneHmn Onnata | Crpaxosble | CTpaxoBble B3HOCbI Ha WUtoro

n/n TpyAa no | B3HOCHI NO obAsaTenbHoe (6e3
20 cuety, | 20 cyerty, coumanbHoe HAOC),
pybnein | pybneit <*> CTpaxoBaHue oT pybnemn

HecYacTHbIX C/lydYaeB Ha
npoussoAcTse u
npodeccnoHanbHbIX
3abonesaHuin no 20
cyety, pybne

1 2 3 4 5 6

3apaboTHas nnaTa paboTHUKOB,
3aHATbIX HENOCPeACTBEHHO Ha
NpPOM3BOACTBE NEKAPCTBEHHOMO
npenapaTta

WToro:

B pacueTe Ha o4HY NOTPebUTENbCKYIO YNAaKOBRY <**>

<*> YyutbiBatoTcs CTpaxoBble B3HOCbI Ha obszaTtenbHoe counazibHoe CTpaxoBaHWMe Ha cnyqaﬁ
BPEMEHHOI‘a HEprAOCI'IOCO6HOCTVI 1M B CBA3N C MaTEPUHCTBOM, 0b6s3aTeNbHOe NEHCUOHHOE CTpaxoBaHue,
obAsaTenbHoe MegnLmMHCKOe CTpaxoBaHue.

<**> PaccuutbiBaetca no ¢dopmyne "UTorosoe 3HaueHue (B py6aax)"/"'MnaHupyembiin nam
daKTUYecKMii 0b6bem BbINyCKa Mpenapata’ B COOTBETCTBUM C pasgesom V MeToAMKM pacyeTa
YCTaHaB/AMBAEMbIX MPOU3BOAUTENSAMM JIEKAPCTBEHHbIX MPEnapaToB MNpenesbHbIX OTMYCKHbIX LLEeH Ha
JIeKapCTBEHHbIe NpenapaTtbl, BK/AOYEHHble B NepeyeHb MKU3HEHHO HEOOXOAMMbBIX M BarKHEMNLUX
NIeKapCTBEHHbIX MNPenapaTtoB, MpPU UX FOCYAAPCTBEHHOW  perucTpaumm U nepeperucTpaumm,
YTBEPKAEHHOM nocTaHoBAeHMeM MpaButenbcTBa Poccuinickon deaepaumm ot 15 ceHTabpa 2015 r. N 979.

Tabauua 8. PaclundpoBKa 3aTpart no cratbe
"ObuwenponssBoacTBeHHble 3aTpaThbl” (rpadbl 6 - 9 pasaena ll
HaCTOALLEr0 NPUNONKEHNA)

8.1. PacwmndpoBsKa 3aTpaT no cratbe "3apaboTHas nnaTa



06LL,Eenpon3BoACTBEHHOIO U BCMOMOTaTe/IbHOro NepcoHana’
(rpada 6 pasgena Il HacToALWEro NPUIOKEHUSA)

N CTpyKTypHble OnnaTta CtpaxoBble | CTpaxoBble B3HOCbl Ha 06A3aTenbHoe | UToro
n/n | noapasaeneHuns | Tpyaa no | B3Hocbl no 25 columManbHOe cTpaxoBaHue oT (6e3
25 cuety, cyerty, HeCYacTHbIX Cly4aeB U HAOC),
pybnen | pybnen <*> | npodeccrmoHanbHbIX 3a60eBaHMii No | pybne
25 cuerty, pybneit 7
1 2 3 4 5 6
Utoro:
B pacuyeTe Ha 04HY NOTPEOUTENLCKYIO YNAKOBKY <**>

<*> YyutbiBatoTcs CTpaxoBbleé B3HOCbI Ha obAsaTenbHoOe coumnanbHoe CTpaxoBaHWMe Ha cnyqaﬁ
BPEMEHHOﬁ HEprAOCI'IOCO6HOCTVI 1M B CBA3UN C MaTEPUHCTBOM, 0b6s3aTeNbHOE NEHCUOHHOE CTpaxoBaHue,

obAsaTenbHoe MmegnumnMHCKOoe CTpaxoBaHue.

<**> YKasbiBaeTca ¢opmyna, B COOTBETCTBUM C KOTOPOM PaCCUMTbIBAETCA LLEHA Ha OAHY
noTpebuTeIbCKY0 YNaKOBKY.

8.2. PacwundpoBKa 3aTpaT no cratbe "DIEKTPO3Heprua, TensocHab)KeHne, BoAOCHabXKeHne wn
Tonaueo" (rpada 7 pasgena Il HacTosALEro NpUAOKeHUA)

N CraTtbAa 3aTpaTt MocTtasLmK CtoumocTb ycnyr (6es
n/n HAC), pybneit
1 2 3 4

1. |3nekTpo3aHeprma

2. |TennocHab»keHue

3. |BopgocHabkeHune

4. |Tonnuso

UToro:

B pacueTe Ha 04HY NOTPEBUTENbLCKYIO YNAaKOBKRY <*>

<*> YKasbiBaeTcs ¢opmy/sa, B COOTBETCTBMM C KOTOPOW pPACCUMTLIBAETCA LEHAa Ha OgHYy

NOTPEeBbUTENbCKYHO YNAKOBKY.

8.3. PaclumndpoBsKa 3aTpart no cratbe "AMOpTU3aLMA OCHOBHbIX
CPeAcCTB, Ucnoib3yemblx 4na npomssoactea” (rpada 8 pasaena ll



HaCTOoALWLEro I'IpMJ'IO)KEHVIFI)

N OcHOBHble cpeacTBa AmopTtumsaumsa (6es HAC),
n/n pybnei
1 2 3
UToro:
B pacueTe Ha OZHY NOTPEBUTENBLCKYIO YNTaKOBKY <*>

<*> YKasbiBaeTca ¢opmyna, B COOTBETCTBMM C KOTOPOW pPacCYMTbIBAETCA LEHa Ha OgHYy
NOTPeBbUTENbCKYHO YNAKOBKY.

8.4. PaclumndppoBKa 3aTtpat no cratbe "Mpoumne
obuwenpounsBoacTBeHHble pacxoabl" (rpada 9 pasgena ll
HaCTOALLEro NPUNONKEHNA)

N CratbA pacxonos MocTaBLKK ycayrm CtoumocTb ycnyr (6e3 HAC),
n/n pybneit
1 2 3 4
WUtoro:
B pacueTe Ha 0gHY NOTPEBUTENBCKYHO YNaKOBKY <*>

<*> VYkasbiBaetcA ¢GOpMyna, B COOTBETCTBMM C KOTOPOM pPacCUMTLIBAETCA LeHa Ha OaHy
noTpebUTEeNbCKYIO YNAKOBKY.

Tabanua 9. PacwmdpoBKa 3aTpaT no cTaTbe "O6Lwexo3aiicTBEHHbIE
3aTpatbl” (rpadbl 10 - 12 pasgena |l HacToAWErO NPUNOIKEHUA)

9.1. PacwmndpoBKa 3aTpaT no cratbe "Pa3paboTka”
(rpada 10 pasgena Il HacTosILEro NPUNOKEHMA)

N CraTbA pacxonos MNoctaswmk | CToMmocTb ycayr
n/n ycayru (6e3 HAC),
pybnet




1 2 3 4

1. |Pa3paboTKa KOHKPETHOrO NEKAPCTBEHHOTO Npenapara, B
TOM Yncne coBCTBEHHbIE Pacxoabl NpeanpPUaTUs

2. |PerncrtpaunoHHble npoueaypbl, B TOM Ynucae
LOKJIMHMYECKMe nccnefoBaHNA NeKapCTBEHHbIX CPeacTB U
KAWHUYECKMe nccaenoBaHMA NeKapCTBEHHOIO Npenaparta

3. |lpoune pacxogbl

UToro:

B pacueTe Ha 04HY NOTPEBUTENLCKYIO YNAKOBRY <*>

<*> YKasbiBaeTca ¢opmyna, B COOTBETCTBMM C KOTOPOW pPacCYMTbIBAETCA LEHa Ha OgHYy
NOTPeBbUTENbCKYHO YNAKOBKY.

9.2. PacwmndpoBKa 3aTtpat no cratbe "Peannsayma’
(rpada 11 pasgena Il HacTosAWEro NPUNOKEHUA)

N CTaTtba pacxogoBs MoctaBwmk | CtommocTb ycnyr (6e3
n/n ycnyr HAOC), pybneit
1 2 3 4
Utoro:
B pacueTe Ha 04HY NOTPEBUTENLCKYIO YNAaKOBKY <*>

<*> VYkasbiBaeTcA ¢GOpmyna, B COOTBETCTBUM C KOTOPOM PaCCYMTLIBAETCA LieHa Ha OAHy
noTPebUTEeNbCKYIO YNAKOBKY.

9.3. PacwundpoBsKa 3atpaT no cratbe "Mpoumne obLLexo3siicTBEHHbIE
pacxoapl" (rpada 12 pasgena |l HacToALLEro NPUNONKEHMSA)

N CratbA pacxofos MoctaBwuk | CtrommocTb ycayr
n/n ycayru (6e3 HAC),
pybnen

1 2 3 4




WNToro:

B pacueTe Ha 04HY NOTPEBUTENBLCKYIO YNAaKOBRY <*>

<*> YKasbiBaeTcs ¢oOpmyna, B COOTBETCTBMM C KOTOPOW pPacCYMTbIBAETCA LEHAa Ha OgHYy
NOTPebUTENbCKYHO YNAKOBKY.

Mpnbbinb 1 peHTabenbHOCTb NpoayKumm (rpadbl 13 1 14 HacToALLEro NPUNOXKEHUSA) ONpeaenatoTca
B COOTBETCTBUM C pa3genom V MeTOAMKM pacyeTa YCTaHaB/AMBAEMbIX MPOM3BOAUTENAMM IEKAPCTBEHHbIX
npenapaToB NpeAefibHbIX OTMYCKHbIX LEH Ha NEKapCTBEHHble NpenapaTbl, BKAIOYEHHbIE B MepeyeHb
KM3HEHHO HEOOXOAMMbIX M BAXKHEMWIMX JIEKAPCTBEHHbIX MPenapaTos, MPUM WX FOCYAAPCTBEHHOW
perncTpauunm M nepeperucTpaunn, yTBEPXKAEHHOMW nocTaHoBAeHMeM [lpaBuTenbcTBa Poccuiickoit
depepaunn ot 15 ceHTabpa 2015 r. N 979.

Mpumeyanne. Tabamubl 9 u 10 ABAAKOTCA TUMNOBLIMW, [OMYCKAETCA BKAOYEHME B HUX
OONONHUTENbHBIX  CBEAEHWUN, Y4YMUTbIBAKOWMX Cnocob OTHeceHMA  OOLLEenpOM3BOACTBEHHbLIX U
06LEexo3anCcTBEHHbIX PacXo0B B COOTBETCTBMM C YYETHOM MNOJIMTUKON OPraHn3auumn.

MpunnoxkeHne N 8

K MeToAMKe pacyeTta
yCTaHaBMBaEMbIX MPOU3BOAUTENAMMU
NleKapCTBEHHbIX NpenapaTos
npeaenbHbIX OTMYCKHbIX LieH

Ha NeKapcTBeHHbIe NpenapaTsbl,
BK/HOYEHHbIE B NEPeYEHb }KU3HEHHO
HeobX0AMMbIX U BarKHEMLLIMX
NleKapCTBEHHbIX NpenapaTos,

Npw UX rocyapCTBEHHOM
perncTpauumn u nepepeructTpaumn

®OPMY/IbI
PACYETA MOHWUMAIOLLMX KOIDOULIMEHTOB, MPUMEHAEMbIX NPU PACHETE
MPEAENBHOM OTMYCKHOM LIEHBI MPOU3BOAUTENSA HA MEPBbIN
BOCMPOW3BEAEHHbBIN, BUOAHAIOrOBbIM (EMONOAOBHbIN)
NEKAPCTBEHHbI MPENAPAT, MPEACTABISAEMOW
HA FOCYAJAPCTBEHHYO PETUCTPALIMIO

3aperucTpupoBaHHa | [MoHMKaoWmin KoadPuumeHT ana MoHWKaroWmii KosbdULMeHT ana
A npenenbHas pacyeTa UeHbl Ha NepBbli pacyeTa LeHbl Ha NepBbIi
OTMYCKHAA LLeHa 338 | BOCNPOU3BEAEHHbIN IEKAPCTBEHHbIN BOCNPOU3BEAEHHbIN,
noTpebuTenbcKyto npenapar (Kn) 6MoaHanorosbin (6UoNoAobHbLIN)
YMaKOBKY nekapcTeeHHbIn npenapat (Kn)
pedepeHTHOro
NIEKapCTBEHHOTO npoussoautens WMHOCTPaHHOrO npoussoauTens WMHOCTPaHHOIo
npenapata, py6neii rocyapcrs - npoussoauTens, rocyaapcrs - npoussoauTens,
(Lpes) YNeHoB NpoLueHToB <*> YNeHoB NpoLeHToB <*>
Espasuiickoro Espasuiickoro




3KOHOMMYECKOro 3KOHOMWYECKOro
COl03a, CO1033,
NPOLEHTOB NpPOLEHTOB

1 2 3 4 5

00 50 pybnei 0 0 0 0
(BKNKOUMTENBHO)

ot 50 py6neit go 500 0 4 X (Lpes)¥** - 10 0 0

pybneit

(BRNtOUUTENBHO)

0T 500 py6neit 40 | 3,6 X (Lpes)®2 - 10| 4 x (Lpes)®? - 10 | 0,6 X (Lpes)®3* - 5 | 0,39 X (Llpes)®** - 5

100 000 py6nei
(BKNKOUMTENBHO)

cebiwe 100 000 40

pyb6neit

40 55 25

<*> WMHOCTpaHHOro nNpoOM3BOAMTENA, B TOM YUCAE OCYLLECTBAAIOWEIO MAM MAAHUPYHOLLErO
OCYLLECTBNATb NEPBUYHYIO U (MM) BTOPUYHYIO YNAKOBKY /SIEKAPCTBEHHOrO npenapaTta B Poccuiickoit
depepauun.

MpunoxkeHne N 9

K MEeTOAMKe pacyeTa
YCTaHaB/IMBAaEMbIX NPOU3BOAUTENAMM
NIeKapCTBEHHbIX NpenapaToB
npeaenbHbIX OTNYCKHbIX LEeH

Ha NIeKapCcTBEHHbIE NpenapaTbl,
BK/IIOYEHHbIE B NepeY€eHb KU3HEHHO
HEobBX0AMMbIX N BaXKHENLLIMX
JIEKapCTBEHHbIX NPenapaTos,

Npu UX rocyaapcTBeHHOM
perncTpauum u nepeperucTpaumnm

®OPMVY/IbI
PACYHETA NOHUAKAKOLWNX KO3IPPULMEHTOB, MPUMEHAEMBbIX
MPW PACHETE NPEAE/IBHOM OTMYCKHOW LIEHbI MPOU3BOAUTENA
HA BOCMNPOW3BEAEHHbLIN, BUOAHANOIOBbINM (EMONOAOEHbIN)
JIEKAPCTBEHHbIM NPENAPAT, NPEACTAB/IAEMOM
HA TOCYJAPCTBEHHYHO PETMCTPALNIO

MoHuxKatoWwmin KoapdnumeHT gna
pacyeTa LeHbl Ha
BOCNPOU3BEAEHHbIN,
H6MoaHanorosbi (6UoNoA06HbIN)

MoHWKatowWmn KoapdruneHT ans
pacyeTa LeHbl Ha
BOCMNpPOM3BEAEHHbIN NEKAPCTBEHHbIM
npenapar (Kn)

3aperncTpmpoBaHHa
A npesenbHasn
OTMYCKHas LieHa 3a
NnoTPebUTENbCKYIO




YNaKoBKY NleKapcTBeHHbIN npenapart (Knq)
pedepeHTHOro
NeKapCTBEHHOTO npoussoauTens MHOCTPaHHOrO npoussoauTens MHOCTPaHHOIo
npenapata, py6neii rocyapcrs - npoussoauTens, rocyaapcrs - npoussoauTens,
(Lipes) YNeHoB npoueHToB <*> YNeHoB npoueHToB <*>
EBpasuiickoro EBpasuiickoro
3KOHOMWYECKOro 3KOHOMWYECKOro
COH033, COt033,
NPOLEHTOB NPOLEHTOB

1 2 3 4 5

0o 50 pybnen 0 0 0 0
(BRNtOUUTENBHO)

ot 50 py6neit 10 500 | 3,6 X (Llpey)®?3 4 X (Upes)®** 0 0

pybneit
(BKNtOUUTENBHO)
ot 500 py6nei go 3,6 X (Lpes)** 4 X (Upeo)>** 0,6 X (LLpes)>* 0,39 X (Llpes)>**

100 000 pybneit
(BKNtOUMTENBHO)

cBbiwe 100 000 50 65 30 45

pybneit

<*> [HOCTpaHHOro npPoOW3BOAMUTENS, B TOM YMC/NE OCYLLECTBAAIOWEIO WAN MNAAHMPYIOLEro
OCYLLECTBNATb MEPBUYHYIO U (MNMN) BTOPUYHYIO YNaKOBKY JIeKapCTBEHHOroO npenapata B Poccuitckol
depepaunn.

Mpunoxenue N 10

K MeToAuKe pacyeTa
yCTaHaB/IMBaeMbIX NPOU3BOAUTENAMM
JleKapCTBEHHbIX NpenapaTos
npeaenbHbIX OTNYCKHbIX LeH

Ha JIeKapCTBEHHble npenaparsl,
BK/IIOYEHHbIE B NepeyeHb }KNU3HEHHO
HEOBOXOAMMbIX U BaXKHENLLNX
JIeKapCTBEHHbIX Npenaparos,

NPV UX rocyfapCcTBeHHOWM
pernctpauuun n nepeperncrpaumnm

OBOCHOBAHME PACUYETA
IpenejibHOM OTIIYCKHOM LI€HE Ha JIEKAPCTBEHHEM IIpenaparT
IPOMBBOOMUTEJIEM TOCYIapCTB — YJE€HOB EBPasUMCKOI'O 3KOHOMUYECKOTO
cowosa, NpencTaBJIgSeMOM Ha epeperucTpaluio

(HaMMeHOBaHME OpPTaHMBAUUM-3aAIABUTEIIA)



I. CBemeHMs O JIEKAPCTBEHHOM MpernapaTe

1. Homep permcTpaLMoOHHOro yaocToBepeHusn

2. Mem,u,yHapop,Hoe HEeNaTeHTOBaHHOE, NN TPYyNnNMpPoOBOYHOE, NN
XMMn4yeCKkoe HammeHoBaHUe

3. ToproBoe HaMmeHoBaHWe

4. NekapcTBeHHasa popma, L03MPOBKA UM KOHLEHTPaUuA, 06bem,
aKTMBHOCTb B eAMHMLAX AENCTBUA

5. Obuiee KONMYECTBO BO BTOPUYHOM (NOTpebuTenbCcKoi) ynakoBKe

II. PacueT LIEeHH




N Mpamble pacxoapl O6Lenpom3BoACTBEHHbIE pacxoabl <*> MporHosu | PakTnyeckuii | MNpeaenbHan oTNYCKHaA
n/n pyembiii YPOBEHb LeHa 3a
maTepuanbl cbipbe 3/1eKTPO3Heprus, amopTM3aums YPOBEHb | MHAAALMM C NOTpeBUTENBCKYIO
TennocHabxeHue, OCHOBHbIX CPEACTB, UHOAALM yueTom ynakoBky (6e3 HZC),
BOAOCHabKeHune U NCno/sib3yemMblix gns ", NPOrHO3HOO py6neit
TONAMBO npon3BoACTBA NpPOLEHTO YPOBHSA,
B (M) NpPOLLEHTOB
daKT. | nnhaH. | npoueH | ¢aKT. | nnaH. | npoue | ¢akT. | NaaH. | npoue | ¢akT. | NaaH. | npoue ks P 3aperu | 3aa84 | npouge
TOB HTOB HTOB HTOB CTPUPO | EHHaA | HTOB
yBesnmy yBenmy yBenmy yBenumy BaHHasA yBenumy
eHuA eHna eHuA eHuA eHuA
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18




PyxkopomuTesip oOpraHM3aLMM-—3aaBUTEIA

(momnmce) (b.m.0.) (TennedboH, aznmpec
BJIEKTPOHHOM I1OUYTHI)
M.II.
VlcnnosiHUTEe b
(momnmce) (b.m.0.) (TennedboH, aznpec

BJIEKTPOHHOM I1OUYTH)

<*> HaknagHble pacxodpbl 3aMosHAIOTCA NPU Mepepernctpaumm npeaesbHblX OTMYCKHbIX LEH
npounssoauTenein Ha NekapcTBEHHbIe NpenapaTbl B CAyYaax, NPeaycMOTPEHHbIX noagnyHkTamm "a" u "s"
nyHKkta 32 [lpaBuA rocyfapcTBEHHOW  pPerncTpauumM W nepeperucTpaumm  ycTaHaBAMBAEMbIX
NPOM3BOAUTENAMM NEKAPCTBEHHbIX MPEnapaTtoB npefesibHblX OTMYCKHbIX LEeH Ha JIeKapCTBEHHble
npenapatbl, BK/OYEHHbIE B MNepeyeHb MU3HEHHO HEeOBXOAMMBIX W BAKHEWLWMX NEeKAPCTBEHHbIX
npenapaToBs, YTBEPKAEHHbIX NOCTaHoBAeHMeM [Mpasutenbctea Poccuiickot ®epepaumn ot 29 okTAbpA
2010 r. N 865 "O rocygapcTBeHHOM PeryiMpoBaHUM LeH Ha IEKapCTBEHHbIE NpPenapaThbl, BKAOYEHHbIE B

nepevyeHb XN3HEHHO HeO6XO,£],MMbIX M BaXKHEMLWKnX NEKaPCTBEHHbIX npenapaTOB".

<**> [IporHosMpyembli ypoBeHb WMHGAALMM TEKYLLero roga, YCTaHOB/EHHbIN denepanbHbiM
3aKOHOM O deaepanbHOM bloaKeTe Ha COOTBETCTBYIOWMI GMHAHCOBLIV rO4 U NNaHOBbLIA Nepuoa,

<*¥*%> DAKTMUECKUI YypOBEHb WHGAALMWM NPeALlecTBYIOLLEr0 KaJieHAapHOro roga C y4eTom
MPOrHO3HOTO YPOBHA WH(AALMKM TeKywero roga, YycTaHOB/AEeHHoro denepanbHbiM 3aKOHOM O
denepanbHoOM BlOAKETE HA COOTBETCTBYHOLWMIN PUHAHCOBDIN roA, v N1IaHOBbIM NEePUO, PaccymMTbIBAaETCA B
COOTBETCTBUM C NYHKTOM 41 METOAMKM pacyeTa yCTaHaBAMBaAEMbIX NPOU3BOAUTENSAMMU NEKAPCTBEHHbIX
npenapatoB npegesibHbiX OTMYCKHbIX LEH Ha NeKapCTBEHHble npenapaTbl, BKAOYEHHbIE B MepeyeHb
YKU3HEHHO HEeobXOAMMbBIX W BaKHEMLIMX JIEKAPCTBEHHbIX MpenapaTosB, MPU WX TFOCYyAapCTBEHHOM
perucTpauum u nepeperucTpauum, YTBEP)KAEHHOW nocTtaHoBaeHMem [lpasutensctsa Poccuiickol
depepaunu ot 15 ceHTAabpa 2015 r. N 979.

MpunnoxkeHme N 11

K MeTogMKe pacyeTa
yCTaHaB/AMBAEMbIX NPOU3BOAUTENAMM
JIeKapCTBEHHbIX NpenapaTos
npeaenbHbIX OTNYCKHbIX LLEH

Ha NIeKapCTBEHHble npenaparbl,
BK/IIOYEHHbIE B NepeyeHb }KNU3HEHHO
HEOOX0AMMbIX N BaXKHENLLMX
JIeKapCTBEHHbIX NPenapaTos,

Npw UX rocyAapCTBEHHOM
perncrpauuu n nepeperncrpauum

3HAYEHUA
KO3®PULMEHTA LIEHOBOW IPYNMbl, MPUMEHAEMOTO NPU PACHETE
NPEAENbHbIX OTMYCKHbIX LLEH NPOU3BOAMUTE/EN HA IEKAPCTBEHHbIE
MPEMNAPATbI, MPEACTAB/TAEMbIX HA MEPEPETMCTPALIUIO

N LleHoBas rpynna KoaddumumneHT ueHoBom




n/n rpynnbl, npoueHTos (Uy,)
1 2 3
1. |po 50 pybneii (BKAOUMTENBHO) 100
2. | o150 pybneit go 500 pybnen (BKAOUUTENBHO) 90
3. |oT 500 py6neii go 1000 pybneit (BKAOUUTENLHO) 85
4. |oT11000 py6neit go 3000 pybnei (BKAOYMTENBHO) 80
5. |oT 3000 py6neit o 5000 pybneit (BKAOUUTENBHO) 75
6. |oT 5000 py6neit oo 10000 pybneli (BKAOUMTENBHO) 70
7. |oT 10000 pybnen ao 20000 pybneit (BKNOYNTENBHO) 60
8. |oT 20000 py6nen Ao 40000 pybneit (BKAHOUYNTENBHO) 50
9. |oT40000 pybnen ao 100000 pybneit (BKAOUMUTENBHO) 40
10. |cBbiwe 100000 pybnei 30

MpunnoxkeHne N 12

K MeTOAMKe pacyeTa
yCTaHaB/AIMBAEMbIX MPOM3BOAUTENAMM
JIeKapCTBEHHbIX NpenapaTos
npeaenbHbIX OTNYCKHbIX LLEH

Ha NeKapCTBEHHble NpenapaTbl,
BK/IIOYEHHbIE B NEpeYEeHb XKNU3HEHHO
HEOBOXOAMMbIX U BaXKHENLLINX
JIeKapCTBEHHbIX NPenapaTos,

NPy X rocy4apCcTBEHHOM
perncTpauuu u nepeperncrTpauum

OBEOCHOBAHME PACYETA

IpeneJIbHOM OTIIYCKHOM LeHH Ha JIeKapCTBEHHEI IpenapaT
VMHOCTPAHHEX [IPOM3BOIOUTEJIEN, B TOM UMCJIE OCYIHECTBJISKIMUX TE€PBUUHYIO
BTOPMUHYK YINakKOBKY JIEKAPCTBEHHOI'O IpenapaTa B POCCUMCKOM

denmepauyu, OPENCTABJSEMOM Ha IepepermucTpaluo,
3a nepuom cC T. IO T.

(HaMMeHOBaHME OpPTaHMBALUUN-3aAABUTEIIA)

CBemeHMa O JIEKAPCTBEHHOM IIpenapare

1. Homep perncTpaLMoHHOro ya0CcToBEPEHMUS

2. MexayHapogHoe HenaTeHTOBAHHOE, UK FPYNNUPOBOYHOE, NN
XMMmn4yecKkoe HammeHoBaHue




3. Toprosoe HanmeHoBaHwWe

4. NekapcTBeHHasa popma, 403MPOBKA UM KOHLEHTpaUua, obbem,
aKTMBHOCTb B eAMHMLAX AENCTBUA

5. Obuiee KONMYECTBO BO BTOPUYHOM (NOTpebuTeibcKoi) ynakoBKe




N | MNpoussoau | HammeHoBa Kypc HaLMOHaNbHOM BaAtOTbI CpenHes3e | BenuuuHa MNpepenbHasa oTnycKkHas
n/n Tenb (c Hue rocyf,apcrea-npounsBoanTens K pyonio LWeHHas YBEANYEHMA | LeHa 33 NOTPebUTENbCKYHO
yKa3aHWeM | HauMOoHaAbH (pybnen) daKkTUyeckan | npegenbHo ynakoBKy (6e3 HAC),
cTagmm Ol BantoTbl LeHa BBO3a n pybneit
npon3BOAC | rocyaapcrea (oTnycka) OTNYCKHOM
T8a) - Kypc npu KYpC npu | NPOUEHT | nekapcTBeHH LeHbl, 3aperuc | 3aasne | npoueH
npoussoaut | FOCYAAPCTBEHHO | nepeperuc 0B oro npoueHTos | TPMPOBA | HHaA TOB
ens M pernctpauuu TPauun | yBenuye | ppenapara, <2> HHas <4> | yBenmu
(nocnepHeit HUA py6neit <1> <3> eHuA
pernctpauum)
1 2 3 4 5 6 7 8 9 10 11
PyKOBO)Z[MTeJ'Ib OpraHMn3alumMmn-—3aaBUTETIA
(mommmce) (b.m.0.) (TennedoH, anmpec
BJIEKTPOHHOM I[IOUTH)
M.II.
VIcrioJIHUTEe b
(mommnmce) (b.m.0.) (Tenedon, aznmpec

BJIEKTPOHHOV I[1OYUTH)

<1> lMpu nepeperncTpaumm npeaebHON OTNYCKHOM LieHbl Ha JIeKapPCTBEHHbIM NpenapaT MHOCTPAHHOrO NPOM3BOAMTENA YKa3blBAeTCA cpeaHeB3BelleHHan
daKTnyeckan ueHa BB03a (0TNycKa) AeKapcTBeHHOro npenapara. MNpu nepeperncTpaumm npeaenbHon oTNYCKHOM LieHbl Ha IeKapPCTBEHHbIN npenapaT MHOCTPaHHOMoO
NpPOM3BOAMTENA, OCYLLECTBAAIOWEro MNepBUYHYI0 M (MAKM) BTOPMUHYIO YMNAKOBKY JeKapCTBEHHOro npenapata B Poccuitickoit Pepepauun, ykasbiBaeTcs
cpeaHeB3BeleHHan GaKkTUYecKan LeHa OTNycKa eKapcTBeHHOro npenapara.

<2> PaccunTbiBaeTCcA B COOTBETCTBUM C MyHKTaMu 52 - 54 meToanKmM pacyeTa yCTaHaB/IMBaeMbIX MPOU3BOAUTENAMM SIEKAaPCTBEHHbIX NpenapaToB NpeaesbHbIX
OTMYCKHbIX UEH Ha JIeKapCTBEHHble MpPenapaTtbl, BK/AOYEHHbIe B MepevyeHb KM3HEHHO HEOOXOAMMbIX U BaxKHEWMLWWMX NIEKAPCTBEHHbIX MpernapaTos, Npu MX
rocyapCTBEHHOWN PerucTpaLmm 1 nepeperucTpaummn, yTeepaeHHoln noctaHoseHmem Mpasutenbcrtsa Poccuinckoit egepaumm ot 15 ceHTabpa 2015 r. N 979.



<3> lpepenbHas OTMYCKHaA LLeHa NPOM3BOAMTENA Ha JIEKAPCTBEHHbIM NpenapaTt, 3aperncTpMpoBaHHasA NO COCTOAHWMIO HA AaTy NojayM 3aABAEHUA O
nepeperucTpaLmm npeaenbHom OTNYCKHOM LeHbl.

<4> 3anBneHHasa K nepeperucTpauumn npeaenbHas oTNyCcKHas LeHa NPoM3BOAUTENSA Ha IeKapCTBEHHbIV npenapar.”.




