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NMPABUTENIbCTBO POCCUNCKOW ®ELEPALLAN
NMOCTAHOBJIEHVE
OT 16 IEKAGPS 2019 I'. Ne 1683
MOCKBA

YTpatuno cuny - NoctaHosseHune MpasutensctBa Poccunckon depepaunn ot 08.04.2025 Ne 462

O BHECEHMU N3MEHEHUIA B HEKOTOpPbIE aKThl [paBUTENbCTBA Poccuiickon denepauun B 4acTu
roCyapCTBEHHON perncTpauun u nepeperncTpaumnm npeaenbHbiX 0TNYCKHbIX LIEH Ha JIeKapCTBEHHbIE
npenapaTsl,

BKJIOYEHHbIE B NEPEYEHb XKU3HEHHO HEOOXOANMBIX U BaXKHEWLLINX JIeKapCTBEHHbIX NMPenapaToB

MpaBuTenbcTBO Poccuinckon Pegepaumm NoCTaHOBASET:

1. YTBepAWTb NpunaraemMble N3MEHEHNS, KOTOPbIE BHOCATCA B aKThl [paBuTensCTBa PoCCMMCKOM
defepalmm B HaCTU roCyJapCTBEHHOW PErncTpaunm n nepeperncTpaumnmn npesesbHbliX OTNYCKHbIX LEeH Ha
NEeKapCTBEHHbIE MpenapaThl, BKIOYEHHbIE B MEPeYEeHb XN3HEHHO HEOOXOAUMBIX N BaXKHENLLNX
JleKapCTBEHHbIX MpernapaTos.

2. MpepenbHble OTMNYCKHbIE LieHbl MPOU3BOANTENIEN HA IeKapCTBEHHbIE MpenapaThbl, BKOYEHHbIE B
nepeyeHb XXU3HEHHO HEOBXOAMMBIX U BaXXHENLLMX NEKAaPCTBEHHbIX NpenapaToB (fanee - npefesbHble
OTMNYCKHbIE LieHbl), KOTOPble 3aperncTpmpoBaHbl 40 BCTYMNEHNA B CUY HAaCTOSALWEr0 NOCTaHOBAEHNA 1
nepeperncTprnpoBaHbl B 0653aTensHoOM nopsake B 2019 - 2020 rogax B COOTBETCTBUM C lMpaBusiamu
obazaTenbHon nepeperncTpaumm B 2019 - 2020 rogax 3apermcTprMpoBaHHbIX MPeaebHbIX OTAYCKHbIX LieH
NPOU3BOANTENEN Ha JIEKAPCTBEHHbIE MPenapaThl, BKAIOYEHHbIE B MepeyeHb KXU3HEHHO HEOOXO0AMMBIX U
Ba)XHEMNLLMX NEeKaPCTBEHHbIX NPenapaToB, YTBEPXAEHHbIMW NOCTaHOBeHNeM [paBuTensCcTBa Poccuninckon
depepaumm ot 29 okTabpsa 2010 r. Ne 865 "O rocyaapCTBEHHOM PEryanMpoBaHn LIEH Ha JIEKAPCTBEHHbIE
npenapaThl, BKIIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOANMBIX N BaXXHENLLNX NEKAPCTBEHHbIX
npenapaToB" (B peAakuuy HaCTOSLWEro NoCcTaHoBAeHMA) (aanee - NMpaBuna 0bs3aTeNbHON
nepeperncTpauunm), MoryT 6biTb NEpeperncTpUpoBaHbl B COOTBETCTBMU C NyHKTamMu 32 1 34 Mpasun
rocyapCTBEHHON perncrTpauum 1 nepeperncTpaLmm npeaesbHbiX OTAYCKHbIX LLeH NpousBoanTenei Ha
NIEKapPCTBEHHbIE MpenapaThl, BKAOYEHHbIE B MEPEYEHb KN3HEHHO HEOOXOAUMBIX N BaXKHENLLNX
NeKapCTBEHHbIX MpenapaToB, YTBEPXXAEHHbIX NOCTaHOBNeHMeM MpaBuTenbcTBa Poccunckon depgepauum ot
29 okTa6psa 2010 r. Ne 865 "O rocygapCTBEHHOM PEryIMPOBaHNA LIEH Ha JIEKAPCTBEHHbIE NpenapaThl,
BKJIIOYEHHbIE B NEPEYEHb XXNU3HEHHO HEOBXOANMbIX 1 BaXXHENLLNX NIeKapCTBEHHbLIX NpenapaTos” (B
pefaKkuumn HacToALLero NoCTaHoOBEHUS) (fanee - MpaBuia permcrpaymm).

3. YCTaHOBUTb, 4TO:

K npefesibHbIM OTNYCKHbIM LIeHaM Ha JleKapCTBEHHbIE npernapaTsl, nepeperncTpupoBaHHbiM B 2019 - 2020
roflax B COOTBeTCTBUU C MpaBunamMu 0653aTeNbHON NepeperncTpanmm, He NPUMEHSTCA NOAMNYHKTbI "B" 1
“r" nyHkTa 42 Mpasun pernctpaumu;

c 1 auBapsa 2021 r. He gonyckaeTCs peasn3aumnsa nNpoM3BoANTENSAMIY NIeKapCTBEHHbIX NpenapaTos,
npefesibHble OTMYCKHbIE LIeHbl Ha KOTOpble He nepeperncTpuposaHbl B 2019 - 2020 rogax B COOTBETCTBUM
¢ MNpasunamu obs3aTensHOM NepeperncTpaLmm.
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4. JlekapCTBeHHbIe NpenapaThbl, peasin30BaHHble X MPOU3BOAMTENSAMU Ha TeppuTopmmn Poccninckon
depepaunmn 00 OHS BCTYNNEHUS B CUY NprKa3a MUHUCTEPCTBa 34paBooxpaHeHmns Poccminckon depepauun
06 obszaTenbHon nepepernctpauun B 2019 - 2020 rogax npeaenbHOn OTNYCKHOW LieHbl MPOU3BOAUTENS,
MOryT HaxoAUTbCS B obpalleHnn 40 NCTeYEHUS CPOKa UX FOAHOCTU C y4eTOM (DAKTUYECKOW OTMYCKHOM
LeHbl MPOWU3BOAMUTENS, HE NPEBbILIAIOLWEN NpefeNbHY0 OTNYCKHYIO LeHY, MPUMEHSABLLYIOCS Ha AaTy KX
peanu3auuu.

5. Co fHA BCTYNAeHWs B CUJTYy HAaCTOALLEr0 NOCTaHOBIEHUS rOCyAapCTBEHHAsa perncrTpauus u
nepeperncTpauma npeienbHbIX 0OTNYCKHbIX LieH Ha BOCNPOW3BeAeHHble, brioaHanorosble (buonoaobHble)
NeKapCTBEHHbIE MpenapaThbl B COOTBETCTBMM C lMpaBuaMmn perncTpauum MoXXeT OCYLLeCTBAATLCA Noc/e
NpUHATUA pelleHns o6 obsasaTensHon nepepeructpaumm B 2019 - 2020 rofax npefesbHbIX 0TNYCKHbIX LeH
Ha COOTBETCTBYIOLLME UM pedepeHTHbIe NeKapCTBEHHbIE NpenapaThl.

6. HacTosLLee nocTaHOBEHME BCTYNAET B CUAY CO AHA ero ouLMansHoro onybamkosaHus.

Mpencenatens MpaBuTenscTea
Poccuinckon ®epepaumnn .Mensenes

YTBEPXIEHbI

nocTaHoBNeHVeM lNpaBUTenbCTBa
Poccuinckon ®epepauun

0T 16 nekabps 2019 r. Ne 1683

W3MEHEHUA,

KOTOpble BHOCATCS B aKTbl MpaBuTenscTBa Poccuinickon depepaunm B YaCTu rocy4apCTBEHHON
perncTpaumnmn n nepeperncTpaumm npeaesbHbiX 0TNYCKHbIX LIEH Ha NEKAPCTBEHHbIE MpenapaThl,
BKJIOYEHHbIE B NEPEYEHb XXN3HEHHO HEOBXOAMMbIX N BaXKHENLLINX JIEKAPCTBEHHbIX MPenapaToB

1. B noctaHoBneHun MpaBuTtenscTBa Poccuinckon ®epepaumm ot 29 okTabpsa 2010 r. Ne 865 "O
rocyfapCTBEHHOM Pery/impoBaHui LIeH Ha JIeKapCTBEHHbIe NpenapaThl, BKJIYEHHbIE B MepeyeHb
YKN3HEHHO HEOBXOAMMBIX U BaXXKHEMLLNX NEKAPCTBEHHLIX NpenapaTos” (CobpaHne 3aKoHOAATENbCTBA
Poccunckon ®epepaumm, 2010, Ne 45, cT. 5851; 2011, Ne 50, cT. 7390; 2012, Ne 37, cT. 5002; 2015, Ne 37,
CT. 5153; Ne 38, cT.5302; 2016, Ne 6, cT. 853; 2018, Ne 43, cT. 6597):

a) B NyHKTe 1:

ab3au BTOPOWN N3N0XNTb B C/IeAyoLen peaakunm:

"MpaBuna rocyapCTBEHHON perncTpaumm n nepepeructpaumm npegesbHblX OTMYCKHbIX LieH
Npou3BoANTENEN Ha IEKAaPCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B NepeyeHb XXU3HEHHO HEOOX0AMMbIX U
Ba)KHENLLMNX JIEKAaPCTBEHHbIX NpPenapaTos;";

nocne ab3aua BTOpPOro AonoaHMTL ab3aueM cnefyowero CoaepXKaHus:

"MpaBnna obs3aTenbHON nepepernctTpauum B 2019 - 2020 rogax 3aperncCTpupoBaHHbIX MPeaesbHbIX
OTMYCKHbIX LleH MPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NpernapaThl, BKAOYEHHbIe B NepeyeHb XU3HEHHO
HeobX04MMbIX N BaXXHENLLNX IeKapCTBEHHbIX NpenapaTos;";

6) B MNpaBnnax rocyfapCTBEHHON PeErncTpaLumn 1 nepeperncTpaLm ycTaHaBIMBaeMbIX MPON3BOANTENSMU
JleKapCTBEHHbIX NPenapaToB npefesbHbIX OTMYCKHbIX LeH Ha JIeKapCTBEHHbIe npenapaThl, BKJIKOYEHHbIE B
nepeyeHb XXN3HEHHO HEOOXOAMMBIX N BaXXHEMLLNX IEKAPCTBEHHbIX MPenapaToB, YTBEPXAEHHbIX
yKa3aHHbIM NOCTaHOBJIEHNeM:

HaVMeHOBaHMe N3N0XNTb B CIe4YyIOWEN pefakumum:

"MpaBuna rocyjapCTBEHHON perncTpaumm n nepepernctpaumm npegesbHblX OTNYCKHbIX LeH
Npou3BoANTENEN Ha IEKAaPCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B NepeyeHb XXU3HEHHO HEOOX0AMMbIX U
Ba)KHENLLMNX JIEKapPCTBEHHbIX NpenapaTos";

NYHKT 1 U3N10XXUTb B CieayoLen pegakuum:
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"1. HacToswwme MpaBuna yCTaHaBANBAIOT NOPAA0K OCYLLECTBAEHUS FOCYAapCTBEHHON perncTpaumnm un
nepeperncTpaumm npenesbHblX OTMYCKHbIX LLeH NPOV3BOAUTESNIEN Ha JIeKapCTBEHHbIE npenapaThl,
BKJItOYEHHbIE B MepeYeHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLINX IEKaPCTBEHHbIX MPenapaToB, XerogHo
yTBEepXAaemblin MNpaBnTenscTBOM Poccuinckon denepaunv (Lanee - nekapcTBeHHbIe npenapaThl).”;

B MyHKTE 5:

NOAMYHKT "a@" N3N10XXNTb B C/IeAYIOLLEN pedakunn:

"a) 3a8BaeHne 0 roCyLapCTBEHHON perncTpauun npefesbHbIX OTNYCKHbIX LleH NPON3BOAMTENEN Ha
JIEKapPCTBEHHbIE MpenapaThl, BKAOYEHHbIE B MEPEYEHb KN3HEHHO HEOOXOAUMBIX 1 BaXKHEMLLNX
JIeKapCTBEHHLIX NpenapaToB, Mo hopMe cornacHo npuaoxxeHuio Ne 1 (fanee - 3asBneHune o
rocyZapCTBEHHON perncrTpauumn) uiav 3assieHrne o nepeperncTpaLmm npeaefbHbiX OTAYCKHbIX LEeH
NPON3BOANTENEN Ha JIEKAPCTBEHHbIE MPenapaThl, BKAOYEHHbIE B MepeyeHb KXU3HEHHO HEOOXO0AMMBIX U
Ba)XHEMNLLMX NEKAaPCTBEHHbIX NpenapaTos, No hopMe CornacHo npunoxxeHuto Ne 2 (nanee - 3asBneHme 0
nepeperncrpauumn);";

B NognyHkTe "r":

ab3aubl NepBbI 1 BTOPON U3N0XKNTb B CeayioWwen pegakuuu:

"r) BOKYMEHTbI, NpeACTaBNAsEMbIe C Y4EeTOM TpeboBaHUA METOANKUN pacyeTa NpefesbHbiX OTNYCKHbIX LeH
Npou3BoANTENEN Ha JIEKAPCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B NepeyeHb XXU3HEHHO HEOOX0AMMbIX U
Ba)KHENLLMX JIEKAPCTBEHHbIX NPenapaToB, YTBEP)KAEHHON NocTaHoBAeHeM [paBuTensCTBa Poccuinckom
®epepaumm ot 15 ceHTabpsa 2015 r. Ne 979 "O BHeCEHUN N3MEHEHUI B MOCTaHOBAeHWe paBUTENbLCTBA
Poccuinckon ®epepaumm oT 29 okTa6psa 2010 r. Ne 865 1 06 yTBEpPXKAEHNM METOAMKN PacyeTa npenesibHbIX
OTMYCKHbIX LileH MPou3BOAMTENEN Ha NEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIe B NepeYyeHb XU3HEHHO
HeobX04MMbIX N BaXXHENLLMX IeKapCTBEHHbIX NpenapaTos” (4anee - MeToAMKa), BKOYaoLWwume B cebs:
cBefieHMs 06 obbeMax 1 0 LieHax OTMyCKa HaxoAaswerocs B obpalleHnmn Ha TeppuTopun Poccuinckon
defepaunm NeKapCTBEHHOro npenapaTa NPoON3BOAMTENS rocyAapcTBa - YneHa EBpa3uiickoro
3KOHOMUYECKOr0 COK3a M NEeKapCTBEHHOMO NpenapaTa MHOCTPAHHOrO NPOM3BOACTBA, NePBUYHANA 1 (M)
BTOPUYHAS yNakoBKa KOTOPOro OCYLLECTBAARTCS UK NIaHUPYETCA OCYLLeCTBAATLCA B POCCMNCKON
®epepauunu;”;

B ab3aLlax ceabMOM 1 BOCbMOM CJ10Ba "NMpoU3BOAMNTENEN FOCYAAPCTB - Y1EHOB" 3aMEHNTb CJI0BaMU
"npon3soanTensa rocyaapcTsa - 4ieHa";

B ab3aLle AEBATOM C/I0Ba "Ha JIEKaPCTBEHHBIN MpenapaT MHOCTPAHHbLIX MPOM3BOANTENEN, OCYLLECTBIAIOLLNX
B TOM YuMCJIe NEPBUYHYIO 1 (MSI1) BTOPUYHYIO YNAKOBKY IeKapCTBEHHOr0 npenapaTta” 3aMeHnTb CJIoBaMu
"NnekapCTBEHHOr0 NpenapaTa MHOCTPAHHOro NPOM3BOACTBA, B TOM YMC/Ee NepBUYHAA U (M) BTOPUYHASA
yNaKoBKa KOTOPOIro OCYLLeCTBAAETCA UM NIaHUPYETCA OCYLLeCTBAATLCA",;

MYHKT 7 nocJie coB "KOnuio perncTpaumoHHOro yaoCcToOBEPEHNS JIeKapCTBEHHOro npenapata” LOMoMHUTb
cnoBamm ", a Takxxe konuto hopmbl Ne 2-JIEK (npom) "CBeneHns 0 Npon3BOACTBE, OTFPY3Ke U LieHaxX Ha
JleKapCTBeHHble cpeacTea”;

B NYHKTe 22:

ab3aL nepBbIN NOANYHKTa "a" N3N10XUTb B C/IEAYIOLLEN pefakLumu:

"a) ANa NekapCTBEHHOro npenapaTta NpoM3BOANTENS rOCyAapCTBa - YieHa EBpa3minckoro 3KOHOMUYeCKoro
COI03a, a TaKXXe JIeKapCTBEeHHOrro npenapaTta MHOCTPaHHOIro NPOU3BOACTBA, MEPBMYHANA 1 (MK) BTOPUYHAS
ynakoBKa KOTOPOro OCYyLLEeCTBASETCA WU NAaHUPYeTCa OCyLLeCTBAATLCS B Poccunckon ®epepaunn:”;

B NoAnyHkTe "6" cnoBa "MHOCTPAHHbLIMK NPON3BOAUTENSMMN" 3aMEHNTb CNOBaMK "O15 NEKAPCTBEHHOMO
npenapaTta MHOCTPAHHOIO NPOM3BOACTBA";

B NYyHKTe 24:

B ab3aLe BTOpPOM CJiIoBa "Npon3BoanTeNen rocyaapcTBa - YieHa" 3aMeHMTb C/I0BaMu "Mpon3BoanTens
rocyfapcTsa - Y4ieHa", c/ioBa "rocyfapcTs - Y1eHOB" 3aMeHNTb CJIoBaMu "rocyapcTaa - YieHa";

B ab3aLe TpeTbeM CoBa "MHOCTPAHHOIO NPOM3BOANTENS" 3aMEHNTb C/I0BaMU "MHOCTPAHHOIO
npon3BoAcTBa";
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B ab3aLe nepBoM NyHKTa 25 cfioBa "B MHOCTPAHHbLIX FOCYAAPCTBaX, YKa3aHHbIX" 3aMeHUTb cjloBaMm "B
OOHOM M3 MHOCTPAaHHbIX rOCylapcTB, yKa3aHHOM";

NYHKT 27 N3N10XKNTb B C/IeAyOLEen peaakunm:

"27. B cnyvae ecnm B paMKax 04HOr0 perncTpaLnoHHOro yoocToBepeHmMsa NeKapCTBEHHOM0 NpenapaTa
3apernucTpmpoBaH BOCNPOU3BeAeHHbIN, BroaHanorosein (6MonoLobHbIN) NeKapCTBEHHLIN NpenapaT
NPOM3BOANTENA FOCYAAPCTBA - YieHa EBpa3nMnckoro 3KOHOMMYECKOro Cot3a U MHOCTPAHHOM O
NPoW3BOACTBA, LeHa /19 Takoro IekapCTBEHHOr 0 npenapaTa pacCcYnTbIBAETCA Kak 415 IeKapCTBEHHOro
npenapaTta Npov3BOACTBa rocyfapcTBa - YieHa EBpasninCKoro 3KOHOMNYECKOro Cot03a Min
JIeKapCTBEHHOr o npenapaTa MHOCTPaHHOIO NPOM3BOACTBA C Y4€TOM COOTBETCTBYIOLLEr0 MNOHMXAOLWEro
Ko3thunLumeHTa B COOTBETCTBUN C METOANKON.";

B NyHKTe 29:

C/10Ba "B COOTBETCTBUM C HaLMOHaJIbHBIM KasleHOapeM NpodusiakTuieCcKnx NpuBmnBoK" CKIIOYUTD;
AOMNONHUTL ab3aLeM cneayloLLero coaepXXaHums:

"B cnydae ecnm Ha faTy nodadn B MUHUCTEPCTBO 34paBooxpaHeHus Poccunckon denepaunn 3aasneHns o
roCyAapCTBEHHOW PerncTpauun Ha eKapCTBEHHbIM NpenapaT, NPUMEHSEMbIN B NegnaTpPU4eCcKon
NpakTukKe (Ha OCHOBAHUWN CBEAEHUN NHCTPYKLUMK N0 MEANLNHCKOMY NPUMEHEHNIO IEKAPCTBEHHOIO
npenapara), He 3aperucTpupoBaHa npeaesbHas 0TNYCKHas LleHa Ha iekapCTBEHHbIN NpenapaT B
L03UPOBKaX, NPUMEHAEMbIX B MeAnaTPMYeCKon NPakTuKe, B paMKax 04HOr0 MeXXAyHapo4HOro
HernaTeHTOBaHHOr0O HAaUMEHOBaHMA (MPY ero OTCYTCTBUM XMMUYECKOro UK rpynnnupoBOYHOIo
HanMeHOBaHWMA) N JIeKapCTBEHHON (hOPMbI, pacyeT OCYLLECTBAAETCS B COOTBETCTBUN C TpeboBaHMAMMY,
YCTaHOBJIEHHbIMUN A5 pedepeHTHbIX EKapCTBEHHbLIX NMpenapaToB. [1py 3TOM MakCMMasibHas pa3HuLa
MeXAy MUHMMabHOWN 3aperncTpupoBaHHOM NPeaenbHON OTNYCKHONM LLeHOW Ha IeKapCTBEHHbIV NpenapaT K1
npeacTaBAeHHON A1 rOCyAapCTBEHHOM PerncTpaunumn npeaenbHom 0TNYCKHOM LIEHON Ha NEKApPCTBEHHbIN
npenapaT, pacCHuTaHHas UCXOASA U3 CTOMMOCTY €4MHULBI AEeACTBYIOLLEro BELLeCcTBa, He MOXeT
npesbiwaTbe 90 NpoueHToB.";

B NYHKTe 32:

B ab3aue nepeoM cnoBa "Npon3BOAUTENEN FOCYAAPCTB - YIEHOB" 3aMEeHUTb C/IoBaMK "Npon3BoanTens
rocygapcraa - YaeHa";

B NoanyHkTe "a" cnoea "go 50 pybnen" 3ameHnTb cnosamu "go 100 pybnen”;

B nognyHkTax "6" n "B" cnoea "oT 50 pybnein" 3ameHnTb cnosamu "ot 100 pybnen”;

B ab3aLe nepBOM NyHKTa 33 c/10Ba "NpousBoauTeNel rocyaapcTs - YeHOB" 3aMeHNTb C/I0BaMK
"MponsBoanTens rocynapcTaa - 4ieHa";

B ab3auax NepBoM 1 BTOPOM NyHKTa 34 cfioBa "Ha JIeKapCTBEHHbIN NpenapaT MHOCTPaHHOI o
NPOM3BOANTENSA, OCYLLECTBASAIOWEr0 B TOM YNC/€ NEPBUYHYIO U (M) BTOPUYHYIO YNAKOBKY
JIeKapCTBEHHOro npenapaTa” 3aMeHUTb C/I0BaMK "IeKapCTBEHHOM0 nNpernapaTa MHOCTPAHHOI O
NPOU3BOACTBA, B TOM YMC/e NepBruYHas 1 (Wim) BTOPMYHAs yNakoBKa KOTOPOro ocyLuecTeaseTcs";

B NyHKTe 35:

B ab3aue nepeom nognyHkTa "a" u B ab3aue nepsom nognyHkTa "6" cnosa "nponsBoamTensamMu n3
rocyfapcTB - 4JIeHOB" 3aMeHNTb CJI0BaMK "ON15 leKapCTBEHHOro npenapaTta Npou3BoaMTeNs rocygapcTsa -
yneHa";

B noanyHkTe "B":

CJI0Ba "Mpon3BOAUTENSAMN rOCYAaPCTB - Y1EeHOB" 3aMeHNTb CJI0BaMU "0/ NIeKapCTBEHHOrO NpenapaTa
Npon3BOAUTENA FOCYAAPCTBa - YneHa";

nocsie caoB "NoAgnyHKTOM "r" nyHKTa 32 HacToawwmx Mpasun, -" 4ONOAHUTL cioBaMu "Konusa opMbl Ne 2-
JIEK (npom) "CBefeHns 0 Npon3BOACTBE, OTIPY3Ke U LeHax Ha NeKapCTBEHHbIe cpeacTea” (and
0TeYeCTBEHHbIX MPOMU3BOAUTENEN), @ TakxKe";

B ab3aLe nepeoM noanyHKTa "r" cnoea "MHOCTPaHHbLIMK MPON3BOAUTENSMM, OCYLLECTBAAOLWNMN
NEPBUYHYIO 1 (1K) BTOPUYHYIO YNAKOBKY JIeKapCTBEHHOMO NpenapaTa” 3aMeHnTb CJioBamu "ans
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JIeKapCTBEHHOrO npenapaTa UHOCTPaHHOMO NPOM3BOACTBA, NepBUYHAsA 1 (UanN) BTOPMUYHAA yNakoBKa
KOTOPOro OCYLLEeCTBAAETCA AN NIaHNPYETCA OCYLLeCTBAATLCA",

B ab3aue nepeom nognyHkTa "4" caoBa "MHOCTPAHHLIMU NPOM3BOAUTENAMN" 3aMEHUTbL CloBaMu "4na
JIeKApCTBEHHOr 0 npenapaTta MHOCTPAHHOIro0 NPOM3BOACTBA";

B NyHKTe 36 C/l0Ba "Npon3BOAMTENIEN FOCYLAPCTB - YIeHOB" 3aMeHUTbL C10BaMu "Npou3BoanTens
rocygapcTsa - YaeHa";

B NyHKTe 41 cnoBa "nyHkTa 40" 3aMeHUTb csioBaMm "nyHKToB 40 n 45";

AOMNONHUTL NyHKTamm 42 - 45 cnefyowero CoaepxaHus:

"42. NepxaTenb Unn BRagenew perncTpaLmMoHHOro yaoCToOBEPEHNS IEKAPCTBEHHOMO nNpenapaTa
(ynonHoMo4eHHoe uM L) obs3aH NpecTaBUTb 3asBaeHne 0 nepeperucTpaLmny B CTOPOHY CHUXEHNA
npv HaCTyNAeHUN Cleayowmnx Ciy4aes:

a) ecnin B pesysibTaTe CHUXXEHUS NPOM3BOAUTENEM OTNYCKHON LieHbl B MIHOCTPAHHOMN BalOTE Ha YKa3aHHbIN
JIeKapCTBEHHbIV MpenapaT B MHOCTPaHHbIX FOCYAApCTBaX, YKa3aHHbIX B NpuaokeHnn Ne 2 K MeToauke,
OTMNYCKHas LeHa Npou3BoANTENS Ha IEKapCTBEHHbIN NpenapaT B pybaax, paccyMTaHHas B COOTBETCTBUM C
MeTOANKOW (C y4eTOM pPacxofo0B Ha TaMOXXeHHOe 0(hOPMJIEHNE), HUXKE 3apernCTpMpoBaHHOW NpeaenbHON
OTMYCKHOW LieHbl MPOU3BOAMTENA Ha YKA3aHHbIV IeKapCTBEHHbIV npenaparT, - B TevyeHne 30 KaneHaapHbIX
LHeW CO OHSA, KOrha peLlleHne 0 CHUXXEHUN LLeH YNOJIHOMOYEHHbIX OPraHoB B MHOCTPAHHbIX FOCYAapCTBaXx,
yKa3aHHbIX B MpunoxxeHun Ne 2 K MeToAUKE, BCTYMUO B CUIY;

6) ecnmn npefenbHasa 0TNYCKHasA LieHa Ha BOCNPOM3BEAEHHbIN, BroaHanorosbiin (6MonoaobHbIn)
JIeKapCTBEHHbIN NMpenapaT BbILLE NPeaesibHON OTMYCKHOM LieHbl Ha COOTBETCTBYIOLINIA peepeHTHbIN
JIeKapCTBEHHLIN npenapaT B CBA3MN CO CHUXXEHMEM, NMPEeAyCMOTPEHHbLIM NOAMYHKTOM "a" HacTosLWero
NYyHKTa, - B TevyeHne 30 KaneHLapHbIX AHEN CO OHA NPUHATUS pPeLLUeHNs 0 NnepeperncTpaLmm B CTOPOHY
CHKEHUS 3aperncTpmpoBaHHON NpenebHON OTNYCKHOW LEeHbl MPOM3BOAMTENS Ha pedepeHTHbIN
NeKapCTBEHHbIN Npenapar;

B) eC/IM 3aperucTpmpoBaHHas npefesbHasa 0TAyCKHasa LeHa Ha NepBblil BOCMPOM3BEAEHHbIN,
6roaHanorosei (6ronofobHLIN) NeKapCTBEHHLIV NpenapaT MHOCTPAHHOIO NPOM3BOACTBA, B TOM Yucne
nepBunYHas n (Man) BTOpMYyHasa ynakoBKa KOTOPOro OCYLLECTBASAETCS WK NAaHUPYETCH OCYLLeCTBAATLCS B
Poccuinckon degepaunu, Boille npegenbHon 0TNYCKHON LEeHbl MPOM3BOAMTENS, PACCYUTAHHON C YHETOM
MOHMXALero KoauLMeHTa, YKa3aHHOro B npunoxeHum Ne 9 K MeTofnKe, Nocae rocyfapCTBEHHOM
perncTpaumm npeaenbHon OTNYCKHOW LieHbl MPOU3BOAUTENS Ha BTOPON BOCMPOM3BEAEHHbIN,
BroaHanorosei (bronofobHLIN) NekapcTBEHHbIV NpenapaT, COBNaaloLWwnii Mo MeXAyHapoLHOMY
HenaTeHTOBaHHOMY HaMMEHOBAHUIO (NP ero OTCYTCTBMMW - FPYANUPOBOYHOMY WM XUMUYECKOMY
HaVMeHOBaHWIO), JIeKapCTBEHHOM (PopMe U [03UPOBKe, - B TeyeHne 30 KaneHLapHbIX AHeN CO AHA
NPUHATUS PeLLUeHNs 0 roCyAapCTBEHHOW perncTpaumm npefenbHoON 0TNYCKHOW LieHbl NPOU3BOANTENS Ha
BTOPOW BOCNPON3BEAEHHbIN, B0aHaNoroBbin (61Monoa06HbIN) NeKapCTBEHHLIA NpenaparT;

) eC/in 3aperncTpupoBaHHas npefenbHas OTNyCKHas LeHa Ha NepBbli BOCNPOM3BEAEHHbIN,
6roaHanorosbin (6MONoA06HbLIN) NEKAPCTBEHHBbIN NpenapaT NPon3BOANTENS FOCYAAPCTBA - YJieHa
EBPa3ninCcKoro 3KOHOMNYECKOro Cot3a Bbllle npefenbHON OTNYCKHOW LieHbl MPOU3BOAMTENS rocyAapcTBa -
yneHa EBpa3mnckoro aKOHOMMYECKOro CO3a, PacCHNTAHHON C YHETOM MOHMXKAOLWEro Ko3dhdurumeHTa,
yKa3aHHOro B npuaoxeHun Ne 9 K MeToauMKe, Nocne rocyapCTBEHHON perncTpaumm npegenbHom
OTMYCKHOW LieHbl Ha BTOPOW BOCNPOM3BeAeHHbIN, BuoaHanorosbin (6ronogobHbIN) nekapCTBEHHbIN
npenapaTt NpoM3BOAMTENA FOCYAAapPCTBa - YieHa EBPa3ninckoro 3KOHOMMYECKOro coto3a, CoBNagatoLwmi no
MeXAYHapo4HOMY HernaTeHTOBaHHOMY HaVMeHOBaHWIO (NpW ero OTCYTCTBUU - FPYNMMPOBOYHOMY UK
XUMNYECKOMY), IeKapCTBEHHON (hOpMe N JO3UNPOBKE, - B TeveHue 30 KasfeHAapHbIX AHEN CO AHSA NPUHATUS
peLleHmns 0 rocyaapCTBEHHON perncTpaumm npenensHon oTNyCKHOW LeHbl MPOM3BOAUTENS Ha BTOPOM
BOCMpOM3BeeHHbI, BruoaHanorosbin (61onofobHbIN) NeKapCTBEHHLIN NpenapaT Npou3BoAMTENA
rocypapcTea - YieHa EBpa3nmnckoro 3KOHOMMYeCKOoro coko3a.

43. MNepeperucTpaLumsa 3aperncTpupoBaHHON NpefenbHoW 0TNYCKHON LieHbl BOCNPOU3BELEHHOIO,
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6roaHanoroeoro (bnonoaobHOro) NekapcTBEHHOro NpenapaTa B CTOPOHY CHUXKEHUS B CyYasX,
npefycMoTPeHHbIX NoANyHKTaMu "B" 1 "r" nyHkTa 42 HacTosAwwmx MpaBun, oCyLLeCTBASETCS, eC/in B
paMKax MexAyHapoAHOro HemaTeHTOBAaHHOIO HaMMEHOBAHUSA (NPW ero OTCYTCTBUM - FPYMMMPOBOYHOIO MK
XUMUYECKOro HaMMeHOBaHUA) U JIeKapCTBEHHOM (POPMbI 3aperncTpupoBaHa npefenbHas oTnyckHas LeHa
NPOU3BOANTENS HA COOTBETCTBYIOLLNI pedpepeHTHbIN eKapCTBEHHbIV Npenapar.

44, B cnyvae nepeperncrpauny 3aperncTpupoBaHHON NpeaebHon OTAYCKHON LieHbl MPOU3BOANTENS B
CTOPOHY CHUXXEHWUS Ha OCHOBaHUW 3aaBJIeHUs fepXKaTens uin Biagesbla perucTpaLmoHHOro
YA0CTOBEPEHMSA NIeKapCTBEHHOI0 NpenapaTa (ynoJHOMOYEHHOro UM anua), NpeacTaBAeHHOro B
COOTBETCTBUM C NYHKTOM 42 HacToAwmx MNpaBu, LeHa Ha TakoW SIeKapCTBEHHbIN NpenapaTt He MOXeT
ObITb 3a9BNeHa B Te4eHMe KaJieH4apHoro rofa Ha nepeperucTpaumio B CTOPOHY YBENNYeH s B
COOTBETCTBMU C NYHKTaMn 32 1 34 HacToawmx Mpasun.

45. depepanbHas aHTUMOHOMNObHAA cyXba B NMCbMEHHON hopMe YBeLOMASET AepXaTens nin
BNajesibla permcTpaumMoHHOro yaoCTOBEPEHNS NeKapCTBEHHOMO npenapaTa (YNoaHOMOYeHHOe UM JINL0) O
HeobXx04MMOCTY NepeperncTpaLmm 3aperncTpUPOBaHHON NPeaenbHON OTNYCKHOW LIEHbl Ha JIeKapCTBEHHbI
npenapaT B CTOPOHY CHUMKEHUS, eC/n fepXXaTenb Win Bnagenew, perncTpaLnoHHOro yoocToBepeHms
JleKapCTBEHHOro npenapaTa (YnoJIHOMOYeHHOe UM JIMLLO) He NpeacTaBu 3as8BJieHme 0 nepeperncTpaunm B
CTOPOHY CHUXXEHWUS B COOTBETCTBMM C MYHKTOM 42 HacToAwmx MpasuJi.

[epxaTens nav Bnageney, perncTpaLnoHHOro yooCcTOBepeHMs IeKapCTBEHHOro npenapaTa
(ynonHomo4yeHHoe UM nnLo) B TedeHne 20 paboyux gHer nocne nonyyeHus ysenomneHus ®enepanbHoi
AHTUMOHOMOJILHOW CYXObl NPUBOAMUT 3apPErMCTPMPOBAHHYIO NpeLesbHYI0 OTAYCKHYIO LieHY B
COOTBETCTBME C LLEHOWN, PACCYNTAHHON B COOTBETCTBUM C HacTOAWMMN paBunamMm n METOLNKON, C YH4ETOM
MH(OPMaLMK, YKa3aHHON B yBefoMeHU PefiepaibHON aHTUMOHOMObHOM CNY>X6bl.

®epepanbHas aHTUMOHOMONIbHAA CNy>Kba B TeyeHne 5 paboynx OHEN Nocne NCTEYEHNS CPOKA, YKa3aHHOro
B ab3aLle BTOPOM HaCTOSLLEro NyHKTa, OTMEHSAET peLleHmne 0 COrjacoBaHUmM NpeaesibHON OTNYCKHOW LieHbI
NPOM3BOANTENA Ha IEKAPCTBEHHbIV NpenapaT B C/ly4ae HENpPUBEAEHUS Aep)KaTeneM Uam BnagenbLem
perncTpaumoHHOro yoCTOBepeHus NeKapCTBEHHOro npenapata (YNnoAHOMOYEHHbIM UM JINLOM)
3aperncTpuMpoBaHHON NpeaesibHOM OTMNYCKHOW LieHbl B COOTBETCTBUE C HacToAw MMM MNpasunamu un
METOAMKON C y4eTOM UHGOPMaLUK, YKa3aHHON B yBeLoMAeHUN PeaepanbHON aHTUMOHOMOJIbHON CNY>XObl,
B T€YeHNe 0LHOr0 MecsLa Co AHA NonyvyeHus ysefomneHus ®enepanbHon aHTUMOHOMObHON CyX6bl.";
npunoxeHunsa Ne 1 n 2 K yka3zaHHbIM [TpaBuiam N3noXXuTb B CedyoWwen pegakuum:

"MPUNOXEHWE Ne 1

K MpaBunaM rocy4apCTBEHHON perncTpaLmm n nepeperncTpaunm npeaenbHbiX OTAYCKHbIX LeH
Npon3BOANTENEN Ha IEKAaPCTBEHHbIE NMpenapaThbl, BKIIOYEHHbIE B NEPEYEHb XKU3HEHHO HEOOXOAMMbIX U
BaXXKHEWNLLMX JIeKapCTBEHHbIX NPenapaToB

(B pegakuum NOCTaHOB/IEHNS

MpasuTenbcTBa Poccuinckon degepaumm

oT 16 nekabpsa 2019 r. Ne 1683)

(thopma)

3AABJIEHNE

0 roCyIapCTBEHHOWN permcTpauun npeaesibHbiX 0OTAYCKHbIX LIEH MPOM3BOANTENeN Ha IEKAPCTBEHHbIE
npenapaTbl, BKJIIOYEHHbIE

B MepeyeHb XKN3HEHHO HEOOXOAMMBIX U BaXKHEMNLLUNX

NeKapCTBEHHbIX NpenapaToB

3aaBuTenb
(HaumeHoBaHMe, MOYTOBbLIN agpec, afpPec INEKTPOHHOM MOYThI)
[lepxaTenb unun Bnagenel perncTpaumnoHHOro yaocToBEPeHNS IEKapCTBEHHOIO NpenapaTa
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(HanMeHoOBaHWe, MOYTOBLIN agpec, agpec 3IEKTPOHHON NOYThI)

Ne n/n

Ctanus

npowus

BoacTBallpom3soauTesnb (HanmeHoBaHne)AgopecCTpaHalns poCCMNCKMX IOPUONYECKNX NnL, -
NAEHTUDUKALMOHHbBIA HOMEpP HanoronaaTeNbluKa, 418 NMHOCTPAHHbIX IOPUANYECKUX JINL, - KOA
HajloronjaTesblUNKa B CTpaHe perncTpaumm (MHKopnopauum) nav ero aHasorHanmeHoBaHue
perncTpmpyoLero opraHaPerncTpaumoHHbIN HoOMep

Ne n/n

Homep peruncTpa

LLMOHHOI0 yA0CTOBE

peHusiMe)xayHapoaHoe HenaTeHTOBaHHOE,

UAW rpynnnpoBOYHOE, NN XUMUYECKOe HaUMEHOBaHME*TOProBoOe HaMEHOo
BaHneJlekapCcTBEeHHas opMa, 103UPOBKaA, KOMMJIEKTHOCTL**0bLLee KOIMY4eCTBO BO BTOPUYHOW
(noTpebutens

CKoM)

ynakoBKkellpenenbHas 0TMNyCKHas LieHa Npon3BOAMTENS 33
noTpebuTenbCKyo ynakoBKy** 6e3

HOC (pybnen)lUTpnxoBon Kog, HAHECEHHbIN

Ha BTOPUYHYIO (NoTpebntens

CKY10)

ynakoBkyKogATX

KoaTH B3] EASC

12345678910

YNosHOMOYEeHHOoe Nnuo

(th.n.0.)

(mOMKHOCTB)

(noanwuce)

M.I. (npwn Hann4nn)
KoHTaKTHble TeneoHsl
ALpec 3N1eKTPOHHON MOYThl

* B cnyyae OTCYTCTBUS MEXAYHAapOL4HOr0 HenaTeHTOBaHHOrO HAUMEHOBaHUS B PerncTpauMoHHOM
YL,0CTOBEPEHUN NIEKAPCTBEHHOMO NMpernapaTa yKa3blBaeTCs HavMeHOBaHWe JIekapCTBEHHOro npenapara,
npefycMoTpPeHHOE NepevyHeM XU3HEHHO HEOBXOAMMbIX N BaXXKHEWLLNX IeKapCTBEHHbIX NpenapaTos.

** B cnydasax, npefyCcMOTPEHHBIX MyHKTOM 25 lNpaBu rocygapCTBEHHON perncTpaumm n nepeperncrpaumm
npegesbHbIX OTMYCKHbIX LeH MPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYeHb
YKN3HEHHO HEOBXOAUMBIX 1 BaXKHENLLNX NEKAPCTBEHHbLIX MPEMNapaToB, YTBEPXKAEHHbIX MOCTAHOBNEHNEM
MpaBuTenbcTBa Poccuiickon Pepepaunm oT 29 okTabps 2010 r. Ne 865 "O rocyfapcTBEHHOM
pPerynnpoBaHnm LieH Ha JIeKapCTBEHHbIE NpenapaThl, BKJIOYEHHbIE B MEPEYEHb XXN3HEHHO HEOBXO0AMMbIX 1
BaXXHENLLMX IeKapCTBEHHbIX NPenapaToB", AONOJHUTESNIbHO YKa3bliBaeTCs (hopMa BbiMyCKa JIEKapCTBEHHOI O
npenapara, C y4eTOM KOTOPOM pacCYNTbLIBAETCA NpefesibHas OTNyCKHaa LeHa npon3BoanTens 3a
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noTpebuTenbCKyo YNakoBKY JIEKAapCTBEHHOrO MpenapaTa.

MPUNOXKEHWNE Ne 2

K MpaBunamM rocyiapCTBEHHON PErncTpaLmMmn 1 nepeperncTpaunm npeaebHbiX OTAYCKHbIX LiEH
Npon3BOANTENEN Ha JIEKAaPCTBEHHbIE NMpenapaThbl, BKIOYEHHbIE B NEPEYEHb XKN3HEHHO HEOOXOAMMbIX U
BaXXKHEWLLMX IeKapCTBEHHbIX NPenapaToB

(B pefakunm NoCTaHOBNEHUS

MpaBuTenbcTBa Poccuiickon Pepgepaunmn

oT 16 nekabpsa 2019 r. Ne 1683)

(thopma)

3AABJIEHNE
0 MepeperncTpaumnm npeaesbHbiX OTMYCKHbIX LIEH NMPOV3BOAUTENEN Ha IeKapCTBEHHbIE NpenapaThl,
BKJIIOYEHHbIE B NepeyeHb XKN3HEHHO HEOOXOIUMbIX U BaXKHEMNLUUX NIEKAPCTBEHHbIX NPernapaTos

3asBuTeNb
(HanMeHOBaHWe, MOYTOBLIN agpec, agpec 3IEKTPOHHON NOYThI)
[lepxaTenb unun Bnagenel perncTpaumnoHHOro yaocToBepPeHNs IeKapCTBEHHOIO NpenapaTa

(HanMeHOBaHWe, MOYTOBLIN agpec, agpec 3IEKTPOHHON NOYThI)

No

n/nCtagus npoussoacTeallponssoguTens (HanMeHoBaHue)AgpecCTpaHalng poCcCUNCKUX IOPUANYECKIX
L, - NAEHTUMKALMOHHBIA HOMEP HasloronnaTenbLnka, 418 MHOCTPaHHbIX PUANYECKUX L, - KoL,
HanoronnaTeNbLlMKa B CTpaHe perncrTpauum (MHKoprnopawmum) uam ero aHanorHammeHoBaHue
perncTpupyloLLero opraHaPerncTpaunoHHbIn HoMep

Ne

n/n

Homep peruncTpa

LMOHHOI0 yA0CTOBE

peHnsaMexxayHapoaHoe HenmaTEHTOBAHHOE, WK FPYNMMPOBOYHOE, UM XUMNYECKOe
HauMeHoBaHME*TOProBoe HauMeHo

BaHMeJlekapcTBeHHas popma, 1031POBKa, KOMMAEKTHOCTE**O0LLee KOMYECTBO BO BTOPUYHON
(noTpebutens

CKoM)

yrnakoBKellpenenbHas 0TNYCKHas LieHa NPou3BOANTENS 3a NoTpebuTenbckyo ynakosky**6e3 HAC (py6nein)
LLITpUXOBOW KOJ,, HAHECEHHbI Ha BTOPUYHYIO (MoTpebuTens

CKY10)

ynakoBkyKooATX

KoaTH B3 EASC

12345678910

YNosIHOMOYEHHOE NNLL0

(¢h.n.0.)

(4OKHOCTB)
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(noanwuce)

M.I. (npwn Hann4nn)
KoHTaKTHble TeneoHsl
ALpec 3N1eKTPOHHON MOYThl

* B c/lyyae OTCYTCTBUSA MEXOYHApPOLHOr0 HEMaTeHTOBAHHOMO HaMMEHOBaHWSA B PerucTpauuoHHOM
YL,0CTOBEPEHUN NIEKAPCTBEHHOMO NMpernapaTa yKa3blBaeTCs HaMMeHOBaHWe JIekapCTBEHHOro npenapara,
npefycMoTpPeHHOE NepevyHeM XU3HEHHO HEOBXOAMMbIX N BaXXHEWNLLNX IeKAapCTBEHHbIX NpenapaTos.

** B cnydasax, npefyCcMOTPEHHBIX MyHKTOM 25 lNpaBui rocygapCcTBEHHON perncTpaumm n nepeperncrpaumm
npegesbHbIX OTMYCKHbIX LEeH MPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYeHb
YKN3HEHHO HEOBXOOAUMBIX 1 BaXKHENLLNX NEKAPCTBEHHbLIX MPEMNapaToB, YTBEPXKAEHHbIX MOCTAHOBNEHNEM
MpaBuTenbcTBa Poccuiickon Pepepaunm oT 29 okTabps 2010 r. Ne 865 "O rocyfapcTBEHHOM
pPerynnpoBaHnmn LieH Ha JIeKapCTBEHHbIE NpenapaThl, BKJIOYEHHbIE B MEPEYEHb XXN3HEHHO HEOBXO0AMMbIX 1
BaXXHENLLMX IeKapCTBEHHbIX NPenapaToB", AONOJHUTESNIbHO YKa3bliBaeTCs (hopMa BbiMyCKa JIEKapCTBEHHOIO
npenapaTa, C y4eTOM KOTOPOM pacCYNTbLIBAETCA NpefesibHas OTNyCKHaa LeHa npon3BoanTens 3a
noTpebuTenbCKylo YNakoBKY JIEKapCTBEHHOrO NpenapaTa.”;

B) BononHuTb Mpasunamu oba3zatensHon nepeperncTpaumm 8 2019 - 2020 rogax 3aperncTprpoBaHHbIX
npefesibHbIX OTNYCKHbIX LIeH NPou3BoANTENEl Ha JIeKapCTBEHHbIE NpenapaThl, BKIOYEHHbIE B NepeyeHb
YKN3HEHHO HEOBXOAMMBIX U BaXKHEMLLNX NEKAPCTBEHHbIX NPenapaToB CeAyoLLero COAepKaHns:

"YTBEPXIEHbI

nocTaHoBfeHveM [paBuTenbCTBa
Poccuiickon ®epepaLmu

oT 29 okTa6psa 2010 r. Ne 865

MPABUJIA

obsa3aTensHon nepepermnctpauuy B 2019 - 2020 rofax 3apernCcTpMpoBaHHbLIX NPeAesbHbIX 0TMYCKHbIX LieH
Npov3BOANTENEN Ha IeKapCTBEHHbIE NpenapaThl, BKIOYEHHbIE B MepeveHb XXMN3HEHHO HeobX0AMMbIX U
Ba)XHEWLLMX JIeKkapCTBEHHbIX NpenapaTos

1. HacToswume MNpaBnna ycTaHaBAUBAOT NOpSaok ocywectsineHns B 2019 - 2020 rofax obs3aTesibHON
nepeperucTpauuny 3aperncTpupoBaHHbIX NpefesnbHbiX OTNYCKHbIX LeH Npou3BoauTeNen Ha
NeKapCTBEHHbIE MpenapaThl, BKIOYEHHbIE B MepeYeHb XN3HEHHO HEOOXOAUMBIX 1 BaXKHENLLNX
NeKapCTBEHHbIX MpenapaToB (fanee COOTBETCTBEHHO - MpefesibHble OTMYCKHbIE LieHbl, JIeKapCTBEHHbIe
npenapatel, 0653aTencHas nepeperncTpauns).

Ob6s3aTenbHas nepeperncTpauns npefesbHbIX OTNYCKHbIX LLeH Ha NeKapCTBEHHbIE NpenapaThbl
OCYLLEeCTBJIAIETCA C COXPAaHEHNEM MOCTeHNX 3aperncTpMpoBaHHbIX (NepeperncTpupoBaHHbIX) NpedesbHbIX
OTMNYCKHbIX LLeH Ha UMMYHOBMONOrM4yeckme NekapCTBeHHbIE NpenapaThl, IEKapCTBEHHbIE NpenapaThl,
coepxxaline HapKoTUYeCKne CpefCcTBa M NCUXOTPOMHbIE BeLlecTBa, MPON3BOACTBa rOCyAapCTB - Y1eHOB
EBpa3nnCKoro 3KOHOMMYECKOro COt03a, a TakXXe Ha JieKkapCTBEHHbIe npenapaThbl B LLEHOBOM CErMeHTe A0
100 py6bneit, He npeBbILLAOLLNX NpefefibHbIX OTAYCKHbIX LLeH, OnNpefenieHHbIX C Y4eTOM MON0XKEHUA YacTu
4 cTaTbkh 61 PepepanbHOro 3akoHa "O6 obpalleHnmn NekapCTBEHHbIX CPeacTB".

2. 3aperncTpupoBaHHbIe 40 BCTyNaeHus B cuny ®efepanbHOro 3akoHa "O BHeCEeHUW U3MEHEHWI B
depepanbHbIi 3aKoH "06 obpallleHn NeKapCTBEHHbIX CPeACTB" B YacTW roCyapCTBEHHOMO
perynupoBaHna LeH Ha IEKapCTBEHHbIE NpenapaThl, BKNIOYEHHbIE B NepeyeHb XXU3HEHHO HEOOX0AMMBIX 1
Ba)XHEMNLLMX NEeKapCTBEHHbIX NpenapaToB" npefesibHble 0TNYCKHbIE LieHbl Ha pedepeHTHbIe
NeKapCTBEHHbIE MpenapaThl NoanexxaT 0643aTeNbHON NepeperncTpauny Ha OCHOBaHUN 3aABIEHNIA
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B/lA4eNIbLEB UM AepxKaTeNnen perncTpaLnoHHbIX YA0CTOBEPEHU TaKUX NeKapCTBEHHbIX NpenapaTos
(YNOJIHOMOYEHHbIX UMW N1L,), MOLAHHbIX B COOTBETCTBUM C HacToALWMMM [paBunamMu.

3. MMHNCTEpPCTBO 34paBo0OXpaHeHns Poccminckon Pegepaunn B TeveHne 10 paboymx oHen co gHa
BCTYMJIEHNS B CUJTy NOCTaHOBMeHNA MpaBuTenbcTBa Poccuinckon depepaumnm ot 16 gekabpsa 2019 r. Ne
1683 "O BHeCeHUM U3MEHEHMNI B HEKOTOPLIE aKkThl [paBnTensCTBa Poccuinckon ®epepaLm B HacTu
roCyfapCTBEHHOW perncTpaunm n nepepernctpauumn npesesbHbiX OTNYCKHbIX LeH Ha NeKapCTBEHHbIE
npenapaThl, BKIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOAMMBIX N BaXXHENLLNX NEKAPCTBEHHbIX
npenapaToB", pa3MeLLaeT Ha CBOEM OMLNaIbLHOM CallTe B MUHPOPMALIMOHHO-TEIEKOMMYHMKaLMOHHON
cetn "MHTepHeT" (panee - ceTb "NHTepHeT") obpalleHne K BNagenbLaM Ui gepxatensm
perncTpaLmoHHbIX YA0CTOBEPEHWI peepeHTHbIX JleKapCTBEHHbLIX NpenapaToB (YNOJHOMOYEHHbBIM UMK
MuaM) o0 HeobxoaMMOCTU NPeAcTaBAeHNS LOKYMEHTOB U MH(OPMaLMK, NPeaYyCMOTPEHHbIX HACTOALLMMM
Mpasunamu.

4. Nlep)xaTenb nav Bnageney perncTpaLoHHOro yooCcToBepeHmns peepeHTHOro 1ekapCTBEHHOI0
npenapaTta (ynosHOMOYeHHOE UM NNLL0) B TedeHune 40 paboymx AHEN CO AHA BCTYNAEHMS B CUaY
noctaHoBseHus MpaBmTensCcTBa Poccunckon ®efepaumm, ykasaHHOro B NyHKTe 3 HacTosawmx Mpasun,
npeacTtasnseT B MMHUCTEPCTBO 34paBooxpaHeHns Poccminckon ®epepaunn cnegyowme JOKYMeHThI (Ha
BymMa)KHOM HOCUTenNe B 2 3K3eMnasgpax U B I/IEKTPOHHOM BUAE):

3asBneHne 06 obssaTensHon nepepernctpaumm B 2019 - 2020 rogax 3aperucTpupoBaHHON NpenesibHON
OTMYCKHOW LieHbl NPOU3BOANTENS Ha pedhepeHTHbIN NeKapCTBEHHLIN NpenapaT, BKAOYEHHbIN B NepeyeHb
YXN3HEHHO HeobX0AUMBIX 1 BaXKHENLINX NeKapCTBEHHbIX MpenapaTos, Mo hopMe COrnacHo npuaoXKeHuto Ne
1 (panee - 3asBNeHune);

CBeLleHns 0 IMLEH3UN Ha NPOVN3BOLACTBO JIEKAPCTBEHHbIX CPEACTB;

CBeleHNs 0 PerncTpaunoHHOM ya0CTOBEPEHUN NeKapCTBEHHOIO NpenapaTa;

pacyeT npefesibHON OTNYCKHOW LIeHbl NMPOU3BOANTENS Ha pethepeHTHbIN NEKAPCTBEHHLIN Npenapar,
npencTasnsemon ans obszatenbHol nepepernctpauum B 2019 - 2020 rogax, no hopme CorsiacHo
npunoxeHuo Ne 2;

NHOPMALINI0 0 MUHUMAJTbHBIX OTMYCKHbIX LleHax Ha eKapCTBEHHbIN NpenapaT B MHOCTPaHHbIX
rocygapcTsax rno hopMe cornacHo npunoxeHuto Ne 3. NepecyeT LeHbl B MUHOCTPaHHOW BanoTe Ha
JleKapCTBEHHbIe NnpenapaThl B MHOCTPaHHbIX FOCYAAapCTBax, YKa3aHHbIX B NpuioxeHun Ne 3 K HacToALWMM
MpaBunam, B pybsinm oCyLLECTBASETCSA MO CPEAHEMY KYPCY COOTBETCTBYHOLLEA MHOCTPAHHON BaOThI K
pybnto Poccuiickon depepaunn, ycTaHoBAeHHOMY LleHTpanbHbIM 6aHKoM Poccuinckon ®enepaumnm 3a 2018
rog.

[ononHnTEeNbHO Ha ByMa)kKHOM HOCUTeNe NpeacTaBAAOTCS:

csefeHns (no Bolbopy AepxxaTens uam Bnajenbla perncTpalmoHHOro yA0CTOBEPEHNS IeKapCTBEHHOMO
npenapata (ynoJiHOMOYEHHOr0 UM nLa), NOATBEPXKAALLNE OTMYCKHbIE LIeHbl MPON3BOAUTENS Ha
NEeKapCTBEHHbIN NpenapaTt B MHOCTPaHHbIX FOCYAAPCTBaX, YKa3aHHbIX B NPUaoXeHnn Ne 3 K HaCTOSALWUM
MpaBunam (B 2 3K3eMnaspax, C NepPeBOAOM Ha PYCCKMI A3bIK);

LOKYMEHT, NOATBEPXAAIOLWNA MONHOMOYNSA YNOJIHOMOYEHHOM O NLA.

5. CBefeHuna, npefyCcMOTPEeHHbIe MYHKTOM 4 HacToAwmx MpaBusl, yKa3bliBalOTCS B COOTBETCTBUN C
LEeNCTBYIOWMM Ha AaTy nojayu 3adBneHNs perncTpaLoHHbIM YA0CTOBEPEHNEM JIEKAapPCTBEHHOMO
npenapara.

6. [lepxaTenb unun Bnagesew perucTpaLMoHHOro yaoCTOBEPEHNS IEKapCTBEHHOrO NMpenapaTa
(ynonHomo4yeHHoe UM nnuo) B TeveHue 40 paboynx gHer Co OHS BCTYMNAEHUS B CUY NOCTaHOBAEHNS
MpaBuTenbCTBa Poccninckon Pegepaunmn, ykasaHHOro B NyHKTe 3 HacTosAwmx MpaBun, 06d3aH yKkasaTb B
NMYHOM KabunHeTe 3aABNTeNd Ha NopTaJie No BEAEHMWIO FOCYAapCTBEHHOMO peecTpa JIeKapCTBEHHbIX
CPeLCTB peecTpoBble 3anucy rocyapCTBEHHOM0 peecTpa nNpeaesbHbIX OTAYCKHbIX LLeH Npon3BoauTenen
Ha NeKapCTBEHHbIE NMpenapaThl, BKIOYEHHbIE B MEPEYEHb XN3HEHHO HEOOXOANMbBIX 1 BaXKHELINX
NEeKapCTBEHHbIX MPenapaToB (fanee - peecTp), NoANexXallune NCKIIYEHNIO N3 peecTpa, cogepxallimne
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HOMEp pernmcTpaLMoHHOro ya0CTOBEPEHNS NeKapCTBEHHOMO NpenapaTa, HAMMeHoBaHWe Bnagenbua nuin
nep)xatens perucTpaumnoHHoOro yaocToBepeHns nekapCTBEHHOIo npenapaTta, HaMMeHoBaHNS
npousBoguTenen (Mpon3BoACTBEHHbIX MIOLWAA0K MPON3BOAUTENS), MEXAYHAPOAHOE HeEMaTEHTOBaHHOe
HaMMeHOoBaHMe (Npy ero oTCYTCTBUW - XUMUYECKOE UK FPYNMNMPOBOYHOE HAaMMEHOBAHME), TOProBoe
HaVMeHOBaHWe, NeKapCTBEHHYIO hopMy, OO3MPOBKY (KOHLEHTpauuio, 06bem, akTUBHOCTb B eAMHULaX
AencTBmns), hopMy BbiMyCKa, KOMYECTBO B NOTPEONTENLCKON YNAKOBKE, 3aperncTprMpoBaHHYIo
npegenbHyo OTMNYCKHYIO LLEeHY C YKa3aHueM AaThl U HoMepa npukasa MUHUCTepPCTBa 34paBO0XpaHeHNs
Poccninckon ®@egepaumm 0 rocygapCTBEHHON perncTpaumm nan nepepernctTpaunni npenenbHon oTnyCKHON
LeHbl U (1) AaTbl U HOMEpPa BbIMWCKN 13 peecTpa, BblAaHHOW BAaesbLy UAN AepXXaTesto
perncTpaumoHHOro yaoCTOBEPEHNS NEKAPCTBEHHOMO NpenapaTa No pe3yjbTaTaM BHECEHUS U3MEHEHWNI B
peecTpoBYIO 3aNnChb peecTpa Uan No pesynbTaTaM CHUXXEHUS 3aperncTpUpoBaHHON NpeaebHowm
OTMYCKHOW LieHbl MPOM3BOAMTENA Ha IEKAPCTBEHHbLIN NpenapaT, WTPUXOBOW KoL, HAHECEHHLIN Ha
BTOPUYHYIO (NOTPEBUTENLCKYIO) YNAaKOBKY NEKAPCTBEHHOMO NpenapaTa).

7. Mpwn oba3aTeNbHON NepeperncTpauny NPpeaenbHoON OTNYCKHOM LIEHbI Ha KOHKPETHbIN petdepeHTHbIN
JIeKapCTBEHHbIV MpenapaT CBeAeHWs N0 BCEM YKa3aHHbIM B paMKax 04HOro perncTpaunoHHoro
YO0CTOBEPEHUS IEKAPCTBEHHOI0 NpenapaTa NPoM3BOACTBEHHbLIM MJloWaAKaM NPoOn3BoOANTENSA N (hopMaM
BbINYyCKa NeKapCTBEHHOr 0 npenapaTa NpeLcTaBAfaTCS 04HOBPEMEHHO.

8. MnHNCTEpPCTBO 34paBooXpaHeHns Poccuinickon Peagepaunn B TeveHue 15 paboyumx aHen co gHa
NOJIy4YEeHUS YKa3aHHbIX B MYHKTe 4 HacToAwWwmxX MNpaBua OOKYMEHTOB 1 CBEIEHWIA OCYLLECTBJISIET NPOBEPKY
NX MOJSIHOTHI 1 HanpaBAseT OA4WNH 3K3eMMAAp LOKYMEHTOB M CBeAeHMI B PeaepasibHy0 aHTUMOHOMOJIbHYO
cnyxby nnn npuHMMaeT pelleHmne 06 oTkase B 0643aTeNbHON NepeperncTpaunm npeaebHon 0TNyCKHON
LeHbl Ha pehepeHTHbIN IeKapCTBEHHbIN Npenapar.

9. ®enepanbHas aHTUMOHOMObHas cny>xba B TedeHne 70 paboynx AHEN CO OHSA NOSYyYEHNS JOKYMEHTOB U
CBEeZEHMIN NPOBOAUT B COOTBETCTBMM C HAaCTOALWMUMMN MpaBMUIaMn 3IKOHOMUYECKUI aHaNn3 NpeaenbHbIX
OTMNYCKHbIX LileH Ha pedepeHTHble SIeKapCTBEHHbIe NpenapaTbl, MPUHMMAaeT 1 HanpasnseT B MUHUCTEPCTBO
3[paBooxpaHeHns Poccunckon defepaLnm pelieHmne o cornacoBaHum npenesbHon OTNyCKHOW LeHbl nan
06 0TKa3e B ee COrnacoBaHUM C yKasaHMeM NpuynH 0TKasa, NybankyeT gaHHbIe O COrTaCOBAaHHONM LieHe
petepeHTHOro 1eKapCTBEHHOIO NpenapaTa Ha CBoeM ouunansHOM cante B ceTu "MIHTepHeT".

10. B cniyqae HeobXxoANMMOCTW YTOYHEHUS CBEAEHWI, COAEPXKALLMXCS B MPEeACTaBEHHbIX JOKYMEHTaX, U
(nnn) nonyyveHns oNONHUTENbHON HeobxoanmMon nHopMaLun MUHUCTEPCTBO 34PaBOOXPAHEHNS
Poccuinckon ®epepaumm n ®epepanbHas aHTUMOHOMONAbHAA Cy>xba 3anpallnBaloT COOTBETCTBYOLME
JIOKYMEHTbI 1 CBEAEHMSA B MOPAAKe, NPedyCMOTPEHHOM NyHKTaMu 12 n 14 MpaBua rocygapCTBEHHON
perncTpaumm n nepeperncTpaumm npeaesbHblX 0TAYCKHbIX LLEH NPOW3BOAUTENIEN Ha JIEKAPCTBEHHbIE
npenapaThl, BK/OYEHHbIE B MepeY€eHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLNX JIeKaPCTBEHHbIX
npenapaToB, YTBEPXXAEHHbIX NOCTaHOBAeHMeM MpaBuTenbcTBa Poccninckon ®epepaunm oT 29 okTabpsa
2010 r. Ne 865 "O rocynapCTBEHHOM PEryanMpoBaHUN LEH Ha NeKapCTBEHHbIE MpernapaThl, BKIOYEHHbIE B
nepeyeHb XXN3HEHHO HEOOXOAMMBIX N BaXXHEMLLNX IEKAPCTBEHHbIX NpenapaToB" (oanee - MNpaBuna
perncTpaummu).

11. OcHoBaHUAMM ON5 0TKa3a B 0bA3aTenbHON nepeperncTpaumm MUHUCTEPCTBOM 34paBOOXPaHEHUS
Poccuinckon degepaumm npenesbHoN OTNYCKHOW LEeHbl Ha pedepeHTHbIN IeKapCTBEHHbIN npenapaT
ABNAOTCA:

a) OTCYTCTBME B NPeACTaB/IeHHbIX B COOTBETCTBMMU C MYHKTOM 4 HacToAwmX MpaBua LOKyMeHTax
CBeLEHMI, NPeayCMOTPEHHbIX HacTosAWw MMM MpaBunamu;

6) HenpencTaBieHNe CBeAEHMIN B COOTBETCTBUM C NMyHKTaMn 4 1 10 HacTosAwmx MNpasun,

B) pelweHne ®enepanbHON aHTUMOHOMOJILHON Cy>XObbl 06 0TKa3e B COrnacoBaHWmM NpenenbHON OTMYCKHON
LeHbl Ha pehepeHTHbIV IeKapCTBEHHbIN Npenapar.

12. OcHoBaHUAMYK ONns NPUHATUS PenepanbHON aHTUMOHOMNONIbHON CNy»X601 pelleHns o6 oTkase B
COrflacoBaHMN NPeaenbHON OTNYCKHOM LIeHbl Ha pedepeHTHbLIN JIeKapCTBEHHGIN NpenapaT SBAAOTCA:
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a) NpeacTaB/ieHNe HeJOCTOBEPHbIX CBEAEHWNI,

6) NnpeacTaBneHne 4OKYMEHTOB B HEMOHOM 06beMe 1 (MAKn) HEMOMHOTa COAEPXKALLUXCSA B HAX CBEAEHUI;
B) HenpeAacCTaB/ieHne CBEAEHNN B COOTBETCTBUN C MyHKTOM 10 HacToswwmx MNpasun;

) NpeBbILEHNE NPeacTaBNEHHON K 0643aTeNbHON NepeperncTpauun npeaenbHon OTNYCKHOM LeHbI Ha
pedepeHTHbIA NeKapCTBEHHbLIN NpenapaT Haj LLeHON, pacCYMTaHHON B COOTBETCTBUM C HACTOALWUMU
Mpasunamu.

13. ®epepancHag aHTUMOHOMNONLHAS Cyxba Npy NpoBepke cBeAEeHWIN, NPeACcTaBAeHHbIX BNafebLeM nau
AepxaTeneM perncTpaunoHHOro YA0CTOBEPEHUS IeKapCTBEHHOIO NpenapaTa (YynoJIHOMOYEHHbIM 1M
JINLOM) B COOTBETCTBUM C HAacTOAWMMY MpaBuaaMum, MCNOAb3YET UCTOYHUKK, COAEPIKALLMNE LEeHbl Ha
NeKapCTBEHHble NpenapaThbl B MIHOCTPaHHbIX FOCyAapcTBax COrflacHo npuaoxeHuio Ne 3, COOTBETCTBYOLLME
TpeboBaHMAM, NPefyCMOTPEHHbIM NYHKTOM 17 lNpaBun perncTpaumnm.

14. MnHNCTEpCTBO 34paBooxpaHeHns Poccuiickon Gefepanmm NnpuHMMaeT pelleHune ob oba3aTenbHON
nepeperncTpaLumn npeaenbHon 0TINYCKHOM LIEeHbI Ha pedepeHTHLIN NeKapCTBEHHbIN NpenapaT B
3aBNCMMOCTY OT PeLlEeHUs 0 COrfnacoBaHUM NPeaesibHON OTMYCKHOM LieHbl, MPUHATOro ®efepansHowm
AHTUMOHOMOILHOW CyX60l1, 04HOBPEMEHHO C pelleHneM 06 obs3aTenbHON NnepeperncTpaunm
npeaenbHbIX OTAYCKHbIX LIEH Ha BOCMPOU3BeeHHble, BrioaHanorossle (6MononobHbIe) NneKapCTBEHHbIE
npenapaTthbl B 3aBUCMMOCTY OT peLleHns, NnpuHaToro ®epepanbHON aHTUMOHOMOLHOW CNY>X60W.

15. MUHUCTEPCTBO 3a4paBooxpaHeHus Poccuinckon Genepauum B TeyeHme 20 paboynx gHen co aHA
nonyyeHus peweHus ®enepasbHON aHTUMOHOMNONLHOW CNYXXObl O COrIAaCOBaHUM NpefenbLHON OTNYCKHON
LeHbl NPOM3BOANTENA Ha pehepeHTHbIN IeKapCTBEHHbIM NpenapaT HanpasnseT B PefgepasibHyo
QHTUMOHOMOJIbHYIO CNY)KOY B OTHOLLEHUM 3TOro pehepeHTHOr0 IEKapCTBEHHOMO NpenapaTa Mo COCTOSHUIO
Ha LeHb NPUHATUS YKa3aHHOM O peLleHns nepeyeHb 3aperncTpmpoBaHHbiX B Poccuinckon depepauun
BOCMPOMN3BeLEHHbIX, BMoaHanoroBbix (6nonofobHbIX) NEKAPCTBEHHbLIX MPenapaToB, NpeaeNbHble
OTMYCKHbIE LieHbl HA KOTOPbIE 3aperncTprMpoBaHbl U BKAKOYEHbI B peecTp, coaepXxallmin Heobxogmmoe ans
NPVMEHEHNS NMOHMXKAIOLLEro KoshuLUMeHTa onNncaHne BOCNPON3BEAEHHbIX, BrI0aHaN0roBbIx
(6buononobHbIX) NeKapCTBEHHbLIX MpenapaToB (HOMep PerncTpPaLMoHHOro yA0CTOBEPEHNS IEKaPCTBEHHOIO
npenapaTta, HauMeHOBaHWe BAafesbLa WK gepXxaTens perncTpaunoHHOro yooCTOBEPEHUS
NEKapCTBEHHOrO NpenapaTta, HaMMeHOBaHWA NPON3BOAMTENEN (MPON3BOACTBEHHbIX NAOLLAL0K
Npou3BOANTENS), MEXAYHAPOLHOE HEMAaTEHTOBAaHHOE HaMMeHOBaHWe (Npy ero oTCYyTCTBUM - XUMUYECKoe
UV rpynnupoBOYHOE HaMMeHOoBaHWeE), TOProBoe HaMMeHoOBaHWe, IekapcTBeHHas hopma, LO3UPOBKa
(KoHLeHTpaums, 06beM, akTUBHOCTb B eANHWLAX AeACTBUSA), BbipaXKeHHas B COOTBETCTBYIOLLNX eANHMLaX
n3MepeHus, opMa BbIMyCKa, KOMYECTBO B MOTPEBUTENLCKOM YNaKOBKe, MOCAEAHASA NpeaebHas
OTMNYCKHas LieHa C yKa3aHMeM JaTbl U HOMepa Npukasa MUHUCTepCTBa 34paBOOXPaHeHNs Poccunckom
defepaun 0 perucTpauny nam nepeperucTpaLmm npefesbHon oTNyCKHOW LieHbl U (Man) faTel U HOMepa
BbIMWCKWN U3 peecTpa, BblAaHHOW BNagenbLly WK AepXxaTento perncTpaumnoHHoro yaqoctosepeHms
NeKapCTBEHHOro NpenapaTta no pesyfbTaTaM BHECEHUS U3MEHEHWIN B PEECTPOBYIO 3aMnUCb peecTpa Uaun no
pe3ynbTaTaM CHMKEHUS 3aperucTpnpoBaHHON NpenebHON OTMYCKHOW LEHbl Ha JIEKaPCTBEHHbIN
npenapat, WTPUXOBON KOA, HaHECEHHLIN Ha BTOPUYHYIO (MOTPebnTENbCKY0) YNaKOBKY NEKAPCTBEHHOI0
npenapata), Ha 6yMa)KHOM HOCMTesie N B 3NEKTPOHHOM BuAae B TabnnyHoM hopmaTe.

16. MUHUCTEPCTBO 3 paBooxXpaHeHus Poccuinckon Genepauum B TeyeHme 15 paboynx gHen co gHA
nonyyeHus peweHus ®enepasbHON aHTUMOHOMNOALHON CNyXObl 06 0TKa3e B cornacoBaHWM NpeaesbHon
OTMYCKHOW LieHbl Ha pehepEHTHLIN IeKapCTBEHHbI MpenapaT NPUHMMAET COOTBETCTBYIOLLEE pelleHne 06
0TKase B 0643aTeNbHON NepeperncTpaLuy npeaenbHon 0TNYCKHON LeHbl Ha peepeHTHbIN
JIeKapCTBEHHbIN npenapar.

Mpw NnpnHATUN pelleHns 06 oTka3e B 06s3aTenbHOM NepeperncTpaLmmn NnpeaenbHoOn OTAYCKHONM LieHbI Ha
NeKapCTBEHHbIN nNpenapaT MMHMCTepPCTBO 34paBooxpaHeHns Poccuinckon defepaLmm B CPOK, He
npesbillatowmin 5 paboyumnx aHen co AHA NoayyYeHns peweHns ®enepasbHON aHTUMOHOMOJIbHON CY>XKObI,
yBeLOMASeT AepXaTensa uam snagensla perncTpalmoHHOr0 yA0CTOBEPEHNS IeKapCTBEHHOMO npenapaTa
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(ynoNHOMOYEHHOE MM NNL0) B MUCbMEHHON hOpMe O MPUHATOM peLleHnn (C N30XKeHNeM NPUYMH 0TKa3a).
17. B cnyyae ecnv gepxxaTenem uav BragesbLeM perncTpalmoHHOro yaoCcToBepeHns peepeHTHOro
JIeKapCTBEHHOro npenapaTa (YyNoJIHOMOYEHHbIM UM JIMLLOM) B Te4eHune 15 paboyunx gHen co gHA NpUHATMA
MuHMCTEepCTBOM 3apaBooxpaHeHns Poccninckon ®epepalmmn peleHns ob oTkaze B 0653aTensHOM
nepeperncTpauuy npefensHon OTNYCKHON LieHbl Ha pediepeHTHbIN IeKapCTBEHHbLIN NpenapaT NOBTOPHO
npeacTasneHbl B MUHUCTEPCTBO 34paBooxpaHeHuns Poccuinckon denepaunm [OKYMEHTbI B COOTBETCTBUM C
NYyHKTOM 4 HacToAwmMX MpaBns, CPOKM PacCMOTPEHUS NOBTOPHO MNOAAHHBLIX JOKYMEHTOB ONPEAEensaoTCa B
COOTBETCTBMU C NyHKTamn 10 1 13 Mpasun perncrpaymu.

18. MNpu 0bsa3aTeNnbHON NepeperncTpaLmm npeaesbHas 0TNYyCKHas LieHa Ha pedyepeHTHBbIN eKapCTBEHHbIN
npenapaTt 415 KaXX[0# NeKapCTBEHHOW (POPMbl, 4O3MPOBKMN (KOHLIEHTPaLMK, akTUBHOCTY B € AMHULAX
AeNncTeus) 1 obLuero KOAMYeCcTsa BO BTOPMYHON (MOTpebuTensckon) ynakoske 6e3 yyeta opMbl BbiMycka,
33 UCKJIIOYEHMEM CJlydas, NpeayCMOTPEHHOro NyHKTOM 21 HacToawmx MpaBui, He MOXeT NpeBbILLaTh:

a) pa3Mep MUHMMaJbHOW OTMYCKHOWN LieHbl Nnpon3BoanTens (6e3 yyeTa Npon3BoACTBEHHbIX MJIOLWAA0K
NPOU3BOANTENS) Ha TaKOW IEKAPCTBEHHbLIN NpenapaT B UHOCTPaHHbLIX FOCYAapCTBaX, yKa3aHHbIX B
npunoxeHun Ne 3 K HacTosAwmM MNMpaBunam (C y4eTOM pacxodoB, CBA3aHHbIX C TAMOXXEHHbIM
0hOpMNEHNEM), PACCHYMTAHHBIA Ha OCHOBAHMMN AaHHbIX, YKa3aHHbLIX B NPUA0XKeHUN Ne 2 K HaCTOALWUM
MNpasunam;

6) paHee 3aperncTpUpoBaHHYio (MOCAEOHIO NEPEPErNCTPUPOBAHHYI0) NPEeAEe/bHYI0 OTMYCKHYIO LIEHY Ha
3TOT JIeKapCTBEHHbIA NpenaparT;

B) NpefesibHyt0 OTAYCKHYIO LieHY Ha JIeKapCTBEHHbIA NpenapaT, onpeesieHHYIo C y4eToM nyHkTa 8 Mpasun
perncTpaumnu, 3a NCKI0YEHNEM Cy4aeB, MPeayCMOTPEHHbIX MYHKTOM 6 HacToAwwmx Mpasu.

19. MNMpw obsA3aTeNbHON NepeperncTpaLmm ¢ y4eTom NyHKTa 18 HacTosAwmx MNpasun B paMkKax 0HOro
TOProBOro HaMMeHOBAHWS NEeKApPCTBEHHOMO NpenapaTa C y4eTOM U3MEHEHUS TOProBOro HaVMeHOBaHNS
NeKapCTBEHHOro NpenapaTta A5 BCeX NoAeXallnX CHUXEHNIO 3aperucTprupoBaHHbIX
(mepeperncTpmnpoBaHHbIX) MpeaesibHbIX OTMYCKHbIX LieH Ha pedepeHTHLIN NeKapCTBEHHbIN NpenapaT
npoussoanTenein (NPoN3BOACTBEHHbIX MJOWAA0K NPON3BOANTENS), YKA3aHHbLIX B paMKax 04HOro
perncTpaumoHHOro yaoCcToBepeHns, No pesysibTaTaM 0b6s3aTeNlbHOM NepeperncTpauumn B peectpe
yCTaHaBANBAETCA eAMHaa NpeaefibHasa 0TNYCKHasA LleHa Ha JIeKapCTBEHHbIN NpenapaT Aas Kaxaow
NeKapCTBEHHOW (POpMbl, O3MPOBKU (KOHLEHTPaLMKN, akTUBHOCTY B €AUHMLAX LeNCcTBKS) 1 obLiero
KOMMYeCTBa BO BTOPMYHON (NoTpebuTtenbckoi) ynakoBke 6e3 yyeTa hopMbl BbiMyCKa, 3@ UCKIIIOYEHNEM
cny4vas, NpefyCMOTPEHHOM0 NYHKTOM 21 HacTosAwmx Mpasun.

20. B cniyvae ecnm B paMKax 0JHOMO TOProBOro HaMMeHoBaHNA pedepeHTHOr0 JIeKapCTBEHHOr 0 npenapaTa
C Y4Y€TOM N3MEHEHNS TOProBOro HaMMeHOBaHUSA NEKAPCTBEHHOrO NpenapaTa 3aperncTpupoBaHHas
(nepeperucTpunpoBaHHas) NpeaesibHas 0TNyCKHas LeHa 418 O4HOr0 UK HECKONbKUX NPOU3BOAUTENEN
(Mpon3BOACTBEHHBIX NIOLWAA0K MPON3BOAUTENS), YKA3aHHbIX B paMKax 04HOro perncTpaunoHHoro
YyOOCTOBEPEHUS, HUXE, YeM NpeesibHas OTNYyCKHas LeHa, pacCyMTaHHas B COOTBETCTBUM C MYHKTOM 18
HacToAwwmx MNpaBui, 3Ta LeHa NoANeXNT COXPaHEeHUo B peecTpe.

B cnyyae ecnm ans pedhepeHTHOro 1eKapCTBEHHOMO NpenapaTa ¢ 0AHON IeKapCTBEHHON hOpMON,
[03UPOBKON 1 06LLMM KOIMHECTBOM BO BTOPUYHON (MOTPebnTenbCKon) ynakoBKe 3aperncTpupoBaHo
HEeCKONbKO NpefesbHbIX OTMYCKHbIX LIeH, NpeaenbHasa 0TNYCKHas LLeHa Ha IeKapCTBEHHbIN NpenapaT He
MOXET MpeBbILIaTbh MUHUMANbHYIO U3 3apEernCTPMPOBaHHbIX NpefenbHbIX OTMNYCKHbIX LeH (C y4eToM
nocnenHen nepeperncTpMpoBaHHON LeHbl, 6e3 y4eTa Npon3BOACTBEHHbIX MJIOWAA0K NPON3BOANTENS) C
Yy4eTOM CBEAEHWIN O HANNYMX 3aPErnCTPUPOBAHHLIX NPeAEbHbIX OTMYCKHbIX LieH 3as9BASeMOoro
JIEKApCTBEHHOr 0 NpenapaTa CorfacHo npuaoxenuo Ne 4.,

21. B cnyvyae ecnm MUHUMabHbLIA YPOBEHb LIEH pethepeHTHOr0 JIeKapCTBEHHOMO NpenapaTa Ha pa3nyHble
hopMbl BbINyCKa (LUNPULL-PYHKIK, KapTPUAXM MO0 UHbIE (DOPMbI BbINYCKa, COBMECTUMbIE C YCTPONCTBaMU
BBeAEHMNSA (MPUMEHEHNS) UK ABNAKOLWMECS YCTPONCTBaMU BBEAEHMA (MPUMEHEHNS) B OAHOM U3
rocyLapcTB, YKa3aHHbIX B npunoxxeHun Ne 3 K HacToswmM lMNpasBmnam, pasnnyaeTcs 6bonee yem Ha 10
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NpoLeHTOoB, Npu oba3aTesibHON NepeperncTpauny NpeaenbHbiX OTNYCKHbIX LLeH Ha YKa3aHHbIN
pedepeHTHbIN SIeKapCTBEHHbIN npernapaTt AoMNyCcKaeTcs yCTaHaBAMBaTb NpefesbHY0 OTMYCKHYI0 LeHYy Ha
KaXKay'lo 13 Takux opm BbINyCKa IeKapCTBEHHOro NpenapaTa.

22. MNpepenbHas oTMNyCKHas LieHa Ha pedepeHTHbIN IeKapCTBEHHLIN NpenapaT B c/y4vae,
npeaycMOTPEHHOM NYHKTOM 21 HacToAwmX NpaBui, yCTaHaBAMBaeTCA Ha OCHOBAHUM MUHUMAbHON
OTMNYCKHOW LieHbl Nnpou3soanTens (6e3 yyeTa Npon3BOACTBEHHbIX MOLLALOK MPOM3BOAUTENSA) Ha
COOTBETCTBYIOLLME (POPMbI BbIMyCKa Takoro JiekapCTBEHHOr O rnpenapaTa B rocyapcTBax, yka3aHHbIX B
npunoxeHun Ne 3 K HacToAwmM MNMpasuaam (C y4eTOM pacxofoB, CBA3aHHbIX C TAMOXXEHHbIM
ohopmMmeHnem).

Mpn 3TOM MaKCUManbHas pasHuLa Mexay npefesbHbIMU OTNYCKHbIMU LIeHaMUN Ha Takow pedepeHTHbIN
JIeKapCTBEHHbIV MpenapaT B pa3/inyHbIX (hopMax BbiMycka, CONOCTaBUMbIX MO JIeKapCTBEHHOM hopMe,
L03POBKE (KOHLEHTPpaLMKN, akTUBHOCTY B €AMHULAX OeNCTBNA) 1 06LLEMY KOMYECTBY BO BTOPUYHON
(noTpebuTenbCckon) ynakoBke, He MOXKET NMpeBbiwaTh 90 NPOLIEHTOB.

23. Obs3aTenbHas nepeperncTpaumns npefenbHblX OTNYCKHbIX LeH Ha MMMYHOBMONOrnyeckme
JleKapCTBEHHbIe NpenapaThbl (BaKLMHbI) OCYLLECTBSETCA B COOTBETCTBMM C TpeboBaHmaMN,
YCTaHOBNEHHbIMU 15 pedepeHTHbIX IeKapCTBEHHLIX NPenapaTos.

24. 3aperncTpmpoBaHHble npefenbHble OTMYCKHbIE LIeHbl Ha BOCNPOU3BeAeHHble, BroaHanorosble
(buonomobHble) NekapcTBEHHbIE NPenapaThl nogaexat 0bs3aTenbHON NnepeperncTpaumm bes
npeacTaBneHns 3a8BNeHNA BNaenblamMmy Unn gepxaTensaMn perucTpaLoHHbIX YA0CTOBEPEHNI TaKMX
JIeKapCTBEHHbIX NpenapaToB (YNOJHOMOYEHHbIMU UMW IMLEaMN).

25. Mpwn obs3aTeNnbHOM NepeperncTpaunny npeaensHas oTnyCcKHas LieHa Ha BOCMPOU3BEAEHHbIN,
6roaHanorosbl (bronofobHbIN) NekapCTBEHHbIV NpenapaT AN KaXKA0N JlekapCTBEHHON (hOPMbI,
J03UPOBKMN (KOHLEHTPaLWUN, akTUBHOCTY B eANHNLLAX AENCTBNSA) 1 06LLEro KOIMYeCTBa BO BTOPUYHON
(noTpebutenbckomn) ynakoske 6e3 yyeTa hopMbl BbINyCKa, 3a UCKNIOYEHMEM Cy4Yas, NpefyCMOTPEHHOr0
NYHKTOM 21 HacToswwmx MpaBun, He MOXET NpeBbIaTh:

a) paHee 3aperncTpupoBaHHyo (NOCIeLHIOI NepeperncTpUpPoBaHHYI0) NPpefenbHY0 OTMYCKHYIO LieHyY
NPOM3BOAWNTENA Ha 3TOT JIeKapCTBEHHbIN NpenaparT;

6) NpeaenbHY0 OTMYCKHYIO LIEHY Ha 3TOT IEKAPCTBEHHLIN NpenapaT, ONpeaeeHHyo C y4eToM TpeboBaHui
nyHkTa 8 MpaBun pernctpauum 6e3 yyeta npefefbHbIX OTAYCKHbIX LLEH, NCK/IIOYEHHbIX B COOTBETCTBUN C
NYHKTOM 6 HacToawmx Mpasun;

B) 415 IeKapCTBEHHOr 0 npenapaTa (3a UCKYeHneM ophaHHOro leKapCTBEHHOr 0 npenapaTa), - LeHy,
paccYMTaHHYI0 B COOTBETCTBUM C pasgenom VIl MeToankm pacyeTa npefesbHblX OTAYCKHbIX LEeH
NpPoOn3BOANTENEN Ha JIEKAPCTBEHHbIE MpenapaThl, BKAIOYEHHbIE B MepeyeHb KXU3HEHHO HEOOXO0AMMBIX U
Ba)XHEMNLLMX NeKapPCTBEHHbIX NpenapaToB, YTBEPXXAEHHON NoCTaHoBNeHeM lMpaBuTenbCcTBa POCCMCKON
®epepaumm ot 15 ceHTa6ps 2015 r. Ne 979 "O BHECEHUMN U3MEHEHUI B NOCTaHOBAeHWe paBUTENbCTBA
Poccuiickon ®epepaumm ot 29 okTa6ps 2010 r. Ne 865 1 06 yTBEpXAEHUN METOANKN pacyeTa npefenbHbiX
OTMNYCKHbIX LleH MPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIe B MepeYyeHb XN3HEHHO
HeobX04MMbIX N BaXXHENLUMX IEKAPCTBEHHbIX MPenapaToB, NPy UX roCyAapCTBEHHOW perncTpaumm u
nepepernctpaummn" (nanee - MeTogmMKa), C MPUMEHEHNEM MOHMXAOLWEro KO3 duumeHTa B OTHOLLEHNN
nepeperncTpmMpoBaHHON B 0643aTeNbHOM NOPSAKE B COOTBETCTBMU C HAaCTOAWMMM MpaBuaaMu NpeaenbHon
OTMYCKHOW LiIeHbl HAa COOTBETCTBYIOLLMI pedepeHTHbIN IeKapCTBEHHbIN NpenapaT. 3HavyeHns
MoHWXatoLero KoapuumneHTa, NnpumeHsemMoro npu obszaTensHon nepepernctpauumn B 2019 - 2020 ropax
npenenbHbIX OTMYCKHbIX LLeH Npou3BoAnNTeNel Ha BOCNPOoM3BeaeHHbIe, BruoaHanorosble (bruononobHsle)
JlIeKapCTBEHHbIE NpenapaThl, onNpeaensanTca no gopMysiamM pacyeTa cornacHo npunoxeHumo Ne 5;

r) ANna opdaHHOro slekapCTBEHHOro nNpenapaTa - npefesibHy 0TNYCKHYIO LIeHY Ha COOTBETCTBYIOLLNIA
pedepeHTHbIA NeKapCTBEHHbIN NpenapaT, nepeperncTpupoBaHHyio B 0ba3aTesibHOM nopsake B
COOTBETCTBUM C HacToALWMMY MpaBunamu.

26. Npwn o6a3aTenbHON NepeperncTpanm ¢ y4eToM nyHkTa 25 HacToawmx MpaBua B paMKax 04HOM0
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TOProBOro HaMMeHOBAHWS NEeKAPCTBEHHOMO NpenapaTa C y4eTOM U3MEHEHUS TOProBOro HaVMeHOBaHNS
JIeKapCTBEHHOrO npenapaTa Aas BCeEX NOANEXALUUX CHUKEHWNIO NPefesbHbIX OTMYCKHbIX LieH Ha
BOCMNpon3BeeHHble, brioaHanorosble (buonofobHble) nekapCTBEHHbIE NpenapaThl NPOM3BOANTENEN
(Mpon3BOACTBEHHBIX NIOLWAA0K MPON3BOAUTENS), YKa3aHHbIX B paMKax 0flHOro perncTpaLnuoHHOro
y[0CTOBEPEHMSA, N0 pe3ynbTaTaM 06d3aTesIbHON NepeperncTpauny C y4eTom nyHKTa 29 HacToAWMX
MpaBnn B peecTpe yCTaHaBANBAIOTCA eAnHble NpefesibHble OTNYCKHbIE LeHbl Ha JIeKapCTBEHHbIe
npenapaTbl 4S9 KaXX40N JleKapCTBEHHOW POPMbI, LO3MPOBKU (KOHLLEHTPALMW, aKTUBHOCTMN B €AMHMLIaX
NencTBus) 1 obLLero KOAMYecTsa BO BTOPMYHON (MoTpebuTenbckon) ynakoske 6e3 yyeta opMbl Bbinycka,
3a UCKJIIOYEHNEM CyYas, NpeayCcMOTPEHHOro NyHKToM 30 HacToawmx MNpasu.

27. B cnyvae ecnv B paMKax 0HOr0 TOProBoro HAaMMeHOBaHMS BOCNPOM3BeLeHHOro, 61MoaHanoroBoro
(6buononobHOro) NekapCTBEHHOr 0 NpenapaTa C Y4eTOM U3MEHEHUS TOPrOBOr0 HAaMMEHOBaHMWS
NEeKapCTBEHHOro NpenapaTta 3aperucTpupoBaHHas (nepeperncTpmpoBaHHas) npefensHas OTAyCKHas LeHa
4719 OHOr0 MW HECKOJIbKMX Mpou3BoguTeneit (Npon3BoACTBEHHbIX M0OWAA0K NPOM3BOANTENS),
YyKa3aHHbIX B paMKaxX 04HOr0 PernCcTPaLnoHHOr0 YAOCTOBEPEHUS, HMXKE, YEM NpPelesibHas OTNyCKHas LeHa,
paccyMTaHHaa B COOTBETCTBUM C MyHKTOM 25 HacToAwwmx MpaBu, 3Ta LieHa NoAAEXUT COXPaHEHMIO B
peecTpe.

B cnyyae ecan ons BocnponsseneHHoro, buoaHanorosoro (bronogobHoro) nekapCTBEHHOro nNpenapaTa ¢
0QHOW NeKapCTBEHHON HOPMOWA, AO3MPOBKONM 1 0OLUM KONMYECTBOM BO BTOPUYHONM (MOTPebuTensckom)
YNaKoBKe 3aperncTpMpoBaHO HECKO/IbKO NMpeaesibHbIX OTAYCKHbIX LIeH, NpefesibHas 0TNyCcKHas LeHa
NMPOM3BOAWNTENA Ha JIEKAPCTBEHHbIV NpenapaT B paMkax 04HOIr0 perncTpaunoHHOro yaocToBepeHNs He
MO>XeT MPEeBbILaTb MUHMMAbHYIO M3 3aPErncTPUPOBaHHbIX NPeAesibHbIX OTMYCKHbIX LEH C yYeTOM UX
nepeperncTpaumm, 3a NCKAOYEHNEM NMpefesibHbIX OTAYCKHbIX LLeH, UCKJTIOYEHHbIX B COOTBETCTBUM C
NMYHKTOM 6 HacToawmx Mpasun.

B cny4yae ecnim B paMKax 04HOro perncTpaumoHHOro yaoCToBEpeHMS IeKapCTBEHHOMO NpenapaTa
3apPernucTpuMpoBaHbl LieHbl Ha BOCMPOU3BeAeHHbIN, BroaHanoroBbl (61MoNoa00OHbIN) TIeKapCTBEHHbI
npenapaTt NpoM3BOAMNTENS rOCYAapCcTBa - YaeHa EBpa3ninckoro 3KOHOMUYECKOro Co3a U MHOCTPAHHOI O
NPOM3BOACTBA, MUHMMasbHasA N3 3aperncTPMPOBaHHbLIX MPeaesbHbIX OTAYCKHbIX LIeH onpenenseTcs C
COXpPaHeHMEM NPUHALANIEXHOCTW NPON3BOANTENS K FOCYAAPCTBY - YneHy EBpa3niicKoro 3KOHOMUYeCKoro
COl03a AN NHOCTPaHHOMY MPOM3BOAUTENIO.

28. B cnyyae ecnv no pesynbTaTaM 0b6s3aTeNbHON NepeperncTpanmm B pamkax MexayHapoaHoro
HenaTeHTOBAHHOI0 HaMMEHOBAHUSA (NPW ero OTCYTCTBUM - FPYMMMPOBOYHOIO MU XMMUYECKOT0) 1
JIeKapCTBEHHOM (hOPMbl Ha COOTBETCTBYIOLLNIA pedhepPEeHTHBIN NEKAapPCTBEHHbIN NpenapaT yCTaHOB/EHbI
pa3nunyHble NpeaesbHble OTNYCKHbIE LieHbI, MPUMEHSETCS CpefHee apnhMeTNYeCKoe 3HaYeHne
MOHVXatoLwero Ko guumneHTa, pacCiMTaHHOE Ha OCHOBAHWMN YCTaHOBJIEHHbIX MO pe3ybTaTam
0643aTeNbHON NepeperncTpauny npenenbHbiX OTNYCKHbIX LEH Ha pehepeHTHbIN eKapCTBEHHbI
npenapar.

29. B cnyyae ecsiv B paMkKax 04HOIr0 perncTpaumnoHHOro yaocToBepeHmns 1ekapCcTBEHHOro npenapaTa
3apernucTpmpoBaH BOCNPOU3BEAEHHbIN, BoaHanoroBein (61MonoaobHbIN) NekapCTBEHHLIN NpenapaT
NpoM3BOANTENSA FOCYAApPCTBa - YieHa EBpa3nMnckoro aKOHOMMYECKOro Co3a U MHOCTPaHHOM O
NpPon3BOACTBA, LieHbl A1 YKa3aHHOIro IeKapCTBEHHOI0 NpenapaTa PaCCYNUTLIBAOTCSA B COOTBETCTBUM C
pasgenom VIl MeToanKn ¢ NpUMeHeHNeM NOHMKALWNX KO3SPNPULINEHTOB, 3Ha4YEHUS KOTOPbIX
onpenenstoTCs B COOTBETCTBMM C NpusioxeHmeM Ne 5 K HacToawmMm Mpasunam.

30. B cnyyae ecnv npegenibHas 0TNYCKHas LieHa Ha pedyepeHTHbIN NeKapCTBEHHbIN NpenapaT yCTaHOBJIEHA
B COOTBETCTBUWN C NyHKTaMKM 21 1 22 HacToAwmx MpaBui, pacyeT npelesibHblX OTAYCKHbIX LeH Ha
BOCMNPOW3BeleHHbIN, BruoaHanorosbin (6onoaobHbIN) NeKapCTBEHHLIN NpenapaT OCYLLECTBASETCA B
COOTBETCTBUM C NYHKTaMM 24 - 27 HacTosALwmX MpaBun ANa Kaxxaon opMbl BbINyCKa MCXOASA U3
npenesibHbIX OTMNYCKHbIX LeH Ha COOTBETCTBYIOLME (POPMbI BbiMyCKa pedepeHTHOro 1eKapCTBEHHOIro
npenapaTa.
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31. ®epepanbHas aHTUMOHOMNObHAA Cnyxba B TeyeHme 60 paboynx gHEeR co AHS NoNyvYeHus oT
MuHnCcTepcTBa 34paBooxpaHeHns Poccuinckon denepauny ceegeHunin, NnpeayCcMoTPeHHbIX MyHKTOM 15
HacToAwwmx MNpasun, NPOBOAMT B COOTBETCTBUW C HacToAWMMM MNpaBuaaMmm n METOANKON pacyeT
npenenbHbIX OTMYCKHbIX LIEH Ha BOCMPOU3BeeHHbIe, BrioaHanorossle (6MononobHbIe) NneKapCTBEHHbIE
npenapaThl, @ Takxe nybnmkyeT Ha cBoeM oduLMansHOM canTe B ceTu "MIHTepHeT" 1 0A4HOBPEMEHHO
HanpassseT B MUHMCTEPCTBO 34paBooxpaHeHns Poccninckon degepaunm yKasaHHbIN pacyeT npenesbHbiX
OTMNYCKHbIX LIEH Ha BOCNPOU3BeAeHHble, buoaHanorosele (bronofobHbIe) NeKapCTBEHHbIE NpenapaThl,
copepxaLlmin HoMep perncTpaLmoHHOro yO0CTOBEPEHNS IEKAapCTBEHHOMO NpenapaTa, HaMMeHoBaHme
BNajesblia unu gep)xatens perncTpaunuoHHOro yaoCcToBepeHNs JIeKapCTBEHHOIo npenapaTa,
HaMMeHOBaHWA NPoON3BOAMTENEeN (MPON3BOACTBEHHbIX NAOLWAA0K MPOU3BOAMTENSA), MEXAYHAPOAHOE
HenaTeHTOBaHHOe HauMeHOBaHMe (Npu ero OTCYTCTBUW - XUMUYECKOe Uan FpynnupoBOYHOE
HaMMeHOBaHWE), TOProBoe HaMMEeHOBaHWE, IeKapCTBEHHYIO (PopMy, LO3MPOBKY (KOHLEHTpauuo, o0bbeMm,
aKTMBHOCTb B €AMHULIAX OeNCTBKA), DOPMY BbIMYCKa, KOJNMYECTBO B MOTPEOUTENLCKOM YNaKOBKE,
npenenbHyo 0TNYCKHYIO LIEHY, pacCcymMTaHHyo PeaepanbHON aHTUMOHOMNOIbHON CNY>X60W, LUTPUXOBON Kof,
HaHECEHHbIN Ha BTOPUYHYIO (NOTpebuTenbCKyro) yNakoBKy JieKapCTBEHHOro npenapata) (Ha byma>kHoM
HOCMTEJIE U B 3NIEKTPOHHOM BUAe B TabnanyHoMm chopmaTe).

32. Npy HeobXxoAMMOCTM YyTOYHEHNS nHGopMaLun, Tpebyemon Ans NpoBefeHNs pacyeTa NpenesbHbIX
OTMYCKHbIX LleH Ha BOCNPOW3BeAeHHbI, buoaHanorosbii (bronoaobHbIN) NekapCTBEHHbLINA Npenapar,
COOTBETCTBYIOLLME CBEeHMA 3arnpallnBaloTCa B NOPAAKe, NpefyCMOTPEHHOM NyHKTOM 14 Mpasun
permcrpauum.

33. MnHMCTEpPCTBO 3apaBooxpaHeHns Poccuinckon ®epepaumm B TedeHne 20 paboynx gHen co OHSA
nonyyeHus ot deagepanbHON aHTUMOHOMNONIbHON CyXbbl pelleHns 06 yTBep)XAeHUN pacyeTa npefenbHbiX
OTMYCKHbIX LIEH Ha BOCMPOMU3BeAeHHbIe, BuoaHanorosble (6ronofobHbIe) NeKapCTBEHHbIE NpenapaThl B
COOTBETCTBUM C NYHKTOM 31 HacToAwmx MpaBun npuHUMaeT pelleHne 06 oba3aTenbHON nepeperncTpauum
npenesibHON OTNYCKHOW LieHbl Ha NeKapCTBEHHbIN NpenapaT, BHOCUT COOTBETCTBYIOLWMNE AaHHbIE B peecTp
B CPOK, NpefyCMOTPEHHbIN MYHKTOM 6 [paBun BeAeHUs rocylapCTBEHHOI0 peecTpa rnpenesbHbix
OTMYCKHbIX LleH MPOU3BOAMTENEN Ha NEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYyeHb XN3HEHHO
HeobX04MMbIX N BaXXKHENLLNX JIEKAPCTBEHHbIX MPENapaToB, YTBEPXKAEHHbLIX NOCTAaHOBIEHNEM
MpaBuTenbcTBa Poccuiickon Pepepaunm oT 29 okTabps 2010 r. Ne 865 "O rocyfapcTBEHHOM
pPerynnpoBaHnm LieH Ha JIeKapCTBEHHbIE NpenapaThl, BKJIOYEHHbIE B MEPEYEHb XXN3HEHHO HEOBXOAMMbIX 1
Ba)XHEMNLLMX NEKaPCTBEHHbIX NpPenapaToB", BbILAeT AepXKaTeNto nav BnagesnbLly perncTpaulmoHHOro
YO0CTOBEPEHMSA IeKapCTBEHHOr0 NpenapaTa (YynoJHOMOYEHHOMY UM JIMLLY) BbIMUCKY U3 NprKasa
MuHncTepcTBa 34paBooxpaHeHns Poccuiickon ®epepaumm 06 0b6s3aTensHOM nepeperncTpaLmm
npenesbHON OTAYCKHOW LieHbl Ha JIeKapCTBEHHbIA NpenapaT W pa3MeLlaeT COOTBETCTBYIOLLYIO
NHopMaLMo Ha CBOEM oML ManbHOM canTe B ceTn "VIHTepHeT".

34. Npuka3 MuHncTepcTBa 34paBooxpaHeHuns Poccunckon ®epepaumy 06 oba3aTeNbHON NepeperncTpaLnm
npenesbHON OTNYCKHOW LieHbl MPOU3BOAMTENS Ha NEKAPCTBEHHbLIN NpenapaT BCTyNaeT B CUy Mo
ncTevYeHUn 5 MecaueB Co OHA ero NpUHATUS.

35. MnHMCTEpPCTBO 34paBooxpaHeHns Poccuinckon ®egepaumm B Lenax cobnogeHmnsa HopMbl YacTu 2 CTaTby
63 ®enepanbHOro 3akoHa "0O6 obpallleHnn NeKapCTBEHHbIX CPeACTB" 0TMEYaeT B peecTpe
COOTBETCTBYOLLYIO UH(OPMaLunio 060 BCex paHee 3aperucTprpoBaHHbIX (NepeperncTpupoBaHHbIX)
npegesibHbIX OTMNYCKHbIX LleHax Npon3BoAMTeNen Ha pehepeHTHbIN U COOTBETCTBYIOLLNE eMy
BOCMpou3BeeHHble, bBrioaHanorossle (bnonofobHbIe) NneKapCTBEHHbIE MpenapaThl.

36. Mpwn Hecornacum ¢ nponsBeaeHHbIM PegepanbHON aHTUMOHOMOJIbHOW Cy>X60l pacyeToM nNpenenbHbIX
OTMYCKHbIX LIeH Ha BOCNPOMU3BeAeHHble, 6uoaHanorosble (6nonofobHbIe) NeKapCTBEHHbIE NpenapaThl
AepXXaTenu Wan Bnafenblibl perucTpaLoHHbIX YA0CTOBEPEHNIA BOCNIPOU3BEAEHHbIX, B1i0aHan0roBbix
(6Monom0bHbIX) NEKAPCTBEHHbLIX NPENapaToB (YNONHOMOYEHHbIE UMW NNLLA) BMPaBE B TEYEHME OOHOr0
KaneHOapHOro Mecsla co AHA NpUHATUS MUHMCTEePCTBOM 34paBooxpaHeHns Poccminckon depepauun
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peleHuns 06 0b6s3aTeNbHON NepeperncTpaLnmn npeaenbHon 0TNYCKHON LIEHbI Ha JIEKAPCTBEHHbIN npenapaT
0bpaTnTbCs B OefiepalibHY0 aHTUMOHOMOJbHYO CNy>XBy C 3asBNEeHNSMM 0 MEPECMOTPE pacyeTa
3apEerncTpUMpOBaHHLIX NPeAesbHbIX OTMYCKHbIX LIEH Ha IEKAPCTBEHHbIE MpenapaTbl, B TOM YMC/e B paMKax
0QHOr0 MEXAYHapoaHOr0 HeNaTeHTOBAHHOrO HaUMeHOBaHMSI.

3asBeHNs 0 NepecMoTpe pacyeTa 3aperncTpUpoBaHHbIX NPefesibHbIX OTMYCKHbIX LEH Ha JIeKapCTBEHHbIE
npenapaTthl C NPUA0KEHNEM (Mo BbIGOPY Aepr)KaTenen nnu BlagesbLeB PermMcTPaLnoOHHbIX YL0CTOBEPEHNIA
JIEKApPCTBEHHbIX NPENapaToB, YNOJHOMOYEHHbIX UMW N1L) MOTUBMPOBAHHOIO AOKYMEHTa/IbHOI0
NOATBEPXKIAEHUS pacyeTa yKa3aHHOW LieHbl NpeacTaBnsaoTcs B PegepasibHy0 aHTUMOHOMObHY0 Cy»Xby
Ha 6yMa)XKHOM HocuTene.

37. ®epepanbHas aHTUMOHOMNOIbHAA Cny>kba B Te4eHMe 0JHOro Mecaua Co AHS NOCTYMJIEHUS 3a8BAEHNI 1
LOKYMEHTOB, YKa3aHHbIX B MyHKTe 36 HacTosALWMX MMpaBu, NPOBEPSET pacyeT NpefesbHbIX OTMYCKHbIX LieH
Ha BoCnpou3BeaeHHble, bnoaHanorosbie (brionofobHbie) NekapCTBEHHbIE NpenapaThl, NP HEO6X0AMMOCTK
nepecMaTpmBaET pacyeT NpefesbHbIX OTMYCKHbIX LieH Ha YKa3aHHbIe IEKapCTBEHHbIE MpenapaThl,
OTMEHSIET paHee NPUHATbIE pelleHns N HanpaBnseT B MMHNUCTEPCTBO 34paBooOXpaHeHNs Poccuinckon
denepalnm HOBble pelleHnst 00 YTBEPXKAEHUN pacyeTa NpefesbHbIX OTMYCKHbIX LieH NPOM3BOAUTENSA Ha
yKa3aHHble IeKapCTBEHHbIE NPenapaThl AN HanpaBaseT 3asBUTENSAM pelleHne 06 0TKase B NepecMoTpe
pacyeTa npeaesbHbIX OTAYCKHBLIX LIEH Ha yKa3aHHbIe JIeKapCTBEHHbIe NpenapaThbl (C yKazaHUeM npuynH
oTKa3a).

38. B cnyyae oTMeHbl PefepalsibHOM aHTMMOHOMOILHON CyX60i pelleHns 06 yTBep)XAeHUn pacyeTa
npeaenbHbIX OTMYCKHbIX LIEH Ha IeKapCTBEHHbIE NMpenapaTbl MUHNCTEPCTBO 34paBOOXPaHEHMs POCCMICKOWA
depepaumm oTMeHSET pelleHne 06 06s3aTeNbHOM NepeperncTpaLumn npenesbHbiX 0TNYCKHbIX LEH Ha 3TU
JleKapCTBEHHbIE NpenapaThbl, MCKYaeT NepeperncTpupoBaHHbie B 0653aTebHOM NOpsAAKE NpefesbHble
OTMNYCKHbIE LieHbI Ha YKa3aHHbIe JIEKAPCTBEHHbIE MpenapaThl N3 peecTpa U NPUHUMAET HOBbIE peLleHus 06
obs3aTenibHON NepeperncTpauny NpeaenbHbiX OTNYCKHbIX LIeH Ha 3TW IeKapCTBEHHbIE NpenapaThl B
3aBUCUMOCTU OT PELUEHNIA, NPUHATLIX PeaepasibHON aHTUMOHOMOLHOW CYXO0M.

39. B ciiyyae ec/iv B paMKax MeXayHapo4HOro HemaTeHTOBAHHOI0 HaMMEHOBaHNA U JIEKaPCTBEHHOM
hOpPMbI OTCYTCTBYET petepeHTHbIN JIeKapCTBEHHbIA MpenapaT WK LieHa Ha Hero He 3aperncTpupoBaHa,
3aperucTpumpoBaHHas 40 OHS BCTYMNIEHUS B CUy nocTaHoBneHMs MpaBuTenbcTBa Poccuinckon ®epepaunu,
YKa3aHHOro B NyHKTe 3 HacTosAwmx MpaBwn, npefesibHas 0TNyCKHasa LeHa B OTHOLLIEHWM
COOTBETCTBYHLLErO BOCMPOMN3BEAEHHOr0, brioaHanoroeoro (6nononobHoro) nekapCTBEHHOMO NpenapaTa
LLeHOBOro cermeHTa cBbiwe 100 pybnen nognexut obsa3aTesibHON NepeperncTpauny n He MoXXeT
NPeBLILATb pPaHee 3aperncTpMpoBaHHYo (MepeperncTprpoBaHHY0) NpeaesibHYy0 OTNYCKHYIO LIeHY
BOCMNpOn3BeleHHOro, buoaHanoroeoro (bnononobHoro) nekapcTBeHHOro npenapaTa (6e3 yyeTa hopmbl
BbINYCKa).

B cny4yae ecniv B paMkax 0QHOr0 TOProBOro HavMeHoBaHNS BOCMPON3BEeAEHHOr0, BrioaHanoroBoro
(buononobHOro) NekapCcTBEHHOr0 NpenapaTa LeHOBOro cermeHTa cBbiwe 100 pybaei ¢ y4eTOM N3MEHeHNS
TOProBOro HaMMEeHOBaHMS JIEKAPCTBEHHOMO NpenapaTa C O4HON JIEKapCTBEHHON POPMON, AO3MPOBKON 1
0bLWMM KONMYEeCTBOM BO BTOPMYHOM (NOTPebUTENLCKOI) YNaKOBKE 3aperncTpnpoBaHO HECKOJIbKO
npeaenbHbIX OTNYCKHbIX LIEH, MpeaefibHas 0TNyCKHas LleHa He MOXKET MpeBbIlLaTh MUHUMAbHYIO 13
NocNieHNX 3apernCcTPMPOBaHHbIX NPeenbHbIX OTMYCKHbIX LieH (C y4eTOM MX nepeperunctpauum).

B cnyyae ecqn B paMKax 04HOro perncTpaunuoHHOro yaoCTOBEPEHMA SIeKapCTBEHHOIo NpenapaTa
BOCMNPOW3BeleHHbI, buoaHanorosbii (6onoaobHbIN) NeKapCTBEHHbLIN NpenapaT NPOU3BOANTCS B
rocypapcTse - yneHe EBpa3minckoro 3KOHOMMYECKOro CO3a U MHOCTPaHHbLIM MPON3BOAUTENEM,
MUHMMaJIbHas U3 3aperucTpMpPoBaHHbIX MPeAesibHbIX OTMYCKHbIX LIEH ONpenensieTcs C COXPaHEHNEM
NpUHaaNeXXHOCTW IEKAapPCTBEHHOr0 NpenapaTa K rocyaapcTBy - YieHy EBpa3nncKkoro 3KOHOMMYECKoro
CO03a UM NHOCTPaAHHOMY NPOM3BOANTENIO.

40. B cnyyae ecnv npefenibHas 0TNyCKHas LeHa Ha pedepeHTHbIN IeKapCTBEHHbIM NpenapaT He
nepeperncTprupoBaHa B 06d3aTeNbHOM NopsAKe, pacyeT LeHbl Ha COOTBETCTBYIOLME BOCMPOM3BEAEHHbIE,
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6uoaHanorosble (6uononobHbIE) NEKAPCTBEHHbIE NPenapaThl Npu ee 0643aTeNbLHON NepeperncTpaLmm
ocyulecTensetcs PenepanbHON aHTUMOHOMNObHOW CNy>X601 € y4eToM TpeboBaHW NYHKTOB 25 - 27
HacToAwwmx MNpaBus, a TakXXe Ha OCHOBAaHMUN MUHUMAJIbHON OTNYCKHOW LieHbl Npou3BoanTens (6e3 yveTa
NMPOW3BOACTBEHHbIX MJIOLLAL0K NPOM3BOANTENS, HO C YH4ETOM PAcX0A0B, CBSA3AHHbLIX C TAMOXXEHHbIM
0hopMIEHNEM) Ha COOTBETCTBYIOWNIA peddePEeHTHbIN JIEKapCTBEHHbIV NpenapaT B MHOCTPaAHHbIX
roCcyfapcTBax, yKa3aHHbIX B MpunoxxeHun Ne 2 K MeToaunke, C NpyMEeHEeHNeM MOHMXaoLWero
Ko3(bULMEHTa, 3HA4YEHUS KOTOPOro ONPeaenaloTCa B COOTBETCTBUM C NMpuaoxxeHnem Ne 5 K HaCTOALLNM
Mpasunam.

B cnyyae oTCyTCTBMSA LEH Ha pedepeHTHbIN JIEKapCTBEHHbIM NpenapaT B MHOCTPaHHbIX roCyAapCTBaXx,
yKa3aHHbIX B MpunoxxeHun Ne 2 K METOAUKE, pacyeT LeHbl Ha COOTBETCTBYIOLLME BOCMPOU3BEAEHHbIE,
BroaHanorosble (6MonofobHbIE) NeKapCTBEHHLIE MpenapaThl ocywecTeaseTca PefepanbHON
AHTUMOHOMOJIbHOW CYX60 Ha OCHOBAHMN MUHUMAJIbHON OTMYCKHOW LieHbl MPOU3BOAMTENS Ha 3TOT
BOCMNPOW3BeleHHbI, BuoaHanorosbii (bronoaobHbIN) nekapCTBEHHbLINA NpenapaT (6e3 yyeTa
NPOM3BOACTBEHHbIX MIOLLAL0K NPOM3BOANTENSA) MO MEXAYHAPOLHOMY HEMAaTEHTOBAaHHOMY HaVMEHOBAHWIO,
JIeKapCTBEHHON hopMe 1 AO3MPOBKE B MHOCTPAHHbIX FOCYAAPCTBAX, YKa3aHHbIX B NpuaoeHmm Ne 2 K
MeToOUKE.

41. MMHNCTEPCTBO 34paBooxpaHeHns Poccuinckon Pegepaunm no ucteveHun 70 paboymnx gHen co aHs
BCTYMJIEHWNS B CUJY NOCTaHoBNeHUA MNpaBuTtenbcTBa Poccuiickon degepaumm, yKazaHHOro B MyHKTe 3
HacToawwmx MNpasun, HanpaenseT B PefgepasibHY0 aHTUMOHOMNONIbHYIO CNyX6y CNNCOK pedepeHTHbIX
JIeKapCTBEHHbIX NPenapaToB, NpeAesbHble OTMNYCKHbIE LeHbl Ha KOTOPbIe 3aperncTpmMpoBaHbl 1 BKKOYEHbI
B PEECTP, HO He 3asBJ/IeHbl K 0653aTesIbHON NepeperncTpaunn nam B 06s3aTeNbHON NnepeperncTpaumnm
KOTOPbIX 0TKa3aHo ABaXKAbl B COOTBETCTBUM C NyHKTamMu 11 1 12 HacTosAwmx MpaBu, a TakXe nepeyeHb
COOTBETCTBYHOLLMX UM BOCMPON3BEAEHHBIX, BMOaHanoroBbix (61nonofobHbIX) NeKapCTBEHHbLIX MPenapaTos,
npenesibHble OTMYCKHbIE LIEHbI Ha KOTOPbIE 3aperncTpUPOBaHbl U BKJOYEHbI B peeCTp, COAEPKaLlLmi
HeobxoaMMOe Anst NPUMEHEHUS MOHVKAKOLWEro KO3 MULMEHTa ONMCaHMe BOCMPON3BEAEHHbIX,
6roaHanorosbix (6bronoaobHbIX) NeKapCTBEHHLIX NpenapaToB (HOMep PerncTpaLnoHHOro yaoCTOBEPEHNS
JIeKapCTBEHHOrO npenapaTa, HaMMeHoBaHWe BfageblLa Uan gep)xatens perncTpaunoHHoro
YyOOCTOBEPEHMNSA NIEKAPCTBEHHOI0 NpenapaTa, HauMeHOBaHUS NpounsBoauTenel (NPonM3BOACTBEHHbIX
njaowanok Npon3BoanTeNs), MexayHapoaHoe HernaTeHTOBaHHOE HanMeHOBaHMe (Npu ero oTCyTCTBWM -
XUMUYECKOe WK rpynnmpoBO4HOE HaUMEHOBaHME), TOProBOe HaMEHOBaHWe, NeKkapcTBEHHasA opMa,
[03UPOBKa (KOHLEeHTpauuns, 06beM, akTUBHOCTb B eANHMLLAX AENCTBUA), Bbipa>XeHHas B COOTBETCTBYHOLLUX
eonHNLaxX n3mepeHuns, hopma BbinyCKa, KOMYeCcTBO B NOTpebnTenbCKon ynakoBke, nocaeaHsas
npenenbHas 0TNYCKHas LieHa C YKa3aHWeM AaTthbl 1 HOMepa nprkasa MMHMCTepCTBa 34paBOOXPaHEHNS
Poccuinckon ®efepalmm 0 perucTpauumn nam nepepernctpaunmn npenesbHon oTnyCKHOW LieHbl Ha
JIeKapCTBEHHLIN npenapaT u (nan) gaTbl 1 HOMEpa BbINMUCKU U3 peecTpa, BblAaHHON BRadenbLy uin
LepXxaTento perncTpaLMoHHOro yA0CTOBEPEHNS IeKapCTBEHHOr0 NpenapaTa no pe3yabTaTaM BHECEHNS
N3MEHEHUIN B PEECTPOBYIO 3aNnCb PeecTpa, LWTPNXOBON KoL, HAHECEHHbIN Ha BTOPUYHYIO
(noTpebuTenbCKylo) yNakoBKYy NeKapCTBEHHOMO NpenapaTta), Ha ByMaXKHOM HoCMTeNe 1 B 3/1IEKTPOHHOM
Bmae B TabnnyHom copmarTe.

42. PepepanbHas aHTUMOHONOLHAA cyxba B TeveHne 60 paboynx OHEN CO AHA NOAYyYEHUS OT
MuHnCcTepCcTBa 34paBooXpaHeHns Poccninckon degepaunm cBegeHnin, NPeayCMOTPEHHbIX MyHKTOM 41
HacToawwmx MNpasun, NPOBOAMT B COOTBETCTBUW C HAaCTOAWMMM NpaBunaMmm n METOANKON pacyeT
npenesbHbIX OTMYCKHbIX LEeH Ha BOCMpon3BeneHHble, BuoaHanoroebie (6nonoaobHble) NeKapCcTBEHHbIE
npenapaTbl, COAepPXKaLlNin NHGHOPMALINIO 0 HOMEpPe PerncTPaLnNoOHHOrO YA0CTOBEPEHNS SIeKAPCTBEHHOIO
npenaparta, HAMMEHOBaAHUW BNagesblia NN Oep)xaTens perncTpaLlnuoHHOro yaoCcToBEPEHNSA
JIeKapCTBEHHOrO NnpenapaTa, HaMMeHoBaHMAX NpounssoauTenein (NPoM3BOACTBEHHbIX MAOLWAL0K
Npon3BOANTENA), MEXAYHAPOLHOM HEMATEHTOBAaHHOM HaUMeHOBaHWM (NPW ero OTCYTCTBUMN - XUMUYECKOM
AN FPYNNMPOBOYHOM HAaVMMEHOBAHWN), TOPrOBOM HaMMEHOBAHWUK, JIeKapCTBEHHON hopMe, A03NPOBKE

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 18 n3 62



(KOHLeHTpaummn, 0bbeMe, akTUBHOCTW B € AMHULAX OENCTBUSA), POpMe BbIMyCKa, KOJIMYECTBE B
noTpebuTenbCKom YNakoBKe, NpenesibHON OTNYCKHOW LieHe, pacCinuTaHHoM PeaepasibHON
AHTUMOHOMOJILHOW CYXO0I, LUTPUXOBOM KOAE, HAHECEHHOM Ha BTOPUYHYIO (MOTpebuTensCKyo) ynakoBKy
NeKapCTBEHHOro npenapata. OgHoBpeMeHHO PefepanbHas aHTMMOHOMNONALHaA cnyxba nybnnkyeT
yKa3aHHbI/ pacyeT Ha CBOeM oduumansHOM canTe B ceTu "IHTepHeT" n HanpaBaseT ero B MMHUCTEPCTBO
34paBooxpaHeHnsa Poccninckon Pegepaunn Ha BymMaXKHOM HOCUTeNe 1 B 31IEKTPOHHOM BuAe B TabM4yHOM
opmaTe.

43. MNpwn npencTaBieHUN aepxaTenem Uav Brnagesblem permcTpaunoHHOro ygocTtoBepeHns peepeHTHoro
JleKkapCTBEHHOro npenapata (YNoJHOMOYEHHbIM UM JINLOM) B MUHNCTEPCTBO 34paBOOXPaHEHNs POCCMICKON
depepaumm LOKYMEHTOB B COOTBETCTBUM C MYHKTOM 4 HacToAwmMX Mpasua nocsie Hanpas/ieHns
MuHMCTepCcTBOM 34paBooXpaHeHuns Poccuinckon ®egepaumm OOKYMeHTOB B PefepabHyto
AHTUMOHOMOJIbHYIO CNy>Xby B COOTBETCTBUMN C MYHKTOM 41 HacTosAwmx MpaBui, 3a UCKDYEHNEM CiyYas,
NpeayCcCMOTPEHHOro NYHKTOM 16 HacToswwmx Mpasun, 3asBaeHHas K 06593aTeNbHONM NepeperncTpaumm
npegenbHas oTNyCcKHas LleHa Ha ped)epeHTHbIN IeEKapCTBEHHLIN NpenapaT He MOXET MpeBbIWaTh
MaKCUMaJIbHYI0 NepeperncTpupoBaHHyto B 0653aTelbHOM NopsAaKe npefesbHyt0 OTAYCKHYIO LEHY Ha
COOTBETCTBYHOLLNIA BOCNPON3BEAEHHbIN, BioaHanoroBblin (6MonoaobHbIN) NeKapCTBEHHLIN Npenapar.

MPUNOXEHNE Ne 1

K MpaBunam oba3aTenbHON NepeperncTpaumm

B 2019 - 2020 rofax 3aperncTpupoBaHHbIX NpefenbHbIX OTNYCKHbIX LieH nponssoguTenei Ha
NeKapCTBEHHble MpenapaThl, BKAOYEHHbIE B MepeYeHb XNU3HEHHO HE0OX0AUMBIX 1 BaXKHENLLNX
JleKapCTBEHHbIX MpenapaToB

(thopma)

3AABJIEHNE

06 obs3aTenbHon nepeperncTpauum B 2019 - 2020 rogax 3aperncTpupoBaHHOM NpeaenbHON OTNYCKHON
LeHbl NPOM3BOANTENSA Ha pedhepeHTHbIN IEKAapPCTBEHHbIN NMpenapaT, BKAOYEHHLIN B NepeYeHb XXU3HEHHO
HeobX04MMbIX N BaXKHENLLIMX JIEKAPCTBEHHbIX MPenapaToB

3asaBuUTeNb
(HaumeHoBaHMe, MOYTOBbLIN agpec, afpPec NEeKTPOHHON MOYThI)
LepxxaTenb v Bnageney, perncTpaunoHHOro yooCcToOBEpPEHMA NeKAapCTBEHHOMO NpenapaTa

(HanMeHOBaHMe, MOYTOBLIN agpec, agpec 3IEKTPOHHON NOYThI)

Ne

n/n

Craaus

npow3s

BoacTBallpom3soauTesnb (HanmeHoBaHne)AnopecCTpaHalns pOCCMCKMX IOPUONYECKNX NNl -
NOEHTNPUKALMOHHbIN

HOMep HaJsioronjaTenblinKa, NS MHOCTPAHHbIX PUANYECKUX UL, - KOL HasloronaaTe blinka
B CTPaHe perncrpauumn (MHKopnopauum) nam

ero aHasiorHammeHoBaHME PerncTprpyoLWwero opraHaPerncTpaunoHHbI HOMep

Ne

n/n

Homep peructpa
LMOHHOI0 yA0CTOBE
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peHnaMe)xxayHapoAHOe HenaTeHTOBaHHOE, WK FPYNnMpPoOBOYHOE,

NN XMMUYECKoe HauMeHoBaHNe*ToproBoe HauMeHo

BaHueJlekapcTBeHHasa hopma, LO3MPOBKA, KOMMNAEKTHOCTL**ObLLee KOANYeCTBO BO BTOPMYHOM
(noTpebutens

cKoMn)

yrnakoBKellpenenbHas OTNyCKHas LieHa NPou3BoOANTENs 3a NoTpedbunTenbckyo ynakosky**6e3 HOC (py6nein)
LLITpnxoBoOW KoA, HaHECEHHbI Ha BTOPUYHYIO (MoTpebutens

CKYI0)

ynakoBkyKooATX

KoaTH B3 EA3C

12345678910

YnoaHOMOYeHHOEe NnLo

(¢.n.0.)

(4O/MKHOCTB)

(nognuce)

KoHTaKTHble TenedoHsl
ALpec 3N1eKTPOHHON NOYThl

M.M. (npu Hann4nn)

* B clyYae OTCYTCTBUS MEXAYHAPOLHOr0 HEMaTEHTOBAHHOMO HaMMEHOBaHNS B perucTpauuoHHOM
YyAO0CTOBEPEHMM NNEKAPCTBEHHOMO NpenapaTa yka3blBaeTCA HaVMEHOBaHWe NeKapCTBEHHOr0O npenapaTa,
npenycMoTpeHHoe nepevyHeM XnN3HeHHO HGOﬁXO,EI,VIMbIX N BaXKHENLLINX NneKapCTBEeHHbLIX nMpenapaTos.

* B cnyvyaax, npeaycMoTPeHHbIX NYHKTOM 25 MpaBna rocyaapCcTBEHHON perncTpaumumn n nepepernctpanmm
npegesibHbIX OTNYCKHbIX LEeH NPOU3BOAMTENEN Ha NeKAPCTBEHHbIE NpenapaThl, BKIOYEHHbIE B MepeYyeHb
YKN3HEHHO HeoBX0AUMBIX 1 BaXKHENLINX NEeKAaPCTBEHHbLIX MPEnapaToB, YTBEPXXAEHHbIX MOCTAHOBAEHNEM
MpaBuTenbcTBa Poccuiickon Penepaunm oT 29 okTabps 2010 r. Ne 865 "O rocynapcTBeHHOM
perynnpoBaHUN LieH Ha NEKAPCTBEHHbIE NPenapaThl, BKIOYEHHbIE B MepeYeHb XN3HEHHO HEOBXOANMBIX 1
BaXXKHENLLMX IeKapCTBEHHbIX NpPenapaToB", 4ONOJHUTESNIbHO YKa3bliBaeTCsa (hopMa BbiNMyCKa JIeKapCTBEHHOIO
npenapaTa, C y4eTOM KOTOPOWN paccymnTbiBaeTCsA npenesbHas oTNyCcKHas LieHa Npon3BoanTens 3a
noTpebuTenbCKyo YNakoBKY JIEKapCTBEHHOrO npenapaTa.

MPUNTOXKEHUE Ne 2

K MpaBnnam oba3aTenbHON NepeperncTpauum

B 2019 - 2020 rogax 3aperucTprpoBaHHbIX NpefesibHbIX OTAYCKHbIX LLeH Npou3BoauTeNnen

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

(popma)

PACHET
npenesibHON OTNYCKHOW LieHbl MPOM3BOANTENSA Ha pedhepeHTHbIN NeKAPCTBEHHbLIN Npenapar,
npeacTasnsgeMon ans obssatensHon nepepermctpauum B 2019 - 2020 rogax

(HaumeHoBaHMe opraHn3saunm - 3aaBuUTENA)
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1. CBefeHNs 0 NeKapCTBEHHOM MpenapaTe

1.1. Homep perncTpaLoOHHOro yooCTOBEpeHmns

1.2. MexxayHapoaHoe HenaTeHTOBaHHOE, UK FPYMnMPoBOYHOE, UM XUMUYECKOe HauMeHoBaHue

1.3. Toprosoe HaMMeHoBaHNe

1.4. NlekapcTBeHHas hopMa, A03MPOBKa NN KOHUEHTpauus, 06beM, akTUBHOCTb B eAMHMLAX AEACTBUS
1.5. Obuiee KoIMYeCTBO BO BTOPUYHON (NOoTpebnTenbCkon) yrnakoBke

2. PacyeT ueHsbl

No

n/n

Kopn

TH B3 EASCMuHUManbHas 0TNyCcKHas LeHa Npou3BOANTENS Ha IEKApCTBEHHbIN NpenapaT B rocyapcTae
Npon3BOANTENA N B APYrnX rocynapcTeax B

COOTBETCTBUM C NpunoxeHnem Ne 3*[poekT

OTMYCKHOWN

LieHbI

"noctaeka 6e3 onnathl NowanHbl" (pybnen)**encTeyowas CTaBka

TaMOXXEHHOI MOLNHBLI**CHopbl 3@ TaMoXKeHHOe odopMaeHue (pybnen)**MpoekT pacyeTHON OTMYCKHOW
LieHbl MPON3BOAMUTENS

C y4eToM

TaMOXKEHHbIX

pacxonos,

pybnen

(6e3 HOC)

HavMeHoBaHMe cTpaHblleHa (pybnen)npoueHTospybnen

123456789

* YKa3bIBalOTCSH MUHMMaIbHOE 3HayYeHue 13 rpadbl "PacyeT OTNYCKHOW LieHbl, B pybnsx" n rocynapcTeo,
LeHa B KOTOPOM MCNOJSIb30Banack ANs pacyeTa, n3 npunoxerHusa Ne 3 K Mpasunam obs3aTensHom
nepepernctpaumm B 2019 - 2020 rogax 3aperucTpmMpoBaHHbIX NpeaesibHbIX OTMYCKHbIX LieH
Npon3BOAUNTENEN Ha JIEKAapPCTBEHHbIE NMpenapaThbl, BKIOYEHHbIE B NEPEYEHb XKN3HEHHO HEOOXOAMMbIX U
BaXXKHEWLLMX JIeKapCTBEHHbIX NPenapaToB, YTBEPKAEHHbLIM NOCTaHOBIEHNEM [MpaBuTensCTBa POoCCUnCKon
®epepaumnm ot 16 gekabps 2019 r. Ne 1683 "O BHECEHWNM U3MEHEHMI B HEKOTOPLIE aKkTbl [IpaBUTENbLCTBA
Poccuiickon ®efepalimm B HacTU rOCYLapCTBEHHON perncTpauum 1 nepeperncTpaummn npeaenbHbix
OTMNYCKHbIX LIEH Ha IEKAPCTBEHHLIE MPenapaThbl, BKAOYEHHbIE B MEPeYEHb XN3HEHHO HEOOXOANMBIX 1
BaXXHENLLMX IeKapCTBEHHbIX NpenapaToB".

** He 3anonHaeTCa 419 NeKapCTBEHHbIX NMpenapaToB NPoOU3BOANTENSA FOCYAapCTBa - YieHa EBpa3ninckoro
3KOHOMMYECKOro COK3a M IeKapCTBEHHbIX NpenapaToB MHOCTPAHHOrO NPOMU3BOACTBA, NepBUYHas u (M)
BTOPUYHASA yNakoBKa KOTOPbIX OCYLLECTBASETCA UAWN MNAHUPYETCSA OCYLLEeCTBAATLCA B Poccuinckon
depepaumn.

PykoBoauTenb opraHu3aunn-3asBuTens
(nognunck)
(¢p.n.0.)

(TenedoH, agpec
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3N1EKTPOHHOW MOYThI)

M.M. (npu Hann4nn)

WNcnonHntenb
(noanwuce)

(th.n.0.)

(TenedoH, agpec
3NEKTPOHHOW MOYTbI)

MPUJTOXKEHWE Ne 3

K MNpaBnnam oba3aTeNbHON NepeperncTpauum

B 2019 - 2020 rogax 3aperucTprpoBaHHbIX NpeaesibHbIX OTMYCKHbIX LIeH NPon3BOAMTENeN Ha
NeKapCTBEeHHble NpenapaThbl, BKAIOYEHHbIE B MepeyeHb XNU3HEHHO HE0OX0AMMbIX 1 BaXKHENLWNX
JleKapCTBEHHbIX NpernapaTos

(dpopma)

NHOOPMALNA
0 MVUHUMaJIbHbIX OTMYCKHbIX LieHaX
Ha JIEKAPCTBEHHBIV NpenapaT B MHOCTPaAHHbIX rOCYAapCTBax

CBefeHns 0 1IeKapCTBEHHOM NpenapaTe

1.1. Homep perncTpauUMoOHHOro yooCTOBEpeHMns

1.2. MexayHapoHOe HenaTeHTOBaHHOe, W rPyNnMPOBOYHOE, AN XUMUYECKoe HauMeHoBaHme

1.3. Toproeoe HanMeHoOBaHue

1.4. NlekapcTBeHHas opMa, A03MPOBKaA NN KOHLEHTpauus, o6bem, akTUBHOCTb B eiMHMLAX AeACTBUS
1.5. ObLLee KONMYECTBO BO BTOPUYHONM (NOTPebUTENBCKOI) YNaKkoBKe

ocynapcTsa

OTnyckHas LeHa Npou3BOAMTENS Ha NEKAaPCTBEHHLIN NpenapaT 3a YyNakKoBKy
(B MHOCTpaHHOM BanOTE)

OTnyckHasa LieHa Npou3BOAMTENS Ha NEKAPCTBEHHLIN NpenapaT 3a 1 NeKapCTBEHHYI0
thopmy

(B MHOCTpaHHOW BasoTe)*

OTnycKHasa ueHa Npovn3BOAUTENS Ha JIeKapCTBEHHbIN npenapaT

33 eAUHNLY AENCTBYIOLWEro BELWECTBa

(B MHOCTpaHHOW BanOTE)* *

HanmeHoBaHMe MHOCTPaHHON

BaNIIOThI

PacyeT oTnyckHOWM

LeHbl B pybnsax***

BeHrpusa

peyveckasn Pecnybnuka
KoponescTBo benbrus
KoponescTBo UcnaHua
KoponescTBO HupgepnaHpos
Pecnybnuka MNonblia
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PyMbIHKS

CnoBaukas Pecnybnuka
Typeukas Pecnybnvka
®paHuy3ckasa Pecnybnuka
Yewckas Pecnybnnka
CTpaHa npoussoguTens

* PaccynTbIBaeTCS B Ciyyvae oba3zaTensHom nepepernctpaumm B 2019 - 2020 rogax npeaesibHOM OTMYCKHOM
LieHbl Ha IEKapCTBEHHbIN NpenapaT, KOMYeCTBO NEKAPCTBEHHLIX (DOPM B NOTPEOMTENLCKON YyNaKoBKe
(KonnyecTBO L03 B YrakoBke, 06beM) KOTOPOro OTCYTCTBYET B OTAE/bHbIX FOCYAapCTBax.

** PaccyMTbIBAeTCs B C/lyvae obs3aTenbHon nepepernctpaumm B 2019 - 2020 rogax npenesibHON
OTMYCKHOW LIeHbl Ha NEKAPCTBEHHLIN NpenapaT C LO3MPOBKON, KOTOpPas OTCYTCTBYET B OTAENbHbIX
rocyfapcTBax. B pacyeTe He yuynTbiBalOTCA bAMKaNLLME CMEXHbIE 1O3UPOBKI, NMPEBLILLAOLWNE AO03MPOBKY
3a8BNIEHHOr0 JIEKAPCTBEHHOM0 NpenapaTa, NpefHa3Ha4YeHHOro ANa NPUMEHEHNS B NeanaTpuYeckom
npakTuKe (Ha OCHOBaHWW CBEAEHWNA MHCTPYKLNUN MO MEAMLIMHCKOMY NpuMeHeHuto), bonee yem B 2 pasa.
*¥* [TepecyeT LieHbl B MHOCTPaHHOW BatoTe B py6an OCyLLECTBAAETCS N0 CPeLHEMY KYpCY
COOTBETCTBYIOLLEA MHOCTPaHHON BatoThl K pybato Poccuinckon depepauun, yCTaHOBAEHHOMY
LleHTpanbHbIM BaHkoM Poccuiickon ®epepaunn 3a 2018 roa.

MpuMeyaHue. B cinyyae ecau LeHbl B OTAENbHbLIX CTPaHaX onpeaenisloTCs Ha OCHOBE MEXIoCy1apCTBEHHbIX
cornalleHunii no Bonpocam MoCcTaBKYW JIEKAPCTBEHHOr 0 NpenapaTa, HeobXoanMo yKazaTb 0COOEHHOCTH
(hOPMMPOBAHUSA 3TUX LieH. [pM 3TOM He YYUTLIBAIOTCS LiEHbI Ha JIeKapCTBEHHbIE NpenapaThl, MOCTaBAseEMble
3a CYeT MeX/yHapoaHbIX PUHAHCOBLIX OPraHM3aLnin ((hoHI0B) MO peLleHnto BceMMpHOM opraHmnsaumm
3[1paBOOXPaHEHNS.

PykoBoauTeNb OpraHn3aumm-3asaBuTens
(nognuchb)
(¢p.n.0.)

(TenedoH, agpec
3N1EKTPOHHOW MOYThI)

M.M. (npun Hann4nn)

McnonHutens
(noanwuce)

(h.n.0.)

(TenedoH, agpec
3JIEKTPOHHOW NOYThI)

MPUNOXEHWE Ne 4

K MpaBunam obs3aTeNbHOM NepeperncTpauumn

B 2019 - 2020 rofax 3apernucTpupoBaHHbIX NpefenbHbIX OTNYCKHbIX LieH nponussoguTenei Ha
NeKapCTBEHHbIE MpenapaThl, BKAOYEHHbIE B MepeYeHb XNU3HEHHO HEOOX0AUMBIX 1 BaXKHENLLNX
JleKapCTBEHHbIX MpenapaToB

CBEJEHNA
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0 Ha/IMYMK 3aPErncTPMPOBaHHBIX NPedesbHbIX OTMYCKHbIX LIEH 3asBSIEMOro JIEKAPCTBEHHOr 0 NpenapaTa

(HaumeHoBaHMe opraHn3aummn-3asaBuTens)
|. CBefieHNs 0 eKapCTBEHHOM npenapaTe

1.1. Homep perncTpauLmMoOHHOro yooCToOBEpeHmns

1.2. MexxayHapoaHoe HenaTeHTOBaHHOE, UK TPYMMNMPOBOYHOE, UM XMMUYECKOe HanMeHoBaHue

1.3. Toprosoe HanMeHoOBaHNe

1.4. NlekapcTBeHHas hopMa, L03MPOBKa NN KOHUEHTpauus, 06beM, akTUBHOCTb B eAMHMLAX AEACTBUS
1.5. ObLLee KONMYeCTBO BO BTOPUYHONM (NOTPebUTENbCKON) yNakoBKe

Il. PacyeT UeHbl

Ne

n/n

Bnagenew perncTpaunoHHOro yooCTOBEPEHMNS JIEKAPCTBEHHOIO NpenapaTa (Mpou3BoANTENb, YNaKOBLUMK,
OpraHu3aums, oCyLLeCTBAAOLWAS BbiMyCKaOLWNA KOHTPOJIb)JlekapcTBeHHas opma,
[,031poBKaKonnyecTBo B NoTpebnTensCcKom ynakoskeHomep n gata

npvKasa 0 rocyaapCTBEHHOW perncTpaunn (nepeperncrTpaunm) npenesbHom
OTNYCKHOW LieHbl3aperncTpnpoBaHHas npenesbHas

OTMNYCKHas LieHa NPOU3BOAMTENS Ha NeKapPCTBEHHbIN npenapaT (6e3 HAC), pybnen
3a notpebu

TeNbCKYIo

ynaKoBKypacyeT

3a 0fHY JIeKapCTBEHHYIO hopMypacyeT

3a eQUHNLY AeCTBYIOLLEro BELecTBa

12345678

PykoBoguTenb opraHusaunm-3asasBuTtens

(nognuchk)

(¢p.n.0.)

(TenedoH, agpec
3N1EKTPOHHOW MOYThI)

M.M. (npun Hann4nn)

WNcnonHnTtenb

(noanwuce)

(.n.0.)

(TenedoH, agpec
3JIEKTPOHHOW MOYThI)

MPUNTOXKEHWE Ne 5

K MpaBunam obs3aTenbHOM NnepeperncTpauum

B 2019 - 2020 rofgax 3aperncTpupoBaHHbIX NpeaesbHbIX OTMNYCKHbIX LLeH NPOn3BOAMTENEN Ha
JIEKapCTBEHHbIE NpenapaTbl, BKAOYEHHbIE B MEPEYEHb XXN3HEHHO HEOBXOAUMbIX 1 BaXKHENLINX
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NeKapCTBEHHbIX NpenapaToB

®OPMYJ1bl PACHETA

MOHMXALLNX KO3 PULNEHTOB, NpUMeHAeMbIX Npu oba3aTensHon nepepeructpaumm B 2019 - 2020 rogax
npefenbHbIX OTMYCKHbIX LIeH NPOU3BOAUTENEN Ha BOCMIPOU3BefeHHble, BrioaHanoroeblie (61nononobHbie)
JleKapCTBEeHHbIe npenapaTsl

3aperuncTpmpoBaHHas

npepenbHasa OTNYCKHasA LieHa 3a NoTPebuTeNbCKy0 YNaKoBKY peepeHTHOro IEKapCTBEHHOO
npenapaTa, Lped (pybnen)NoHmxatowmnn koahhuuneHT g pacyeTa LeHbl Ha BOCMPOU3BEAEHHbIN
JIeKapCTBeHHbIN npenapaT, KnlMoHmXatowmin Ko3dhduumneHT ANs pacyeTa LieHbl Ha 61oaHanoroBbiii
(6MononobHbIN) NeKapCTBEHHbIN NpenapaT, Kn

NPOU3BOANTENS FOCYAAPCTBa - YieHa EBPa3ninckoro 3KOHOMUYECKOro Cot3a, NPOoLEeHTOBUHOCTPAHHOIO
nNpou3BoACTBa*, NPOLEHTOBMPON3BOAMTENS rOCYAapCTBa - YneHa EBpa3niiCcKoro SKOHOMMYECKOro COo3a,
NPOLEHTOBMHOCTPAHHOr0 NPON3BOACTBa*, MPOLLEHTOB

10 100 pybnein (BKNOYMTENLHO)

0000

oT 100 pybnen oo 500 pybneir (BKIOUYNTENBHO)

04 x (Uped)°,2* - 1000

o1 500 py6neir fo 100000 pybnein (BKIOYMNTENLHO)

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

csbiwe 100000 pybnen

40552540

* JlekapCTBeHHble npenapaTbl UHOCTPAHHOIO NPOU3BOACTBA, B TOM YMC/e NepBuYHas 1 (Uiv) BTOpMYHas
ynaKoBKa KOTOPbIX OCYLLECTBASETCA UK MAaHUpyeTCa oCyLwecTBAsTbCSA B Poccunckon ®epepaumn.”;

r) B MpaBmnax BeAeHMs rocydapCTBEHHOro peecTpa NpeaenbHbIX OTNYCKHbIX LieH Mpon3BoauTenei Ha
JIEKapPCTBEHHbIE MPenapaThl, BKAOYEHHbIE B MEPEYEHb KN3HEHHO HEOOXOAUMBIX U BaXKHEMLLNX
JIeKapCTBEHHLIX NPenapaToB, yTBEPXAEHHbIX YKa3aHHbIM NOCTaHOBIEHNEM:

B NyHKTE 5:

ab3au nepsbIn Nocse cnoBa "(nepepernctpauun)” ONOAHUTL caioBaMm ", 06a3aTeNIbHON NepeperncTpaunm
B 2019 - 2020 rogax";

noanyHKT "e" nocne cnosa "(nepepernctpauunn)" ONOAHUTL caioBaMu ", 06sa3aTeNbHON NepeperncTpauunm
B 2019 - 2020 rogax";

B MyHKTE 6:

ab3au nepBbIN Nocse C0B "perncTpaunn (nepeperncTpaumm)” 4ONOAHUTL CioBamn ", 0ba3aTenbHON
nepepernctpauum 8 2019 - 2020 rogax";

nocne ab3aua TpeTbero AONOAHUTL ab3aLeM ClleayoLEero CoaepXXaHuns:

"npuHaTUS peweHus ob obsasaTtensHon nepepernctpaumm B 2019 - 2020 rogax npefensHON 0TNYCKHOW
LeHbl MPOM3BOAMTENS Ha IEKAPCTBEHHbIV NpenapaT.”;

ab3au nATbIN Nocsie CNoB "pelleHns 0 NepeperncTpaummn’ 4onoaHNTL cioBamu ", obs3aTenbHoON
nepepernctpauum 8 2019 - 2020 rogax";

B NyHKTe 7:

nocne ab3aua Nnepeoro AONOAHUTL ab3aLamm CleayloLwero coaepXxaHus:

"M3MeHeHMNA CBeAEHW 0 perncTpaumm gepxaTens uamn siagesbla perucTpauMoHHOro yaoCTOBEpEHNS
JIeKapCTBEHHOr 0 NpenapaTta B KayecTBe HasoronnaTenblmKka (418 POCCUNCKUX IOPULNYECKNX JINLL -
NAEHTUDUKALMOHHBIN HOMep HanoronnaTenswuka (MHH), ons MHOCTPaHHLIX LPUANYECKUX UL, - CTPaHa
perncTpaumm, HaMMeHOBaHNe PErnCTPUPYIOLLErO OpraHa, PerncTpaLnoHHbIA HOMEP, Kof
HafloronsaTesbliNKa B CTPaHe pernctpauum (MHKopnopaunn) nan ero aHanor);
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N3MEHEeHUs CBeAEHUI O perncTpaumm Npon3BoANTENA IeKapCTBEHHOIro nNpenapata 419 MeAnUUHCKOro
NPYMEHEHUNS B KAYeCTBE HaslororniaTesblKa B CTPaHe perncTpaumm (ons poCCUNCKNX IOPpUANYECKMX L
- NOEHTUDUKALMOHHBIN HOMep HasoronaaTenswmka (MHH), ons MHOCTPaHHbLIX PPUANYECKUX ANL, - CTPaHa
perncTpaumm, HaMMeHOBaHNe PErnCTPUPYIOLLErO OpraHa, PerncTpaLnoHHbIA HOMED, Kof
HafioronsaTeNbliNKa B CTPaHe pernctpauum (MHKopnopaunn) nan ero aHanor);";

ab3au nATHaAUaTbI M310XKUTb B C/IEAYIOLLEN peaaKLumuu:

"[lonycKaeTcs BHeCeHNe n3MeHeHnin B peecTp 6e3 cornacoaHns ¢ PepepanbHON aHTUMOHOMOJIbHON
CNyxb0i C COXpaHEeHMEM MOoCNeaHEN 3aperncTpMPoOBaHHONM LiEHbI Ha IEKAPCTBEHHbIN NpenapaT
MHOCTPaHHOIo Npon3sBoacTBa NP BHeCEHNN N3MEHEHNA B PeeCTPOoBYIO 3annCb B 4aCTW N3MEHEHUA
WMHOCTPaHHOr0 NPON3BOAUTENS Ha NPOM3BOAMTENA FOCYAAPCTBA - YieHa EBpa3nncKoro 3KOHOMMYeCKoro
coto3a.";

B NyHKTe 9:

ab3au nepBbIA Nocse cnoBa "(nepepernctpauun)” 0ONOAHUTL caoBaMmu ", 06a3aTeNIbHON NepeperncTpaunm
B 2019 - 2020 rogax";

NoAnyHKT "4" nocne caoBa "mepepernctpauun” 4onoaHUTL cnoBamu ", 0b6s3aTeNbHON NepeperncTpaumumn B
2019 - 2020 ropgax";

NPUI0XKEHNE K YKa3zaHHbIM [paBunamM N3n0XUTb B Cleylolen pegakunm:

"MPUNOXEHUE

K MpaBunam BefeHNs roCyaapCTBEHHOrO peecTpa npefesbHblX OTMNYCKHbIX LeH NMPON3BOAMTENEN Ha
JIeKapCTBEHHbIE NMpenapaThbl, BKAOYEHHbIE B MEPEeYEHb XXN3HEHHO HEOBXOAUMbIX 1 BaXKHENLINX
JIeKapCTBEHHbIX NPenapaToB

(B pefakuumn NoCTaHOBAEHMNS

MpaBuTenbcTBa Poccninckon Pegepaunmn

oT 16 nekabps 2019 r. Ne 1683)

(hopma)

3AABJIEHNE

0 BHECEHUW U3MEHEHWIN B peeCTPOBYHO 3aMNnCb O FOCYAaPCTBEHHOW PerncTpaummn npeaesbHbiX 0TNYCKHbIX
LleH Npoun3BOAMTENEN Ha IeKapCTBEHHbIE MpenapaThl, BKIIOYEHHbIE B NepeYeHb XXN3HEHHO HEOOX0AUMbIX 1
Ba)XHENLIMX SIEKAPCTBEHHbLIX MpenapaToB

3asBuTesb
(HaumeHoBaHMe, MOYTOBbLIN agpec, afpPec NEKTPOHHON MOYThI)
[llep>xaTens unu Bnagenew perncTpaumoHHOro ya0CTOBEPEHNS IEKApPCTBEHHOMO NpenapaTa

(HanMeHOBaHWe, MOYTOBLIN agpec, agpec 3IEKTPOHHON NOYThI)

No

n/nCtagus npoussoacTeallponssoguTens (HanMeHoBaHue)AgpecCTpaHalng poCcCUNCKUX IOPUANYECKIMX
ML, - NAEHTUUKALMOHHBIN

HOMep HaJioronaaTesblinKa, AN MHOCTPaHHbIX IPUANYECKUX NUL, - KOL HaJloronaaTesblinka

B CTPaHe perncrtpauumn (MHKoOpnopaumm)unm ero aHanor

HavmMeHoBaHVe pernctTpupytoLero opraHaPerncTpaumnoHHbI HoMep

12345678

Ne

n/n

Homep peruncTpa
LMOHHOr0 yA0CTOBE
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peHnaMe)xxayHapoAHOe HenaTeHTOBaHHOE, WKW FPYNMNMPOBOYHOE, NN XUMUYECKoe
HaMMeHOBaHMe*ToproBoe HauMeHo

BaHueJlekapcTBeHHasa hopma, LO3MPOBKA, KOMMNAEKTHOCTL**ObLLee KOANYeCTBO BO BTOPMYHOM
(noTpebutens

cKoMn)

yrnakoBKellpenenbHas OTNyCKHas LieHa NPou3BoOANTENs 3a NoTpedbunTenbckyo ynakosky**6e3 HOC (py6nein)
LLITpnxoBoOW KoA, HaHECEHHbI Ha BTOPUYHYIO (MoTpebutens

CKYI0)

ynakoBkyKooATX

KoaTH B3 EA3C

12345678910

YnosaHOMOYEeHHOEe Lo

(th.n.0.)

(momKHOCTB)

(noanuce)

KOHTaKTHble TenedoHbl

AQpec 371eKTPOHHON MOYTbI

M.I. (Nnpwn Hann4nn)

*B Ccnly4ae OTCYTCTBUA MeEXAYHAPOAHOro HenaTeHToBaHHOro HanMmeHoBaHNA B perncTpaynoHHOM
yOOCTOBEPEHUN IeKapCTBEHHOMO NpenapaTa YKa3blBaeTCsA HaMeHOBaHWe JlekapCTBEHHOro npenapaTa,
npefycMOTPeHHoe nepeyHeM XU3HEHHO HEOBX0AMMBIX 1 BaXXKHENLMX IeKapCTBEHHbIX NpenapaToB.

** B cnyvyasx, npeayCMOTPEHHbIX MyHKTOM 25 MNpaBui rocy[apCTBEHHON perncTpaLlmm n nepepermcrpaumm
npefenbHbIX OTMYCKHbIX LIeH NPON3BOAUTENEN Ha JIEKAPCTBEHHbIE MpenapaThl, BKJOYEHHbIE B NepeYyeHb
YKN3HEHHO HEOBXOAMMBIX U BaXKHEMLLNX NEKAPCTBEHHLIX NPenapaToB, yTBEPXXAEHHbLIX MOCTAHOBAEHNEM
MpaBuTenbcTBa Poccninckon Pegepaumm oT 29 okTabpsa 2010 r. Ne 865 "O rocyfapcTBeHHOM
perynnpoBaHUn LeH Ha JieKapCTBEHHbIE NMpenapaThbl, BKJIIOYEHHbIE B NepevYeHb XN3HEHHO HeO6XOJJ,I/IMbIX n
BaXXHEMNLUMX NEeKapPCTBEHHbIX NpenapaToB", AONONHUTENLHO YKa3blBaeTCa (hopMa BbiNyCKa eKapCTBEHHOr 0
npenapaTa, C y4eTOM KOTOPOW pacCyMTbIBAETCA NpefesibHas 0TNYyCKHas LieHa Npon3BoaAnTens 3a
noTpebunTeNnbCKyo YNakoBKYy NeKapCTBEHHOrO npenapaTa.”;

4) B MpaBunax ycTaHOBNEHMWA MpefesbHbIX Pa3MepoB ONTOBbLIX U NpeAesibHbIX Pa3MePOB PO3HUYHbIX
HanbaBoOK K (haKTUYeCKNM OTMYCKHbIM LLleHaM, yCTaHOBIEHHbIM MPOV3BOANTENAMUN JIeKapCTBEHHbIX
npenapaToB, BKAOYEHHbIX B MepeYeHb XU3HEHHO HEOOXOANMBIX Y BaXKHENLUNX SleKapCTBEHHbIX
npenapaToB., B cybbekTax Poccuinickon ®efepaunm, yTBEP)KAEHHbIX YKa3aHHbIM MOCTaHOBEHNEM:

B MyHKTE 7:

B ab3aue nepBoM C/oBa "3aperncTpUpOBaHHYIO LIeHY" 3aMEeHUTb CI0BaMM "3aperncTpmMpoBaHHy0 nan
nepeperncTpupoBaHHYIO NpefesibHYI0 OTNYCKHYIO LeHy npounssoantens”;

ab3aLbl BTOPOW 1 TpeTuin nocse coBa "3aperncTpupoBaHHyo" AONOSHUTbL CI0OBaMM "nau
nepeperncTpmMpoBaHHy0";

NPUAOXKEHMNE K yKa3aHHbIM lpaBuiaM n3NoXnTs B Cnefyiowen pefakuuu:
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"“MPUNOXEHUE

K MNpaBnnam yCTaHOBNEHUS NpefesibHbIX Pa3MepoB ONTOBbLIX U NpefefibHbIX Pa3MepoB PO3HUYHbLIX
HagbaBoK K (paKTVI‘-IECKVIM OTMYCKHbIM LleHaM, YCTaHOBJIEHHbLIM NPON3BOANTENAMU JIEKAaPCTBEHHbIX

npenapaToB, BKJIKOYEHHbLIX B NepevyeHb XXN3HEHHO HeOGXO,EI,VIMbIX N BaXXHENLLNX NIeKapCTBEHHbIX

npenapaTtos, B cybbekTax Poccunckon deaepauuu
(B pefakLumn NOCTaHOBEHUS

MpaBuTenbcTBa Poccuiickon Pepepaunmu

oT 16 nekabpsa 2019 r. Ne 1683)

(thopma)

MPOTOKOJI

cornacoBaHMA LeH NOCTaBKW JIeKapCTBEHHbLIX NpenapaTos,
BKJTIO4EHHbIX B nNepeYyeHb XXN3HEHHO HeobX0ANMbIX 1 Ba>XKHENLLNX
NNEKaPCTBEHHbIX MpenapaToB

NOCTaBLLMK (OpraHM3aLns oNnTOBOW TOProOBN)

nosiyyaTenb (opraHu3aums onToOBOWN TOProBAW WM OpraHu3auns
PO3HMYHOWN TOProBN)

Mexay

Hapo

LHOe Hera

TEHTO

BaHHOE HanMme

HOBaHMe (xumu

4yeckoe nnu

rpyn

nMpo

BOM

Hoe)ToproBoe HauMeHo

BaHWe, nekapcT

BEHHasa opMa, LO3UPOBKA, KOINYECTBO
B noTpe

BruTenbCckom ynakoske, WTpuxoson koaCepusalpons
BOAM

Tenb3ape

rneTpu

poBaH

Has npe

LefibHas 0TNyCK

Has LleHa npou3

BOAM

Tensa (py6

nen)i®akTnyeckas oTNyCKHas LieHa, yCTaHOB
NleHHas NpPon3Bo

antenem (pybnen)?aTa peanu

3auum npous
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BOAM
Tenem30TnNycKHasa LeHa opraHM3aLmnm onToBom
Toproean*, >Pa3mep onToBOWN HaabaBKM opraHu
3aLUumM ONTOBOW TOProB

nn’,80TNyCKHasa LieHa opraHunsauum ontoson Toprosan’Cymmap
HbI pa3mep

OMTOBbIX

Han6aBoK

opraHu

3aLMin ONTOBOW TOProB

nne,°PasMep po3HMYHON HaabaBKM opraHu
3aUMmn po3HUYHON ToproBandakTnyeckas OTNYCKHasA LleHa opraHmn3auum po3HnyHon Toproenam 6e3 HAC
(pybnei)

6e3 HAOC (pyb

nen)c HAC (py6

nen)YCH?/ EHBLM (py6

nen)6es HOC(py6

nen)

c HAC(py6

nen)

B

npo

LeH

Taxs

py6

naxyCH?o/

EHBOM

(pybnen)bes

HAC(py6

nen)

c HAC(py6

nen)

B

npo

LeH

Taxs

py6

NAXB Npo

LeH

TaxB

py6

naxyCH?o/

EHBL (pyb

nen)6es

HAC(py6

nen)

12345678910111213141516171819202122
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(mnoanuck YMNOJITHOMOY€E€HHOr 0 JinLla NoCTaBLKWKa - OpraHn3aunmn ONTOBOW TOpFOBJ'II/I)

¢.un.o.

(moanncb ynosHOMOYEHHOro AnLa NoayyaTens - OpraHn3aLny oNTOBOW TOProOBM MK OpraHn3aunm
PO3HNYHOWN TOProOBAN - YKa3aTb HY)KHOE)

¢.un.o.

"M.MN. (npu Hann4un)
20 r." "M.I. (npn Hanu4nn)
20 r.

! 3aperncTprvpoBaHHas npefenbHas 0TNYCKHas LieHa Npon3BOAMTENS Ha IeKapCTBEHHLIN NpenapaT Ha
AaTy peannsaunmn NeKapCcTBEHHOrO NpenapaTa NPoU3BOAMTENEM Ha TeppuTopun Poccniickon degepaunn.
2 Mpw yCTaHOBNEHWW LIEHbI MHOCTPAHHbLIM NPOM3BOANTENEM DAKTMYECKas OTNYCKHas LieHa Ha
NeKapCTBEHHbIN NpenapaT yka3bliBaeTCsa C y4eTOM TaMOXEHHON NOLWAUHBI 1 COOPOB 3@ TaMOXXEHHOE
othopMmsieHue.

3 laTa peann3auny neKapCTBEHHOro npenapaTta NpoU3BOAUTENEM Ha TEPPUTOPUN POCCMICKON
denepauymn.

4 Mpwn 3aN0NHEeHNM opraHMn3aLmnen oONTOBOW TOProBAaW, KOTopas Nnpuobpena nekapCTBEHHLIA NpenapaT Yy
Npou3BOANTENS, YKa3biBAETCH LieHa peann3aunm NeKapCTBEHHOro npenapaTta opraHm3almen onToBom
TOProBu.

5> MMpun 3anoNHeHNK opraHn3aLmnen oNToOBOW TOProBauW, KoTopas npuobpena nekapCTBEHHLIA NpenapaT Yy
APYrov opraHmn3aLuny onToBOM TOProB/N, YKa3blBaeTCs LieHa NPnobpeTeHns nekapCTBEHHOr 0 NpenapaTa.
6 3an0sIHAETCA KaXK 40N OpraHM3aLen oNnToBoM TOProBAN, KOTOPas peasimlyeT NeKapCTBEHHbIV npenapar.
7 3ano/IHSeTCa opraHu3aLmen onToBon TOProean, KoTopasa npruobpena nekapCTBEHHbIN NpenapaT y Apyrown
opraHu3auuy oNTOBOW TOProBIN.

8 B cniyvae peanvsauuy opraHu3auuen onToBOW TOProBAW NeKapCTBEHHOr0 npenapaTa no LeHe Huxe
LieHbl ero npnobpeTeHns yKasbiBaeTCsA MPOYepK.

° B cnyyae peanvsauuy opraHu3aumnein onToBOW TOProBAW NeKapCTBEHHOr0 npenapaTa no LeHe Huxe
(haKTMYeCKOM OTMYCKHOMN LieHbl MPON3BOANTENS YKa3blBAaeTCHA MPOYEpK.

10 YnpouweHHaa cuctema Hanorooba0XxeHuns.

11 EANHBIA HANOr HA BMEHEHHbI 0OXO0[,.

MpumMeyvaHme. Mpadbl 1 - 8 3anoNHATCA OpraHM3aLmMen oNnToBOM TOProBan, KoTopas npuobpena
JIEKapCTBEHHbIV MpenapaT Yy Npou3BoANTENS.

NHdopmaLus, ykazaHHasa B rpadax 1 - 8 opraHu3aumen onToBoM TOProBan, Kotopas npuobpena
NEKapCTBEHHbIN NpenapaT y Npou3BoANTeNS, YKa3biBaeTCs 6e3 n3MeHeHnn BCeEMU ONTOBbLIMU
OopraHu3aunsaMmn, y4acTBYOLWMUMN B peann3aunm N1eKkapCTBEHHOro npenapaTa, B 0653aTeNbHOM nopsake.".

2. B noctaHoBneHum MNpaeutensctea Poccuinckon Genepauun ot 15 ceHTabpsa 2015 r. Ne 979 "O BHeceHUn
N3MeHEeHU B NocTaHoBeHne MpaBnTenbcTBa Poccuinckon Peaepaunm oT 29 okTabps 2010 r. Ne 865 1 06
yTBEPXAEHMN METOAUKN pacyeTa yCTaHaB/IMBaEMbIX MPON3BOAUTENAMMN NNEKAPCTBEHHbIX NpenapaTos
npenesbHbIX OTMYCKHbIX LeH Ha IEKAPCTBEHHbIE NpenapaThl, BKIOYEHHbIE B MepeYeHb XKN3HEHHO
HeobX0AMMbIX 1 BaXXHENLUNX NEKAPCTBEHHbIX NpenapaToB, NPW UX rOCYyAapCTBEHHON perncTpaumm u
nepepernctpaummn" (CobpaHune 3akoHogaTenbcTBa Poccuinckon ®enepauun, 2015, Ne 38, cT. 5302; 2018, Ne
43, cT. 6597):

a) B HAaMMeHOBaHWM C/10Ba "MEeTOANKM pacyeTa yCTaHaBANMBAEMbIX MPOU3BOANTENSAMUN EKAPCTBEHHbIX
npenapaToB NpefesbHbIX OTMYCKHbIX LieH Ha JIeKapCTBEHHbIE NpPenapaThl, BKIOYEHHbIE B MEPEYeHb
YKN3HEHHO HeoBX0AUMBIX N BaXKHENLINX JIeKapPCTBEHHbIX MpenapaToBs, NPU UX rocy4apCTBEHHON
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perncTtpaumm n nepeperucTpaumnmn” 3ameHnTb coBaMu "MeToaMKK pacyeTa npefesibHblX OTMYCKHbIX LeH
Npou3BOANTENEN Ha JIEKAPCTBEHHbIE NpenapaThl, BKAIOYEHHbIE B MepeyeHb XXU3HEHHO HEOOXO0AMMBIX U
Ba)XKHENLLMX IeKapCTBEHHbIX NpenapaToB";

6) ab3aL TpeTuin NyHKTa 1 N310XKNTb B CEAYIOLLEN pefaKkLmm:

"MeTOoAMKY pacyeTa npefenbHbiX OTNYCKHbLIX LleH NPon3BOAMTENEN Ha IeKapCTBEHHbIE NpenapaThl,
BKJIOYEHHbIE B NEPEYEHb XXN3HEHHO HEOBXOAMMbIX N BaXXHENLLIWX JIEKapPCTBEHHbIX MPenapaTos.";

B) B METOAUKE pacyeTa yCTaHaB/MBAEMbIX NMPOU3BOANTENAMUN JIeKaPCTBEHHbIX MpenapaTos rnpeaesbHbIX
OTMNYCKHbIX LleH Ha NeKapCTBEHHbIE NpernapaThl, BKIOYEHHbIE B MepeYeHb XN3HEHHO HEOBXOANMBIX 1
Ba)XHENLLMX JIeKapCTBEHHbIX NPenapaTos, Npy UX roCyAapCTBEHHOW perncTpauny 1 nepeperncrpauunm,
YyTBEPXXAEHHOW YKa3aHHbIM NOCTaHOB/EHNEM:

HaVMeHOBaHMe U3N0XNTb B CIeAYIOWEN pefakumnm:

"MeToamKa pacyeTa npefesibHbIX OTMYCKHbIX LeH MPOU3BOAMTENEN Ha NeKapCTBEHHbIE NpenapaThl,
BKJIOYEHHbIE B NEPEYEHb XXNU3HEHHO HEOOXOANMbBIX 1 BaXKHEWLINX NIEKAPCTBEHHbIX NpenapaToB";

B NYHKTEe 2 C/I0Ba "yCTaHaBAMBAEMbIX NMPOU3BOANTENSAMUN JIEKAPCTBEHHbIX MPenapaToBs rnpeaesbHbIX
OTMNYCKHbIX LieH" 3aMeHUTb C/IoBaMK "npefesibHblX OTMYCKHbIX LeH npon3soguTtenen”;

B NYHKTE 3:

B ab3aue nepBoM cnoBa "Npov3BoAUTENEN rOCYAAPCTB - YIEHOB" 3aMEeHUTb C/IoBaMU "Npon3BoanTens
rocygapcTsa - YaeHa";

B NOAMNYHKTE "a" cioBa "Npon3BoAMTENeNn rocyLapcTB - YIeHOB" 3aMeHUTbL C10BaMu "Npou3BoanTens
rocyapCTBa - YieHa", CJIoBa "MHOCTPaHHbIX MPOU3BOANTENEN, OCYLLECTBASAOLWMX NEPBUYHYIO 1 (Unn)
BTOPWYHYIO YMAaKOBKY /IeKapCTBEHHOIO npenapaTa” 3aMeHuTb CJIoBaMy "NeKapCTBEHHOro npenapaTa
MHOCTPaHHOr 0 NPOU3BOACTBA, NePBUYHAsA 1 (1IM) BTOPMYHAS YNakoBKa KOTOPOro OCYLLeCTBASETCS Uu
NJaHUPYETCA OCYLLEeCTBNATLCA";

B NoAnNyHKTe "6" cnoBa "rocyaapCTB - YNEHOB" 3aMeHNTb CI0BaMu "rocyaapCTBa - YneHa";

B NyHKTe 4:

B ab3aLe NnepBOM CNoBa "MHOCTPaHHbIX NMPOW3BOAUNTENEN Ha pedhepeHTHbIN JIeKapCTBEHHbIM NpenapaT"
3aMeHUTb C/I0BaMM "Ha pedepeHTHbLIN IeKapCTBEHHLIN NpenapaT MHOCTPaHHOIO NPOM3BOACTBA";

B NoanyHkTe "6":

CNoBa "MHOCTPaAHHOrO Npon3BoANTENS" 3aMEHNTL COBaMK "Ha pedepeHTHbIN NeKapCTBEHHbIN NpenapaT
WHOCTPaHHOIo NpomnsBoacTea";

CnoBa "Ha pedepeHTHbIN NIeKapCTBEHHbI NpenapaT” NCKIIIYUTD;

B NyHKTe 5:

ab3aLl nepBbIN N3N0XKNTL B CNefyowen peaakuunm:

"5. Mpegnaraemas K rocyaapCTBEHHON perncTpauny npegebHas oTNyCKHas LeHa Ha pethepeHTHbIN
JleKapCTBEHHbIV NpenapaT MHOCTPAHHOro NPOU3BOACTBA, MEPBMYHAA U (MN) BTOPUYHASA YNaKoBKa
KOTOPOro OCYLLEeCTBASETCS MU NAAHUPYETCA OCYLLeCTBAATLCA B Poccuiickon defepaLmm, He MOXET
npesblWaTh:";

B NoanyHkTe "6":

CNoBa "MHOCTPaHHOrO Npon3BOANTENS" 3aMEHNTL CNOBaMK "Ha pedepeHTHbIN eKapCTBEHHbIN NpenapaT
WHOCTPAHHOIo NpomnssoacTea";

CnoBa "Ha pedepeHTHbIN SIeKapCTBEHHbI NpenapaT” UCKIIIYUTD;

noanyHKTbl "a" 1 "6" NyHKTa 7 U3N10XKNUTb B C/leAyoWen peaakuum:

"a) B c/ly4yae eCcnun B pamMKax 04HOr0 perncTpaLroHHOro yooCTOBEPEHUS JIekapCTBEHHOr O npenapaTa
3apernucTpupoBaHbl NpefesbHble 0TMYCKHbIE LieHbl Ha pedepeHTHbIN IeKapCTBEHHLIN NpenapaT C Takow e
JleKapCTBEHHOM hOPMON N [03MPOBKON (KOHLLEHTPALNEN, aKTUBHOCTLIO B eANHULAX AENCTBMSA), -
CTOMMOCTb OAHON NeKapCTBEHHON (hopMbl pethepeHTHOr0 JIeKapCTBEHHOr 0 npenapaTa, pacCHuTaHHYo
NCX0as U3 CpefHero apuPMeTNnYecKoro 3Ha4eHns NOCNeAHUX 3apernCTPUPOBAHHLIX LEeH Ha Banxaniwme
CMeXXHble KOIMYeCTBa NeKapCTBEHHLIX (DOPM BO BTOPUYHOW NOTPEOUTENLCKON YNaKOBKE 3a8B1SEMOro
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JIeKapCTBEHHOrO npenapaTa ¥ YMHOXXEHHYI0 Ha KOJIMYECTBO JIeKapCTBEHHbIX (DOPM BO BTOPMYHOM
noTpebnTenbCKOM ynakoBKe 3as8BASEMOro pehepeHTHOr0 1eKapCTBEHHOMO NpenapaTa, Ha OCHOBaHUN
CBELEHMIN O HAaNNYMW 3aPErnCTPMPOBAHHLIX MPeAesbHbIX OTAYCKHbIX LIEH 3a58BJISIEMOr0 JIEKapCTBEHHOIO
npenapaTa cornacHo npunoxeHuto Ne 5;

6) B Cly4ae ecnm He 3aperncTpupoBaHbl NpeaesibHble OTNYCKHbIE LieHbl Ha 3asSBASeMbI pedepeHTHbI
JIeKapCTBEHHbLIN npenapaTt C TaKon e A03MPOBKON (KOHLEHTPaLUnen, akTUBHOCTLIO B eAUHMLIaX
AENCTBUSA), - CTOUMOCTb €AMHNLbI AEACTBYIOLEr0 BelleCTBa pedepeHTHOro IeKapCTBEHHOr0 NpenapaTa,
pacCYUTAHHYIO UCXOLA U3 CpefHero apnuMeTnyeckoro 3Ha4eHns nocjeSHUX 3aperucTpupoBaHHbIX LEeH Ha
6avKanwmne CMeXxHble f03UPOBKIM 3as8BSIEMOr0 SIEKAPCTBEHHOIO NpenapaTa U YMHOXEHHY0 Ha
KOJINYeCTBO eANHNUL, LeNCTBYIOLLEero BeLllecTBa 3a9BAg9eMoro pehepeHTHOro IekapCTBEHHOM0 nNpenapaTa,
Ha OCHOBAHWW CBEAEHUM O HAaNNYUN 3aperncTpPUpPOBaHHbIX NpefesbHbIX OTMYCKHbIX LeH 3a8BASeMoro
JIEKapCTBEHHOrO npenapaTa, NPeayCMOTPEHHbIX NpuioxeHnem Ne 5 K HacToswen MeToanke.";

B NyHKTe 10:

B ab3aLe nepBoM CnoBa "NPon3BOAUTENEN rOCYAapCTB - YIEHOB" 3aMEHUTL CJIoBaMU "Npon3BoanTens
rocyfapcrsa - 4jieHa";

B NOANYHKTe "B" C/0Ba "Mpou3BoauTeneit rocyLapcTs - YIeHOB" 3aMeHUTb C/10BaMu "Mpou3BoamnTens
rocygapcrsa - YneHa";

B ab3aue nepeoM nNyHkTa 11 cfioBa "MHOCTPaAHHbLIX MPOU3BOANTENEN Ha BOCMPOWN3BEAEHHbI
JIEKapCTBEHHbIV NpenapaT" 3aMeHNTb C/IOBaMK "Ha BOCMPOU3BEAEHHbIN NeKapCTBEHHbLIN NpenapaT
WHOCTPaHHOIro Npon3BoacTea";

B NyHKTe 12:

ab3au nepBbIN N3N0XNTb B CleAyOLWEN peaakumm:

"12. NpepnaraeMasn K roCygapCTBEHHON perncTpaunm npenesbHas oTNyCKHasa LeHa Ha BOCMPOU3BEAEHHbIN
JIEKapCTBEHHbIV MpenapaT MHOCTPaHHOro NMPOM3BOACTBA, MEPBMYHANA U (MK) BTOPUYHASA YNaKOBKa
KOTOPOro OCYLLECTBAAETCA UM NAAHUPYETCA OCYLLEeCTBAATLCA B Poccuinckon ®egepaumm, He MOXXeT
npesbiwaTh:";

B NOANYyHKTe "B" C/l0Ba "MHOCTPaAHHOr0 Npon3eoanTens (6e3 yyeta Npon3BOACTBEHHbIX MIOLLAA0K) Ha
BOCMPOM3BELEHHbIN IEKaPCTBEHHLIN NpenapaT” 3aMeHUTb C/I0BaMu "Ha BOCNPON3BEAEHHbLIN
JIeKapCTBEHHbIV NpenapaT MHOCTPAHHOro NPoM3BOACTBa (6e3 y4yeTa NPoM3BOLACTBEHHbIX MAOLWAL0K)";
noAnyHKTbl "a" 1 "6" nyHKTa 14 N3N0XWUTb B C/ieayoLlen peaakuunm:

"a) B c/ly4yae eCcnun B paMKax O4HOr0 perncTpaLroHHOro yooCTOBEPEHUS JIekapCTBEHHOr O rnpenapaTa
3apernucTpmpoBaHbl NpefesbHble 0TMYCKHbIE LieHbl HA BOCMPOM3BELAEHHbIN IEKAapPCTBEHHbIV NpenapaT ¢
TaKOW Xe NeKapCTBEHHON POPMO 1N [O3MPOBKON (KOHLEHTPALMEN, aKTUBHOCTbLIO B €ANHULAX OENCTBUS), -
CTOMMOCTb OAHOWN NIeKapCTBEHHON (hOPMbl BOCMPOM3BEAEHHOM 0 JIeKapCTBEHHOr0 npenapaTa,
pacCcYMTaHHYIO UCXOLA U3 CpefHero apuMeTUYecKoro 3Ha4eHns NocieSHUX 3aperncTpupPoBaHHbIX LeH Ha
6avKanwmne CMeXHbIe KOIMYECTBa JIeKapCTBEHHbIX (DOPM BO BTOPMYHON NOTpebuTenbCKon ynakoske
3a5BNSIEMOr0 JIEKAPCTBEHHOr O NpernapaTa U YMHOXEHHYIO Ha KOJINYeCTBO JIeKapCTBEHHbIX (POPM BO
BTOPUYHON NOTPebUTENLCKOM YNaKOBKE 3asB/IIEMOro BOCMNPON3BEAEHHOI0 JIEKAPCTBEHHOrO NpenapaTa, Ha
OCHOBaHWW CBEAEHWI O HAJIMYMW 3apPEerncTPMPOBAHHbIX MPeAesbHbIX OTAYCKHbIX LIEeH 3as8BSEMOro
JIeKapCTBEHHOr 0 nNpenapaTa, NPeayCMOTPEHHbIX NpunoxXeHnem Ne 5 K HaCTOALLEN METOLMNKE;

6) B Cly4ae eCcnm He 3aperncTpupoBaHbl NpeaesibHble OTNYCKHbIE LieHbl Ha 3a8BASEMbIN
BOCMPOMN3BELEHHbIN JIEKAPCTBEHHbLIN NMpenapaT C TaKon Xe A03MPOBKON (KOHLEHTPaLUen, akTUBHOCTLIO B
eanHNLaxX 0enCcTBUs), - CTOMMOCTb €AMHWLbI AeACTBYIOLLErO BelecTBa BOCNPOU3BEAEHHOIO
JIeKapCTBEHHOro npenapaTa, pacCHUTaHHYI0 UCXo4s U3 cpefHero apupMeTNUYecKoro 3HayeHns nocnefHnx
3apPerucTpmMpoBaHHbIX LIEH Ha BanXKallLmne CMeXXHble 003MPOBKU 3a8BASEMOr0 JEKAPCTBEHHOMO NpenapaTa
N YMHOXXEHHYIO Ha KOJINYECTBO eANHUL, AENCTBYIOLWEro BelwecTBa 3as9BJI9eMOro BOCMNPON3BEAEHHOIO
JIeKapCTBEHHOr o npenapaTa, Ha OCHOBaHWW CBEAEHWI O HAIMYUN 3apernCTPUPOBaHHbLIX NpeaenbHbIX
OTMYCKHbIX LeH 3asBASeMOro JIeKapCTBEHHOr 0 nNpenapaTa, NpesycMOTPEHHbIX NMpusiokeHneMm Ne 5 K
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HacToalWen meToanke.";

HavMeHoBaHWe pa3sgena IV n3noxuTb B Cliefytowen pefakunm:

"IV. PacyeT cpeaHeB3BeLIEHHON haKTMYeCKOoM OTMYCKHOWM LieHbl Ha JIeKapCTBEHHbIM NpenapaT
NPOV3BOANTENA rOCYAAPCTBA - YieHa EBpa3nMnckoro 3KOHOMMYECKOro CoK3a v lekapCTBEHHbIN npenapaT
MHOCTPaHHOr 0 NPOU3BOACTBA, NEPBUYHAA 1 (1IM) BTOPMYHAS YNakoBKa KOTOPOro OCYLLeCTBASETCS Uu
NAaHUPYETCH OCYLLLEeCTBNATLCA B Poccminckon ®epepaumnmn’;

ab3aL nepBbIf NyHKTa 16 U3N10XKUTb B C/IEAYIOLLEN peaakLuuu:

"16. PacyeT cpeHeB3BeLLIEHHON DAaKTUYECKOWN OTMYCKHOM LieHbl HA KOHKPETHbIN JIeKapCTBEHHbIV NpenapaT
NPOVN3BOANTENSA FOCYAAPCTBA - YeHa EBpa3nincKoro 3KOHOMMYECKOro cot3a 1 (Unn) NeKapCTBEHHbIN
npenapaT MHOCTPAHHOro0 NPON3BOACTBA, NEPBUYHAsA U (MIK) BTOPUYHAA YNaKOBKa KOTOPOro
OCYLLEeCTBAAGTCS MW NJAHUPYETCS OCYLLEeCTBAATLCA B Poccuiickon depepauinm, Nponu3BoaMTCSA 3a
OTYETHLIN Nepunoj Ha OCHOBaHUN CBELEHU, NPefyCMOTPEHHbIX NpunoxxeHnem Ne 1 K HacTosALen
meToguke."

B ab3aue nepBoM nyHKTa 17 cfioBa "mpon3BoauTENEN rocy4apcTB - YJIeHOB" 3aMEHNTb C/I0BaMM
"“Npon3BoANTENA rocyapcTaa - YneHa";

B NYHKTe 18 cfioBa "MHOCTPaHHbIX MPOU3BOAUTENEN, OCYLLECTBASAIOWMX NEPBUYHYIO U (1SI1) BTOPUYHYIO
yMaKOBKY JleKkapCTBEHHbIX nNpenapaToB B Poccuinckon depepalimm, Ha JeKapCTBEHHbIA npenapaT”
3aMeHMNTb C/I0BaMM "IeKapCTBEHHOMO NpenapaTa UHOCTPaHHOrO NPON3BOACTBaA, NepBMyHasa un (nnu)
BTOPMYHAs yNakoBKa KOTOPOro OCYLLECTBAAETCA WM NJaHUPYeTCA OCYLLeCTBAATLCS B POCCUMINCKOM
®epepaummn”, cNoBo "OTNYLLEHHbIN" 3aMEHNTb CJI0BOM "OTMYLLEHHOr0";

B HaMMeHOoBaHUKW pa3gena V cioBa "rocyapcTs - YeHOB" 3aMeHNTb CnoBaMu "rocyiapcTBa - YieHa";

B NyHKTe 19 csioBa "rocyapcTs - YJIEHOB" 3aMEeHNTb C/10BaMu "rocyfapcTBa - YieHa";

B ab3aLe nepBoM NyHKTa 22 C/I0BO "Mpoun3BoauTenein” 3aMeHnTb CIOBOM "npon3soantens”;

B HauMeHoBaHuW pa3gena VI cnoso "nponssoamTens” 3aMeHUThL CJIOBOM "Npon3BoAcTBa’;

B ab3aLe nepBoM NyHKTa 24 cf10BO "Mpoun3BoauTens" 3aMeHUTb CIOBOM "Npon3BoaCTBa";

B ab3auax 4YeTBEPTOM M NATOM MyHKTa 25 Cn10BO "Npon3BoamTend” 3aMeHUTb CJIOBOM "Npon3BoacTBa’;
NYHKT 29 N310XKNTb B C/IeAytoLen peaakunm:

"29. B ciiyyae rocyapCcTBEHHOW perncTpaumnm (nepepernctpauunmn) B Poccunckon ®efepaunmn npeaenbHom
OTMYCKHOW LieHbl Ha NEKAPCTBEHHLIN NpenapaT C KOANYeCTBOM JIEKaPCTBEHHbIX popM B NoTpebutensckon
yNaKoBKe (KOJIMYECTBOM [03 B YMaKOBKe, 06beMOM), OTCYTCTBYIOLWMM B OLHOM WJIN HECKONBbKUX
WMHOCTPaHHbIX FOCYAaPCTBaXx, yKa3aHHbIX B NpunoxeHnn Ne 2 K HacTosWwen meToanke, B Tabnmue 1
npuaoXxeHus Ne 3 K HacToALEN METOAMKE YKa3bIBAOTCA MAUHNMasbHbIE LIEHbI Ha 3aABJISeMbIiA
NEKapPCTBEHHbIN NpenapaT ¢ 6AmKanumMm CMEXHbIMIN KOJIMYECTBaMW JIEKAPCTBEHHbIX POPM BO BTOPUYHON
noTpebunTenbCKOon ynakoBke (BHE 3aBUCUMMOCTUN OT Ha/IMyYMs UX roCyapCTBEHHON perncrpaLlmm Ha
Tepputopun Poccuinckon ®epepaumn), KOTopble peasn3yoTcs B MHOCTPAHHbLIX FOCyAapCTBax, YKa3aHHbIX B
npuaoXxxeHun Ne 2 K HaCTOSILLLEN METOAMKE.

Mpy 3TOM MMHMMabHas LieHa NPOU3BOAMTENS Ha 3aaBJISeMbIl IEKapCTBEHHbIM NpenapaT onpenenseTcs
Kak cpefHee apumeTnyeckoe 3HayeHme CTOMMOCTU OLHON NeKapCTBEHHOW (POPMbI JIeKaPCTBEHHbIX
npenapaTos, UMeLKX baKanne CMexXHble KONNMYeCTBa IEKAPCTBEHHbIX (HOPM BO BTOPUYHON
noTpebnTeNnbCKOM YyNakoBKe, YMHOXXEHHOE Ha KOIMYECTBO JIEKAPCTBEHHbIX (hOPM BO BTOPUYHOM
noTpebunTeNbCKOM yNakoBKe 3as8BASEMOro IEKapCTBEHHOMO NpenapaTta B KaXkA0M 13 MHOCTPaHHbIX
rocygapcTs (rpada 6 Tabnuupsl 1 npunoxxeHusa Ne 3 K HacTosILLEen METOAMKE).

B cny4yae rocyfoapCcTBEHHOM perucTpaumm (nepepeructpaumm) B Poccuinckon degepauum npeaenbHon
OTMYCKHOW LieHbl JIeKapCTBEHHOr0 NpenapaTa C A03UPOBKON, OTCYTCTBYIOLWEN B OAHOM WJIN HECKONBbKNX
WMHOCTPaHHbIX FOCYAaPCTBaXx, yKa3aHHbIX B MpuaoxeHnn Ne 2 K HacTosAwen meToanke, B Tabavue 1
npunoxxeHus Ne 3 K HacTosALEen MeTOANKE YKA3bIBAOTCH MUHUMAIIbHbIE LIEHb! Ha 3a9BNSEMbIi
JIEKaPCTBEHHbIN NpenapaT ¢ 6amKanumMm CMEeXHbIMIN L03MPOBKAMM (BHE 3aBUCMMOCTY OT HaN4YmMs nx
perncrTpaumm Ha TeppuTopumn Poccuinckon ®enepaLimm), KOTOpbIE Peann3yoTCsa B UHOCTPAHHbIX

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 331362



rocypapcTBax, YKa3aHHbIX B MpuaoxxeHun Ne 2 K HacTosiLLe METOAMKE.

Mpun 3TOM MUHMMaNbHas LileHa NPOM3BOAMTENA Ha 3as8BSEMbI JIeKAPCTBEHHbLIN NpenapaT onpeaenseTcs
Kak cpegHee apudmMeTnyeckoe 3Ha4yeHme CTOMMOCTY O4HON eQUHNLbI LENCTBYIOLWEro BeLecTsa
JIEKapPCTBEHHbIX NPENapaToB, UMELLNX BKanlne CMeXHble 4O3NPOBKU, YMHOXXEHHOE Ha KOJINYECTBO
eVHNL, LeNCTBYIOLLEero BeLlecTBa 3as9BA49eMOro NeKapCTBEHHOrO NpenapaTta B KaXXKA0M U3 UHOCTPaHHbIX
rocygapcTs (rpada 7 Tabnauupsl 1 npunoxeHus Ne 3 K HacTosiLENn METOAMKE). B pacyeTe He y4MTbIBaOTCS
HnvxKanwmne cMeXxxHble [,O03MPOBKM, NPEBbILIAOLME LO3UPOBKY 3a8B/IEHHOr0 IEKapCTBEHHOMO NpenapaTa,
npefHa3Ha4YeHHOro A NpMMEHeHNa B NeAMaTpPUYeCcKon npakTrke (Ha OCHOBaHUN CBEAEHWNA NHCTPYKLMUK
no MeanLUMHCKOMY NpuMeHeHuto), bonee 4yem B 2 pasa.";

B NyHKTe 30:

B NpenJioXXeHnn nepsoM C10Ba "MHOCTPAHHOIO NMPOM3BOANTENS" 3aMeHUTb CJ1I0BaMU "MHOCTPAHHOI0
NMpon3BOACTBA, B TOM YMCJie MPOM3BOACTBO FOTOBOMN JIEKAPCTBEHHOW (hOPMbI, MEPBUYHAS U (MK) BTOpUYHaAS
yNakoBKa KOTOPOro OCYLECTBASETCA UK NAaHUPYETCS OCYLLLEeCTBAATLCA B Poccuinckon ®egepauun,”;

B MPeL/IOKEHUN BTOPOM CJI0Ba "MHOCTPAHHOIr0 NPOM3BOAMTENS HA" 3aMEHUTb C/1I0BaMmM "Ha Takon";
ab3aubl BTOPON U TpeTUN NyHKTa 32 U3N0XUTb B CeyIolWen peaakumm:

"B c/iydae ecnn He 3aperucTpumpoBaHbl npefesibHble OTMYCKHbIe LieHbl Ha pedepeHTHbIN J1eKapCTBEHHbIN
npenapaT C TaKUM Xe KOJIMYECTBOM JIEKaPCTBEHHbIX (HOPM BO BTOPUYHOWN NOTPebUTENLCKON YNaKOBKE, 4TO
N 3a5BISSEMbIA BOCMPOU3BEAEHHbIN IEKAPCTBEHHLIN NpenapaT, LeHa Ha BOCNPOU3BEAEHHbIN
NEeKapCTBEHHbIN NpenapaTt onpefenseTcs Kak CTOMMOCTb OLHOW IeKapCTBEHHOW (POopMbl pedepeHTHOro
JIeKapCTBEHHOr o npenapaTa, paccyuTaHHas Ucxons N3 cpefHero apupmMeTn4eckoro 3Ha4yeHums
3apPEerucTpuMpoBaHHbIX LIEH Ha BanXKaNLLMe CMeXXHble KONIMYeCTBA JIeKaPCTBEHHbIX (hOPM BO BTOPUYHOW
noTpebuTenbCKo ynakoBke pedpepeHTHOro IekapCTBEHHOMO nNpenapaTa U YMHOXXEeHHas Ha KOJIn4ecTBO
NEKaPCTBEHHbIX (POPM BO BTOPMYHON NOTPEBUTENLCKOM YNaKOBKE 3asBASEMOro BOCNPON3BELEHHOMO
JleKapCTBEHHOro npenapaTa, npy 3ToM Kd COOTBETCTBEHHO paBeH 1.

B cnyyae ecan He 3aperncTpupoBaHbl NpefenbHble OTMYCKHbIE LeHbl Ha peepeHTHbIN IeKapCTBEHHbIN
npenapaT C Takom e JO3UPOBKOW, YTO 1 3asB/SeMbl BOCMPOM3BEAEHHbIV JIEKAPCTBEHHbLIN Npenapar,
LleHa Ha BOCMPOM3BEAEHHbIV JIEKAPCTBEHHbIV NpenapaT onpeaenseTcs Kak CTOMMOCTb OA4HOW e 4MHWLbI
LEeNCTBYIOLLEro BellecTBa pehepeHTHOr0 eKapCTBEHHOr0 NpenapaTa, pacCcYMTaHHasa UCX0As U3 CpedHero
apnPMETNYECKOro 3HaYeHNA 3aperncTPUPOBaHHbIX LEeH Ha Banxanwmne cMeXXHble 403MPOBKY
pedepeHTHOro 1eKkapCTBEHHOro NpenapaTa U YMHOXEHHaa Ha KOIMYeCTBO eANHNL, AeNCTBYOLLEro
BelLleCTBa 3asBSEMOro BOCNPOW3BELEHHOr 0 leKapCTBEHHOr 0 npenapaTa, Npy 3TOM KA COOTBETCTBEHHO
paseH 1.";

B NYHKTe 33:

B ab3aLle BTOPOM C/10Ba "V [O3UPOBKE" NCKITIOYUTD;

B ab3aue TpeTbeM:

CnoBa "Ha NeKapCTBEHHbLIN NpenapaT MHOCTPAHHOrO NPON3BOAMTENS, B TOM YACIEe OCYLLECTBASIOWEro
NePBUYHYIO 1 (MK) BTOPUYHYIO YNAKOBKY NeKapCTBEHHOMO npenapaTa” 3aMeHnTb C/IoBaMu
"NeKkapCTBEHHOro nNpenapaTa MHOCTPAHHOIO NPOM3BOACTBA, B TOM YMC/IE NEPBUYHANA U (MIM) BTOpUYHaA
YyNakoBKa KOTOPOro OCyLeCcTBAAETCA UK NIAHUPYETCHA OCYLLEeCTBAATbCA",

cJioBa "M [O3MPOBKE" UCKJTOYUTD;

B ab3aLle 4eTBEPTOM C/10Ba "1 LO3MPOBKE" NCKIOYNTD;

B ab3aLe naTom:

CnoBa "Ha NeKapCTBEHHbLIN NpenapaT MHOCTPAHHOrO NPON3BOAMTENS, B TOM YACIE OCYLLECTBASIOWErO
NePBUYHYIO 1 (1K) BTOPUYHYIO YNAKOBKY IEKapCTBEHHOMO nNpenapaTa” 3aMeHnTb CJI0BaMu
"NeKapCTBEHHOr0 NpenapaTa MHOCTPAHHOIO NPOM3BOACTBA, B TOM YMC/IE NEPBUYHANA U (MIM) BTOpUYHaA
yNaKoBKa KOTOPOro OCYLLECTBAAETCA UM MJIaHUPYETCA OCYLLeCTBAATLCA",

cJioBa "v [O3MPOBKE" UCKJTIIOYUTD;

LONONHUTL ab3aLem cnefylolero cogepXXaHms:
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"B OTHOLLEHUWN BOCNPOM3BeAeHHOr0, brioaHanoroeoro (6mononobHoro) opcaHHOro EKapCTBEHHOMO
npenapaTta NoHWXaLWmn Ko3dduuneHT onpenenseTcs no popmynam pacyeTta, NpeayCMOTPEHHbIM
npunoxeHnem Ne 8 K HacTosLEN METOAMKE, A5 BOCNpon3BeAeHHOro, buoaHanorosoro (bnonogobHoro)
opaHHOro sIeKapCTBEHHOro npenapaTta.”

B NYHKTe 34:

ab3au cegbMon nocne cnoB "npenenbHbiX OTMYCKHbIX LIEH NPon3BoAUTENEN HA" AOMNONHUTbL CJI0BaMM
"BTOpLIE U nocsenywoLine";

B ab3aLie BOCbMOM:

CcNoBo "(eanHuL)" NCKIYNTD;

CNOBO "Ka4yecTBOM" 3aMeHNTb C/IOBaMM "KONNYECTBOM JIEKAPCTBEHHbIX (hOPM BO BTOPUYHOWN yrMaKoBKe";
NYHKT 35 N310XUTb B CleOyLWen pegakumnm:

"35. MakcumanbHasa LeHa onpefenseTcs Kak 3aperncTpupoBaHHas (mepeperncTpMpoBaHHas) npeaenbHas
OTMNYCKHas LeHa 3a NoTpebnTenbCKylo YNaKoBKY JIeKapCTBEHHOrO NpenapaTa, COBMNaAatoLLero ¢
3a5BJISEMbIM BOCMPON3BEAEHHLIM IEKAPCTBEHHLIM NPenapaToM Mo MeXAyHapo4HOMY HEMATEHTOBAHHOMY
HaVMeHOBaHMIO (NPW ero OTCYTCTBMM MO XUMUYECKOMY WIN FPYNMNMPOBOYHOMY HaMMEHOBAHWIO),
JleKapCTBEHHOM hopMe 1 [03MPOBKE C MAaKCMMaslbHON CTOMMOCTLIO OHON JIEKAPCTBEHHON POPMBbI:

B C/lyYae ec/n 3aperncTpupoBaHa (nepeperncTpupoBaHa) npegesbHas 0TNYCKHas LleHa Ha Takom
JIeKapCTBEHHbIV NpenapaT, COBMaAatoLmMin No KoINYeCcTBY BO BTOPUYHON NOTPEOUTENbCKON YNaKOBKE C
3a5B/IIEMbIM BOCMPOM3BEAEHHBIM IEKAPCTBEHHbLIM NMpenapaToM, MakCMasbHas LieHa ONpeaenseTcs Kak
nocneHAs 3aperncTpMpoBaHHas (mepeperncTpupoBaHHas) npegesbHas 0OTNYCKHas LeHa Ha Takon
JIeKapCTBEHHLIN npenapar;

B C/ly4ae ec/iy Ha Takon NeKapCTBEHHbIN NpenapaT B paMKax perncTpaunoHHOro yooCTOBEPEHMNS
JIeKapCTBEHHOrO npenapaTa 3aperncTpupoBaHo (NepeperncTprupoBaHo) HECKONbKO NpeaenbHbIX
OTMYCKHbIX LleH Ha NeKapCTBEHHbIE NpenapaThl, OTJNYHbIX MO KOJIMYECTBY BO BTOPUYHOW NoTpebutenbckon
ynaKoBKe 0T 3aABJISeMOro BOCMPOU3BEAEHHOI0 JIeKapCTBEHHOIO NpenapaTta, MakCMManbHas LieHa
onpegensieTcs Kak cpegHee apugpMeTn4eckoe 3HadyeHne NocaeaHUX 3aperncTprpoBaHHbIX
(mepeperncTpupoBaHHbIX) NpeaenbHbIX OTMYCKHbIX LLleH Ha Takne NeKapCTBEHHbIE NpenapaTthl UCX0AsA 13
CTOMMOCTW OHOW JIEKAPCTBEHHOWN (HOPMbI, YMHOXKEHHOE Ha KOJIMYECTBO JIEKAPCTBEHHbLIX (hOPM BO
BTOPUYHOWN NOTPeBbUTENLCKOM YNAaKOBKE 3as8BISEMOro IEKapCTBEHHOIO NpenapaTa, npu 3ToM K
COOTBETCTBEHHO paBeH 1;

B C/lydae OTCYTCTBUS 3apPerucTpMpoBaHHbIX NpedesbHbIX OTAYCKHbIX LIEH Ha JIEKapCTBEHHbIM Npenapar,
COBMaZatLWMN N0 MEXAYHAPOLHOMY HEMAaTEHTOBAHHOMY HaVMeHOBaHWIO (Mpy ero oTCyTCTBUM MO
XUMUYECKOMY MW FPYNNUPOBOYHOMY HaMMEHOBaAHWIO), TEKAPCTBEHHON (DOPME U OO3NPOBKE,
MaKC/MMaJibHas LleHa onpefenseTca Kak 3aperncTpupoBaHHas npefesibHas 0TnyCcKHasa LeHa 3a
NnoTpebnTeNbCKY0 YNAaKOBKY IEKapCTBEHHOMO NpenapaTa, COBNafaloWwero C 3asBJeMbIM
BOCMNPOW3BEAEHHbIM JIEKAPCTBEHHbLIM MPEenapaToM Mo MeXxAyHapo4HOMY HenaTeHTOBaHHOMY
HaVMeHOBaHWIO (NPW ero OTCYTCTBMM NO XUMUYECKOMY WIN TPYNMNMPOBOYHOMY HaVMEHOBAHWIO) 1
JleKapCTBEHHOM hopMe C MaKCMMaslbHON CTOMMOCTbBIO €4MHNLbI OEeACTBYIOLWErO BELeCTBa;

B C/ly4ae ec/iy Ha Takon NeKapCTBEHHbIN NpenapaT B paMKax perncTpaunoHHOro yooCTOBEPEHUS
JIeKapCTBEHHOI 0 NpenapaTta 3aperucTpmpoBaHo (NepeperncTpupoBaHo) HECKONLKO NpeaenbHbIX
OTMYCKHbIX LleH Ha NeKapCTBEHHbIE NpenapaThl, OTJINYHbIX MO LO3MPOBKE C 3asBJISEMbIM
BOCMNPOM3BELEHHbIM JIEKAaPCTBEHHbIM MpenapaToM, MakCuMasbHas LeHa onpefnenseTcs Kak cpefHee
apugMeTnyecKoe 3HaYeHe NoCaedHNX 3apPerncTPUpPOBaHHbIX (MepeperncTprMpoBaHHbIX) NpeaesbHbIX
OTMNYCKHbIX LLleH Ha Takne NeKapCTBEHHbIE NpenapaThl UCXOAA N3 CTOMMOCTW €ANHULbI OEeNCTBYOLWEro
BELLECTBa, YMHOXEHHOE Ha KOJINYECTBO eANHUL, OEACTBYIOLWEro BELWEeCTBa 3a8BJISEMOro IEKapCTBEHHOIO
npenapaTa, Npy 3ToM K COOTBETCTBEHHO paseH 1.";

NYHKT 36 0ON0NHUTL ab3aueM cneayowero cCogep)XxaHus:

"B c/iydasx, Mpu KOTOPbIX Ha JIEKApPCTBEHHbIV MpenapaT, onpefesieHHbIn B COOTBETCTBMM TpeboBaHMAMYK
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NyHKTa 35 HacTosALWen METOANKN, 3aperncTpnpoBaHbl pas3nyHble npefesbHble OTMYCKHbIE LieHbl,
npuMeHsaeTCs cpefHee apnupMeTUYeCKoe 3Ha4YeHne MoHWXaLWero KoagguumeHTa, pacCinTaHHOE Ha
OCHOBaHMMW MOCAEAHNX 3aPEerncTpUpoBaHHbIX (MepeperncTpmMpoBaHHbIX) NpeaesbHbIX OTMYCKHbIX LieH Ha
TaKoW JleKapCTBEHHbIV NpenapaT, 3a UCKII0YeHNeM Cly4aeB, NPy KOTOPbIX MOHVKALWNA KO3 MULNEHT
paseH 0.";

HauMeHoBaHMe pa3gena IX n3noXXunTb B CeayoLWen pegakumnm:

"IX. PacyeT npefensHOM OTNYCKHOM LieHbl MPOM3BOAUTENEN Ha SIeKapCTBEHHbLIA NpenapaT Npon3BoAMTENS
rocyapCTBa - YieHa EBpa3unckoro 3SkOHOMNYECKOro COto3a MNpu ee nepeperncrpaunn”;

B NyHKTe 37 cnoBa "HacToALWen METOAMKON" 3aMEHUTb CNoBaMM "HaCTOSALWMM pa3aenom';

B ab3aue nepeom 1 noanyHkTe "6" nyHkTa 38, B ab3aue nepsom nyHkTa 39, nyHkTe 40 1 ab3aue nepsom
nyHKTa 41 cnosa "rocyapcTs - YieHOB" 3aMeHUTb C/I0BaMK "rocyapcTBa - 4yieHa";

B NyHKTax 43, 44 n B ab3alLie nepsoM nyHKTa 45 cnosa "nNponsBoanTeNen rocyaapcTs - Y1eHOB" 3aMeHnTb
cJioBamu "Npoun3sBoauTens rocygapcrsa - YieHa";

HavMeHoBaHWe pasgesia X U3N0XNTb B CIelyIOLLEN pefakumnm:

"X. PacyeT npenenbHON OTNYCKHOW LIeHbl Ha NEKAPCTBEHHbLIN NpenapaT UHOCTPaHHOIrO MPON3BOACTBA, B
TOM Yyuche nepBuYHas u (Mam) BTOpMYHaa ynakoBKa KOTOPOro OCYyLLeCcTBASeTCS WK NAaHupyeTcs
ocyLlecTBAATLCA B Poccuinckon depepaunmn, npu ee nepeperncrpauunn”;

B MyHKTEe 47 CnoBa "MHOCTPaHHbIX NPon3BoAMNTENen" 3aMeHNTb CJI0BaMK "MHOCTPaHHOro Npon3BoacTea”,
CnoBa "HacTosLeN METOANKON" 3aMEHNTb CI0BaMK "HaCTOALLMM pa3genom";

B NyHKTe 48:

B ab3aLle NepBOM CJI0Ba "MHOCTPAHHbLIX MPOM3BOAUTENEN Ha NIeKAapPCTBEHHbLIV NpenapaT” 3aMeHUTbL C/I0BaMU
"Ha NeKapCTBEHHbIN NpenapaT MHOCTPAHHOro MPON3BOACTBA";

B NoAnyHKTe "6" cnoBa "MHOCTPaAHHbIX MPOM3BOANTENEN, B TOM YMCE OCYLLECTBASIOWNX NEPBUYHYIO 1
(MnKn) BTOPUYHYIO YNAKOBKY NEKAPCTBEHHOrO NpenapaTta’ 3aMeHNTh C10BaMy "MHOCTPaHHOro
NPOM3BOACTBA, B TOM YMC/ie NepBUYHas 1 (1in) BTOpUYHAs ynakoBka KOTOPOr0 OCYLLEeCTBAAETCS UK
NIaHNUPYeTCs OCYLLLeCTBAATLCA",

B ab3aue nepeom nyHkTa 49 cfoBa "MHOCTPAHHbLIX MPON3BOAUTENEN, OCYLLECTBIAOLWMNX MEPBUYHYIO U (1K)
BTOPUYHYIO YNAKOBKY NEKapCTBEHHOrO NpenapaTa” 3aMeHnTb CJIoBaMU "Ha flekapCTBEeHHbIN npenapaT
MHOCTPaHHOr O NPOU3BOLCTBA, NePBUYHAA 1 (1M) BTOPMYHAS YNakoBKa KOTOPOro OCYLLeCTBASETCS Uu
NAaHUPYETCA OCYLLeCTBNATLCA";

B NyHKTe 50:

B ab3aue nepBOM CnoBa "MHOCTPaHHbIX MPOM3BOAUTENEN, B TOM YMC/IE OCYLLECTBASAIOLWNX NEPBUYHYIO W1
(nnn) BTOPUYHYIO YNaKOBKY JIEKApPCTBEHHOMO npenapaTa” 3aMeHUTb C/I0BaMmK "Ha IeKapCTBEHHbIN
npenapaT MHOCTPAHHOrO NPOM3BOACTBA, B TOM YUC/1e NepBMYHAsA 1 (MAK) BTOPUYHAA YNaKOBKa KOTOPOro
OCYLLECTBJIAETCA UK NAAHUPYETCH OCYLLEeCTBAATHCA";

B NoAnyHKTe "6" cnoBa "MHOCTPaHHOIO NPON3BOANTENS, OCYLLECTBAAOLWErO NEPBUYHYIO 1 (M)
BTOPWYHYIO YMaKOBKY" 3aMEeHNTb CJIOBaMK "MHOCTPAHHOIro NPOn3BOACTBA, NEPBUYHANA 1 (Mn) BTOPUYHASA
ynaKoBKa KOTOPOro OCYLLEeCTBASETCA UM NIaHUPYETCA OCYLLeCTBAATLCA",

B NOANyHKTE "B" C/I0Ba "MHOCTPAHHOrO NPOM3BOANTENA Ha JIEKAPCTBEHHbIV NpenapaT” 3aMeHnTb CN0BaMu
"Ha NeKapCTBEHHbIN NpenapaT MHOCTPAHHOIro NPoOM3BOACTBA";

B NYHKTe 52:

B ab3aLe nepBoM C/0Ba "MHOCTPAHHOIO MNPON3BOAUTENS Ha JIEKAPCTBEHHbIN nNpenapaT" 3aMeHUTb CJI0BaMu
"Ha NeKapCTBEHHLIN NpenapaT MHOCTPAHHOro0 MPON3BOACTBA";

B ab3aLe BOCbMOM CJI0BO "nMpon3BoanTens” 3ameHnTb CJI0OBOM "nMpou3BoacTea”;

B MyHKTEe 53 cnoBa "MHOCTPaHHbIX NPON3BOAMTENEN, OCYLLECTBASAIOWMNX NEPBUYHYLIO 1N (MNKN) BTOPUYHYIO
ynakoBKy B Poccuinckon ®efiepalimn, Ha NeKapCTBEHHbIN NpenapaTt" 3aMeHnTb C/loBaMm "Ha
JleKapCTBEHHbIV NpenapaT MHOCTPAHHOro NPOU3BOACTBA, MEPBMUYHAA U (MK) BTOPUYHASA YNaKoBKa
KOTOPOro OCyLLEeCTBASETCS UK NAaHUPYETCA OCYLLeCTBAATLCA B Poccuiickon ®epepaumn,”;
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AOMNoNHUTL pasgenom Xl cnegyowero cogepxaHus:

"XI. PacyeT npefensHoM OTNYCKHON LieHbl NPOW3BOAUTENA Ha JIeKapCTBEHHbIV NpenapaT npu ee
nepeperncTpaLmm B LLesiax CHUXeHns

55. Mepepernctpauuns B Lensax CHXeHNA npeLesbHON 0TNYCKHOW LieHbl MPOU3BOAMTENS Ha
JleKapCTBEHHbIV penapaT NPoBOAUTCA B C/IyHasX, MPefyCMOTPEHHbIX NOANYHKTOM "a" nyHkTa 42 lMNpasu,
B CBSI3U CO CHV)XEHWEM LieHbl B HALMOHaJIbHON BalloTe Ha IEKAPCTBEHHbIN NpenapaT B MHOCTPaHHbIX
rocyfapcTBax, YKasaHHbIX B MpunoxxeHun Ne 2 K HacTosLlen MEeTOAMKe, Ha OCHOBaHUKN pacyeTa,
npeaycMoTPEHHOro npunoxeHnem Ne 3 K HaCTosLLEN METOLMKE, B C/ly4ae, eC/iM pacCcyuTaHHas B
COOTBETCTBUM C pa3genom VIl HacTosLen METOANKN MAHMaNbHasA OTMNYCKHas LleHa NPoM3BOAUTENSA Ha
JleKapCTBEeHHbIV rnpenapaT C y4eTOM PacX0of0B, CBA3AHHbLIX C TAMOXEHHbIM 0(hOPMIIEHUEM, HUXKE, YeM
3aperncTpupoBaHHas npeaenbHas oTNyCKHas LieHa Ha JIeKapCTBEHHbIA Npenapar.

56. Mepepeructpauus npeaenbHon 0TNYCKHON LIEHbI BOCMPON3BeAeHHOro, 61MoaHanoroBoro
(buonopobHOro) nekapCTBEHHOro NpenapaTa NPOBOANTCS B CAyYasXx, MPeayCMOTPEHHbIX NOAMYHKTOM "6"
nyHkTa 42 MpaBu, B CBA3W CO CHUXKEHNEM MPEeaesbHON OTNYCKHON LieHbl pehepeHTHOr0 IEKAPCTBEHHOIO
npenapara B c/lyqyasix, NpeflycCMOTPEeHHbIX NOANYHKTOM "a" nyHKTa 42 lNpasu.

Mepeperncrpaums B LeNsx CHKEHNA npeaesibHON OTNYCKHOW LieHbl BOCMPOM3BeAeHHOr0, BrioaHanorosoro
(6buononobHOro) NekapCTBEHHOr0 NpenapaTa OCYyLLeCTBASETCS B Cyvae, €C/v 3aperncTpmpoBaHHas
npegenbHas 0TAyCKHas LieHa BoCnponsseneHHoro, buoaHanorosoro (bronogobHoro) nekapCTBEHHOro
npenapaTa MpeBbIWaEeT LeHy pedepeHTHOro IekapCTBEHHOr0 NpenapaTa, nepeperncTpMpoBaHHYIO B
Lensx CH/XEeHNS B COOTBETCTBUM C MYHKTOM 55 HacToswen MeToanKu. Mpn 3ToOM npefenbHas OTNyCKHas
LileHa BOCMpon3BeaeHHOro, broaHanoroeoro (bnonoaobHoOro) NeKapCTBEHHOro NpenapaTa He MOXET
npesbIaTh LeHy pedepeHTHOro JIekapCTBEHHOr o npenapaTa, NepeperncTpypoBaHHYIO B LLeSIAX CHUXEHUS
B COOTBETCTBUM C MYHKTOM 55 HacToALEN METOANKN.

57. Mepepeructpauus npeaenbHon 0TNYCKHON LIEHbI Ha BOCNPOM3BEAEHHbIN, B1OaHaN0roBbIN
(6nonofobHbIN) NekapCTBEHHbIN NpenapaT MHOCTPAHHOrO NPOM3BOACTBA, B TOM YMC/e NepBUYHas 1 (1am)
BTOPUYHASA yNakoBKa KOTOPOr0 OCYLLECTBAAETCS UAN NAaHMPYETCA OCYLLeCTBAATLCA B POCCMICKONM
®epepalimm, NPOBOAUTCA B CayYanx, NpeayCMOTPEHHbIX MOAMYHKTOM "B" nyHKTa 42 [paBu, Ha 0CHOBaHWUN
JlaHHbIX pacyeTa npeaefibHbliX 0TNYCKHbIX LIEH Ha BOCMPOU3BeaeHHble, broaHanorosble (bronoaobHbie)
JleKapCTBeHHbIe npenapaThl, NpeAcTaB/igseMblX Ha FOCYAapCTBEHHYIO PerucTpaumnio B COOTBETCTBUN C
npunoxxeHnem Ne 9 K HacTosLen MeTOANKE B CBSA3U C rOCYAapCTBEHHOW perncTpaLmen BTOpon LeHbl Ha
BOCMNPOW3BeeHHbIN, BroaHanorosbii (61onoaobHbIN) NeKapCTBEHHLIA NpenapaT, COBNaaatoLLni no
MeXAYHapo4HOMY HemaTeHTOBaHHOMY HaMEHOBaHWIO (NMpW ero OTCYyTCTBMM - FPYNMMPOBOYHOMY WK
XUMMNYECKOMY), IEKAPCTBEHHON POPME N AO03MPOBKE.

MepeperncTpauns B Lensax CHUXEHNA npeaenbHon 0TANYCKHOW LeHbl Ha BOCNPOWN3BEAEHHbIN,
6roaHanorosbin (bMonofobHbIN) NeKapCTBEHHLIN NpenapaT NHOCTPaHHOIO NPOM3BOACTBA, B TOM Yucnie
nepeBuYHas n (Mnn) BTOpMYHasA yrnakoBKa KOTOPOr0 OCYLLECTBASETCS UM NMaHMPYETCA OCYLEeCTBAATLCS B
Poccuiickon ®epepalimmn, oCyLLeCTBASETCA B CyYae, eCn 3aperucTpmpoBaHHaa npefenbHas 0TnyCckHas
LleHa MpeBbIWAET LieHyY, pacCYUTaHHYI0 B Ka4eCTBe NpoeKTa npenesibHoM OTMYCKHON LeHbl Ha
BOCMNPOM3BeeHHbIN, BuoaHanorosbin (6ronogobHbIN) NeKapCTBEHHbLIN NpenapaT B COOTBETCTBUM C
pasgenom VIl HacTosLwen MeETOANKMN.

58. Mepepeructpauus npeaenbHon 0TNYCKHON LieHbI BOCMPON3BeeHHOro, 61MoaHanoroBoro
(buononobHOro) fekapCTBEHHOIO NpenapaTa NPOM3BOANTENA FOCYAapPCTBa - YieHa EBpa3uninckoro
3KOHOMMYECKOro Coto3a NPOBOAUTCS B C/Iyvasx, NPeayCMOTPEHHbIX NOANYHKTOM "r" nyHkTa 42 MNpasun, Ha
OCHOBAHWW JaHHbIX pacyeTa npefesibHbIX OTMYCKHbIX LIeH Ha BOCMpOn3BeAeHHble, BrioaHanoroesle
(6buononobHbIe) NeKapCTBEHHbIE NpenapaThl, NPeACTaBASEMbIX Ha FOCYAAaPCTBEHHYIO PErNCTPaLMIO B
COOTBETCTBUM C NpusioxeHneM Ne 9 K HacTosILLEN METOAMKE B CBA3W C rOCyapCTBEHHOW perucTpaLmen
BTOPOW LieHbl Ha BOCMpon3BeAeHHbIn, bnoaHanorosbin (buononobHbIn) nekapcTBeHHbIM NpenapaT
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NpoM3BOANTENA FOCYAAPCTBA - YieHa EBpa3nMnckoro 3KOHOMMYECKOro Cot3a, CoBnaatoLnin no
MeXXAYHapo4HOMY HeMaTeEHTOBAaHHOMY HaVMEHOBaHWIO (NMPW ero OTCYyTCTBMM - TPYNMMPOBOYHOMY MK
XUMNYECKOMY), NIeKapCTBEHHON hopMe 1 [03UPOBKE.

MepeperncTpauns B LENSIX CHUXKEHNS NPefenbHOW 0TNYCKHONM LieHbl BOCMPOU3BEAEHHOr0, 61M0aHanorosoro
(buononobHOro) fIeKapCTBEHHOrO NpenapaTa NPOM3BOANTENA FOCYAapPCTBa - YieHa EBpa3uninckoro
3KOHOMUYECKOro COK3a OCYLLeCTBNIAETCS B C/ly4ae, eC/iM 3aperncTpupoBaHHas npefenbHas oTnyckHas
LleHa MpeBbIWAET LIeHY, PacCYNTaHHYI0 B Ka4eCTBe NPOeKTa NpenesibHoM OTMYCKHOWM LEeHbl Ha
BOCMNPOW3BeeHHbIN, BruoaHanorosbii (6onoaobHbIN) BOCNPOM3BEAEHHbIR, BuoaHanorosbii (6ronogobHbIik)
JIeKapCTBEHHbIV NpenapaT Npou3BOAUTENS FOCYAapCTBa - YieHa EBpa3ninCKoro 3KOHOMUYECKOro Cot3a B
COOTBETCTBUM C pazgenom VIl HacToAwen METOAUKN.

59. MpepenbHasa OTNYCKHasA LleHa Ha IeKapCTBEHHbIV NpenapaT npu nepeperncTpaLmm B Lessax CHUXKEHUS
yCTaHaBAMBAETCS 415 KaXKA0ro Npon3BoAMTENSA B paMKax permcTpaLMoHHOro ya0CTOBEPEHNS
JIeKapCTBEHHOI 0 NpenapaTta B COOTBETCTBUM € TpeboBaHMAMM NMyHKTOB 24 1 25 Mpasun.";

npunoxeHus Ne 1 - 12 K yKkazaHHOW METOAMKE U3JIOXKUTb B CleayloLlen pegakunm:

"MPUNOMXEHWE N. 1

K MeTOoLMKe pacyeTa npefesibHbiX OTMYCKHbIX LLeH NPOn3BOANTENEN Ha JIeKapCTBEHHbIE NpenapaThl,
BKJIOYEHHbIE B NEpeYeHb XXNU3HEHHO HEOBXOANMbIX N BaXKHENLLINX IEKAPCTBEHHbIX MpenapaToB

(B pegakuum NocTaHoOBEHNA

MpaBuTenbcTBa Poccuinckon denepaunu

oT 16 nekabpsa 2019 r. Ne 1683)

CBEOEHNA

06 06beEMax M OTMYCKHbIX LieHaxX HaxoasLmxcs B obpalleHnn B Poccuitckoin ®efepaumm nekapCTBEHHbIX
npenapaToB NPOU3BOAMTENS roCy1apCTBa - YieHa EBPa3ninckoro SKOHOMUYECKOr0 CO3a U IeKapCTBEHHbIX
npenapaToB MHOCTPAHHOIO MPOU3BOACTBA, NEPBUYHASA W (UIM) BTOPUYHAA YNAKOBKA KOTOPbIX
OCYLLECTBNISETCA UM NAHUPYETCA OCYLLEeCTBAATLCA B Poccuiickon ®epepauun 3a nepuoa* cr. nor.

(HaMMeHoOBaHWe opraHu3aumnm - 3a9BUTENS)
|. CBeleHUs 0 NeKapCTBEHHOM MnpenapaTte

1. Homep permcTpaumoHHOro ygocToBepeHuns
2. MexayHapoLHOe HenaTeHTOBaHHOE, WK FPYNMNMPOBOYHOE, NN XUMMNYECKOE HaMMEHOBaHNe

3. ToproBoe HanMeHOBaHMue
4. JlekapcTBEHHas (hopMa, L03MPOBKA UM KOHLIEHTpaLMs, 06BbeM,aKTUBHOCTb B eANHULIAX OeACTBUS

5. Obuiee KONMYECTBO BO BTOPUYHOMN (MOTPebunTenbCKom) ynakoBke
Il. PacyeT uUeHbl
No

n/n

KonnyecTBo OTNyLLEHHOr0 NIeKapCTBeHHOro npenapaTtaCpeaHeB3BeLleHHasa hakTnyeckas 0TNyCKHas LieHa
JIeKapCTBEHHOr0 npenapaTa 3a noTpebuTensckyto ynakoeky (6e3 HAC), pybnen3aperncrpupoBaHHas
npenesbHas 0TNYyCKHasA LeHa NeKapCTBEHHOr0 nNpenapaTa 3a NoTpebuTtensckyto ynakosky (6e3 HAC),
pybnen**MpoekT NnpeaesibHON OTMYCKHOMN LieHbl 3a NOTpebuTeNbCKyo YNakoBKyY, NpeasoxXeHHON Ha
nepepeructpaumto(6es HAC), pybnen**

MporHo3upyemblii ypoBEHb MHDAALMMW, YCTAHOBAEHHBIN Ha TEKYLLMIA rof, NPoLeHTOB**YBennyeHne
npegenbHon OTAYCKHOWM LEHbI, MPOLIEHTOB**

ThIC.
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YNaKOBOKTbIC.
pybnei
12345678

* OTYETHbIN Nepuos Npu rocyapCTBEHHON perncTpauun npeaesibHoOn 0TNYCKHON LeHbl MPOU3BOAMTENS Ha
JIeKapCTBEHHbIV MpenapaT onpeaenseTcs B COOTBETCTBMM C MYHKTOM 23 MpaBui rocyfapCTBEHHON
perncTpaumm n nepeperncTpaumm npenesibHblX OTAYCKHbIX LLeH NPOWU3BOAUTESNIEN Ha JIeKapCTBEHHbIe
npenapaTsl, BKJOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOAMMbIX N BaXXHENLLNX NeKapPCTBEHHbIX
npenapaToB, YTBEPXXAEHHbIX NOCTaHoBAeHMeM MpaBuTenbcTBa Poccninckon ®epepaunm oT 29 okTabpsa
2010 r. Ne 865 "O rocyapCTBEHHOM PEryanMpoBaHUN LiEH Ha eKapCTBEHHbIE NpernapaThbl, BKIOYEHHbIE B
nepeyeHb XXN3HEHHO HEOBXOAMMBIX N BaXXHEMLLNX NEKAPCTBEHHbIX MPenapaToB", OTYETHLIA Nepunoa Npu
nepeperncTpaumm npefesibHoM OTMYCKHON LeHbl NPOU3BOAUTENA Ha JIeKapCTBEHHbIV npenapaT
onpepensieTcs B COOTBETCTBUM C MYHKTOM 37 yKa3aHHbIX Npasuin.

** 3aM0/IHAETCA NpY NepeperncTpaumm npeaenbHon OTNYCKHONM LieHbl MPOU3BOANTENS Ha IEKAPCTBEHHbLIN
npenapar B cayvasx, NnpedyCMOTPeHHbIX MOAMYHKTOM "r" nyHKTa 32 1 nyHKTOM 34 lNpasu
roCy[apCTBEHHOW pPerncTpaunmn n nepeperncTpaumumn npenesbHblX OTNYCKHbIX LeH NPOU3BOAMTENEeN Ha
NeKapCTBEHHbIE MpenapaThl, BKAOYEHHbIE B MepeYeHb XNU3HEHHO HEOOXO0AUMBIX 1 BaXKHENLLNX
JIeKapCTBEHHbIX NPenapaToB, yTBEP)KAEHHbIX NOCTaHOBAeHMEeM MpaBuTenbcTBa Poccminckon ®Pepgepaunm ot
29 okTa6psa 2010 r. Ne 865 "O rocyaapCTBEHHOM PEryIMPOBaHNM LIEH Ha JIEKaPCTBEHHbIE NpenapaThl,
BKJIIOYEHHbIE B NepeyeHb XNU3HEHHO HeOBXOANMbIX 1 BaXXKHENLINX leKapCTBEHHbIX NpenapaTos".

MpumeyvaHme. JononHUTeNbHO B hopMe TabnmyHbiX AaHHbIX (Excel) npeactaBnsioTca AaHHble 06 obbemMax
peann3aunm NeKapCTBEHHbIX NpenapaToB Mo BCEM (PaKTUYECKMM OTMYCKHbIM LlEeHaM 3a OTHETHLIN nepunog
Ha 6yMa)KHOM HocuTese (B 2 3K3eMnisapax) U B 3IEKTPOHHOM BULE.

[ll. PeecTp oTrpy30K NeKapCcTBEHHOr0 NpenapaTa 3a nepmnon
c 20 rop no 20 rog

Ne

n/n

ToproBoe Ha3BaHue (ekapcTBeHHas hopMa, 403MPOBKa, KOJIMYECTBO BO BTOPUYHONM (NOTPebuTensCKom)
ynakoske)lpons

BOAMTENb

HavmeHoBaHMe nocTaBLnKaHoMep ToBapHON HaknagHon[aTa TOBapHOWN Hak1aAHOMKOIMYeCcTBO
OTNYLEHHOro ToBapa, ynakoBokLleHa oTnyckasa ogHy ynakoeky (6e3 HIC), pybnen

O6bem peanusauny eKapCTBEHHOrO NpenapaTa

(6e3 HOC), Thic. pybnenOCTaTOUHbIN

CPOKIrOoAHOCTU OTMYLLEHHOrO JIEKaPCTBEHHOrO NpenapaTa, NPOLEHTOB

12345678910
NToro

CpeaHeB3BelleHHan (haKTu4Yeckas OTNYCKHas LieHa 1eKapCTBEHHOro rnpenapaTa 3a NoTpebuTenbeKyo
ynakosky (6e3 HOC), py6nen
rp. 9 x 1000/ rp.7

PYKOBO,ELI/ITe)'Ib OpraHn3saunn-3aasutend

(nognuchb)
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(¢p.n.0.)

(TenedoH, agpec 3NeKTPOHHOW NOYThI)

M.I. (npwn Hann4nn)

McnonHutens
(nognuce)

(th.n.0.)

(TenedoH, agpec 31eKTPOHHOM MOYThI)

MPUNOXKEHWE Ne 2

K METOAMKE pacyeTa npefesbHbiX OTMYCKHbIX LeH MPOU3BOAMTENEN Ha IeKapCTBEHHbIE NpenapaThl,
BKJItOYEHHbIE B MEPEYEHb KN3HEHHO HEODXOAUMBIX N Ba)KHENLLNX JIEKAPCTBEHHbIX MpenapaToB

(B pefakumnmn NoCTaHOBAEHMS

MNpaBuTenbcTBa Poccuinckon Pepepaunmn

oT 16 nekabps 2019 r. Ne 1683)

MEPEYEHDb

MHOCTPaHHbIX rOCY1apCTB, B OTHOLUEHWN KOTOPbIX MPeACTaBASETCS MHPOPMaLMs 06 YPOBHE MUHUMANbHBIX
OTMYCKHbIX LIeH

Ha IeKapCTBEHHbIE MpenapaTshl

1. BeHrpus

2. ['peyeckas Pecnybnvka

3. KoponescTBO benbrus

4. KoposieBcTBO McnaHus

5. KoponescTso HuaepnaHaos
6. Pecnybnuka MNonbLua

7. PyMblHUS

8. CnoBaukas Pecnybnuka

9. Typeukas Pecnybnuka

10. ®paHuy3ckasa Pecnybnuka
11. Yewckas Pecnybnunka

12. CtpaHa npou3BoauTens

MPUNOXKEHWME Ne 3

K METOAMKE pacyeTa npefesbHbiX OTMYCKHbIX LeH MPOU3BOAMTENEN Ha IEKAaPCTBEHHbIE NpenapaThl,
BKJItOYEHHbIE B MepeY€eHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLNX JIeKapCTBEHHbLIX MpenapaToB

(B pefiakuum NoCTaHOBNEHUS

MpaBuTenbcTBa Poccuinckon depepaunmn

oT 16 nekabpsa 2019 r. Ne 1683)

PACYET
npeaesibHON OTMYCKHOW LieHbl MPOU3BOAUTENS Ha IeKAPCTBEHHbIN NpenapaT, NpeacTaBasemMon Ha
roCyAapCTBEHHYIO PerncTpauuio u nepeperncTpaLmio

(HaMMeHOBaHMe OpraHu3aumnmn - 3a9BUTENS)

|. CBefieHNs 0 NeKapCTBEHHOM npenapaTe
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1. Homep permcTpaumoHHOro ygocToBepeHus
2. MexxayHapoaHoe HenaTeHTOBaHHOE, WK FPYNMNMPOBOYHOE, NN XUMNYECKOE HaMMEHOBaHNe

3. Toproeoe HavMeHoBaHue
4. JlekapcTBeHHas hopMa, L03NPOBKa UM KOHLEHTPauus, 06beM, akTUBHOCTb B eANHMLAX AEACTBUS
5. Obuiee KONMYECTBO BO BTOPUYHOMN (MOTPebnTeNbCKon) ynakoBke

Il. PacyeT uUeHbl

No

n/nKonTH B3,

EA3C

MuHMManbHasa 0TAyCKHas LieHa NPOM3BOANTENA Ha JIeKapCTBEHHbIV NpenapaT B CTPaHe Npou3BoANTENs 1
B APYrMX MHOCTPaHHbIX rOCyAapCcTBax B COOTBETCTBUM C Tabnauuen 1*MpoekT

OTMYCKHOW LiEHBI

"nocTtaBka 6e3 onnaTbl TaMOXXEHHOWN NOLWANHLI 1 COOPOB 3a TaMOXXeHHOE odopMeHmne",
pybnen**[lencTBylOLLan CTaBKa TaMOXXEHHOW MOWMHLI**CHopbl 3a TaMO)XKeHHOe 0hopMIEHNE,
pybnen**[poekT pacyeTHON OTMYCKHON LiEHbI MPON3BOAUTENS C YH4ETOM TaMOXEHHbIX pacxoaos(6e3 HAC),
pybnei

HanuMeHOBaHWe NHOCTPaHHOro rocyaapcrealleHa,
pybnennpo

LeHToBpy6

nen

123456789

* YKa3blBalOTCS AaHHble U3 Tabnnubl 1 HAaCTOSALWEr0 NPUNOXKEHNS U3 CTPOKU "MUHUMaIbHAA OTNYCKHas
LeHa Npoun3BOAUTENS Ha JIEKAPCTBEHHbIN NpenapaT B CTpaHe Npou3BOAUTENS MU B APYTrUX MHOCTPAHHbIX
rocygapcTBax (C y4eToM nepecyeTa), pybnein" n ctpaHa, LieHa KOTOPOW UCMo/b30Banach A5 ee pacyeTa.
** He 3anonHaeTca 419 NeKapCTBEHHbIX NpenapaTos Npou3BOANTENS FOCyAapcTBa - YieHa EBpasninckoro
3KOHOMWYECKOr0 COK3a M IEKAPCTBEHHbIX NpenapaToB MHOCTPAHHOrO NPOM3BOACTBA, NePBUYHANA 1 (M)
BTOPUYHaA yNaKOBKa KOTOPbIX OCYLLECTBNAETCA UK NNaHNPYeTCA OCYLLeCTBAATLCA B Poccuinckon
®epnepauymm.

Tabnuua 1. CeeneHns 06 ypoBHE MUHUMAJIbHBIX LIEH

No

n/nToprosoe HaMMeHo

BaHuWe nekap

CTBEHHOr o0 npenapaTallekapCcTBeHHas

thopma, [o3MpoBKa

NN KOHUEHTpauus, obbem,

aKTMBHOCTb B eAuHMLax AencTBnaKonmyecTso B notpebu
TeJIbCKOW ynakoBkeMuHMManbHas 0TNyckHas LieHa no rpadam 8 - 19, pybnenMuHnmanbHasa oTnyckHas
LeHa NPOU3BOANTENS Ha IEKAPCTBEHHbLIN NpenapaT, pybnen *
3a

ynakoBKypacyeT

3a OZLHY NleKapcT

BEHHYIO

opmMypacyeT 3a

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 41 13 62



egnHuLy
LEeNCTBYIO

wero BewlectsaBeHrpual peyeckas
PecnybnukaKopo
NeBCTBO
benbrmnakopo
NeBCTBO
NcnaHuaKopo
NeBCTBO

Hupep
naHposPecny6

JinKa
MonbwaPymeiHNACTO
BaLkas

Pecny6

nnkaTypey

Kas Pec

ny6

nnka®paH

Lys

cKag Pec

ny6

JivkaYew

cKas Pec

ny6

nmkaCrtpa

Ha

npou3

BOAM

Tens
12345678910111213141516171819

MuHMMabHas pacyeTHas OTMNYCKHas LieHa NPOVU3BOAMTENS 3@ OLHY NIeKapCTBEHHYO opmy, pybneirt*

MuHMMasNbHas pacyeTHas OTNYCKHas LieHa NPOM3BOANTENS 3a eANHULY LENCTBYIOLLEro BeLLeCTBa
JIEKapCTBEHHOr0 npenapaTa***, pybnen

MuHMManbHaa 0TAYCKHas LieHa NPOM3BOANTENS Ha JIeKapCTBEHHbIV NpenapaT B CTPaHe Npou3BOANTENS U
B APYrux CTpaHax (C y4eToM nepecyeTa), pybnen

Ha3BaHuWe cTpaHbl C MUHMMANbHOM OTNYCKHON LLEHOW Ha NeKapCTBEHHbIN NpenapaTrtt

OcobeHHoCTK ¥k

* PacyeT LieHbl NPOM3BOANTCS NYTEM MepecyeTa LeHbl IEKAPCTBEHHOMO NpenapaTa B MHOCTPaHHOM BanloTe
B py6sm no Kypcy, yka3aHHOMY B TabnuLe 2 HaCTOSLLEro NpUIoKeHNs.

** PACCYMTBLIBAETCS B C/lyYae roCyaapCTBEHHON perncrpaumn (nepeperncrpaumm) npeaenbHon 0TnyCKHOMN
LeHbl Ha IeKapCTBEHHbIN NpenapaT C KOIMYECTBOM JIeKapCTBEHHbLIX (hOPM B NOTPebUTeNbLCKOM ynakoBke
(KonuyecTBy 103 B YNakoBKe, 06beMy), KOTOPOe OTCYTCTBYET B pehepeHTHbIX CTpaHax.

*F* PaccYnTbIBAETCA B ClyYae rocyapCTBEHHON pernctpauum (nepepernctpauun) npenebHon oTnyCckHON
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LieHbl Ha JIeKapCTBEHHbIM NpenapaT C LO03MPOBKOMN, KOTOPas OTCYTCTBYET B pehepeHTHbIX CTPaHax.

*krk YKa3blBaeTCS Ha3BaHWe CTPaHbl, KOTopas ABnseTcs 6a3oBoi AN pacyeTa MUHUMANbHON OTMYCKHOW
LEeHbl.

*hkxk B C/lydae ecin UeHbl B OTAENbHbIX CTPaHax onpeiensatoTCs Ha OCHOBE MEXIOCYAapCTBEHHbIX
COrflallieHnn No BONpPoCaM NOCTaBKMN NeKapCTBEHHOrO nNpenapaTa, B cTpoke "OcobeHHOCTM " HacTosLen
Tabnmubl HeobXx0ANMO yKa3aTb 0COBEHHOCTM (HOPMUPOBAHMSA 3TUX LieH. MpK 3TOM HE YYMTLIBAIOTCS LIEHBI
Ha JleKapCTBEHHbIe NpenapaThbl, MOCTaBASEMbIE 3@ CHET MeXXAYHAPOAHbIX PMHAHCOBLIX OpPraHn3auui
(cdhoHOOB) MO pelweHnto BceMmmpHoM opraHmnsaumnm 3apaBooOXpaHeHNS.

Tabnuua 2. Kypc BafloT A4S pacyeTa MUHUMabHbIX OTMYCKHbIX LIEH Ha IEKApCTBEHHbIE NpenapaThl
3a nepuoa Cr.mor.

1CtpaHaHanmeHoBaHue BantoThiICpegHUN Kypc BantoTbi*

* PaCCYMTLIBAETCS MO CPeAHEMY KYPCY HaLMOHabHOW BalloThl K py6sto Poccuitickon depepalmu,
yCTaHoBNeHHOMY BaHkoM Poccun 3a 3 KaneHaapHbIX Mecsla, NpeAaLlecTByoLIe Mecaly AaTbl Nogayn
3asBNIeHNs, B LIeNIgX FroCyAapCTBEHHON PErncTpaLmmn in nepeperncTpauun npeaefbHbiX 0TNYCKHbIX LieH
Ha JIeKapCTBEHHbLIN NpenapaT (HanpuMep, Npu Nofaye AOKYMEHTOB B anpesie CPeaHUin Kypc
PaccyYnTbIBAETCA Ha OCHOBAHMM COOTBETCTBYIOLMX KYpcoB BaHka Poccum 3a siHBapb - MapT).

PykoBoauTeNb OpraHu3aLumn - 3aaBUTens
(nognunck)

(¢p.n.0.)

(TenedoH, agpec 3NeKTPOHHOW NOYThI)

M.I. (npwn Hann4nn)

McnonHutens
(nognuce)

(th.n.0.)

(TenedoH, agpec 31eKTPOHHOM MOYThI)

MPUNOXKEHWE Ne 4

K METOAMKE pacyeTa npefesbHbiX OTMYCKHbIX LeH MPOU3BOAMTENEN Ha IeKAapPCTBEHHbIE NpenapaThl,
BKJItOYEHHbIE B MEPEYEHb KN3HEHHO HEODXOAUMBIX N Ba)KHENLLNX JIEKAPCTBEHHbIX MpenapaToB

(B pefakumnmn NoCTaHOBAEHMS

MpaBuTenbcTBa Poccninckon ®Pegepaunmn

oT 16 nekabps 2019 r. Ne 1683)

CBELEHNA
06 obbeMax 1 0 LieHax BBO3a JIEKapCTBEHHOI 0 NMpenapaTa NHOCTPAaHHOIO NPON3BOACTBA, HAaXOAALLEerocs B
obpalleHnmn Ha TeppuTopun Poccuinckon ®epepaumm, 3a OTYETHbIN Nepuoa* C r. Nor.

(HaMMeHoOBaHMe OpraHu3aumnm - 3a9BUTENS)

I. CBeeHUs 0 NeKapCTBEHHOM MpenapaTte
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1. Homep permcTpaumoHHOro ygocToBepeHus
2. MexayHapoLHOe HenaTEHTOBaHHOE, WK FPYNMNMPOBOYHOE, NN XUMMNYECKOE HaMMEHOBaHNe

3. Toproesoe HauMeHOBaHMe

4. JlekapCTBEHHas (hopMa, [03MPOBKA UJIN KOHLIEHTPaLMs, 06beM, akTUBHOCTb B €AVHULIAX [eACTBuS

5. ObLuee KOIMYeCTBO BO BTOPMYHOW (NOTpebnTensckon) ynakoske
Il. PacyeT LeHb

Ne

n/n

HanmeHo

BaHWe npous
BoauTensHomep
TaMOXXeH

HOWM JeKna

paunnaTa

Tamo

)KEHHOW Oekna
paumnCepusKonu
4eCTBO ynakoBokHomep
JeKkna

paumunaTa

aekna

pauunlleHa

BBO3a

oaHow noTpedbu
TeNbCKoWn

YNaKOBKM

(6e3 HOC),

pybnenTamo

YKEHHas noLnHa

1 Tamo

YXeHHoe othopM

NneHue, pybneinlleHa BBO3a 04HOM YNAKOBKK C Y4ETOM TaMOXXEHHOW NOLANHBLI U TAMOXKEHHOI O
otopmneHunsa(bes HOC), pybnen
Ctom

MOCTb BBO3MMOI0 TOBapa
(6e3 HOC), ThiC.

pybnei
123456789101112

NToro
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NToro: cpepHeB3BeLIEHHas (hakTUYeckas LieHa BBO3a JIEKapCTBEHHOr 0 NpenapaTa 3a NoTpebuTensckyio
ynakosky (6e3 HOC), py6nen
rp. 12 x 1000/ rp.6

PYKOBO,ELI/ITe)'Ib OpraHn3saunn-3aasutend

(nognuchb)

(¢h.n.0.)

(TenedoH, agpec 3NeKTPOHHOW MNOYThI)

M.I. (npwn Hann4nn)

McnonHutens

(nognuce)

(th.n.0.)

(TenedoH, agpec 31eKTPOHHOM MOYThI)

* OTYeTHbIN NepUoA Npu rocyaapCTBEHHON perncTpaumn npenesibHon OTNYCKHOW LieHbl MPOM3BOANTENSA Ha
JIeKapCTBEHHbIV MpenapaT onpeenseTcs B COOTBETCTBMM C NYHKTOM 23 MpaBui rocyfapCTBEHHON
perncTpaumm n nepeperncTpaumm npeaefbHblX OTAYCKHbIX LLEH NPOWN3BOAUTENEN Ha JIEKAaPCTBEHHbIE
npenapaTbl, BK/OYEHHbIE B MepeY€eHb XN3HEHHO HEOBXOANMBIX N Ba)KHENLLNX JIeKapCTBEHHbIX
npenapaToB, YTBEPXXAEHHbIX NOCTaHoBAeHMEM MpaBuTenbcTBa Poccninckon ®epepaunm oT 29 okTabpsa
2010 r. Ne 865 "O rocynapCTBEHHOM PerynMpoBaHnN LeH Ha leKapCTBEHHbIe NpernapaThbl, BKIOYEHHbIE B
nepeyeHb XXN3HEHHO HEOOXOAMMBIX N BaXXKHEMLLNX NEKAPCTBEHHbIX NpenapaToB".

OTYeTHbIN Nepunoa Npu nepeperncTpaunmy NpeaenbHon OTNYCKHONM LieHbl MPOU3BOAUTENS Ha
JIeKapCTBEHHbIV MpenapaT onpenenseTcs B COOTBETCTBMM C MYHKTOM 37 yKa3aHHbIX [pasun.

MpuMeyvaHme. JoNoONHUTENBHO NPEACTABASAIOTCA B 31eKTPOHHOM hopMe (Excel) paHHble 06 06bemax BBO3a
JIEKapCTBEHHbIX NPenapaToB Mo BCeM (haKTUYECKMM CyYasm BBO3a 3@ OTYETHbIN Nepurog,.

MPUNOXKEHWUE Ne 5

K METOAMKE pacyeTa npefesbHblX OTNYCKHbIX LeH MPOU3BOAMTENEN Ha IEKAPCTBEHHbIE NpenapaThl,
BKJIlOYEHHbIE B MepeYeHb KN3HEHHO HEOBXOANMBIX N Ba)KHENLLNX JIeKaPCTBEHHLIX MpenapaToB

(B pefakuum NoCTaHOBNEHUS

MpaBuTenbcTBa Poccuiickon Pepepaunmn

oT 16 nekabpsa 2019 r. Ne 1683)

CBEIAEHNA
0 Ha/M4YUK 3aperncTPMPOBaHHbIX NPeaesibHbIX OTMYCKHbIX LIeH 3asABASEMOro IEKapCTBEHHOr0 npenapaTta*

(HaMMeHOoBaHVe opraHKu3aLmnm - 3a8BUTENS)
|. CBeeHUS 0 NEKAPCTBEHHOM MpenaparTe:

1. Homep permcTpaumnmoHHOro ygocToBepeHus
2. MexxayHapoaHOe HenaTeHTOBaHHOE, WK FPYNMNMPOBOYHOE, WU XUMMNYECKOE HauMEHOBaHNe
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3. Toprosoe HanmMeHoBaHue
4. JlekapcTBeHHas popMa, LO3NPOBKa UM KOHLEHTpaumns, 06beM, akTUBHOCTb B eANHMLAX AEeACTBUS
5. Obuiee KOMYECTBO BO BTOPUYHOMN (MOTPebnTenbckomn) ynakoske

Il. PacyeT ueHbl

Ne

n/n

Brnapeneu

pPerncTpaumoHHOro yaoCTOBEPEHNS, NMPOM3BOANTENb, YNAKOBLLUK,
BbIMYCKaOLLINN

KOHTpOJIbJleKapCTBEHHaAS

thopma,

[031poBKaKonnyecTso

B noTpebu

TesIbCKoWn

ynakoBkeHomep npukasa

N faTa NprKasa 0 rocygapCTBEHHOWN perncTpaumnmn (nepeperncTpauumn) npegenbHom
OTMYCKHOW LieHbl3aperncTpupoBaHHas npeaesbHas oTNyCKHas LieHa NPON3BOAMTENS Ha NEKAPCTBEHHbIN
npenapart (6e3 HAOC), pybnei

3a noTpebu

TeNbCKYIo

ynakoBKypacyeT

3a 04HY

nekapcT

BEHHYI0

opmMypacyeT 3a

eonHULY OeiCTBYOLWEro BewecTsa

12345678

3HayeHue, pacCYNTaHHOE UCXOas U3 CpedHero apudmMeTnYecKoro 3HayeHms NocneaHnx
3apEerncTPUpPOBaHHLIX LEH Ha BanmKanine CMeXHble KOJIMYeCTBa IeKapCTBEHHbIX (hOPM BO BTOPUYHON
NnoTpebnTeNbCKOM YyNaKoBKe 3as8BSEMOro JIeKapCTBEHHOMO NpenapaTa, YMHOXXEHHOE Ha KOIMYeCTBO
JIEKAPCTBEHHbIX (POPM BO BTOPMYHOIN NOTPEOUTENLCKOM YNaKOBKE 3asBASEMOr0 NEKAPCTBEHHOIO
npenapata (6e3 HAC), pybnen.»*

3Ha4yeHune

3Ha4yeHne, pacCcYNTaHHOE UCXOs U3 CpedHero apudPMeTUYecKoro 3Ha4eHns NocneaHnx
3aperncTpUMpoBaHHbIX LeH Ha Banxanline CMeXxHble 103UPOBKY 3asBJIIEMOr0 JIeKapCTBEHHOMO NpenapaTa,
YMHOXXEHHOE Ha KOJIMYeCTBO eANHUL, AEACTBYIOLLErO BELLECTBA 3asBISEMOro IEKapCTBEHHOMO NpenapaTa
(6e3 HLOC), pybnen ***

3HayeHune

PacyeTHas npefesbHas OTMYCKHas LieHa 3asiBJIIeMOro JIeKapCTBEHHOrO Mpenapata 3a NoTpebuTensCKyo
ynakosky (6e3 HAC), pybnei *exx

PykoBoauTenb opraHu3aunm-3asBuTens
(mognuck)

(¢h.n.0.)
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(TenedoH, agpec 3NeKTPOHHOW NOYThI)

M.M. (npu Hann4nn)

WNcnonHntenb
(noanwuce)

(th.n.0.)

(TenedoH, agpec 31eKTPOHHOM MOYThI)

* YKa3blBatoTCA cBefeHuns 060 Bcex perncTpaLmoHHbIX YA0CTOBEPEHUSAX, JIeKapCTBEHHbIX (hopMaXx,
[l03UPOBKaxX (KOHLEHTpauusx, akTUBHOCTY B eAUHNLAX AEeNCTBUS), YNaKOBKaXx, Ha KOTopble
3aperncTpupoBaHbl NpenesibHble 0TNYCKHbIE LieHbl 3a4BNAEMOro 1eKapCTBEHHOro npenapaTa B
HyMepauuu, COOTBETCTBYOLWeR pasaeny Il HacToAWwero NPUIoXKeHNUS.

** PaccyMTbIBaeTCA B CJlyvasix, yKa3aHHbIX B NOANYHKTe "a" nyHKTa 7 U B MOANYHKTe "a" nyHkTa 14
MeTOAMKMW pacyeTa npefesibHbIX OTAYCKHbIX LLeH NPON3BOANTENEN Ha IeKapCTBEHHbIE NpenapaThl,
BKJIOYEHHbIE B NEpPeYeHb XXU3HEHHO HEOBXOANMbIX 1 BaXKHEWLUNX NeKapCTBEHHbLIX MPenapaTos,
yTBEpPXXAEHHOWN NocTaHoBseHNeM MpasuTtenscTBa Poccunckon ®epepaumnm ot 15 ceHTabpa 2015 r. Ne 979.
*k* PACCYMTBIBAETCA B CIy4asiX, YKa3aHHbIX B NOAMNYHKTE "6" NyHKTa 7 1 B noAnyHkKTe "6" nyHkTa 14
MEeTOAMKMW pacyeTa npefesfibHbIX OTAYCKHbIX LLeH Npon3BoANTENEN Ha IeKapCTBEHHbIE NpenapaThl,
BKJIIOYEHHbIE B MepeyeHb XXMU3HEHHO HeOoOXOAMMBIX 1 BaXXHEMLINX IeKapCTBEHHbIX NpernapaTos,
yTBEpPXXAEeHHOW nocTaHoBneHneM MNpaBuTenscTBa Poccuinckon ®epepaunm ot 15 ceHTabpa 2015 r. Ne 979.
*kk* YKa3blBaeTCA pacyeTHasa npeaesnbHas OTNyCKHas LieHa Aas 003UPOBKK 1 06LLero Koan4ecTsa B
noTpebunTensCKOoM ynakoBKe, NPeACTaBNeHHbIX B MyHKTax 4 n 5 pasfena | HaCTOSLLEro NPUIoXKeHNs.

MPUNOXXEHWE Ne 6

K MeToLMKe pacyeTa npefesibHbIX OTMYCKHbIX LLeH NPpon3BoANTENEN Ha IeKapCTBEHHbIE NpenapaThl,
BKJIOYEHHbIE B NEPEYEeHb XXN3HEHHO HEOBXOAMMbIX N BaXKHENLLINX IEKAPCTBEHHbIX MpenapaToB

(B pegakuum NocTaHoOBEHNA

MpaBuTenbcTBa Poccuinckon denepaumm

oT 16 nekabpsa 2019 r. Ne 1683)

PACYHET
npenesibHON OTNYCKHOW LieHbl Ha BOCMPON3BeAeHHbIN, BroaHanorosbln (61MonoaobHbIN) IeKapCTBEHHbI
npenapart, NpeACTaBASEMON Ha rOCYAapCTBEHHYIO perncTpaumnto

(HanMeHoBaHWe opraHM3auuy - 3asBUTENS)
|. CBeleHUs 0 NeKapCTBEHHOM MpenapaTe

1. Homep permcTpaumnmoHHOro ygoCcToBepeHus

2. MexayHapofHoe HernaTeHTOBaHHOE, WK FPYNNMPOBOYHOE, UM XUMUYECKOe HauMeHOBaHne

3. Toprosoe HanmMmeHoBaHMe

4. JlekapcTBeHHas hopMa, LO3NPOBKa UM KOHLEHTpaumns, 06beM, akTUBHOCTb B eANHMLAX AEeACTBUS
5. ObLuee KOIM4eCTBO BO BTOPMYHOW (NOTpebnuTensckon) ynakoske

Il. PacyeT ueHbl

No
n/n
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Mpowus

BOAUTENb3aperncTpupoBaHHas npefesbHas 0TNYCKHas LeHa Ha peepeHTHbIA NEKaPCTBEHHbIN nNpenapaT
(Lped) nnm Ha nekapCTBEHHbIN NpenapaT C MakKCManbHON 3aperncTpUpoBaHHON NpeLenbHON OTNYCKHOM
ueHon (LUm)Koadhdu

LMEeHT nepecyeTa 003MpoBKU, Ko*Koadhdn

LMeHT nepecyeTa acoBku,Kgp*

MoHmXato

Lwmi

Ko3(hhum

UMeHT nepecyeTa, Kn*PacyeTHaa npefenbHas OTNYyCKHas LleHa Ha BOCNpou3

BeAEHHbIN, BroaHanoroBbiin (61MoNoaobHbIN) IeKapCTBEHHbIN NpenapaT

(6e3 HOC),

py6nen (Lnp)

npous

BOAMTENbHAaUMEHOBaHME fieKap

CTBEHHOr 0 NpenapaTaseKkapCcTBEHHasa hopMa, LO3UPOBKA UM KOHLEHTpaums, 06beM, akTUBHOCTL B
eanHNLAX 0enCTBUAKOAN

4eCTBO B NOTpebu

TeNbCKON ynakoBKe3aperncTpu

poBaHHas npeaenbHas 0TNyckHas ueHa(6e3 HOC), pybnen

(Upedp/Lim)*

1234567891011

PykoBoauTenb opraHu3aunm-3asBuTens
(mognuck)

(¢h.n.0.)

(TenedoH, agpec 3NeKTPOHHOW NOYThl)

M.M. (npu Hann4un)

WNcnonHntenb
(noanuce)

(¢.n.0.)

(TenedoH, agpec 3NeKTPOHHOM MOYTbI)

* LleHbl Ha NleKapCTBeHHbIe npenapaThl Lped n LM, a Takxe KosahpuumneHTsl nepecyeta Ka, Ko n Kn
onpeLensoTCcs B COOTBETCTBMM C pa3fesioM VIl meToOnKM pacyeTa npefesbHbIX OTNYCKHbIX LeH
NPON3BOANTENEN Ha JIEKaPCTBEHHbIE MPenapaThl, BKIOYEHHbIE B MepeyeHb XKU3HEHHO HEOOXO0AMMBIX U
Ba)XHEWLLMX JIeKapCTBEHHbIX NPenapaToB, YTBEPXXAEHHOW NoCTaHOBNeHMeM [NpaBuTeNbcTBa POCCMCKONM
®epepaumm ot 15 cenTabps 2015 r. Ne 979.

MPUNOXEHWNE Ne 7
K MeTOAVKe pacyeTa rnpenesibHbIX OTMYCKHbIX LieH NPOou3BOAUTENEN Ha JSIeKaPCTBEHHbIE MpenapaThl,
BKJIOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOANMBIX U BaXKHEWLLINX JIEKapCTBEHHbLIX NMPenapaToB
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(B pegakuum NOCTaHOB/IEHNS
MpasuTenbcTBa Poccuinckon degepaumm
oT 16 nekabpsa 2019 r. Ne 1683)

PACYHET
npeaesibHON OTMNYCKHOM LieHbl Ha JIeKApPCTBEHHLIN NpenapaT NPoVW3BOANTENS FOCYAAPCTBA - Y/eHa
EBPa3mMiiCKOro 3KOHOMIUYECKOro CO3a, MPeACTaB/AEMON Ha FrOCyAapCTBEHHYIO NepeperncTpaLmio

(HaumeHoOBaHMe opraHunsaumm - 3aa9BUTeNs)
|. CBefieHNs 0 IeKapCTBEHHOM npenapaTe

1. Homep permcTpaumoHHOro yg0CToBepeHus

2. MexxayHapoLHOe HenaTeHTOBaHHOE, WK FPYNNMPOBOYHOE, UK XUMMNYECKOe HauMeHOBaHue

3. Toprosoe HanmMmeHoBaHMe

4. JlekapcTBeHHas opMa, AO3MPOBKA WM KOHLIEHTPaums, 06bem, akTUBHOCTb B €AMHMLaX OeNCTBMUS
5. Obuiee KONMYECTBO BO BTOPUYHON (MOTPebuTeNbCcKon) ynakoske

Il. PacyeT uUeHb!

Ne

n/n

Mpous
BogmTensllpamble pacxoablObLwenpon3BoaCcTBEHHbIE pacxoablObLLEX034CTBEHHbIE pacxoabilpn
OblnbPeHTa
benb

HOCTb, MpPOLIEH
TOBDaAKTK
yeckas

LeHa

0TnycKa 3a noTpe
buTens

CKYI0

ynakoB

Ky (6e3

HOC),
pybnen**MpoekT
OTMNYCK

HOW

LieHbI

Ha nekapcT
BEHHbIN Npena
paT 3a noT
pebu

Tesnb

CKYI0

yrnaKkoB

Ky

(6e3

HAC),

pybnen
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MaTe
pyansicbipbe3apaboT
Hasl

nnata3sapaboT

Haa nnaTta obue
npous

BOL4

CTBEH

HOro n BCMNo

Mora

Tenb

HOro Nepco
HanasnekT

po3Hep

rus, Tenno

CHab

)KeHue, BOAO

CHab

XeHune

1 Ton

JIBO@MopTH

3alMsi OCHOB

HbIX CPeACTB, NCMOoJb
3yeMbIX A5 npous
BOACTBanpoyme*pas
paboT

Kapeaau

3auUmanpo

yne*
12345678910111213141516

PykoBoanTenb opraHu3aunn-3asBuTens
(nognnck)

(¢p.n.0.)

(TenedoH, agpec 3NeKTPOHHOW MNOYThI)

M.I. (npwn Hann4nn)

McnonHutens
(nognuce)

(th.n.0.)

(TenedoH, agpec 371eKTPOHHOM MOYThI)
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* OTHOCATCS Ha 06LEenpon3BOACTBEHHbIE 1 00LLEX03SACTBEHHbIE PACX0bI.
**k 3anoNHAETCS NS NEKAPCTBEHHbIX NPEnapaToB, HAX0AMBLUMXCS B 0O6palleHnn Ha TeppUTOpmm
Poccuinckon ®egepaumn.

Tabnuua 1. NMnaHupyeMblii 06beM BbiNyCKa JIeKapCTBEHHOMO NpenapaTa, ero yaesbHblii BeC B 0bLiem
06beMe MPoM3BOANMBIX JIEKAPCTBEHHbIX NMPEMNapaToB, B HATYPaslbHOM 1 CTOVMOCTHOM BblpaXeHUK

No

n/n

HanmeHoOBaHWe NeKapCTBEHHOMO NpenapaTa, A403UPOBKa 1 KOJIMYECTBO B NOTPEbMTENbCKOM YNaKoBKe,
npoussoanTensEnnHuua nsmeperusalnaHnpyembin 06beM BbiNycKa, B HaTypasibBHOM BbipaXKeHWU
(Konn4ecTBO eamHUL n3MepeHus)NnaHnpyemslin 06beM BbiNyCcKa, B CTOMMOCTHOM BhipaxkeHun (6e3 HAOC),
pybnenYpenbHbi BEC IeKapCTBEHHOMO npenapaTa B 0bwem obbemMe NPon3BOAUMbIX IEKAaPCTBEHHbIX
npenapaToB, B HAaTypaibHOM Bbipa>KeHUW, MPOLLEHTOBY IeNbHbIN BEC IEKapCTBEHHOMO NpenapaTa B 0bem
obbeMe NpPon3BOANMbIX IEKAPCTBEHHbIX NPenapaToB, B CTOMMOCTHOM BbipaxkeHnmn(6e3 HAC), pybnen

1234567

Tabnuua 2. Kanbkynauus 3aTpaT MaTepuanos no NnponsBoacTBy
OOHON NOTPebNTENbCKON YNaKOBKU
(rpadha 3 pasgena Il HaCTOALLLErO NMPUIOXKEHNSA)

(HanMeHoBaHWe nNpenapaTa, L03UPOBKa U KOJIMYECTBO B
noTpebuTenbCKom ynakoBke)

Ne

n/nPacxoabl Ha MaTepuanslEgMHNUA n3mepeHnsHopma pacxoda (CornacHO TEXHMYECKOMY perjlaMeHTy
npeanpuaTtua)lleHa dakTuyeckon 3akynku (6e3 HOC), pybnen**Cymma 3aTpaTHa oaHy notpeburtens
CKYt0

YyNaKoBKY

(6e3 HOC), pybnen

123456

NToro*

* B pacyeTe Ha 04HY NOTPeObUTENLCKYIO YNAKOBKY.

** B ciiyqae OTCYTCTBMSA 3aKyMNKu MaTeprasos, HE06X0AMMbIX A9 MPOM3BOACTBA KOHKPETHOMO
NeKapCTBEHHOro NpenapaTa, NPeACcTaBNATCA CBEAEHNS N0 aHAI0OrMYHbIM N0 CBOVM XapaKTepucTmkam
MaTepuanaMm, 3akynaembiM A5 MPOM3BOLCTBA UHbIX XKN3HEHHO HEOOXOAMMBIX 1 BaXXKHENLLUNX
NEKapPCTBEHHbIX MPenapaToB, LeHbl Ha KOTOPbIE paHee 3aperncTpupoBaHbI.

Tabanua 3. ONncb OOKYMEHTaNbHOIrO MNOATBEPXKAEHUSA PAacX0[0B Ha MaTepuanbl
(rpadha 3 pasgena |l HACTOALLErO NPUIOXKEHNSA)

Nen/n

HanmeHoBaHue

MaTepuanaHanmeHoBaHue

noctasLLiMKaHoMep 1 faTa TOBapHOW Haka4HOM, U FPY30BON TaMOXXEHHON AeKAapaunn, Win MHOro
BMAA OOKYMEHTaNbHOrO NOATBEPXAEHUA

1234

Tabnuua 4. Kanbkynauns 3aTpaT Cbipbsi MO MPOU3BOACTBY OLHOM NOTPEBUTENbCKOM YNaKoBKM
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(rpadha 4 pasgena |l HaCTOALLLErO NMPUIOXKEHNSA)

(HanMeHoBaHWe npenapaTa, LO3UPOBKa U KOJIMYECTBO
B NOTPebNTENbCKON YyNaKoBKe)

Ne

n/nCTaTbn pacxofoBHa Chipbe
EovHnua
n3mepeHnsHopma
pacxopa

(cornacHo
TeXHNYeCcKkoMy
pernameHTy
npeanpuatusa)lleHa
(hakTnyeckom
3akynku(bes HOC),
pybnent*

CyMMa 3aTpaTHa OfHY
noTpebnTenbCkyo
YMNaKoBKY

(6e3 HOC),

pybnen

123456
AKTVBHas hapMaueBTnYecKkas cybcTaHums

BcnomoraTesibHble BelecTBa

NToro*

* B pacyeTe Ha 04HY NOTPebUTEeNbCKYO YNaKOBKY.

** B c/lydae OTCYTCTBMA 3aKYNKM BCNOMOraTeNbHbIX BELWECTB, NCNOJb3yeMbIX NPy NPOU3BOACTBE
KOHKPETHOr0 JIeKapCTBEHHOr 0 npenapaTa, NPeACTaBAAITCA CBEAEHUSA MO 3TUM XKE BCOMOraTeNbHbIM
BelleCTBaM, 3aKyrnaemMbiM A4 NPpon3BoaACTBa NHbIX XXN3HEHHO HGOGXOJJ,VIMI:IX N BaXKHENLLINX
JleKapCTBEHHbIX NpenapaToB, LeHbl Ha KOTopble paHee 3aperncTpupoBaHbl.

Tabnuua 5. UHdopMauus 06 akTUBHON hapMaLeBTUYECKOR cybcTaHLuK
(rpadha 4 pasgena Il HaCTOALLErO NPUIOXKEHMNSA)

No

n/n

HavMeHoBaHVe akTUBHOW (hapmaLieB

TUYeckon cybcTaHumMmYaenbHbln BEC aKTUBHOW (hapMaLieB

Tnyeckon cybcTaHumm B cTaTbe "Chipbe" 3@ OTHETHBIV MEPUOA, B HAaTYPaibHOM BbIPaXXEHWM,
npoueHTOoBMpON3BOANTENb aKTUBHON (hapMaLleB

Tnyeckon cybctaHummCrpaHa

NPOU3BOACTBa aKTUBHOMN (hapmaLieB

TnYeckon cybcTaHummlocTaBLINK aKTUBHOW (hapMaLieB

Tnyeckon cybcTaHUMMEONHML U3MEPEHUS aKTUBHOW (hapMaLeB

Tnyeckon cybctaHummlbeHa akTUBHOM hapMaLleBTUYeCKOoN cyOCTaHLMM(BKIIIOYasA TaMOXEHHbIE PacXoabl),
6e3 HOC
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B BaJitoTe (yKa3bl

BaeTcH

BMZ BaslOThI)B pybnsax

(B nepecyeTe

Ha paTy

TaMOXXEHHON AeKlapaunm, Wi TOBapHOW HakagHOW, UM UHOTO BUAA AOKYMEHTaJIbHOro
NOATBEPXAEHNS)

123456789

Tabnnua 6. ONUCb OOKYMEHTaNbHOIO NOATBEPXXAEHNS PACXOL0B Ha Cbipbe
(rpacha 4 pazgena |l HaCToALWEro NPUSIOXKEHUS)

Ne

n/nHanmeHoBaHne hapMaLeBTUYECKON

cybcTaHUMM nam BCNOMOraTenbHOro BewecTsaHanmMeHoBaHue

nocTasBLlWkaHoMep 1 gaTa TOBAapHOM Haka4HOW UK rPy30BOM TaMOXXEHHOWN AeKNapaunmn
1234

Tabnuua 7. Paclwumndgposka 3aTpaTt no cTaTbe "3apaboTHas nnata"
(rpada 5 pasgena Il HaCTOALLErO NPUIOXKEHMNSA)

Ne

n/n

CTpyKTypHble noapasgeneHnaOnnaTa Tpyaa no

20 cyeTy, pybnenCrpaxosble B3HOCHI Mo 20 cyeTy, pybnen*CTpaxoBble B3HOCHI Ha 0653aTenbHoe
coumanbHoe CTpaxoBaHWe OT HeCYaCTHbIX C/ly4aeB Ha NPOM3BOACTBE U NPOdeCcCnoHanbHbIX
3abonesaHumnno 20 cyety, pybnen

Ntoro(6e3 HAOC), pybnen

123456
3apaboTHas niata paboTHNKOB, 3aHATLIX HEMOCPEACTBEHHO Ha MPOU3BOACTBE JIeKapCTBEHHOr 0 npenapaTa

NToro

B pacuyeTe Ha ogHYy NOTpebuUTENbCKYO YNaKoBKY**

* YYNTbIBAKOTCA CTPaxoBble B3HOCHI Ha 06A3aTeslbHOe CoLMalibHOe CTpaxoBaHMe Ha C/lyYall BpeMeHHOM
HEeTPYA0CNOCOBHOCTM 1 B CBA3M C MaTEPMHCTBOM, 0653aTenbHOe NEHCMOHHOE CTpaxoBaHme, 0ba3aTenbHoe
MeLMLMHCKOE CTpaxoBaHme.

** PaccynTbiBaeTCs no opmysie "Ttorosoe 3HavyeHne (B pybnsax)"/ ' TnaHnpyembiin nam pakTmnyeckmnin obbem
BbiMyCKa npenapaTa" B COOTBETCTBUM C pa3aenoM V METOAMKMN pacyeTa npeaesbHbiX OTAYCKHbIX LEeH
NpoM3BOANTENIEN Ha JIeKAapCTBEHHbIE NMpenapaThbl, BKAIOYEHHbIE B NEPEYEHb XXN3HEHHO HEOOXOANMbIX Y
Ba)KHENLLMX JIEKAPCTBEHHbIX NPenapaToB, YTBEP)KAEHHON NocTaHoBAeHeM [MpaBuTensCTBa Poccuinckom
®epepaumm ot 15 ceHTabps 2015 r. Ne 979.

Tabnuua 8. PaclwundpoBka 3aTpaT No CTaThe
"O6Lwenpon3BoACTBEHHbIE pacxoab!”
(rpacbl 6 - 9 pa3zgena Il HaCTOAWErO MPUNOXKEHNA)

8.1. PacwimndpoBKka 3aTpaT no cTaTbe "3apaboTHas nnaTa
06LLenpon3BOACTBEHHOr0 U BCMOMOraTeIbHOro nepcoHana”
(rpacha 6 pazgena |l HaCToALWEro NPUSIOXKEHNS)

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 53 1362



No

n/NCTPYKTYypHble noapazaeneHnsOnnata Tpyaa
no 25 cyety,

pybnenCrpaxoBble B3HOCHI

no 25 cyety,

pybnen*CTpaxoBble B3HOCHI Ha 0643aTeNIbHOE COLMalIbHOE CTPaxOBaHMe OT HECHACTHbLIX CJyYaeB Ha
nNpou3BOLCTBE

1 NpoheccnoHabHbIX 3aboneBaHnii

no 25 cyety, pybnenlTtoro

(6e3 HOC),

pybnen

123456

NToro

B pacuyeTe Ha ogHYy NOTpebuTEeNbCKYO YNaKoBKY**

* Y4NTbLIBAOTCS CTPaxXOBble B3HOCHI Ha 06A3aTenbHoe coLManbHoe CTPaxoBaHMe Ha Clyvall BpeEMEHHON
HeTPYA0CNOCOBHOCTM 1 B CBA3M C MaTEPMHCTBOM, 0653aTenbHOe NEHCMOHHOE CTpaxoBaHme, 0ba3aTenbHoe
MeOMLUNHCKOe CTpaxoBaHme.

** YKa3blBaeTCs hopMya, B COOTBETCTBUM C KOTOPOW PaCCHMTLIBAETCSH LieHa Ha OAHY NMOTPebUTENbCKYHo
YNaKOBKY.

8.2. Pacwuposka 3aTpaT Mo cTaTbe
"IneKTpo3Heprus, TennocHabxeHne, BogocHabxeHne n Tonaneo"
(rpacba 7 pasgena Il HacToALLErO NPUIOXKEHMNSA)

Ne
n/nCratba 3aTpaTlocTaBwmnkCTonmocTsb ycnyr(b6e3 HOC), pybnein

1234
1.9nekTposHeprus

2.TennocHabxeHune
3.BonocHabxxeHune
4. Tonnneo

NToro

B pacuyeTe Ha ogHYy NOTpebuTeNbCKyo ynakoBKy*

* YKa3sblBaeTca popMysia, B COOTBETCTBMU C KOTOPOW PacCHUTLIBAETCSA LiEHA Ha OfHY NOTPebUTENbCKYo
YNaKoBKY.

8.3. PacwmndpoBKka 3aTpaT Nno cTaTbe
"AMOPTU3aLMNA OCHOBHbIX CPeACTB, UCMOJIb3yeMbIX A5 Npou3BoACTBa"
(rpaca 8 pasgena Il HaCTOALLErO NPUIOXKEHNSA)

Ne

n/nOcHoBHbIe cpeacTBaAMopTu3aums (6es HAC),
pybnei

123
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NToro

B pacyeTe Ha ofHY NOTPebUTENbCKYIO YNakoBKy*

* YKa3blBaeTCs (hopMyJia, B COOTBETCTBIM C KOTOPOW PAacCHTLIBAETCA LieHa Ha 0fIHY NoTpebuTenbckyto
YMaKOBKY.

8.4. PaclwimnpoBka 3aTpaT no cTaTbe "Mpoyme 0bLienpon3BoacTBEHHbIE pacxoabl”" (rpada 9 pasaena ll
HaCTOSALLEro NPUIOXKEHMNSA)

Ne
n/nCtaTtbs pacxogosllocTaBwuk ycayrnCrommocTb yenyr(bes HOC),
pybnen

1234
NToro

B pacyeTe Ha ogHy noTpebnTenbCcKyto ynakoBky*

* YKa3blBaeTca popMysia, B COOTBETCTBMU C KOTOPOW PacCHUTLIBAETCSA LieHa Ha 0fIHY NOTPebuTeNnbCKyto
YMaKoBKY.

Tabnnua 9. PacwmndpoBka 3aTpaT no cTaTbe "Ob6LLex03anCTBEHHbIE pacxoabl" (rpadbl 10 - 12 pasgena ll
HaACTOALLEro NPUJIOXKEHNS)

9.1. Pacwudposka 3aTpaT no cTaTbe "Pa3paboTka"
(rpacha 10 pasgena Il HacToALLErO NPUIOXKEHMNSA)

Ne

n/nCtaTbs pacxonoslloCcTaBLLKK
ycnyruCrommocTb ycnyr(bes HAC),
pybnei

1234
1.Pa3paboTka KOHKPETHOr0 IeKapCTBEHHOr O NpernapaTa, B TOM Yucsie CobCTBEHHbIE PacXoAbl
npeanpusaTus

2.PermcTpaumnoHHblie NpoLeaypbl, B TOM YMC/Ie OOKAVHUYECKUE NCCeOBaHUS IEKAPCTBEHHbLIX CPEACTB U
KJMHNYECKINE NCCNeN0BaHNS IeKapCTBEHHOro NpenapaTa

3.
Mpo4yne pacxogbl

NToro

B pacuyeTe Ha ofHY NOTpebuUTENbCKYIO yNnakoBKy*

* YKa3blBaeTcsa popMysia, B COOTBETCTBMU C KOTOPOW PacCYUTLIBAETCS LieHa Ha OAHY NOTPebUTeNbCKyo
YMaKOoBKY.

9.2. Pacwmgposka 3aTpaT no ctaTbe "Peanusauns”
(rpacha 11 pasgena ll HaCTOALLErO NPUIOXKEHMNSA)

Ne
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n/nCtaTtbs pacxoposllocTaBwuk ycnyrCtoumocTb ycnyr(bes HAC),
pybnei

1234
NToro

B pacyeTe Ha ogHy NOTpebuTeNbCKYO yNakoBKy*

* YKa3blBaeTCs (OopMysia, B COOTBETCTBMN C KOTOPOW PaCCHUTLIBAETCS LIeHa Ha OAHY NOTpebuTenbckyo
YNaKoBKY.

9.3. PacwupoBka 3aTpaT no cTaTbe "Mpoyne 0bLexo3aMCTBEHHbIE pacxoabl”
(rpadha 12 pasgena |l HaCTOALLErO NPUIOXKEHMNSA)

Ne
n/nCraTbs pacxonoslloCcTaBLmMK
ycnyruCrommocTb ycnyr(6e3 HOC), pybnein

1234
NToro

B pacuyeTe Ha ofHY NOTpebuTenbCKyo ynakoBky*

* YKa3blBaeTca popMysia, B COOTBETCTBUU C KOTOPOW PacCHUTLIBAETCSA LieHa Ha 0fIHY NoTpebuTenbcKyto
YNaKoBKY.

Mpnbbinb 1 peHTabenbHOCTL NpoaykLUuK (rpadbl 13 1 14 pa3aena |l HACTOALLErO NPUSIOXKEHUS)
onpepensoTca B COOTBETCTBMM C pa3fesioM V MeToAnKN pacyeTa npefesibHbiX OTNYCKHbIX LeH
NpoM3BOANTENEN Ha IeKapCTBEHHbIE NMpenapaThbl, BKAIOYEHHbIE B NEPEYEHb XXN3HEHHO HEOBXOANMbIX Y
Ba)KHENLLMX JIEKapPCTBEHHbIX NPenapaToB, YTBEP)KAEHHON NocTaHoBNeHeM [MpaBuTensCTBa PoccuMinckom
®epepaumm ot 15 cenTabps 2015 r. Ne 979.

MpruMevaHue.

Tabnnua 9 ABNAETCA TUMOBOWN, AOMNYCKAETCA BKOYEHNE B HEE OOMONHUTENBHbIX CBEAEHWUN, YYNTbIBAIOLLNX
cnocob oTHeceHMs o6LLenpon3BOACTBEHHbLIX U 06LLEX03AMCTBEHHbLIX PACXO40B B COOTBETCTBUN C Y4ETHON
NOJINTUKOWN OpraHn3aLmm.

MPUNOXKEHWME N 8

K METOLMKe pacyeTa NpefefibHbiX OTMYCKHbIX LIEH NPOU3BOANTENEN Ha JIEKAPCTBEHHbIE MpenapaThl,
BKJIIOYEHHbIE B MepPeY€eHb KN3HEHHO HEODXOANMBIX N Ba)KHEMLLINX JIEKAPCTBEHHbIX MpenapaToB

(B pefakuum NoCTaHOBAEHMNS

MpasuTenbcTBa Poccninckon Pegepaummn

oT 16 nekabpsa 2019 r. Ne 1683)

®OPMYJIbl PACHETA

MOHVKaLWNX KO3(PDULNEHTOB, NPUMEHSEMBIX NPU pacyeTe npeaesibHoM 0TMYCKHOM LeHbl NPOU3BOANTENS
Ha MepBbIi BOCMPOU3BEAEHHbIN, BroaHanoroBbln (6MonoLo6HbIN) IeKapCTBEHHbIM NpenapaT, a TakXe
BOCMNPOW3BeleHHbIN, BuoaHanorosbii (6onoaobHbIN) opthaHHbIA NEKAPCTBEHHbLIN Npenapar,
npeacTaBnAseMoin Ha

rocyLapCTBEHHYIO perncTpaumio

3aperncTpupoBaHHas npeaesnbHas 0TNyCKHas LieHa 3a NOTPebnTenbCKyo YNakoBKY pethepeHTHOro
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JIEKapCTBEHHOro nNpenapata, pybnen (Lped)NoHmKaowmin Ko3pOULNEHT AN pacyeTa LeHbl Ha NepBbIN
BOCMPOW3BEAEHHbI IeKapCTBEHHbIN nNpenapaT (Kn)MoHmXawnin KoaphULNeHT AN pacyeTa LeHbl Ha
nepsbin BrioaHanorosbin (6MoNofo06HLIN) NeKapCTBEHHbIV MpenapaT, a Tak)Xe BOCMPON3BeAEeHHbIN,
6roaHanorosbin (bronoaobHbIN) opdaHHbIN NeKapCTBEHHbIN npenapaT (Kn)

NpoU3BOANTENS FOCYAAPCTBa - YieHa EBpa3uinckoro 3KOHOMUYECKOro Cot3a, NPOoLLEeHTOBUHOCTPAHHOIO
NPOn3BOACTBa, MPOLIEHTOB*MPON3BOAMTENS rOCYAapCTBa - YneHa EBpa3niickoro 3SKOHOMMYECKOro COo3a,
NPOLEHTOBMHOCTPAHHOr0 NPON3BOACTBA, NPOLEHTOB*

12345

[0 100 pybnen (BKNOYMTENLHO)

0000

oT 100 pybnen go 500 pybnei (BKAOUMTENBHO)

04 x (Uped)°,2+ - 1000

oT 500 pybnen go 100000 pybnen (BKNOYNTESNLHO)

3,6 x (Lped)?,23 - 104 x (Liped)°,24 - 100,6 x (Uped)°,34 - 50,39 x (Lpet),4* -5

cBbie 100000 pybnen

40552540

* JlekapCTBEHHbIE MpenapaThl MHOCTPAHHOIO MPOM3BOACTBA, B TOM YUC/E NepBMUYHas U (UIKn) BTOpPUYHas
YMaKOBKa KOTOPbIX OCYLLECTBASETCS UM NIaHMPYETCS OCYLLEeCTBAATLCS B Poccmitickon deaepaLimn.

MPUNOXXEHWE Ne 9

K MeToAuKe pacyeTa npegenbHbiX OTAYCKHbIX LIEH MPOM3BOAUTENIEN Ha NIEKapCTBEHHbIE NpenapaThl,
BKJItOYEHHbIE B MepeYyeHb XKN3HEHHO HEOBXOANMBIX N Ba)KHENLLNX JIeKaPCTBEHHLIX MpenapaToB

(B pegakuum NOCTaHOBMIEHNS

MpasuTenbcTBa Poccuinckon degepaumm

oT 16 nekabpsa 2019 r. Ne 1683)

®OPMYJIbl PACHETA

MOHVKAOLWNX KO3(PDULMEHTOB, NPUMEHAEMBIX NPU pacyeTe npeaesbHoN OTNYCKHOM LieHbl NPOU3BOANTENS
Ha BOCMpPOU3BedeHHbIN, BroaHanoroBbin (6MonoaobHbIN) NeKapCTBEHHLIN NpenapaT, NpeacTaBasgeMon

Ha roCyfapCTBEHHYI0 perncTpaunto

3aperncTpupoBaHHas npefesibHas 0TNyCcKHas LeHa 3a NoTpebnTenbCKyio yNakoBKy pedepeHTHOro
JIEKapCTBEHHOro nNpenapaTa, pybnein (Lped)NoHmKaowmin Ko3phuUneHTANA pacieTa LeHbl Ha
BOCMNPOM3BEleHHbIN JleKkapCTBEeHHbIM npenapaT (Kn)

MoHMXatoWmn KO3 ULMEHT NS pacyeTa LeHbl Ha broaHanorosbln (6Monofo6HbIN) NeKapCTBEHHBIN
npenapaT (Kn)

Npou3BOANTENS FOCYAAPCTBA - YieHa EBpa3uinckoro 3KOHOMUYECKOro Cot3a, NPOLLEeHTOBUHOCTPAHHOIO
NPOM3BOACTBA, MPOLEHTOB*NPOMN3BOANTENA FOCYAapCTBa - YieHa EBpa3minckoro

9KOHOMUYECKOro COt03a, MPOLEHTOBMHOCTPAHHOIO

npon3BoACTBa, NpoLeHToB*

12345

00 100 pybneit (BKNHOYUTENBHO)

0000

oT 100 pybnen go 500 pybnei (BKAOYUTENBLHO)

3,6 x (LUped)°,24 x (Lped)°,>¢00

o1 500 pybneit o 100 000 pybnewn (BKNOYNTENLHO)

3,6 x (Lped)°,234 x (Lpet)°,240,6 x (Liped)°,340,39 x (Lped)°,+*

CBbILe

100000 pybnen
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50653045

* JlekapCTBEHHbIE MpenapaTbl MHOCTPAHHOIO MPOM3BOACTBA, B TOM YUC/E NepBMYHas U (1aKn) BTOPUYHas
YNaKoBKa KOTOPbIX OCYLLECTBASAETCA WK NIaHMPYeTCs OCYLLecTBAATLCA B Poccuitickoin ®eaepauun.

MPUNOXEHWUE Ne 10

K METOLMKe pacyeTa NpeaefibHbIX OTMYCKHbIX LIEH NMPON3BOANTENEN Ha JIEKAaPCTBEHHbIE MpenapaThl,
BKJIIOYEHHbIE B MepPeY€eHb KN3HEHHO HEODXOANMBIX N Ba)KHEMLLNX JIEKAPCTBEHHbIX MpenapaToB

(B pefakuum NoCTaHOBAEHMNS

MpasuTenbcTBa Poccuinckon Pegepaummn

oT 16 nekabpsa 2019 r. Ne 1683)

OBOCHOBAHWE PACHETA
npeaesibHON OTMYCKHOW LieHbl Ha JIEKAPCTBEHHBIN NpenapaT Npou3BOaMTENs roCydapcTBa - YieHa
EBpa3minckoro sKOHOMUYECKOro Co3a, MpefCTaBASeMON Ha NepeperncTpaLumio

(HaMMeHoOBaHWe opraHu3aumnm - 3a9BUTENS)

|. CBeleHUs 0 NeKapCTBEHHOM MnpenapaTe

1. Homep permcTpaumnmoHHOro ygocToBepeHus

2. MexxayHapoaHoe HenaTeHTOBaHHOE, WK FPYNMNMPOBOYHOE, NN XUMNYECKOE HaMMEHOBaHNe

3. Toproeoe HavMeHoBaHme
4. JlekapcTBeHHas hopMa, L03NPOBKa UM KOHLEHTPaLUus, 06beM, akTUBHOCTb B eANHMLAX AEACTBUS
5. Obuiee KONMYECTBO BO BTOPUYHOMN (MOTPebunTeNbCKon) ynakoBke

Il. PacyeT uUeHbl

No

n/nMfpsmMble pacxoablO6Wwenpon3BoACTBEHHbIE pacxoab*[TporHo3m

pyeMbI ypOBEHb UHDSA

umun, npoueHToB (N)**®akTn

4YeCKWI ypoBEHb MHDNA

LMK C YH4ETOM MPOrHO

3upye

MOr0 YPOBHS, NpoLeH

ToB**[IpenenbHasoTNyCcKHas LieHa 3a noTpebuTensckyto ynakosky (6e3 HOC), pybnen

MaTepuanbICbipbe3IEKTPOIHEPI A, TENN0CHabXeHNe, BOAOCHAabXXEHNe 1 TONAMBOAMOPTM3aLLMA OCHOBHbIX
CpeLncTB, NCNoJib3yeMblX 415 NPOU3BOACTBA
(hakT.nnaH.npo

LEeHTOB yBesu

YeHuadakKT.MIaH.npo

LEeHTOB

yBenu

YeHnsadakT.naaH.npo

LEeHTOB yBesu

YyeHuAapakKT.MaaH.npo

LEeHTOoB yBesu

yeHunsasape

rmcTpu
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poBaH

Has3aB

NeH

Hasnpo

LIEHTOB YBEU

YyeHus
123456789101112131415161718

PykoBoauTesNb OpraHu3aumm-3asaBuTens
(mopgnunck)

(¢h.n.0.)

(TenedoH, afpec 3NeKTPOHHOM MNOYThI)

M.M. (npu Hann4mn)

WNcnonHnTtenb
(nognuce)

(¢p.n.0.)

(TenedoH, agpec 3NeKTPOHHOM MOYTbI)

* IH(hopMaLms no HaknagHbIM pacxofaM 3anosiHAeTCs Npu nepeperncTpaunm npegesbHbiX 0TAYCKHbIX LeH
Npou3BOANTESNIEN Ha JIeKapCTBEHHbIE NnpenapaThl B CJlyvasx, NpefycCMOTPEHHbIX NognyHKTamu "a" n "B"
nyHKkTa 32 MpaBun rocygapCTBEHHOW perncTpauum n nepepernctpauumn npeaesbHbiX OTMYCKHbIX LieH
NPOU3BOANTENEN Ha JIEKAPCTBEHHbIE MpenapaThl, BKAIOYEHHbIE B MepeyeHb KXU3HEHHO HEOOXO0AMMBIX U
Ba)XHEMNLLMX NEKapPCTBEHHbIX NpPenapaToB, YTBEPXAEeHHbIX NOCTaHOBAeHWeM lMpaBuTenbCcTBa Poccnnckon
depepaumm ot 29 okTabpsa 2010 r. Ne 865 "O rocyaapCTBEHHOM PEryampoBaHnm LIEH Ha JIEKAPCTBEHHbIE
npenapaThl, BKIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOAMMBIX N BaXXHENLLNX NEKAPCTBEHHbIX
npenapaTtos".

** TIpOrHO3MpyeMbld YPOBEHb MHPAALUN TEKYLLEro roga, yCTaHOBEHHbIW (hefepalibHbIM 3aKOHOM O
thenepancHom Blo)XeTe Ha COOTBETCTBYIOLWMIA (PMHAHCOBbLIN o4 1 MAaHOBLIA MEpPUoL.

X PaKTUYECKUIA YPOBEHb UHDNALMNM NPEALIECTBYIOWEro KaleH4apHOro roga ¢ y4eToM nNporHo3mpyemoro
YPOBHS MHDNALUN TEKYyLLEero rofa, yCTaHOBIEHHOro pefepasibHbiM 3aKOHOM 0 (hefiepasibHOM BroxeTe Ha
COOTBETCTBYOLWMI (DMHAHCOBLIV FO4 W MJaHOBbLIN MEPMOA, PAaCCHNTLIBAEMbI B COOTBETCTBUM C MYHKTOM 41
MeTOAMKM pacyeTa NpefesbHbIX OTNYCKHbIX LLeH Npon3BoAuTesIen Ha JlIeKkapCTBeHHble npenapaThl,
BKJItOYEHHbIE B MepeYeHb XN3HEHHO HEOBXOANMBIX N BaXKHENLLMX SIeKapCTBEHHbIX NpenapaTos,
yTBEPXXAEHHOW NocTaHoBNeHMeM MpaBnTensCTBa Poccuinckon ®epepaunm ot 15 ceHTabpa 2015 r. Ne 979.

MPUNOXEHWME Ne 11

K METOLMKe pacyeTa NpefenibHbiX OTMYCKHbIX LIEH NPON3BOANTENEN Ha JIEKAPCTBEHHbIE NpenapaThl,
BKJIIOYEHHbIE B MEpPEYEHb KN3HEHHO HEOBXOANMBIX N Ba)KHENLLNX JIEKAPCTBEHHLIX MpenapaToB

(B pefakuum NoCTaHOBAEHUS

MNpasuTenbcTBa Poccuinckon ®degepaummn

oT 16 nekabpsa 2019 r. Ne 1683)

3HAYEHNA
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KO3(h(pULIMEHTA LLEEHOBOW FPYNMbl, MPUMEHSEMOr0 NPU pacyeTe NpeaesbHbIX OTMYCKHbIX LieH
NpPoV3BOANTENEN Ha IeKapCTBEHHbIE NPenapaThl, NPeACcTaBseMbIX Ha NepeperncTpaLmnio

LeHoBasa rpynnakKoappuumeHT

LLEeHOBOW rpynnsl,

npoueHToB (Mn)

12

[0 100 pybnen (BKNOYMTENLHO)

100

oT 100 pybnen go 500 pybnei (BKAOUMTENBHO)

90

oT 500 pybnen go 1000 pybnein (BKNOUYNTENBHO)

85

o1 1000 pybnewn no 3000 pybnen (BkIOYNTENBHO)
80

o7 3000 pybnewn no 5000 pybnen (BKIOYNTENBHO)
75

o1 5000 py6nen go 10000 pybnein (BKNOYNTENLHO)
70

oT 10000 py6neinr no 20000 pybnein (BKNOYNTENLHO)
60

oT 20000 py6nein no 40000 pybnein (BKNOYNTENLHO)
50

oT 40000 py6nen no 100000 pybnein (BKAOYNTENLHO)
40

cBbiwe 100000 pybnen

30

MPUNOXEHWME Ne 12

K METOLMKe pacyeTa NpefenibHbIX OTMYCKHbIX LIEH NMPON3BOANTENEN Ha JIEKaPCTBEHHbIE MpenapaThl,
BKJIIOYEHHbIE B MepeYeHb KN3HEHHO HEODXOAUMBIX N Ba)KHEMLLNX JIEKAPCTBEHHbIX MpenapaToB

(B pefakuum NoCTaHOBAEHMNS

MpasuTenbcTBa Poccninckon Pegepaummn

oT 16 nekabpsa 2019 r. Ne 1683)

OBOCHOBAHWE PACHETA

npegenbHonm OTNYCKHOWM LIeHbl Ha IeKapCTBEHHbIN NpenapaT MHOCTPaHHOro NPoOn3BOACTBA, B TOM Yucne
nepBunYHas 1 (1an) BTOpMYyHasa ynakoBKa KOTOPOro OCYLLECTBASETCS WM NAAHUPYETCA OCYLLEeCTBAATLCS B
Poccninckon ®egepaunmn, NpencTaBaseMon Ha NepeperncTpauuio,

3a Nepuog Cr.nor.

(HaMMeHOBaHWe opraHu3aumnm - 3a9BUTENS)
I. CBeleHUNs 0 NeKapCTBEHHOM MNpenapaTe

1. HoMep pernctpauLnoHHOro yoocToBepeHms

2. MexxayHapoaHoe HernaTeHTOBAHHOE, WM FPYNNMPOBOYHOE, MK XUMUYECKOE HaUMEHOBaHNe

3. ToproBoe HaumMeHoBaHue

4. JlekapcTBeHHas opMa, LO3MPOBKA WM KOHLEHTpauus, o6beM, akTUBHOCTb B €ANHULAX LeNCTBUs
5. ObLuee KOIMYeCTBO BO BTOPMYHOW (NOTpebnTensckon) ynakoske
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Ne n/n

MponssoguTens(c yKasaHueMm cTagum nponsBoaCcTBa)

HavmeHoBaHMe HaunoHanbHOWM BaOThl FOCYAapCTBa-NPon3BoaMTensKypc HauMoHa bHON BaMtoThl
rocynapcTBa-npoussoanTensk pybnio (pybnei)

CpepnHeB3BelleHHasa hakTUYeCKas LieHa BBO3a (0TMyCKa) iIekapCTBEHHOr0 NpenapaTa,
pybnen*BennynHa yBennyeHus npeaenbHom 0TNYCKHON LieHbl, NpoLeHToB**[1penensHas 0TNyckHas LeHa
3a NOTPebNTENbCKYI0 YNaKOBKY

(6e3 HOC), pybnen

KypcC npuv rocygap

CTBEHHOWN perncTpaumm (nocnegHen perncTpaummn)kypc npm nepeperu

cTpaummnpoueH

TOB yBenun4ye

Hus3aperu

CTpUpo

BaHHaa***3aaBneH

Has****npoueH

TOB yBenun4ye

HUS

1234567891011

PykoBoauTesNb OpraHu3aumm-3asaBuTens
(mognunck)

(h.n.0.)

(TenedoH, afpec 3NeKTPOHHOM MNOYThI)

M.M. (npu Hann4mn)

WNcnonHnTtenb
(noanuce)

(¢h.n.0.)

(TenedoH, agpec 3NeKTPOHHOM MOYTbI)

* [pn NepeperncTpauuy npenenbHon OTMYCKHOM LieHbl Ha JIEKApCTBEHHbIN NpenapaT NMHOCTPaHHOMO
NPOU3BOACTBA YKa3bIBAeTCA CpeAHEB3BELLIEHHAasA (haKTNYecKas LieHa BBO3a JIeKapCTBEHHOMO nNpenaparTa.
Mpwn nepeperncTpauun npenesibHon 0TMYCKHON LUeHbl Ha IEKapCTBEHHbIN NpenapaT UHOCTPaHHOI O
npon3sBoacTBa, NepBnyHada " (I/IJ'IVI) BTOpPMUYHadA yrnakoBKa KOTOPOro oCyLwecTBadeTca nin ninaHNpyeTca
oCyLLecTBAATLCA B Poccminckon depepaunn, yKasbiBaeTCa CpeiHEB3BELLEHHasa PaKTM4eckas LieHa oTnycka
JIeKapCTBEHHOrO Npenapara.

** PaCCYMTbIBAETCSA B COOTBETCTBMM C NYHKTaMmn 52 - 54 MeTOAMKN pacyeTa npenefibHbiX OTMYCKHbIX LieH
NPON3BOANTENEN Ha JIEKaPCTBEHHbIE MPenapaThl, BKIOYEHHbIE B NepeyeHb XXU3HEHHO HEOOXO0AMMBIX U
BaXXHENLLMX IEKapCTBEHHbIX NMPENapaToB, YTBEPXXAEHHON NOCTaHOBeHMeM lNpaBnTenbCcTBa Poccninckom
®epepaumm ot 15 cenTabps 2015 r. Ne 979.

*** [pefenibHas 0TNYyCKHas LieHa NPOM3BOAMTENSA Ha JIeKapCTBEHHbIV NpenapaT, 3aperncTpupoBaHHas no
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COCTOSAHUWIO Ha ATy nofdayu 3as8BfeHns 0 nepeperncTpauumn npeaesibHon OTnyCKHON LieHbl.
Rk 3aaBneHHasn K nepeperncrpauny npefesnbHas oTnycKHas LeHa Npov3BOANTENA Ha JleKapCTBEHHbIN
npenapat.”.
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