NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
oT 29 okTs6ps 2010 . N 865

O I'OCYIOAPCTBEHHOM PET'YJIMPOBAHNU LIEH
HA JIEKAPCTBEHHBIE ITPEITAPATbBI, BKJIIOYEHHBIE
B IIEPEYEHDb
SKU3HEHHO HEOBXOIUMBbIX Y BAJKHEMIINX
JIEKAPCTBEHHBIX ITPEITAPATOB

B cooTrBeTcTBUM ¢ DemepanbHbIM 3aKOHOM "0O6
obpaleHnM JeKapCTBEHHbIX CPeCTB"
[TpaBuTenbcTBO Poccuiickoit @emepaiiyn
TOCTAaHOBJISIET:

1. VTBepaIuTh npuiaraemMoie:

[IpaBuia rocyapcTBEHHOM perucTpanum u
repeperucTpanum rnpeaeabHbIX OTITYCKHBIX IIeH
MpOM3BOANUTENIE} Ha JIeKapCTBEHHbIe TIpernapaThl,
BK/TIOUEHHbIE B ITepevyeHb XM3HEHHO HEOOXOAVMBIX U
Ba)KHEJIINX JIeKapCTBEHHbIX TPernapaTos;

[TpaBuia obs3aTenbHOI nepepeructpanum B 2019 -
2020 ropax 3aperucTpUPOBAHHBIX TIpeeTbHbIX
OTMYCKHBIX 1IeH TPOM3BOAUTEEeH Ha TeKapCTBeHHbIe
npenaparhl, BKIOUEHHbIE B IepeueHb XM3HEHHO
HEeOOXOAMMBIX U BasKHEMIINX JieKapCTBE HHBIX






Tpernaparos;

I[IpaBuia BeleHNs FOCYIapCTBEHHOIO peecTpa
peie/IbHbIX OTITYCKHBIX IIeH ITPOU3BOAMUTe e/ Ha
JIeKapCTBEHHbIE [TperapaThl, BKIUYEHHbIE B
repeyeHb JKM3HEHHO He06XO0AMMBbIX M BasKHEMIIMX
JIeKapCTBEHHBIX MTPeIapaToB;

[IpaBmiia ycTaHOBJIEHMSI OpraHaMy UCIIOJTHUTETbHOMI
BJIaCTU CyObeKkTOB Poccuiickoit ®enmepanm
MpeeabHbBIX PAa3MEpPOB ONTOBBIX HAJI0ABOK U
MpeneabHbIX Pa3MepPOB PO3HMUYHBIX HaJ0aBOK K
(akTMUeCKMM OTITYCKHBIM IIeHaM, YCTaHOBJI€HHbIM
MMPOU3BOANUTEIISIMU JIeKaPCTBEHHBIX MpPernapaToB, Ha
JleKapCTBeHHbIe TIperapaThl, BKAIOUeHHbIe B
repevyeHb XKU3HEHHO HEOOXOAMMBIX M BasKHEM X
JIeKapCTBEeHHBIX IIpeIapaToB;

[TpaBunaa hbopMypoBaHus OTITYCKHBIX IIeH Ha
JleKapCTBEHHbIE TTperapaThl, BKIIOUeHHbIE B
repeveHb JXM3HEHHO HEOOXOIMMBbIX M BasKHEMIINX
JIeKapCTBEHHBIX MIpernapaToB, OpTaHM3aALUSIMU
OTITOBOJ TOPTOBJIM, alITEYHBIMM OPraHMU3AIUSIMHA,
VHIVBUAYATbHBIMY TIPENPUHUMATEISIMU U
MeIVIVHCKUMM OpraHu3aIusIMu;

M3MEHEHMS, KOTOpbIe BHOCATCS B [TocTaHOBIEHMUS
IIpaBuTenbcTBa Poccuiickoi @emepalii mo
BOIIPOCaM, CBSI3aHHBIM C PeryaupoBaHueM IeH Ha






JXM3HEHHO H606XO)ZLI/IMI)I€ Y BaXKHeJIIme
JIeKapCTBEHHbIEe CpeacTBa.

2. IIpenenbHble OTITYCKHbBIE 1IeHbI IIPOU3BOAUTEIEN
Ha JXM3HEHHO HeoOX0oIyMble U BasKHeHIIme
JIeKapCTBEHHbIE CPeICTBA, 3aPeruCTPUPOBAHHbIE 10
BCTYIJIEHNS B CMUJTY HacTosero [locTaHOBIeHNMS,
Mo ieXkaT BKAIOUEHMIO B TOCYIapCTBEHHbIN peecTp
TMpeie/IbHbIX OTITYCKHBIX I[€H ITPOU3BOAUTE el Ha
JIeKapCTBEHHbIE ITperapaThl, BKIIOUeHHbIE B
repeveHb JKM3HEHHO HeOOXOIMMBbIX U BasKHEMIINX
JleKapCTBEHHbBIX MTpernapaToB.

3. 3apeructpupoBaHHbie 10 26 oKTsI6ps 2010 T.:

Trpeie/ibHbIe OTITYCKHbBIE IIEHbI MHOCTPAHHBIX
MIPOM3BOIUTENIEV B MHOCTPAHHO Ba/IIOTE Ha
JIeKapCTBEHHbIE ITperapaThl, BKIIOUeHHbIE B
repeveHb XXM3HEHHO HeOOXOMMBbIX U BasKHEMIIINX
JIeKapCTBEHHBIX MIPernapaToB, MOJJIeXaT IepecyeTy
1o 1 nexabpst 2010 r. B py6sm 110 KypCy
LlenTpanbHoro 6aHka Poccuiickoit @epgeparium Ha 1
Hos16pst 2010 1. (6e3 mpeacTaBaeHMS 3asIBJI€HUS
MPOM3BOINUTEIEN O TIepecueTe IeHbl) C BHECEHUEM
COOTBETCTBYIONIMUX M3MEHEHU B TOCYIapCTBEHHBINA
peecTp IpeaeabHbIX OTITYCKHbBIX II€H
MIPOM3BOINUTEIEI Ha JIeKapCTBEHHbIEe IIperapaThl,
BK/TIOUEHHbIE B IIepevyeHb XM3HeHHO He0OXOAMMBIX U






Ba)KHEMIIUX JIEKapPCTBEHHBIX ITPpEIIapaToOB;

pefebHble OTITYCKHbIE IIEHbI POCCUIMCKUX
MMpOMU3BOANUTEEN Ha JeKapCTBEeHHbIe ITperapaThl,
BKJIIOUEHHBbIE B IIepeveHb KM3HEHHO HeOOX0IVMbIX U
BaKHEMIIIMX JIeKapCTBEHHbBIX MpernapaToB, MOoAJjexXaT
uHaekcanuu ¢ 1 Hos6ps 2010 r. ucxomds U3
MPOTHO3UPYEMOTI'0 YPOBHS MHQISIINMA,
ycTtaHoBjeHHOro Ha 2011 rox ®enepaibHbIM
3akoHOoM "O denmepanbHoM Groakete Ha 2010 ron u Ha
ruiaHoBbI iepmog 2011 n 2012 romos”, ¢ BHECEHMEM
COOTBETCTBYIOIIUX U3MEHEHUN B TOCYTapCTBEHHBIN
peecTp NnpeaelbHbIX OTITYCKHBIX LIeH
MIpOM3BOANUTENEN HA JIeKapCTBEeHHbIe ITpeIapaThl,
BK/TIOUEHHbIE B IIepevYeHb JKM3HEHHO HEOOXOIVIMBIX U
BaKHEMIIMX JIEKAPCTBEHHBIX ITPenaparoB.

4. MuHUCTepCTBY 34 paBooxpaHeHnss Poccuiickon
®denepanyy IO COTIACOBAHUIO ¢ MUHUCTEPCTBOM
MPOMBIIIVIEHHOCTU M TOProBau Poccuiickoi
®epepauyiy, MMHUCTEPCTBOM SKOHOMMUYECKOTO
passutus Poccuiickon @enepanium, MUHUCTEPCTBOM
TPpyZa U COLMaIbHOM 3alUThI POCCuUiicKoi
®enepauyy, MUHUCTEPCTBOM PErMOHAILHOTO
pasButus Poccuiickoit ®enepanium, GemepanbHOI
AHTMMOHOTIONBHOV CITyk6071, DenepanbHOI CITyK0607
I10 HAZ30pY B cpepe 3aIImThI IpaB MOTpebuTenei u
6siaromosiyunsi yejoBeka, MMHUCTEPCTBOM HAYKU U






BhICIIEro o6pasoBanus Poccuiickoii ®emepaiium u
MunuctepctBoM prHaHcoB Poccuiickoit @enepanym

He peske OJTHOTO pasa B TOfI, He To3/aHee 15 OKTA6pSI,
MpencTaBasiTh B IIpaBUTEnbCTBO POCCHUIICKOI
@enepaly MPOEKT MepevHs KM3HEHHO
HEeOOXOAMMBIX ¥ BasKHEIIINX JIeKapCTBE HHBIX
npernaparos.

5. MuHMCTEpCTBY 3ApaBooXpaHeHus Poccuiickoii
®enepauyu u PegepanbHOM aHTUMMOHOIOJILHOM
CIy3k0e TaBaTh MPY HEOOXOAMMOCTH Pas3bsICHEHMS 10
MIPUMEHEeHUIO ITPaBUJl, YTBEPKA,EeHHbIX HACTOS UM
MOCTaHOBJIEHMEM.

6. [Ipy3HaTh yTPaTUBIIMMU CUTTY:

[Toctanosnenue [IpaBuTtenbcTBa Poccuiickom
®enepanyum ot 9 HOs16pst 2001 1. N 782 "O
roCygapCTBEHHOM peryJiMpoBaHUM 1IeH Ha
nekapcTBeHHbIe cpencTBa” (CobpaHue
3aKOoHozaTtebCcTBa Poccuiickoin ®enepanyn, 2001, N
47, cT. 4448);

IToctaHoBneHue ITpaBuTenbcTBa POCCuUiickoi
®eneparum ot 17 okTsi6pst 2005 . N 619 "O
COBEPIIEHCTBOBAHUM I'OCYIaPCTBEHHOTO
peryJimpoBaHus LIEeH Ha JiIeKapCTBEHHbIe CpeAcTBa”
(Cobpanne 3akoHOmaTenbCTBa Poccuiickoii
@enepaiyn, 2005, N 43, cT. 4400);






IIYHKT 3 MU3MEHEHMI1, KOTOPbIE€ BHOCSITCS B aKThI
IIpaBuTenbcTBa Poccuiickoi @emepalii mo

BOIIpOCaM JiesITe/IbHOCTY MuHMuCTepCTBa
MIPOMBIIIEHHOCTU U TOProBJIN PocCcuiickoim
®depnepauyy, yrBepkaeHHbIX [IocTaHOBIEHNEM
IIpaBuTenbcTBa Poccuiickoi @enepaiiiy OT 7 UIOHS
2008 r. N 441 (CobpaHue 3aKOHOATETbCTBA
Poccuiickoint ®@enepauyu, 2008, N 24, ct. 2869);

nyHKT 1 IToctanoBienus IIpaButenscrBa Poccuiickoi
®enepanum ot 30 mekabps 2009 . N 1116 "O
BHECEHMM M3MeHeHUli B HeKOTopble [locTaHOB/IeHMS
[TpaBuTenbcTBa Poccuiickoit @epepaiym no
BOIIpOCaM, CBSI3aHHBIM C peryJypoBaHMeM IeH Ha
KM3HEHHO He0OXOAIMble U BasKHeIIe
nekapcTBeHHbIe cpecTBa” (CobpaHue
3aKoHomarenbcTBa Poccuiickoit ®epepannn, 2010, N
2, cT. 179).

IIpencenarens [IpaBuTe/NLCTBA
Poccuiickoin @epepanin
B.ITYTUH

YTBepKOeHbI

ITocranoBneHnuem IIpaBuTenbCTBa
Poccuiickoit @enepaiinmn

oT 29 okTs6ps 2010 . N 865

[TPABUJIA






TOCYIAPCTBEHHOI PETUCTPALIMIU U
[NTEPEPETMICTPALIMN ITPEJEJIBHBIX

OTITYCKHBIX 1LIEH ITPOV3BOJINTEJIEN HA
JIEKAPCTBEHHDBIE ITPEITAPATDI,
BKJ/IIOUEHHBIE B ITEPEYEHD )KMU3HEHHO
HEOBXOIVMBbIX
1 BAJKHEMIIWX JIEKAPCTBEHHBIX ITPEITAPATOB

1. Hacrosimiue TIpaBuia ycTaHaBAMBAIOT MOPSA0K
OCYLLIEeCTB/IeHVS FOCYLAPCTBEHHO perucTpauum u
repeperucTpanum rpenebHbIX OTIIYCKHBIX 1IeH
MPOU3BOANTEJIeN Ha JIeKaPCTBEHHbIE Iperaparhl,
BK/TIOUEHHbIE B ITIepevyeHb XM3HEHHO HE0OXOIVMBIX U
Ba)KHeMIIMX JIeKapCTBEHHbBIX IIpernaparos,
yTBepkgaemblii [IpaButenscTBom Poceniickoin
Odenepanyu (majiee - TeKapCTBEHHbIE MTpernaparsl).

2. TocymapcTBeHHas perucTpays u
repepermcTpanys mpeaeabHbIX OTITYCKHBIX I[€H
MIPOM3BOUTEIEN JIEKAPCTBEHHBIX MPENapaToB Ha
JleKapCTBEHHbIE TIPerapaThl OCYIIECTBISIOTCS B
pyonsix.

3. MuHMUCTEpPCTBO 3ApaBooXpaHeHus Poccuiickoi
@enepanyy OCyILECTBIISIET PeruCTPaLUIO
IpenebHOM OTITYCKHO LieHbl [IPOU3BOAUTES Ha
JleKapCTBEHHBII IIpernapar, ee nepeperncTpanuio,
BHeCEeHMe YKa3aHHOM 3aperncTpupoOBaHHOM






(mepeperncTpupoOBaHHO) MpeaeabHONM OTITYCKHOM
LIeHBI B TOCYAApPCTBEHHBIN peecTp TNpeebHbIX

OTITYCKHBIX II€H IMTPOMU3BOANUTENEN Ha JIeKaPCTBEHHbIE
rperaparsl, BKIIOUEHHbIE B IlepeyeHb )KU3HEHHO
HEeOOXOAMMBIX U BasKHEMIINX JieKapCTBE HHBIX
Mpernaparos (Jajiee - TOCYyLapCTBEHHBIN peecTp),
BbIJAuy JepyKaTeso I Blafelblly
PerucTpanuMoOHHOr0 YA0CTOBEPEHMS JIeKapCTBEHHOIO
npernapara (yrioJTHOMOYEeHHOMY MM JIVIY) BBIIIUCKU
13 npuKa3a MMHUCTEPCTBA 34 PaBOOXpPaHEHMS
Poccuiickoit @enepaiiiu o rocygapCTBEHHOM
perucTpaunu (rnepeperucrpanyu) npeneabHom
OTITYCKHOJ IIeHbI TPOU3BOAUTES Ha JIEKAPCTBEHHbIN
nperiapar.

4. ®enepanbHasi aHTUMOHOIIObHAS CJTy3KOa
OCYLIeCTB/ISIeT 9KOHOMMYECKII aHa/IN3 IIpeJie/IbHOM
OTITYCKHOJ LIeHbI [IPOM3BOAUTEIS Ha JIeKapPCTBEHHbI
rperiapar Ipu ee rocyLapCTBeHHOM perucrpanumn
(epepeructpanun).

5. JInst rocynapCcTBEHHOV perucTpaumn
(TlepeperucTtpanumn) rpeaeabHOM OTITYCKHOM 11€HbI
MPOU3BOANUTENS HA JIeKAPCTBEHHBIN Ipemnapar B
MuHMUCTEPCTBO 3ApaBoOXpaHeHMsI Poccuiickoii
depepauyin gepskateneM WiIn BiiageblleM
PErUCcTPalMOHHOTO YAOCTOBEPEHMS JIeKapCTBEHHOTO
npermnaparta (YIIOJTHOMOYEHHBIM MM JIMIIOM)






MpeICTABISIIOTCS Ceaylolye TOKYMEHTHI (B 2
9K3eMIlIIpax Ha OyMaskHOM HOCUTEJIE U B

371IeKTPOHHOM BUJE):

a) 3asBJIeHMe O TOCYJapCTBEHHO perucTpanumn
MpeneibHbIX OTIYCKHbBIX 1I€H MPOU3BOAUTENe Ha
JleKapCTBEeHHbIe MMpernaparsl, BKIIOUEHHbIE B
repeveHb XKM3HEHHO HEOOXOMMBbIX U BasKHEMIINX
JIeKapCTBEHHBIX MTpernaparos, 1o ¢opMe COrJIacHO
npuioxenuto N 1 (manee - 3asiBjieHME O
roCyIapCTBEHHO perucTpaium) uin 3asBieHne o
repeperucTpauum rnpeaeabHbIX OTITYCKHBIX LIeH
MPOU3BOJANTENeN Ha JIeKapCTBeHHbIe TIpernapaThl,
BK/TIOUEHHbIE B ITepevYeHb KM3HEHHO HEOOXOIVIMBIX U
Ba)KHEWIIINX JIeKapCTBEHHbIX IIpernaparTos, 1o ¢opme
cornacHo npwioxkeHuto N 2 (manee - 3asiBJIeHME O
repeperucTpanumn);

0) cBeIeHMs O TUIEH3UM Ha ITPOU3BOJICTBO
JIeKapCTBEHHBIX CPEJICTB;

B) CBeJIEHMSI O PETUCTPAIMOHHOM YI0CTOBEPEHUM
JleKapCTBEHHOrO Mmpernapara;

I) IOKYMEHTbI, IpefCTaBisieMble C YYeTOM
TpebOoBaHMIi METOOMKY pacueTa IpeiebHbIX
OTIYCKHBIX I[€H MMPOU3BOANTENelt Ha IeKapCTBEeHHbIe
rperaparsl, BKIIOUeHHbIe B llepevyeHb KM3HEHHO
HeOOXOJMMBIX U BasKHEMIINX JIeKapCTBeHHbIX






MperapaTroB, YTBEPKAEHHOM TOCTaHOBIEHVEM
[TpaBuTenbcTBa Poccuiickoit ®epgepaunu ot 15

ceHTsso6pst 2015 r. N 979 "O BHeceHUM U3MEHEHMII B
nocraHosyieHne [IpaBurtenbcTBa Poccniickon
®enepanyu ot 29 okts16ps 2010 r. N 865 n 06
YTBEpPKIEHUM METOOMUKY pacueTa npeneabHbIX
OTMYCKHBIX 1IeH TPOMU3BOAUTEeN Ha TeKapCTBEHHbIE
penaparsl, BKIIOUeHHbIE B ITepevYeHb JKM3HEHHO
HEeOOXOAMMBIX U BasKHEIINX JieKapCTBE HHBIX
perapaToB” (majgee - MeTOAMKA), BKIKOYAOIINE B
ceos:

cBeZleHMsI 00 06beMax U 0 IleHaxX OTITyCcKa
HaXOJSIIEerocs B 00palleHny Ha TeEPPUTOPUA
Poccuiickoit @enepaiiyiy JieKapCTBEHHOTO TIpernapara
MMPOM3BOANUTENS TOCYAApPCTBa - UjeHa EBpa3uiickoro
3KOHOMMYECKOI'0 CO03a U JIeKapCTBEHHOTO
nperapaTra MHOCTPAaHHOTO ITPOU3BOACTBA, IEPBUYHAS
" (MI1) BTOpUYHAs yIIaKOBKa KOTOPOTO
OCYULIECTBJISIETCS WIN TVIAHUPYETCS OCYLeCTBISIThCS
B Poccuiickoit @epgepannu;

pacyeT rpesiesbHOM OTIYCKHON 1I€HbI
MIPOU3BOLUTEIIS HA JIeKapCTBEHHBIN Ipenapar,
NpeacTaBIsieMOl Ha TOCYAapCTBEHHYIO PETUCTPALINIO
(TIepeperucTpanuio);

CBedeHNAd 00 06beMax u HeHaX BBO3a






JIEKapCTBEHHOTO MpernapaTa MHOCTPaHHOTO
MIPOM3BO/ICTBA, HAXO/ISIIErocs B 00pallleHny Ha

Tepputopuu Poccuiickoi ®Oenepaniymn;

CBeIeHMS O HAIMUMIM 3aPeruCTPUPOBAHHBIX
MpeeTbHbIX OTITYCKHBIX LIeH 3asB/ISIEMOTO
JIeKapCTBEHHOTO TperapaTa;

pacyerT rpeiesIbHOM OTITYCKHOM 11€HbI Ha
BOCITPOM3BeeHHbIN, 6110aHATIOTOBbI
(6MomomO0OHbIN) JIeKapCTBEHHbIN IIpenapar,
TpeICTaB/IsIeMOJi Ha TOCYIapCTBEHHYIO
perucTpanmio;

pacuet npeneabHOM OTITYCKHOJ LI€HbI Ha
JIeKapCTBEHHBIN TIperapaT Mpou3BOAUTENS
rocyapcTBa - yjeHa EBpasuiickoro 3kOHOMMUYECKOTo
C0103a, MPeACTaBIsIeMOI Ha TOCYJapCTBEHHYIO
perucTpaunmio;

000CHOBaHMe pacueTa MpeIebHOI OTITYCKHOJ 1[eHbI
Ha JIeKapCTBEHHBII [Ipernapar IMpou3BOLUTEIS
rocygapcTBa - ujieHa EBpa3uiickoro 5SKOHOMM4YeCKOTo
CO0103a, IIpe/iCTaB/IsIeMOil Ha [lepeperucTpaluio;

000CHOBaHMe pacyueTa MpeJie/bHOM OTITYCKHO¥ 1]eHbl
JIEKapCTBEHHOIO IIpeliapaTa MHOCTPaHHOIo
IIpOM3BOACTBA, B TOM UMC/ie NepBUYHas U (MIN)
BTOpPMYHAS YIIAKOBKA KOTOPOTO OCYIECTBJISIETCS VN






TUIAHUPYETCS OCYIIEeCTBISIThCSI B Poccuiickon
®enepauyu, MpeacTaBiasseMoOi Ha IlepeperucTpaLmnio;

Il) TOKYMEHT, OATBEePsKAAI0NMi1 TTOTHOMOYUMSI
YIIOJIHOMOYEHHOTO JIMIIA.

6. CBeieHMs1, colepsKalecs B 3asiBJIEHUM O
rOCYIapCTBEHHOI PETUCTPALIUM U 3asIBIEHUA O
repeperucTpaluin, JOKHbI COOTBETCTBOBATh
CBeJIeHMSIM, YKa3aHHBIM B PErMCTPALIOHHOM
YIOCTOBEPEHMM JIEKAPCTBEHHOIO Ipernapara Ha JeHb
IoJauy TaKOTO 3asIBJIEHMSI.

7. epxxaTesb U Biagesel] perucTpaliOHHOT O
YA0CTOBEpeHMSI IeKapCTBEHHOrO Mperapara
(YIIOJTHOMOYEHHOe MM JIUIIO0) BIIpaBe MpeCTaBUTD
KOTIMIO JTUIIeH3U M Ha TTIPOU3BOACTBO JIEKAPCTBEHHbIX
CpeliCTB ¥ KOMUIO PErUCTPALMIOHHOTO
YA0CTOBEPEeHMSI TeKapCTBEHHOTO Mperapara, a Takke
konuio ¢opmsl N 2-JIEK (ripom) "CBemeHMUs O
MPOU3BOJACTBE, OTTPY3Ke U lieHaX Ha JIeKapCTBEHHbIe
CpeAcTBa" 10 COOGCTBEHHOV MHULIMATUBE.

8. B ciiyuae npepcraBieHus AepxkareneM UIU
BJIa[Ie/IbLIEM PETUCTPALMOHHOIO YIOCTOBEPEHMS
JIeKapCTBEHHOrO mpernapara (yrmoJHOMOUYEHHbIM UM
JIUIIOM) 3asIBJIEHUS O TOCYIapCTBEHHON perncTpauumn
IO UCTeYeHUS 3 JIeT CO AHS IPUHSTUS
MuHucTepcTBOM 34paBooxpaHeHus Poccuitckoin






depepaluy perieHus 06 MCKIIYeHNN U3
rOCyIapCTBEHHOIO peecTpa MpeeabHOi OTITYyCKHO

1IeHbI Ha JIeKapCTBEHHBI TIperapar 3asiBJieHHast
npeneyibHas OTIYCKHAs 1leHa IMTPOU3BOAUTE/IS He
MOXKET IPEeBbIIaTh PaHee UCKIIOUYEHHYIO
Mpeie/IbHYI0 OTITYCKHYIO LIeHy ITpou3BoauTess (6e3
yueTa NPOU3BOCTBEHHO IIJIOILAIKU) UCXOIS U3
CTOMMOCTM OJTHOJ JIeKapCTBEHHOM (POpMBbI
COOTBETCTBYIOIEN JO3UMPOBKYU JIEKaPCTBEHHOTO
rnperapara.

9. 3asBiieHHAs K TOCYJapCTBEHHON perncTpannmn
npeznesibHas OTIYCKHAs LieHa IPOU3BOAUTEIS Ha
pedepeHTHbII JieKapCTBEHHbI perapaT He MOXeT
TpeBbIIAThH 1IeHY, YKa3aHHYI0 B MOJMYyHKTe 5.5.4
npuioxkenus N 1 k [TpaBunam popmupoBaHust
repevHei JieKapCTBEHHBIX IIperapaToB st
MeIULMHCKOTO MPUMeHEeHUS ¥ MUHUMAIbHOTO
aCCOPTMMEHTA JIeKapCTBeHHBIX IIperapaTos,
HEOOXOMMBIX JJIs1 OKa3aHUs MeIUIIMHCKOM
IOMOLLY, YTBEPXKAEHHBIM [10CTAHOBJIEHMEM
[TpaBuTenbcTBa Poccuiickoir @epgeparym ot 28
asrycra 2014 r. N 871 "O6 yrBepskneHuu [TpaBui
dbopMupoBaHus epevyHeii 1eKapCTBeHHbIX
rperaparos s MeIULMHCKOTO IIPUMEeHEeHUs U
MMHMUMAaJIbHOI'O aCCOPTUMEHTA JIeKapCTBEHHbBIX
TpernapaToB, HEOOXOAMMBbIX JJISI OKa3aHUS
MeOULIMHCKOM IIOMOIIN".






10. MuHMCTEpCTBO 3apaBooxpaHeHus Poccuiickoi
denpepanyu B TeueHue 15 pabounx gHei co JHS

obpatieHus gep>kaTesis UIu BIaieNbiia
PerucTpaluMoOHHOr0 yA0CTOBEPEHMS JIEKapCTBEHHOIO
npermnapara (yroJHOMOYEeHHOTO UM JIU1Q)
OCYIIECTBJISIeT IPOBEPKY MOTHOTHI IIpeCTaBIeHHbIX
B COOTBETCTBUM C MYHKTOM 5 HacTosiux [IpaBui
JOKYMEHTOB ¥ HallpasjseT OOUH K3eMILISIP
IOKYMeHTOB B Pefiepa/ibHYI0 aHTMMOHOIIOJIbHYIO0
CJTYSKOY MIY TIPMHMMAET pellleHre 00 OTKase B
roCyapCTBEHHOM peructTpanuu (repeperucrpaimnmn)
IpenebHOM OTITYCKHO LieHbl [IPOU3BOAUTES Ha
JIeKapCTBEHHbII TIperapar.

11. OcHOBaHMAMM 111 OTKa3a B rOCyAapCTBEHHOM
peructpaunu (rnepeperucrpanyu) MmMHucTepcTBOM
3apaBooxpaHeHus Poccuiickoit @emepanun
IpefebHOM OTIIYCKHOM LleHbl [IPOMU3BOAUTES Ha
JIeKapCTBEHHDII Iperapar ABISI0TCA:

a) OTCYTCTBME B OKYMEHTaX, YKa3aHHbIX B ITyHKTE 5
Hactrosmux [IpaBui, cBegeHui, peyCMOTPeHHbIX
HacrosmumMmu [IpaBuiamu M MEeTOIUKOIA;

0) IIpeBbINIeHNE 3asIBJIEHHO IJ1sT TOCYIapCTBEHHOM
perucTpauum rnpeneabHOM OTIYCKHOM LeHbl
MIPOU3BOAUTEIIS HA JIeKapCTBEHHBIV Ipenapar HaZ,
OTITYCKHOJ LIEHO¥, OTIpeieJIeHHO C yYeTOM






TpeboBaHMit MyHKTOB 8 1 9 HacTosimux [TpaBu,

B) HeIpe/CTaBIeHNe CBeJeHWI, TPelyCMOTPEHHBIX
MyHKTOM 12 HacTosmux [IpaBui.

12. B ciryuae HeOOXOOMMOCTY YTOUHEHUST U (MIIN)
IOTIOJTHEHMS CBeIeHW, COAepsKalUXCs B
IOKYMEHTAaX, YKa3aHHbIX B IyHKTE 5 HACTOSIIIUX
[TpaBui, nepskaTesnsb UK Biaajener,
PerucTpanMoOHHOr0 YA0CTOBEPEeHMS JIeKapCTBEHHOIO
nperapara (YIIOJJHOMOYE€HHOE UM JIUIIO)
MpeaCTaBIIsIOT 0 3anpocy MuHucTepcTBa
3apaBooxpaHeHus Poccuiickoit @enepannu
COOTBETCTBYIOIIYIO JOKYMEHTaabHO 0OPMIEHHYIO
MHboOpMaIuio.

Cpok mpefcTaB/ieHNsI OTBETa Ha 3aIpoc gepsKaTeneM
WU BJIafeblieM PerucTPalOHHOrO yIOCTOBEPEeHMS
JleKapCTBEHHOTrO mnpernapara (yrmoJJHOMOUEHHBbIM UM
JIUIIOM) He MOKeT TpeBbImaTh 10 pabounx gHei co
IHS TIOJTyYeHMs1 3arpoca MmuHMUCTepcTBa
3apaBooxpaHeHus Poccuiickoit ®emepainn.

[Tpu 3TOM 061IMIT CPOK PACCMOTPEHMUS JOKYMEHTOB,
YKa3aHHBIX B ITyHKTe 5 HacTosmux [Ipasu,
MuHuCTEpCTBOM 34 paBoOXpaHeHmst Poccuiickoin
@enepanyy He MOXET MPEBBIIIATh CPOKMU,
npenycMoTpeHHble TyHKTOM 10 1 ab3aiieM BTOPbIM
HACTOSILEr0 IMTyHKTA.






HpI/I HEIOCTYIVIEHUN OT AePp>XKaTeJIsd UM BjlaAejiblia
permcTpauMOHHOI0 YOoOCTOBEPEHHMA JIEKAPCTBEHHOTO

npernapara (yroJIJHOMOUYEHHOTO UM JIUIIA) B
YCTaHOBJIEHHBI CPOK 3alpOIIeHHOM JOKYMEHTAaJbHO
odbopMaeHHO MHbOpMal MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @enepanu B
TeueHye 5 pabounx IHeN co THS UCTeYeHUs OOIIero
CpoOKa MpMHMMAaET peleHye 06 0Tkase B
rocyIapCTBEHHO perucTpanuu (mepeperucrpaimmn)
NpenebHOM OTITYCKHO LIeHbI TPOU3BOAUTES Ha
JIeKapCTBEHHBIN Ipernapar, 0 YeM B IIMCbMEHHOM
dbopme yBemomiisieT nepxkaTesist UM Baaenblia
PETUCTPALIMOHHOTO YAOCTOBEPEHMS IEKapCTBEHHOTO
npermnapara (yroJTHOMOYEeHHO€e UM JIUILIO).

13. ®enepanbHast aHTMMOHOTIO/IbHAS CTY>K0a B
TeueHue 15 paboumx qHei co AHS MOoTyueHUs
IOKYMEHTOB, YKa3aHHbBIX B ITYHKTE 5 HACTOSIIINX
[TpaBwi, IPOBOAUT B COOTBETCTBUM C HACTOSIIIIUMU
[TpaBuyiamMu 1 MeTOLMKOM 3KOHOMUYECKUIA aHAIN3
peeabHOM OTITYCKHOM 1IeHbl IPOU3BOAUTENS Ha
JIeKapCTBEHHBI IIperapar, a Takke IpUHUMaeT U
HarpasJjsieT B MMHUCTEPCTBO 34PaBOOXPaHEeHMS
Poccuiickoi @enepaiiyiu pelieHne 0 COriaCOBaHUMN
yKa3aHHOI Mpe/ie/IbHOM OTITYCKHOI 1IeHbI U 00
OTKase B ee COIVIaCOBAaHMMU (C M3J10KeHNeM IIPUUNH
0TKa3a).






14. B cmryuae HeOOXOOMMOCTY YTOUHEHUS U (VIIN)
IOTIOTHEHMS CBeIeHVi, COAepsKaluxcs B

IOKYMEHTaX, YKa3aHHbIX B IIYHKTe 5 HaCTOSIIINX
[TpaBu, mep>kaTesb UK Baaener]
PErUCTPaLlMOHHOIO YA0CTOBEPEHMS JIEKapCTBEHHOTO
npenapara (YIoJIJHOMOYEeHHOE UM JIUIIO),
IOpUANYeCcKue JInIla, OCYIeCTBISIoNIe
JesITeIbHOCTD ITPY 00paIleHnM JTeKapCTBEHHbBIX
CpeJiCTB, OpTaHbl UCIIOJTHUTEIbHO BJIACTU B
npeneiax uX KOMIIETeHLIUM TTPeACTaB/IsSIOT 10
3arnpocy PefepaabHO aHTYMOHOIIOIBHOJ CITY3KOBI
COOTBETCTBYIOIILYIO JOKYMEHTaJIbHO 0(DOpMIEHHYIO
MHboOpMaIuio.

Cpok npeacTaBaeHus AepyKkaTesieM U BiaJelbliem
pPeruCTPalMOHHOTO YAOCTOBEPEeHMS JIeKapCTBEHHOTO
npenapara (YIoJJHOMOYEeHHbBIM UM JIUI[OM),
IOPUANYECKUMU JTULAMU, OCYLIECTBISIOIUMU
JIeSITeJIbHOCTb ITPY 00palleHu JTeKapCTBEHHbIX
CpeJliCTB, OpraHaMM MCIIOJTHUTEIbHOM BJIaCTU B
npeneiax uX KOMIIETeHIM) He MOXKeT IPeBbIIIaTh
25 pabounx AHe co IHS MOyYeHMsT 3aIrpoca
denepaibHO AaHTUMOHOIIOJIBHO CTY>KOBI.

[Tpu 3TOM 061MIT CPOK PACCMOTPEHMSI TOKYMEHTOB
denepambHOI aHTMMOHOIIOIBHO CTY>K00i1 He
MOJXKeT IIPeBLIIaTh CPOK, IPeyCMOTPEHHBIN
IyHKTOM 13 1 ab63a1ieM BTOPBIM HACTOSIIIETO ITYHKTA.






[Ipu HemoCTyTIIEHUM OT AepsKaTesis Uau Biaagenbla
PErucTpalMOHHOIO YAOCTOBEPEHMS JIEKapCTBEHHOTO
npermnapara (YyroJHOMOYEHHOIO UM JINIla) B
YCTaHOBJIEHHBI CPOK 3alpOIIeHHOM JOKYMEHTAaJbHO
odopmnenHoit maopmaiy demepanbHas
AHTMMOHOTIOJIbHAS CJTY’K0a B TeueHue 5 paboumx
IHe COo THS MCTevyeHMsl OOIIero cCpoka NpMHUMaeT
peleHue 00 0TKa3e B COTJIAaCOBAHUM TIpeaeIbHOM
OTITYCKHOJ 1IeHbl TPOU3BOAUTES Ha JIEKapCTBEHHbIN
penapar ¥ HanpasJsieT ero B MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepanu, KOTOpoe
B TeueHMe 5 pabouux IHeN co AHS MOTydeHUs 9TOTO
peleHus IPUMHMUMAET peleHne 00 OTKase B
rOCygapCTBEHHON perucTpauumn min
repeperucTpanum yKasaHHO 1[eHbl, O YeM B
MCcbMeHHOV opMe yBeIOMJISIET AepsKaTesst Uan
BJIafie/iblla PETMCTPAIMOHHOTO YAOCTOBEPEHMS
JIeKapCTBEHHOrO Iperapara (YIioJTHOMOYEeHHOe UM
JINTIO).

HepxkaTtenb Win Biagesel perncTpauuoOHHOrO

YA 0CTOBEPEHMS JIEKAPCTBEHHOTO Mpernapara
(YIIOJTHOMOYEHHOEe UM JIULIO) IPU PacCMOTPEeHUN
3arpoca ®enepasbHOV aHTUMOHOIIOBHO CITY>KObI
MOTYT HalpaBUTb B MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @emepanun
COOTBETCTBYIOIIME YTOUHSIOL[/E JOKYMEHTHI (B 2
9K3eMIlIIpax) B TeueHue 10 pabounx mHel co gHS






ronyyeHust 3arpoca demepaabHOii
AHTVMMOHOTIOJIBHOI CITY3KOBI.

MuHUCTEPCTBO 3ApaBoOXpaHeHMs Poccuiickorii
denepaliuu B TeueHue 5 pabounx gHe co THS
MOJIy4YeHMSI COOTBETCTBYIOIIMX YTOUHSIOMUX
IOKYMEHTOB OT JepykaTeJisl WIM Bllajenblia
perucTpauyoHHOTO YAOCTOBEPEHMS TIeKapCTBEHHOTO
npenapara (YIoJJHOMOYEHHOIO UM JIU1IA)
HaIpaBJIsieT OAMH 3K3eMIISIP TakuX JOKYMEHTOB B
denepasibHYI0 aHTMMOHOTIOJIBHYIO CITY3KOY.

15. MuHMCTEPCTBO 3[ipaBoOXpaHeHMst Poccuiickoit
denepalyiu B TeueHue 5 pabounx gHe co IHS
nosydyeHus pemenns PenepanbHoOi
AHTVMMOHOTIOJIBHOJ CITYy>KOBI O COT/IACOBAHUMU
NpeneibHOM OTITYCKHOM LIeHbI TPOMU3BOAUTES Ha
JIeKapCTBEeHHbBIN ITpernapar win 06 oTkase B ee
COIJIaCOBaHUM IIPUHMUMAET pelleHue o
rocyIapCTBEHHOM peructTpanuu (mepeperucrpaimmn)
NpeneibHOM OTITYCKHO LIeHbI TPOU3BOAUTES Ha
JIeKapCTBEeHHbIN Ipernapar win 06 oTkase B
rOCyLapCTBEHHOM perucrpauuu (repeperncTpanyn)
YKa3aHHOM OTITyCKHOM I1€HbI B 3aBUCUMOCTH OT
peleHus, npuHATOro @enepanabHOM
QHTUMOHOTIOJIbHOI CITYKOO7A.

16. B cimyyae nmpuHSTHUS pelieHus O TOCYLapCTBEHHO






perucTpaunm (repeperucrpanym) npeneabHom
OTITYCKHOM 11€HbI TPOU3BOAUTEJIS HA JIEKAPCTBEHHbIN
npernapat MMHMUCTEPCTBO 3IpaBOOXPaHEHNS
Poccuiickoit @enepaiiyit BHOCUT COOTBETCTBYIOIIME
JIaHHbIE B TOCYIapCTBEHHBIN peecTp B CPOK,
MpeayCMOTPEeHHBIN IMyHKTOM 6 [IpaBuil BeJeHus
rocy1apCTBEHHOTO peecTpa 3aperuCcTpUMpPoOBaHHBIX
MpeeabHbIX OTITYCKHBIX II€H TPOU3BOAUTEN N Ha
JIeKapCTBEHHbIE TIperaparThl, BKIIOUYEHHbIE B
repeyeHb XM3HEHHO HeOOXOMMBbIX M BasKHEMIINX
JIeKapCTBEHHBIX TperapaToB, YTBePXKAEHHBIX
nocraHosysieHuem IIpaBurtenbcTBa Poccniickon
denmepauyu ot 29 okts6ps 2010 1. N 865 "O
roCygapCTBEHHOM peryJiMpoBaHUM 1IeH Ha
JIeKapCTBEHHbIE MperapaThl, BKIIOUEHHbIE B
repeveHb JXM3HEHHO HeOOXOIMMBbIX U BasKHEMIINX
JIeKapCTBEHHBIX MperapaToB”, BbIAAET AepsKaTesto
WJIN BJAAEebIy PETUCTPALIMOHHOTO YI0CTOBEPEHUS
JIeKapCTBEHHOTO Tperapara (YIIOJTHOMOYEHHOMY UM
JINITY) BBITIMCKY U3 MIPUKA3a O TOCYIapCTBEHHOM
perucTpaunu (rnepeperucrpanyu) npeneabHom
OTITYCKHOJ LIeHbI [IPOMU3BOAUTEISI Ha JIEKAPCTBEHHBI
rpernapar 1 pasMenjaeT COOTBETCTBYIOILYIO
nHbopmalMio Ha cBoeM obulinMaabHOM caiiTe B
MHOOPMAaIMOHHO-TeJIeKOMMYHUKALIMOHHOM CeTu
"nTepHeT".

17. ®engepanbHast aHTMMOHOITO/IbHAS CITY>K0a TTpU






IIpoBepKe JOKYMEHTOB UCIIOJIb3YET UCTOUHUKU
I/IH(I)OpMaLU/II/I, cogepKaliye IeHbl Ha JIeKapCTBEHHbIE

rpernaparsl B MHOCTPAHHBIX FOCYAapCTBaX,
YKa3aHHbIX B IpuaoxkeHuu N 2 K MeTOAMKe, U
COOTBETCTBYIOIIME CJIEAYIONIMM TPeOOBAHMUSIM:

a) pasMeniaemMasi MHGOpMaLMS JOJIKHA ObITh
00111eJOCTYITHOIA;

6) McTOUHMK MHPOpMaLu (CaiiT B MHPOPMAaLMIOHHO-
TeJIeKOMMYHUKAILIMOHHOM ceTu "VIHTepHeT") mOJI’KeH
cozepkath MHGOpMaINIo 00 opraHu3aIum,
OTBETCTBEHHO1 3a pasMelleHne CBefeHNl O [jeHax
Ha JIeKapCTBEeHHbIe IIpenaparhl;

B) pa3MenaeMas MH@opMalus JO/KHA TTO3BOJISITh
UIEHTUPULMPOBATh HEOOXOIMMbIE XapaKTePUCTUKNU
JIeKapCTBEHHBIX MPEIapaToB B IeJISIX COMOCTaBIeHNS
IaHHBIX O 3asIBJISIeMOM JIeKapCTBEHHOM IpernapaTe u
JleKapCTBEHHOM Iiperniapare, lleHa Ha KOTOPbIii
COIepPXKUTCS B HalileHHOM MCTOYHMKe MHDOopMaInu;

r) pasmeiaemMasi *HGopMaIys J0/KHA COAEPXKATh
CBeJIeHMS O IleHe Ha JIeKapCTBEeHHbI Mpernapar u
BaJTIOTE, B KOTOPOJt OHA MpeCTaB/IeHa;

,IL) MCTOYHMKOM He€ MOXET ABJIATbCS I/IH(I)OpMaLU/IH,
coJepiKaliad HeHbl Ha JIEKapCTBE€HHbIE ITpeIapaThl,
IIOCTaBJ/IisieMbIe 3a CUET MeXXOYHAPOAHbIX






(uHaHCOBBIX oprauu3sauui (GoHAOB) MO pelIeH IO
BcemupHOI1 opranmsamnuy 3apaBooXpaHeHus B

paMKax TYMaHUTAPHOV ITOMOIIN WA
6JIaTOTBOPUTETHHOCTH.

18. B ciryuae mpuHSTUS pelieHus 06 oTKase B
rOCyLapCTBEHHO perucTpauum uin
repeperucTpauum rnpeneabHoi OTIIYCKHOM LieHbl
IIPOM3BOLMTEIIS HA JIeKapCTBEHHBIN [Ipenapar
MuHMUCTEPCTBO 34 paBOOXpaHeHus POCCUCKOT
demepaliy B CPOK, He MpeBbIIIAIOININIL 5 pabounx
IHeW, yBeJOMJISIET epyKaTesisl W Bllafesnblia
perucTpaluoHHOrO YA0CTOBEPeH S JIeKapCTBEHHOTO
rperapara (yIiolHOMOYeHHOe VM JIUII0) B
MUCbMeHHOV hopMe 0 IPUHSATOM pelieHun (C
U3JI0’)KeHMeM IIPUUMH 0TKAa3a).

19. OcHoBaHMsIMU OJISI OTKa3a B COIJIaCOBaHUU
denepasibHOM AaHTUMOHOIIOBLHOM CITY>KO071
rocyIapCTBEHHO perucTpanum (mepeperucTpaimmn)
IpefebHOM OTIIYCKHOM LleHbl [IPOMU3BOAUTEIS Ha
JIleKapCTBEHHbII Iperapar, 0Tkasa B
rOCyLapCTBEeHHOM peructpauuu (epeperncTpanyn)
MuHuCTEpCTBOM 34 paBoOXpaHeHms1 Poccuiickoin
@enepauyy penebHOM OTITYCKHOM LieHbl
MIPOU3BOANUTEISI HA JIeKAaPCTBEHHBIN ITpernapar C
y4eToM pelieHu s, IpUHATOro denepanbHOil
AHTMMOHOTIOIIBHOM CTYK0074, SIBJISIIOTCSI :






a) rnmpeacraB/jleHMe HeJOCTOBEPHBIX CBE,E[QHVIVI;

0) mpezcTaB/ieHMe JOKYMEHTOB He B ITOJTHOM 00beMe
" (MJIM) HETIOJTHOTA COAEPSKAIIMXCSI B HUX CBeIeHUIA;

B) HelpeJCTaB/IeHMe CBeleHU I, TpeIyCMOTPEeHHbIX
MYHKTOM 14 HacTosimux [TpaBuin;

T') IIpeBbIlIeHNe TIpeICTaBIeHHO s
rocyIapCTBEHHO perucTpanum uin
repeperucTpauym rnpeaeabHoi OTITyCKHOJ LeHbl
MIPOM3BOANUTES Ha JIEKAPCTBEHHbIN IIpemnapar Haf,
1I€HOV, pPaCCUYUTAHHON B COOTBETCTBUM C
HacTosuMu [TpaBuiaMu 1 MeTOOMUKOIA.

20. Perrenne 06 oTkase B rocygapCTBEHHOIA
perucTpauyy Ui nepeperucTpanu npeneabHoii
OTITYCKHOJA IIeHbI IPOM3BOAMUTE/IS Ha JIeKapCTBEHHbIA
rpernapaTr MOXeT ObITh 005KaJI0OBaHO B CYye6HOM
TOpsIKe.

21. JIns rocynapCTBEHHOM perucTpauyum rnpeneabHoin
OTITYCKHOM 11€HbI TPOU3BOAUTES HA JIEKAPCTBEHHbIN
rnpemnapar, KpoMe JOKYMEHTOB, YKa3aHHBIX B TYHKTE
5 Hacrosmyx ITpaBus, IpeACTaBASIOTCS AJIsI
MpOBeleHMSI 9KOHOMMYECKOTO aHam3a (1o BbIOopy
JIepskaTes Uin Biageiblia perucTpaluOHHOTO

YO 0CTOBepeHMs JIeKapCTBEHHOI'O IIpernapara,
YIIOJTHOMOYEHHOT'O MM JINI1IA) CBeIeHMsI Ha OyMakKHOM






HOCHUTeJIe C TIEPeBOIOM Ha PYCCKMUIA SI3bIK (B 2
9K3eMILISIpax), MOATBEPsKAAIOIIe OTITYCKHbIE I[€HbI

MIPOU3BOAUTES Ha JIEKAPCTBEHHBIN ITperapar B
MHOCTPaHHBIX TOCYIAapCTBaX, yKa3aHHbBIX B
npunoxkeHun N 2 K MeToIMKe.

22. 1151 rocygapCTBEHHOM perncrpannuu npeaeabHon
OTITYCKHOJ LIeHbI [IPOMU3BOAUTEISI Ha JIEKAPCTBEHHBI
rpernapar, HaxoASIuiics B 00paleHny Ha
Tepputopuu Poccuiickoi @enepanyu, Kpome
IOKYMEHTOB, YKa3aHHBIX B TyHKTax 5 1 21
Hactosuux [IpaBui, oy ipoBeeHus
SKOHOMMYECKOI'0 aHaau3a MpeACTaBIsTIOTCS
cyleylone JOKYMeHTbl Ha 6yMaskHOM HOCUTesIe B
OZHOM 3K3eMILIspe:

a) /151 IeKapCTBEHHOTO IperapaTa Mpou3BOAUTE IS
rocyapcTBa - ujeHa EBpasuitckoro 3kOHOMMUYECKOTo
C0103a, a TaKKe JIeKapCTBEHHOrO Iperapara
MHOCTPAHHOTO MIPOM3BO/ICTBA, IIepBUYHASA U (UIN)
BTOPMUYHAS YIIAKOBKA KOTOPOTO OCYIIECTBJISIETCS WU
IVIAHUPYETCS OCYLIeCTBIAATLCS B Poccuitckoit
OQenepanyn:

konust hopmbl N 2-JIEK (ipom) "CBefeHMsI 0
MMPOU3BOICTBE, OTTPY3KE U IIeHaX Ha JIeKapCTBEHHbIE
cpencTBa” 3a OTUETHBIN ITepuo, ONpeae/ieHHbIN B
COOTBETCTBUM C MYHKTOM 23 HacTossuux [IpaBui;






KOIIMYM TOBAPHbBIX HAK/IAJHbIX HA KOHKPETHbIN
JIeKapCTBEHHBIN Tperapar, OTTPY>KeHHbIN 3a
OTYETHBIN MMepuoI, OTNipeile/IeHHbIN B COOTBETCTBUM C
MYHKTOM 23 HacTosmux [IpaBun (TipeacTaBiieHue
BCEX TOBApHbIX HAKIAJHBIX HEOOXOIMMO, eC/In
KOJIMYECTBO OTTPY30K MO JIEKAPCTBEHHOMY
Tpernapary He MpeBbIlIaeT 25 MITYK, a 1o
JIEKapCTBEHHBIM IIpernaparam, o KOTOPbIM
KOJIMYeCTBO OTTPY30K MpeBbIIaeT 25 MTYK,
MPeNCTaBIISIIOTCS KONMUM TOBAPHBIX HAKIAAHBIX C
HauOOJIBIINM yIeJIbHOM BECOM B 06bEME
peanusanyy KOHKPETHOTO JIeKapCTBEHHOTO
npernapara, HoO He MeHee 25 IITYyK);

6) [I7151 JIeKapCTBEHHOTO ITperapaTa MHOCTPAHHOTO
MPOM3BOJCTBA - KOMIMM TaMOXXEHHBIX JAeKIapaluii Ha
MOCTaBKy KOHKPETHOTO JIEKapCTBEHHOrO Iperapara
3a OTUYETHbIN TIepUOI, OrpeaeeHHbIN B
COOTBETCTBUM C MYHKTOM 23 HacTosmux [IpaBun
(TIpencTaBieH e BCeX TAMOXKEHHbIX JeKaapanui
HeOoOXOAMMO, eC/M KOJMYeCTBO TaMOKeHHbIX
JIekapanuii 1o JjeKapCTBeHHOMY Iperapary He
TpeBbINIaeT 25 MITYK, a IO JiIeKapCTBeHHbIM
rperaparam, o KOTOPbIM KOIMYECTBO TaMOKEHHBIX
IeKaapaiuit mpeBbiaeT 25 MTYK, TPeACTaBISTIOTCS
KOIMY TaMOKEeHHBIX JIeK/Iapalyii ¢ HaubOoIbIIMM
yIeJIbHOM BECOM B 00beMe peann3anumn
KOHKPETHOTO JIeKapCTBEHHOTO Ipernapara, HO He






MeHee 25 HITYK).

23. Ilpu rocynapCTBEHHONM perucTpauum rnpeneibHon
OTITYCKHOJ LIeHbI IIPOMU3BOAUTEIS Ha JIeKapCTBEHHbIN
rpenapar 3a OTYETHbIN ITepuos, IPpUHMUMAETCS
KaJIeHJAPHbIN 'O, IpeaIeCTBYIOIIUIA JHIO T0Aauu B
MuHucTepcTBO 34paBooxpaHeH s Poccuiickoi
@enepauyu 3asiBIe€HUS O TOCYIapCTBEHHOM
peructpauuu, a B cydyae npefcTaBjieHus Ha
roCy1apCTBEHHYI0 PeTUCTPaLMIO IpeAeabHOM
OTITYCKHOJ LIeHbI Ha JIeKapCTBEHHbIN IIpernapar B roj,
n3ganud akra IlpaBurtenbcTBa Poccniickoii
depnepanuy 00 yTBepKIeHUM ITepeyHs XKU3HEHHO
HeOOXOJMMBIX M BasKHEMIIMX JIeKapCTBeHHbIX
IperapaToB Ha CAeAyIOLI Vi KaJleHAapHbI rof, - 3a
TeKYIIMi KaJIeHOapHbIN TO/I.

24. Ilpu rocynapCTBEHHOM perucrpanumn
(mepepeructpauumn) rpeseabHOM OTITYCKHOM LIeHbl Ha
pedepeHTHbIN JIeKapCTBEeHHBIN ITpernapar AJj1s1 BCcexX
YKa3aHHBIX B PETUCTPALMOHHOM YAOCTOBEPEHUNA
JIeKapCTBEHHOTIO Iperapara Ipou3BOLUTeen
(TpOU3BOACTBEHHBIX IO 0K TPOU3BOAUTEIS,
YYaCTBYIOLIMX B IIpOLiecce POMU3BOACTBA)
YCTaHaBJIMBAETCS eAMHas NpefebHas OTIIyCKHAs
IleHa Ha JIeKapCTBEHHbIV IMpenapar AJ1s1 KaKI0i
JeKapCTBeHHOI (OpMbl, JO3UPOBKY (KOHILIEHTPALIUN,
aKTUMBHOCTY B e IMHUIIAX AECTBYS) U 001Iero






KOJIMYECTBA BO BTOPUYHO (IIOTPEOUTEHCKOI)
yrnakoBke 6e3 yueTa (popMbl BbITyCKa, 32
UCK/IIOUEHUEM CTy4aeB, MpeayCMOTPEHHBIX TYHKTOM
25 Hacrosiux IIpaBuit.

[Tpy rocymapcTBEHHOI perucTpauumn
(mepepeructpauumn) rpeLeibHOM OTITYCKHOM LIeHbl Ha
BOCITPOM3BEeIEeHHbIN, 6110aHAIOTOBbIN
(6MonomO0OHbIN) JIeKapCTBEHHbIN ITpernapaT
MMPOU3BOANUTES TOCYAAPCTBA - ujeHa EBpa3uiickoro
9KOHOMMYECKOTO CO103a JJ151 BCeX YKa3aHHbIX B
pPerucTpauyoHHOM YIOCTOBEPEHUM JIEKapPCTBEHHOI'O
rperapara npomusBoanTeei (IPoOMU3BOLCTBEHHBIX
IJIOIAZ 0K IIPOU3BOAUTEIS, YYaCTBYIOIIUX B
rpolecce MPOU3BOACTBA HA TEPPUTOPUM FOCYAAPCTBA
- wieHa EBpasniickoro 3KOHOMMYeCKOro CO03a)
YCTaHaBJIMBAETCS eAVHas Ipefe/ibHas OTITyCKHAs
[leHa Ha JIeKapCTBEHHbIV IMpenapar AJ1s1 KaKI0i
JIeKapCTBeHHO (hOpMbI, JO3UPOBKY (06bEMA, MACCHI,
KOJIMYECTBA [I03 B IEPBUYHOI YITAKOBKE) 1 06IIEero
KOJINYECTBA BO BTOPUYHO (IIOTPEOUTENHCKOI)
ymakoBKe 6e3 yyeTa (opMbI BbIITYCKa, 3a
UCKJIIOUEHMEeM CiIy4yaeB, IIPefyCMOTPEeHHbIX ITYHKTOM
25 Hacrosiniux I[IpaBuit.

[Ipu rocymapcTBEHHO perucTpanumn
(TlepeperucTtpalum) rpeneabHOM OTITYCKHON 1ieHbl Ha
BOCITPOM3BeIeHHbIN, 6110aHAIOTOBbI






(6MomomO0OHbIN) JIeKapCTBEHHbIN ITpernapaT
MHOCTPAHHOTO MPOU3BOICTBA I/ BCEX YKA3aHHBIX B

perucTpaluOHHOM YO OCTOBEpPEeHUM JIEKaPCTBEHHOTO
npenapara npou3BoanTesel (TPOM3BOLCTBEHHBIX
IUIOLAA 0K IIPOMU3BOAUTES, YIYaCTBYIOLINX B
rpoiiecce MpON3BOACTBA 3a MIpeaeaamMmu rocyaapCTs -
4y1eHOB EBpa3miiCcKoro 3KOHOMMUUECKOro cow3a u
OCYLIECTBISIIOIIMX WIN TIJIAHUPYIOLIUX OCYILECTBIISITh
IIEPBUYHYIO U (MJI) BTOPUYHYIO YIIAKOBKY
JIeKapCTBEHHOTrO nperapara B Poccuiickon
®Qenepaliin) yCTAaHABIUBAETCS eAMHAs NIpeeibHas
OTITyCKHAas 1[eHa Ha JIeKapCTBEHHbII mpenapar 4Jist
KaXX[0J1 JIeKapCTBeHHO (hOPMbI, JO3UPOBKU
(o6beMa, Macchl, KOJIMUECTBA 103 B IEPBUYUHOI
YIIaKOBKE) 1 00IIero Kojau4ecTBa BO BTOPUYUHOI
(MOoTpe6UTETHCKOII) YIIAaKOBKE 6e3 yueTa GopMbI
BBIITYCKa, 3a UCKJIIDYEHVEM CIIy4aeB,
MpeyCMOTPEHHBIX MYHKTOM 25 HacTosmux [Tpasui.

25. B aiyyae ec/i MMHMMaIbHBIN YPOBEHb 11eH
pedepeHTHOro JeKapCTBeHHOTO MpernapaTa Ha
pasnnuHble GOPMBI BbIITyCKa (IITTPUIL-PYUKH,
KapTpUIKy 1160 MHbIe GOPMbI BBIITYCKa,
COBMEeCTMMBIe C YCTPOCTBAMY BB eHUS
(mpMMeHeHMsI) UK SIBJISI0IIMeCs YCTPOCTBaMU
BBeJleHMs (IIpMMeHeHVs]) B OHOM M3 MHOCTPaHHbIX
rocyapcTB, ykazaHHOM B Tabsuiie 1 pasgena II
npuiokeHus N 3 K MeTouKe, pasiandaeTcs 6oyiee






yeM Ha 10 IIPOLEHTOB, OOITYCKAE€TCAd YCTaHAB/IMBATb
rnpenejabHbI€ OTIIYCKHbIE II€HbI HAa KAKAYIO M3 TaKMUX

(dopM BrIMyCKa JieKapCTBEHHOrO Tpernapara.
[IpenenbHas OTIyCKHAs lleHa Ha pedepeHTHbI
JIleKapCTBEeHHBIN Tpenapar B Takux (opmax BbIITyCKa
YCTaHaBJIMBAETCS Ha OCHOBAHUY MUHUMATbHBIX
OTIYCKHBIX I[eH Mpou3BoauTes (6e3 yuera
MPOU3BOACTBEHHBIX IUIOIAI0K, YUaCTBYIOLIMX B
rpo1ecce MPOU3BOACTBA) HA COOTBETCTBYIOIIME
(opMbI BBIITyCKA TAKOTO JIeKAPCTBEHHOTO Mpernapara
B OJJHOM M3 MHOCTPAHHbIX TOCYAaPCTB, YKa3aHHOM B
tabmuite 1 pasgena Il mpunoskenus N 3 K MeTOIMKe
(C yueTOM pacxoL 0B, CBSI3aHHBIX C TAMOKEHHBIM
odopmIeHuEM).

[Tpm 3TOM MakCcUMaJbHas PasHUIA MEXIY
npenejbHbIMM OTITYCKHBIMY LIeHaMM Ha TaKOi
pedepeHTHbIN JIeKapCTBeHHbIN Mpemnapar B
pasaMuHbIX GopMax BbIITYCKa, COTTOCTaBUMBbIX I10
neKkapcTBeHHOIt hopMe, 103MPOBKe (KOHLIEHTpaIUH,
aKTMBHOCTY B e JMHUIIAX IeMCTBYUS) U 001eMy
KOJIMYECTBY BO BTOPUYHOI (TTOTPEOUTETHCKOI)
yI1aKOBKe, He MOXeT npeBbiaTh 90 MpoieHTOoB.

B ciryuae ecnu ripeiesibHast OTITyCKHAs IleHa Ha
pedepeHTHbI JIeKapCTBEHHbII ITpernapar
3aperucTpMpoOBaHa B COOTBETCTBUM C HACTOSIIVIM
IYHKTOM, pacueT IpeieIbHbIX OTITYCKHBIX II€H Ha






BOCIIPOV3BeIeHHbIi, 6110aHAaIOrOBbIi
(6MoromO00OHbIN) TeKApCTBEHHBIN ITpernapar

OCYIIECTB/ISIETCST HA KaKIYI0 (POpMY BBIITYCKa C
YUeTOM IpeJebHbIX OTITYCKHBIX IIeH
MpOM3BOIUTENIE} HA COOTBETCTBYIONIME (POPMBI
BBIITyCKa pepepeHTHOTO JIeKapCTBEHHOTO IMperapara.

26. [lep>kaTesib MJIN Blajesel, permcTpaniOHHOTO

YA 0CTOBEPEHMS JIEKAPCTBEHHOTO MIpernapara
(YIIOJTHOMOYEHHO€ UM JIUITI0) BOCIIPOM3BEIEHHOTO,
61oaHanIoroBoro (61oMoL06HOr0) 1eKapCcTBEHHOTO
rperapara npeacTaBsiioT 4Jisl TOCyAapCTBEHHOM
perucTpauum rnpefeabHyl0 OTITYCKHYIO LIEHY Ha
JIeKapCTBEHHBIN Tperapar, paCCUMTaHHYIO T10
MeXIYHapOJHOMY HEITaTEHTOBAHHOMY
HaMEeHOBAHUIO (TIpU €ro OTCYTCTBUM I10
XUMUYECKOMY UJIU TPYIIIIMPOBOYHOMY
HaMeHOBaHMIO), TeKapCTBEHHOI opMe, TO3UPOBKe
(KOHILIEHTpalnM, aKTUBHOCTU B €IMHUIIAX JIEVICTBUS)
1 06IIIe MY KOJIMYECTBY BO BTOPUUHOI
(mMoTpebuUTeIHLCKOI) YIIAaKOBKE C MPUMEHEHEM
COOTBETCTBYIONIEro K03 duiineHTa 1o OTHOIIEH IO K
3aperucTpUPOBAHHON Mpene/bHOM OTITyCKHOM 11eHe
MpOMU3BOANTENS HA ped)epeHTHbI JIeKapCTBEHHBIN
npemnapar B COOTBETCTBUM C METOIUKOIA.

27. B ciydae eciiv B paMKax OJJHOTO
PErUCTPalMOHHOTO YAOCTOBEPEHMS JIEKapCTBEHHOTO






mpernapaTa 3aperuMcTpupoBaH BOCIIPOU3BeNeHHbI,
6110aHaIOTOBbIN (0MOTI0I0OHBI) JIEKAPCTBEHHbIA

rpernapar Ipou3BOAUTEJISI TOCyIapCTBa - YieHa
EBpasuiickoro 3KOHOMMYECKOT0 CO03a U
MHOCTPAHHOTO MTPOU3BO/ICTBA, LieHa JIJIsI TAKOTO
JIeKapCTBEHHOTrO MpelapaTa pacCUMTbIBAeTCS KaK IS
JIeKapCTBEHHOTO IperapaTa IMpou3BOACTBA
rocynapcTBa - 4jieHa EBpasuiickoro 3KOHOMMYECKOTo
CO103a MJIM JIeKapCTBEHHOTOo Mmpenapara
MHOCTPAHHOTO MPOU3BO/ICTBA C YUETOM
COOTBETCTBYIOIIETO MTOHMXAaIoero KoagduieHra B
COOTBETCTBUM C METOIMKOIA.

28. B cirydae OTCYTCTBMSI B paMKaX MEXIYHapOIHOTO
HernaTeHTOBAaHHOTIO0 HAaMMEHOBAHUS U JIEKAPCTBEHHON
dhopmbl pepepeHTHOrO JIeKAPCTBEHHOTO ITpernapara
WIN B CIy4yae, ecJiy rpeebHas OTITYCKHAs LeHa Ha
pedepeHTHbIN JIeKapCTBeHHbIN Mpenapar He
3aperncTpuUpoOBaHa, fepykaTelb WK Biajesel
PerucTpanuMoOHHOr0 YA0CTOBEPEHMS JIeKapCTBEHHOIO
nperapara (YIIoJJHOMOYE€HHOE UM JIUIIO)
BOCITPOM3BEAEHHOTO WK 6110aHAaIOTOBOTO
(6uomos06HOr0) JIeKAapCTBEHHOTO ITpernapara
MPeCTaBISIIOT [IJ151 TOCYAapCTBEHHOM perucTpanun
(TiepeperucTpaun) rpeneabHy0 OTITYCKHYIO [IEHY
TIPOU3BOANTEJIS HA JIeKapCTBEHHbIN Ipenapar,
PaCCUMTAHHYIO 10 MEXIYHAPOAHOMY
HernaTeHTOBAaHHOMY HaMEeHOBAaHUIO (TIPU ero






OTCYTCTBUU 10 XUMUYECKOMY UJIU IPYIIIIMPOBOYHOMY
HaMeHOBaHMIO), TIeKapCTBEHHOI opMe, TO3UPOBKe
(KOHILIEHTpalnM, aKTUBHOCTU B €IMHUIIAX JIEVICTBUS)
¥ 001IIeMY KOJIMUYECTBY BO BTOPUUHOM
(MOTpe6bUTEeTHLCKOI) YIIAKOBKE C MPUMEHEHNEM
COOTBETCTBYIOIIEro KO3 @uiieHTa Mo OTHOIIEHUIO K
MaKCUMaJbHOM 3apernCcTpUPOBAHHOI NpeaenbHOi
OTITYCKHOJ IieHe JIEKapCTBEHHOTI0 ITperapara,
COBITAZIAIONIETO 10 MeKIYHAPOJHOMY
HeIaTeHTOBAaHHOMY HaMEHOBaHUIO (TIPU ero
OTCYTCTBUU 110 XUMUUECKOMY UJIU TPYIIIIMPOBOUYHOMY
HaMMeHOBaHMUIO), IeKapCTBEHHO ¢popMe B
COOTBeTCTBUM C pasgenom VIII meTomuku.

29.T'ocypmapcTBeHHAs perncTpanys npeneabHom
OTITYCKHOJ IIeHbl Ha UMMYHOOVOJIOTUYEeCKIIA
JIeKapCTBEHHBIN Tpernapar (BakKUHY), BKIIOYEHHbIN
B IIepeuYeHb JXM3HEHHO HeOOXOAMMBIX M BasKHEM X
JIEKapCTBEHHBIX TIPerapaToB, OCYIIECTBIISIETCS B
COOTBETCTBUMU C TPEOOBAHUSIMM, YCTAHOBJIEHHBIMU
17151 pepepeHTHBIX JTIeKapCTBEHHBIX ITperapaTos. [Ipu
9TOM JiepKaTejlb UK Baagesiell perMcTpaiMOHHOTO
YIOCTOBEpeHMs JIeKapCTBEHHOTO Tiperapara
(YIIOJTHOMOYEHHOE UM JIMIIO) TIPeICTABIISIOT JIJIST
roCyIapCTBEHHO PerucTpauum npeaeibHyr
OTIYCKHYIO 11eHY Ha JIEKAapPCTBEHHBII Iperapar, He
MPEBBIIIAIIYI0 MAaKCUMAIbHYIO
3apPerMcTpPUPOBAHHYIO MIPefebHYI0 OTIIYCKHYIO II€HY






MPOM3BONTES Ha JIeKapCTBEHHbI Mperapar,
COBIAIOUINIA 10 MEXIYHAPOIHOMY
HernaTeHTOBaHHOMY HaMe@HOBAaHMUIO (TIPU ero
OTCYTCTBUM II0 XMUMUUECKOMY UJIU TPYTIITUPOBOYHOMY
HaMeHOBaHMIO) U JIeKapCTBEeHHOI opme,
oIrpeieJIeHHYI0 B COOTBETCTBUM C METOUKOI.

B ciyyae eciin Ha faTy nogauu B MMHUCTEPCTBO
3IpaBooxpaHeHus Poccuiickoin @enepanun
3asgBJIeHMS O FOCYapCTBEHHOM perncrTpauumn Ha
JIeKapCTBEHHBII IIperapar, IpuMeHsIeMblil B
rnenuaTpUUeCcKoi NpakTuKe (Ha OCHOBAaHUMU
CBeIeHMI MHCTPYKLMU TT0 MEOUUMHCKOMY
IIPMMEeHEeHMNIO JIeKapCTBeHHOr0 Iperapara), He
3aperncTpupoOBaHa MpesenabHas OTIIyCKHAs LjeHa Ha
JIeKapCTBEHHBII IIperapar B O3UPOBKAX,
MIPMMEeHSIeMBIX B leAMaTPUUECKO IPaKTUKe, B
paMKax OGHOTO MeXKIyHapOLHOTO
HeIaTeHTOBAHHOI'0 HayiMeHOBaHM (IIpU ero
OTCYTCTBUYM XMMUYECKOT'0 W IPYIIIMPOBOYHOT'O
HauMeHOBaHMs) 1 JieKapCTBeHHO (hOpMbI, pacueT
OCYIIECTBJISIETCSI B COOTBETCTBUM C TPeOOBAHMUSIMU,
YCTaHOBJIEHHBIMMU 7151 pe(pepeHTHBIX JIeKapCTBEeHHBIX
npernaparos. [Ipy 3ToM MakcuManbHas pasHuIa
MeXIy MMHMMAaJIbHOM 3aperucTpupoBaHHON
peeabHONM OTITYCKHOM II€HOM Ha JJeKapCTBeHHbIN
rpernapar " rpeacTaBJIeHHO [IJ151 TOCYLapCTBEHHOM
perucTpauum rnpeneabHOM OTITYCKHOM LIeHOM Ha






JIeKapCTBEHHBII IIperapar, pacCuUMTaHHasI UCXOOs U3
CTOMMOCTHU eIUHUIIBI IeCTBYIOIIEro BelecTsa, He
MOKeT TpeBbimaTh 90 MpOIEHTOB.

30. 3aperucTpMpoBaHHas NpefenbHasl OTITyCKHas
LleHa MMPOU3BOAUTE/IS Ha JIeKapCTBEHHBII Ipernapar
MOKeT ObITh ITepeperucTpupoBaHa B LessIx
yBeIMUYeHMs B (JIy4asix, IPeLyCMOTPEHHBIX
nyHKTamu 32 u 34 Hactosuux [TpaBui, Ha
OCHOBAHUM 3asIBJIEHMSI O IlepeperucTpanum u
IOKYMEHTOB, NpeACTaBIeHHbIX B MMHUCTEPCTBO
3apaBooxpaHeHMs Poccurickoit ®emepanym ao 1
OKTSIOPST Kaskaoro roza (He vaie 1 pasa B
KajeHgapHOM rozy). IlpenenpHas OTIIYCKHas LileHa Ha
JIeKapCTBEHHbIN MperapaT He MOKeT ObITh
repeperucTpupoBaHa B TOM Xe KaJleHOapHOM rofy, B
KOTOPOM OHa Obl/Ia 3aperucTpupoBaHa.

31. 3agBieHHas K lepeperucTpanuu rnpeeabHas
OTITyCKHAa 11eHa BOCIIPOU3BEeeHHOIO,
6110aHaI0roBOro (6MOMOL0O0HOTO0) T€KAPCTBEHHOTO
rperapara rnocJie rnepeperucTpanym He MOXeT ObITh
BBbIILIE 3aperuCTPUPOBAHHOI IIpee/IbHOM OTITYCKHOM
1IeHbI IPOU3BOAUTENS Ha peepeHTHBI
JIeKapCTBEHHBI IIperapar, orpeeeHHO B
COOTBETCTBUM C METOAUKOIA.

32. 3aperucTpMpoBaHHasi IipeJeabHast OTITyCKHas






IIeHa Ha HEKapCTBEHHbIﬁ nmpernapaTt Mponu3BOANTEIA
rocygapcCTsa - 4jeHa EBpaBMVICKOFO SKOHOMMUYECKOro

C0103a MOXeT ObITh MepeperucTpupoBaHa B
COOTBETCTBUM C METOJIUKOI:

a) /151 IeKapCTBEeHHbIX IperapaToB HMKHEro
1ieHoBOro cermeHTa 10 100 py6ieit (BKIIOUNTETbHO)
- B (Jlyyae U3MeHeHMs 1jeH Ha CbIpbe ¥ MaTepuasbl, a
TaKKe B CJIyyae M3MeHeHMs HaKJIaAHbIX PacXoA0B, HO
He BbIllle YPOBHS (paKkTMUecKoil MHQISAL U B
MpeIecTBYIOIEM KaJeHIapHOM rofly C y4eToOM
MPOTHO3UPYEeMOTO YPOBHS MHGBAINHA,
YCTaHOBJIEHHOTO Ha TeKyIIuii rof, dhemepaabHbIM
3aKOHOM O (eJiepaJibHOM OIOKeTe Ha
COOTBETCTBYIONI I GMHAHCOBBIN IO/ U TIJIAHOBbI
nepuom;

6) [7151 JIeKapCTBEHHBIX MPEeIrapaToB IIEHOBOTO
cermenTa ot 100 py6:eit go 500 py6eit
(BK/IIOUMTEJIBHO) - B CJIy4yae yBeJIMUeHs 11eH Ha
ChIpbe ¥ MaTepuaJbl, MCIOIb3yeMble TIPU
MIPOU3BO/ICTBE KOHKPETHOTI'O JIEKAPCTBEHHOTO
rperapara, KOTopble B PaBHOJ CTeNeH BAUSIOT Ha
YPOBEHb 3aperMCTPUPOBAHHBIX I[€H Ha BCE
JleKapCTBEeHHbIe TIperapaThbl, OTHECEHHbIE K OTHOMY
MEXIYHApOTHOMY HEIaTEHTOBAHHOMY
HaMMEHOBaHMIO U MMEIOI/e OAMHAKOBbIN MyTh
BBeneHMsI (Koje6aHMsI BAJIIOTHBIX KYpCOB, hopc-






Ma>XOpHbIe O6CTOHTe]IbCTBa, BO3HUKIINE Y
ITIOCTAaBIIMKOB CbIPbA U MaTepI/IaJ'IOB), HO He€ BbIIIE

ypOBHS PaKkTHUeCKOi MHQIAIUY B
MpeAlIecTBYIOLeM KaJleHAAPHOM IOy € y4eTOM
MIPOTHO3UPYEMOTO YPOBHS MHGAINHA,
YCTAHOBJIEHHOTO Ha TeKyIui rog deaepajibHbIM
3aKOHOM O (deepaabHOM Or0IKeTe Ha
COOTBETCTBYIONI I GVMHAHCOBBIN IO/ U TIJIAHOBbI
nepuoz;

B) 1151 IeKapCTBEHHBIX ITpernapaToB IeHOBOTO
cermenTa ot 100 py6seit mo 500 py6eii
(BKJIIOUUTENIBHO) - B CJIyyae M3MeHeHMs 11eH Ha
CbIpbe U MaTepuasbl, a TAKKe B CJIydyae M3MeHeHUs
HaKJIaJHbIX PaCcX0/I0B, HO He BblllIe
MPOTHO3UPYEMOT'0 YPOBHS MHQIISIINMA,
YCTaHOBJIEHHOTO Ha TeKyIIuii rof, dhenepaabHbIM
3aKOHOM O (eliepasibHOM OIOKeTe Ha
COOTBETCTBYIONI I GMHAHCOBbBIN T'OJ U TIJIAHOBbI
Iepuon;

T) /IS IeKapCTBEHHBIX ITperapaToB 6e3 orpaHuYeHust
IO 1[eHe - B CIy4yae ec/iv CpefHeB3BelIeHHas
(dakTMueckast OTITyCKHas IleHa Ha JJeKapCTBEHHbII
npenapar 3a mepuo, UCTEeKIINI CO AHS MPUHSATUS
pelleHus O rOCyJapCTBEHHON perucTpanum
(mmocegHe mepeperucTpanym, obss3aTebHOM
nepepeructpauuu B 2019 - 2020 romax) npenenbHO






OTITYCKHOJ LI€HBI 10 OHS MOAauM 3asiBJIEHUS O
repeperucTpanum, oblia Huke 3aperucTpupoOBaHHOIN
Ha 3TOT IIepUOo/I IIeHbI He 6oJiee ueM Ha
MIPOTHO3UPYEMbIii YPOBEHDb MHOJISIIINN,
YCTaHOBJIEHHBIN Ha TeKyMii ron GemepaabHbIM
3aKOHOM O (defepaibHOM O0[KeTe Ha
COOTBETCTBYIONI NI GMHAHCOBbBIN T'OJ U TIJIAHOBbI
Tepuo/T, HO He BhIIIe BEJIMUMHBI, pACCYUTAHHOI B
COOTBETCTBUYU C METOAMKOIA.

33. [Ipu niepeperncTpanum npeaebHbIX OTITYCKHbBIX
LIeH TTpOU3BOAMUTENSI TOCYHAapCTBa - YieHa
EBpa3uniticKoro 9KOHOMMYECKOTO COI03a JOKYMEHTBI
Ha MHOCTPAHHOM $I13bIKe MPeICTaB/SIOTCS Ha
OYMaskHOM HOCKTEJIe C 3aBePEeHHBIM B
YCTaHOBJIEHHOM TOPSIIKe MepeBOAOM Ha PYCCKUIA
SI3BIK.

laHHbIe B OTHOILIeHMM BceX GaKTUUeCKMX 11eH B
BaJIIOTe rocyAapcTsa - uieHa EBpasuiickoro
SKOHOMMYECKOI'0 COI03a IPeCTaB/IsSITCs C Y4eTOM
nepecyeTa Ha py6Jin 1o KypcCy, yCTaHOBJIEHHOMY
IlenTpanbHbIM 6aHKOM Poccuiickoit demepanyy Ha
IleHb, KOT/Ia IpOM3BOAUTEIeM Obljia OCYIleCTBIeHa
(daxTmueckas peann3sanysi JieKapCTBEHHBIX
IperapaToB OpraHu3anuy ONTOBOI TOPTOBJIA
JIeKapCTBEHHBIMY CpeLiCTBaMu, U (W) allTeuHO
opraHmusauuy, u (MWin) UHOGUBULYAILHOMY






MpeaIpUHMMATETI0, UMEIOIIMM JIMLIEH3MI0 Ha
(apmaieBTMYEeCKYIO 1esITeIbHOCTD.

34. 3aperuCcTpupOBaHHas MpeneabHasi OTITYCKHAs
1ieHa JleKapCTBeHHOI0 IpenapaTa MHOCTPaHHOTO
IIpOM3BOACTBA, B TOM 4MC/ie NepBUYHas U (M)
BTOPUYHAS YITAKOBKA KOTOPOT'O OCYILECTBJISIETCS B
Poccuiickoir ®emgepaii, MOKET ObITh
repepermcTpupoBaHa B COOTBETCTBUM C METOIMUKOIA,
eCJIM POCT KypcCa HallMOHAIbHOM BaIOThI
rocyapCTBa - IPOU3BOAUTENIS K PYOJIIO CO THS
MIPUHSTHUS pellleHNsI O TOCyJapCTBEHHOMN
peructpauuu (rocjaegHen rnmepeperucTpalun,
obs13aTesibHOI epepeructpauyu B 2019 - 2020
rogax) npeneabHOM OTITYCKHO I1€HbI
MMPOM3BOANTES HA JIEKaPCTBEHHBIIN ITpernapar mno
IeHb Iogaun 3asiBJIeHNsI O TepeperucTpaunmn
TpeBbIIIaeT MPOrHO3MPYeMbIii YpOBeHb MHQIISALINMA,
YCTAHOBJIEHHBII Ha TeKyIui rof deaepasbHbIM
3aKOHOM O (eJiepaJibHOM OIOKeTe Ha
COOTBETCTBYIOMI NI GVMHAHCOBBIN IO M TIJIAHOBbI
epuos.

[TepeperucTpanus rnpeaeabHON OTITYCKHOM I€HbI
JIeKapCTBEHHOTO IperapaTa MHOCTPAaHHOTO
MMPOM3BOACTBA, B TOM UMC/ie TepBUYHas U (M)
BTOpPMYHAS YIIAKOBKA KOTOPOTO OCYIIECTBJISIETCS B
Poccuiickoit ®@enepaiyin, OCyIieCTBISIETCS C y4eTOM






MIPOTHO3MPYEMOTO YPOBHS MHBIAINHA,
YCTaHOBJIEHHOTO Ha TeKYIIMii rof dhemepasbHbIM

3aKOHOM O (eJiepaJibHOM OIOKeTe Ha
COOTBETCTBYIONI NI GVMHAHCOBBIN IO/ M TIJIAHOBbI
TePUOJ, HO He BhILIE BeJIMUYMHBI YBETNYEHUS,
pacCYUTAHHONM B COOTBETCTBUU C METOUKOI, C
YyUYEeTOM MUHUMAJIbHOI OTITYCKHO 11€HbI
Mpou3BoauTeNs (6e3 yueTa HauMeHOBaHMS
MMPOM3BOACTBEHHBIX MJIOIIAA0K, Y4aCTBYIOIINX B
poliecce IMMPOM3BOACTBA) HAa TaKOJ JeKapCTBEeHHBIN
npernapar B MHOCTPAHHbBIX TOCYJapCTBax, YKa3aHHbIX
B Tabmuiie 1 pasmena II mpunokenus N 3 K
MeTOoIuKe.

35. Iy mepeperucTpanuy nmpeaeibHO OTITYCKHOI
LIeHbI [IPOM3BOAUTEIS Ha JIeKapCTBEHHBI Ipernapar,
KpOMe IOKYMEeHTOB, yKa3aHHbIX B ITyHKTe 5
Hactosuux [IpaBuii, MpeacTaBasSOTCS CAeayole
JOKYMEHTBI [IJIs1 5KOHOMMUYECKOTO aHan3a Ha
O6yMakHOM HOCHUTeJIe (B 2 9K3eMILIsIpax):

a) [JIs JIeKapCTBEHHOTO MpernapaTa Ipou3BOLUTEIS
rocy1apcTBa - 4jeHa EBpasuitckoro 3SKOHOMMUYECKOTo
CO103a NpU MepeperucTpanum B CIydasix,

NpenyCMOTPEHHBIX MOAITYHKTaMM "a" U "B" IIyHKTA 32
Hacrosilux [IpaBut:

pacueT BeJIMYMHBI YIOPOKaHMS CTOMMOCTU CbhIPpbS U






MaTepMaioB B CTPYKTYPE 3aTpaT Ha IIPOU3BOACTBO U
peain3anmnio JiIieKapCTBEHHOI'O IIperiapara;

KOTIMM KOHTPAKTOB, MO TBEPXKIAOUIMNX YBeINUeHe
CTOMMOCTHU CbhIPbSI M MaTepUAaIOB, CO CPOKaAMMU
IleliCTBMSI, 3aBepIIAIOIMMUCS He paHee ueM uepes 3
Mecsiia co JHS ITofady 3asiBJIeHMUsI O
repeperucTpanyin, a Takske Konum crueummrammii u
BCeX NMPUJIOKEHMI K KOHTPaKTaM, KOTOpbIe SIBJISIOTCS
UX HEOTHEMJIEMOI YaCThIO;

IOKyMEeHTaJbHOe MOATBepKIeHMe (PaKTUUeCKUX
3aTpaT Ha CbIpbe U MaTepuasbl Ha JeHb IPUHSITUS
pellieHusl O TOCyIapCTBEHHOM perucTpanumn
(mocyieHe mepeperucTpainm, 006s13aTeIbHOM
nepepeructpaiuuu B 2019 - 2020 romax) npenenbHOI
OTIYCKHOJ LIeHbI Ha JIeKapCTBEHHBI Iperapar;

pacueT BeJMUMHbBI M3MEHEeHMsI HaK/IagHbIX PACXO/I0B
B CJTy4yae yBeJauueHus TapudoB Ha 3JI€KTPUUECKYIO
SHePIUIO, TeIVIOCHAOXeHNe, BOJOCHAOKeHI e U 1[eH
Ha TOIUIMBO, @ TAKKE pacyeT yBeIndeH s
aMOPTM3aLVOHHBIX OTUMC/IEHNIT TI0 OCHOBHBIM
CpeaCcTBaM, MCIIOIb3yeMbIM HEIIOCPEICTBEHHO /IS
IIPOM3BO/ICTBA JIEKAPCTBEHHbBIX IIPEIapaToB;

IOKyMEeHTaJbHOE MOATBePXKIeH e YBeTMUeHNSsT
HaKJIaJHbIX PACXOJI0B, a TAKKe KO JOKYMEHTOB,
MOATBEPKIAIIIMX BBOJ, COOTBETCTBYIOIIMUX






OCHOBHBIX CpeOCTB B 3KCIIYaTaLIUIO;

pacueTr ypoBHSI peHTa0eIbHOCTY Ha KOHKPETHBI
JIeKapCTBEHHBII IIperapaT B COOTBETCTBUM C
MeTOUKOI;

6) /1 TeKapCTBEHHOTro IpernapaTa Mpou3BOAUTEIS
rocygapcTBa - uieHa EBpa3uiickoro SKOHOMM4YeCKoro
CO103a Mpu TIepeperncTpanumn B cayJdasx,
MpeayCMOTPEHHBIX MOAITYHKTOM "6" ITyHKTa 32
HacTtogumux [Ipasuit:

pacyeT BeJIMUMHBI YIOPOXKAHUS CTOMMOCTY ChIPbS U
MaTepuasoB B CTPYKTYpe 3aTpaT Ha MPOU3BOACTBO U
peanu3aliuio JieKapCTBEHHOTO Mperapara;

KOTIMM KOHTPAKTOB, IMOJITBEPKIAIONINX YBETMUEHME
CTOMMOCTM ChIPbSI U MaTepUaioB, CO CPOKAMMU
IeiiCTBMS, 3aBepIIAONMMICS He paHee yeM uepes 3
Mecsilia Co THS OAAUYY 3asIBIeHMUS O
repeperucTpanyi, a Takske Konuu creumdurammin u
BCeX MPUIOKeHUI K KOHTPaKTaM, KOTOpbIe SIBJISTIOTCS
MX HEOT'beMJIEMOJi YaCThIo;

IOKYMEeHTaJbHOE ITOATBePKIeHMEe PaKTUIECKUX
3aTpaT Ha ChIpbe U MaTepuasibl HAa JeHb MPUHITUS
peleHys 0 TOCyJapCTBEHHOM perucTpaiumn
(mmocegHe mepeperucTpanym, obss3aTeIbHOM
nepepeructpauuu B 2019 - 2020 romax) npenenbHO






OTHYCKHOVI LHEeHbI Ha HEKapCTBEHHbIﬁ nperapar,

pacueTr ypoBHSI peHTa0ebHOCTY Ha KOHKPETHBI
JIeKapCTBEHHBIN IIperapaT B COOTBETCTBUM C
MEeTOJUKOI;

B) IJ151 JIEKapCTBEHHOTO Ipernapara Npomu3BOAUTE S
rocygapcTBa - uieHa EBpa3uiickoro SKOHOMM4YeCKoro
CO103a Mpu TepeperncTpanumn B cayJdasx,
MMpeayCMOTPEHHBIX MMOAMYHKTOM "T" IMyHKTAa 32
HacTostmux IIpaBu, - kormst popmbl N 2-JIEK (rmpom)
"CBeJieHus 0 MPOMU3BOACTBE, OTTPY3Ke U IleHaX Ha
JIeKapCTBeHHbIE CpeacTBa” (IJIS1 OTeYeCTBEHHbIX
MMPOU3BOANTEEN), a TAKKE KOMUU TOBAPHBIX
HaKJagHbIX HA KOHKPETHBIN JIeKapCTBEHHbIN
rperapar, OTTPY>KeHHbIN B afpec MOKyIaTeseil B
COOTBETCTBYIOIIMIT OTYETHBIN ITEPUO]I,
orpeie/ieHHbI B COOTBETCTBUM C ITYHKTOM 37
Hacrosux [IpaBui (TipecTaB/ieHre BCeX TOBAPHBIX
HaKJIagHbIX HE0OX0OMMO, eC/M KOJMUYECTBO OTTPY30K
T10 JIeKapCTBEHHOMY ITpernaparTy He IpeBbIIIaeT 25
IITYK, a 110 JIEKAPCTBEHHBIM IIperiapaTam, Io
KOTOPBIM KOJIMUECTBO OTTPY30K ITpeBbIIIaeT 25 MTYyK,
HEeoOXO0IMMO MPeICTaBUTh KO TOBAPHBIX
HaKJIagHbIX C HAMOOIBIIUM YIeTbHOM BECOM B
obbeMe peanm3aly KOHKPETHOTO JIEKAPCTBEHHOTO
rpernapara, HO He MeHee 25 IITYyK);






I‘) JJI JIEKapCTBEHHOTO IIperiapaTa MHOCTPAHHOT O
IIpOM3BOACTBA, ITIEPBUYHASA U (I/I.TII/I) BTOPMYHAA

YIIaKOBKA KOTOPOTO OCYIIECTBIISIETCS WIN
TUIAHUPYETCST OCYIIECTBIISITHCS B Poccuiickon
depnepauyn, nepxaTeaeM WIN Biage/bleM
PErucTpalMOHHOIO YAOCTOBEPEHMS JIEKapCTBEHHOTO
npermnapara (YIoJTHOMOYE€HHBIM UM JIMLIOM) IIPU
repeperucTpanum B Caydasx, mpeycMOTPEHHBIX
MMYHKTOM 34 HacTosmux [IpaBui:

KOIIMM TOBAPHbIX HAK/IAJHbIX HA KOHKPETHbIN
JIeKapCTBEHHBIN IIperapar, 3a COOTBETCTBYIOIIN A
OTYEeTHBIV NIePUOJ, ONIpee/leHHbI B COOTBETCTBUM C
MyHKTOM 37 HacTosiux [Ipasui (TipencrasiieHue
BCEX TOBAPHBIX HAKJIAJHBIX HEOOXOMMO, €CIIN
KOJIMYECTBO OTT'PY30K MO JIEKAPCTBEHHOMY
rpernapary He MpeBbIlIaeT 25 MITYK, a 1Mo
JIeKapCTBEHHBIM MpenapaTram, o KOTOPbIM
KOJIMYeCTBO OTTPY30K MpeBbIIaeT 25 MTYK,
HEeO0OXOAMMO MPeCTaBUTh KON TOBAPHBIX
HaKJIagHbIX C HAaMOOMbIIUM YIeTbHOM BECOM B
obbeMe peanm3any KOHKPETHOTO JIEKapCTBEHHOTO
rpenapara, HO He MeHee 25 LITYK);

cBeneHMsI (110 BbIOOPY AepskaTess UM BiiaJlenblia
perucTpaluMoHHOTrO YA0CTOBEPEHYS IeKapCTBEHHOTO
nperapara (yIioJTHOMOYeHHOI'O UM JIU1A),
MOATBEPXKA0II Ve OTITYCKHBIE [JeHbl IPOM3BOIUTES






Ha JIeKapCTBEHHBII IIpernapaTr B MHOCTPAaHHbBIX
rocy1apCcTBax, yKa3aHHbIX B IpuiioskeHun N 2 K

MeTo/MKe (Ha 6yMaskHOM HOCUTeJIe C IepeBOIOM Ha
PYCCKUIA SI3BIK);

) [J1sI IeKapCTBEHHOTO MperapaTa MHOCTPAaHHOTO
MIPOU3BOJICTBA ITPU ITepePErnucTpaIiu B CIydasx,
MpeyCMOTPEHHBIX MYHKTOM 34 HacTosmux [IpaBu:

KOTIMM TaMOXXeHHBIX JIeKjapaluii Ha MOCTaBKy
KOHKPEeTHOTO JIeKapCTBEHHOTrO Ipenapara 3a
COOTBETCTBYIOIIMIT OTYETHBIN ITEPUO],
orpeeeHHbI B COOTBETCTBUU C ITYHKTOM 37
HacTtosuux [IpaBui (TipeacTaBieHe BCeX
TaMOXXeHHBIX JeKaapanuii Heo6X0I1MO, eCiin
KOJMMYeCTBO TaMOXXeHHbIX eKaapainnuii no
JleKapCTBEHHOMY IpernaparTy He mpeBblliaeT 25 MTYyK,
a 1o JJIeKapCTBEHHBIM MpernapaTram, 0 KOTOPbIM
KOJIMUECTBO TaMOKeHHbIX JAeKapalyii mpeBbilliaeT
25 mMTYK, HEO6XOIMMO TIPEICTABUTH KOIIUA
TaMOKe€HHBIX JIeK/Iapaluii ¢ HAMOOIbIINM yIeTbHOM
BECOM B 00beMe peann3alyy KOHKPeTHOTO
JIeKapCTBEHHOTrO MperiapaTa, HO He MeHee 25 IITYK);

cBefieHMs (110 BbIOOPY AepskaTesis UM Biaazenblia
PerucTpalMoOHHOr0 YA0CTOBEPEeHMS JIeKapCTBEHHOI'0
npemnapara (yroJIHOMOYEHHOTO UM JIMLIA),
MOATBEP>KI Aol e OTITYCKHbIe LIeHbl IIPOU3BOIUTEIS






Ha JIeKapCTBEHHBII IIpernapaTr B MHOCTPAaHHbBIX
rocy1apCcTBax, yKa3aHHbIX B IpuiioskeHun N 2 K

MeTo/MKe (Ha 6yMaskHOM HOCUTeJIe C IepeBOIOM Ha
PYCCKNIA SI3BIK).

36. [Ipu niepeperucTpanumu npeaeibHbIX OTITYCKHbBIX
LIeH Ha JIeKapCTBeHHbIe IIperapaThl IPOU3BOAUTES
rocyzapcTBa - ujieHa EBpa3miickoro 5SKOHOMMUYeCKOro
CO103a B CJTyYasiX, IpeayCMOTPEHHbBIX MTOAITYHKTaMU
"a" - "B" myHKTa 32 HacTosumux [IpaBui, ripeaenbHbIi
YpOBEeHb PeHTA0eIbHOCTY He MOKET IIpeBbIaTh 30

MPOLIEHTOB.

37. Ilpu niepeperucTpanum npeaebHOM OTITYCKHOM
LIeHbI TPOM3BOAMUTEJISI HA JIeKapCTBeHHbIN Iperapart
B KaueCTBe OTUYETHOTrO Mepuoa MpUMHUMAaeTCs
MEePUO.I, UCTEKIIUI CO THS NPUHITUS peLIeHUs O
rocygapCTBEeHHOM perucTpamnum (rmocaemgHe
repeperucTpanym, 06s13aTeabHOI IepeperucTpauun
B 2019 - 2020 rogax) rpeaeibHOM OTITYCKHOM I1€HbI
Ha JeHb Mogauu B MMHUCTEPCTBO 34PaBOOXPaHEHUS
Poccuiickoit ®epepaliiy 3asiBIeHUS O
rnepeperucTpanum.

38. Ha ocHOBaHMM 3as1BJIeHUS O IlepeperncTpannu,
MpeCTaBJIE€HHOTO AepKaTeieM UM Bae/lbleM
perucTpauyoOHHOTO YAOCTOBEPEHMS TIeKapCTBEHHOTO
npenapara (YIoJHOMOYE€HHOIO UM JIMLIA) B LeJsIX






CHUYKEeHMS LIeHbI Ha JIeKapCTBEHHBIN Ipernapar,
MuHMUCTEPCTBO 34 paBOOXpaHeHs POCCUICKOT

®depepauyiy pacCMaTpMUBaeT BOIIPOC O IPUHATUN
pelleHNs O CHUKeHUM 3aperucTpupoOBaHHONM
NpenebHONM OTITYCKHO LIeHbI [IPOU3BOAUTES Ha
JIeKapCTBEHHbIN Tpernapar. 3asBjieHue O
repeperucTpalum B IeJisIX CHUKeHUS [IeHbl Ha
JleKapCTBEeHHbI MpernapaTr MOXeT ObITh
NpeaCcTaBJIeHO COBMECTHO C 3asBJIEHMEM O BHECEHUU
M3MEHEHMI1 B PeeCTPOBYIO 3aMMCh O
roCyIapCTBEHHO perucTpanum npeneiabHom
OTITYCKHOJ 11eHbI IPOU3BOAUTES HA JIEKAPCTBEHHbIN
rpernapar B COOTBeTCTBUM IyHKTOM 7 [IpaBui
BeZleHMsI TOCYIapCTBEHHOTO peecTpa npeaebHbIX
OTIYCKHBIX LI€H TPOMU3BOAUTEEN HA IeKapCTBEHHbIE
Mpernaparsl, BKIOUEHHbIE B [TlepevyeHb JKM3HEHHO
HEeOOXOAMMBIX U BasKHEIINX JieKapCTBEe HHbIX
NperapaToB, YTBEPKIEHHbIX [I0CTAaHOBJIEHVEM
[IpaBuTenbcTBa Poccuiickoi @enepatnyiy ot 29
okTs16pst 2010 . N 865 "O rocymapCTBEHHOM
peryJnMpoBaHMM 1IeH Ha JieKapCTBeHHbIe IIpernaparhl,
BK/TIOUEHHbI€e B IlepevyeHb XM3HeHHO He0OX0AMMBIX U
BayKHENMIIMX JIeKapCTBEHHBIX MpernapaTos”.

38(1). ITpy Ha/IMUMK B OTHOIIEHUM OJTHOTO
JIeKapCTBEHHOTrO Tperapara pemenus MuHucrepcrsa
3apaBooxpaHeHus Poccuiickoit @enepanu o
repeperucTpanum 3aperucTpUpPOBAHHOMN TIpeie/IbHON






OTHYCKHOVI LHEeHbI ITIPOU3BOAUTEIIA HA HEKapCTBEHHbIIZ
rmperapatrt B COOTBETCTBUM C TYHKTOM 30 HacTOSIIMX

[TpaBw1 16O B COOTBETCTBUM C ITYHKTOM 38
Hactrosmux [IpaBui u pewmenuss MuHucrepcrsa
3apaBooxpaHenus Poccuiickoit ®enmepaim o6
ob6s13aTebHOI mepepeructpanyy B 2019 - 2020 rogax
rpeneabHONM OTITYCKHO 11eHbl IPOU3BOAUTENS B
cooTBeTCTBUM C [IpaBuamMu 06s13aTeIbHOM
nepepeructpauuu B 2019 - 2020 rogax
3aperuCcTPUPOBAHHbIX MMPee/bHbIX OTITYCKHBIX LIeH
IIPOM3BOAUTEJIeN Ha JIeKapCTBeHHbIe IIpernaparsl,
BK/IIOUEHHbI€e B IlepevyeHb XU3HeHHO He0OX0IMMBbIX U
BaKHENILMX JIeKapCTBEHHbBIX NIpernaparTos,
YTBEPKIEHHbIMMU I0CTaHOBIeHVeM [IpaBuTenbCcTBa
Poccuiickoit @epepaunmu ot 29 okta6ps 2010 r. N 865
"O rocygapCTBEHHOM peryJaupoOBaHuM 11eH Ha
JIeKapCTBeHHbIE IperaparThl, BKIIOUEHHbIE B
repeveHb XKM3HEHHO HEOOXOMMBbIX U BasKHEMIINX
JIeKapCTBEHHBIX IperapaToB”, IpUMeHEHUIO
MOJJIEXXUT L1eHa, [lepeperucTpMpoBaHHAs B
COOTBETCTBUM C IyHKTOM 30 1160 ITyHKTOM 38
HacTosauux [Ipasui.

39. 'ocymapcTBeHHas perucTpauus u
repeperucTpauus npeaeabHbIX OTITYCKHBIX LIeH
MIPOM3BOJUTENEN HA JIeKapCTBeHHbIE ITpernapaTsl
OCYIIeCTB/SIeTCS 6ecTIaTHO.






40. ®epepanbHast aHTMMOHOTIONbHAS CTY>K0a B
MCcbMeHHOV opMe yBeOMIISIET AepyKaTesst Uan
BJIaZIeJIblia PErMCTPALMOHHOIO YA0CTOBEpEeHNS
JIeKapCTBEHHOTO ITperapaTa 0 Heo6X0aMMOCTH
M3MEHEHMS 3aperuCTPUPOBAHHOMN IIpefe/IbHOMN
OTITYCKHOM L1eHbI IPOU3BOAUTEIS HA JIEKAPCTBEHHbIN
rperapar, eciau 1ocjie rocygapcTBeHHON
peructpauuu (mepepeructTpanym) mpeeabHon
OTITYCKHOJ LIeHbI [IPOMU3BOAUTEISI Ha JIEKAPCTBEHHBI
rperapar yCTaHOBJIEHO, YTO AepsKaTesieM U
BJIaZie/IbLIeM PerucTpanMOHHOIO YIO0CTOBepeHNs
JIEKapCTBEHHOTO Tperapara (YIIoJTHOMOYEHHbIM UM
JIUIIOM) OBLIM TIpeICTaBIeHbl HeJIOCTOBEPHbIE
CBeleHMsl, [IOBINSBILINE HA Pe3y/IbTaT paHee
MPUHSITOTO pellleHys O COrIaCOBaHUM Tpeae/IbHOM
OTITYCKHOJ 11€HbI IPOU3BOAUTES HA JIEKAPCTBEHHbIN
npenapar 1 (M/in) He ObLIM TIpeICTaBlIeHbl CBeIeHUS,
MOBMSIBIIVE HA Pe3YyJIbTAT TAKOTO pelleHus, C
rpeocTaB/IeHieM 000CHOBAaHMS TaKOTO BHIBOJIA.

IepskaTenb uau Biagesiel, perucTPaoOHHOTO

YA 0CTOBEPEHMS JIEKAPCTBEHHOTO Mpernapara
(YIIOJTHOMOYEHHOE UM JIUII0) TIPUBOISAT
3apPerMcTPUPOBAHHYIO MIPeAebHYI0 OTITYCKHYIO IIE€HY
B COOTBETCTBME C II€HOI, paCCYNTAHHOI B
COOTBETCTBUM C HacTtosmumu [IpaBumamn u
MeTOAMKOI, C yueTOoM MHMOpMaIK, yKa3aHHO B
yBemoMmieHnn @eepanbHOM aHTUMOHOIOJIbHOM






CJTY3KOBI, MU TIPEICTaB/ISIIOT MOTUMBUPOBAHHOE
JOKYMEeHTaJ/IbHOE MOATBEPsKIEHME pacueTa
YKa3aHHOM 1I€HBbl.

denepasibHast aHTUMOHOIIOIbHAS CJTY’kKO0a OTMeHSIeT
pellieHNe O COTJIaCOBAaHUMU MpeliesIbHO OTITYCKHOM
LIeHbI [IPOMU3BOAUTEIS Ha JIeKapCTBEHHBII IIperapar
B CIyyae HelpuBeLeHMs JepskaTesieM Win
BJIaZ|€J/IbLIEM PETUCTPALIMOHHOTO YIOCTOBEPEHMS
JIeKapCTBEHHOTO TiperiapaTa (YIioJHOMOYEHHBIM UM
JINIIOM) 3aperMCTPUPOBAHHOIM IIpeiebHOMN
OTITYCKHOJ LIEHbI B COOTBETCTBME C HACTOS MMM
[IpaBuIamMu M METOIMKOI C yueTOM MHGpOpMaIH,
YKa3aHHOI B yBegomaeHun dOenepasibHOM
AHTMMOHOTIOJIBHOJ CJTY3KOBI, MJIY HEIpeACTaBIeHUS
MOTMBUPOBAHHOTO JOKYMEHTaJIbHOIO
MOATBEPKIOEHMS pacyeTa YKa3aHHO L|eHbl B TeueHne
OLHOTO Mecslia CO JHS MOyYeHUs YBeLOMIeHUS
denepaibHON aHTUMOHOIIOIBHOM CTYKOOJA.

41. MuHMCTepCTBO 3apaBooxpaHeHns Poccuiickoi
@enepaliviy OTMEHSIET pellleHNne O TOCyapCTBEHHOM
perucTpauum Uiy repeperncTpannm npeaeabHon
OTITYCKHOJ IIeHbI MPOU3BOAUTES Ha JIEKaPCTBEHHbIN
rperapar B ¢jiyyae, eciy mocjie IpUHSATUS TaKOro
pelieHns YCTAaHOBJIEHO, UTO JlepsKaTeleM Un
BJIaZie/IbLIeM PerucTpanMOHHOTO YIO0CTOBepeHNs
JIEKapCTBEHHOTO Tperapara (YIIOJTHOMOYEHHBIM UM






JII/II_LOM) ObLIN mpeacraBJIeHbl HEJOCTOBEPHbBIE
CBeOeHM, ITOBJIMABIINME HA PE3YJIbTAT IIPMHSATOTO

MuHMCTEPCTBOM pellleHNs, a TaKXKe B ciiydae, eciiu
denepasibHast aHTUMOHOIIOIbHAS CITy’kO6a OTMeHMIa
pellleHNe O COTJIaCOBAaHUM MpeaebHO OTITYCKHOM
LIeHbI TPOM3BOAUTES HA JIEKapPCTBEHHBI TIpernapar
Ha oCHOBaHMM MyHKTOB 40 1 45 HacTosmux [IpaBui,
U UICKJII0YAET B YKa3aHHBIX CIy4Yasax
3aperucTPMUPOBAHHYIO (TIEpEPErUCTPUPOBAHHYIO)
NpenebHYI0 OTITYCKHYIO LIeHY IPOU3BOAUTENS Ha
JIeKapCTBEHHBIN TIperapar U3 rocygapCTBEeHHOr0
peecTtpa.

42. lep>kaTe/ib UM BiIagesel] perMcTpaliOHHOTO
YIOCTOBEpEHMS JIEKapCTBEHHOTO TIperapara
(YIIOJTHOMOYEHHOE MM JIUII0) 00sI3aH IPeACTaBUTh
3asiBJIeHME O MMepepermcTpalyy B CTOPOHY CHIDKEHUS
MIPpU HACTYIUVIEHUU CIeAVIOIINX CTyYaeB:

a) ecJIu B pe3yJbTaTe CHMKeHUS [IPOU3BOAVTEIeM
OTITyCKHOJ LIeHbl B MHOCTPaHHO BajOTe Ha
YKa3aHHbIV JIeKapCTBEeHHBI Ipernapar B
MHOCTPaHHBIX FOCYAapCTBaX, YKa3aHHbIX B
npwiokeHuu N 2 K MeTOAMKe, OTITyCKHas LieHa
NIPOU3BOJANTENS Ha JIeKAPCTBEHHBIN IIperapar B
pyoOssiX, pacCuMTaHHAs B COOTBETCTBUM C METOIUKOM
(C yueTOM pacxoJ0B Ha TaMOKeHHOe opopMiIeHKe),
HJKe 3aperMcTpUpoOBAHHON ITpeeIbHO OTITYCKHO






LIeHbI TPOMU3BOAUTEISI HA YKa3aHHbIN
JIeKapCTBEHHBIN Tpernapar, - B TeueHue 30
KaJIEHJAPHbBIX THEN CO IHS, KOTAA pelieHue o
CHIVDKEHUM 1IeH YIIOJTHOMOYEHHBIX OPTaHOB B
MHOCTPaHHBIX TOCYAapCTBaX, YKa3aHHbIX B
npunoxkenuu N 2 K MeTOAMKe, BCTYIIUJIO B CUITY;

0) ecyiu Ipefie/ibHAs OTITYCKHAs 1ieHa Ha
BOCITPOM3BeIeHHbIN, 6110aHAIOTOBbII
(6MoIIOm00HbIN) TeKAPCTBEHHBIN ITperapar BbIIIe
MpeeabHONM OTITYCKHOM I1eHbl Ha COOTBETCTBYIOIINIA
pedepeHTHbIN JIeKapCTBEHHBIN ITperaparT B CBSI3U CO
CHIUDKEHUEM, NPefyCMOTPEHHBIM MOAITYHKTOM "a"
HaCTOSLIero IyHKTa, - B TeueHye 30 KajeHJapHbIX
JIHe Co IHS IPUHATUS pelleHUs O IlepeperucTpaumun
B CTOPOHY CHVMKEHMS 3aperncTPUPOBAHHOM
NpeneibHOM OTITYCKHOM LIeHbl IPOU3BOAUTES Ha
pedepeHTHbIN JIeKapCTBEeHHbI Mpernapar;

B) €CJI/ 3apernCTPUPOBaHHAs IpeaebHas OTITYCKHAs
LleHa Ha MepBbIi1 BOCIIPOMU3BEAEeHHbIN,
6110aHaIOrOBbI (0MOTI0OOHBI) JIeKapCTBEHHbI
npernapaT MHOCTPAHHOTO MPOM3BO/ICTBA, B TOM UCJIe
repBUYHas U (MIK) BTOPUUHAS YIIaKOBKa KOTOPOTrO
OCYILECTBJISIETCS WIN IIJIAHUPYETCS OCYLIeCTBIISIThCS
B Poccuiickoitr @enepaiiviy, Bolliie IIpeaeabHON
OTIYCKHOJ 11eHbl TPOM3BOAUTEJISI, PACCUUTAHHON C
y4eTOM MOHIKAIoIero KoadgduimeHTa, ykazaaHHOTO






B npuioxkeHuu N 9 K meToauke, rocjie
roCyapCTBEHHON perucTpanum npeneibHom

OTIIYCKHOJ LIeHbI IPOM3BOAUTEJISI HA BTOPOM
BOCITPOM3BEeIeHHbIN, 6110aHAIOTOBbIN
(61orom00HbIN) TeKapCTBEHHbI TIperapar,
COBIIAAAIONIINI T10 MEKXIYHAPOAHOMY
HelaTeHTOBAaHHOMY HaMeHOBaHMIO (TIPU ero
OTCYTCTBUU - TPYIIIMPOBOYHOMY UJIU XUMUUECKOMY
HaMeHOBaHMI0), JieKapCTBeHHOI popme U
IO3UPOBKeE, - B TeueHue 30 KameHIapHbIX JHEN CO
IHS IPUHSITUSI pellleH S O TOCYAapCTBEHHOM
perucTpanum npeaeabHOi OTITYCKHO 1€HbI
MMPOM3BOANTEST HA BTOPOI BOCIIPOU3BEIEHHBIIA,
6110aHaI0rOBbIN (6MOIOL00HBIN) JIeKapPCTBEHHbIN
rnperiapar;

T) eC/I 3apernCTPUPOBaHHAs NpeebHas OTIIyCKHAs
LleHa Ha MepBbIi1 BOCIIPOMU3BEAeHHbIN,
6110aHaJIOTOBbIN (0MOTI000HBIN) JIEKApCTBEHHbI
npernapar Ipou3BOAUTEJISI TOCyJapCTBa - YieHa
EBpasuiickoro 3kKOHOMMYECKOr'o CO03a BhILIe
NpeneibHOM OTITYCKHOM LI€HbI IPOU3BOAUTEIS
rocygapcTBa - ujieHa EBpa3uiickoro 3kKOHOMmUYeCcKoro
C0103a, PaCCUUTAHHOJ C yUeTOM ITOHMKAIOIIEro
Ko3dduIMeHTa, ykKazaHHOro B mpuaoxkeHnu N 9 K
MeTOVKe, II0C/Ie TOCYAapCTBEHHON perucTpanumn
rpeneabHONM OTITYCKHOM 1IeHbl Ha BTOPO
BOCITPOM3BeAeHHbIN, 6110aHATIOTOBBI






(6MomomO0OHbIN) JIeKapCTBEHHbIN ITpernapaT
MIPOU3BOJANUTENSI TOCYAapCTBa - uieHa EBpa3uiickoro
SKOHOMMYECKOI'0 CO3a, COBIIaAAI0LNIA 110
MeXIYHapOAHOMY HellaTeHTOBAHHOMY
HaMMEHOBAHMUIO (TIPU €ro OTCYTCTBUM -
TPYIIIMPOBOYHOMY WJIU XUMUYECKOMY),
JeKapcTBeHHOI (opMe U 103UPOBKe, - B TeueHue 30
KaJIeHJapHbIX JHEV CO THS MPUHSTUS pellleHUSs O
rocyIapCTBEHHO perucTpanum npeaeibHOM
OTIYCKHOJ LIeHbI IPOM3BOAUTEJIS HA BTOPO
BOCIIPOM3BeIeHHbIi, 6110aHaIOTOBbI
(6rornon06HbIN) TeKapCTBEHHbI ITpernapar
MIPOU3BOAUTEIISI TOCYAapCTBa - uieHa EBpasuiickoro
3KOHOMMYECKOI'0 COH3a.

43. [lepepeructpauus 3aperncTpUpPOBaAHHOMN
NpefeabHON OTITYCKHO 1[eHbl BOCIIPOM3BEIeHHOTO,
610aHaIoroBoro (61omno06HOr0) JIEKapCTBEHHOTO
rpernapaTra B CTOPOHY CHVMKEHMUSI B CJIy4asiX,
MpeayCMOTPEHHBIX MOANYHKTAMM "B" U "T" ITyHKTa 42
HacTosiux [IpaBui, OCy1eCTBJISIETCS, €C/IY B paMKax
MeXIYHapOAHOTO HelaTeHTOBaHHOTO
HaMMeHOBaHMs (IIpU ero OTCYyTCTBUY -
TPYIIMPOBOYHOTO MU XMMUUECKOTO
HauMeHOBaHMSI) U JieKapCTBeHHOI hopMbl
3aperMcTpupoBaHa nmpeje/ibHasi OTITyCKHas 1jeHa
TIPOM3BOJANTENS HA COOTBETCTBYIONMIT pedpepeHTHbIN
JIeKapCTBeHHBIN IIperapar.






44. B ciyyae repeperucTpaunuy 3aperucTprupoBaHHOM
TpeieJIbHOM OTITYCKHO I[eHbI IPOM3BOIUTEIS B

CTOPOHY CHMKEeHMSI HA OCHOBaHUY 3asIBJIeHUS
Jlepskares Uiy Blafebla perucTpalyiOHHOTO
YA,0CTOBEepEeHNS JIeKapCTBEHHOr 0 Iperapara
(YIIOITHOMOYEHHOI'0 UM JIN1a), IIPefCTaBJIeHHOIO B
COOTBETCTBUM C MYHKTOM 42 HacTtosuux [Ipaswui,
LleHa Ha TaKoJl JIeKapCTBEHHBIN IIperapaTr He MOXeT
ObITh 3asIBJIeHA B TeueHMe KaJleHAapHoro roga Ha
repeperucTpanuio B CTOPOHY yBeJINYeHUs B
COOTBETCTBUM C MYHKTaMU 32 U 34 HaCTOSALLIUX
[TpaBuit.

45. depepanbHast aHTMMOHOTIONbHAS CTYX0a B
MMCbMeHHOV (popMe yBegoMJIsIeT AepskaTest UIn
BJIaZieJIbLia PErMCTPALMOHHOIO Y0CTOBE PEHNS
JIeKapCTBEHHOTrO Iperapara (YIIoJJHOMOYEeHHOE UM
JIUII0) O HEOOXOAMMOCTY IMepepPerucTpanmn
3aperncTpUPOBAHHON Mpeae/IbHOM OTITYCKHO 1T€HbI
Ha JIeKapCTBEHHbIN MperapaT B CTOPOHY CHUXKEHMUS,
eCJIN IepsKaTesb WIN BilaZeliel] peruCcTPalOHHOrO
YA 0CTOBEPEHMS JIEKAPCTBEHHOTO IIpernapara
(YIIOJTHOMOYEHHO€ UM JIUIT0) He TIPeCTaBUI
3asiBJIeHME O MepeperucTpalum B CTOPOHY CHVKEHUS
B COOTBETCTBUM C ITYHKTOM 42 Hactosmux [Tpasui.

,H,ep)KaTeIIb WJIN BJiageiel perumcTpaiuMoOHHOIO
YAOCTOBEepEeHMA JIeKapCTBEHHOTO ITperapara






(YTIIOJITHOMOYEeHHOe UM JInI0) B TeueHne 20 paboumx
JIHel nocse noayyeHus ypegomienns @enepanbHoi
AHTVMMOHOTIOJIbHOJ CJTY3KOBI ITPUBOAUT
3apPerMcTPMPOBAHHYIO TIpeAe/IbHYI0 OTITYCKHYIO IIeHY
B COOTBETCTBME C IIeHOI, paCCYUTAHHOI B
COOTBETCTBUM C HacTosuumu [IpaBunamu u
MEeTOMKOIA, ¢ yueToM MHbOpPMAL1K, YKa3aHHOI B
yBemomMmyieHnn @erepanbHOM aHTUMOHOIIOJIBHOM
CJTY>KOBI.

denepasibHasg aHTUMOHOIIO/IbHAS CTyk0a B TeueHue
5 pabouux mHe mociie UCTeUeHUs CPOKa, YKa3aHHOTO
B ab3alle BTOPOM HACTOSIIIIETO ITyHKTa, OTMEHSIeT
pellieHye O COTJIaCOBAaHUMU Mpele/bHOM OTIIYCKHOM
LIeHbI IPOU3BOAUTEJSI HA JIEKAPCTBEHHbIN IIpernapar
B Clydyae HelpuBeaeHus [epKkaTeleM UJn
BJIaZe/IbLIEM PErUCTPALMOHHOTO YIOCTOBEPEHMS
JIeKapCTBEHHOTrO TperapaTta (YIIoJTHOMOYEHHbIM UM
JINTIOM) 3aperuCTPUPOBAHHOIN TIpeie/IbHON
OTITYyCKHOJ LIeHbI B COOTBETCTBYE C HACTOSILIUMMU
[IpaBMIamMu 1 MeTOIMKOI C yueTOM MHGbOPMaInH,
YKa3aHHO B yBegomiaeHUn denepanbHOii
AQHTMMOHOTIOJIbHOI CJTY3KObI, B T€UEHME OTHOTO
Mecs1a Co IHS MMOyYeHUs] YBeqOMIEeHUS
denepa/ibHOM AaHTUMOHOIIOIBHO CITY>KOBI.

[Tpunoxenne N 1
K [IpaBusam rocyiapCTBEHHON perucTpanmumn






nrepeperncTpaumm yCTaHaB/JIMBa€MbIX
IMIPON3BOAUTEIAMMU JIEKAPCTBEHHDBIX

rpernapaTroB Ipe/ie/ibHbIX OTITYCKHBIX 1[eH
Ha JIeKapCTBeHHbIe IIperaparhl,
BK/IIOUEHHBIE B IIepeUYeHb JXM3HEHHO
HEeOOXOMMbBIX M BasKHEMIINX
JleKapCTBEHHBIX MpernapaTos

(bopma)

3AABJIEHUE
0 rocyapCTBEHHOW perncTpaunn npeae.
NMPON3BOANTENIEN HA IeKAaPCTBEHHbIE MNP
B rMepeyeHb XXNU3HEeHHO HeobX0AMMbIX
JNleKapCTBEHHbIX NpenapaToB

3aaBuTesnb
(HanmeHoBaHMe, NOYTOBLIVM aapec, ag

HepxaTtens wnu BRageney perncrpaumoHHC

npenapaTa
(HanmeHoBaHMe, NOYTOBbLIV aapec, ag







N | Cragusa IMpoussogutens | Aapec | Ctp:
II/T1 | IpOU3BOJACTBA | (HAMMEeHOBaHME)
N |Homep MexknyHaponHoe | Toprc
I1/T1 | pEerMCTPAIMOHHOIO | HeMaTeHTOBAaHHOE, | HAMM
YO OCTOBEPEeHMS WIn
IPYIIIMPOBOYHOE,
WIN XUMUYECKOe
HaMMeHOBaHMe
<F>
1 2 3 4







YnomHOMOUYeHHOoe
JIUTIO
(d.n.0.) (IOKHOCTD) (m
M.IL.
(TIpn
Ha/IUYN )
KoHTakTHbIE Anpec
TeneoHbI 3JIEKTPOHHOM
TTOYTHI

<*> B yly4yae OTCyTCTBMUSI MeXAYHAPOJHOTO
HeIlaTeHTOBAaHHOI'0 HaUMEeHOBaHMS B
perucTpalfOHHOM Y[ 0CTOBEepeHUM JIeKaPCTBEHHOTO
IperiapaTa yKa3blBaeTCs HaMeHOBaHue
JIeKapCTBEHHOTrO Iperapara, lpegycMOoTpeHHoe
repeyHeM KM3HEHHO HeOOXOMMbIX M BasKHEMIIINUX
JIeKapCTBEHHBIX IIperaparTos.

<*#> B cirydasix, mpeyCMOTPEHHBIX ITyHKTOM 25
[TpaBu rocygapCTBEHHOI perucTpauyun u
repeperucTpany mpeaeabHbIX OTITYCKHBIX IIEH
MIPOM3BOAUTEJIEN Ha JIeKapCTBEHHbIE ITperapaThl,
BK/TIOUEHHbIE B ITepeveHb KM3HEHHO HEOOXOIMMBbIX U






Ba)KHEMIIUX JIEKapCTBEHHDBIX ITPEIIapaToOB,
YTBEPXKOEHHBIX ITOCTAHOBJIEHMEM HpaBI/ITeJIbCTBa

Poccuiickoit ®epepaunn ot 29 oxktsiopst 2010 r. N 865
"O rocygapCTBEHHOM peryaupoBaHNUM II€H Ha
JIeKapCTBEHHbIE TIperapaThl, BKAIOUYEHHbIE B
repeveHb XM3HEHHO HEOOXOIMMBbIX M BasKHEMIINX
JIeKapCTBEHHBIX TIperapaToB”, NJOTIOJHUTETbHO
yKa3bIBaeTcs popMa BbIITYCKa JIEKaPCTBEHHOTO
rperapara, ¢ yYeToM KOTOPOI pacCUMUThIBAETCS
npeneyibHas OTIYCKHAS LieHa ITPOU3BOANUTENIS 3a
MTOTPEOUTENIbCKYIO YITAKOBKY JIEKAPCTBEHHOTO
rnpemnapara.

[Tpunoxenmne N 2

K [IpaBuiam rocygapCTBeHHON perucrpanumn
U IepeperucTpanumn yCTaHaBIMBaeMbIX
IIPOU3BOIUTENSIMY JIEKAPCTBEHHBIX
rpernapaToB IpefeabHbIX OTITYCKHBIX LIeH
Ha JIeKapCTBEeHHbIe IIpernaparsl,
BK/IIOUEHHbIE B [IepeueHb )XU3HEHHO
HeOOXOMMBIX M BaKHEMIINX
JIeKapCTBEeHHBIX IIpernapaToB

(bopma)

3AABJIEHNE
0 nepeperncTpaunn npegesibHbIX OTMycKI
Ha NIeKapCTBEHHbIE NpenapaThl, BKOYeHkE






HeobXoANMbIX N BaXKHENLUNX NEeKapcCTB

3adBuTeNb

(HaumeHoBaHMe, MOYTOBLIN afapec, af
lepxaTens wnn BRageney, pPerncTpaumoHHC
npenapaTa

(HaumeHoBaHVe, NOYTOBLIV aapec, aAf

N | Cragus [Tpoussoautens | Axpec | Ctp:
I/T1 | IpOU3BOJICTBA | (HAMMEHOBaHMeE)







N | Homep MexnyHaponHoe | Toprc
I1/T1 | pEerMCTPAIMOHHOIO | HemaTeHTOBAaHHOe, | HAMM
YAOCTOBEPEHMS I
TPYIIIMPOBOYHOE,
WIN XUMMUUECKoe
HayMeHOBaHue
<>k>'.<>
1 2 3 4
YIoJTHOMOYEHHOe
JIUIIO
(d.n.0.) (IOMKHOCTD) (m
M.IL
(ipu1
HaJIN4uUI)
KoHTakTHbIE Anpec
TeneoHbI 37IeKTPOHHOM
TIOYThI

<*> B @Iy4ae OTCyTCTBUSI MEKAYHAPOIHOTO
HeaTeHTOBAaHHOI'O HayMEeHOBaHMs B
perucTpauyoHHOM yOCTOBEpeHMM JIeKapCTBEHHOTO






I[periapaTa yKa3bIBae€TCAd HaMMEHOBaHIE
JIEKaAPpCTBEHHOTIO IIperaparTa, mIpeayCMOTpEHHOE
rnepeyHeM JKM3HEHHO HGOGXO,[U/IMBIX U BaKHEMIINUX
JIEKapCTBEHHbLIX IIpeIiapaToB.

<**> B cyiydasix, MpeLyCMOTPEeHHbIX TYHKTOM 25
[TpaBWI rOoCyIapCTBEHHOI PETUCTPALINY U
repeperucTpanuy mpeaeabHbIX OTITYCKHBIX 1IEH
MIPOMU3BOAUTEIEN Ha JIeKapCTBEHHBIE ITperapaThl,
BK/IIOUEHHbIE B ITepevyeHb KM3HEHHO HeOOXOAVMBbIX U
BaKHENIINX JIeKApPCTBEHHBIX ITPerapaTos,
YTBEPXKIEHHBIX ITOCTAHOBIEHNEeM [IpaBuTebCTBa
Poccuiickoit @epepannm ot 29 oktsa6psa 2010 r. N 865
"O rocygapCTBEHHOM peryJIMpOBaHUM 1I€H Ha
JIeKapCTBEeHHbIE MpernapaThl, BKIIOUEHHbBIE B
repevyeHb JXM3HEHHO HEOOXOAVIMBIX Y BaXKHE X
JIeKapCTBEHHBIX IPeNapaToB”, MJOMOJIHUTETbHO
yKasbIiBaeTcs (popma BbIITyCKa JIEKAPCTBEHHOTO
rpernapara, ¢ yueToM KOTOPOii PaCCUUTHIBAETCS
npefenbHast OTITYCKHAS I[eHa MPOM3BOAUTEIIS 3a
MMOTPEOUTENbCKYIO YIIAaKOBKY JIEKAPCTBEHHOTO
mpernapara.

YTBepKaeHbI

MocTaHoB/ieHMeM [IpaBuTenbCTBa
Poccuiickoi ®epepann

ot 29 okTsi6pst 2010 T. N 865






_ TIPABWJIA
OBSI3ATEJIBHOV IEPEPETVICTPALIVM B 2019 -

2020T'OOAX
3APEIMCTPPOBAHHBIX ITPEJEJIbHBIX
OTITYCKHbIX LIEH [TPOU3BOJIUTEJIEN
HA JIEKAPCTBEHHBIE ITPEITAPATbBI, BKIIIOUEHHBIE
B IIEPEYEHbD )KM3HEHHO
HEOBXOJIMMbIX Y BAXXHEMIIIX
JIEKAPCTBEHHBIX ITPEITAPATOB

1. Hacrosmiue ITpaBuia yCTaHaBAMBAKOT HOPSIAOK
ocymiectBiaenus B 2019 - 2020 romax o6s13aTeIbHOM
repeperucTpanum 3aperucTpyupoBaHHbBIX
MpeaeibHbIX OTIYCKHBIX LI€H IPOU3BOAUTENEN Ha
JIeKapCTBeHHbIe TperapaThl, BKAIOUEHHbIE B
repeyeHb JKU3HEHHO HEOOXOAMMBIX M BasKHEM X
JIeKapCTBEHHBIX IIperapaToB (gajee COOTBETCTBEHHO
- TIpefieJibHbIe OTITYCKHbIE 1|€Hbl, IeKaPCTBEHHbIE
Tpernaparsl, 00s3aTe/IbHASI TIePePerucTpanys).

O6s13aTenbHasl mepeperucTpanus npeebHbIX
OTIIYCKHBIX LIeH Ha JIeKapCTBEHHbIe ITperapaThl
OCYILECTBIISIETCS C COXpaHeHMeM IT0C/IeJHUX
3apPerMcTpPUPOBAHHLIX (TIepeperucTpUpPOBaHHBIX)
IpefesIbHbIX OTITYCKHBIX LIeH Ha
MMMYHOOMOJIOTMYECKIEe JIeKapCTBEHHbIe TTperapaThl,
JIeKapCTBeHHbIe IIperapaTsl, ComepsKalye
HapKOTUYEeCKMe CPeCcTBa U IICUXOTPOITHbIE






BeleCTBa, ITPOM3BOACTBA I'OCyaapCTB - YIEHOB
EBpaBMﬁCKOFO 9KOHOMMYECKOIo COm34a, a TaKKe Ha

JleKapCTBeHHbIE TIperapaThl B lIEHOBOM CerMeHTe 10
100 py6Jieit, He MPEBBIMIAIOIINX TTPeIeTbHBIX
OTITYCKHBIX 1IeH, OTlpe/ieJIeHHbIX C Y4eTOM
MoJIOKeHUM yacT 4 ctatby 61 @enepasbHOTO 3aKOHA
"06 obpaleHny JeKapCTBEHHbIX CPEACTB".

2. 3aperucTpMpoBaHHbIE 10 BCTYIJIEHUS B CUITY
®enepasbHOro 3akoHa "O BHeCeHUM U3MEHEHUI1 B
®enepanbHbIit 3ak0H "O6 obpareHnn
JIeKapCTBEHHBIX CPENCTB" B YaCTU IOCYJapCTBEHHOIO
peryJimpoBaHus LI€H Ha JIeKapCTBEHHbIE Ipernaparsl,
BK/TIOUEHHbIE B ITepeveHb KM3HEHHO HEOOXOIVMBbIX U
BaKHeNIMX JIeKapCTBeHHbBIX IIpernapaTos”
rpeiebHbIE OTITYCKHbIE IIeHbI Ha pedepeHTHbIe
JleKapCTBeHHbIe TTperapaThl MoaJieskaT 00s13aTe/TbHOIA
repeperucTpanuy Ha OCHOBAaHUM 3asIBJIEHUIA
BJIafleJIbIIEB WM Jep>KaTesieil perucTpaliOHHbIX
YIOCTOBEPEHMI TaKMX JTIeKapCTBEHHBIX ITPernapaTroB
(YIIOJIHOMOYEHHBLIX MMM JIULT), IIOJaHHBIX B
COOTBETCTBUM C HacTosiiumu [IpaBunamm.

3. MuHMUCTEpPCTBO 3ApaBOOXpaHeHus Poccuiickoin
®enepanyu B TeueHue 10 pabounx mHei co gHS
BCTYIIEHMS B CUJTY TIOCTaHOBJIeHMs [IpaBuTebCcTBa
Poccuiickoit ®epepannmu ot 16 gekabpst 2019 . N
1683 "O BHeceHUM U3MEHEHUI1 B HEKOTOPbIe aKThbI






[TpaBuTenbcTBa Poccuiickoit @egepaiiuy B 4acTu
rOCyLapCTBEHHON perucTpauuy u rnepeperucrpanum
Mpeie/bHbIX OTITYCKHBIX II€H Ha JIeKapCTBEHHbIE
rperaparsel, BKIIOUEHHbIE B IlepeyeHb )KM3HEHHO
HEeOOXOAMMBIX U BasKHEMIINX JIeKapCTBEHHBIX
rpernapaTroB’, pa3MelllaeT Ha CBoeM oQUIMaTbHOM
caiiTe B MHMOpPMAaIMOHHO-TeJIeKOMMYHMKALIMOHHOM
cetut "IHTepHeT" (Ianee - ceThb "VIHTepHeT")
oOpalieHue K BJiafieJibliaM WK JepskaTesam
PerucTpaluyMOHHbIX YIOCTOBEepeHMIT pedepeHTHbIX
JIeKapCTBEHHBIX IIperapaTos (YIIOTHOMOUYEHHbIM
MMM JIN1IaM) O HeOOXOIMMOCTHU MPeICTaBIeHUS
IOKYMEHTOB U MHGbOPMaIMK, IPeIyCMOTPEHHbIX
Hactosu My [TpaBuiamu.

4. lep>kaTesb MM Baaesel permcTpaluMOHHOTO
ymocToBepeHus: pedepeHTHOTO JTeKapCTBEHHOTO
npermnapara (YIoJTHOMOYEeHHOE UM JIUII0) B TeUeHMe
40 pabounx He¥ CO OHS BCTYTUIEHUS B CUITY
nocraHosyieHus [IpaBuTenbCcTBa POCCUTICKOI
®enepalyiy, yKa3aHHOTO B ITYHKTE 3 HACTOSIIMUX
[TpaBwi, npeacrasisieT B MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoin @enepaunnu
cJIeyIonie JOKYMeHThI (Ha 6yMaskHOM HOCUTEJIE B 2
9K3eMIIJISIpax U B 3JIEKTPOHHOM BUfe):

3asiBJIeHMe 06 06s13aTe/IbHOE ITepeperucTpanum B
2019 - 2020 ropax 3aperucTpMpOBaHHOI IIpeebHON






OTITYCKHOJ IIeHbI POM3BOAUTEISI Ha pedepeHTHBIN
JIeKapCTBEHHBIN Tperapar, BKIIOUEHHbIN B IepeuyeHb
KM3HEHHO HeOOXOIVIMBIX Y BaXKHEMIINX
JleKapCTBEHHBIX Mpernaparos, 1o ¢opMe COrIacHO
npmioxenuto N 1 (manee - 3asiBjieHMeE);

CBegeHIMd O JIMIEH3MNU Ha ITPOM3BOJACTBO
JIEKapCTBE€HHbIX CPEeACTB;

CBeIeHMS O PErMCTPALIOHHOM YIOCTOBEPEHNUN
JIeKapCTBEHHOTO IperapaTa;

pacyeT rpeiesbHOM OTIYCKHON 1eHbI
MIPOU3BOANTEIST HA ped)epeHTHbIN JIeKapCTBEHHBIN
rpernapar, IpeiCTaB/IsIeMOi1 st 00s13aTe/IbHO
nepepeructpauum B 2019 - 2020 rogax, mo ¢popme
corjacHo npwioxkeHuio N 2;

MHbOpMaIMI0 0 MMHMMAaAbHBIX OTITYCKHBIX IleHaX Ha
JIeKapCTBEHHbI TMperapaT B MHOCTPAHHbIX
rocymapcTBax 1mo ¢opme coryacHo puioskeHnoo N 3.
[lepecueT LieHbI B MHOCTPAHHOI BaIIOTE HA
JleKapCTBeHHbIEe MperapaTbl B MHOCTPAHHbBIX
rocygapCTBax, yKa3aHHbIX B IpuaoxkeHun N 3 K
HactosyM [IpaBuiam, B py6/iu OCYILeCTBISIETCS 110
cpenHeMYy KypCy COOTBETCTBYIOIIEN MHOCTPAHHOM
BaJTIOTHI K pyostio Poccuiickoit denepaiin,
yCTaHOBJIEHHOMY LIeHTpa/IbHbIM 6aHKOM
Poccuiickoit ®enepauyu 3a 2018 rog.






IIOTIOJTHUTEJILHO Ha 6YMa)KHOM HOCHUTe1e
mpeacTaB/IsAIOTCA:

cBenleHMs (110 BBIOOPY AepykaTesist UM Biaajesnblia
perucTpalMoOHHOTO YAOCTOBEPEHUS JIeKAPCTBEHHOTO
npemnapara (yroJIJHOMOUYEHHOTO UM JIUIIA),
MOATBEPKAAIOII/e OTITYCKHbIE II€HbI ITPOU3BOANTEIS
Ha JIeKapCTBEHHbIN MperapaT B MHOCTPAHHBIX
roCcygapCTBax, yKa3saHHbIX B IIpuaoxkeHuu N 3 K
HactrosmuMm IIpaBuiam (B 2 3K3eMIUISIpax, C
IepeBOL,OM Ha PYCCKUIA A3BIK);

OOKYMEHT, HO,ELTBep)K,HaIOH_LMVI IMTOJTHOMOUYMA
YIIOJITHOMOYEHHOTIO JINIIA.

5. CBenmeHus1, MTpeayCMOTpPEHHbIE ITYHKTOM 4
HacTosmux IIpaBul, yKa3bIBalOTCSI B COOTBETCTBUM C
NeViCTBYIOIIMM Ha ATy IMOJauy 3asiBJI€HNS
perncTpalyoHHBIM yI0CTOBEpEeHNEM
JIeKapCTBEHHOTO Mperapara.

6. lepkaTesb Mau Biajesnel perucTpaniOHHOIO
YA,0CTOBEepEeHNS JIeKapCTBEHHOr 0 Iperapara
(YIIO;THOMOYEHHOe UM JInilo) B TeueHne 40 paboumx
JIHei CO IHA BCTYIUIEHUS B CUJTY [IOCTaHOBJIEHUS
[TpaBuTtenbcTBa Poccniickoi @enepaninm,
yKa3aHHOTO B MyHKTe 3 HacTosux [IpaBui, 06s13aH
yKas3aTb B JIMUHOM KaOuHeTe 3asiBUTeJISI Ha IopTae
10 BeZIeHUI0 rOCyIapCTBEHHOTO peecTpa






JIEKapCTBEHHBIX CPEJICTB peeCcTPOBbIe 3aUCH
rOCyJapCTBEHHOTO peecTpa MpeaeabHbIX OTITYCKHbBIX
1IeH MPOM3BOJANTe el Ha TIeKapCTBeHHbIe
npernaparhl, BKJIIOUeHHbIe B IlepeueHb KM3HEHHO
HEeOOXOIMMBIX M BaXKHEMIIIMX JIEKaPCTBEHHbBIX
IIpernaparToB (fajiee - peecTp), MoAjexKaliye
VUCK/TIOUEHUIO U3 PeecTpa, CoJepskaliue HoMmep
PEruCTPALIMOHHOTO YAOCTOBEPEHMUS IEKAPCTBEHHOTO
pernapara, HaMMeHOBaHMe Biafieablia UIn
JIepxkaTessi perMCTPalMMOHHOIO YO0CTOBEPEHMS
JIeKapCTBEHHOIO IpelapaTa, HauMeHOBaHMS
Mpou3BoaNUTeel (MMPOU3BOACTBEHHBIX IIOIIAIOK
MMPOU3BOANTENS ), MEXAYHAPOTHOE
HelnaTeHTOBAaHHOe HauMeHOBaHMe (IIpU ero
OTCYTCTBUM - XUMUYECKOE WU IPYHIIMPOBOYHOE
HaMeHOBaHMe), TOProBOoe HauMeHOBaHue,
JIeKapCTBEeHHYIO (OPMY, JO3MPOBKY (KOHLIEHTPALINIO,
00beM, aKTMBHOCTb B eIMHMUIIAX IeiCTBUS), popmy
BBIITyCKa, KOJIMYECTBO B MOTPEOUTENBCKOI YITAKOBKE,
3aperuCcTPUPOBAHHYIO MPeeIbHYI0 OTITYCKHYIO LIEHY
C YKaszaHueM JaThl M HOMepa IpuKa3a MUHUCTepCTBA
3apaBooxpaHeHust Poccuiickoit demepaniym o
rOCygapCTBEHHON perucTpanuum min
repeperucTpanum rpeaeyibHOi OTITYCKHOM 1[eHbI U
() paTel M HOMepa BBINIUCKYU U3 peecTpa,
BBIZIAHHOM BJIaZleIbIly UJIN Aep>KaTesio
pPEruCTPalMOHHOTO YAOCTOBEpEeHMS IeKapCTBEHHOTO






IIperiapara I10 pe3yJibTaTaM BHECEHU U3MEHEeHUI1 B
peeCTpOBYIO 3aIIMCh peeCTpa MJIM I10 pe3yjabTaTaM

CHVKeHMUS 3apercTpUpoOBaHHONM IIpeJebHON
OTITYCKHOJ LIeHbI [IPOM3BOAUTEISI Ha JIEKapCTBEHHBI
rpernapar, IITPUXOBOM KO/, HAHeCeHHBI1 Ha
BTOPUYHYIO (TOTPEOUTETHCKYIO) YIIAKOBKY
JIeKapCTBEHHOIO IIpernapara).

7. Ilpu 06s13aTe/IbHOJ ITepeperucTpauu mpeaeabHoi
OTITYyCKHOJ IIeHbl Ha KOHKPEeTHbI pedepeHTHbIN
JIeKapCTBEHHBI IIperapar cBeJeHus Mo BCeM
YKa3aHHBIM B paMKaxX OJHOTO PEernCTPalMOHHOTO

YA 0CTOBEPEHMS JIEKAPCTBEHHOTO IIpernapara
MMPOM3BOACTBEHHBIM IIJIONAIKAM IIPOU3BOAUTENS U
(opmam BbIMycka JieKapCTBEHHOTIO IperapaTa
MpenCTaBIISIOTCS OLHOBPEMEHHO.

8. MuHMCTEpCTBO 34paBoOXpaHeHnss Poccuiickon
denepanyu B TeueHue 15 pabounx mHei co gHS
II0JTyYeH s YKa3aHHbIX B ITyHKTE 4 HACTOSAILINX
[IpaBui IOKYMEHTOB U CBeJleHUI OCYILeCTBIIsIeT
MIPOBEPKY UX IMOJIHOTHI ¥ HalpaBJsieT OAUH
3K3eMIUISIp JOKYMEHTOB U CBeeHuil B DenepaibHyI0
AHTMMOHOTIOJIbHYIO CJTY>KOY WM TIPUHMMAET
pelieHyue 00 OTKa3e B 00S3aTeIbHOMI
repeperucTpauum rpeaeabHOi OTITYCKHON 1JeHbl Ha
pedepeHTHbII JieKapCTBEHHbI Mpemnapar.






9. ®enepanbHasi aHTMMOHOTIO/bHAS CTY>K0Oa B
TeueHue 70 pabounx gHe co THS MOTyIeHUsT
IIOKYMEHTOB U CBeIeHMi1 TIPOBOJUT B COOTBETCTBUM C
HacTos My [TpaBmuiaMu 35KOHOMMUUYECKHUIT aHaN3
Tpeie/IbHBIX OTITYCKHBIX I1eH Ha pedepeHTHbIe
JIeKapCTBeHHbIEe MperapaThl, IPMHUMAET U
HarpasJsieT B MMHUCTEPCTBO 3[IpaBOOXPaHEHMS
Poccuiickoit @enepaiyy pelieHye O COriaCOBaHUN
IpeeabHOM OTITYCKHOM IIeHbI MM 00 OTKa3e B ee
COIJIaCOBaHMM C yKa3aHMeM IPUYMH OTKa3a,
My6IMKYeT JaHHbIE O COTIACOBAHHO IIeHe
pedepeHTHOTO JIeKapCTBEHHOTO IIperapaTa Ha CBOeM
obuiManbHOM caiiTe B ceTu "VIHTepHeT".

10. B cryuae HeOGXOOMMOCTY YTOUHEHMSI CBeIEHUIA,
comepsKaluxcs B MpeaCcTaBIeHHbIX JOKYMEHTax, U
(M) moJTydYeHMsI IOTIOJTHUTEIbHO He06X0aMMOoit
nHbopmaiy MUHUCTEPCTBO 34paBOOXpaHEeH NS
Poccuiickoit ®epepanyu u GenepaibHas
AHTMMOHOTIIOJIbHAS CJTY)K6a 3arpalIuBaoT
COOTBETCTBYIOLIME JOKYMEHTBI U CBeeHNS B
MopsiiKe, MpeayCMOTPEHHOM ITyHKTaMu 12 u 14
[TpaBuJ1 rocygapCTBEHHOM perucTpanuumn u
repeperucTpanuy rpeaeyibHbIX OTITYCKHbBIX 1I€H
MPOM3BOANTEJIEel Ha JiIeKapCTBeHHbIe IperaparThl,
BK/TIOUEHHbIE B ITepevyeHb XM3HEeHHO HEOOXOIMMbIX U
Ba)KHEJIINX JIeKapCTBEHHbIX MpernapaToB,
YTBEPsKIEHHbIX TOCTaHOBIeHMeM [IpaBuTenbCTBA






Poccuiickoit @epepannmu ot 29 oktsa6psa 2010 r. N 865
"O rocygapCTBEHHOM peryJIupoBaHUM 1[€H HA
JIeKapCTBEHHbIE MMperapaThl, BKIIOUEHHbIE B
repevyeHb JXKU3HEHHO HEOOXOAMMBIX M BasKHEM X
JIeKapCTBEHHBIX MperapaToB” (majee - [IpaBuia
perucTpanun).

11. OcHoBaHMSIMM A1 OTKa3a B 00s13aTe/IbHOI
nepeperucTpauy MMHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoir @enepaunn
rpeJie/IbHOM OTITYCKHOI 11eHbl Ha pedepeHTHbII
JIEKapCTBEHHBI IIperapar SIBJISIOTCS

a) OTCYTCTBME B IIPEICTABIIEHHBIX B COOTBETCTBUM C
MYHKTOM 4 HacTosmux [IpaBuia JoOKyMeHTax
CBeIeHNI, TPelyCMOTPEHHBIX HACTOSILLIUMMA
[TpaBunamu;

6) HempeACTaB/leHMe CBeJJeHUI1 B COOTBETCTBUM C
nyHkrtamu 4 u 10 Hactosmux [Ipasui;

B) penteHue PenepaabHOM aHTUMOHOIMOJIBHOM
CJTY3KOBI 00 OTKa3e B COTJIaCOBAaHUM MpeaeTbHO
OTITYCKHOJ 1IleHbl Ha pedepeHTHbIl JeKapCTBeHHBbIA
rpemnapar.

12. OcHoBaHusIMM A1 npuHATUS PenepanibHO
AHTMMOHOTIOJBLHOI CJTYK0071 pelrieHust 06 OTKase B
COIJIaCOBaHUM Ipee/bHO OTITYCKHOM 1leHbl Ha






pedepeHTHbI JIeKapCTBEHHbIN MMperapaT SIBISIOTCS

a) IpecTaBieHe HeJJOCTOBEPHBIX CBeIeHMIA;

6) nmpecTaB/ieHNe TOKYMEHTOB B HETIOJTHOM 0ObeMe
U (MIM) HEMOJHOTA COAePXKallMXCsl B HUX CBEIeHNIA;

B) HellpeJCTaB/IeHVe CBeeHMi1 B COOTBETCTBUM C
nyHkToM 10 HacTosiimux [TpaBn;

I') IIpeBbIIIEeHNE TTPeACTaBIeHHOI K 00s13aTe/IbHOI
repeperucTpanum npeaeabHON OTIYCKHON IIeHbI Ha
pedepeHTHbIN JIeKapCTBEHHBIN ITpernapaT Ha/jl LIeHO,
pPacCUMTAHHOV B COOTBETCTBUM C HACTOSIIMMU
IIpaBunamu.

13. ®epepanbHasi aHTMMOHOTIONbHAS CITY>K0a TTpu
MpoOBepKe CBeAeHNI, peICTaBJIeHHbIX BIafe/blieM
WU Jiep>kaTesieM PerucTpalMOHHOI0 yA0CTOBEPEHMS
JIeKapCTBEHHOTrO mpernapara (yrmoJJHOMOYEHHbIM UM
JIMIIOM) B COOTBETCTBUM C HacTosumu [IpaBunamu,
UCIIOIb3YeT UCTOUHUKM, COAEep Kalue LeHbl Ha
JleKapCTBeHHbIe MperapaTbl B UHOCTPAHHbBIX
roCcyapcTBax COrJIacHoO NpuiaokeHuoo N 3,
COOTBETCTBYIONIVE TPEOOBAHMSIM,
npenycMOTpeHHbIM yHKTOM 17 IIpaBui
perucTpanum.

14. MuHMCTEpCTBO 3apaBooxpaHeHMs Poccuiickoi






denepanuy MpuHUMAaeT pelieHne 06 06sI3aTeTbHO
repeperucTpanuy npeaeabHOl OTITYCKHOI LeHbI Ha
pedepeHTHbIN JieKapCTBEHHbI Mpemnapar B
3aBUCUMMOCTHM OT pellleHMsI O COTIaCOBaHUU
Tpeie/IbHOM OTITYCKHO 1eHbI, ITPUHSITOTO
depnepanbHOI aHTUMOHOIIOIBHO CITY3KO0A,
OTHOBPEMEHHO C pellleHeM 00 06s13aTeTbHOI
riepeperucTpal Uy npeaeabHbIX OTITYCKHBIX IIeH Ha
BOCITPOM3BeIeHHbIe, 0110aHaIOrOBbIe (6MOIIOA00HbIE)
JIleKapCTBEeHHbIE TTperapaThbl B 3aBUCUMOCTU OT
pelnieHusi, IpuHsATOro ®enepanbHOM
AHTMMOHOTIOJIbHO CITY3KOOJA.

15. MuHMCTEPCTBO 3paBoOOXpaHeHMst Poccuiickoit
denepaiyu B TeueHe 20 pabounx JHeN Co gHS
nosydeHus pemenns enepanbHON
QHTVMMOHOTIOJIbHOJ CTY3KOBI O COTJIACOBAHUMU
NpeneibHOM OTIYCKHOM LIeHbl MPOMU3BOAUTEIS Ha
pedepeHTHbIN JIeKapCTBEHHbI ITperapaT
HarpasisieT B DefepanbHy0 aHTUMOHOIIOIBHYIO
CTY>K0y B OTHOIIEHUM 3TOTO pedhepeHTHOrO
JIeKapCTBEHHOTO TperapaTa o COCTOSIHUIO Ha I €Hb
MIPUHITUS YKA3aHHOTO pellleHns repevyeHb
3aperncTpupoBaHHbIX B Poccuiickoin @engepanumn
BOCIIPOM3BeeHHBIX, 6110aHATIOTOBbIX

(61010 A00HBIX) TeKAPCTBEHHBIX ITperapaTos,
npefeyibHbIe OTITYCKHbIE LIeHbI HA KOTOPbIE
3apPeruMcTpPUPOBAHbBI U BKIIIOUEHBI B peecTp,






comepsKaluii Heo6X0aMMOe /ISl IPUMeHEeHMS
MOHMKAKIIero KoagduieHTa onmcaHue

BOCIIPOM3BeeHHbIX, 6110aHAIOTOBbIX
(61orom06HbIX) TeKapCTBEHHBIX MTpernapaToB (HOMep
pPerncTpauMoOHHOIO YAO0CTOBEpeHMS IeKapCTBEHHOTO
rpenapara, HaMMeHOBaHMe BJIafieNblia UIn
JlepskaTessi perucTpalMOHHOTO YOOCTOBEPEHUS
JIeKapCTBEHHOrO MperapaTa, HauMeHOBaHMS
Npou3BoauUTeNel (IPpOoU3BOACTBEHHBIX IIOMAN0K
MIPOM3BOIUTENS), MEXIYHapOO4HOe
HeIlaTeHTOBAaHHOE Ha/MeHOBaHMe (IIpu ero
OTCYTCTBUU - XMMUYECKOE WU TPYNIIIUPOBOYHOE
HaMeHOBaHMe), TOProBOe HaMeHOBaH e,
nekapcTBeHHas opMma, no3upoBKa (KOHIIEHTpaLus,
00beM, aKTMBHOCTD B eIVHUIIAX eCTBUS),
BBIPa)KEHHAs B COOTBETCTBYIOIIMX eAUHULLAX
u3MepeHusi, Gopma BbIITyCKa, KOTMYECTBO B
MOTPeOUTENbCKOI YITaKOBKe, MOC/IeIHSIS MpefenbHas
OTITyCKHas I1eHa C yKa3aHueM JaThl ¥ HoMepa
npuka3a MuHMUCTEpPCTBA 34paBOOXPaHeHMS
Poccniickoit @epepanym 0 perucTpanuum uin
rnepeperMcTpauuy npeeabHOi OTITYCKHO 1IeHbI U
(unu) maThl M HOMepa BBIMUCKY U3 peecTpa,
BbIJTAHHOM BJIaJle/IbLly WU AepKaTello
perucTpauMoHHOTO YA0CTOBEPEHMS IeKaPCTBEHHOTO
rpernapara o pesy/jbTaTaM BHECEHUS U3MEHEeHU B
peecTpOBYIO 3alIMCh peecTpa U/ 0 pe3ylbTaTaM






CHIMKEHMS 3aperMCcTPUPOBAHHOI MpeIeTbHOM
OTITYCKHOJ ITeHbI Ha JIEKapCTBEHHBII ITpernapar,

IITPUXOBOI KO/, HAHECEHHbI Ha BTOPUYHYIO
(MOTPeObUTENBCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
rpernapara), Ha 6yMaskHOM HOCUTeJIe U B
3JIEKTPOHHOM BMJIe B TabaMuHOM opmare.

15(1). B ciryyae eciiu Ha IaTy MPUHSITHUSI YKa3aHHOTO B
myHKTe 15 Hactosmux [IpaBuit perieHust
denepaibHO AHTMMOHOIIOJIBHO CTYKOBI O
COTJIaCOBaHUM TTpeie/IbHONM OTITYCKHOM I1€HbI
MPOU3BOANTEIS HA ped)epeHTHbIN JIeKapCTBEHHBIN
rperapar Tako¥ JIeKapCTBEHHbBI Ipernapar Kak He
OTBeYalIluii KpUTEePUSIM, YKa3aHHbIM B MyHKTe 11
cratbhy 4 ®epepanbHoro 3akoHa "0O6 obpalieHnn
JIEKapCTBEHHBIX CPENICTB", HE SABJISIETCS
pedepeHTHBIM JieKapCTBEHHBIM ITperapaTom,
MuHMCTEPCTBO 3paBOOXpaHeHus Poccuiickoit
depepaliviy yBeJOMJISIET JepXkaTessl Wi Biiafeiblia
PEruCTPalMOHHOTO YA0CTOBEPEeHMS JIEKapCTBEHHOTO
nperapara (YIIoOJJHOMOYEHHOE UM JIUIIO),
MpeaCcTaBUBIIETO JOKYMEHTbI, YKa3aHHbIE B TyHKTe 4
HacTosimux IIpaBui, 06 3TOM, a TakKke 00
OCYILeCTBJIEHMM B OTHOLIEHUY JaHHOTO
JIeKapCTBEHHOTO IpernapaTa (BOCIpOu3BeIeHHOTO,
6110aHaI0roBOro (61MOMoL06HOT0) 06sI3aTE/IbHOI
repeperucTpanum rpeneyibHOM OTITYCKHO LIeHbl Ha
JIeKapCTBEHHBI MIperapaT B COOTBETCTBUM C






nyHKkTamu 15, 39 mnu 41 Hactosiuiux [IpaBuit u
BO3BpalllaeT JepsKaTello WIK Bilaje/bly
perucTpaluyoOHHOTO YA0CTOBEPEHMS TeKaPCTBEHHOTO
npenapara (YIIoOJIJHOMOYEHHOMY UM JINILY)
NpeJicTaBJI€HHbIE JOKYMEHTBI.

15(2). B ciyvae eciv Ha 1 mapra 2020 1.
JIeKapCTBEHHBI Mpernapar B COOTBETCTBUM C
TpeboBaHMAMM ITyHKTa 11 cTaTbu 4 PegepasbHOTO
3aKkoHa "O0 obpaleHMy TeKapCTBEHHbBIX CPEICTB"
sIBJIIeTCSI pedhepeHTHBIM JIeKapCTBEHHBIM
npemnapatoM, MMHUCTEPCTBO 34paBOOXPaHEHMS
Poccuiickoit @enmepaiiyiy HaIrpaB/sgeT AepKaTelio
WU BaJe/blly PETUCTPALMOHHOTO YI0CTOBEPEHMS
JIeKapCTBEHHOTO Tpernapara (YIIoJTHOMOYEeHHOMY UM
JIUITY) YBeIOMJIeHME 00 3TOM U 0 HeOOXO0IVMMOCTH
MpeACcTaBIeHNs] JOKYMeHTOB, YKa3aHHBIX B ITYHKTe 4
Hactosux [TpaBui, B Tedenne 10 pabounx gHe €O
IHSI TIOJTyUYeHMsI YKa3aHHOTO YBeJOMJIeHUS
MuHucrepcTBa 3apaBooxpaHeHst Poccniickoi
®denepauyn.

16. MyHMCTEpPCTBO 3paBOOXpaHeHs Poccuiickom
®enepanyu B TeueHue 15 pabounx mHei co gHS
noJyiyyeHus pemeHus @enepaabHOi
AHTMMOHOTIOJIbHO¥ CTy3KObI 06 OTKase B
COTJIaCOBAHUM TIpeie/IbHONM OTITYCKHOM 11€HbI Ha
pedepeHTHbIN JIeKapCTBEHHBIN ITperapaT






MIPMHMMAaeT COOTBETCTBYIOlIee pellieHe 06 0TKa3se B
006s13aTeIbHO TIepeperucTpaluy rnpeieabHOi
OTITYCKHOJ IIeHbI Ha pedepeHTHbI JieKapCTBEe HHBIN
rpenapar.

[pu ipuHATUYM peleHust 06 0OTKase B 00513aTeIbHO
rnepeperucTpanum npeaeabHON OTIYCKHON IIeHbI HAa
JIeKapCTBEHHbIN npernapat MMHUCTEPCTBO
3paBooxpaHeHus Poccuiickoit @enepaiiin B CpoOK,
He MpeBbIIIAaloNINii 5 pabounx JHel co THS
nosryueHus pemeHns enepanbHOi
AHTMMOHOTIOJIbHO CTY3KObI, yBeIOMIISIET AepyKaTes
VI BJIafesiblia perucTpalMoOHHOTO YA0CTOBEPEHUS
JIeKapCTBEHHOTO Tperapara (YIioJHOMOYEHHOe UM
JIU1I0) B TMCbMEHHO popMe O IPUHSITOM pellleHUNn
(C M3/IOKeHMEeM IIPUUMH OTKa3a).

17. B ciyyae ecnu gepskaresieM WK BiiaJenblieM
PerucTpaloHHOTO YA0CTOBepeHMs pedepeHTHOTO
JIEKapCTBEHHOTO Tpernapara (YIIOTHOMOYEHHbIM UM
JIUIIOM) B TeueHue 15 pabounx gHei co THS
OpuHATUS MUHUCTEPCTBOM 3 paBOOXpPaHeHUs
Poccuiickoit @enepatinm penieHust 06 oTkase B
00s13aTeIbHOM TIepeperucTpalum npeaeabHOn
OTITYCKHOJ IIeHbI Ha pedepeHTHbI JIeKapCTBEe HHbIN
Ipenapar IIOBTOPHO IIpecTaBleHbl B MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoin @enepaiinm
JIOKYMEHTBI B COOTBETCTBUM C MyHKTOM 4 HaCTOSIIIUX






HpaBI/IJ'I, CPOKM paCCMOTpeHNMA IMTOBTOPHO IIOAaHHBIX
OJOKYMEHTOB OIIpeneIsIl0TCSI B COOTBETCTBUM C

nyHkramy 10 u 13 IlpaBuit peructpauum.

18. TIpu 06s13aTeNbHOI TepeperucTpaum
rpeiesibHasl OTIyCKHAs lleHa Ha pedepeHTHbI
JIeKapCTBEHHBIN Iperapar AJ1s1 KakIoil
JeKapCTBeHHO (HOpMbI, JO3UMPOBKY (KOHIIEHTpaLUN,
aKTMBHOCTY B e IMHUIIAX IeCTBYS) U 06IIero
KOJIMYeCTBAa BO BTOPUYHOI (ITOTPEOUTENbCKOIT)
yrnakoBke 6e3 yueTa (opMbl BBIITYCKa, 32
UCKJIIOUEeHMEM CJIydasi, IPegyCMOTPEHHOTO ITyHKTOM
21 Hactosuux [TpaBuii, He MOXXET IPEBbIIATh:

a) pa3Mep MMHUMAJIbHOM OTITYCKHOV I1€HbI
npousBoauTess (6e3 yueTta Mpou3BOICTBEHHBIX
TUIOIIA10K TIPOU3BOAUTEJIST) HA TAKOM
JIeKapCTBEHHBIN IIperapaT B MHOCTPAHHbIX
rocyapCTBax, yKa3aHHbIX B IpMIoskeHuu N 3 K
HacTtogiuM IIpaBuiam (C yueToM pacxoioB,
CBSI3aHHBIX C TAMOKEHHBIM 0(pOpMJIEHMEM),
pacCuMTaHHbI HA OCHOBAHUM TAHHBIX, YKa3aHHBIX B
npunoxkenuu N 2 x HactosgwuMm IIpasunam;

6) paHee 3aperucTPUPOBAHHYIO (TIOCTeAHIO
repeperucTpUpPOBaHHYIO) MpeebHYI0 OTITYCKHYIO
IIeHy Ha 3TOT JIeKapCTBEHHBIN ITpernapar;

B) IIpee/IbHYI0 OTIIYCKHYIO LIeHY Ha JIeKapCTBeHHbIN






mpernapar, orpe/IeJeHHYIO C yYeTOM ITyHKTa 8
[IpaBMI perucTparym, 3a UCKII0YeHeM CJTy4aes,

NpenyCcMOTPEeHHBIX ITYHKTOM 6 HacTosawux [Ipasmii.

19. TIpu 06s13aTeNBHOI MTEpepPerucTpalum C y4eToM
nyHkTa 18 HacTrosgmux [IpaBuii B paMmKax OgHOTO
TOPrOBOTO HAMMEHOBAHU S JIEKapCTBEHHOTO
rperapara ¢ y4yeToM U3MeHeHNs TOPTOBOr0
HaMMEHOBaHMS JIeKapCTBEHHOTO Tperapara IJjs Bcex
MoAJIeXXalluX CHUKEHUIO 3apPETrUCTPUPOBAHHBIX
(TIepeperncTpupoOBaHHbIX) MPeAeNbHbIX OTITYCKHBIX
1IeH Ha pedepeHTHbII JTeKapCTBEHHBI ITperapar
MpOu3BOANUTEJIeN (ITPOU3BOACTBEHHBIX IIOILAI0K
MIPOMU3BOANTES), YKa3aHHBIX B paMKax OHOTO
pEerucTpalMOHHOIO YAOCTOBEPEHMS, 10 Pe3y/bTaTaM
00si3aTe/IbHOI ITepeperucTpauum B peectpe
YCTaHaBJIMBAETCS eAVHas NpeesibHas OTITyCKHAs
[leHa Ha JIeKapCTBEHHbIV Mpenapar AJis KaKI0M
JleKapCTBEeHHOV (GOpMbl, TO3UPOBKY (KOHIIEHTpaIuH,
aKTUBHOCTY B e IMHUIIAX AEVCTBUSI) M 0011Iero
KOJINYECTBA BO BTOPUYHOI (ITOTPEOUTENHCKOI)
yrmakoBKe 6e3 yyeTa (opMbI BbITTYCKa, 3a
UCK/TIOUEHUEM CiTydasi, IpegyCMOTPEHHOTO ITYHKTOM
21 nacrosguux I[IpaBwui.

20. B ciryyae ecnu B paMKax OJHOTO TOPTOBOTO
HaMeHOBaHMS pedhepeHTHOTO JIeKapCTBEeHHOTO
rperapara ¢ yueToM M3MeHEeHMSI TOPTOBOTO






HaMMEHOBaHMS JIeKapCTBEHHOTO Tperapara
3aperucTpupoBaHHas (lepeperucTpupoBaHHaAS)
rnpeneabHas OTITYCKHAS 1leHa AJ1s1 OAHOTO UJn
HECKOJIbKMX IIpOU3BOAUTeIeN (IIPOU3BOACTBEHHBIX
IUIOLLAA, 0K IIPOU3BOAUTEIIS ), YKa3aHHBIX B paMKax
OLHOTO PErUCTPALMOHHOIO YAOCTOBEPEHMSI, HILKE,
yeM TpeJiesibHas OTIIYCKHAS [1eHa, paCCUMTAHHAS B
COOTBETCTBUM C IMyHKTOM 18 Hactosiiux [TpaBui, aTta
LleHa MOIJIEXXUT COXPaHEeHUIO B peecTpe.

B ciryuae ecnu ajist pedepeHTHOTO JieKapCTBEHHOTO
rpernapara ¢ OJIHOJ JIeKapCTBEHHOI (PopPMOii,
IO3MPOBKO¥ 1 0OLIMM KOIMYECTBOM BO BTOPUYHOM
(MOTpebuUTeNbCKOI) YITaKOBKE 3aperUCTPUPOBAHO
HECKOJIbKO TpeJleIbHbIX OTITYCKHBIX 11€H, IIpeJeIibHast
OTIIYCKHAa 1leHa Ha JIeKapCTBeHHbIN Ipernapar He
MOJKeT IIpeBbIIIaTh MUHMMAJIbHYIO U3
3aperMcTpUpPOBAHHbBIX IIpefieIbHbIX OTITYCKHBIX LIeH
(c yueToM TOC/IeJHEN TepeperucTpUPOBAHHON 1I€HBDI,
6e3 yueTa Mpou3BOACTBEHHBIX IIIOIIAL0K
MIPOU3BOANTENS) C YUETOM CBeJeHMI O Hamuunum
3aperMcTpUpPOBAHHbBIX MIpefie/IbHBIX OTITYCKHBIX LIeH
3asBJISIEMOT0 JIEKapCTBEHHOTIO IIpernapara COrj1acHO
npunoxenuo N 4.

21. B ciyyae eciv MMHMMAJIbHBI YPOBEHbD 11€H
pedepeHTHOro JIeKapCTBEHHOTO Iperapara Ha
pasyiuHble GOPMbI BbIITyCKa (IIITPUILL-PYIKHA,






KapTpUIKM 1160 MHbIe GOPMBbI BbIITYyCKa,
COBMECTMMbIE C YCTPOICTBAMM BBEIEHMUS

(mpMMeHeHMs) UK SIBJISI0IIMeCs YCTPOCTBaMy
BBeleHV (IpUMeHeHMs) B O4HOM U3 rOCyAapCTB,
YKa3aHHBIX B pUaokeHU N 3 K HaCTOAUM
[TpaBuiam, pasauyaetcs: 6osiee yem Ha 10
MIPOIIEHTOB, IIPU 00S13aTeIbHON TIepeperucTpauun
NpefeabHbIX OTITYCKHBIX LIeH Ha YKa3aHHbBIN
pedepeHTHbIN JIeKapCTBEHHBIN ITperapaT
JOITyCKaeTCs YCTaHaB/IMBATD IIPele/IbHYI0
OTITYCKHYIO LIeHY Ha KaXIYI0 U3 TakKuX GOpM BbIITyCKa
JIeKapCTBEHHOrO Iperapara.

22. llpepenbHas OTIYCKHAs LieHA HAa peepeHTHbBIN
JIeKapCTBEHHBIN IIperapar B c1yJae,
pesycMOTPpeHHOM YHKTOM 21 Hactoswmux [Tpasui,
YCTaHaBJIMBAETCS HA OCHOBAaHUM MMHMMAJIbHOM
OTIYCKHOI IIeHbl Tpou3BoauTe s (6e3 yueTa
MPOU3BOJACTBEHHBIX IUIOIIAA0K IPOU3BOANTENS) HA
COOTBETCTBYIOIIMEe (OPMbI BbIITYCKA TAKOTO
JIeKapCTBEHHOIO IIperapaTta B rocyapcTBax,
YKa3aHHBIX B MpuaoxkeHU N 3 K HaCTOSALUM
[TpaBuiaMm (C yueToM pacxoioB, CBSI3aHHbIX C
TaMOXXeHHbIM 0(OpMJIEHUEM).

[Ipu 5TOM MakCUMMasbHas pa3sHULla MEXKIY
npeaebHbIMM OTIYCKHBIMM IleHaMM Ha TaKo
pedepeHTHbIN JIeKapCTBEHHBI ITpernapar B






pas3MYHbIX hopMax BbIITYCKa, COTIOCTaBUMBbIX I10
JIeKapCTBEeHHOI (hopMe, T03MpPOBKe (KOHLIEHTPAINHA,

aKTUBHOCTY B €IMHUIIAX NeCTBUS) U 00IIeMY
KOJIMYeCTBY BO BTOPUYHOI (MIOTPeOUTETBCKOI)
yIIaKOBKe, He MOKeT IpeBbIaTh 90 IpoLeHTOB.

23. Ob6s13aTesibHas MepeperucTpauus mpeaeabHbIX
OTIYCKHBIX I[eH Ha UMMYyHOOMOJIOTUYeCKIe
JleKapCTBEeHHbIe TpernapaThl (BaKLVHBbI)
OCYIIECTBJISIETCS] B COOTBETCTBUM C TPe6GOBAHUSIMY,
YCTaHOBJIEHHBIMM [IJ151 pepepeHTHBIX JIeKapCTBEHHBIX
Ipernaparos.

24. 3aperucTpupoOBaHHbIE Mpe/ie/ibHbIe OTITYCKHbIE
1leHbI Ha BOCIIPOM3BeleHHbIe, 0110aHaIOTOBbIe
(6rorom06HbIe) TeKapCTBEHHbIE TTPerapaThl

Mo IeXXaT 00s13aTeIbHOI ITepeperucTpaium 6e3
MpeacTaBJieHMs 3asIBJIe€HNS BIaae/bliaMyu UIU
IepskaTeasMyU PerMcTpanMOHHbIX YIO0CTOBEPEHUN
TaKUX JIEKapCTBEHHbBIX IIperapaToB
(YIIOTHOMOYEHHBIMU UMM JIULIAMMA).

25. TIpu 06s13aTeNIbHOI TTIepeperucTpanun
npefenbHast OTITYCKHAs 1[eHa Ha BOCIIPOU3BEIEHHBII,
6110aHaIOTOBbIN (0MOTI000OHBI) JIeKapCTBEHHbI
rpenapar Jjisl Kaski0i1 JiekapCTBeHHOI (opMBbl,
IO3UPOBKYM (KOHIIEHTPALVM, aKTUBHOCTY B
eIVMHUIIAX AeCTBUS) U OOIIEro KoJam4ecTBa BO






BTOPUUHOI (ITOTPe6UTEbCKOI) yIIaKOBKe 6e3 yueTa
(opmbI BbITyCKa, 3a UCKJIIOUEHMEM CJTydasi,

IpesycMOTPEHHOTrO IyHKTOM 21 HacTosmux [IpaBu,
He MOXXeT IIpeBbIIIaTh:

a) paHee 3aperuCTPUPOBAHHYIO (TTOC/IETHIO0
repeperucTpUpPOBaHHYIO) MpeebHYI0 OTITYCKHYIO
LieHy MMPOU3BOAUTE/IS HA 3TOT JIeKapCTBEHHbI
rpenapar;

0) mpefenbHYIO OTITYCKHYIO IIeHY Ha 3TOT
JIeKapCTBEHHBI TIperapar, onpeaeaeHHyI0 C y4eTOM
TpeboBaHMit myHKTa 8 [IpaBwm peructpanym 6e3
yueTa npefebHbIX OTITYCKHbIX 11€H, MUCK/IIOUEHHbIX B
COOTBETCTBUM C IMYHKTOM 6 HacTosmux [IpaBuit;

B) I/1s1 IEKapCTBEHHOTO Ipernapara (3a UCK/IIYeHeM
opdaHHOTO JIeKapCTBEHHOTO ITpernapara), - IeHy,
pacCYUTAHHYIO B COOTBETCTBUM C paspenoM VIII
MEeTOAVKM pacyeTa MpeebHbIX OTITYCKHBIX 11eH
MPOM3BOANTEJIEel Ha JIeKapCTBEHHbIE MperaparThl,
BKJIIOUEHHbIE B IlepeueHb KM3HEHHO He0OXOIMMbIX U
BaKHENILMX JIeKapCTBEHHbBIX IIpernaparTos,
YTBEPKIEHHOM nocTaHoBieHueM [IpaBuTesbcTBa
Poccuiickoit ®emepaunmu ot 15 cenrsiops 2015r. N
979 "O BHeCeHUM U3MEHEeHUN B TIOCTaHOBJIEHME
[TpaBuTtenbcTBa Poccniickoii @enepanum ot 29
okTsi6pst 2010 r. N 865 1 06 yTBep>KIeHUM MeTOAMUKHU






pacueTa IpeaeibHbIX OTITYCKHBIX IE€H
l'IpOI/I3BOILI/ITeJ'IeI71 Ha JieKapCTBEHHbIE IIpeIiapaThI,

BK/IIOUEHHbIE B ITepeYeHb KM3HEHHO HEOOXOAVMBIX U
BaKHENIIMX JIEKAPCTBEHHBIX ITPErapaToB, MPU UX
roCyJapCTBEHHOW perucTpaiu 1 nepeperucTpaumumn
(mayee - METOAMKA), C MPUMEHEHMEM MTOHMKAIOIIETO
Ko3dduiMeHTa B OTHOLIEHUNA
repeperuCTPUPOBAHHOI B 00s13aTeIbHOM IMOPSIIKE B
COOTBETCTBUM C HacTosimumu [IpaBunamu
TpeieJIbHOM OTITYCKHOM I1€HbI Ha COOTBETCTBYIOIIMIA
pedepeHTHbII TeKapCTBeHHbIN MperaparT. 3HaueHusI
TOHIVBKA0Iero KoadduiieHTa, IpMMeHsIeMOoro Ipu
obs13aTepHOI epepeructparum B 2019 - 2020 romax
TMpeie/IbHbIX OTITYCKHBIX I[€H ITPOU3BOAUTENel Ha
BOCITPOM3BeeHHbIe, 611 0aHAIOrOBbIe (0MOITON00HbIE)
JeKapCTBeHHbIe TTperapaThl, ONpeesoTCs 10
dbopmynmam pacueTa corjacHo MpuaoKkeHnio N 5;

"

r) 17151 opdaHHOTrO JIeKapCTBEHHOTO Mpernapara -
NpefenbHYI0 OTITYCKHYIO IIeHY Ha COOTBETCTBYIOILNIA
pedepeHTHbIN JIeKapCTBEHHBIN ITperapar,
repeperucTpUpPOBAHHYIO B 00s13aTeIbHOM TOPSIIKE B
COOTBETCTBUM C HacTosimu [IpaBunamm.

26. [Ipu 06s13aTeNbHOI TIepeperucTpaIuy ¢ y9eToM
MyHKTa 25 Hactosmux [IpaBui B paMKax OgHOTO
TOPrOBOTO HaMMEHOBAHMSI JIEKAPCTBEHHOTO
npernapara ¢ y4eTOM M3MeHeHMs TOPTOBOro






HalMMEeHOBaHMA JIEKAapCTBEHHOI'O IIpelapaTa OJsd BCeX
nogjexXKalmmnx CHM>KEHIMIO ITpede/IbHbIX OTITYCKHBIX

IIeH Ha BOCIIPOM3BeIeHHbIe, 0110aHa/IOrOBbIE
(6Momomo06HbBIE) JIeKAPCTBEHHbBIE TTPerapaThl
Mpou3BOANTENeN (MMPOU3BOACTBEHHbIX IIOIAL0K
MPOU3BOANUTENIS), YKa3aHHBIX B paMKax OAHOTO
pPErucTpalMoOHHOrO YAOCTOBEPEHMS, TI0 pe3yabTaTaM
00s13aTeIbHOM TTepeperucTpauy ¢ yueToM IyHKTa
29 Hactrosuux IIpaBuit B peecTpe yCTaHABAMBAIOTCS
eJlMHbIe MpeAebHbIe OTITyCKHbIE IleHbl Ha
JleKapCTBEeHHbIe TIperapaThl AJ1s1 Kaska 0l
JIeKapCTBEHHOV (GOpMbI, TO3UPOBKY (KOHIIEHTpaIUH,
aKTUMBHOCTY B e IMHUIIAX AECTBUS) M 00IIero
KOJIMYeCTBa BO BTOPUYHOI (MTOTPEOUTETHCKOI)
yIakoBKe 6e3 yyeTa (opMbI BIITYCKa, 3a
UCKJIIOUeHMeM cJiydasi, IpeayCMOTPEeHHOTO ITyHKTOM
30 Hacrosmux [IpaBuit.

27. B ciiydae ecii B paMKax OJHOTO TOPTOBOTO
HaMMEHOBaHMS BOCIIPOU3BEAEHHOTO,
6110aHaI0roBOro (61MOMOL006HOTO0) JIEKAPCTBEHHOTO
rnperapara ¢ y4yeToM U3MeHeHNs TOPTOBOro
HaMMeHOBaHMs JIeKapCTBEHHOTO Ipernapara
3aperucTpupoBaHHag (IepeperucTpupoBaHHas)
npenenbHast OTITYCKHAS LleHa OJ1s1 OGHOTO WIN
HECKOJIbKMX IIpOU3BoAUTe el (IIPOU3BOACTBEHHBIX
TUIOLAA 0K ITPOU3BOAUTEIS ), YKa3aHHBIX B paMKax
OJHOTO PernCTPALMOHHOIO YOOCTOBEPEH S, HUKe,






yeM IipenejibHas OTITYCKHad IeHa, paCCUMTaHHAas B
COOTBETCTBMM C ITYHKTOM 25 HaCTOAIINX HpaBI/IJI, oTa

1[€Ha TIO/IJIEKUT COXPAHEHMIO B peecTpe.

B ciy4dae ecsin 151 BOCIIpOU3BE€HHOTO,
610aHaIOroBOro (610Mo06HOTr0) JIEKAPCTBEHHOTO
Trpernapara ¢ OJTHOJ JIeKapCTBEHHOI (PopMOii,
IO3MPOBKO¥ ¥ OOIIMM KOJMUECTBOM BO BTOPUYHOI
(MoTpebuUTEeNBCKOI) YITAKOBKE 3aPETUCTPUPOBAHO
HECKOJIbKO IpeJle/IbHbIX OTITYCKHBIX 11€H, [IpeJe/IbHast
OTITyCKHAas 1]eHa MPOMU3BOAUTES Ha JIeKapCTBEHHBIN
rpernapar B paMKax OLHOIO PerncTpaluOHHOIO

YO 0CTOBEPEHMS HEe MOXKET IIPeBbIIATD
MMUHMMAaJIbHYIO U3 3aperucTpUpPOBAHHbBIX
NpefeabHbIX OTITYCKHBIX LIeH C YI€TOM UX
repeperucTpauum, 3a UCKIUYEeHMEeM MTpeAeabHbIX
OTIYCKHBIX LI€H, UCKITIOUYEHHBIX B COOTBETCTBUM C
IMYHKTOM 6 HacTosmux [IpaBui.

B ciryuae eciiu B paMKax OHOTO PErMCTPAVIOHHOTO
yIOCTOBEPEHMS JIeKapCTBEHHOTO IIpernapara
3aperMcTPUPOBaHbI LIeHbI Ha BOCITPOM3BeIeHHbIIA,
610aHaIOTOBbIN (6M10TI0T00HBIN) JIEKAPCTBEHHDIA
mpernapaT Mpou3BOAVTEINS TOCYAAPCTBA - WieHa
EBpa3nuiickoro 3KOHOMMYECKOT0 COI03a U
MHOCTPaHHOTO ITPOM3BO/ICTBA, MMHMUMAJIbHAS U3
3aperMcTPUPOBAHHBIX MPeIeTbHbIX OTITYCKHBIX I[€H
oTpefieNsIeTCs C COXpaHeHeM MPUHAAJIeKHOCTI






MPOU3BOANUTENIS K TOCYIapCTBY - WIEHY
EBpasuiickoro 3KOHOMMYEeCKOro COox3a Ujian

MHOCTPAaHHOMY ITPOU3BOAUTEIIO.

28. B ciyyae ecsiu o pesyabTaTaM 00s13aTesIbHOT
repeperucTpalumy B paMmKax MexkayHapoOaHOro
HenaTeHTOBAHHOI'O0 HaMMEeHOBaHMS (TIPU €To
OTCYTCTBUU - IPYNIIMPOBOYHOrO UJIM XUMUYECKOTO) U
JIeKapCTBEHHO (hOpMbI Ha COOTBETCTBYIOLIMIA
pedepeHTHbIN JIeKapCTBEHHbIN IperapaT
YCTAaHOBJIEHBI pPa3jIMYHbIE ITpe/ie/ibHbIe OTITYCKHbIE
LIleHbI, IPUMeHsIeTcs cpeHee apudMeTnUeckoe
3HaUeHMe MOHMKAIEero koabguimeHTa,
pacCcuynTaHHOE HAa OCHOBAHUM YCTAHOBJIEHHBIX T10
pesysnbTaTaM 06s13aTe/IbHO ITepeperucTpanm
TpeiebHBIX OTITYCKHBIX IIeH Ha pedepeHTHbI
JIeKapCTBEHHbI TIperapar.

29. B ciiydae eciivi B paMKax OJTHOTO
perucTpaluyoHHOro yo0CTOBepeHMs JeKapCTBEHHOTO
rperapara 3apermcTpMpoBaH BOCIIPOM3BEIEHHbIN,
6110aHaIOrOBbI (0MOTI0A06HBI) JIeKapCTBEHHbI
rpenapar Ipou3BOIUTEJISI TOCYIApCTBa - YUIeHa
EBpasuiickoro 5KOHOMMYECKOI'0 COK03a U
MHOCTPAHHOTO ITPOM3BO/ICTBA, 1I€HbI IS yKa3aHHOTO
JIeKapCTBEHHOTO ITperapaTa pacCUMThIBAIOTCS B
cooTBeTCTBUM C pasgenom VIII metoauku ¢
MpUMeHeHeM MOHVKAINIMX KO3(GdUIMEeHTOB,






3HAUYE€HMA KOTOPbIX OIIpededI0TCAa B COOTBETCTBUUA C
IIPpUJIOKEeHNEM N5k HaCTOAIIMM HpaBI/IJ'IaM.

30. B ciydae ecnu nipefesibHasi OTITYCKHAS LieHa Ha
pedepeHTHbIN JIeKapCTBeHHbI IpernapaT
YCTaHOBJIeHa B COOTBETCTBUY C ITyHKTaMu 21 u 22
Hactosux [IpaBuii, pacueT NpeaeabHbIX OTITYCKHBIX
1leH Ha BOCIIpOM3BeIeHHbIii, 6110aHaIOTOBbI
(6MonomO0OHbIN) JIeKapCTBEHHbIN ITpernapaT
OCYIIIECTBJISIETCS B COOTBETCTBUM C IIYHKTaMu 24 - 27
HacTosimux [TpaBuit aj1st Kaskaoii GopMbl BbIITyCKa
MUCXOZS U3 NpeebHbIX OTITYCKHBIX LIeH Ha
COOTBETCTBYIOIIME (GOPMBI BbIITyCKa pedepeHTHOTo
JIeKapCTBEHHOTO TIperapara.

31. ®enmepanbHasi aHTMMOHOIIObHAS CJTY3K0a B
TeueHne 60 pabouMx JHeN co THS MOTyUYeHUs OT
MuHuctepcTBa 3apaBooxpaHeHs Poccniickoin
depnepauyiy CBeJeHUI, IIPefyCMOTPEHHBIX IIYHKTOM
15 Hacrosmux IIpaBui, MpOBOAUT B COOTBETCTBUM C
HactosuuMu [TpaBmiiamu 1 METOOUKO pacuer
IpenebHbIX OTITYCKHBIX LIeH Ha BOCIIPOM3BeleHHbIe,
6moaHasiorosblie (610MOI00HbBIE) JIEKAPCTBEHHbIE
rpernaparsl, a Takke My6IMKyeT Ha CBOEM
oduiMaabHOM caiiTe B cetu "VIHTepHET" U

O HOBPEMEHHO HampasisieT B MMHUCTePCTBO
3apaBooxpaHeHus Poccuiickoin @engepaiinm
YKa3aHHBI pacyer npeneabHbIX OTIIYCKHBIX JeH Ha






BOCITPOM3BeleHHbIe, 611 0aHaIOrOBbIe (6M0ITOA00HbIE)
JleKapCTBEeHHbIE ITperapaThl, CoAepKaliuit HoMep

PEruCTPalMOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOTO
rnpernapara, HaMMeHOBaHMe Biafienblia UIn
JIepxkaTessi perMCTPalMOHHOIO YO 0CTOBEepPEHMS
JIeKapCTBEHHOTO TperapaTa, HauMeHOBaHUS
npousBoauTenen (MIpou3BOACTBEHHbIX TIOMAA0K
MMPOV3BOANTENS ), MEXAYHAPOTHOE
HelaTeHTOBAaHHOe HaiMeHOBaHMe (IIpU ero
OTCYTCTBUU - XUMUYECKOE WIU IPYHIIMPOBOYHOE
HauMeHOBaHMe), TOProBoe HauMeHOBaHe,
JleKapCTBeHHYI0 GOpMY, JO3MPOBKY (KOHLIEHTPAIIMIO,
00beM, aKTMBHOCTb B eIMHUIIAX IeiCTBUS), hopmy
BBIITyCKa, KOJIMYECTBO B MMOTPEeOUTENBCKOI YITaKOBKe,
MpeaeibHYI0 OTITYCKHYIO LIeHY, PAaCCYUTAHHYIO
denepaibHO aHTMMOHOIIOJBHO CTY3KO07A,
IITPUXOBOI KO, HAHECEHHbI Ha BTOPUYHYIO
(MOTpe6UTENHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npemnapara) (Ha 6yMa)kHOM HOCUTeJIe U B
9JIEKTPOHHOM BMJI€ B TAOJMUHOM opmare).

32. IIpu Heo6X0AMMOCTM YTOUHeHMs MHGOpMaLuHy,
TpebyeMoit 151 TpoBeAeHMsI pacyeTa MmpeesbHbIX
OTITYCKHBIX 1IeH Ha BOCIIPOM3BeAeHHbIH,
6110aHaIOrOBbI (6110TI0J00HBI) JieKapCTBEHHbI
rperapar, COOTBETCTBYIOIIVE CBeIeHNSI
3ampalluBaloTCs B OPSAKe, TPeAyCMOTPEeHHOM
IMyHKTOM 14 [IpaBui perucrpanum.






33. MMHUCTEpCTBO 34paBooxpaHeHus Poccuiickoit
@enpepanyu B TeueHue 20 pabounx gHei co gHS

nosrydyeHust ot @eepanbHON aHTUMOHOIIOJIBHOM
CJTY3KOBI peliieHUs1 00 yTBepKIeHUM pacueTa
Tpene/ibHbIX OTITYCKHBIX LIeH Ha BOCIIPOM3BEeIeHHbIE,
61oaHaorossie (6MOMOLOOHBIE) TEKAPCTBEHHbIE
rpernaparsl B COOTBETCTBUM C TYHKTOM 31
HacTosimux [IpaBuI MPpMHMMAET peleHne 06
00s13aTeIbHOI TIepeperucTpalum npemeabHOn
OTITYCKHOJ LI€HbI Ha JIeKapCTBEHHBIN IIpernapar,
BHOCUT COOTBETCTBYIOLLYE JaHHbIE B peecTp B CPOK,
MpeayCMOTPEHHbIN ITYHKTOM 6 [IpaBui BemeHus
roCcyapCTBEHHOIO peecTpa MpeAeabHbIX OTITYCKHBIX
LIEeH TPOM3BOANTEIEl HA JIeKapPCTBEHHbIE
rperaparhl, BKIIOUEHHbIE B IlepeueHb KM3HEHHO
HEeOOXOAMMBIX ¥ BasKHEMIINX JIeKapCTBEeHHBIX
MpernapaToB, yTBEPXKIEHHBIX ITIOCTAHOBIEHMEM
[TpaBuTtenbcTBa Poccniickoit @enepaiium ot 29
okTs16pst 2010 r. N 865 "O rocymapcTBEHHOM
peryJiMpoBaHuM 1IeH Ha JiIeKapCTBEHHbIE Ipernaparhl,
BKJIIOUEHHBbIE B IlepeueHb KM3HEHHO HeO0OX0IMMbIX U
Ba)KHEMIIMX JIeKaPCTBEHHBIX ITpernapaToB”, BbIgaeT
JIlep>KaTeo WK Biageblly perMcTpaliOHHOTO
YA,0CTOBEepeHMSI IeKapCTBEHHOr 0 Iperapara
(YTIOJITHOMOYEHHOMY MM JIMITY) BBIIMMCKY U3 TIpUKasa
MuHuctepcTBa 3apaBooxpaHeHst Poccniickoi
denepaiy 06 06s13aTe/IbHOI TIepeperucTpann






NpeJie/IbHOM OTITYCKHO 11eHbI Ha JIeKapCTBEHHBIN
Ipernapar " pa3meliaeT COOTBETCTBYIOILYIO
MHboOpMaIMIo Ha CBOeM OpUIIMaTbHOM caiiTe B CeTU
"nTepHer".

34. IIpukas MuHuCTEpCTBA 34 paBOOXPaHEHMS
Poccuiickoitr ®eneparium 06 06s13aTeIbHOM
repeperucrpauum rnpeneabHoi OTIIYCKHOM 1LleHbl
MIPOU3BOANUTEIS Ha JIeKapCTBEHHBIN IIperapar
BCTyMaeT B CUJTy [0 UCT€UEHUU 5 MecCsILeB CO JHS ero
TIPUHSTUSI.

35. MUHUCTEPCTBO 3paBoOXpaHeHust Poccuiickoit
denepalyiu B 1eJIsSIX COOJIIOIEHNSI HOPMBbI YacTH 2
cratbu 63 ®enepanbHOro 3akoHa "O6 ob6paneHnn
JIeKapCTBEHHBIX CPEICTB" OTMeUYaeT B peecTpe
COOTBETCTBYIOIIYIO0 MHGOPMAIMIO 000 BCEX paHee
3aperucTPUPOBAHHBIX (TTlepeperucTPUpPOBAHHbBIX)
MpeebHbIX OTITYCKHBIX IIeHaX IPOMU3BOAUTEIIeN Ha
pedepeHTHbIN 1 COOTBETCTBYIOIIVE MY
BOCIIPOM3BeeHHbIe, 0110aHaIOroBbIe (6MOIOA00HbIE)
JIeKapCTBeHHbIe MperapaThl.

36. IIpu Hecoryiacuu ¢ Mpou3BeeHHbIM
denepasbHO AHTMMOHOIIOBHO CTYKO07
pacueToM IpeeabHbIX OTITYCKHbIX II€H Ha
BOCIIpOM3BeleHHbIe, 611 0aHaNIoroBbie (6110Mon00HbIe)
JleKapCTBeHHbIe MpernapaThl Aep>KaTean Uin






BJ/IaJe/IbLbl PETUMCTPAIVMOHHBIX y,E[OCTOBepeHI/Iﬁ
BOCIIpOM3BE€OE€HHDbIX, 0110aHaIOTOBBIX

(610TI0/T06HBIX) JIEKAPCTBEHHBIX MTPEIapaToB
(YIIOJTHOMOYEHHbBIe MU JIM1ia) BIIPaBe B TeUEHM e
OLHOTO KaJIeHAAPHOr0 MeCs1a CO THS MPUHSTUS
MuHMCTEPCTBOM 3ApaBOOXpaHeHMs Poccuitckon
denepaliy pereHust 06 06s13aTeTbHOI
rnepeperucTpanum npeaeabHON OTIYCKHON IIeHbI Ha
JIleKapCTBEeHHbI TTpernapaTt o6paTUThCS B
denepasibHYI0 aHTMMOHOTIOJIBHYIO CITYKOY C
3agBJICHMSIMY O IlepecMOTpe pacueTa
3aperuCcTPUPOBAHHbBIX MTPee/bHbIX OTITYCKHBIX 11eH
Ha JIeKapCTBEeHHBbIe IpernaparTsl, B TOM YNCJIe B
paMKax OOHOTO MeXIYHapOLHOTO
HeIaTeHTOBAaHHOI'0 HayMEeHOBaHMSI.

3asiBjieHMsI O TIepecMOTpe pacueTa
3aperucTPUPOBAHHBIX MTpeIe/bHBIX OTITYCKHBIX I[€H
Ha JleKapCTBEeHHbIe Mpernaparsl C IpuIoskeHneM (1o
BBIOOPY JepskaTeseil UiIu BiaaaeblieB
pPerucTpauyoHHbIX YIOCTOBEpEeHMIT IeKapCTBEHHbIX
TpernapaToB, YIIOJTHOMOUYEHHbIX MMM JILIT)
MOTUBUPOBAHHOI'O JOKYMEHTaJIbHOTO
TOJTBEPKIEHNMS pacyeTa yKa3aHHOI 11eHbI
MpeCcTaBIsIIoTCst B @emepanbHYIO
AHTMMOHOTIOJIbHYIO CJTY3KOY Ha 6yMaskHOM HOCUTeJTe.

37. ®enepasibHasi aHTMMOHOITIOIbHAS CTYK0a B






TeueHMe OOHOTO Mecslia CO JHS ITOCTYIIIEHUA
3asIBJICHUII U OOKYMEHTOB, YKa3aHHBIX B ITYHKTE 36

HacTtosuux [IpaBui, mpoBepsieT pacyeT npeaeabHbIX
OTIYCKHBIX LIeH Ha BOCIIPOU3BEIeHHbIE,
61moaHaorossie (6MOMOL00HbBIE) TEKAPCTBEHHbIE
rpernaparhl, Ipy HeOOXOAVMMOCTU IepecMaTpPMBaeT
pacuer Ipeje/ibHbIX OTITYCKHBIX 1IeH Ha YKa3aHHbIe
JIeKapCTBeHHbIe IperapaTbl, OTMEHSEeT paHee
TIPUHSTBIE pellleHys U HallpasJisieT B MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @enepauiyt HOBbie
perreHust 06 yTBepsKIeHUM pacyeTa IpeIe/bHbIX
OTMYCKHBIX 1IeH TPOMU3BOAUTES HAa YKa3aHHbIe
JIeKapCTBEHHbIe TIperapaThl UM HallpasiseT
3asIBUTEJISIM peliieHNe 06 oTKa3e B IIepecMoTpe
pacueTa npeaeabHbIX OTITYCKHBIX 1[eH Ha YKa3aHHbIe
JleKapCTBeHHbIe TIperapaTsl (C yka3zaHMeM NpUIMH
0TKasa).

38. B ciiyuae ormeHbl DeniepaibHO
AHTMMOHOTIOJIBHOM CTy3K0071 perieHust 06
YTBEPXKAEHUM pacueTa MpeebHbIX OTITYCKHbBIX 1[eH
Ha JleKapCTBeHHbIe mpenapaTtbl MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoin @enepaunnu
OTMEHSIET peleHye 06 06s13aTeIbHOI
rnepeperucTpanum rpeaeyibHbIX OTITYCKHbBIX II€H Ha
9TU JIeKapCTBEeHHbIe MMpernapaThbl, UCKI0UaeT
repeperucTpUpPOBaHHBIE B 00S13aTEIbHOM ITOPSIIKE
npeneyibHbIe OTITYCKHbIE IIeHbl HAa YKa3aHHbIe






JleKapCTBeHHbIe MTperapaThl U3 peecTpa u
MIPUHMMAaET HOBBIE pelleHust 00 06sI3aTeTbHOIA

repeperucTpanuum rnpeaeabHbIX OTITYCKHBIX 1[eH Ha
9TU JIeKapCTBEHHbIE MperapaTsl B 3aBUCUMOCTHU OT
pelieHNi, TpUHATHIX DemepanbHOI
QHTUMOHOTIOJbHOI CITY3KOOIA.

39. B cirydae eciv B paMmKax MeKIyHapOHOTO
HeIlaTeHTOBAaHHOTO Ha¥MeHOBaHUS U JIeKapCTBEHHO
dopmbl OTCYTCTBYET pedepeHTHbI JIeKapCTBeHHbIN
npernapar MUau IjleHa Ha Hero He 3aperucTpupoBaHa,
3aperMcTpupoOBaHHas 10 OHS BCTYIUIEHUS B CUITY
noctaHoBneHus [IpaBuTenbcTBa Poccuiickoin
@enepalyiy, yKa3aHHOTO B TYHKTe 3 HACTOSIIIMUX
[TpaBu, mpeneibHas OTITYCKHAS 1leHa B OTHOIIIEHUU
COOTBETCTBYIOIIEr0 BOCITPOM3BEAEHHOTO,
6110aHaI0roBOro (6MOMOL0O0HOTO0) JIEKAPCTBEHHOTO
rpernapara IieHOBOro cermeHTa cBbiie 100 py6ieit
TTOJIEXXUT 00s13aTeIbHOJ ITepeperucTpalum u He
MOXKeT ITPeBBIIIaTh PaHee 3apeTUCTPUPOBAHHYIO
(TIepeperncTpMpoOBaHHYIO) IIpeeIbHYI0 OTITYCKHYIO
IIeHY BOCITPOM3BeIeHHOTO, 6110aHAJIOTOBOTO
(6Morog06HOr0) JIeKapCTBEHHOTO Mpernapara (6e3
ydeTa (POpMBbI BBIITyCKa).

B ciryyae eciu B paMKax OJTHOTO TOPTOBOTO
HaIMEeHOBaHMs BOCIIPOM3BEIeHHOTIO,
6110aHaI0roBOro (6MOMOL06HOTO) JTIEKAPCTBEHHOTO






Trperapara lieHoBoro cermeHTa cBbiie 100 py6seii ¢
y4eToOM M3MeHeHMSI TOPTOBOTO HaMMEeHOBaHMS

JIeKapCTBEHHOTIO Iperapara ¢ OLHO JiIeKapCTBEHHO
hopmoit, 103MPOBKOI M OOLIMM KOJIMIECTBOM BO
BTOPUYHOI (ITOTPe6UTENTHCKOI) YyIIAaKOBKE
3aperucTPUPOBAHO HECKOJIBKO MpeaeIbHbIX
OTITYCKHBIX 1I€H, Ipee/ibHas OTITYCKHAY 1leHa AJIs
OZHOTO MJIM HECKOJIbKUX IIPOU3BOAUTE e
(TIpOM3BOICTBEHHBIX IVIOLIAOK IIPOM3BOAUTES),
YKa3aHHBIX B paMKax OJJHOTO PErUCTPALMOHHOTO
YIOCTOBEPEHMS, He MOKET IPEeBbIIIATh
MUHUMAaJIbHYIO U3 TOC/IeIHUX 3aPErMCTPUPOBAHHBIX
MpeiebHbIX OTITYCKHBIX II€H (C YUEeTOM UX
rnepeperucTpanum).

B ciyyae eciiu B paMKax OJHOTO PerMcTpaluyOHHOTO
YA0CTOBEPEeHMSI IeKapCTBEHHOI O Mperapara
BOCITPOM3BeIeHHbIN, 6110aHAIOTOBbII
(6MoromO00OHbIN) TeKapCTBEHHBI ITperapar
MMPOU3BOANTCS B TOCYIApCTBE - WieHe EBpa3niickoro
9KOHOMMYECKOTO C0I03a ¥ MHOCTPAHHbBIM
MpOMU3BOANUTEIeM, MMHMMAabHAs U3
3aperuCcTPUPOBAHHbIX MTPee/IbHbIX OTITYCKHBIX 11eH
OIpeesisieTCsl C COXpaHeHueM MPUHAIJIEXXKHOCTU
JIeKapCTBEHHOTrO Mpernapara K ToCyapCTBY - WIeHY
EBpa3mniickoro 9KOHOMMYECKOTO COr3a U
MHOCTPaHHOMY IIPOM3BOAUTEIIO.






40. B ciiyuae eciu mipefesibHast OTITyCKHAs IleHa Ha
pedepeHTHbI JIeKapCTBEHHbI MMperapat He

repeperucTpupoBaHa B 06s13aTeIbHOM TOPSIIKe,
pacuer 1ieHbl Ha COOTBETCTBYIOLIME
BOCITpOM3BeleHHbIe, 611 0aHaIOrOBbIe (6110MIOA00HbIE)
JIleKapCTBEHHbIE ITperapaThl TPy ee 00s13aTeIbHO
repeperucTpanum oCcyiecTsiseTcs PenepanbHOi
QHTMMOHOTIOJIbHO CTY3k007i C yueToM TpeboBaHMIA
IyHKTOB 25 - 27 HacTostiux IIpaBui, a Takke Ha
OCHOBAHUY MMUHMMAaJIbHOM OTITYCKHOJ 1I€HbI
npousBoauTes (6e3 yueTa mpou3BOJCTBEeHHBIX
TJIOIAZ 0K TPOU3BOAUTEIS, HO C YI€TOM PAacXOA0B,
CBSI3aHHBIX C TAMOK€HHBIM 0 OpMJIeHMEM) Ha
COOTBETCTBYIONIMIT pedpepeHTHbI JIeKapCTBEHHbBIN
npenapar B MHOCTPaAHHbIX rOCyJapCTBax, yKa3aHHbIX
B nipunokeHun N 2 K MeToAuKe, C IpUMeHeHueM
MOHVKa0IIero KoadduiieHTa, 3HaYe HUSI KOTOPOTO
oTpeNesiOTCs B COOTBETCTBUM C npuiokeHneM N 5
K HactosmyuMm [IpaBuaam.

B ciryyae oTcyTCTBUS LIeH Ha pedepeHTHbIN
JIeKapCTBEHHBI TIperapaT B MHOCTPAHHbBIX
rocy1apCcTBax, yKa3aHHbIX B IpuiioskeHuu N 2 K
MeTOAMKe, pacueT LleHbl Ha COOTBETCTBYIOIIME
BOCIIpOM3BeieHHbIe, 611 0aHaNIoroBbie (6110Mon00HbIe)
JIeKapCTBEHHbIE TIperapaThl OCYLIeCTBIISIETCS
depnepaabHOI aHTUMOHOIIONIBHOM CTYK6071 Ha
OCHOBAHUM MUHUMAJIbHOM OTITYCKHO 11€HbI






MIPOM3BOAMUTENIS Ha 3TOT BOCIIPOU3BEIe HHbIIA,
6110aHaIOTOBbIN (0MOTIOL06HBI) JIeKapCTBEHHBI

npenapar (6e3 yueTa Ipou3BOACTBEHHBIX IION[AI0K
MIPOU3BOANTES) IO MEXXTYHAPOIHOMY
HenaTeHTOBaHHOMY HaliMeHOBAaHUIO, JIeKapCTBEeHHOM
dbopme 1 103MpOBKe B MHOCTPAHHBIX FOCYAApPCTBAX,
YKa3aHHBIX B IIpuioxkeHUU N 2 K MeTOIMKe.

41. MUHMCTepPCTBO 3apaBooxpaHeHns Poccuiickoit
@enpepanyu o ucreueHun 70 pabounx gHe co JHS
BCTYIJIEHUSI B CUJTY TIOCTaHOBJIeHMs [IpaBUTeIbCTBA
Poccuiickoit @enepaiiyiv, yka3aHHOTO B ITYHKTE 3
Hactosuux [IpaBuii, HapasisieT B @eepajibHYIO
AHTMMOHOTIOJIbHYIO CJTY3KOY CITMCOK pedepeHTHBIX
JIeKapCTBEHHbIX MIperapaToB, IpeebHbie
OTMYCKHbIE IIeHbl HA KOTOpbIe 3apernCTPUPOBAHbBI U
BKJIIOUEHBI B PEeCTp, HO He 3asiBJIeHBI K
00sI13aTeJIbHOI IepeperucTpauyun Ui B
00s13aTeIbHO ITepeperucTpauyum KOTOPbIX OTKa3aHO
IBaXXAbl B COOTBETCTBUM C ITyHKTamu 11 u 12
Hactosuux [IpaBui, a Takke repevyeHb
COOTBETCTBYIOIIMX UM BOCIIPOM3BENEHHBIX,
610aHaIOroBbIX (6MOTIOI0OHBIX) JIEKAPCTBEHHBIX
rperaparoB, MpeebHble OTITYCKHbIE I[[eHbl Ha
KOTOPbIE 3aperuCTPUPOBAHbI U BKIIOYEHBI B peecTp,
coliepsKaluii Heo6xoauMoe 1Sl TpUMeHeHUS
MOHMKaWIero KoadduieHTa onmcaHme
BOCITPOM3BEeAEeHHbBIX, 6110aHAIOTOBbIX






(61orom00HbBIX) JTeKAPCTBEHHBIX ITperapaToB (HOMep
pPerucTpaliMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
rnpernapara, HaMMeHOBaHMe BJaJienblia UiIn
JIepskaTes perMcTPalMOHHOTO YIOCTOBEPEHUS
JIeKapCTBEHHOrO IperapaTa, HauMeHOBaHUS
Mpou3BOANUTeJeN (IPOU3BOACTBEHHBIX IIOIAI0K
MIPOU3BOANUTES ), MEXAYHAPOIHOE
HenaTeHTOBAaHHOEe HaMeHOBaHMe (IIPU ero
OTCYTCTBUU - XUMUYECKOE WIN IPYIIIMPOBOYHOE
HaMMeHOBaHMe), TOProBOe HauMeHOBaHue,
JnekapcTBeHHast popma, 103MpoBKa (KOHIIeHTpalus,
00beM, aKTMBHOCTD B €IVHUIIAX JIeICTBUS),
BbIp&)K€HHAs B COOTBETCTBYIOIIMX €IMHUIIAX
mu3MepeHus1, Gopma BbIITyCKa, KOTMYECTBO B
MOTPeOUTENIbCKOI YITaKOBKe, ITOC/IeIHSIS TIpefeabHast
OTITYCKHAY IleHa C yKa3aHueM [1aThl U HOMepa
npukasza MuHMCTEpPCTBA 34PaBOOXPaHEHMS
Poccuiickoit @enmepaiiiy 0 perucTpaum uin
repeperucTpanum rpeaejibHOM OTITYCKHO 1IeHbl Ha
JIeKapCTBEHHBIN Tperapar U (Un) IaThl U HOMepa
BBITIMCKY 13 peecTpa, BbITAHHO BIale/bIly UIN
JIepyKaTeso perncTpaluoOHHOIO YAO0CTOBEPEHN S
JIEeKapCTBEHHOTrO Iperapara o pe3yjabTaTam
BHECEHMS U3MEHEeHMI B peeCTPOBYIO 3aIluCh peecTpa,
IMITPUXOBOI KO/, HAHECEHHbI HA BTOPUYHYIO
(MOTpPe6bUTENBCKYI0) YITAKOBKY JIEKAPCTBEHHOTO
rpernapara), Ha 6yMa>kHOM HOCUTeJIe U B






9JIEKTPOHHOM BMJIe B TabaMuHOM opmare.

42. ®epepanbHast aHTMMOHOTIO/NbHAS CTY0a B
TeueHune 60 pabouux gHe co IHS MTOTyIeHUS OT
MuHucTepcTBa 34paBooxpaHeHns1 Poccuiickoii
denepanyuu cBeleHUI, IPpeLyCMOTPEHHBIX TYHKTOM
41 nacrosiiux IIpaBui, IpOBOAUT B COOTBETCTBUM C
HactosuuMmu [IpaBuiiamu 1 METOOUKOM pacuer
TpeneibHbIX OTITYCKHBIX LI€H HAa BOCIIPOM3BEIeHHbIE,
61oaHaIoroBbie (OMOMOIOOHbIE) TIEKAPCTBEHHbIE
npemnaparsl, cofepxkaiiuii MHGopMaI 1o 0 Homepe
pPerucTpauoOHHOr0 yA0CTOBEPEHMS JIEKapCTBEHHOIO
rperapara, HauMeHOBaHUM BJiale/blia UJIN
Jlepskaressi perucTpalMOHHOIO Y4O0CTOBEPEHUS
JIeKapCTBEHHOrO MperapaTa, HauMeHOBaHUSIX
MpOouU3BOANUTENeN (MMPOU3BOACTBEHHbIX IJIOIAL0K
TIPOU3BOANUTEIS), MEXXAYHAPOLHOM
HeIaTeHTOBAaHHOM HauMeHOBaHUM (TIPU ero
OTCYTCTBUY - XUMUUYECKOM WUJIU TPYIIIUPOBOYHOM
HaMMeHOBaHMM), TOPrOBOM HaVMeHOBaHUY,
JeKapcTBeHHOI (hopMe, T03MpPOBKe (KOHLIEHTPaIUH,
o6bemMe, aKTUBHOCTY B eAMHUIIAX IeiCTBUs), hopme
BBIITYyCKAa, KOJIMYECTBE B TOTPEeOUTENbCKOV YITaKOBKe,
peebHONM OTITYCKHOMN 11eHe, PACCUYUTAHHOMN
denepanbHOI aHTMMOHOIIOJIBHO CITYKO07A,
LWITPUXOBOM KOJie, HaHECEHHOM Ha BTOPUYHYIO
(MOTpe6UTENTBCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npemnapara. OnHoBpeMeHHO DeniepanbHas






AQHTMMOHOIIObHAS CITY)K6a IMy6IMKYeT yKa3aHHbIi
pacuet Ha cBoeM OpUIIMATIBHOM CaiiTe B CETU

"HTepHeT" 1 HampasseT ero B MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit demepauyy Ha
6ymMakHOM HOCUTeJIe U B 9JIeKTPOHHOM BUJIE B
TabnmMyHoM hopmare.

43, IIpu npencTaBaeHUN aepskaTeaeM UIn
BJIaZ€J/IbLIEM PETUCTPALIMOHHOTO YIOCTOBEPEHMS
pedepeHTHOr0 TeKapCTBEHHOTO Tpenapara
(YIIOITHOMOYEHHBIM UM JIULIOM) B MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoin @epepaiinmn
IOKYMEHTOB B COOTBETCTBUM C ITYHKTOM 4
Hacrosuux [IpaBuii rocie HarpaB/IeHUS
MuHucTepcTBOM 34paBOOXpaHeHust Poccniickoi
®depnepauyiy JOKYMeHTOB B @efiepaibHYI0
AHTMMOHOTIOJIbHYIO CJTY3KOY B COOTBETCTBUM C
MyHKTOM 41 HacTosmux [IpaBui, 3a UCK/IIOYEHEM
cyvast, IpelyCMOTPeHHOTO TyHKTOM 16 HacTOSIIIMUX
[TpaBu, 3asiBJIeHHAsI K 00s13aTeIbHOM
repeperucTpanum rpeneyibHasl OTIyCKHAs LleHa Ha
pedepeHTHbI JIeKapCTBEHHbI IMperapaT He MOXKeT
MpeBbIIaTh MAaKCUMMAIbHYIO [IepeperuCcTpUpPOBaHHYIO
B 00513aTeJIbHOM TOPSIAKE MpeebHYI0 OTITYCKHYIO
LIeHY Ha COOTBETCTBYIOLMIA BOCIIPOU3BEIEHHBII,
6110aHaI0roBbIN (6MOIOL00HBIN) JIeKapCTBEHHbBIN
nperapar.






IMpunoxenne N 1

K [IpaBusiam 06s13aTeIbHOI TIepeperncTpanum
B 2019 - 2020 romax 3aperMcTpMpoOBaHHBIX
TNpeebHbIX OTITYCKHBIX 1IeH TPOU3BOAUTEIEN
Ha JIeKapCTBEHHbIe TIperapaThl, BKIIOUeHHbIe
B IlepeveHb KM3HEHHO He0OX0AMMBbIX

Y BOKHENIINX JIeKapCTBeHHbIX IpernapaToB

(bopma)

3AABJIEHNE
06 obsA3aTenbLHOM NepeperncTpaunm B 2
3apernucTpupoBaHHOW NpenesibHoOM OTMNyCK
Ha pedepeHTHbIN NeKaPCTBEHHbIN npel
B rMepevyeHb XXU3HEeHHO HeobXoaAnMbIX
NleKapCTBEHHbIX NpernapaTos

3aaBuTeNb

(HanMeHoBaHWe, NOYTOBLIN aapec, aa
HepxaTens wWan BrRagenel perncTpaumoHHC
npenapaTa

(HanmeHoBaHWe, NOYTOBLIN aapec, ag







N |Cragus [Mpoussomutens |Axpec | Ctpe
T1/T1 | TPOM3BOACTBA | (HaMeHOBaHMe)
N | Homep MexngyHaponHoe | Toprc
I/T | pEeTUCTPALIMOHHOTO | HellaTeHTOBAHHOe, | HauM
YI0CTOBEpPEeHUS WIn
IPYIIIMPOBOYHOE,
WIN XMUYECKOe
HaMeHOBaHue
<FES
1 2 3 4







YII0oJIHOMOUYEHHOE
JINLIO
(d.n.0.) (OOJI)KHOCTD) (riop
KoHTakTHbBIE Anpec
TenedoHbI 37IeKTPOHHOM
TIOYTHI

M.IL. (1ipy HaMUUUN)

<*> B cIy4ae OTCYTCTBUSI MEXKIYHAPOTHOTO
HeMaTeHTOBAaHHOTO HaVIMEeHOBaHMS B
pPerucTpalviOHHOM YIOCTOBEepEeHUM JIeKAPCTBEHHOTO
mperapara yKa3bIBaeTcsl HAMMeHOBaHMe
JIeKapCTBEHHOTO Mperapara, MpeIyCMOTPeHHOe
repeyHeM KM3HEHHO HeOOXOIMMbIX U BasKHEMIINX
JIeKapCTBEHHBIX IIPerapaTos.

<**> B cirydasix, IpeiyCMOTPEeHHBIX ITYHKTOM 25
[TpaBWI rOCyIapCTBEHHOM PETUCTPALIUY U
repeperucTpaIy mpeaeabHbIX OTITYCKHBIX IIeH
MPOM3BOIMUTEIEI Ha JIeKapCTBEHHbIE IIperapaThl,
BK/TIOUEHHbIE B ITIepevyeHb KM3HEHHO HeOOXOIVIMbIX U
BaKHEN X JIEKApPCTBEHHBIX MTPerapaTos,






YTBEPKIEHHBIX ITOCTaHOBIeHMeM [IpaBuTenbCcTBa
Poccuiickoit @egepauyu ot 29 oktsa6pst 2010 r. N 865

"O rocygapCTBEHHOM peryapOBaHUM LieH Ha
JleKapCTBeHHbIe ITpernapaThl, BKIIOUeHHbIE B
repeyeHb XXM3HEHHO HEOOXOAMMBIX U BaXKHEN X
JIeKapCTBEHHBIX IIpernapaToB”, JOTIOJTHUTEIbHO
yKasbiBaeTcs: popma BbITyCKa JieKapCTBEHHOTO
rpernapara, ¢ yuyeTOM KOTOPOM PaCCUUTHIBAETCS
npeJiesibHast OTITYCKHAS IleHa IPOU3BOAUTENS 3a
MOTPeOUTENIbCKYIO YIIAKOBKY JIeKapCTBEHHOT'O
rpermnapara.

[Mpunoxkenne N 2

K [IpaBusiam 06s13aTeIbHOI TIepeperucTpanumn
B 2019 - 2020 romax 3aperMcTpMpoOBaHHBIX
NpeebHBIX OTITYCKHBIX 1IeH TPOU3BOAUTEEN
Ha JIeKapCTBEHHbIe TIperaparThl, BKIIOUeHHbIe
B IlepevyeHb XM3HEHHO He00X0AMbIX

Y BOXKHENIINX JIeKapCTBeHHbIX ITpernapaToB

(bopma)

PACHET
npenenbHON OTNYCKHOW LeHbl NPOnU3BOAL
NleKapCTBEHHbIN NpenapaT, NnpeacTaBnse
nepepernctpaumm B 2019 - 2020 r«

(HanmeHoBaHMe OopraHmnMsauunn - 3aqt






1. CBeneHunsa 0 1IeKapCTBEHHOM npe

1.1. | Homep perucTpauuOHHOIO YAOCTOBEPEHUS

1.2. | MexxmyHapogHOe HellaTeHTOBAaHHOE, MJIN
TPYIIMPOBOYHOE, WIN XMMUYECKOe
HaMeHOBaHMe

1.3. | ToproBoe HauMeHOBaHMe

1.4. | JlekapcTBeHHas ¢popMa, T03MPOBKA WIN
KOHIIeHTpaIusi, 06beM, aKTUBHOCTD B
eIVHULIAX OeCTBUS

1.5. | O61Iee KOMMYECTBO BO BTOPUIHOI

(MOTpe6UTETBCKOI) YITaKOBKE

2. PacyeT ueHbl







N Kox | MuHuMmanbHas IIpoekT

n/u | TH OTITyCKHa 1leHa OTITYCKHOM
B3/l | mpomusBomuTens Ha 1IeHbI
EASC | nekapcTBeHHbI "IocTaBKa

rpenapar B rocygapctse |6e3
MIPOU3BOANTENIS U B OILJIaThI
OPYIUX rocymapCcTBax B TOIIIJIMHBL"
COOTBETCTBUM C (pybmeit)
npuioxkeHuem N 3 <*> <HES

HayMeHOBaHMe | IleHa
CTpaHbI (py6uieir)

1 2 3 4 5

<*> YKa3blBalOTCA MUHMMaIbHOE 3HaYeHne |
pybnsax" m rocynapCTtBo, LLlE€Ha B KOTOPOM WU(
npunoxernuma N 3 kK MNpaBunam oba3aTenbHON MM
3aperncTpmpoBaHHbIX NpeaesibHbIX OTNYCKHbIX
npenapaTbl, BKJ/IOYEHHble B MNepeyYeHb >XU3I
JIeKapCTBEHHbIX MpenapaToB, YTBEPXXOEHHbI
Poccuinckon ®depepaumnn ot 16 nekabpsa 2019
HekoTopble aKTbl [paBuTenbCcTBa Poccunckon
perncrtpaumm m nepeperncTpaumn npenenbHt
npenapaTbl, BKJ/OYEHHbIE B MNEepeyYeHb »XXU3I






JNleKapCTBEHHbIX NMpenapaTos"”.

<**> He 3anosHaeTCca AN JIeKapCTBEHH
rocyfapcTtBa - YsieHa EBpa3suMnCKOro 3KOHOMY
rnpenapaToB WHOCTPAHHOIO NPON3BOACTBA, Nejf
KOTOPbIX OCYLLUeCTBJAETCA WK njaaHupyeTc
depnepaunu.

PykoBogurenb
OopraHmsaluum-
3asiBUTEJISI
(mommuce) | | (p.n.0.) | | (Tenedosn,
azpec
371eKTPOHH
TIOYTHI)
M.IL. (mpu Hamnumnn)
Wcnionunurenn
(mopmucs) | | (p.n.0.) | | (Tenedosn,
azpec
371eKTPOHH
TIOYTHI)

[Ipunoxxkenme N 3
K [IpaBuiam 006s13aTeIbHOI TTepeperucTparumn
B 2019 - 2020 rogax 3apermMcTpMpoOBaHHbIX






MnpenejbHbIX OTITYCKHBIX LIEH HpOMBBO,E[I/ITEHEﬁ
Ha JIeKapCTBEHHbIE IIpeliapaThbl, BKIIOY€HHbIE

B IlepeueHb JXM3HEHHO He0OXOIMMBbIX
M BXKHEIINX JIeKapCTBEHHBIX IpeIrapaToB
(dopma)

NHOOPMALIMNA
0 MMHUMaJIbHbIX OTAYCKHbIX LleHax Ha e
B MHOCTPAHHbIX roCyAapcTBax

CBepneHusa o NneKapCTBeHHOM rperic

1.1. | Homep perncTpauiMOHHOTO YAOCTOBEPEHMS

1.2. | MexxnyHapoHOe HellaTeHTOBaHHOE, U
IPYNIMPOBOYHOE, UIY XUMUYECKOe
HaIMeHOBaHMe

1.3. | ToproBoe HauMeHOBaHME

1.4. | JlekapcTBeHHas ¢popMa, 403MPOBKA MU
KOHIeHTpauusi, 06beM, akTUBHOCTD B
eqVHULLAX AeiCTBUS

1.5. | O61ee KOMMYECTBO BO BTOPUIHOI

(MOTpebUTEeTBCKOI) YIIaKOBKE







l'ocypmapcTBa

OTnyckHas
LieHa
TIPOU3BOIUTEIIS
Ha
JIEKapCTBEHHBIN
rperiapar 3a
YIIaKOBKY (B
MHOCTpaHHOM!
BaJIIOTe)

OTnyckHas
LleHa
TIPOU3BOLUTEIIS
Ha
JIeKapCTBEHHBIN
rnpenapar 3a 1
JIeKapCTBEHHYIO
dbopmy (8
MHOCTPAHHO1
BaJIIOTE) <*>

Benrpus

I'peuveckas
Pecnry61mKka

KoposneBcTBO
benbrus

KoponescTBo
Wcnanusa

KoponescTBo
Hupepnanmos

Pecrry6iika
[Tosnbiia







PymbiHMS

CrnoBaiikast
Pecrry6iika

Typenkas
Pecry6sinka

®paHiy3ckas
Pecry6sinka

Yemickas
Pecmy6sinka

CrpaHa
MPOU3BOANTENS

<*> PaccyuTbiBaeTCA B C/yHae oba3aTesibH(
rogax npenenbHOW OTMNYCKHOM LEeHbl Ha ek
JIeEKapCTBEHHbIX (hopM B NOTpebutenbLckom yn
06beM) KOTOPOro oTCYTCTBYET B OTAEJ/IbHbIX IO

<*¥> PaccuunTbiBaeTCA B caiy4ae obs3aTesibH
rogax npenesibHOW OTMNYCKHOM LEHbl Ha J1eKe
KOoTOpas OTCYTCTBYeT B OTAEJIbHbIX Focynapt
banXKanwme CMexHble O03UPOBKWU, MPEBbL
NleKapCTBEHHOro npenapaTa, npegHa3Ha4YeHHC
npakTnke (Ha OCHOBAHWUW CBEAEHUN WHCTPYK






bonee yem B 2 pasa.

<¥**> TlepecyeT UeHbl B MHOCTPaAHHOW Ba
cpefHeMy KypcCy COOTBETCTBYlOWEW WHOCTpal
depepauunn, yctaHoBsieHHOMY LleHTpasibHbIM
rog.

NMpumeyaHne. B cny4yae ecnm ueHbl B oTAen
OCHOBE MEeXroCyAapCTBEHHbIX corjau
NeKapCTBEHHOro npenapaTta, Heobxof
dopMmpoBaHnUA 3TUX LeH. [1pn 3TOM
NneKapCTBEHHble npenapaThbl, MOCTaBS
pUHaHCOBbLIX oOpraHusaumm (PoHAOOB,
OpraHu3aummn 34paBoOOXPaHEHMS.

PykoBogurenn
OopraHmMsalum-
3asiBUTeJISI

(mommuce) | | (p.n.0.) | | (TenedoHn,
azmpec
9JIEKTPOHH
IIOYTHI)

M.IL. (mpu HanU4YUMn)

Hcnionaurenb







(mopgmuce) | | (b.n.0.) | | (tenedos,
azpec
371eKTPOHH
TIOYThI)

[Mpunoxkenne N 4

K [IpaBuiam 06s13aTeIbHOI ITepeperucTpanumu
B 2019 - 2020 rozax 3apermMcTpMpoOBaHHbIX
NpeJe/bHBIX OTITYCKHBIX 1]€H MPOU3BOANTeEei
Ha JIeKapCTBEeHHbIE IIperaparsl, BKIIOUeHHbIe
B IlepeveHb KM3HEHHO HeOOXOAMMBbIX

Y BOKHENIINX JIeKapCTBeHHbIX MTPernapaToB

CBELOEHNA
0 HaIMYMN 3aperncTPUpPOBaHHbIX Npene.
3a5BJISEMOr0 JIeEKapCTBEHHOMO Mpel

(HanmeHoBaHuMe OopraHmnsaunn-3anB

|. CBeAeHUA 0 NeKapCTBEHHOM nper

1.1.

Homep pernctpanyioHHOTO yOCTOBEPEHMS

1.2.

MexnyHapoJHOe HellaTeHTOBAaHHOE, WU
TPYIIIMPOBOYHOE, MU XUMUYECKOe
HalMeHOBaHMe







1.3.

TOpI‘OBOG HaMeHOBaHNue

1.4. | JlekapcTBeHHas ¢popma, T03MPOBKa UJIU
KOHIIeHTpalusi, 06beM, aKTUBHOCTD B
eIMHUIIAX OelicTBUS

1.5. | Ob1ree KOIMUYECTBO BO BTOPUYHOI
(MOTpe6UTEeTHCKOI) YITaKOBKE

II. Pac4eT ueHbl

N |Bnazener JlekapcTtBeHHas | Konnyec

TI/TI | perucTpaluoHHoro | popma, oTpeou
YI0CTOBEPEHNUS IO3MPOBKa YITaKOBK!
JIEKapCTBEHHOTO
rpenapara
(TpOU3BOAUTEND,

YITaKOBII VK,
OopraHm3anus,
OCYILIeCTBIISIIONIAS
BBIITYCKaOIIIiA
KOHTPOJIb)
1 2 3 4







PykoBozgurens

OpraHmM3alum-
3asiBUTEJIS
(mopmuck) | | (p.n.0.) | | (Tenedosn,
azpec
37IeKTPOHH
TIOYTHI)
M.IL. (mpu Hamnumumn)
Ucnonuutenn

(mommuck) | | (p.m.0.) | | (TenedoHn,
azmpec
9IeKTPOHH
IIOYTHI)

[Tpunoxkenne N 5

K [IpaBusiam 06s13aTeTbHO TIepepernucTpanum
B 2019 - 2020 rozax 3aperMcTpMpoOBaHHbIX
NpeJe/bHBIX OTITYCKHBIX 1]€H MPOU3BOANTeENel
Ha JIeKapCTBEeHHbIe TIperaparThl, BKIIOUeHHbIe
B IlepeveHb KM3HEHHO HeO0OXOAMMBbIX

Y BOKHENIINX JTeKapCTBeHHbIX MTPernapaToB

®OPMVIJIbI
PACYETA ITIOHIDKAIOIINX KOOOOPUIINEHTOB,
[TPUMEHAEMBIX






[TPU OBSI3ATEJIBHOM ITEPEPETMICTPALINN B 2019
- 2020 TOTAX
[TPEJIEJIBHBIX OTITYCKHBIX LIEH
[TPOU3BOOUTEJIEN

HA BOCITPOU3BEJEHHBIE, BMIOAHAJIOTOBBIE
(BUOTTIOJOBHBIE) IEKAPCTBEHHBIE ITPEITAPATEI

3apeructpupoBaHHas | [ToHmkaouuit kKoappuuen
npenenbHas JLJISI pacyeTa LeHbl Ha
OTITyCKHas IieHa 3a BOCITIPOM3BeIeHHbIi
MIOTPEOUTENbCKYIO JleKapCTBeHHbIN mpenapar, K
YIIAaKOBKY
pedepeHTHOTo MIPOU3BOAUTENST | UHOCTPaH
JIeKapCTBEHHOTO rocygapcraa - NPOV3BOA
npemnapara, Liped dneHa <>
(py6rieit) EBpasuniickoro MPOLIEHTO

9KOHOMMYECKOTO

CO103a,

TMPOLIEHTOB
1o 100 pybmeit 0 0
(BRIIIOUMTEIBHO)
ot 100 py6meit mo 500 |0 4x
pyGuei (Uped)0,2
(BKIIIOUNTEIIBHO) 10







ot 500 py6eit mo 3,6 x (Iped)0,23 |4 x
100000 pyb6ueii -10 (LIped)0,2
(BKJIIOUUTEIBHO) 10

cBbime 100000 40 55
pyb6neit

<*> JlekapCTBEHHbIE TIpenapaTbl MHOCTPAHHOTO
MPOU3BOJACTBA, B TOM UMCJIe [IepBUYHAS U (UJIN)
BTOPUYHAs YIIAaKOBKA KOTOPBIX OCYILLEeCTBJISIETCS WU
TUIAHUPYETCST OCYIIECTBISATLCS B POccuiickoi

Oenepanyn.

YTBepKaeHbl

[TocranoBnenuem IlpaBuTenbCcTBa

Poccuiickoit ®emepatiin
oT 29 okTs6ps 2010 1. N 865

[TPABUJIA

BEOEHVA T'OCYOAPCTBEHHOI'O PEECTPA
[TPEAOEJIBHBIX OTITYCKHbBIX IEH
[MTPOVI3BOJINTEJIEN HA JIEKAPCTBEHHBIE

TIPEITAPATEHI, BKJIFOYEHHBIE
B [IEPEYEHbD J)KM3HEHHO HEOBXOJIVIMBIX U
BAJKHEMIINX
JIEKAPCTBEHHBIX ITPEITAPATOB






1. Hacrosiuue IIpaBuia yCcTaHaBAMBAIOT IMOPSA0K
BeJleHUs roCyAapCTBEHHOIO peecTpa npeneibHbIX
OTITYCKHBIX II€H MPOMU3BOANUTEIEI Ha JIeKapCTBEHHbIE
rperaparsl, BKJIIOYEHHbIE B IIepeYeHb XKU3HEHHO
HeOOXOAMMBIX Y BasKHEMIIINMX JiIeKapCTBEHHBIX
periapaTosB (Jajuee - peecTp).

2. Peectp siBnsteTcst hepepanbHOi MHPOPMAIIMOHHOIM
CUCTEMOI, cofiepkallei CBeleHUs O
roCyJapCTBEHHO perucTpanum rnpeaeibHbiX
OTMYCKHBIX 1IeH MPOM3BOAUTEIe Ha IeKapCTBEHHbIe
rperaparsl, BKIIOYEHHbIE B IIepeyeHb KU3HEHHO
HeOOXOAMMBIX U BasKHEMIIINX JIeKapCTBEHHBIX
rperaparosB (gajiee - JeKapCTBEHHbIE TIperaparhl).

3. PeecTp BegeTcst MMHMCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit ®enepaiiuu B
3JIEKTPOHHOM BU[ie C TIPUMEHEHNEeM
aBTOMAaTU3MPOBAHHOM CHMCTEMBI TyTeM BHECEHUS B
peecTp peeCcTPOBBIX 3aIMCe.

4. BemeHue peecTpa OCYIIECTBISIETCS B COOTBETCTBUM
C eIVHBIMM OpraHMU3alMOHHBIMU,
MeTOH0JOTUYECKU MU U MPOTPaMMHO-TeXHUYeCKUMU
MIPUHIIUIIAMY, 06eCITeunBaIOIIIMMY COBMECTUMOCTD U
B3aMMOJIeICTBME peecTpa ¢ MUHbIMU (pefepasbHbIMU
MHOOPMAIIMOHHBIMU CUCTEMAMU U CETSIMMA.

5. PeecTpoBasi 3amuCh O TOCYAAPCTBEHHOIA






peructpauuy (mepeperucTpaium), 0os13aTe/bHOM
nepepeructpauuy B 2019 - 2020 rogax npenenabHOI

OTITYCKHOJ 1I€HbI IPOU3BOAUTES HA JIEKAPCTBEHHbIN
nperapar (gajiee - peeCTpoBas 3alMCh) COILEePKUT
Clenyrolye CBeleHus :

a) HayMeHOBaHMe [iepkaTeJs UM Blajenblia
perucTpaluoOHHOTrO YA0CTOBEPeHMS JIeKapCTBEHHOTO
Iperniapara, HaMeHOBaHMe IIPOU3BOAUTEIS
JIeKapCTBEHHOIO IIperapaTta, CBeLeHUs O
perucTpauuy gepskartesist Ui Biagenblia
perucTpaloHHOTrO YA0CTOBEpeHNS JIeKapCTBEHHOIO
rperiapara B KauecTBe HaJl0roriaTesbllyKa,
CBeLleHMs O perncTpauuy Mpou3BOAUTEI
JIeKapCTBEHHOTIO Iperapara [y MegULHCKOTO
IIpYMEeHEeH)s B KaueCTBe HaJIoroIlIaTe/bl/Ka B
CTpaHe perucTpaumu (Ias1 POCCUICKUX IOPUINYECKUX
JIUL - UIeHTU(PUKALVMOHHbI HOMep
Hanoromnnarensivika (MHH), nias MHOCTpaHHBIX
IOPUANYECKUX JIULL - CTPaHa perucrpanumu,
HaJIMeHOBaHMe PerucTpMUpPYyroLero opraxa,
perucTpaluyoHHbIN HOMep, KOJ, HaJIOroIllaTeIbIIuKa
B CTpaHe perucrpauuy (MHKOPIIOpaLuyn) Ui ero
aHaJIor), MeCTO HaXOXIeHUs [IPOM3BOLCTBEHHbIX
IJIONIAJI0K, YYaCTBYIOIIMX B IIpoLjecce IIPou3BOACTBA
JIeKapCTBEHHOIO IIperapara, ¢ ykasaHueM CTagun
rporecca Ipou3BOJCTBA;






0) HaMMeHOBaHMe JIeKapCTBEHHOTO TIpernapaTa
(MeXIyHapooHOe HelaTeHTOBaHHOe, MU
TPYNIIMPOBOYHOE, UM XMMUYECKOe U TOPTOBOe
HauMeHOBaHMs), a B C/Tyyae OTCYTCTBUS
MEXIYHAapOJHOTO HelaTeHTOBAaHHOTO
HaMeHOBaHMS - HaMMeHOBaHMe, B COOTBETCTBUM C
KOTOPBIM JIeKapCTBEHHBI ITperapar BKJIIOUeH B
repeveHb XXM3HEHHO HEOOXOIMMBbIX U BasKHeEM X
JleKapCTBEHHBIX TMIpernapaTos;

B) HOMep PErUCTPALIOHHOTO YIOCTOBEPEHS
JIeKapCTBEHHOTO Ipernapara;

r) JIeKapCTBeHHast GopMa C yKa3aHMeM J03MPOBKMU
JIeKapCTBEHHOTO MperapaTa U ero KoJu4ecTBa BO
BTOPUUHO (ITOTPeOUTENbCKOI) YIIAaKOBKE, a TaKKe
KOMIIJIEKTHOCTD;

1) 3aperMCTPUPOBAHHAs MTpee/ibHast OTITYCKHAs
1[€Ha TIPOM3BOANTEIS Ha JIEKAPCTBEHHBIN ITpernapar B
pyonsix;

€) Jara 1 HoMep Inpukasza MmuHucTepcTBa
3apaBooxpaHeHus Poccuiickoi @egepaiy o
rOCyLapCTBEHHO perucrpauuu (mepeperncTpalun),
obs13aTepHO epepeructparum B 2019 - 2020 romax
NpeneibHOM OTITYCKHO L€HbI TPOU3BOAUTES Ha
JIeKapCTBEHHBII Tperapar;






e(1)) mata 1 HOMep npuKa3a MMUHUCTEpPCTBA
3apaBooxpaHenus Poccuiickoit ®emepanyu o6

YCTaHOBJIEHUY MIPeAe/IbHOM OTITYCKHO 1[€HbI
MMPOM3BOANTES Ha JIEKAapPCTBEHHBIN IIpenapar B
COOTBETCTBUM C 4acThiO 9 cTaTbu 61 @egepasbHOTO
3akoHa "06 o6palleHNy JIeKapCTBEHHBIX CPEICTB";

) IITPUXOBOI KOJI, HAHECeHHbBI Ha BTOPUUHYIO
(MOTpe6UTETBCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
rperapara;

3) KOJI JIeKapCTBEHHOTO IIperapara 10 aHaTOMO-
TepaneBTUYeCKO-XMMMUUeCKo Kiaaccudukaumm,
peKOMeHI0BaHHOV BceMupHOI opranusanuein
31paBOOXpaHeHMs.

6. BHeceHMe B peecTp peeCTpOBOI1 3aIIUCH
OCYIIIECTBSIETCS HA OCHOBAHUM CBEIEHMIA,
MOJIyYEeHHBIX TP TOCYAAPCTBEHHO perucTpanumn
(mepeperucTpaiumn), 06s13aTebHOM
nepepeructpauuy B 2019 - 2020 rogax npenenabHOI
OTITYCKHOJ II€HbI IPOU3BOAUTEJIS Ha JIEKAPCTBEHHbIN
rpernapar, B TedeHue 1 pabouero gHS CO IHS:

MIPUHSTHUS pellieHns O TOCyAapCTBEHHON
perucTpauum npeaeabHO OTITYCKHON 1€HbI
MPOM3BOANUTE/IS HA JIEKApCTBEHHBI IIpernapar;

MIPUHSITUS PEIIeHNs O TTepeperucTpaiuu npenaeabHon






OTITYCKHOIA I[€HbI IPOU3BOIMUTEJISI Ha JIeKapCTBEHHbI
mpernapar;

TIPUHSITHS pelieHust 06 06s13aTeTbHOI
nepepeructpauyuu B 2019 - 2020 rogax rpeznenbHOM
OTITYCKHOM 11€HbI IPOU3BOAUTES HA JIEKAPCTBEHHbIN
npernapar;

OpUHATHUS MUHUCTEPCTBOM 34paBOOXpPaHeHUS
Poccuiickoit ®emepauyy perieHust 06 yCTaHOBJIEHUU
MpeeabHOM OTITYCKHOM LIeHbl MTPOU3BOAUTENS Ha
JIeKapCTBEHHBI IIperapaT B COOTBETCTBUM C YaCTbIO
9 cratbu 61 ®emepanbHOro 3akoHa "O6 obpaleHUn
JIeKapCTBEHHBIX CPeLCTB".

[Ipu rocymapCTBEHHOI IlepeperucTpanyy peecTpoBas
3aIUCh O TOCYAAPCTBEHHON perncTpanunn
3aperuMcTpPMpPOBAHHON IMpeAe/IbHOM OTITYCKHOM 1[€HbI
MMPOM3BOANUTES Ha JIeKapCTBEHHBIN IIpernapar
IOTIOJIHSIeTCSI HOMEPOM U JAaTOM pelleHus O
rnepeperucTpalum rnpeneabHOi OTITYCKHOM 1€HbI
MMPOM3BOANTES HA JIEKapCTBEHHBIN IIpenapar.

[Tpy npuHITUM MUHUCTEPCTBOM 3IPaBOOXpaHEHM S
Poccniickoit @enepauym penieHus o
repeperucTpannm, 006s13aTeIbHOM IepeperucTpannmn
B 2019 - 2020 romax npeenbHOM OTITYCKHOM L|€HbI
MMPOM3BOAMUTES Ha JIeKapCTBEHHbBIN IIpernapart
COOTBEeTCTBYIOIIAsI MHDOpMAIMSI BHOCUTCS B






peecTpOoBYIO 3aMMCh C YKa3aHMeM HOMepa U IaThl
pelIeHus o IepeperucTpauyn, 0o6s13aTeIbHO’

nepeperucrpauyu B 2019 - 2020 ropmax.

7. BHeceHMe U3MeHeHUI B peeCTPOBYIO 3aMUCh
OCYIIIECTBISETCS B YACTU:

U3MEHEHMS CBeIeHUI O perucTpauum aepsxaress
WJIN BIaAesbla perucTpalnyiOHHOro YIOCTOBEpeHUSs
JIeKapCTBEHHOTO IperapaTa B KauecTBe
HaJIOTOIJIaTebIIVKA (OJ151 POCCUMCKUX IOPUAMNYECKUX
JIULL - UAeHTUPUKALVMOHHbBI HOMep
Hasororaarensiuka (MHH), niass MHOCTpaHHBIX
IOPUAMYECKUX JIUIL - CTPaHa PerncTpannm,
HaMMeHOBaHMe PerucTpUpPyIoLIero opraHa,
perucTpauMoOHHbI HOMeP, KOJ, HaJIOTOIIaTebIIMKa
B CTpaHe perucTpaunum (MHKOPIIOpaLyn) Uiamn ero
aHaJIor);

MU3MeHeHMs CBeJleHU O perncTpauun
MIPOM3BOANTEJIS JIEKAPCTBEHHOIO IIperapara IJist
MeJIULMHCKOTO IIpMMeHeH s B KaueCTBe
HaJIOTOIIJIaTe/IbII /KA B CTPaHe perncTpauun (s
POCCUMCKUX IOPUANYECKUX JINL] -
UIeHTU(PUKALVOHHBIV HOMEeP HalOoToIIaTe/IbIMUKa
(MHH), 11 MHOCTpaHHBIX OPUAMNYECKUX JIUL] -
CTpaHa perucrpauuy, HauMeHOBaHNe
percTpupymoILero opraia, permcTpalyoOHHbIN






HOMeD, KO/, HaJIOroIvIaTe/Ibl/Ka B CTpaHe
peructpauuu (MHKOPIopaln) Ui ero aHajior);

M3MeHeHVs HayiMeHOBaHMS JIeKapCTBEHHOTr' 0
npernapara (Me>XXIyHapOJLHOIO HellaTeHTOBAHHOTO,
WJIN TPYIIIIMPOBOYHOI0, WIU XMMUYECKOTI'0 U
TOProBOTO HAaMMEHOBAHUMN);

HamMCaHUs JeKapCTBEHHO (OPMBbI;
HamnMcaHus O3V POBKY JIeKapCTBEHHOTO MperapaTa;

M3MeHeHMs KO/ia JieKapCTBeHHOTO Ipernapara 1o
aHATOMO-TepareBTUUYECKO-XMMUIECKOi
KiIaccudukammm;

M3MeHeHMs iepskaTesisi Ui Baaaenblia
pPEeruCTPaLIOHHOTO YOCTOBEPEH NS JIeKapCTBEHHOTO
rperapara, ero OpraHm3aloOHHO-TIPaBOBO (GOPMbI;

M3MeHeHMs TPOU3BOAUTEISI, eT0 OPraHM3aIMOHHO-
MpaBoOBOJi OPMBI, apeca MPOU3BOIUTES
JIeKapCTBEHHOTO IMperapaTa mpu yCJI0BUN
COXpaHeHMsI ero MPUHAIJIEKHOCTU K TOCyIapCTBY -
yeHy EBpa3uiickoro 5KOHOMMUYECKOT0 CO03a WIn
MHOCTPAHHOMY MTPOU3BOAUTEIIO;

M3MeHeHMS HaUMeHOBaHM 1 MPpON3BOACTBEHHDbIX
IJIOMIaA0K, YU4aCTBYIOIIMX B ITpOoHecce Ipon3BOOCTBa
JIEKAPpCTBEHHOTIO ITperapaTa, MX MeCTOHaX0XKOeH S






MIpY YCJIOBUM COXPaHEHUS UX TMIPUHAIJIEXKHOCTU K
rocyapcCTBy - wieHy EBpasuiickoro 3SkOHOMM4YeCKOTO

CO103a MJIM NUHOCTPAHHOMY ITPOU3BOIUTEITIO;

M3MEHEeHMs] HOMepa PerucTpauoHHOrO
yIOCTOBEPEHMS JIEKaPCTBEHHOTO Tperapara;

M3MeHeHMs WTPUXOBOTO KOJa, HAHeCEeHHOro Ha
BTOPUYHYIO (TTOTPEOUTENTBCKYIO) YITAKOBKY
JIeKapCTBEHHOIO Iperapara;

M3MeHeHMs] KOMIUIEKTHOCTHU JIeKapCTBEHHOTO
npenapara (IIpu yCJIOBUM OTCYTCTBUS U3MEHEHMUSI ero
KOJIMYeCTBa BO BTOPUYHOI (TTOTPeOUTETbCKOI)
YIIaKOBKe);

U3MeHeHMs GOPMbI BBIITyCKa JJeKaPCTBEHHOTO
pemnapara, COIIOCTaBMMOI I10 JIeKapCTBEHHOM
(bopme, 1o3upoBKe (KOHIIEHTPALIM, aKTUBHOCTY B
eIMHUIIAX AeMCTBUS) U 00IeMy KOJIMYECTBY BO
BTOPUYHO (TTOTPe6UTENbCKOII) yIIaKOBKe (32
UCK/IIOUeHMEeM C/TydaeB, MpeayCMOTPEHHBIX ITYHKTOM
25 IMpaBwI rocygapCcTBEHHO perucTpann u
rnepeperucTpalum yCTaHaBIMBAEMbIX
MMPOU3BOAUTENSIMU JIEKAPCTBEHHBIX TTPeIapaToB
Mpee/bHbIX OTITYCKHBIX II€H Ha JIeKapCTBEHHbIE
penaparhbl, BKIIOUeHHbIe B IlepeuyeHb KM3HEHHO
HEeOOXOIVMMBIX M BaXKHEMIIMX JI€KaPCTBEHHBIX
MpernapaTroB, YTBEPKIEHHbBIX [TOCTAHOBIIEH/EM






[TpaBuTenbcTBa Poccuiickoit ®eneparym ot 29
okTs16ps 2010 r. N 865 "O rocymapcTBEHHOM

peryaMpoBaHuM 1IeH Ha JleKapCTBeHHbIE Mperaparhl,
BKJIIOUEHHBIE B IIepeveHb KM3HEHHO HeOOX0IVIMbIX 1
BaKHENIIMX JIeKapCTBEHHBIX IIpenapaToB”).

BHeceHMe yKa3aHHBIX M3MEHEHMI OCYIEeCTBIISIETCS
Ha OCHOBAHUM 3asiBJIeHMSI IepsKkaTes UK BJIageiblia
PErucTpalMOHHOIO0 YAOCTOBEPEHMS JIEKAPCTBEHHOTO
npermnapara (YyroJJHOMOYEHHOTO UM JIUIIA),
MpeICTaB/IsIEMOro Ha 6yMaskHOM HocuTeje (B 1
9K3EMILJISIPE) U B JIEKTPOHHOM BUEe 110 hopme
COTJIaCHO NPWIOXKeHUI0, MUMHMCTEePCTBOM
3apaBooxpaHeHust Poccuiickoit @enmeparivm 6e3
cornacoBaHus ¢ DeepasibHON aHTUMOHOIIOJIbHOM
CTY>K0071 ¢ coXpaHeHMeM I0CaeTHe
3aperuMcTPMpPOBAHHON LieHbI Ha JJeKapCTBEeHHBIN
mnmpenapar.

MuHUCTEPCTBO 3ApaBOOXpaHeHns1 Poccuiickoi
@enepalyu Mo pe3yiabTaTaM BHECEeHMS U3MeHeHUl B
peecTpOBYIO 3aIIUCh BbIAAET AepyKaTeslo Win
BJIa[I€JIb1IY PETUCTPALMOHHOIO yIOCTOBEPEHUS
JIeKapCTBEHHOrO mpermnapara (yIoJJHOMOUYeHHOMY UM
JIUITY) BBITIMCKY U3 peecTpa.

JomycKkaeTcsl BHECEHMe U3MeHeH T B peecTp 6e3
cornacoBauus ¢ deepanbHOi aHTMMOHOIIOIbHOM






CJTY3K0071 ¢ coOXpaHeHMeM Ioc/IeIHe
3aperuCcTpUpPOBaHHOM 1LIeHbl Ha JIeKapPCTBEHHbIN

rnpermnapaTt MHOCTPaHHOT'O IMPpOMU3BOACTBA IIPA
BHECEeHMU M3MeHEeHM I B peeCTPOBYIO 3aIIMCh B YaCTU
M3MEHEHNMA MHOCTPAaHHOTO ITPOM3BOANTEJISA Ha
IIPOU3BOAUTEIISA IrOCYyOdapCTBaA - YIE€HA EBpaBMﬁCKOFO
9KOHOMMYECKOIO CO103a.

CoOTBeTCTBYIOIVIE U3MEHEHMSI BHOCSTCS B
peecTpOBYIO 3aIIUCh C YKa3aHMEM HOMepa U aThl
BHECEeHMS M3MeHEeHUI.

8. IIpu BHeCceHUM U3SMEHEHUI B peeCTPOBYIO 3aIIUCh B
COOTBETCTBUM C MyHKTOM 7 HacTtoswux [Ipasun B
ciaydae, eCcJi B paMKax OOHOTO PerncTpanyiOHHOTO
YA 0CTOBEepEeHMS JIEKAPCTBEHHOIO Ipernapara
3aperucTpUpPOBAHO HECKOJIBKO MpeaeabHbIX
OTITYCKHBIX II€H MPOMU3BOANUTEIEI Ha ATOT
JIEKapCTBEHHBIN IIperapar C TaKUMU Ke
JIeKapCTBEHHOI (OPMOi1, JO3MPOBKOI U
KOJINYECTBOM BO BTOPUYHO (IIOTPEOUTETHCKOI)
YIIaKOBKe, TO TOCJIeIHSIS 3aperuCTpUPOBAHHAS 11eHa
ornpeesnsieTcs ¢ y4eTOM KOMITJIEKTHOCTU
JIeKapCTBEHHOTrO mperaparta, GOpMbI BBIITyCKa
JIEKapCTBEHHOTO TperapaTa U CTPaHbl-
MIPOMU3BOAUTES JIEKAPCTBEHHOIO ITpernapara
(TTpOU3BO/ICTBEHHBIX TUIONIA/IO0K, YUACTBYIOIIUX B
rpo1iecce IpOU3BOACTBA JIEKAPCTBEHHOTO






rperiapara).

9. CBegeHMs O TOCYIapCTBEHHOM perucTpanmm
(mepeperucTpanum), 06s13aTeIbHOM
nepepeructpauyuu B 2019 - 2020 rogax rpeznenbHOM
OTITYCKHOM 11€HbI IPOU3BOAUTES HA JIEKAPCTBEHHbIN
pemnapar Io/JjieskaT UCKIIOUYEHNIO 3 peecTpa B
ciayvae:

a) IpeCcTaB/IeHNs epkaTesieM UM BilafesbleM
perucTpaluoHHOTrO YA0CTOBEPeHNS JIeKapCTBEHHOTO
npernapara (YIIoJJHOMOYEHHOIr'0 UM ML) 3asBIeHUs
00 VCK/TIOUeHUY CBeIeHUI U3 peecTpa B CBSI3U C
OTCYTCTBMEM JIEKaPCTBEHHOIO Iperapara B
obpaiieHMM Ha TeppuTopum Poccuiickoii
®denepauuu;

6) MCKITIOUeHMSI TeKapCTBEHHOTO MTperapara u3
rOCyapCTBEHHOI'O peecTpa JieKapCTBEeHHBIX CPefiCTB
IJ1S1 MEAULIMHCKOTO IIPYMeHeH s

B) UCKJTIOUEHMSI JIeKapCTBEHHOTO Mpernapara u3
TepeyvHsI >XM3HEHHO HeOOXOIMMBbIX U BasKHEMIITNUX
JIeKapCTBEHHBIX ITperapaTos;

') UCT€UEHUS CPOKA TOOHOCTU 3aperUCTPUPOBAHHOTO
B Poccuiickoit @epepaiivu ieKapCTBEHHOTO
rnpemnapara, Cpok AeiCTBUS PErncTPalMOHHOTO

YO, 0CTOBEepeHMs KOTOPOTO UCTEK;






Il) OTMEHBI pellleHNMsI O TOCYIapCTBEHHOI
perucTpauyuy Wi nepeperucTpanyn, 06s3aTeabHOM

nepepeructpaimuu B 2019 - 2020 rogax rpeenbHON
OTITYCKHOM IIeHbl MPOU3BOAUTEJIS Ha JIEKAPCTBEHHbIN
nperiapar.

10. YIio/iTHOMOUYEHHOE JIUII0 IepsKaTess Uin
BJIafIe/iblla PETMCTPALMOHHOTO YIOCTOBEPEeHUS
JIeKapCTBEHHOTO IIperapaTa IpeacTaBiisieT
IOKYMEHT, TOATBEPKAA NI ero ITOTHOMOYMSI.

11. TIpu npuHsaTHUM MUHMUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit @enepaiiun pelieHus
006 VICKJTIOUeHUY CBeIeHUIA O TOCyJapCTBEHHOM
perucTpauyuu npeaeabHON OTITYCKHONM I€HbI
MPOU3BOANUTEJIS HA JIEKapCTBEHHBII IIpenapar
COOTBETCTBYIOIIAS 3alUCh IIPOU3BOAUTCS B peecTpe B
TeyeHMe 1 paboyero IHS CO IHS MPUHSITHUSI TAKOTO
pelleHNs C yKa3aHueM OCHOBaHUS U JaThl ero
TIPUHSATUSL.

12. PeecTp ny6smKyeTCcst Ha OpUIIMATBHOM CaiiTe
MuHMUCTEepCTBa 3ApaBoOXpaHeHuss Poccuiickoim
denepaiuy B MHGOpMAaIMOHHO-
TeJIeKOMMYHUKAIIMOHHOM ceTu "VIHTepHeT" U
OGHOBJISIETCSI €5KeJHEBHO C COXpaHEHMEM Ha caiTe
BCeX MpeAbIAyLI X pefakinii peecTpa.

13. IlHdopMaliys 0 3aperucTpupoBaHHbIX






IpenejabHbIX OTITYCKHBIX IT€HaX HpOI/IBBO,E[I/ITEJIeﬁ Ha
JIeKapCTBE€HHbIE ITperiapaTbl pa3MeliaeTcd B

arTeuyHbIX OPraHM3anUSIX B JOCTYITHOM JJIST BCEX
3aMHTePeCcOBAaHHBIX NI GOpMe C yIEeTOM
TPYIINMPOBKHU MO MEXIYHAPOIHbBIM
HernaTeHTOBaHHbIM HaMeHOBaHMSIM JieKapCTBEHHBIX
Mpernaparos.

14. CBegeHus, comepsKalecs B peecTpe, IBISIOTCS
OTKPBITHIMU ¥ OOIIeAOCTYITHBIMU U ITPECTABISIOTCS
3aMHTePeCOBAHHBIM JIMIIaM 6eCIIaTHO I10 UX
MMCbMEHHBIM 3aMPOCaM B BUJ€ BBINIMCOK U3 peecTpa
B TeueHMe 5 AHel co IHS MOCTYTIeHUS 3arpoca.

[Ipunoxeune

K [IpaBuiam BemeHUs
roCyJapCTBEHHOI O peecTpa
3aperuCcTpPUPOBAHHbBIX MPeeTbHbIX
OTIYCKHbIX II€H ITPOM3BOANTEEeN
Ha JIeKapCTBEHHbIe ITpernaparhl,
BK/IIOUEHHbIE B IepeuyeHb KU3HEHHO
HeOOXOJMMBIX M BaXKHEIIMX
JIeKapCTBEHHbBIX MpernapaToB

(bopma)

3AABJIEHNE
O BHECEHUN N3MEHEHWNIN B PEECTPOBYIO 3ar
permcTpaunm npenesibHblX OTMNYCKHbIX L






Ha J1eKapCTBEHHbIE MNpernapaTbl, BKJIIOYEHF
HeobXoONMbIX U BarKHENLINX NneKapcTs

3aaBUTENb
(HanmeHoBaHWe, NOYTOBbLIN aapec, ag
HepxaTens wWin Bnagesnel pPerncTpaumnoHHC
npenapaTa
(HanMeHoBaHMe, NOYTOBLIN aapec, aaf

N |Cragus [Tponssoautens |Axpec | CTpe
T1/T1 | TPOM3BOACTBA | (HaMeHOBaHMe)







N | Homep MexnayHaponHoe | Toprc
I/T1 | pEerMCTPALMOHHOTO | HelIaTeHTOBaHHOe, | HAauM
YAOCTOBEPEHMS WU
IPYIIIMPOBOYHOE,
WIN XMUYECKOoe
HaMeHOBaHMe
<*>
1 2 3 4
VII0JITHOMOUYEHHO€e
JIULI0
(¢.n.0.) | | (mOMKHOCTD) (op
KoHTakTHbIE Anpec
Teyie(OHBI 9JIEKTPOHHO
TOYThI
M.II. (mpu Hanmnumn)

<*> B ciyyae OTCYyTCTBUSI MeKIyHAaPOJHOTO
HeraTeHTOBaHHOTO HaVMeHOBaHMS B
pPEeruCTPaLIOHHOM YIOCTOBEPEeHUM JIeKAPCTBEHHOTO






IperiapaTa yKa3bIBaA€TCAd HaMMEHOBaHME
JIEKAPpCTBEHHOTIO IIperaparTa, Ipe1yCMOTPpEHHOeE
InepeyHeM JKM3HEHHO HeO6XOL[I/[MbIX U BaXKHEMIIMX
JIEKapCTBEHHbLIX IIpeIiapaToB.

<**> B cyiydasix, IpeLyCMOTPEeHHBIX TYHKTOM 25
[TpaBu rocynapCTBEHHOI PerucTpanun u
repeperucTpaly mpeaeabHbIX OTITYCKHbIX 1IeH
MpOM3BOANUTENIEN HA JIeKapCTBEHHbIE TTperapaThl,
BK/TIOUEHHbIE B ITepevYeHb KM3HEHHO HEOOXOIVIMBbIX U
BaKHE X JIeKapCTBEHHbIX ITPeIapaTos,
yTBepKOeHHBIX TTOCTaHOBIeHeM [IpaBuTenbCTBA
Poccuiickoit @egepauyu ot 29 okts6pst 2010 r. N 865
"O rocygapCTBEHHOM peryJMpoOBaHUM LIEH Ha
JIeKapCTBEHHbIE TIperapaThl, BKIIOUEHHbIE B
repeveHb KM3HEHHO HEOOXOIMMBIX U BasKHEM X
JIleKapCTBEHHBIX MTpernapaToB”, JOTIOJIHUTEIbHO
yKasbiBaeTcs (popma BbIITyCKa JIeKapCTBEHHOTO
rperapara, ¢ yueToM KOTOPOI pacCUMTHIBAETCS
Tipejie/ibHast OTITYCKHAS I[eHa ITPOM3BOIUTENIS 3a
MOTPeOUTENbCKYIO YITAaKOBKY JIeKapCTBEHHOTO
rpernapara.

YTBepKOeHbl

ITocraHoBieHueM I[IpaBuTeEIBCTBA
Poccuiickoi ®enepauuu

ot 29 okTsi6pst 2010 T. N 865






TIPABUJIA 5
VCTAHOBJIEHVS] OPTAHAMU MCIIONHATEIbHOU

BJIACTY CYBBEKTOB
POCCUVICKOU ®ENEPALIVU ITPENEJIBHBIX
PA3MEPOB OIITOBBIX HAJIEABOK
U MPEJEJIBHBIX PABMEPOB PO3HNYHBIX
HAJIIBABOK K ® AKTUYE CKUM
OTIIYCKHBIM IIEHAM, YCTAHOBJIEHHBIM
[TPOM3BOJUTEJISIMU
JIEKAPCTBEHHGBIX ITPEITAPATOB, HA
JIEKAPCTBEHHBIE ITPEITAPATHI,
BKJIIOUEHHBIE B ITEPEUEHD JKMI3HEHHO
HEOBXOJIVMBIX
1 BAJKHEMIINX JIEKAPCTBEHHBIX ITPEITAPATOB

1. OpraHbl UCIIOJTHUTETbHO BJIACTU CYyOBEKTOB
Poccuiickoit @egepauyyt MPUHUMAIOT peleHust 00
YCTAHOBJIEHUM U (MJIN) U3MEeHEeHUU ITpeie/IbHbIX
pa3MepoB ONTOBBIX HAJI0OABOK U MPeHeTbHbIX
pasMepoB PO3HMUHbBIX HAI0ABOK K (DaKTMUeCKUM
OTITyCKHBIM lLieHaM (6e3 yueTa Hajora Ha
I06aBIEHHYIO CTOMMOCTbD), YCTAHOBJIEHHBIM
MMPOU3BOANUTEISIMU JIeKapCTBEHHbBIX ITpernapaToB, Ha
JIeKapCTBeHHbIE TIperapaThl, BKIIOUEHHbIE B
repeyeHb JXM3HEHHO HEOOXOIMMBbIX Y BasKHEMIINX
JleKapCTBEeHHbIX MpernapaToB (Jajiee COOTBETCTBEHHO
- JIeKapCTBeHHbIe ITpenaparThl, pakTuyeckue
OTITYCKHbIE 1I€HbI [TPOU3BOANUTENEN, pellleHne), TToC/Ie






COTJIaCOBAHMS MIPOEKTOB pelleHni ¢ demepaibHOM
AHTMMOHOTIOJIBHOJ CITYyKOO0IA.

[IpenmenbHbIe pa3Mepbl ONITOBBIX Ha/I0ABOK 1
Trpejie/ibHbIe pa3Mepbl PO3HUYHBIX HaJI0ABOK K
(akTMUeCKMM OTIYCKHBIM IleHaM ITPOM3BOAUTEEN,
BBIpasKEHHbIE B IIPOLIeHTaX U auddepeHIIPOBaHHbIE
B 3aBUMCUMOCTHU OT CTOMMOCTU JIEKAPCTBEHHBIX
MperapaToB, yCTAHABIMBAKOTCSI B OTHOIIEHUN
OpraHu3alnmii OIITOBOM TOPTOB/IU JIEKAPCTBEHHBIMU
cpencTBamu (fajiee - OpraHm3alum ONTOBOM
TOPTrOBJIN), AlITEUHBbIX OpraHu3aLuii,
MHIOVBUAYAJIbHBIX IIPEeATIIPUHMUMATEIEN, UMEIOIINUX
JIUIIEH3MI0 Ha oCylllecTBieHre hapMalleBTUYeCKOoi
IlesITeIbHOCTU ([ajee - MHOUBUAyabHbIE
npeanpuHuMaTenan), MeOULIMHCKMX OpTraHu3aIuii,
MMEIOLIUX JIMLEH3UM Ha OCYILeCTBIeHNe
(apmalieBTHMUECKOI AeSITEeIbHOCTU, U UX
000Cc06IeHHBIX TOAPa3IeeHni1 (aMOyIaTopuii,
denpamepckux 1 debalepcKko-aKymepcKux
ITyHKTOB, IIEHTPOB (OTeIeHmit) 001Ielt BpaueOoHO
(cemeliHOI) MPaKTUKM), PACIIOIOKEHHBIX B C€JIbCKUX
MOCeJIeHUSIX, B KOTOPBIX OTCYTCTBYIOT aliTeuHbIe
opraHusauuu (gauee - MeJUIIMHCKNME OPraHU3alUN),
OCYLIECTBISIIOIIMX peann3aluio JIeKapCTBEeHHbIX
rpernapaToB Ha TeppuUTOpum cyobeKkToB Poccuiickoit
denepaln.






2. OpraHbl UCTIOJTHUTEJIbHOJ BIACTU CYObEKTOB
Poccuiickoit @egepaiii yCTaHABIUBAIOT

Trpejie/ibHbIe pa3Mepbl OIITOBBIX HAaI0ABOK U
rpejie/ibHbIe pa3Mepbl pPO3HUYHBIX HAJJ0ABOK K
(akTHUeCcKUM OTITYCKHBIM LieHaM ITPOU3BONUTENeN B
COOTBETCTBUM C METOOUKOI, yTBep>KaaeMoit
denepaibHON aHTUMMOHOIIOJBHOI CTy>k6071 (masee -
MeTOMIMKA), UCXOISl U3 CIeAYIOIIMX TPUHIIUIIOB:

a) BO3MellleHVe OpraHu3alusiM OIITOBOI TOPTOBJIHN,
arTeYHbIM OPraHU3aMSIM, UHAVBUIYATIbHBIM
MpeANpMHUMATENSIM U MeAUMHCKUM
opraHm3anysiM 3KOHOMUYeCK 060CHOBaHHBIX
3aTpaT, CBSI3aHHBIX C 3aKYIKOI, XpaHEHNEM U
peanm3saiiueii JeKapCTBEeHHBIX MPenapaToB;

0) yueT pasmepa MpuObLIM, HEOOXOAMMOI IS
obecrieyeHust OpraHm3anuit OrToBOI TOPTOBIIN,
alTeYHbIX OpraHu3aluii, MHAUBUIYaTbHbIX
pearpuHuMaTenein u MeAUIIMHCKX OpraHu3aimii
cpencTBaMM Ha O6C/TyKMBaHMeE IIPUBJIEUEHHOTO
KamuTanaa u GuHaHCUPOBaHME IPYTUX
060CHOBAHHBIX PACXO/IOB;

B) YUET B CTPYKTYpe HaZ0aBOK BCEX HAJIOTOB U MHBIX
00s13aTe/IbHBIX IJIATEXKEl B COOTBETCTBUMA C
3aKOHOaTenbCTBOM Poccuiickoit denepauyim.

3. OpraH UCIIOJIHUTETBHO BIACTU CYO'beKTa






Poccuiickoit @enepaliviy Halpas/iseT IIPOEKT
penieHus B @enepasibHYI0 aHTUMOHOTIIOJIBHY IO

CITYKOY.

4. K mpoekTy pelieHNs IpUIararTcs cleayouye
IOKYMEHTbI, 3aBepeHHbIe PYKOBOJAUTEIEM UJIN
3aMeCTUTe/IeM PYKOBOJAMUTE/ISI OpraHa
MCIIOJTHUTEIbHOM BJIacTu cy6bekTa Poccuitckoii
®enepauyu:

a) MOSICHUTEIbHAS 3aMMCcKa, CoAepsKamasi B TOM
yycae 060CHOBaHME HEOOXOAMMOCTH YCTaHOBIEHNS
WM TIepecMOoTpa IpeaebHbIX Pa3MepPOB OITOBBIX
Ha0aBOK U Ipee/IbHbIX Pa3MepPOB PO3HUUHBIX
Ha/0aBOK K (aKTUYECKUM OTITYCKHBIM IIeHaM
MIPOU3BOINUTEIEN;

6) pacueTsl MpeieIbHbIX Pa3MepPOB OMTOBBIX
Ha0aBOK U Ipee/IbHbIX pa3MepOB PO3ZHUUHBIX
Ha0aBOK K (DaKTUYECKUM OTITYCKHBIM LieHaM
IIPOU3BOANUTEJIeN, OCYIeCTBIEeHHbIe OPraHOM
MCIIOJTHUTEIbHOJ BJIacTU cybbekTa Poccuiickoit
®depnepaliy B COOTBETCTBUM C METOAMUKOM, I10
dbopmamM, yTBepKIEHHBIM METOAMKOI, B hopMaTe
9JIEKTPOHHBIX a6710HOB DemepaabHOI
rocyapCTBeHHOM MH(POPMAIMOHHO CUCTEeMBbI
"EnqunHast nvHGopMalMoOHHO-aHATUTUYeCKast
cucrema’.






5. TIpoeKT peleHus ¢ IpUaaraeMbIMu K HeMY
IOKyMEHTaMM, YKa3aHHbIMM B ITYHKTE 4 HaCTOSIINX

[TpaBui, npexncrasnsieTcs B PenepanbHyO
AHTMMOHOTIOJIbHYIO CJTY3KOY B TMCbME@HHOM BUJie WK
B BUJI€ 3JIEKTPOHHOT'O JOKYMEHTA, ITOAIIMCAaHHOTO
YCUJIEHHOV KBaIM(PULIMPOBAHHO 371eKTPOHHOM
MOAINCHIO, @ TAK)Ke Ha aZipec 3J1eKTPOHHOM IMOYThI
denepasibHOM AaHTUMOHOIIOABHO CITYKOBI.

[TpoexT perenus peructpupyetcs B GenepanbHO
AHTMMOHOTIOJIBHOJ CJTy3kOe B yCTaHOBJIEHHOM
TOpSIKe.

6. ®emepabHasi aHTMMOHOIIO/IbHAS CTy>kK0a B
TeueHue 30 pabouuMx JHEeN co THS perucTpaumumn
IIPOeKTa pellleHNs HallpaBJseT B OpraH
MCITOJIHUTEIBbHOI BIacTH CyobekTa Poccuiickoii
denepanyy IPUHSTOE €10 PelleHNe O COIIaCOBAHUM
MpoeKTa pelieHus nbo 06 oTkase B ero
COIJIaCOBaHUN.

7. B cyrydae HEOO6XOAMMOCTY YTOUHEHUS U (VIJTN)
IOTIOTHEeHUSI CBeJleHUI, COnepyKallXcs B
IOKyMEHTaXx, yKa3aHHbIX B ITyHKTe 4 HACTOSIILINX
[TpaBw1, opraH UCIIOJHUTENbHOI BJIACTU CyOBeKTa
Poccuiickoit @enepaiiyiy rpeCcTaBisieT Mo 3anpocy
denepa/ibHOM AaHTUMOHOIIOIBHO CITY>KOBI
COOTBETCTBYIOIIYIO JOKyMEHTaJIbHO 0POpPMIIEHHYIO






MHOOpMAaIHUIO.

Cpok npecTaBiaeHsI OpraHOM UCIIOJTHUTETbHO
BJacTU cybbekTa Poccuiickoit @emepanm
3aMpoIIeHHO MH(pOpMaLMM He MOKET IIPeBbIIIaTh
15 paboumx mHe co AHS IMOTyUYeHMs 3armpoca
denepasibHOM AaHTUMOHOIIOABHO CITY>KOBI.

[Ipu 5TOM 06IIMIT CPOK PACCMOTPEHMS TOKYMEHTOB
denepanbHOI aHTUMOHOIIOJIBHOM CITY3KO007 He
MOXKeT ITPeBBIIIaTh CPOK, IIPeTyCMOTPEHHBbI
MTyHKTOM 6 HacTosmux [IpaBui 1 a63aiieM BTOPbIM
HaCTOSIIEro MyHKTa.

[Ipy HeMoCTyTIJIEeHU OT OpraHa MCIOJIHUTEIbHOM
BJacTu cyobekTa Poccuiickoit demepauny B
YCTaHOBJIEHHBII CPOK 3aIIPOIIEHHO JOKYMEHTAIIbHO
odbopmneHHo nHpopmanuu demepaabHas
aHTMMOHOTIOJ/IbHAS CTy>K06a B TeueHMe 5 pabounx
JIHEe CO THS MCTeueHUs 00IIero Cpoka MpyuHuMaeT
peleHye 00 0TKa3e B COIIaCOBaHUM ITPOEKTa
perieHus.

8. OCHOBaHMSIMU J/I51 OTKa3a B COIJIaCOBAaHUM
MMPOEKTA pelIeHns SIBJISTIOTCS

a) HeCOOTBETCTBME PACUETOB Mpee/IbHbIX pa3MepOB
OIITOBBIX HaI0ABOK U IIpeIe/IbHBIX Pa3MepOB
PO3HUYHBIX HAZ0aBOK K (PAKTUUYECKMUM OTITYCKHBIM






JeHaM I'[pOI/IBBO,H,I/ITeJ'IeI;'I pacueTam,
npeayCMOTpE€HHbBIM METOILMKOfI;

6) mpexcrasieHe B OefepasbHyIO
AHTMMOHOTIOJIbHYIO CJTY3KOY YKa3aHHBIX B ITYHKTeE 4
Hactosmux [IpaBuil JOKYyMEHTOB, COAepsKalluxX
He[0CTOBEepHbIe CBeleHMs ;

B) OTCYTCTBMeE B IIPe/ICTaBJI€eHHbIX JOKYMEHTAaX
cBeneHM, TpeGyeMbIX B COOTBETCTBUM C METOMUKOIA;

') IpeAcTaBIeHe HEeITOJHOr0 KOMILJIEKTa
IOKYMEHTOB, YKa3aHHBIX B IYHKTE 4 HACTOSIIUX
[IpaBw;

Il) HeIIOCTYIUIEHM e OT OpraHa UCIIOJIHUTEeIbHOMI
BiacTu cyobekTa Poccuiickoit @emepaiinu B CpoOK,
yCTaHOBJIEHHbII a63a1ieM BTOPbIM ITYHKTA 7
HacTosux [IpaBui, 3anponIeHHOV JJOKYMEeHTaAbHO
odbopmieHHO MHDOpMAIUA.

9. Undopmaiius o coriacoBaHum Jinbo 06 oTKase B
coryiacoBaHuu PemepaabHON aHTMMOHOIIOIbHOM
CJIY3K007 ITPOeKTa pelieHus He Mo3aHee 3 paboumx
IHEe COo THS MPUHSATHUS pelleHNs pa3MellaeTcs
Cy>k6071 Ha ee opuIIMaTbLHOM CaiiTe B
MHGOPMAIMOHHO-TeJIEKOMMYHUKAIIMOHHO CeTn
"UnTepHer".






10. OpraH UCITOTHUTEIbHO BJIACTU CyObEKTa
Poccuiickoi @epepaliviy IpMHUMAET pellleHne B

CPOK, He mpeBbImaouui 10 pabounx qHei co THS
npuHATHUS OelepalbHON aHTMMOHOMOIbHOM
CJTY3K0071 pellieHMsI O COT/IaCOBaHMM MTPOEKTa
peleHus.

11. OpraH UCITOTHUTEIbHO BIACTU CyObEKTa
Poccuiickoit @egepaiiyyt B TeueHue 3 paboumx JHei
CO IHS TIPUHSITUS PellleHUs MpeiCTaBsIeT B
denepaibHYI0 aHTMMOHOIIOJIBHYIO CITY3KOY KOITHUIO
pellleHNs], @ TakKKe HalpaBsJjseT KOIIUIO pelleHus B
denepasibHYI0 aHTMMOHOITOJIBHYIO CJTY3KOY Ha ee
aapec 3J1eKTPOHHON MMOYTHI.

12. OpraH UCITOTHUTEIbHO BIACTU CyObeKTa
Poccuiickoit ®egepaiiiy He MeHee yeM 3a 10
pabounx gHe 10 AHS BCTYIUIEHUS B CUITY pelleHMUsI
pasMeliaeT MHPOPMAIMIO O IPUHSITOM pellleHU! Ha
ero opuIMasbHOM caiiTe B MHPOPMAILIMIOHHO-
TeJIeKOMMYHUKALMOHHOM ceTu "VIHTepHeT".

13. 3a nipencrasiieHne B enepaabHYIO
AHTMMOHOTIOJIbHYIO CJTY3KOY TOKYMEHTOB,
comepKaluxX HeJOCTOBepHbIe CBeIeHMS,
PYKOBOAMTEJIb (3aMeCTUTE/Ib PYKOBOJAUTEJIST) OpraHa
MCTIOJIHUTETbHOM BJIACTU cyobeKTa Poccuiickoin
@enepaliy HeceT OTBETCTBEHHOCTD,






MpeayCMOTPEeHHYI0 3aKOHOAATeIbCTBOM Poccuiickoit
denepaln.

YTBepKOeHbI

rocraHoB/ieHnem [IpaBuTenbCTBa
Poccuiickoit @emepatiin

oT 29 okTs6ps 2010 r. N 865

I[TPABUJIA
®OPMUMPOBAHNA OTITYCKHbBIX LIEH HA
JIEKAPCTBEHHBIE ITPETIAPATHI,
BKJ/IIOYUEHHBIE B ITEPEYEHD )KMI3HEHHO
HEOBXOJIMMbIX I BAXKHEMIINX
JIEKAPCTBEHHDBIX ITPEITAPATOB,
OPTAHM3AILIMSIMU OITTOBOM TOPTOBJIN,
AIITEYHBIMU OPTAHU3ALINAMU,
VHIVBUAYAJIbHBIMU ITPEATIPUHMUMATEJISIMUA
N MEJULIMHCKVMU OPTAHU3ALISAMU

1. Opranusauym orTOBOM TOProOBIN
JeKapCTBEHHbIMY CPeJICTBAMU (Jjajiee - OpraHM3alun
OIITOBO¥ TOPrOBJIN) OCYILECTBISIOT peaan3annuio
JIeKapCTBEHHBIX MpernapaToB, BKIIOYEHHbBIX B
repevyeHb )XM3HEHHO HEOOXOAMMBIX U BaXKHENIINX
JIleKapCTBEHHBIX MpernapaTos (Jajee -
JleKapCTBeHHbIe TMpernaparhl), 1o IjleHaM, YPOBEeHb
KOTOpBIX (6€3 yueTa Hajiora Ha I06aBJIeHHYIO
CTOMMOCTb) He LOJIKEH MPEBBIIIATh CYMMY






(akTUUeCcKoi OTITYCKHO¥ 1IeHbI TPOU3BOAUTEIS
JleKapCTBEHHOTrO mpernapara (gajiee - hbakTuueckas
OTITYCKHAY 1leHa TPOU3BOIUTEIS), HEe MPEBbIIIAIOIIE I
3aperucTPUPOBAHHONM MUY TTlepeperuCcTpUPOBAHHOM
TpenebHOM OTITYCKHOM LeHbI TPOU3BOAUTES (Ha
JaTy peaan3aluy JJeKapCTBEHHOrO Ipernapara
MPOM3BOIUTEIEM), ¥ pa3Mepa OITOBOI Ha0aBKM, HE
MpeBbIIaIIel pazMepa npeae/ibHOV ONTOBOM
Ha/J0aBKM, YCTAHOBJIEHHOJ B CyObeKTe PoccuiicKoii
®epepauyy. Opranusanum OMTOBON TOPTOBJIN
YUUTHIBAIOT HAJIOT Ha 10OABIIEHHYIO CTOMMOCTD B
LieHe peajn3aliu JeKapCTBEHHOrO Iperapara B
MopsiJike, yCTaHOBJIEHHOM 3aKOHOAATe/IbCTBOM
Poccuiickoit ®egepanin.

2. CyMMapHbIif pa3Mep ONTOBbIX HAaJI0ABOK,
NoJjIeXKallux pUMeHeH U0 BCeMy OpraHu3auusimMmu
OIITOBOJ TOPrOBJIY, YYAaCTBYIOIIVMMU B pean3anumn
JIeKapCTBEHHOrO Mperapara, paCCUMTaHHbIN UCXOs
13 GhakTUUeCcKoit OTITYCKHO¥ 1[eHbl TPOMU3BOAUTES,
He JI0J/DKEH IPeBbIlaThb COOTBETCTBYIOLI ML
npefenbHbIN pa3Mep ONTOBOI HalO6aBKH,
YCTAaHOBJIEHHBIV OPraHOM MCIIOJTHUTE/IbHOV BIaCTU
cyobekTta Poccuiickoii @enepaiiyiy, Ha TEPPUTOPUIO
KOTOPOI'0 OCYILIeCTBJISIeTCS [IOCTaBKa
JIeKapCTBEHHOrO Ipernapara.

3. Opranusanuuy ONTOBO TOPTOBJIU, UMEIOII /e






CTPYKTYpHbIE TToApa3aeeHus pPO3HUYHOI TOPTOBJIN,
MOryT (GOpMUPOBATh PO3HUYHbIE II€HbI Ha

JIeKapCTBEHHbIe IperapaThl C IpYMMeHeHeM
OJTHOBPEMEHHO OIITOBOI 1 PO3HMUYHOI Haf0aBOK K
(akTHUeCcKoii OTITYCKHOJ LieHe TTpon3BoauTess (6e3
HaJiora Ha 100aBIeHHYI0 CTOMMOCTb), CYMMapHbIi1
pasMep KOTOPBIX He NOJIKeH MPeBbIlaTh
peeabHbI pa3Mep OITOBOV U PO3SHUYHOM
Ha/10aBOK COOTBETCTBEHHO, YCTAHOBJIEHHbIX B
cyobekTe Poccuiickoit @emepariyn, mpu yCI0BUN
BeJleHUs pa3ebHOrO yuyeTa OITOBOM U PO3HUYHOM
TOPTOBJIN.

4. Opranusanuu OITOBOI TOPrOBJIN, PeAIU3YIOlINe
JIeKapCTBEHHbIE ITperapaThl MOTPeOUTEISIM 110
JOTOBOPY KOMUCCUU (KOMUTEHTHI) OT UMEHU
OpraHu3aluii pPO3HUYHON TOPrOBIAU
(KOMMCCUOHEPOB), MOTYT (GOPMUPOBATH OTITYCKHYIO
IIeHY Ha JIeKapCTBEHHBIN TIpernapar ¢ IpuMeHeHueM
OJJTHOBPEMEHHO OIITOBOI 1 PO3HMUHOI Haf0aBOK K
(akTMUeCKOIi OTITYCKHOJ IIeHe ITPOMU3BOAUTEIS,
CyMMAapHbIii pa3Mep KOTOPBIX He JOJDKEH MPEBbIIATh
npeneabHbIA pa3Mep ONTOBOM U PO3SHUYHOM
Ha/16aBOK COOTBETCTBEHHO, YCTAHOBJIEHHBIX B
cyobekTe Poccuiickoit @emepanyn.

5. AriTeuHble opraHu3aluy, MHAMBUIyaTIbHbIE
npeanpuHuMaTen, MMeolye JUIeH3UI0 Ha






(bapMa].[eBTI/ILIeCKYIO OedATe/JIbHOCTDb (,uanee -
MHONBUAYAJIbHbIE Hpe,I[HpI/IHI/IMaTeJ'II/I),

MeOUIMHCKMEe OpraHu3aluy, MMeoLye JIULEH3UI0
Ha hapMaleBTUUeCKYIO 1esTeIbHOCTh, U UX
060co61eHHbIe MToApa3aeeHus (aMOyIaTOpun,
denbaniepcke u Genbaliepcko-akyepckue
MTYHKTBI, LIEHTPbI (OTAeNIeHUs) 0011 eil BpaueGHO
(cemeliHOI) MPAKTUKN), PACIIOJIO’KEHHbIE B CETbCKUX
HaceJIeHHBIX ITYHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyvyHble OpraHu3alum (gajiee - MeIULIMHCKME
OpraHmMsalumn), OCYLeCTBIISIIOT peannu3aluio
JIeKapCTBEHHBIX MpernapaToB IO [leHaM, YPOBEHb
KOTOpBIX (6€3 yueTa Hajiora Ha 106aB/IeHHYIO
CTOMMOCTb) He NOJDKEH IMPEBbIIATh CYMMY
(akTMUeCcKoii OTITYCKHOVI 11eHbl IPOU3BOAUTEIS, He
MIpeBbIIIaoILeil 3aperncTPUPOBAHHON UM
rnepepermMcTpUpPOBAHHON IIpeeabHOI OTITYCKHOM’
LIeHbI IPOU3BOAUTES (Ha AATY pean3auun
JIEKapCTBEHHOTO TperapaTa Mpou3BOAUTeNIeM), U
pa3mep OITOBOI Ha0aBKM U (MJIN) pa3mep
PO3HMYHOJ HaiO0aBKY, HE ITPEBhIIIAIINX
COOTBETCTBEHHO pa3Mep IpeaebHOI OIITOBOM
Haa0aBKM U pasMep npeaeabHO pO3HUUHOM
Ha0aBKM, YCTAaHOBJIEHHBIX B CyObeKTe Poccuiickoit
Oenepanyu. AiTeUHbIE OpTaHM3al NN,
MHIVBYUIyaJbHbIE IPeAIIPUHMMATENN U
MeIUUMHCKME OpTaHu3al My YUUTHIBAIOT HAJIOT Ha






I00aBJI€HHYIO CTOMMOCTD B LieHe peaau3ain
JIeKapCTBEHHOIO Mperapara B IOopsiaKe,

YCTAaHOBJIEHHOM 3aKOHOJIaTe/IbCTBOM Poccuiickoin
®enepaun.

6. PazMep po3HMYHOI HagOaBKM, paCCUMTAHHBIN
ucxonast u3 (pakTUUeCKOi OTITYCKHO I[eHbI
MMPOU3BOAUTES, TIOAJIeKAIIMIA TPUMEHEHUIO
anTeYHbIMM OPTaHU3ALMUSIMU, UHANBULYATbHBIMU
NpearpuHUMaTeNIMM U MeIULIMHCKUMU
OpraHMu3alysIMu, OCYIIEeCTBISIOIMMY peaan3aluio
JIEKapCTBEHHBIX IIPerapaToB HA TEPPUTOPUNA
cyobekTa Poccuiickoit Deneparin, He TODKeH
MPEBbBIIIAaTh COOTBETCTBYIOIIMIA ITpeAe/ibHbI pasmep
PO3HMYHOI HaJ0aBKM, YCTAHOBJIEHHbI OPraHOM
MUCTIOJIHUTEIbHO BJIACTU 3TOTO CYObEeKTa
Poccuiickoit ®emepaniyn.

7. ITpu hbopMupoBaHUYM OpPraHU3aALUSIMU OTITOBOJ
TOPIOBJIY, alITEYHBIMM OPTraHU3aALUSIMY,
UHAVBUAYAIbHBIMY IIPeIIIPUHMUMATEISIMU U
MeIVUVHCKMMM OPraHU3alUsIMM OTITYCKHBIX LIeH Ha
JIeKapCTBeHHbIe TperapaThl C IpYMMeHeHeM
npefenbHbIX pa3MePOB ONTOBLIX HAZ0aBOK U (MJIN)
npefenbHbIX pa3MePOB PO3SHUYHBIX Ha/I0ABOK TaKkye
OTIIYCKHBIE LIeHbl OKPYIISIOTCS [10 MaTeMaTU4eCKuM
MpaBWJIaM OKPYTJIEHUS 0 COThIX yacteit py6ss. [Ipu
pacueTe IpMMeEHEHHbIX TAKMMU OpraHuU3alsIMU U






VMHOVBUAYAJIbHBIMU IIPpEAIIPUMHMMAaTEISIMU Ha,ZLGaBOK
OOITyCKaeTCd ITIOrpeIHOCTb, HE ITPEBLIIIAI0IITAs

pasMep OKpYIJIEeHUSI.

8. Ilox dakTMuecKoil OTITYCKHOI 1ieHOM
MMPOM3BOANTEJISI Ha JIEKapCTBEHHbBI Mpenapar
rocynapcCTBa - wieHa EBpasuiickoro 3SkOHOMM4Y€eCKOTO
CO0I103a ITOHMMaeTCcs 1eHa (6e3 Hajiora Ha
I00aBJIeHHYIO CTOMMOCTbD), YKa3biBaemas
MIPOM3BOAUTEIEM B COITPOBOAUTEIbHOM
IOKyMEHTAaIM} Ha TOBap M He IIpeBbIIIalolast
3aperMcTpPMPOBAHHYIO WU IIepeperucTpUPOBAHHYIO
NpeneibHYI0 OTIIYCKHYIO LIeHY IPOU3BOAUTENS Ha
JIeKapCTBEHHbIN TperaparT Ha JaTy nepegadmn
POCCUIICKOMY MOKYIIaTe0 (YIIOJTHOMOYEHHOMY UM
nuiy). [Tpu aToM akTHMUecKkast OTITyCKHasI IleHa
MIPOU3BOANUTENIS, YKa3aHHAsA B MHOCTPAHHON BaJloTe,
TepecunThIBAETCS B pyosiu 1o Kypcy LieHTpanbHOTO
6anka Poccuitckoit @emepaiiny Ha gaTy Iepemadn
JIeKapCTBEHHOTO IperapaTa IMpou3BOaUTeIeM
rocyaapcCTBa - wieHa EBpasuiickoro 3SkOHOMM4YeCKoTro
C0I03a POCCUICKOMY TTOKYIIaTeJII0
(YIIOITHOMOYEHHOMY UM JINILY) [0 TlepeaTOuYHOMY
aKTy MY MHOMY aHaJIOTUYHOMY JOKYMEHTY.

[Ton akTMUEeCKO OTITYCKHO 11€HO¥ MHOCTPaHHOTO
MMPOM3BOANTENS (32 UCKITIOUEHMEM TTPOU3BOAUTEIEN
rocyapcCTB - 4ieHOB EBpa3niickoro SKOHOMMUYECKOTO






COI03a) Ha JIeKapCTBEHHbI Mpernapar MOHMMAaeTCst
1jeHa (6e3 Hajora Ha J06aBIEHHYIO CTOMMOCTb),

yKa3bpIBaeMasi ”HOCTPaHHBIM ITPOMU3BOAUTEIEM
JIeKapCTBEHHOTO IIperapara B COIPOBOAUTEBHOM
IOKyMEeHTalu Ha TOBAap, Ha OCHOBAHMM KOTOPOJA
obopMIsIeTCsl TAMOXKEeHHasl JeKaapanysi, C y9eToM
pacxonoB, CBSI3aHHbBIX C TAMOKEHHBIM 0(pOpM/IeHNeM
rpysa (yIiaToi TaMOXXeHHbIX OLUIMH U COOpOB 3a
TaMokeHHOe oopMyIeHMe), He TIPeBbIIIaoast
3aperucTPUPOBAHHYIO UK [TePEPETUCTPUPOBAHHYIO
NpeebHYI0 OTIIYCKHYIO LIeHY IPOU3BOAUTEIISI Ha
3TOT JIeKapCTBEHHBIV MpernaparT Ha JaTy BbIITyCKa
TOBapa, YKa3aHHYI0 B TAMOXXeHHO feknapauyu. [Ipu
3TOM (paKkTHUeckas OTIYCKHasI IjeHa MPOU3BOAUTENS,
3aZleKJIapMpOBaHHasl B MHOCTPAHHOI BaJIlOTe,
repecunThIBaeTCs B pybsu 1o Kypcy LleHTpanbHOTO
6aHka Poccuiickoii @enmepaiiuy Ha naTy opopMIeHNs
TaMO>XeHHOJ JeKIapanun.

9. Peanu3anms 1eKapCTBEHHBIX IIpeIapaToB
OpraHM3auysiIMM ONTOBOV TOPTOBJIN, alITEYHbIMU
OpraHu3aluusiMu, UHAVUBUAYAAbHBIMU
NpearpUHUMATeISIMU U MeAULIMHCKUMU
OpraHM3aLUSIMU OCYILECTBIISIETCS IIPU HATUUNU
IIPOTOKOJIA COIVIACOBAHMSI 1€H ITOCTaBKYU
JIeKapCTBEHHBIX MpernapaToB, COCTABIEHHOTO 110
dhopmMme cornacHO NPUIIOKEHUIO, 38 UCK/IIOUEHUEM
JIeKapCTBEHHBIX ITPenapaToB, KOTOpbie He ObLIN






BKJ/IIOUEHBI B llepeveHb KM3HEHHO He0OXOIMMBbIX U
Ba)KHEJIIMX JIeKapCTBEHHbIX IIperapaToB Ha JaTy UX
prMobpeTeHNsT yKa3aHHBIMM OPTraHU3AIUSIMU U
MHAVMBUAYAIbHBIMU MIPEATIPUHUMATESIMMA.

10. TIpoTOKOJ cOracoBaHMs 1€H ITOCTaBKU
JIleKapCTBEHHBIX MperapaToB MOKeT ObITh CO3/aH B
BUJIe 9JIEKTPOHHOTO JOKYMEHTa, ITOANMCAHHOrO
YCWJIEHHOV KBaTUGUIIMPOBAHHOM 37IEKTPOHHOM
MOAMUCHI0 YIIOJTHOMOYEHHbIX JIUI] ITIOCTABIUKA U
TIOKYIIaTesIs.

[Mpunoxenne

K [TpaBuaam ¢hbopMMUpPOBaHMUS OTITYCKHbBIX
LIeH Ha JIeKapCTBeHHbIe Ipenaparhbl,
BK/IIOUEHHbIE B II€EpeUYeHb XU3HEHHO
HEOOXOAMMBIX Y BasKHEMIINX
JIEKapCTBEHHBIX TIPernapaTos,
OpraHmM3ausIMu OIITOBOV TOPTOBJIN,
anTeYHbIMM OPTaHU3ALUSIMMU,
MHIOVBUAYAJIbHBIMMU MIpeAPUHMUMATEISIMU
U MeOULIMHCKUMMU OPraHU3alUIMU

ITPOTOKOJI

COTJIaCOBaHMS 1IeH MTOCTaBKM JIeKAPCTBEHHbIX
rpernapaToB, BKIIOUEHHbBIX B IIepeueHb KM3HEHHO
HEO6XOIMMBIX M BaXKHEMIIMX JIeKaPCTBEHHBIX
rperapaToB







MOCTAaBII MK (OpraHu3alust OITOBOI TOPTOBJIN)

I10JIy4aTellb (OpI‘aHI/IBaI_U/IH OITTOBOJ TOProBJIN WIN

OpraHu3anus pO3SHUYHOM TOProBIu <1>)

MexnyHaponHoe |Toprosoe Cepus | IIpo
HeIlaTeHTOBAaHHOE | HAMMeHOBaHMe,
HaMeHOBaHMe JleKapCTBEeHHast
(xumumueckoe win | dopma,
IPYIIIMPOBOYHOE) |[A03UPOBKA,
KOJIMYECTBO B
MTOTPe6UTENTbCKO
YIIaKOBKe,
HITPUXOBOI KO,
1 2 3 4







(mopmucy d.n.0. | | (mognuce

YIIOJITHOMOYEHHOT' O YIIOJTHOMOYE€HHOT O

JIM1A TIOCTaBIIMKA LA ToTyvyaTess

- OpraHu3anumn - OpraHu3auumn

OIITOBOM OIITOBOI TOPTOBJIN

TOPTOBJIN) VIV OpraHu3alum
PO3HUYHO

TOPTOBJAM <1> -
yKa3aTb HYKHOE)

M.IL 20 . M.IL 20 .

<1> AnTeuHble OpraHu3anyum, MHIUMBUAYaIbHbIE
MpeAInpyuHUMATeN, UMelol/e JTUIeH3UI0 Ha
dbapmalieBTMUECKYIO eSITeIbHOCTh, MeAULIMHCKIE
OopraHusaluu, MMerwIye JULeH3MI0 Ha
(apMalieBTMUECKYIO IeSITeTbHOCTD, M UX
060co61eHHbIe MoApa3aeeHus (aMOyIaTOpuN,
denbaiepcke u penbalepcko-aKkylepckmue
MTYHKTBI, LIEHTPbI (OTAeNIeHNUs) 0011 eil BpaueGHO
(cemeliHOI) MPAKTUKN), PACIIOJIO’KEHHbIE B CETbCKUX
HaceJIeHHBIX ITyHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble OpraHuU3aluMm.






<2> 3aperncTpupoBaHHas IpeeabHas OTITYCKHAs
LleHa [IPOU3BOAUTE IS Ha JIeKapCTBEeHHDIN IIperapar
Ha JaTy peaJM3alum JeKapCTBEHHOTO Iperapara
MIPOU3BOANUTENIEM HA TeppuTopum Poccuiickon
®denepauyu.

<3> [Ipu yCTaHOBJIEHUU 1IeHbl MHOCTPAHHBIM
npousBoauTeneM (pakTuyeckas OTITyCKHas 1leHa Ha
JleKapCTBEHHbBI Mperapar yka3bIBaeTCs C y4eTOM
TaMOKE€HHOJ TOIIMHBI ¥ COOPOB 32 TAMOKEHHOE
odopmiieHne.

<4> JlaTa peanyu3aluy JIeKapCTBEHHOTIO IIpernapara
IIPOU3BOANUTENIEM Ha TeppuTopum Poccuiickon
®denepauyu.

<5> IIpu 3anosHeHMM OpraHu3aliei ONToBO
TOPTOBJM, KOTOpas Mpuobpesia jeKapCTBEHHbI
rperniapar y IpOMu3BOAUTEIS, YKa3bIBAETCS LieHa
peany3alyy IeKapCTBEHHOIO IIperapara
opraHmusalnyen onToBO TOPTOBIIN.

<6> [Ipu 3anonHeHUM OpraHM3alMel OIITOBO
TOPTOBJIM, KOTOpas Mprobpesia JeKapCTBeHHbIN
rnpenapar y Apyroi opraHu3anum OITOBON TOPTOBIIN,
yKa3bIBaeTcs lieHa MpuobpeTeHNs JeKapCTBEHHOTO
rnperapara.

<7> 3amoyHgIeTCs Kaka0li opraHnusalnyeii OnToBoi






TOPTOBJIM, KOTOPAsl peajn3yeT JieKapCTBEHHbI
rpemnapar.

<8> 3amosiHseTcsl opraHu3aliyeii OTOBOI TOPTOBJIN,
KoTopasl mpuobpeJia JieKapCTBEHHbIN ITperapar y
IPYTroii opraHmU3anum OrTOBOM TOPTOBJIN.

<9> B ciyuae peanusainum opraHmu3sanent ornToBoit
TOPTOBJIU JIEKAPCTBEHHOTO Mperiapara 1o IieHe HiKe
LIeHbI ero MpuobpeTeHMs yKa3bIBaeTCsI IPOUYEpPK.

<10> B ciyuae peanusauy opranmu3saliyein ornToBoit
TOPTOBJIM JIEKAPCTBEHHOTO MMpernapara I1o IieHe HIKe
(akTMUeCKOIi OTITYCKHO LI€HBI IIPOU3BOINUTEIIS
YKa3bIBaeTCs IIPOYEpK.

<11> VrpolieHHas cUcTeMa HaJIor0006J/10KeHNSI.
<12> EnuHbIil HaJIOT Ha BMeHeHHbIN J0XO0/I,.

[Tpumeuanue. I'padsr 1 - 8 3aMOMHAIOTCS
opraHmu3arnen ornToBO TOProBJIU, KOTOPas
npuobpesa JekapCTBeHHbII Mpenapar y
TIPOU3BOIUTEIS.

WUudbopmanus, ykazaHHas B rpadax 1 - 8
opraHusalnyei orToBO TOProBJN, KOTOPas
npuobpera JeKapcTBeHHbIN Tpenapar y
MIPOU3BOAUTEIS, YKa3bIBaeTCsl 6e3 M3MeHeHMt BceMu
OITOBBIMM OPraHMU3aLUSIMU, YIACTBYIOLIUMHU B






peanM3alnm JiIeKapCTBEeHHOro IIpernapara, B
00sI13aTeIbHOM TIOPSIIKE.

YTBepKIeHbI

ITocranoBneHuem ITpaBuTenbCTBA
Poccuiickoit @emepaiiun

oT 29 okTs6ps 2010 r. N 865

V3MEHEHUS,
KOTOPBIE BHOCSTCS B [IOCTAHOBJIEHUS
[IPABUTEJIbCTBA POCCUIICKON ®EJEPAIINU I1O
BOITPOCAM, CBSI3AHHBIM
C COBEPIIIEHCTBOBAHMEM I'OCYZIAPCTBEHHOI'O
PET'YJIMPOBAHUY LIEH
HA >XU3HEHHO HEOBXOJIMIMBIE 1 BAJKHEMIIIUE
JIEKAPCTBEHHGBIE CPEZICTBA

1. B [ToctranoBnenuu [IpaButenbcTBa POCCUIICKOI
®enepanyum ot 7 mapra 1995 r. N 239 "O mepax 1o
YIIOPSIIOYEHNIO TOCYIapCTBEHHOTO PeryaMpoBaHus
1eH (Tapudos)" (CobpaHne 3aKOHOIATEIbCTBA
Poccuiickoit ®emepanym, 1995, N 11, ct. 997; 1996, N
7,cT. 690; N 17, cT. 2002; N 32, cT. 3942; 1997, N 27,
CT. 3232; 1998, N 32, cT. 3907; 1999, N 1, cT. 201;
2001, N 7, cT. 656; N 20, cT1. 2015; N 26, cT. 2680; N
36, cT. 3561; 2002, N 15, cT. 1431; 2004, N 51, cT.
5184; 2005, N 29, cT. 3066; 2007, N 16, cT. 1910;
2008, N 1, ct.3; N7, cT. 597; N 17, cT. 1887; 2009, N






33, cT. 4086; 2010, N 30, cT. 4096):

a) ab3a1l JeBSITHAAIIATBIN ITepeyuHs TPOAYKIMA
MPOU3BOACTBEHHO-TEXHNYECKOTO Ha3HAUEH WS,
TOBapOB HAPOHOTO IMOTPEOIeHMS U YCIIYT, Ha
KOTOpbIE rOCYyAapCTBEHHOE PeryJiMpoBaHue 11eH
(TapndoB) Ha BHyTpeHHEM pbIHKe Poccuiickoit
depnepalyiy OCylIeCTBISIOT [IpaBUTEIBCTBO
Poccuiickoitr @epepaunu 1 pemepanbHble OpraHbl
WUCTIOJTHUTEJIbHOM BJIaCTU, YTBEPKIEHHOTO
yKaszaHHbIM IlocTaHOB/IeHMEM, U3TIOKUTH B
caenywolnei pegakium:

"JlekapCTBeHHbIe ITIpernapaTsl, BKIIOYEHHbIE B
repeyveHb KM3HEHHO HEOOXOAMMBbIX U BasKHEM X
JIeKapCTBEHHBIX MIperapaToB”;

6) ab3al1 IeBSThIl TepeyuHs TPOAYKIUK
MMPOM3BOACTBEHHO-TEXHMUYECKOTO Ha3HaYeH!s],
TOBapOB HAPOIHOTO IMOTPeOIEeHNS U YCIIYT, Ha
KOTOpbI€E TOCylapCTBEHHOE pery/IMpoBaHue 1eH
(TapndoB) Ha BHyTpeHHEM pbIHKe Poccuiickoit
®denepaliiy OCYIIECTBIISIOT OPTaHbl MCIIOJTHUTEIbHOI
BJIacTU cy6beKTOB Poccuiickoit ®enmepaninm,
YTBEpKJIEHHOr0 yKa3aHHbIM [TocTaHOBIEHMEM,
U3JIOKUTD B CJIeAyIOlIel pelaKiun:

"IIpemenbHbIE pa3Mepbl ONITOBBIX U IIpe/ie/IbHbIE
pa3Mepbl POSHMUYHBIX HaI0aBOK K (PaKTMUECKUM






OTIYCKHBIM Li€HaM IIPOMU3BOAUTEIEN Ha
JIeKapCTBEHHbIE MperapaThl, BKIIOUEeHHbIE B
repeveHb XKM3HEHHO HeOOXOMMBbIX U BasKHEM X
JIeKapCTBEHHBIX MperapaTos”.

2. ononnauTk ITonoskenme o demepanbHOI CITyKOe
T10 Ha/I30pY B cepe 31paBOOXPAaHEHUS U
COLMAJIBHOTO Pa3sBUTHUS, YTBEPKIEHHOE
ITocranoBneHueMm IlpaBuTenbcTBa POoCCuiickoi
®eneparym ot 30 nroHs 2004 1. N 323 (CobpaHne
3aKoHomarenbcTBa Poccuiickoin @enepanum, 2004, N
28, cT. 2900; 2009, N 2, cT. 244; 2010, N 35, cT. 4574)
roAmyHkTom 5.1.3.10 ciemyolero cogepskaHusi:

"5.1.3.10. mpumMeHeHNeM LieH Ha JieKapCTBeHHbIe
IpernapaThl, BKIIOYEHHbIE B [IepeueHb XU3HEeHHO
HeOOXOMMBIX U BasKHEMIINX JIeKapCTBeHHbIX
Iperaparos;".

3. YTpatun cuiy. - [loctaHosnenue [IpaBuTennCcTBa
P® ot 04.09.2015 N 941.

4. B [ToctanoBnenunu IIpaBurtenbcTBa Poccuiickoit
@enepanyu ot 8 aBrycta 2009 r. N 654 "O
COBEpIIeHCTBOBAHMUM TOCYAapCTBEHHOTO
peryamMpoBaHus IeH Ha KM3HEeHHO He0OXoaMble U
BayKHeJiIIMe jjekapcTBeHHbIe cpeacTBa”’ (CobpaHue
3aKoHomarebcTBa Poccuiickoit ®emepanum, 2009, N
33, cT. 4086; 2010, N 2, cT. 179):






a) B HaMeHOBaHMM U ab3a1lax BTOPOM U TPEThEM
MyHKTa 1 cj10Ba "JKM3HEHHO HeOOXOIMble U

Ba)kKHeJillye JIeKapCTBEeHHbIe CpelCcTBa" B
COOTBETCTBYIOLEM Ia/ieke 3aMeHUTb CJI0BaMU
"JleKapCTBEeHHbIe [IperapaThl, BKIIOUEeHHbIe B
repevyeHb JXM3HEHHO HEOOXOAVMBIX U BaXKHEMIINX
JIeKapCTBEHHBIX IIPernapaToB” B COOTBETCTBYIOIEM
rnajgexe;

6) B IyHKTe 2:

B a63alle BTOPOM CJIOBA ">KM3HEHHO He0OXOIMMble U
Ba)kKHeJi1111e JIeKapCTBeHHbIe CpeliCTBA" 3aMeHUTb
C/I0BaMU "JIeKapCTBEHHbIE IIperaparhl, BKIIOUEHHbIe
B IiepeueHb XKM3HEHHO HeOOXOIMMBbIX M BasKHEH X
JIeKapCTBEHHBIX [IperapaTos (Jajiee - >XM3HEeHHO
HeobOX0oJMMble U BaskHel1lMe JTeKapCTBeHHbIe
rperiaparsl)”;

B ab3alle TpeTheM CJI0Ba "JIeKapCTBEHHbBIE CpeicTBa"
B COOTBETCTBYIOLIEM I1aJie’ke 3aMeHUTh CJI0BaMy
"JIeKapCTBEeHHbIe TperapaTbl” B COOTBETCTBYIOLEM
rnajzesxe;

a63aI1l] YeTBepPThIii MPU3HATH YTPATUBIIUM CUITY,

B) B MYHKTax 3 - 9 cyioBa "/ieKapCTBEHHbIE CpeACTBA"
B COOTBETCTBYIOLIEM IaJie’ke 3aMeHUTh CJI0BaMy
"JleKapCTBEHHbIE pernapaTbl’ B COOTBETCTBYIOIIEM






rnagexe;
r) nyHKT 10 mpu3HaTh YTPATUBILUM CUJTY;

I) IIyHKT 2 U3MeHeHUI, yTBeP>XKIeHHbIX YKa3aHHbIM
[locTaHOBNeHMEM, TPU3HATD YTPATUBIIUM CUILY;

e) B hopme IpOTOKOJIA, YTBEPXKAEHHOV YKa3aHHbIM
[TocTaHoB/IEHMEM:

B HaIMEHOBAHMM CJIOBA "SKM3HEHHO HEOOXOOVMBIX U
BayKHeMIIMX JIeKapCTBEHHBIX CPeiCTB" 3aMeHUTh
C/I0BaMU "J1IeKapCTBEHHbIX IIPernapaToB, BKIOUYEHHbIX
B IlepeueHb XKM3HEHHO HEOOXOIMMBbIX U BasKHEM X
JIeKapCTBEHHBIX IperapaToB”;

B CHOCKAax IMepBOJ ¥ BTOPOI1 CJI0Ba ">KM3HEHHO
HeoOX0IMMOe U BayKHelIIee JIeKapCTBEHHOe
CpeACcTBO" 3aMEHUTD CJIOBAMM "JIEKapPCTBEHHbI
rpernapar, BKIIOUYeHHbI! B IIepevyeHb XXM3HEHHO
HEeOOXOIMMBIX U BaXKHEMIIINX JIEKapPCTBEHHbBIX
rperaparos,”.






