Mpunoxxenune I

CnUCbK Ha JIeKapCTBEHUTE NPOAYKTH, paspeLlleHn No HauMoHasiHa
npoueaypa



ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eavHuua
ABCTpus Accord Healthcare Fluorouracil Accord | ®nyopoypaumn 50mg/MI NHxeKkunoHeH/nHdy3noHe | HTpaBEHO3HO NMpUIoXeHUe
Limited H pa3TBop
ABCTpUs Almirall Hermal Gmbh Actikerall dnyopoypaumn 5mgg, Pa3TBOp 3a koXa KoxXHO npunoxeHne
Canuumnosa KucenumHa
100mgg
ABCTpUSA Almirall Hermal Gmbh Verrumal dnyopoypauun 5mgg, Pa3TBop 3a KoOXxa Ko>xXHO npunoxeHune
Canuumnosa KucenmHa
100mgg
ABcTpusa Ebewe Pharma 5-Fluorouracil dnyopoypaunn 50mg/MI KoHueHTpaT 3a MHTpaBeHO3HO NMpuioxeHune
Ebewe WHXEKUNOHEH/NHY3noHe
H pa3TBop
ABCTpus Fairmed Healthcare Capecitabin Fair- KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Gmbh Med Tabnetka
ABCTpus Fairmed Healthcare Capecitabin Fair- KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Gmbh Med TabneTtka
ABCTpUs G.L. Pharma Gmbh Capecel Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
ABCTpUs G.L. Pharma Gmbh Capecel Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
ABCTpUs Hikma Farmacéutica Capecitabin Hikma | KaneumntabuH 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
(Portugal), S.A. Tabnetka
ABcTpusa Hikma Farmacéutica Capecitabin Hikma | KaneuntabuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
(Portugal), S.A. Tabnetka
ABCTpus Meda Pharma Gmbh Ancotil dnyumTosnH 2,5g/250ml NHdY3MOHeH pa3TBop WNHTpaBeHO3HO NpunoxXeHue
ABCTpUs Sandoz Gmbh Capecitabin Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Sandoz TabneTtka




Obp)xaBa uneHka | MpuTtexxaten Ha HanmeHoBaHue Ha | INN/AkTuBHO BewecTteo + | ®apmaueBTuyHa popMa MbT Ha BbBEXAAHE
Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BellecTBO B 4030Ba
eavHuua
ABCTpus Sandoz Gmbh Capecitabin KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Sandoz Tabnetka
ABCTpUs Stada Arzneimittel Capecitabin Stada Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Gmbh Tabnetka
ABCTpUs Stada Arzneimittel Capecitabin Stada Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Gmbh Tabnetka
benrusa Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
Healthcare 1000mg/20ml H pa3TBop
Benrusa Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypaumn NHxeKunoHeH/nHdy3noHe | NHTpaBEHO3HO NMpUIoXeHUe
Healthcare 2500mg/50ml H pa3TBop
Benrusa Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypaumn NHxeKkunoHeH/nHdy3noHe | MHTpaBEHO3HO NMpUIoXKeHUe
Healthcare 250mg/5ml H pasTBop
benrusa Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeEHMe
Healthcare 5000mg/100ml H pa3TBop
benrusa Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBeHO3HO NpUIoXKeEHMe
Healthcare 500mg/10ml H pa3TBop
benrusa Actavis Group Ptc Ehf. Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Actavis Tabnetka
Benrua Actavis Group Ptc Ehf. Capecitabine KaneunTtabmH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Actavis Tabnetka
Benrus Cipla (Uk) Limited Xelcip KaneuutabuH 150mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
TabneTtka
benrusa Cipla (Uk) Limited Xelcip Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
benrusa Eurogenerics N.V./S.A. Capecitabine Eg Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka




ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BELLeCcTBO B 030Ba
eavHuua
Benrua Eurogenerics N.V./S.A. Capecitabine Eg KaneunTtabmuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Tabnetka
benrusa Fairmed Healthcare Capécitabine Fair- Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Gmbh Med TabneTtka
benrusa Fairmed Healthcare Capécitabine Fair- Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Gmbh Med TabneTtka
benrusa S.A. Meda Pharma N.V. [ Efudix dnyopoypaumn 5g/100g YHrBeHT KoXXHO npunoxeHne
Benrua Sandoz N.V. Capecitabin KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Sandoz Tabnetka
benrusa Sandoz N.V. Capecitabin Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Sandoz TabneTtka
benrusa Teva Pharma Belgium Fluracedyl dnyopoypaumn 50mg/ml NHXeKunoHeH/nHdy3noHe | UHTpaapTepmasnHo
N.V./S.A H pa3TBop npunoXxeHne/ MHTPaBeHO3HO
npuNoXeHne
Bbvnrapus Accord Healthcare Fluorouracil dnyopoypaumn 50mg/ml NHXeKunoHeH/nHdy3noHe | UHTpaapTepmanHo
Limited Accord; H pasTBop npunoXxeHne/ MHTPaBeHO3HO
dnyopoypaunn npunoxeHune
Akopa
Bvnrapus Alvogen Ipco S.Ar.L Xalvobin; KaneunTtabuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
KcansobuH
Bvnrapus Ebewe Pharma 5-Fluorouracil dnyopoypauun 50mg/mi KoHueHTpaT 3a NHTpaapTepuanHo
Ebewe; WHXEKLUNOHEH/NHDY3MOHE | NpUIoXXeHne/ MHTPaBEHO3HO
5-®Onyopoypauun H pa3TBop npunoxeHune
Eb6ese
Bbvnrapus Egis Pharmaceuticals Coloxet; Konokcetr | KaneumtabuH 150mg dunmMupaHa TabneTka MepopanHo NpunoxeHne

Plc




ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eavHuua
Bvnrapus Egis Pharmaceuticals Coloxet; Konokcetr | KaneuntabuH 300mg dunmmpaHa Tabnetka lMepopanHo npunoxeHue
Plc
Bbvnrapus Egis Pharmaceuticals Coloxet; Konokcetr | KaneumtabuH 500mg dunMupaHa TabneTka MepopanHo NpunoXxeHme
Plc
Bbvnrapus Fairmed Healthcare Capecitabine Fair- Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Gmbh Med;
KaneuntabuH
®ebp-Mepg
Bvnrapus Fairmed Healthcare Capecitabine Fair- KaneunTtabmH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Gmbh Med;
KaneuntabuH
®ebp-Mep
Bbvnrapus Meda Pharma Gmbh & Efudix; Edyamnkc dnyopoypaumn 50mg/g Kpem MpunaraHe BbpXy KoxaTa
Co. Kg
XbpBaTus Alpha-Medical D.O.0O. Kapetral KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Tabnetka
XbpBaTus Alpha-Medical D.O.0O. Kapetral KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Tabnetka
XbpBaTus Alvogen Malta Xalvobin KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Operations (Row) Ltd Tabnetka
XbpBaTus Jadran-Galenski Kapecitabin Jgl Kaneumtabmu 150mg dunMupaHa TabneTka MepopanHo NpunoxeHme
Laboratorij D.D. TabneTtka
XbpBaTus Jadran-Galenski Kapecitabin Jgl Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Laboratorij D.D. Tabnetka
XbpBaTng Krka-Farma D.O.O. Cansata KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue

Tabnetka




ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BellecTBO B 4030Ba
eavHuua
XbpBaTng Krka-Farma D.O.O. Cansata KaneunTtabmuH 500mg dunmmpaHa Tabnetka lMepopanHo npunoxeHue
Tabnetka
XbpBaTus Mibe Pharmaceuticals Verrucutan dnyopoypaunn 5mgg, Pa3TBOp 3a KOXa Ko>XHO npunoxeHune
D.0.0. CanuuunoBa KucenumHa
100mgg
XbpBaTus Pliva Hrvatska D.O.0O. Fluorouracil Pliva dnyopoypaunn 50mg/MI NHxekuunsa WNHTpaBeHO3HO NpunoxXeHue
XbpBaTus Pliva Hrvatska D.0O.0O. Fluorouracil Pliva dnyopoypaumn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeHMe
H pasTBop
XbpBaTus Sandoz D.O.O. Fluorouracil dnyopoypaumn 50mg/MI KoHueHTpaT 3a NHTpaBEeHO3HO NpUIOXKEHME
Sandoz WHXEKUNOHEH/NHY3noHe
H pasTBop
XbpBaTus Sandoz D.O.O. Kapecitabin Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Sandoz Tabnetka
Kunbp Accord Healthcare Fluorouracil Accord | ®nyopoypaunn 50mg/MI NHxekumoHeH/nHdy3noHe | MHTpaBEHO3HO NpUIoXeHne
Limited H pa3TBop
Kunsp Remedica Ltd Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Remedica Tabnetka
Kunsp Remedica Ltd Capecitabine KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Remedica TabneTtka
Kunbp Remedica Ltd Kapetral Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
Kunbp Remedica Ltd Kapetral Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Tabnetka
Kunsp Sandoz Gmbh Capecitabin KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Sandoz Tabnetka
Kunsp Sandoz Gmbh Capecitabin KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Sandoz Tabnetka




ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BellecTBO B 4030Ba
eavHuua
Kunbp Zentiva, K.S. Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Zentiva Tabnetka
Knnbp Zentiva, K.S. Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo npunoxeHue
Zentiva TabneTtka
Yewka Accord Healthcare Fluorouracil Accord | ®nyopoypauun MHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeHMe
penybnuka Polska Sp. Z O.0. 250mg/5ml H pasTBop
Yewka Accord Healthcare Fluorouracil Accord | ®nyopoypaumn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
penybnunka Polska Sp. Z 0.0. H pa3TBop
Yewka Almirall Hermal Gmbh Actikerall dnyopoypauun 5mgg, Pa3TBop 3a KoOXxa Ko>xXHO npunoxeHue
penybnuka CanuumnoBa KucenumHa
100mgg
Yewka Almirall Hermal Gmbh Verrumal dnyopoypauun 5mgg, Pa3TBop 3a KoOXxa Ko>xXHO npunoxeHue
penybnuka CanuumnoBa KucenumHa
100mgg
Yewka Ebewe Pharma 5-Fluorouracil dnyopoypaumn 50mg/MI KoHueHTpaT 3a WNHTpaapTepmasnHo
penybnunka Ebewe WHXEKUWOHEH/nHDY3noHe | npunoxeHune/
H pasTBop WHTpanepuToHeasnHo
npunoxexHue/
VMHTpanseBpasHo
npuaoxeHne/ NHTPaBEHO3HO
npunoxeHune
Yewka Egis Pharmaceuticals Coloxet KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
penybnuka Plc Tabnetka
Yewka Egis Pharmaceuticals Coloxet Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
penybnuka Plc Tabnetka
Yewka Fairmed Healthcare Capecitabin Fair- Kaneumtabmu 150mg dunMupaHa TabneTka MepopanHo NpunoxeHme
penybnunka Gmbh Med Tabnetka




ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eanHuua
Yewka Fairmed Healthcare Capecitabin Fair- KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
penybnunka Gmbh Med Tabnetka
Yewka Glenmark Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
penybnuka Pharmaceuticals S.R.O. | Glenmark Tabnetka
Yewka Glenmark Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
penybnuka Pharmaceuticals S.R.O0. | Glenmark Tabnetka
Yewka Grindeks Ftorafur Teradyp 400mg Kancyna Kancyna, TBbpaa MepopanHo NpunoXxeHme
penybnunka
Yewka Mylan Ireland Limited Capecitabine Mylan | KaneuutabuH 150mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
penybnunka Tabnetka
Yewka Mylan Ireland Limited Capecitabine Mylan | KaneuutabuH 500mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
penybnuka Tabnetka
Yewka Pharmagen Cz S.R.O. Capecitabine Kaneumtabmu 500mg O6BuTa Tabnetka MepopanHo NpunoxeHme
penybnuka Tabnetka
Yewka Pharmagen Cz S.R.O. Capecitabine Kaneumtabmu 150mg O6BuTa Tabnetka MepopanHo NpunoxeHme
penybnuka Pharmagen Tabnetka
OaHus Accord Healthcare Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXeHMe
Limited 1000mg/20ml H pa3TBop
OaHug Accord Healthcare Fluorouracil Accord | ®nyopoypaumn NHxeKunoHeH/nHdy3noHe | MHTpaBeHO3HO NMpUIoXeHUe
Limited 2500mg/50ml H pa3TBop
OaHug Accord Healthcare Fluorouracil Accord | ®nyopoypaumn NHxeKkunoHeH/nHdy3noHe | HTpaBEHO3HO NMpUIoXeHUe
Limited 250mg/5ml H pasTBop
OaHus Accord Healthcare Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXeHMe
Limited 5000mg/100ml H pa3TBop
OaHus Accord Healthcare Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeHMe
Limited 500mg/10ml H pasTBop




ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eavHuua
OaHng Actavis Group Ptc Ehf. Capecitabin Actavis | KaneuntabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Tabnetka
OaHus Actavis Group Ptc Ehf. Capecitabin Actavis | Kaneuntabut 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
OaHus Almirall Hermal Gmbh Actikerall dnyopoypaumn 5mgg, Pa3TBOp 3a koXa KoxXHO npunoxeHne
Canuumnosa KucenumHa
100mgg
OaHus Fairmed Healthcare Capecitabin "fair- Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Gmbh Med" TabneTtka
OaHus Fairmed Healthcare Capecitabin "fair- Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo NpunoxeHme
Gmbh Med" TabneTtka
OaHug Fresenius Kabi Ab Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Fresenius Kabi Tabnetka
OaHug Fresenius Kabi Ab Capecitabine KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Fresenius Kabi Tabnetka
OaHng Orion Corporation Capecitabine Orion | KaneuntabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
TabneTtka
DaHns Orion Corporation Capecitabine Orion | KaneumtabuH 500mg dunMnpaHa TabneTka MepopanHo npunoxeHue
TabneTtka
OaHus Pfizer Aps Fluorouracil dnyopoypaumn 50mg/MI MHXXEKLUMOHEH pa3TBop MNHTpaBEeHO3HO NpUIOXKEHME
"pfizer”
OaHng Pfizer Aps Flurablastin dnyopoypaunn 50mg/MI MH>XeKunoHeH pa3Teop MHTpaBeHO3HO NMpuioxXeHune
OaHug Sandoz A/S Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Sandoz TabneTtka
OaHus Sandoz A/S Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Sandoz TabneTtka




ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eavHuua
OaHug Stada Arzneimittel Ag Capecitabin Stada KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Tabnetka
OaHus Stada Arzneimittel Ag Capecitabin Stada Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
OaHus Teva B.V Fluorouracil Teva dnyopoypaumn 50mg/MI MHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeHMe
H pasTBop
EcToHus Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
1000mg/20ml H pa3TBop
EcToHusa Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypauun NHxekumoHeH/uHdy3noHe | MHTpaBEHO3HO NpUIoXeHne
2500mg/50ml H pa3TBop
EcToHusa Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypauun NHxekumoHeH/uHdy3noHe | MHTpaBEHO3HO NpUIoXeHNe
250mg/5ml H pasTBop
EcToHus Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
5000mg/100ml H pa3TBop
EcToHus Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBeHO3HO NpUIoXKeEHMe
500mg/10ml H pa3TBop
EcToHus Almirall Hermal Gmbh Actikerall dnyopoypaumn 5mgg, Pa3TBOp 3a koXa KoxXHO npunoxeHne
CanuumnoBa KucenumHa
100mgg
EcToHus Norameda Uab Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Norameda Tabnetka
EcToHMA Norameda Uab Capecitabine KaneunTtabmH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Norameda Tabnetka
EcToHMA Sandoz 5-Fluorouracil dnyopoypaunn 500mg/MI KoHueHTpaT 3a MHTpaBeHO3HO NMpuioxeHune

Pharmaceuticals D.D.

Ebewe

WHXEKUNOHEH/NHY3noHe
H pasTBop
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BellecTBO B 4030Ba
eavHuua
EcToHMA Sandoz Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Pharmaceuticals D.D. Sandoz Tabnetka
EcToHus Sandoz Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Pharmaceuticals D.D. Sandoz TabneTtka
EcToHMSA Zentiva, K.S. Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo npunoxeHue
Zentiva TabneTtka
EcToHMSA Zentiva, K.S. Capecitabine Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo npunoxeHue
Zentiva Tabnetka
dOuHNaHams Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypaumn NHxeKunoHeH/nHdy3noHe | NHTpaBEHO3HO NMpUIoXeHUe
1000mg/20ml H pa3TBop
dOuHnaHams Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypaumn NHxeKkunoHeH/nHdy3noHe | MHTpaBEHO3HO NMpUIoXKeHUe
2500mg/50ml H pa3TBop
duHnaHgms Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
250mg/5ml H pasTBop
duHnaHgms Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBeHO3HO NpUIoXKeEHMe
5000mg/100ml H pa3TBop
duHnaHgms Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXeHMe
500mg/10ml H pa3TBop
dOuHnaHams Actavis Group Ptc Ehf. Capecitabin Actavis | KaneuntabuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Tabnetka
OuHNanams Almirall Hermal Gmbh Actikerall dnyopoypauun 5mgg, Pa3TBop 3a KoOXxa Ko>xXHO npunoxeHue
Canuumnosa KucenmHa
100mgg
dOuHnaHams Fairmed Healthcare Capecitabin Fair- KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Gmbh Med Tabnetka
dOuHnaHams Fairmed Healthcare Capecitabin Fair- KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue

Gmbh

Med

Tabnetka
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BELLeCcTBO B 030Ba
eavHuua
dOuHnaHams Orion Oyj Capecitabine Orion | KaneuntabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Tabnetka
OuUHNaHans Orion Qyj Capecitabine Orion | KaneumntabuH 500mg dunMnpaHa TabneTka MepopanHo npunoxeHue
TabneTtka
®paHums Accord Healthcare Fluorouracile dnyopoypaumn KoHueHTpaT 3a WNHTpaapTepmasnHo
France Sas Accord 1000mg/20mi MHDY3MOHEH pa3TBOp npunoXxeHne/ MHTPaBEHO3HO
npuNoXeHne
®paHums Accord Healthcare Fluorouracile dnyopoypaumn KoHueHTpaT 3a WNHTpaapTepmasnHo
France Sas Accord 2500mg/50ml MHDY3MOHEH pa3TBOp npunoXxeHne/ MHTPaBEHO3HO
npunoxeHune
®paHums Accord Healthcare Fluorouracile dnyopoypaumn KoHueHTpaT 3a WHTpaapTepunanHo
France Sas Accord 250mg/5ml MHDY3MOHEH pa3TBOp npunoXxeHne/ MHTPaBEHO3HO
npunoxeHune
®paHums Accord Healthcare Fluorouracile dnyopoypaumn KoHueHTpaT 3a WHTpaapTepunanHo
France Sas Accord 5000mg/100ml MHDY3MOHEH pa3TBOp npunoXxeHne/ MHTPaBeHO3HO
npunoxeHune
®paHums Accord Healthcare Fluorouracile dnyopoypaumn KoHueHTpaT 3a WHTpaapTepunanHo
France Sas Accord 500mg/10ml WH(QY3MOHEH pa3TBOp npunoXxeHue/ NHTPaBEHO3HO
npunoxeHune
OpaHums Arrow Generiques Capecitabine Arrow | KaneuutabuH 150mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Tabnetka
®paHums Arrow Generiques Capecitabine Arrow | KaneuntabuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Tabnetka
OpaHums Biogaran Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo npunoxeHue
Biogaran TabneTtka
OpaHums Biogaran Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo npunoxeHue
Biogaran TabneTtka
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ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eavHuua
OpaHums Cristers Capecitabine KaneuutabuH 150mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Cristers Tabnetka
OpaHums Cristers Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo npunoxeHue
Cristers TabneTtka
®paHums Dr. Reddy's Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Laboratories (Uk) Ltd. Reddy TabneTtka
®paHums Eg Labo Laboratoires Capecitabine Eg Kaneumtabmu 150mg dunMupaHa TabneTka MepopanHo NpunoxeHme
Eurogenerics Tabnetka
OpaHums Eg Labo Laboratoires Capecitabine Eg KaneunTtabmH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Eurogenerics Tabnetka
OpaHums Fairmed Healthcare Capecitabine Fair- KaneuutabuH 150mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
Gmbh Med TabneTtka
®paHums Fairmed Healthcare Capecitabine Fair- Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo NpunoxeHme
Gmbh Med TabneTtka
®paHums Meda Pharma Sas Efudix dnyopoypaumn 5g/100g Kpem Ko>XHO npunoxeHne
®paHums Meda Pharma Sas Ancotil dnyuymTosunH 1g/100ml NHdY3MOHeH pa3TBop WNHTpaBeHO3HO NpunoxXeHue
®paHums Meda Pharma Sas Ancotil dnyuntosmH 500mg Tabnetka MepopanHo NpunoxeHme
TabneTtka
®paHums Mylan S.A.S Capecitabine Mylan | KaneuntabuH 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
®paHums Mylan S.A.S Capecitabine Mylan | Kaneuntabuxd 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Tabnetka
®paHums Pfizer Holding France Fluorouracile Pfizer | ®nyopoypaumn 10g/200ml | KoHueHTpaT 3a WHTpaapTepunanHo

WH(QY3MOHEH pa3TBOp

npunoxeHue/ NHTPaABEHO3HO
NpuUIoXeHNe
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BELLeCcTBO B 030Ba
eavHuua
OpaHums Pfizer Holding France Fluorouracile Pfizer | ®nyopoypaunn 1g/20ml KoHueHTpaT 3a WHTpaapTepunanHo
WH(QY3MOHEH pa3TBOp npunoXxeHue/ NHTPaBEHO3HO
npunoxeHune
OpaHums Pfizer Holding France Fluorouracile Pfizer | ®nyopoypaumn KoHueHTpaT 3a WHTpaapTepunanHo
250mg/5ml WH(QY3MOHEH pa3TBOp npunoXxeHue/ NHTPaBEHO3HO
npunoxeHune
OpaHums Pfizer Holding France Fluorouracile Pfizer | ®nyopoypaumn KoHueHTpaT 3a WHTpaapTepunanHo
500mg/10ml WH(QY3MOHEH pa3TBOp npunoXxeHue/ NHTPaBEHO3HO
npuaoXeHne
®paHums Pfizer Holding France Fluorouracile Pfizer | ®nyopoypaumn 5g/100ml KoHueHTpaT 3a WNHTpaapTepmasnHo
WH(QY3MOHEH pa3TBOp npunoXxeHue/ NHTPaBEHO3HO
npuaoXeHne
®paHums Sandoz Capecitabine Kaneumtabmu 150mg dunMupaHa TabneTka MepopanHo NpunoxeHme
Sandoz TabneTtka
OpaHums Sandoz Capecitabine KaneuutabuH 500mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
Sandoz Tabnetka
OpaHums Teva Santé Fluorouracile Teva dnyopoypauun NHXekuunsa NHTpaBeHO3HO NpuaoxeHue
1000mg/20ml
OpaHums Teva Santé Fluorouracile Teva dnyopoypauun NHXekuunsa NHTpaBeHO3HO NpuaoxeHue
250mg/5ml
OpaHums Teva Santé Fluorouracile Teva dnyopoypauun NHxekuusa MHTpaBeHO3HO NMpuoXeHune
5000mg/100ml
OpaHums Teva Santé Fluorouracile Teva dnyopoypauun MHXXeKuMoHeH pa3TBop MHTpaBeHO3HO NMpuioXeHune
500mg/10ml
®paHums Zentiva France Capecitabine KaneuutabuH 150mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue

Zentiva

Tabnetka
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ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BELLeCcTBO B 030Ba
eanHuua
OpaHums Zentiva France Capecitabine KaneuutabuH 500mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Zentiva TabneTtka
Fepmanusa Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypaumn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeEHMe
H pasTBop
Fepmanusa Aliud Pharma Gmbh Capecitabin Al Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
Fepmanusa Aliud Pharma Gmbh Capecitabin Al Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo NpunoxeHme
Tabnetka
FepMaHus Almirall Hermal Gmbh Actikerall dnyopoypauun 5mgg, Pa3TBop 3a KoOXxa Ko>xXHO npunoxeHue
CanuumnoBa KncenmHa
100mgg
FepMaHusa Almirall Hermal Gmbh Verrumal dnyopoypauun 0,5g/100g, | Pa3TBop 3a Koxa KoxkHOo npunoxeHune
CanuumnoBa KncenmHa
10g/100g
Fepmanusa Amneal Pharma Europe | Fluorouracil dnyopoypaumn 50mg/MI MHXXEKLUMOHEH pa3TBop MNHTpaBEeHO3HO NpUIOXKEHME
Limited Amneal
FepMaHusa Agvida Gmbh 5-Fu Liv Pharma dnyopoypaumn 50mg/MI MNHXeKLUMOHEH pa3TBop NHTpaBeHO3HO NpuaoxeHme
FepmaHus Bendalis Gmbh Benda-5 Fu dnyopoypaumn 50mg/MI NHXeKUuMoHeH pa3Tesop NHTpaBeHO3HO NpUoXeHne
Fepmanusa Betapharm Arzneimittel | Capecitabin Beta Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Gmbh TabneTtka
FepMaHusa Betapharm Arzneimittel | Capecitabin Beta Kaneuutabux 500mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Gmbh TabneTtka
FepMaHus Bhardwaj Gmbh Fluorouracil dnyopoypaumn 50mg/MI NHXXeKUMOoHeH pa3TeBop NHTpaBeHO3HO NpuUoXeHue
Bhardwaj
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BELLeCcTBO B 030Ba
eavHuua
FepMaHus Dermapharm Ag Verrucutan dnyopoypauun 5mgg, Pa3TBop 3a KoXa KoXXHOo npunoxeHne
Canuumnoea KucenumHa
100mgg
FepMaHusa Fairmed Healthcare Capecitabin Fair- KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Gmbh Med Tabnetka
FepMaHusa Fairmed Healthcare Capecitabin Fair- KaneunTtabmH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Gmbh Med TabneTtka
Fepmanusa Hexal Ag Fluorouracil Hexal dnyopoypaumn 50mg/MI MHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeHMe
H pa3TeBop
Fepmanusa Hexal Ag Capecitabin Hexal Kaneumtabmu 150mg dunMupaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
FepMaHus Hexal Ag Capecitabin Hexal Kaneuutabux 500mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Tabnetka
FepmMaHuga Hikma Farmacéutica 5-Fluorouracil dnyopoypaunn 50mg/MI MH>XeKunoHeH pa3Teop MHTpaBeHO3HO MpuioxXeHune
(Portugal), S.A. Hikma
Farmacéutica
(Portugal)
Fepmanusa Hikma Farmacéutica Ribofluor dnyopoypaumn 50mg/MI MHXXEKLMOHEH pa3TBop NHTpaBEeHO3HO NpuUIOXKeEHMEe
(Portugal), S.A.
Fepmanusa Hikma Farmacéutica Capecitabin Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
(Portugal), S.A. Ribosepharm Tabnetka
FepMaHusa Hikma Farmacéutica Capecitabin KaneuutabuH 500mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
(Portugal), S.A. Ribosepharm Tabnetka
FepmaHus Meda Pharma Gmbh & Efudix ®dnyopoypauunn 50mgg Kpem Ko>xXHO npunoxeHue
Co. Kg
Fepmanusa Meda Pharma Gmbh & Ancotil dnyunTtosuH 2,5g/250ml MHdYy31MOHEH pa3TBop MHTpaBEeHO3HO NpUIOXKEHME

Co. Kg
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BellecTBO B 4030Ba
eanHuua
FepmaHunsa Medac Gesellschaft Fir | 5-Fu Medac dnyopoypaumn 50mg/MI NHXeKuMoHeH pa3TBop NHTpaBeHO3HO NpuUioxeHne
Klinische
Spezialpraparate Mbh
(Wedel)
Fepmanusa Onkovis Gmbh 5-Fu Onkovis dnyopoypaumn 50mg/MI MHXXEKLMOHEH pa3TBop NHTpaBEeHO3HO NpuUIOXKEHME
FepMaHus Onkovis Gmbh Capecitabin KaneuutabuH 150mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
Onkovis TabneTtka
FepmaHus Onkovis Gmbh Capecitabin Kaneuutabux 500mg dunMmpaHa Tabnetka MNMepopanHo npunoxeHue
Onkovis TabneTtka
Fepmanusa Pharma Resources Fluorouracil Phares | ®nyopoypaumn 50mg/MI MHXXEKLUMOHEH pa3TBop MHTpaBEeHO3HO NpuUIOXKEHME
Gmbh
Fepmanusa Stadapharm Gmbh 5 Fu dnyopoypaumn 50mg/MI MHXXEKLUMOHEH pa3TBop MHTpaBEeHO3HO NpUIOXKEHME
FepMaHus Stadapharm Gmbh Capecitabin Cell KaneuutabuH 150mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
Pharm Tabnetka
FepMaHus Stadapharm Gmbh Capecitabin Cell KaneuutabuH 500mg dunMmpaHa TabneTka MNMepopanHo npunoxeHue
Pharm TabneTtka
Fepmanusa Temmler Pharma Gmbh | Fluorouracil dnyopoypaumn 50mg/MI MHXXEKLUMOHEH pa3TBop MNHTpaBEeHO3HO NpUIOXKEHME
Temmler
Fepmanusa Teva Gmbh Fluorouracil Gry dnyopoypaumn MHXXEKLUMOHEH pa3TBop MNHTpaBEeHO3HO NpUIOXKEHME
250mg/5ml
FepMaHus Tillomed Pharma Gmbh | Fluorouracil dnyopoypaumn 50mg/MI NHXXeKUMOoHeH pa3TeBop NHTpaBeHO3HO NpUoXeHne
Tillomed
FepMaHusa Vitane Pharma Gmbh Fluorouracil Vitane | ®nyopoypaunn 50mg/MI MNHXeKLUMOHEH pa3TBop NHTpaBeHO3HO NpuaoxeHme
Fepmanusa Wave Pharma Limited Capecitabin Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Waverley TabneTtka
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BELLeCcTBO B 030Ba
eavHuua
FepMaHus Wave Pharma Limited Capecitabin KaneuutabuH 500mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Waverly Tabnetka
Fepmanusa Zentiva Pharma Gmbh Capecitabin Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Zentiva TabneTtka
Fepmanusa Zentiva Pharma Gmbh Capecitabin Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Zentiva TabneTtka
Mepums Anabiosis Pc Fluorouracil dnyopoypaumn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
Anabiosis H pa3TBop
Mpuunsa Anabiosis Pc Zerectum KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Tabnetka
Mpuunsa Anabiosis Pc Zerectum KaneunTtabmuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
TabneTtka
Mepums Ariti Sa Capibine Kaneumtabmu 150mg dunMupaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
Mepumsa Ariti Sa Capibine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
Mpuunsa Medicus A.E Uraciflor dnyopoypauun MH>XeKuMoHeH pa3TBop WHTpaapTuKynapHo
250mg/5ml npunoxexHue/
MHTpanepmuToHeasiHo
npunoXxeHne/ MHTPaBeHO3HO
npunoxeHune
Mpuunsa Medicus A.E Uraciflor dnyopoypaumn MH>XeKunoHeH pa3Teop WHTpaapTuKynapHo
500mg/10ml npunoxexHue/
MHTpanepmuToHeasiHo

NpUIOXeHNe/ MHTPABEHO3HO
npunoxexHue
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ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eavHuua
Mpuns Mylan S.A.S Capecitabine Mylan | KaneuutabuH 150mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
Tabnetka
Mepums Mylan S.A.S Capecitabine Mylan | Kaneuntabut 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
Mpuunsa Olvos Science S.A. Verruca Hermal dnyopoypauun Pa3TBOp 3a KOXa Ko>XHO npunoxeHune
4,74mg/MI, Canuumnosa
kncenmHa 94,8mg/MI
Mepums Opus-Materia Ltd Fluorouracil Opus dnyopoypaumn 50mg/MI MHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeHMe
H pasTBop
Mepums Pharmazac Sa Preveloda Kaneumtabmu 150mg dunMupaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
Mpuunsa Pharmazac Sa Preveloda KaneunTtabmH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Tabnetka
Mpumsa Sandoz Gmbh Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Sandoz Tabnetka
Mpumsa Sandoz Gmbh Capecitabine KaneunTtabmH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Sandoz TabneTtka
Mepums Verisfield (Uk) Ltd Actiker dnyopoypaumn 5mgg, Pa3TBOp 3a koXa KoxXHO npunoxeHne
Canuumnosa KucenmHa
100mgg
Mpuunsa Vocate ®appakeuTikn Xelazor Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo npunoxeHue
Ag TabneTtka
Mpuunsa Vocate ®appakeuTikn Xelazor Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo npunoxeHue
Ag TabneTtka
Mpuunsa Zentiva, K.S. Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo npunoxeHue

Zentiva

Tabnetka
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BELLeCcTBO B 030Ba
eavHuua
Mpuunsa Zentiva, K.S. Capecitabine KaneunTtabmuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Zentiva Tabnetka
YHrapus Accord Healthcare Fluorouracil Accord | ®nyopoypaumn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeEHMe
Polska Sp. Z O.0. H pasTBop
YHrapus Almirall Hermal Gmbh Verrumal dnyopoypaumn 0,005gg, Pa3TBOp 3a koXa KoxXHO npunoxeHne
Canuumnosa KucenmHa
0,1gg
YHrapus Alvogen Ipco S.Ar.L Xalvobin Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
YHrapus Alvogen Ipco S.Ar.L Xalvobin Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
YHrapusa Egis Pharmaceuticals Coloxet KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Plc Tabnetka
YHrapusa Egis Pharmaceuticals Coloxet KaneunTtabmH 300mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Plc Tabnetka
YHrapusa Egis Pharmaceuticals Coloxet KaneunTtabmH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Plc TabneTtka
YHrapus Fresenius Kabi Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Oncology Plc. Fresenius Kabi Tabnetka
YHrapus Fresenius Kabi Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Oncology Plc. Fresenius Kabi Tabnetka
YHrapusa Grindeks Ftorafur Teracdyp 400mg Kancyna Kancyna, TBbpaa lMepopanHo npunoxeHue
YHrapus Mylan Epd Kft. Efudix dnyopoypauunn 50mgg YHrBeHT Ko>xXHO npunoxeHue
YHrapus Sandoz Hungaria Kft 5-Fluorouracil dnyopoypaumn 50mg/MI KoHueHTpaT 3a NHTpaBEeHO3HO NpUIOXKEHME
Ebewe WMHXEKLUNOHEH/NHDY3noHe

H pa3TBop
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BELLeCcTBO B 030Ba
eavHuua
YHrapusa Sandoz Hungaria Kft Capecitabin KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Sandoz Tabnetka
YHrapus Sandoz Hungaria Kft Capecitabin Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Sandoz TabneTtka
YHrapus Teva Gyogyszergyar Zrt | Fluorouracil Teva dnyopoypaumn 50mg/MI NHxekuusa MHTpaBeHO3HO NMpuioXeHune
YHrapus Teva Gyogyszergyar Zrt | Fluorouracil Teva dnyopoypaumn 50mg/MI NHXeKLMOHEH pa3TBop NHTpaBeHO3HO NpuaoxeHne
YHrapusa Zentiva, K.S. Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Zentiva TabneTtka
YHrapus Zentiva, K.S. Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo npunoxeHue
Zentiva TabneTtka
Ucnanans Accord Healthcare B.V. Fliorduracil Accord | ®nyopoypauunn NHXeKUMOHeH/nHDY3noHe | MHTpaBEeHO3HO NpUIoXKeEHMe
1000mg/20ml H pa3TBop
Ucnanansa Accord Healthcare B.V. Fldorduracil Accord | ®nyopoypauun NHxeKkunoHeH/nHdy3noHe | MHTpaBEHO3HO NMpUIOXeEHUe
2500mg/50ml H pa3TBop
Ncnanans Accord Healthcare B.V. Fldorduracil Accord | ®nyopoypaumn NHxekumoHeH/uHdy3noHe | MHTpaBEHO3HO NpUIoXeHne
250mg/5ml H pa3TBop
Ucnangns Accord Healthcare B.V. Fliorduracil Accord | ®nyopoypauunn NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXeHMe
5000mg/100ml H pa3TBop
Ucnangns Accord Healthcare B.V. Fliorduracil Accord | ®nyopoypauunn NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeHMe
500mg/10ml H pa3TBop
Ucnangns Actavis Group Ptc Ehf. Capecitabin Actavis | KaneuntabuH 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Tabnetka
WcnaHansa Actavis Group Ptc Ehf. Capecitabin Actavis | KaneuntabuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue

Tabnetka
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BellecTBO B 4030Ba
eavHuua
Ncnanans Almirall Hermal Gmbh Actikerall dnyopoypauun 5mgg, Pa3TBop 3a KoOXxa Ko>xXHO npunoxeHue
Canuumnoea KucenumHa
100mgg
WcnaHansa Fresenius Kabi Ab Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Fresenius Kabi Tabnetka
WcnaHansa Fresenius Kabi Ab Capecitabine KaneunTtabmH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Fresenius Kabi TabneTtka
Ucnanans Pfizer Aps Flurablastin dnyopoypaunn 50mg/MI NHXXeKUuMOoHeH pa3TBop NHTpaBeHO3HO NpuUIoXeHue
Upnangus Accord Healthcare Fluorouracil Accord | ®nyopoypauun MHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpUIoXKEHMe
Limited Healthcare 1000mg/20ml H pa3TBop
Wpnanams Accord Healthcare Fluorouracil Accord | ®nyopoypaumn NHxeKkunoHeH/nHdy3noHe | MHTpaBEHO3HO NMpUIoXeEHUe
Limited Healthcare 2500mg/50ml H pa3TBop
Wpnanauns Accord Healthcare Fluorouracil Accord | ®nyopoypaumn NHxeKkunoHeH/nHdy3noHe | MHTpaBEHO3HO NMpUIoXeHUe
Limited Healthcare 250mg/5ml H pasTBop
Upnangus Accord Healthcare Fluorouracil Accord | ®nyopoypauun MHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpUIoXKEHMe
Limited Healthcare 5000mg/100ml H pa3TBop
Upnanaus Accord Healthcare Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpUIoXKeEHMe
Limited Healthcare 500mg/10ml H pasTBop
WpnaHaonsa Fresenius Kabi Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Oncology Plc. Fresenius Kabi Tabnetka
Oncology
Upnanaus Fresenius Kabi Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Oncology Plc. Fresenius Kabi Tabnetka
Oncology
Upnangus Mylan Ire Healthcare Efudix dnyopoypaumn 5%w/W Kpem KoXXHO npunoxeHne

Limited

22




ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BELLeCcTBO B 030Ba
eavHuua
WNpnanams Mylan Ire Healthcare Ancotil dnyumtosnH 2,5g/250ml NHdY3MOHEH pa3TBop NHTpanepuToHeasnHo
Limited npunoXxeHue/ NHTPaBEHO3HO
npunoxeHune
WNpnanams Pfizer Healthcare Fluorouracil Pfizer dnyopoypaumn 25mg/MI NHxekumoHeH/nHdy3noHe | MHTpaapTepuanHo
Ireland Healthcare Ireland H pa3TBop npunoXxeHue/ NHTPaBEHO3HO
npunoxeHune
WpnaHaonsa Rowex Ltd Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Sandoz Tabnetka
WpnaHansa Rowex Ltd Capecitabine KaneunTtabmH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Sandoz Tabnetka
Utanus Accord Healthcare Fluorouracile Ahcl dnyopoypaumn NHxeKkunoHeH/nHdy3noHe | MHTpaBEHO3HO NMpUIoXKeHUe
Limited 500mg/50ml H pa3TBop
Utanus Accord Healthcare Fluorouracile Ahcl dnyopoypaumn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
Limited H pa3TeBop
Utanus Almirall Hermal Gmbh Actikerall dnyopoypaumn 5mgg, Pa3TBOp 3a koXa KoxXHO npunoxeHune
CanuumnoBa KucenumHa
100mgg
Utanus Dr. Reddy's Capecitabina Dr. Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Laboratories (Uk) Ltd. Reddy's TabneTtka
Utanus Fairmed Healthcare Capecitabina Fair- Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Gmbh Med Tabnetka
Utanus Fairmed Healthcare Capecitabina Fair- KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Gmbh Med Tabnetka
Utanunga Hikma Farmacéutica Fluorouracile dnyopoypaunn 50mg/MI NHxeKkunoHeH/nHdy3noHe | HTpaBEHO3HO NMpUIoXeHUe
(Portugal), S.A. Hikma H pa3TeBop
Utanus Hikma Farmacéutica Capecitabina Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
(Portugal), S.A. Hikma TabneTtka
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ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BELLeCcTBO B 030Ba
eavHuua
Utanunga Hikma Farmacéutica Capecitabina KaneunTtabmuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
(Portugal), S.A. Hikma Tabnetka
Utanus Meda Pharma S.P.A. Ancotil dnyumTosunH 2,5g/250ml NHdY3MOHEH pa3TBop NHTpaBeHO3HO NpuUIoXeHue
Utanus Mylan S.P.A. Capecitabina Mylan | KaneuntabuH 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Tabnetka
Utanus Mylan S.P.A. Capecitabina Mylan | Kaneuntabuxd 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Tabnetka
Utanusa Teva Italia S.R.L. Fl dnyopoypaumn 50mg/MI NHXekuunsa NHTpaMycKyiHO
npunoXxeHne/ MHTPaBeHO3HO
npunoxeHune
Utanusa Teva Italia S.R.L. Fluorouracil Teva dnyopoypaumn 50mg/MI NHXekuunsa NHTpaMycKyiHO
npunoXxeHne/ MHTPaBeHO3HO
npunoxeHune
Utanunga Zentiva Italia Srl Capecitabina KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Zentiva Tabnetka
Utanunga Zentiva Italia Srl Capecitabina KaneunTtabuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Zentiva Tabnetka
NaTteus Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypaumn 50mg/MI NHxeKkunoHeH/nHdy3noHe | NHTpaBEHO3HO NMpUIoXeHUe
H pa3TeBop
NaTteus Almirall Hermal Gmbh Actikerall dnyopoypaumn 5mgg, Pa3TBOp 3a koXa KoxXHO npunoxeHne
Canuumnosa KucenmHa
100mgg
NaTteus Grindeks Ftorafur Teradyp 400mg Kancyna Kancyna, TBbpaa MepopanHo NpunoxeHme
NaTteus Norameda Uab Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme

Norameda

Tabnetka
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ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BELLeCcTBO B 030Ba
eavHuua
NaTteus Norameda Uab Capecitabine KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Norameda Tabnetka
NaTteus Sandoz Fluorouracil Ebewe | ®nyopoypaumn 50mg/MI KoHueHTpaT 3a WHTpaapTepmasnHo
Pharmaceuticals D.D. WHXEKLUNOHEH/NHDY3MOHE | NpUIoXeHne/ MHTPaBEHO3HO
H pa3TBop npunoxeHune
NaTeusa Sandoz Fluorouracil Ebewe | ®nyopoypaunmn 50mg/MI | | KoHueHTpaT 3a NHTpaBeHO3HO NpUIoXeHne
Pharmaceuticals D.D. dnyopoypaumn 50mli/MI WHXEeKUMOHeH/UHdY3noHe
H pa3TBop
NaTteBus Sandoz Capecitabine KaneunTtabmH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Pharmaceuticals D.D. Sandoz Tabnetka
NaTteBus Zentiva, K.S. Capecitabine KaneunTtabuH 150mg dunmmpaHa TabneTka [MepopanHo npunoxeHue
Zentiva TabneTtka
Nateus Zentiva, K.S. Capecitabine Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo npunoxeHue
Zentiva TabneTtka
NlntBa Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypaumn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBeHO3HO NpUIoXKeEHMe
H pa3TBop
Nntea Grindeks Ftorafur Teracdyp 400mg Kancyna Kancyna, TBbpaa lMepopanHo npunoxeHue
NuTtea Norameda Uab Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Norameda TabneTtka
NlntBa Norameda Uab Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Norameda TabneTtka
Nlntea Zentiva, K.S. Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo npunoxeHue
Zentiva Tabnetka
Nntea Zentiva, K.S. Capecitabine KaneunTtabmuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue

Zentiva

Tabnetka
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BellecTBO B 4030Ba
eanHuua
Jiokcembypr Almirall Hermal Gmbh Actikerall dnyopoypauun 5mgg, Pa3TBop 3a KoOXxa Ko>xXHO npunoxeHue
Canuumnosa KncenmHa
100mgg
Jiokcembypr Almirall Hermal Gmbh Verrumal ®dnyopoypauun 0,5g/100g, | PasTeBop 3a koxa Ko>xXHO npunoxeHue
Canuumnosa KnucenmHa
10g/100g
Jiokcembypr Eurogenerics N.V./S.A. Capecitabine Eg KaneuutabuH 150mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Tabnetka
Jliokcembypr Eurogenerics N.V./S.A. Capecitabine Eg Kaneuutabux 500mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Tabnetka
Jliokcembypr S.A. Meda Pharma N.V. | Efudix dnyopoypaumn 5g/100g YHrBeHT Ko>xXHO npunoxeHue
Jltokcembypr Teva Pharma Belgium Fluracedyl dnyopoypaumn 50mg/MI NHxeKkuuns NHTpaBEeHO3HO NpuUIoXKeEHMe
N.V./S.A
ManTa 1 A Pharma Gmbh Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Sandoz TabneTtka
ManTa 1 A Pharma Gmbh Capecitabine KaneunTtabuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Sandoz TabneTtka
ManTa Accord Healthcare Fluorouracil Accord | ®nyopoypauun NHxekumoHeH/nHdy3noHe | MHTpaBEHO3HO NpUIoXeHne
Limited Healthcare 1000mg/20ml H pasTBop
ManTa Accord Healthcare Fluorouracil Accord | ®nyopoypauun MHXeKUMOHeH/nHDY3noHe | MHTpaBEeHO3HO NpUIoXKeEHMe
Limited Healthcare 2500mg/50ml H pa3TBop
ManTa Accord Healthcare Fluorouracil Accord | ®nyopoypauun MHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeHMe
Limited Healthcare 250mg/5ml H pa3TBop
ManTa Accord Healthcare Fluorouracil Accord | ®nyopoypauun NHxekumoHeH/nHdy3noHe | MHTpaBEHO3HO NpUIoXeHne
Limited Healthcare 5000mg/100ml H pa3TBop
ManTa Accord Healthcare Fluorouracil Accord | ®nyopoypauun NHxekumoHeH/uHdy3noHe | MHTpaBEHO3HO NpUIoXeHne
Limited Healthcare 500mg/10ml H pa3TBop
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ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eavHuua
ManTa Fresenius Kabi Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Oncology Plc. Fresenius Kabi Tabnetka
Oncology
ManTa Fresenius Kabi Capecitabine KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Oncology Plc. Fresenius Kabi Tabnetka
Oncology
ManTa Hospira Uk Ltd Fluorouracil dnyopoypaumn 1g/20ml NHXeKUuMoHeH pa3Tesop NHTpaapTepuanHo
Hospira Uk npunoXxeHue/ NHTPaBEHO3HO
npunoXeHne
ManTta Hospira Uk Ltd Fluorouracil dnyopoypaumn 2,5g/50ml MHXXEKLUMOHEH pa3TBop WNHTpaapTepmasnHo
Hospira Uk npunoXxeHue/ NHTPaBEHO3HO
npunoXeHne
ManTta Hospira Uk Ltd Fluorouracil dnyopoypaumn MHXXEKLUMOHEH pa3TBop WNHTpaapTepmasnHo
Hospira Uk 500mg/10ml npuaoxeHne/ NHTPaBEHO3HO
npuNoXeHne
ManTa Hospira Uk Ltd Fluorouracil dnyopoypaumn 5g/100ml MHXXEKLUMOHEH pa3TBop WNHTpaapTepmasnHo
Hospira Uk npuaoxeHne/ NHTPaBEHO3HO
npuNoXeHne
ManTa Meda Pharmaceuticals Efudix dnyopoypaumn 5%w/W Kpem Ko>XHO npunoxeHne
Limited
Hunpepnangus Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypaumn 50mg/MI MHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeHMe
H pasTBop
Hunpepnangus Centrafarm B.V. Capecitabine Cf Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Tabnetka
HuaepnaHansa Centrafarm B.V. Capecitabine Cf KaneunTtabmuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue

Tabnetka
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BELLeCcTBO B 030Ba
eavHuua
HuaepnaHansa Egis Pharmaceuticals Coloxet KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Plc Tabnetka
Hunpepnangus Egis Pharmaceuticals Coloxet Kaneumtabmu 300mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Plc TabneTtka
Hunpepnangus Egis Pharmaceuticals Coloxet Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Plc TabneTtka
Hunpepnangus Fairmed Healthcare Capecitabine Fair- Kaneumtabmu 150mg dunMupaHa TabneTka MepopanHo NpunoxeHme
Gmbh Med Tabnetka
HupepnaHams Fairmed Healthcare Capecitabine Fair- KaneunTtabmH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Gmbh Med Tabnetka
HuaepnaHansa Fresenius Kabi Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Nederland B.V. Fresenius Kabi TabneTtka
Hunpepnangus Fresenius Kabi Capecitabine Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo NpunoxeHme
Nederland B.V. Fresenius Kabi TabneTtka
Hunpepnangus Intas Pharmaceuticals Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Limited Astron Tabnetka
Hunpepnangus Intas Pharmaceuticals Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Limited Astron Tabnetka
HuaepnaHansa Mylan B.V. Capecitabine Mylan | KaneuntabuHd 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Tabnetka
HuaepnaHansa Mylan B.V. Capecitabine Mylan | KaneuntabuHd 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
TabneTtka
Hunpepnangus Mylan Healthcare B.V. Efudix dnyopoypaunn 50mgg Kpem KoXXHO npunoxeHne
Hunpepnangus Mylan Healthcare B.V. Ancotil dnyuntosnH 10mg/MI MHdYy31MOHEH pa3TBop MHTpaBEeHO3HO NpuUIoXKEHME
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BELLeCcTBO B 030Ba
eavHuua
Hupaepnanansa Sandoz B.V. 5-Fluorouracil dnyopoypaumn 50mg/MI KoHueHTpaT 3a NHTpaBeHO3HO NpuoxeHne
Sandoz WHXEKLUNOHEH/NHY3noHe
H pa3TBop
HuaepnaHansa Sandoz B.V. Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Sandoz Tabnetka
HuaepnaHansa Sandoz B.V. Capecitabine KaneunTtabmH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Sandoz TabneTtka
Hopserus Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypaumn MHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeHMe
1000mg/20mi H pasTBop
Hopserus Accord Healthcare B.V. Fluorouracil Accord | ®nyopoypaumn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
H pa3TeBop
Hopserus Actavis Group Ptc Ehf. Capecitabine KaneuutabuH 150mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Actavis Tabnetka
Hopserus Actavis Group Ptc Ehf. Capecitabine KaneuutabuH 500mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Actavis Tabnetka
Hopserus Almirall Hermal Gmbh Actikerall dnyopoypauunn 5mgg, Pa3TBop 3a KoOXxa Ko>XXHO npunoxeHune
Canuuunnosa KucenmHa
100mgg
Hopserus Fresenius Kabi Capecitabine KaneuutabuH 150mg dunMmpaHa Tabnetka MepopanHo npunoxeHue
Oncology Plc. Fresenius Kabi Tabnetka
Hopserus Fresenius Kabi Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Oncology Plc. Fresenius Kabi Tabnetka
Hopserus Teva B.V Fluorouracil Teva dnyopoypaumn 50mg/MI MNHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
H pa3TeBop
Monwa Accord Healthcare Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpUIoXKEHMe
Limited 5000mg/100ml H pa3TBop
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ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eanHuua
Monwa Accord Healthcare Fluorouracil Accord | ®nyopoypaumn 50mg/MI NHxeKkunoHeH/nHdy3noHe | HTpaBEHO3HO NMpUIoXeHUe
Limited H pa3TBop
Monwa Almirall Hermal Gmbh Actikerall dnyopoypaunn 5mgg, Pa3TBOp 3a koXa KoxXHO npunoxeHne
Canuumnosa KucenmHa
100mgg
Monwa Almirall Hermal Gmbh Verrumal dnyopoypauunn 5mgg, Pa3TBop 3a KoOXxa Ko>xXHO npunoxeHune
Canuumnosa KucenmHa
100mgg
Monwa Alvogen Ipco S.Ar.L Xalvobin KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Tabnetka
Monwa Alvogen Ipco S.Ar.L Xalvobin KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
TabneTtka
Monwa Ebewe Pharma 5-Fluorouracil dnyopoypaumn 50mg/MI KoHueHTpaT 3a WNHTpaapTepmasnHo
Ebewe WHXEKUNOHEH/NHDY3MOHE | NpUIoXeHne/ MHTPaBEHO3HO
H pasTBop npuNoXeHne
Monwa Egis Pharmaceuticals Coloxet Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Plc TabneTtka
Monwa Egis Pharmaceuticals Coloxet Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Plc TabneTtka
Monwa Fairmed Healthcare Capecitabine Fair- Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Gmbh Med Tabnetka
Monwa Fairmed Healthcare Capecitabine Fair- KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Gmbh Med Tabnetka
Monwa Fresenius Kabi Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Oncology Plc. Fresenius Kabi Tabnetka
Monwa Fresenius Kabi Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Oncology Plc. Fresenius Kabi Tabnetka
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ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eavHuua
Monwa Glenmark Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Pharmaceuticals S.R.O. | Glenmark Tabnetka
Monwa Glenmark Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Pharmaceuticals S.R.O. | Glenmark Tabnetka
Monwa Medac Gesellschaft Fir | Fluorouracil Medac | ®nyopoypaunn 50mg/MI MHXXEKLUMOHEH pa3TBop NHTpaapTepmasnHo
Klinische npunoXxeHne/ MHTPaBEHO3HO
Spezialpraparate Mbh npunoxeHune
(Wedel)
Monwa Mylan Healthcare Sp. Efudix ®dnyopoypauunn 50mgg Kpem Ko>xXHO npunoxeHue
Z.0.0.
Monwa Mylan S.A.S Capecitalox KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
TabneTtka
Monwa Mylan S.A.S Capecitalox Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
Monwa Pharmaswiss Ceska Ancotil dnyuntosnH 10mg/MI MHdYy31MOHEH pa3TBop MHTpaBEeHO3HO NpUIOXKEHME
Republika S.R.O.
Monwa Przedsiebiorstwo Capecitabine Lek- KaneunTtabuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Farmaceutyczne Lek- Am Tabnetka
Am Sp. Z 0.0.
Monwa Sun-Farm Sp. Z.0.0. Verrucutan dnyopoypaunn 5mgg, Pa3TBOp 3a KOXa Ko>XHO npunoxeHune
Canuumnoea KucenumHa
100mgg
Monwa Zentiva, K.S. Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo npunoxeHue
Zentiva Tabnetka
Monwa Zentiva, K.S. Capecitabine KaneunTtabmuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue

Zentiva

Tabnetka

31




ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eavHuua
MopTtyranus Accord Healthcare Fluorouracilo dnyopoypaumn 50mg/MI NHxekumoHeH/nHdy3noHe | MHTpaBEHO3HO NpUIoXeHne
Limited Accord H pa3TBop
MopTyranus Almirall Hermal Gmbh Actikerall dnyopoypaunn 5mgg, Pa3TBOp 3a koXa KoxXHO npunoxeHne
Canuumnosa KncenmHa
100mgg
MopTtyranus Almirall Hermal Gmbh Verrumal dnyopoypauun 5mg/MI, Pa3TBop 3a KoOXxa Ko>xXHO npunoxeHue
CanuumnoBa KncenmHa
100mg/MI
MopTyranua Anabiosis Pc Fluorouracilo dnyopoypaumn 50mg/MI NHxekumoHeH/uHdy3noHe | MHTpaBEHO3HO NpUIoXeHne
Anabiosis H pa3TBop
MopTyranua Anabiosis Pc Zerectum KaneuutabuH 150mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
TabneTtka
MopTtyranus Anabiosis Pc Zerectum Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo npunoxeHue
TabneTtka
MopTyranus Farmoz - Sociedade Capecitabina Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Técnico Medicinal, S.A. Farmoz Tabnetka
MopTyranus Farmoz - Sociedade Capecitabina KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Técnico Medicinal, S.A. Farmoz Tabnetka
MopTtyranusa Fresenius Kabi Pharma Capecitabina KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Portugal, Lda. Fresenius Kabi Tabnetka
MopTyranus Fresenius Kabi Pharma Capecitabina Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Portugal, Lda. Fresenius Kabi Tabnetka
MopTtyranusa Generis Farmacéutica, Capecitabina Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo npunoxeHue
S.A. Aurovitas TabneTtka
MopTtyranusa Generis Farmacéutica, Capecitabina Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo npunoxeHue
S.A. Aurovitas Tabnetka
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ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eavHuua
MopTyranusa Hikma Farmacéutica Fluorouracilo dnyopoypaumn 50mg/MI NHxekumoHeH/nHdy3noHe | MHTpaBEHO3HO NpUIoXeHne
(Portugal), S.A. Hikma H pa3TBop
MopTyranus Hikma Farmacéutica Capecitabina Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
(Portugal), S.A. Hikma TabneTtka
MopTyranus Hikma Farmacéutica Capecitabina Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
(Portugal), S.A. Hikma TabneTtka
MopTyranus Laboratoério Medinfar - Verrucare dnyopoypaumn 5mg/MlI, Pa3TBOp 3a koXa KoxXHO npunoxeHne
Produtos CannuunnoBa KucenuHa
Farmacéuticos, S.A. 100mg/MI
MopTyranus Laboratoérios Normon, Capecitabina Kaneumtabmu 150mg dunMupaHa TabneTka MepopanHo NpunoxeHme
S.A. Normon Tabnetka
MopTtyranusa Laboratdrios Normon, Capecitabina KaneunTtabmH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
S.A. Normon Tabnetka
MopTtyranus Laboratérios Pfizer, Cinkef-U dnyopoypaumn 1g/20ml NHXXeKUMOoHeH pa3Tsop NHTpaapTepuanHo
Lda. npunoXxeHue/ NHTPaBEHO3HO
npunoxeHune
MopTtyranus Laboratérios Pfizer, Cinkef-U dnyopoypaumn 2,5g/50ml | NHxekunoHeH pa3Teop NHTpaapTepuanHo
Lda. npunoXxeHue/ NHTPaBEHO3HO
npuaoXeHne
MopTyranus Laboratorios Pfizer, Cinkef-U dnyopoypaumn MHXXEKLUMOHEH pa3TBop WHTpaapTepmasnHo
Lda. 500mg/10ml npunoXxeHue/ NHTPaBEHO3HO
npuaoXeHne
MopTyranus Laboratorios Pfizer, Cinkef-U dnyopoypaumn 5g/100ml MHXXEKLUMOHEH pa3TBop WNHTpaapTepmasnHo
Lda. npunoXxeHue/ NHTPaBEHO3HO
npuaoXeHne
MopTyranus Labosuan I+d S.L. Capecitabina Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHue

Labosuan

Tabnetka
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ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eavHuua
MopTyranusa Labosuan I+d S.L. Capecitabina KaneuutabuH 500mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Labosuan Tabnetka
MopTyranus Opus-Materia Ltd Fluorouracil Opus dnyopoypaumn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXeHne
H pasTBop
MopTyranus Pharmacare Premium Capecitabina Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Limited Bluelife TabneTtka
MopTyranus Pharmacare Premium Capecitabina Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHne
Limited Bluelife Tabnetka
MopTyranua Sandoz Farmacéutica Capecitabina KaneuutabuH 150mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Lda. Sandoz Tabnetka
MopTtyranus Sandoz Farmacéutica Capecitabina KaneuutabuH 500mg dunMmpaHa TabneTka MNMepopanHo npunoxeHue
Lda. Sandoz TabneTtka
MopTyranus Stada Lda. Capecitabina Stada | KaneuntabuH 150mg dunMupaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
MopTyranus Stada Lda. Capecitabina Stada | Kaneuntabut 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
MopTyranus Teva B.V Fluorouracilo Refta | ®nyopoypaumn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXeHMe
H pa3TBop
MopTyranua Teva Pharma - Fluorouracilo Teva dnyopoypaumn 50mg/MI NHXeKLMOHEH pa3TBop NHTpaapTepuanHo
Produtos Farmacéuticos npunoXxeHue/ NHTPaBEHO3HO
Lda npuaoXxeHue
MopTyranua Teva Pharma - Fluorouracilo Teva dnyopoypaumn 50mg/MI NHXekuunsa NHTpaBeHO3HO NpuaoxeHue
Produtos Farmacéuticos
Lda
MopTtyranusa Vocate ®appakeuTikn Xelazor Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo npunoxeHue

Ag

Tabnetka
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BellecTBO B 4030Ba
eavHuua
MopTyranusa Vocate ®appakeuTikn Xelazor KaneuutabuH 500mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Ag Tabnetka
MopTyranus Zentiva Portugal, Lda Capecitabina Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Zentiva TabneTtka
MopTyranus Zentiva Portugal, Lda Capecitabina Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Zentiva TabneTtka
PyMbHUMSA Accord Healthcare Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
Polska Sp. Z 0.0. 250mg/5ml H pa3TBop
PyMbHUSA Accord Healthcare Fluorouracil Accord | ®nyopoypaumn 50mg/MI NHxeKunoHeH/nHdy3noHe | NHTpaBEHO3HO NMpUIoXeHUe
Polska Sp. Z 0.0. H pa3TBop
PyMbHUA Alvogen Ipco S.Ar.L Xalvobin KaneuutabuH 150mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
TabneTtka
PyMbHUMSA Alvogen Ipco S.Ar.L Xalvobin Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
PyMbHUSA Dr. Reddy's Capecitabina Dr. Kaneumtabmu 500mg dunmMnpaHa TabneTka MepopanHo NpunoXxeHme
Laboratories Romania Reddy's Tabnetka
Srl
PyMbHUMSA Ebewe Pharma 5-Fluorouracil dnyopoypaumn 50mg/MI KoHueHTpaT 3a WNHTpaapTepmasnHo

WMHXEKLNOHEH/NHMDY3noHe npunoxexHune/

H pa3TBop MHTpanepmuToHeasiHo
npunoXxeHne/ MHTPaBeHO3HO
npuNoXeHne

PyMbHUMSA Fairmed Healthcare Capecitabina Fair- Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Gmbh Med Tabnetka
PyMbHUSA Fairmed Healthcare Capecitabina Fair- KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue

Gmbh

Med

Tabnetka
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BellecTBO B 4030Ba
eavHuua
PyMbHUSA Glenmark Capecitabina KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Pharmaceuticals S.R.O. | Glenmark Tabnetka
PyMbHUMSA Neola Pharma Srl Arxeda Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Tabnetka
PyMbHUSA Neola Pharma Srl Arxeda Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Tabnetka
PyMbHUMSA S.C. Fresenius Kabi Capecitabina Kaneumtabmu 150mg dunMupaHa TabneTka MepopanHo NpunoxeHme
Romania S.R.L. Fresenius Kabi TabneTka
PyMbHUA S.C. Fresenius Kabi Capecitabina KaneunTtabmH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Romania S.R.L. Fresenius Kabi TabneTka
PyMbHUA Terapia S.A. Cerex KaneunTtabmuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Tabnetka
CnoBakus Accord Healthcare Fluorouracil Accord | ®nyopoypaumn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
Polska Sp. Z O.0. H pasTBop
CnoBakus Almirall Hermal Gmbh Actikerall dnyopoypaumn 5mgg, Pa3TBOp 3a koXa KoxXHO npunoxeHune
Canuumnosa KucenmHa
100mgg
CnoBakus Almirall Hermal Gmbh Verrumal dnyopoypaumn 5mgg, Pa3TBOp 3a koXa KoxXHO npunoxeHne
Canuumnosa KucenmHa
100mgg
CnoBakus Ebewe Pharma 5-Fluorouracil dnyopoypaumn 50mg/MI KoHueHTpaT 3a WNHTpaapTepmasnHo
Ebewe WHXEeKUNOHEH/NHDY3MOHe | NpunoxeHue/

H pa3TBop MHTpanepmuToHeasiHo
npunoXxeHne/ MHTPaBeHO3HO
npuNoXeHne

CnoBakus Egis Pharmaceuticals Coloxet Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme

Plc

Tabnetka
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BellecTBO B 4030Ba
eavHuua
Cnosakus Egis Pharmaceuticals Coloxet KaneunTtabmH 300mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Plc Tabnetka
CnoBakus Egis Pharmaceuticals Coloxet Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Plc Tabnetka
CnoBakus Glenmark Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Pharmaceuticals S.R.O0. | Glenmark Tabnetka
CnoBakus Mylan Ire Healthcare Efudix dnyopoypaumn 50mgg YHrBeHT Ko>XHO npunoxeHne
Limited
Cnosakus Mylan Ireland Limited Capecitalox KaneunTtabmH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Tabnetka
Cnosakus Pharmagen Cz S.R.O. Capecitabine KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Pharmagen TabneTtka
CnoBakus Pharmagen Cz S.R.O. Capecitabine Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo NpunoxeHme
Pharmagen TabneTtka
CnoBakus Pharmevid S.R.O. Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Pharmacenter Tabnetka
CnoBakus Sandoz 5-Fluorouracil dnyopoypaumn 50mg/MI KoHueHTpaT 3a WNHTpaapTepmasnHo
Pharmaceuticals D.D. Ebewe WHXEKUWOHEH/nHDY3noHe | npunoxeHue/
H pa3TBop MHTpanepmuToHeasiHo
npunoxexHue/
VMHTpanseBpasHo
npuaoxeHne/ NHTPaBEHO3HO
npunoxeHune
CnoBakus Stada Arzneimittel Ag Capecitabine Stada | Kaneuntabuxd 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Tabnetka
CnoseHus Accord Healthcare Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
Limited 1000mg/20ml H pasTBop
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ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eavHuua
CnoseHus Accord Healthcare Fluorouracil Accord | ®nyopoypaumn NHxeKkunoHeH/nHdy3noHe | HTpaBEHO3HO NMpUIoXeHUe
Limited 2500mg/50ml H pa3TBop
CnoseHus Accord Healthcare Fluorouracil Accord | ®nyopoypaumn NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeEHMe
Limited 250mg/5ml H pasTBop
CnoseHus Accord Healthcare Fluorouracil Accord | ®nyopoypauun MHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXKeHMe
Limited 5000mg/100ml H pa3TBop
CnoseHus Accord Healthcare Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
Limited 500mg/10ml H pa3TBop
CnoseHus Ebewe Pharma 5-Fluorouracil dnyopoypaunn 50mg/MI KoHueHTpaT 3a MHTpaBeHO3HO NMpuioxeHune
Ebewe WHXEKUNOHEH/NHY3noHe
H pasTBop
CnoBeHus Fresenius Kabi Kapecitabin KaneuutabuH 150mg dunMmpaHa Tabnetka MepopanHo nNpunoxeHue
Oncology Plc. Fresenius Kabi Tabnetka
CnoseHus Sandoz Kapecitabin KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Pharmaceuticals D.D. Sandoz Tabnetka
CnoseHus Sandoz Kapecitabin KaneunTtabmH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Pharmaceuticals D.D. Sandoz TabneTtka
McnaHus Accord Healthcare Fluorouracilo dnyopoypaumn NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
S.L.U. Accord 1000mg/20ml H pasTBop
McnaHus Accord Healthcare Fluorouracilo dnyopoypaumn NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXeHMe
S.L.U. Accord 250mg/5ml H pa3TBop
NcnaHuns Accord Healthcare Fluorouracilo dnyopoypauun NHxekumoHeH/uHdy3noHe | MHTpaBEHO3HO NpUIoXeHne
S.L.U. Accord 5000mg/100ml H pa3TBop
NcnaHuns Accord Healthcare Fluorouracilo dnyopoypauun NHxekumoHeH/nHdy3noHe | MHTpaBEHO3HO NpUIoXeHne
S.L.U. Accord 500mg/10ml H pa3TBop
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BELLeCcTBO B 030Ba
eavHuua
NcnaHuns Almirall Hermal Gmbh Actikerall dnyopoypauunn 5mgg, Pa3TBop 3a KoOXxa Ko>xXHO npunoxeHue
Canuumnnoea KucenumHa
100mgg
McnaHu4a Aurovitas Spain,s.A.U. Capecitabina KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Aurovitas Spain Tabnetka
McnaHu4a Aurovitas Spain,s.A.U. Capecitabina KaneunTtabmH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Aurovitas Spain TabneTtka
Ucnanus Cipla (Uk) Limited Xelcip Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
Ncnanus Cipla (Uk) Limited Xelcip Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
UcnaHus Fairmed Healthcare Capecitabina Fair- KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Gmbh Med Tabnetka
UcnaHus Fairmed Healthcare Capecitabina Fair- KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Gmbh Med Tabnetka
McnaHu4a Fresenius Kabi Capecitabina KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Oncology Plc. Fresenius Kabi Tabnetka
McnaHus Fresenius Kabi Capecitabina Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Oncology Plc. Fresenius Kabi Tabnetka
McnaHus Kern Pharma, S.L. Capecitabina Kern Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Pharma Tabnetka
McnaHu4a Kern Pharma, S.L. Capecitabina Kern KaneunTtabuH 300mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Pharma Tabnetka
McnaHu4a Kern Pharma, S.L. Capecitabina Kern KaneunTtabmuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Pharma Tabnetka
McnaHu4a Laboratorios Normon, Capecitabina KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue

S.A.

Normon

Tabnetka

39




ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba
eavHuua

McnaHu4a Laboratorios Normon, Capecitabina KaneunTtabmuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
S.A. Normon Tabnetka

Ucnanus Mylan Pharmaceuticals Utefos Teradyp 400mg Kancyna Kancyna, TBbpaa MepopanHo NpunoxeHme
S.L.

Ucnanus Reddy Pharma Iberia, Capecitabina Dr. Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
S.A. Reddys Tabnetka

McnaHus Sandoz Farmacéutica, Capecitabina Kaneumtabmu 150mg dunMupaHa TabneTka MepopanHo NpunoxeHme
S.A. Sandoz Tabnetka

UcnaHus Sandoz Farmacéutica, Capecitabina KaneunTtabmH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
S.A. Sandoz Tabnetka

McnaHu4a Zaphyr Pharmaceuticals | Zapecine KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Ireland Limited Tabnetka

McnaHus Zaphyr Pharmaceuticals | Zapecine Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo NpunoxeHme
Ireland Limited Tabnetka

LLseumns Accord Healthcare Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBeHO3HO NpUIoXKeEHMe
Limited 1000mg/20ml H pasTBop

Lseums Accord Healthcare Fluorouracil Accord | ®nyopoypauun NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXeHMe
Limited 2500mg/50ml H pa3TBop

Lseumns Accord Healthcare Fluorouracil Accord | ®nyopoypaumn NHxeKunoHeH/nHdy3noHe | MHTpaBeHO3HO NMpUIoXeHUe
Limited 250mg/5ml H pa3TBop

Lseumns Accord Healthcare Fluorouracil Accord | ®nyopoypaumn NHxeKkunoHeH/nHdy3noHe | HTpaBEHO3HO NMpUIoXeHUe
Limited 5000mg/100ml H pa3TBop

Lseums Accord Healthcare Fluorouracil Accord | ®nyopoypaumn NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXeHMe
Limited 500mg/10ml H pasTBop

Lseums Almirall Hermal Gmbh Actikerall dnyopoypaumn 5mgg, Pa3TBOp 3a koXa KoxXHO npunoxeHne

CanuumnoBa KncenmHa
100mgg
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BellecTBO B 4030Ba
eavHuua
Lseumns Alvogen Ipco S.Ar.L Xalvobin KaneunTtabuH 150mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Tabnetka
LLseumns Alvogen Ipco S.Ar.L Xalvobin Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
TabneTtka
LLseumns Fairmed Healthcare Capecitabine Fair- Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Gmbh Med TabneTtka
Lseums Fairmed Healthcare Capecitabine Fair- Kaneumtabmu 500mg dunMupaHa TabneTka MepopanHo NpunoxeHme
Gmbh Med Tabnetka
LWseuusa Fresenius Kabi Capecitabin KaneunTtabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Oncology Plc. Fresenius Kabi Tabnetka
Lseuusa Fresenius Kabi Capecitabin KaneunTtabmuH 500mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
Oncology Plc. Fresenius Kabi Tabnetka
Lseums Meda Ab Ancotil dnyuntosnH 10mg/MI MHdYy31OHEH pa3TBop MHTpaBEeHO3HO NpUIOXKEHME
Lseums Mylan Ab Capecitalox Kaneumtabmu 150mg dunMupaHa TabneTka MepopanHo NpunoxeHme
Tabnetka
Lseumns Mylan Ab Capecitalox KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue
Tabnetka
Lseuusa Orion Corporation Capecitabine Orion | KaneuntabuH 150mg dunmmpaHa Tabnetka [MepopanHo npunoxeHue
TabneTtka
Lseuus Orion Corporation Capecitabine Orion | KaneumntabuH 500mg dunMnpaHa TabneTka MepopanHo npunoxeHue
TabneTtka
LLseumns Sandoz A/S Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Sandoz TabneTtka
Lseums Stada Arzneimittel Ag Capecitabin Stada Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Tabnetka
LLseumns Stada Arzneimittel Ag Capecitabin Stada KaneunTtabmuH 500mg dunmmpaHa Tabnetka MepopanHo NpunoxeHue

Tabnetka
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ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba

eanHuua
Lseuusa Teva Sweden Ab Fluorouracil Teva dnyopoypaunn 50mg/MI NHxekuua MHTpaBeHO3HO MpuioxXeHune
O6eauvHeHo Accord Healthcare Fluorouracil Accord | ®nyopoypaumn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpUIoXKEHMe
Kpancreo Limited H pasTBop
O6eauvHeHo Accord Healthcare Fluorouracil Accord | ®nyopoypaumn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUIoXeHMe
KpasncTBo Limited Healthcare H pa3TBop
Ob6eanHeHo Actavis Uk Ltd. Capecitabine KaneuutabuH 150mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
KpascTBo Accord-Uk Tabnetka
Ob6eanHeHo Actavis Uk Ltd. Capecitabine Kaneuutabux 500mg dunMmpaHa Tabnetka MNMepopanHo npunoxeHue
KpasncTBo Accord-Uk Tabnetka
O6eauvHeHo Almirall Hermal Gmbh Actikerall dnyopoypaumn 5mgg, Pa3TBOp 3a koXa KoxXHO npunoxeHne
Kpancreo CanuumnoBa KncenmHa

100mgg
Ob6eanHeHo Cipla (Eu) Limited Xelcip KaneuutabuH 150mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
KpancTeo TabneTtka
O6eauvHeHo Cipla (Eu) Limited Xelcip Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Kpancreo TabneTtka
O6eauvHeHo Dr. Reddy's Capecitabine Dr. Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
KpancTeo Laboratories (Uk) Ltd. Reddy's Tabnetka
Ob6eanHeHo Dr. Reddy's Capecitabine Dr. Kaneuutabux 500mg dunMmpaHa Tabnetka MNepopanHo NpunoxeHue
KpasncTBo Laboratories (Uk) Ltd. Reddy's Tabnetka
Ob6eanHeHo Fairmed Healthcare Capecitabine Fair- KaneuutabuH 150mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
KpasncTBo Gmbh Med Tabnetka
Ob6eanHeHo Fairmed Healthcare Capecitabine Fair- KaneuutabuH 500mg dunMmpaHa Tabnetka MNepopanHo NpunoxeHue
Kpancreo Gmbh Med TabneTtka
O6eauvHeHo Fresenius Kabi Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Kpancreo Oncology Plc. Fresenius Kabi TabneTtka

Oncology
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BellecTBO B 4030Ba
eanHuua
Ob6eanHeHo Fresenius Kabi Capecitabine KaneuutabuH 500mg dunMmpaHa Tabnetka MNepopanHo NpunoxeHue
KpasncTBo Oncology Plc. Fresenius Kabi Tabnetka
Oncology
Ob6eanHeHo Generics [uk] Limited Capecitabine Mylan | KaneuutabuH 150mg dunMmpaHa Tabnetka MNMepopanHo npunoxeHue
KpasncTBo Tabnetka
Ob6eanHeHo Generics [uk] Limited Capecitabine Mylan | KaneuutabuH 500mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
KpancTteo TabneTtka
O6eauvHeHo Glenmark Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Kpancreo Pharmaceuticals Europe | Glenmark TabneTtka
Limited Pharmaceuticals
Europe
Ob6eanHeHo Glenmark Capecitabine KaneuutabuH 500mg dunMmpaHa Tabnetka MNepopanHo NpunoxeHue
KpascTBo Pharmaceuticals Europe | Glenmark Tabnetka
Limited Pharmaceuticals
Europe
O6eauvHeHo Hikma Farmacéutica Fluorouracil Hikma | ®nyopoypaunn 50mg/MI NHXeKUMOHEeH/nHDY3noHe | MHTpaBEeHO3HO NpuUoXeHne
Kpancreo (Portugal), S.A. Farmacéutica H pa3Teop
Portugal
O6eauvHeHo Hospira Uk Ltd Fluorouracil dnyopoypaumn 1g/20ml MHXXEKLUMOHEH pa3TBop WNHTpaapTepmasnHo
Kpancreo Hospira Uk npuaoxeHne/ NHTPaBEHO3HO
npuaoXxeHune
ObeanHeHo Hospira Uk Ltd Fluorouracil dnyopoypaumn MHXXEKLUMOHEH pa3TBop WHTpaapTepunanHo
Kpancreo Hospira Uk 2,5g/100ml npuaoxeHne/ NHTPaBEHO3HO
npuoXeHne
ObeanHeHo Hospira Uk Ltd Fluorouracil dnyopoypauun 2,5g/50ml MHXXEKLUMOHEH pa3TBop WHTpaapTepunanHo
KpasncTBo Hospira Uk npunoXxeHue/ NHTPaBEHO3HO

npunoxexHue
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ObpaBa yneHkKa

Mputexxaten Ha

HanMeHoOBaHMue Ha

INN/AKTMBHO BellecTBo +

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

Ha EUN pa3peLueHneTo 3a npoaykKra Konnuyecrso Ha aKTUBHOTO
ynotpeba BellecTBO B 4030Ba
eanHuua
ObeanHeHo Hospira Uk Ltd Fluorouracil dnyopoypaumn MHXXEKLUMOHEH pa3TBop WHTpaapTepunanHo
KpasncTBo Hospira Uk 250mg/10ml npunoXxeHue/ NHTPaBEHO3HO
npuoXeHune
ObeanHeHo Hospira Uk Ltd Fluorouracil dnyopoypaumn MHXXEKLUMOHEH pa3TBop WHTpaapTepunanHo
KpasncTBo Hospira Uk 250mg/5ml npunoXxeHue/ NHTPaBEHO3HO
npuoXeHune
ObeanHeHo Hospira Uk Ltd Fluorouracil dnyopoypaumn MHXXEKLUMOHEH pa3TBop WHTpaapTepunanHo
KpasncTBo Hospira Uk 500mg/10ml npunoXxeHue/ NHTPaBEHO3HO
npunoXeHne
O6eavHeHo Hospira Uk Ltd Fluorouracil dnyopoypaumn MHXXEKLUMOHEH pa3TBop WNHTpaapTepmasnHo
KpasncTBo Hospira Uk 500mg/20ml npunoXxeHue/ NHTPaBEHO3HO
npunoXeHne
O6eavHeHo Hospira Uk Ltd Fluorouracil dnyopoypaumn 5g/100ml MHXXEKLUMOHEH pa3TBop WNHTpaapTepmasnHo
KpancTeo Hospira Uk npunoXxeHne/ MHTPaBEHO3HO
npuNoXeHne
O6eauvHeHo Medac Gesellschaft Fir | Fluorouracil Medac | ®nyopoypaunn 25mg/MI MHXXEKLUMOHEH pa3TBop NHTpaapTepmasnHo
Kpancreo Klinische npunoXxeHne/ MHTPaBEHO3HO
Spezialpraparate Mbh npunoxeHune
(Wedel)
ObeanHeHo Medac Gesellschaft Fir | Fluorouracil Medac | ®nyopoypaumn 50mg/MI NHXeKUMOHEH pa3TBop NHTpaapTepuanHo
KpasncTBo Klinische npunoXxeHue/ NHTPaBEHO3HO
Spezialpraparate Mbh npuaoXxeHue
(Wedel)
O6eauvHeHo Morningside Healthcare | Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
Kpancreo Ltd Morningside TabneTtka
Healthcare
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ObpaBa yneHkKa
Ha EMN

Mputexxaten Ha
pa3spelleHmeTo 3a

HanMeHoOBaHMue Ha
npoaykra

INN/AKTMBHO BellecTBo +
Konunuyecrso Ha aKTUBHOTO

dapmaueBTnyHa popma

MbT Ha BbBEXAAHe

ynotpeba BellecTBO B 4030Ba

eauHuua
Ob6eanHeHo Morningside Healthcare | Capecitabine KaneuutabuH 500mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
KpasncTBo Ltd Morningside Tabnetka

Healthcare
Ob6eanHeHo Mylan Products Limited [ Efudix dnyopoypaumn 5%w/W Kpem Ko>xXHO npunoxeHue
Kpancreo
ObeanHeHo Mylan Products Limited | Ancotil OnyumTosnH 2,5g bytunka | MHdy3noHeH pa3TBop WHTpanepuToHeanHo
Kpancreo npuaoxeHne/ NHTPaBEHO3HO
npuaoXeHne

Ob6eanHeHo Sandoz Ltd Capecitabine KaneuutabuH 150mg dunMmpaHa Tabnetka MNepopanHo NpunoxeHue
KpasncTBo Sandoz Tabnetka
Ob6eanHeHo Sandoz Ltd Capecitabine KaneuutabuH 500mg dunMmpaHa Tabnetka MNepopanHo NpunoxeHue
Kpancreo Sandoz TabneTtka
O6eavHeHo Wave Pharma Limited Capecitabine Kaneumtabmu 150mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
KpancTeo Reliance TabneTtka
O6eauvHeHo Wave Pharma Limited Capecitabine Kaneumtabmu 500mg dunMnpaHa TabneTka MepopanHo NpunoxeHme
KpasncTBo Reliance Tabnetka
Ob6eanHeHo Zentiva Pharma Uk Capecitabine KaneuutabuH 150mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
KpasncTBo Limited Zentiva Tabnetka
Ob6eanHeHo Zentiva Pharma Uk Capecitabine KaneuutabuH 500mg dunMmpaHa Tabnetka MNepopanHo npunoxeHue
KpasncTBo Limited Zentiva Tabnetka
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