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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State where
country) Authorisation number Number member state product is authorised
Gembin 40 mg/ml concentrato per PT/H/2035/001 040237012 AUROBINDO PHARMA (ITALIA) IT
soluzione per infusione S.R.L.
Gembin 40 mg/ml concentrato per PT/H/2035/001 040237024 AUROBINDO PHARMA (ITALIA) IT
soluzione per infusione S.R.L.
Gembin 40 mg/ml concentrato per PT/H/2035/001 040237036 AUROBINDO PHARMA (ITALIA) IT
soluzione per infusione S.R.L.
Gembin 40 mg/ml koncentratas NL/H/1644/001 LT/1/10/2236/001-003 ACTAVIS GROUP PTC EHF. LT
infuziniam tirpalui
GEMBIN 40 mg/ml koncentrats infuziju | NL/H/1644/001 10-0583 ACTAVIS GROUP PTC EHF. LV
Skiduma pagatavosanai
Gembin, 40 mg/ml infusioonilahuse NL/H/1644/001 708310 ACTAVIS GROUP PTC EHF. EE
kontsentraat
GEMCI-cell® 38 mg/ml Konzentrat zur | DE/H/5530/001 73750.00.00 STADAPHARM GMBH DE
Herstellung einer Infusionslésung
Gemcisela 40 mg/ml Konzentrat zur not available 93427.00.00 ALCHEMIA LIMITED DE
Herstellung einer Infusionslésung
Gemcitabin "medac", koncentrat til UK/H/5735/001 55640 MEDAC GESELLSCHAFT FUR DK
infusionsveeske, oplgsning KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabin "SUN", infusionsvaeske, NL/H/3313/001 55023 SUN PHARMACEUTICAL DK
oplgsning INDUSTRIES EUROPE B.V.
Gemcitabin "Accord” UK/H/1124/003 46864 ACCORD HEALTHCARE LIMITED DK
Gemcitabin "Accord”, koncentrat til NL/H/2136/001 48134 ACCORD HEALTHCARE LIMITED DK
infusionsveeske, oplgsning
Gemcitabin "Accord”, koncentrat til NL/H/2136/001 48134 ACCORD HEALTHCARE LIMITED DK
infusionsvaeske, oplgsning
Gemcitabin "Accord”, koncentrat til NL/H/2136/001 48134 ACCORD HEALTHCARE LIMITED DK
infusionsvaeske, oplgsning
Gemcitabin "Accord”, koncentrat til NL/H/2136/001 48134 ACCORD HEALTHCARE LIMITED DK
infusionsveeske, oplgsning
GEMCITABIN "ACTAVIS”, KONCENTRAT | NL/H/1644/001 44586 ACTAVIS GROUP PTC EHF. DK
TIL INFUSIONSVASKE, OPLJSNING
Gemcitabin "Hospira”, koncentrat til UK/H/1862/001 44787 HOSPIRA UK LTD DK
infusionsvaeske, oplgsning
Gemcitabin "Hospira”, koncentrat til UK/H/1862/001 44787 HOSPIRA UK LTD DK
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infusionsvaeske, oplgsning

Gemcitabin "Hospira”, koncentrat til
infusionsvaeske, oplgsning

UK/H/1862/001

44787

HOSPIRA UK LTD

DK

Gemcitabin ”"Sandoz”, koncentrat til
infusionsveeske, oplgsning

AT/H/0359/001

46179

SANDOZ A/S

DK

Gemcitabin Accord 100 mg/ml
koncentrat za raztopino za infundiranje

UK/H/4287/001

H/12/00679/001

ACCORD HEALTHCARE LIMITED

S

Gemcitabin Accord 100 mg/ml
koncentrat za raztopino za infundiranje

UK/H/4287/001

H/12/00679/002

ACCORD HEALTHCARE LIMITED

Sl

Gemcitabin Accord 100 mg/ml
koncentrat za raztopino za infundiranje

UK/H/4287/001

H/12/00679/003

ACCORD HEALTHCARE LIMITED

S

Gemcitabin Accord 100 mg/ml
koncentrat za raztopino za infundiranje

UK/H/4287/001

H/12/00679/004

ACCORD HEALTHCARE LIMITED

S

Gemcitabin Accord 100 mg/ml
Konzentrat zur Herstellung einer
Infusionslésung

NL/H/2136/001

1-31286

ACCORD HEALTHCARE LIMITED

AT

Gemcitabin Accord 100 mg/ml
Konzentrat zur Herstellung einer
Infusionslésung

NL/H/2136/001

1-31286

ACCORD HEALTHCARE LIMITED

AT

Gemcitabin Accord 100 mg/ml
Konzentrat zur Herstellung einer
Infusionslésung

NL/H/2136/001

1-31286

ACCORD HEALTHCARE LIMITED

AT

Gemcitabin Accord 100 mg/ml
Konzentrat zur Herstellung einer
Infusionslésung

NL/H/2136/001

1-31286

ACCORD HEALTHCARE LIMITED

AT

Gemcitabin Accord 100 mg/ml
Konzentrat zur Herstellung einer
Infusionslésung

NL/H/2136/001

84099.00.00

ACCORD HEALTHCARE LIMITED

DE

Gemcitabin Accord 100 mg/ml
Konzentrat zur Herstellung einer
Infusionslésung

NL/H/2136/001

84099.00.00

ACCORD HEALTHCARE LIMITED

DE

Gemcitabin Accord 100 mg/ml
Konzentrat zur Herstellung einer
Infusionslésung

NL/H/2136/001

84099.00.00

ACCORD HEALTHCARE LIMITED

DE

Gemcitabin Accord 100 mg/ml

NL/H/2136/001

84099.00.00

ACCORD HEALTHCARE LIMITED

DE
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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State where
country) Authorisation number Number member state product is authorised
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabin Accord 2 g Pulver zur UK/H/1124/003 82092.00.00 ACCORD HEALTHCARE LIMITED DE
Herstellung einer Infusionslésung

Gemcitabin Actavis 40 mg/ml NL/H/1644/001 MA628/06301 ACTAVIS GROUP PTC EHF. MT
concentrate for solution for infusion

Gemcitabin Actavis 40 mg/ml NL/H/1644/001 09-6488 ACTAVIS GROUP PTC EHF. NO
concentrate for solution for infusion

Gemcitabin Actavis 40 mg/ml NL/H/1644/001 41996 ACTAVIS GROUP PTC EHF. SE
koncentrat till infusionsvétska, 16sning

Gemcitabin Actavis 40 mg/ml NL/H/3383/001 H/16/02154/004 ACTAVIS GROUP PTC EHF. S
koncentrat za raztopino za infundiranje

Gemcitabin Actavis 40 mg/ml NL/H/3383/001 H/16/02154/002 ACTAVIS GROUP PTC EHF. S
koncentrat za raztopino za infundiranje

Gemcitabin Actavis 40 mg/ml NL/H/3383/001 H/16/02154/003 ACTAVIS GROUP PTC EHF. Sl
koncentrat za raztopino za infundiranje

Gemcitabin Actavis 40 mg/ml NL/H/3383/001 H/16/02154/005 ACTAVIS GROUP PTC EHF. Sl
koncentrat za raztopino za infundiranje

Gemcitabin Actavis 40 mg/ml NL/H/3383/001 H/16/02154/006 ACTAVIS GROUP PTC EHF. S
koncentrat za raztopino za infundiranje

Gemcitabin Actavis 40 mg/ml NL/H/3383/001 H/16/02154/001 ACTAVIS GROUP PTC EHF. S
koncentrat za raztopino za infundiranje

Gemcitabin Aurobindo 40 mg/ml NL/H/1646/001/DC 77425.00.00 PUREN PHARMA GMBH & CO. KG | DE
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabin Ebewe 10 mg/mi AT/H/0224/001 H/10/02011/004 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/mi AT/H/0224/001 H/10/02011/005 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/ml AT/H/0224/001 H/10/02011/006 EBEWE PHARMA S
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/ml AT/H/0224/001 H/10/02011/007 EBEWE PHARMA S
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/mi AT/H/0224/001 H/10/02011/008 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje
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country) Authorisation number Number member state product is authorised
Gemcitabin Ebewe 10 mg/mi AT/H/0224/001 H/10/02011/009 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/mi AT/H/0224/001 H/10/02011/001 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/ml AT/H/0224/001 H/10/02011/002 EBEWE PHARMA S
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/mi AT/H/0224/001 H/10/02011/003 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/mi AT/H/0224/001 H/10/02011/010 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/ml AT/H/0224/001 H/10/02011/011 EBEWE PHARMA S
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/ml AT/H/0224/001 H/10/02011/012 EBEWE PHARMA S
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/mi AT/H/0224/001 H/10/02011/013 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/mi AT/H/0224/001 H/10/02011/014 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/ml AT/H/0224/001 H/10/02011/015 EBEWE PHARMA S
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/ml AT/H/0224/001 H/10/02011/016 EBEWE PHARMA S
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/mi AT/H/0224/001 H/10/02011/017 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/ml AT/H/0224/001 H/10/02011/018 EBEWE PHARMA S
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 10 mg/ml AT/H/0224/001 1-28015 EBEWE PHARMA AT
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabin Ebewe 40 mg/ml AT/H/0359/001 44/907/10-C EBEWE PHARMA cz
koncentrat pro infuzni roztok

Gemcitabin Ebewe 40 mg/ml AT/H/0359/001 H/11/02012/004 EBEWE PHARMA S
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 40 mg/mi AT/H/0359/001 H/11/02012/005 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje
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Gemcitabin Ebewe 40 mg/mi AT/H/0359/001 H/11/02012/006 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 40 mg/mi AT/H/0359/001 H/11/02012/007 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 40 mg/ml AT/H/0359/001 H/11/02012/008 EBEWE PHARMA S
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 40 mg/ml AT/H/0359/001 H/11/02012/009 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 40 mg/mi AT/H/0359/001 H/11/02012/010 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 40 mg/ml AT/H/0359/001 H/11/02012/001 EBEWE PHARMA S
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 40 mg/ml AT/H/0359/001 H/11/02012/002 EBEWE PHARMA S
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 40 mg/mi AT/H/0359/001 H/11/02012/003 EBEWE PHARMA Sl
koncentrat za raztopino za infundiranje

Gemcitabin Ebewe 40 mg/mi AT/H/0360/001 1-29789 EBEWE PHARMA AT
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabin Fresenius Kabi 38 mg/ml NL/H/2447/002 BE466755 FRESENIUS KABI ONCOLOGY BE
Konzentrat zur Herstellung einer PLC.

Infusionslésung

Gemcitabin Fresenius Kabi 38 mg/ml NL/H/2447/002 BE466764 FRESENIUS KABI ONCOLOGY BE
Konzentrat zur Herstellung einer PLC.

Infusionslésung

Gemcitabin Fresenius Kabi 38 mg/ml NL/H/2447/002 BE466773 FRESENIUS KABI ONCOLOGY BE
Konzentrat zur Herstellung einer PLC.

Infusionslésung

Gemcitabin Fresenius Kabi 40 mg/ml NL/H/2447/001 30208 FRESENIUS KABI ONCOLOGY Fl
infuusiokonsentraatti, liuosta varten PLC.

Gemcitabin Fresenius Kabi 40 mg/ml NL/H/2447/001 1S/1/12/129/01 FRESENIUS KABI ONCOLOGY IS
innrennslispykkni, lausn. PLC.

Gemcitabin Fresenius Kabi 40 mg/ml NL/H/2447/001 30208 FRESENIUS KABI ONCOLOGY FI
koncentrat till infusionsvétska, 16sning PLC.

Gemcitabin Fresenius Kabi 40 mg/ml NL/H/2447/001 46981 FRESENIUS KABI ONCOLOGY SE
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koncentrat till infusionsvétska, 18sning PLC.

Gemcitabin HEXAL® 40 mg/ml AT/H/0360/001 80317.00.00 HEXAL AG DE
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabin Hospira 38 mg/ml UK/H/1862/001 42265 HOSPIRA UK LTD SE
koncentrat till infusionsvétska, 18sning

Gemcitabin Kabi 38 mg/ml koncentrat NL/H/2447/002 H/14/00683/004 FRESENIUS KABI ONCOLOGY Sl
za raztopino za infundiranje PLC.

Gemcitabin Kabi 38 mg/ml koncentrat NL/H/2447/002 H/14/00683/005 FRESENIUS KABI ONCOLOGY Sl
za raztopino za infundiranje PLC.

Gemcitabin Kabi 38 mg/ml koncentrat NL/H/2447/002 H/14/00683/006 FRESENIUS KABI ONCOLOGY S
za raztopino za infundiranje PLC.

Gemcitabin Kabi 38 mg/ml NL/H/2447/002 OGYI-T-21719/07 FRESENIUS KABI ONCOLOGY HU
koncentratum oldatos infuziéhoz PLC.

Gemcitabin Kabi 38 mg/ml NL/H/2447/002 OGYI-T-21719/08 FRESENIUS KABI ONCOLOGY HU
koncentratum oldatos inflziéhoz PLC.

Gemcitabin Kabi 38 mg/ml NL/H/2447/002 OGYI-T-21719/09 FRESENIUS KABI ONCOLOGY HU
koncentratum oldatos inflziéhoz PLC.

Gemcitabin Kabi 38 mg/ml Konzentrat NL/H/2447/002 136344 FRESENIUS KABI ONCOLOGY AT
zur Herstellung einer Infusionslésung PLC.

Gemcitabin Kabi 38 mg/ml Konzentrat NL/H/2447/002 90672.00.00 FRESENIUS KABI ONCOLOGY DE
zur Herstellung einer Infusionslésung PLC.

Gemcitabin Kabi 38 mg/ml Konzentrat NL/H/2447/002 2017040097 FRESENIUS KABI DEUTSCHLAND | LU
zur Herstellung einer Infusionslésung GMBH

Gemcitabin Kabi 40 mg/ml koncentr7, NL/H/2447/001 OGYI-T-21719/04 FRESENIUS KABI ONCOLOGY HU
tum oldatos inf72zi77hoz PLC.

Gemcitabin Kabi 40 mg/ml koncentr7, NL/H/2447/001 OGYI-T-21719/05 FRESENIUS KABI ONCOLOGY HU
tum oldatos inf72zi77hoz PLC.

Gemcitabin Kabi 40 mg/ml koncentr7, NL/H/2447/001 OGYI-T-21719/06 FRESENIUS KABI ONCOLOGY HU
tum oldatos inf72zi77hoz PLC.

Gemcitabin Kabi 40 mg/ml Konzentrat NL/H/2447/001 1-31940 FRESENIUS KABI ONCOLOGY AT
zur Herstellung einer Infusionslésung PLC.

Gemcitabin Kabi 40 mg/ml Konzentrat NL/H/2447/001 2013110396 FRESENIUS KABI ONCOLOGY LU
zur Herstellung einer Infusionslésung PLC.
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Gemcitabin Mylan 40 mg/ml infGzny NL/H/1645/001 44/0774/10-S MYLAN S.A.S SK
koncentrat infuzny koncentrat

Gemcitabin OMNICARE 40 mg/ml not available 94427.00.00 OMNICARE PHARMA GMBH DE
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabin Pfizer 38 mg/ml UK/H/1862/001 27346 PFIZER PFE FINLAND OY Fl
infuusiokonsentraatti, liuosta varten

Gemcitabin Pfizer 38 mg/ml UK/H/1862/001 27346 PFIZER PFE FINLAND OY Fl
infuusiokonsentraatti, liuosta varten

Gemcitabin Pfizer 38 mg/ml UK/H/1862/001 27346 PFIZER PFE FINLAND OY Fl
infuusiokonsentraatti, liuosta varten

Gemcitabin Pfizer 38 mg/ml UK/H/1862/001 1S/1/10/001/01 PFIZER APS IS
innrennslispykkni, lausn

Gemcitabin Pfizer 38 mg/ml UK/H/1862/001 1S/1/10/001/01 PFIZER APS IS
innrennslispykkni, lausn

Gemcitabin Pfizer 38 mg/ml UK/H/1862/001 1S/1/10/001/01 PFIZER APS IS
innrennslispykkni, lausn

Gemcitabin Pfizer 38 mg/ml koncentrat | UK/H/1862/001 27346 PFIZER PFE FINLAND OY Fl
till infusionsvatska, 16sning

Gemcitabin Pfizer 38 mg/ml UK/H/1862/001 1-30909 PFIZER CORPORATION AUSTRIA | AT
Konzentrat zur Herstellung einer GESELLSCHAFT M.B.H.
Infusionslésung

Gemcitabin Pfizer 38 mg/ml UK/H/1862/001 1-30909 PFIZER CORPORATION AUSTRIA | AT
Konzentrat zur Herstellung einer GESELLSCHAFT M.B.H.
Infusionslésung

Gemcitabin Pfizer 38 mg/ml UK/H/1862/001 1-30909 PFIZER CORPORATION AUSTRIA | AT
Konzentrat zur Herstellung einer GESELLSCHAFT M.B.H.
Infusionslésung

Gemcitabin Profusio 40 mg/ml not available 93425.00.00 PGD PROFUSIO LEIPZIG DE
Konzentrat zur Herstellung einer GESUNDHEITS GMBH

Infusionslésung DEUTSCHLAND

Gemcitabin Ribosepharm 40 mg/ml not available 93426.00.00 HIKMA PHARMA GMBH DE
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabin Ribosepharm 40 mg/ml not available 93426.00.00 HIKMA PHARMA GMBH DE
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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State where
country) Authorisation number Number member state product is authorised
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabin Ribosepharm 40 mg/ml not available 93426.00.00 HIKMA PHARMA GMBH DE
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabin Sandoz 40 mg/mil AT/H/0359/001 BE379224 SANDOZ N.V. BE
concentraat voor oplossing voor infusie

Gemcitabin Sandoz 40 mg/ml AT/H/0359/001 BE379233 SANDOZ N.V. BE
concentraat voor oplossing voor infusie

Gemcitabin Sandoz 40 mg/ml AT/H/0359/001 BE379242 SANDOZ N.V. BE
concentraat voor oplossing voor infusie

Gemcitabin Sandoz 40 mg/ml AT/H/0359/001 28251 SANDOZ A/S FI
infuusiokonsentraatti, liuosta varten

Gemcitabin Sandoz 40 mg/ml AT/H/0359/001 43531 SANDOZ A/S SE
koncentrat till infusionsvétska, 16sning

Gemcitabin Sandoz 40 mg/ml AT/H/0359/001 09-7261 SANDOZ A/S NO
konsentrat til infusjonsveeske,

opplgsning

Gemcitabin Sandoz 40mg/ml solution a | AT/H/0359/001 0782276 SANDOZ N.V. LU
diluer pour perfusion

Gemcitabin Sandoz 40mg/ml solution a | AT/H/0359/001 0782293 SANDOZ N.V. LU
diluer pour perfusion

Gemcitabin Sandoz 40mg/ml solution & | AT/H/0359/001 0782309 SANDOZ N.V. LU
diluer pour perfusion

Gemcitabin Sandoz 40mg/ml solution & | AT/H/0359/001 0782312 SANDOZ N.V. LU
diluer pour perfusion

Gemcitabin Sandoz 40mg/ml solution a | AT/H/0359/001 0782262 SANDOZ N.V. LU
diluer pour perfusion

Gemcitabin Sandoz 40mg/ml solution a | AT/H/0359/001 2015040072 SANDOZ N.V. LU
diluer pour perfusion

Gemcitabin STADA 38 mg/ml DE/H/5530/001 1-28435 STADA ARZNEIMITTEL GMBH AT
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabin SUN 10 mg/ml NL/H/3313/001 93415.00.00 SUN PHARMACEUTICALS DE
Infusionsldésung GERMANY GMBH
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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State where
country) Authorisation number Number member state product is authorised
Gemcitabin SUN 10 mg/ml NL/H/3313/001 32841 SUN PHARMACEUTICAL Fl
infusionsvatska, l6sning INDUSTRIES EUROPE B.V.

Gemcitabin SUN 10 mg/ml NL/H/3313/001 52086 SUN PHARMACEUTICAL SE
infusionsvatska, lésning INDUSTRIES EUROPE B.V.

Gemcitabin SUN 10 mg/ml NL/H/3313/001 14-10403 SUN PHARMACEUTICAL NO
infusjonsveaeske, opplgsning INDUSTRIES EUROPE B.V.

Gemcitabin SUN 10 mg/ml NL/H/3313/001 32841 SUN PHARMACEUTICAL Fl
infuusioneste, liuos INDUSTRIES EUROPE B.V.

Gemcitabin SUN 10 mg/ml infuzni NL/H/3313/001 44/587/15-C SUN PHARMACEUTICAL Ccz
roztok INDUSTRIES EUROPE B.V.

Gemcitabin SUN 10 mg/ml infGzny NL/H/3313/001 44/0457/15-S SUN PHARMACEUTICAL SK
roztok INDUSTRIES EUROPE B.V.

Gemcitabin Teva 40 mg/ml koncentrat | NL/H/1647/001 44/906/10-C TEVA PHARMACEUTICALS CR, cz
pro infuzni roztok S.R.O.

Gemcitabin Teva 40 mg/ml koncentrat | NL/H/1647/001 H/11/00688/001 TEVA PHARMA B.V. Sl
za raztopino za infundiranje

Gemcitabin Teva 40 mg/ml koncentrat | NL/H/1647/001 H/11/00688/002 TEVA PHARMA B.V. Sl
za raztopino za infundiranje

Gemcitabin Teva 40 mg/ml koncentrat NL/H/1647/001 H/11/00688/003 TEVA PHARMA B.V. Si
za raztopino za infundiranje

Gemcitabina Accord 1.000 mg NL/H/2136/001 76166 ACCORD HEALTHCARE S.L.U. ES
concentrado para solucién para

perfusion

Gemcitabina Accord 1.500 mg NL/H/2136/001 76157 ACCORD HEALTHCARE S.L.U. ES
concentrado para solucién para

perfusion

Gemcitabina Accord 100 mg | ml NL/H/2136/001 6658/2014/01 ACCORD HEALTHCARE LIMITED RO
concentrat pentru solutie perfuzabila

Gemcitabina Accord 100 mg | ml NL/H/2136/001 6658/2014/02 ACCORD HEALTHCARE LIMITED RO
concentrat pentru solutie perfuzabila

Gemcitabina Accord 100 mg | ml NL/H/2136/001 6658/2014/03 ACCORD HEALTHCARE LIMITED RO
concentrat pentru solutie perfuzabila

Gemcitabina Accord 100 mg | ml NL/H/2136/001 6658/2014/04 ACCORD HEALTHCARE LIMITED RO
concentrat pentru solutie perfuzabila

Gemcitabina Accord 100 mg/ml NL/H/2136/001 5456843 ACCORD HEALTHCARE LIMITED PT
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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State where
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concentrado para solucéo para

perfusao

Gemcitabina Accord 100 mg/mi NL/H/2136/001 5456850 ACCORD HEALTHCARE LIMITED PT
concentrado para solucéo para

perfusao

Gemcitabina Accord 100 mg/mi NL/H/2136/001 5456876 ACCORD HEALTHCARE LIMITED PT
concentrado para solucéo para

perfusao

Gemcitabina Accord 100 mg/mi NL/H/2136/001 5456868 ACCORD HEALTHCARE LIMITED PT
concentrado para solucéo para

perfusao

Gemcitabina Accord 100 mg/mi NL/H/2136/001 040928044 ACCORD HEALTHCARE LIMITED IT
concentrato per soluzione per infusione

Gemcitabina Accord 100 mg/mi NL/H/2136/001 040928018 ACCORD HEALTHCARE LIMITED IT
concentrato per soluzione per infusione

Gemcitabina Accord 100 mg/ml NL/H/2136/001 040928020 ACCORD HEALTHCARE LIMITED IT
concentrato per soluzione per infusione

Gemcitabina Accord 100 mg/ml NL/H/2136/001 040928032 ACCORD HEALTHCARE LIMITED IT
concentrato per soluzione per infusione

Gemcitabina Accord 2.000 mg NL/H/2136/001 76156 ACCORD HEALTHCARE S.L.U. ES
concentrado para solucién para

perfusion

Gemcitabina Accord 200 mg NL/H/2136/001 76158 ACCORD HEALTHCARE S.L.U. ES
concentrado para solucién para

perfusion

Gemcitabina Accord 2000 mg P6 para UK/H/1124/003 5401625 ACCORD HEALTHCARE LIMITED PT
solucdo para perfusao

Gemcitabina Accord 2000 mg polvo UK/H/1124/003 74479 ACCORD HEALTHCARE S.L.U. ES
para solucién para perfusion

Gemcitabina Accord Healthcare 2 g UK/H/1124/003 039531037 ACCORD HEALTHCARE LIMITED IT
polvere per soluzione per infusione

Gemcitabina Aurobindo Pharma Italia NL/H/3390/001 044078018 AUROBINDO PHARMA (ITALIA) IT
40 mg/ml concentrato per soluzione S.R.L.

per infusione

Gemcitabina Aurobindo Pharma ltalia NL/H/3390/001 044078020 AUROBINDO PHARMA (ITALIA) IT
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40 mg/ml concentrato per soluzione S.R.L.

per infusione

Gemcitabina Aurobindo Pharma ltalia NL/H/3390/001 044078032 AUROBINDO PHARMA (ITALIA) IT
40 mg/ml concentrato per soluzione S.R.L.

per infusione

Gemcitabina Aurovitas 1.000 mg PT/H/2035/001 72.981 AUROVITAS SPAIN,S.A.U. ES
concentrado para solucién para

perfusion

Gemcitabina Aurovitas 2.000 mg PT/H/2035/001 72.980 AUROVITAS SPAIN,S.A.U. ES
concentrado para solucién para

perfusion

Gemcitabina Aurovitas 200 mg PT/H/2035/001 72.979 AUROVITAS SPAIN,S.A.U. ES
concentrado para solucién para

perfusion

Gemcitabina Aurovitas 40 mg/ml NL/H/3390/001 5673421 AUROVITAS UNIPESSOAL, LDA. PT
concentrado para solucdo para

perfusao

Gemcitabina Aurovitas 40 mg/ml NL/H/3390/001 5673439 AUROVITAS UNIPESSOAL, LDA. PT
concentrado para solucéo para

perfusao

Gemcitabina Aurovitas 40 mg/ml NL/H/3390/001 5673447 AUROVITAS UNIPESSOAL, LDA. PT
concentrado para solucéo para

perfusao

Gemcitabina Aurovitas Spain 1.000 mg | NL/H/3390/001 80.846 AUROVITAS SPAIN,S.A.U. ES
concentrado para solucién para

perfusion

Gemcitabina Aurovitas Spain 2.000 mg | NL/H/3390/001 80.845 AUROVITAS SPAIN,S.A.U. ES
concentrado para solucién para

perfusion

Gemcitabina Fresenius 1.000 mg NL/H/2447/001 78.459 FRESENIUS KABI ONCOLOGY ES
concentrado para solucién para PLC.

perfusion

Gemcitabina Fresenius 2.000 mg NL/H/2447/001 78.463 FRESENIUS KABI ONCOLOGY ES
concentrado para solucién para PLC.

perfusion
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Gemcitabina Fresenius 200 mg NL/H/2447/001 78.458 FRESENIUS KABI ONCOLOGY ES
concentrado para solucién para PLC.

perfusion

Gemcitabina Hospira 1000 mg UK/H/1862/001 74082 HOSPIRA UK LTD ES
concentrado para solucién para

perfusion

Gemcitabina Hospira 200 mg UK/H/1862/001 74083 HOSPIRA UK LTD ES
concentrado para solucién para

perfusion

Gemcitabina Hospira 2000 mg UK/H/1862/001 74081 HOSPIRA UK LTD ES
concentrado para solucién para

perfusion

Gemcitabina Kabi 1000 mg NL/H/2447/002 79.873 FRESENIUS KABI ONCOLOGY ES
concentrado para solucién para PLC.

perfusion

Gemcitabina Kabi 200 mg concentrado | NL/H/2447/002 79.872 FRESENIUS KABI ONCOLOGY ES
para solucién para perfusion PLC.

Gemcitabina Kabi 2000 mg NL/H/2447/002 79.874 FRESENIUS KABI ONCOLOGY ES
concentrado para solucién para PLC.

perfusion

Gemcitabina Kabi 38 mg/ml NL/H/2447/002 5627963 FRESENIUS KABI ONCOLOGY PT
concentrado para solucéo para PLC.

perfusao

Gemcitabina Kabi 38 mg/ml NL/H/2447/002 5627971 FRESENIUS KABI ONCOLOGY PT
concentrado para solucéo para PLC.

perfusao

Gemcitabina Kabi 38 mg/mi NL/H/2447/002 5628003 FRESENIUS KABI ONCOLOGY PT
concentrado para solucéo para PLC.

perfusao

Gemcitabina Kabi 38 mg/ml concentrat | NL/H/2447/002 7404/2015/01 FRESENIUS KABI ONCOLOGY RO
pentru solutie perfuzabila PLC.

Gemcitabina Kabi 38 mg/ml concentrat | NL/H/2447/002 7404/2015/02 FRESENIUS KABI ONCOLOGY RO
pentru solutie perfuzabila PLC.

Gemcitabina Kabi 38 mg/ml concentrat | NL/H/2447/002 7404/2015/03 FRESENIUS KABI ONCOLOGY RO
pentru solutie perfuzabila PLC.
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Gemcitabina Kabi 40 mg/ml NL/H/2447/001 5553805 FRESENIUS KABI ONCOLOGY PT
concentrado para solucéo para PLC.

perfusao

Gemcitabina Kabi 40 mg/ml NL/H/2447/001 5553813 FRESENIUS KABI ONCOLOGY PT
concentrado para solucéo para PLC.

perfusao

Gemcitabina Kabi 40 mg/ml NL/H/2447/001 5553821 FRESENIUS KABI ONCOLOGY PT
concentrado para solucéo para PLC.

perfusao

Gemcitabina Kabi 40 mg/ml concentrat | NL/H/2447/001 10586/2018/01 FRESENIUS KABI ONCOLOGY RO
pentru solutie perfuzabila PLC.

Gemcitabina Kabi 40 mg/ml concentrat | NL/H/2447/001 10586/2018/02 FRESENIUS KABI ONCOLOGY RO
pentru solutie perfuzabila PLC.

Gemcitabina Kabi 40 mg/ml concentrat | NL/H/2447/001 10586/2018/03 FRESENIUS KABI ONCOLOGY RO
pentru solutie perfuzabila PLC.

Gemcitabina medac 38 mg/ml UK/H/5735/001 5675152 MEDAC GESELLSCHAFT FUR PT
concentrado para solucéo para KLINISCHE SPEZIALPRAPARATE
perfusao MBH (WEDEL)

Gemcitabina medac 38 mg/ml UK/H/5735/001 5675178 MEDAC GESELLSCHAFT FUR PT
concentrado para solucéo para KLINISCHE SPEZIALPRAPARATE
perfusao MBH (WEDEL)

Gemcitabina medac 38 mg/ml UK/H/5735/001 5675210 MEDAC GESELLSCHAFT FUR PT
concentrado para solucéo para KLINISCHE SPEZIALPRAPARATE
perfusao MBH (WEDEL)

Gemcitabina medac 38 mg/ml UK/H/5735/001 5675202 MEDAC GESELLSCHAFT FUR PT
concentrado para solucéo para KLINISCHE SPEZIALPRAPARATE
perfusao MBH (WEDEL)

Gemcitabina medac 38 mg/ml UK/H/5735/001 5675160 MEDAC GESELLSCHAFT FUR PT
concentrado para solucéo para KLINISCHE SPEZIALPRAPARATE
perfusao MBH (WEDEL)

Gemcitabina medac 38 mg/ml UK/H/5735/001 5675228 MEDAC GESELLSCHAFT FUR PT
concentrado para solucéo para KLINISCHE SPEZIALPRAPARATE
perfusédo MBH (WEDEL)

Gemcitabina medac 38 mg/mL UK/H/5735/001 044210019 MEDAC GESELLSCHAFT FUR IT
concentrato per soluzione per infusione KLINISCHE SPEZIALPRAPARATE
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MBH (WEDEL)
Gemcitabina medac 38 mg/mL UK/H/5735/001 044210021 MEDAC GESELLSCHAFT FUR IT
concentrato per soluzione per infusione KLINISCHE SPEZIALPRAPARATE
MBH (WEDEL)
Gemcitabina medac 38 mg/mL UK/H/5735/001 044210033 MEDAC GESELLSCHAFT FUR IT
concentrato per soluzione per infusione KLINISCHE SPEZIALPRAPARATE
MBH (WEDEL)
Gemcitabina medac 38 mg/mL UK/H/5735/001 044210045 MEDAC GESELLSCHAFT FUR IT
concentrato per soluzione per infusione KLINISCHE SPEZIALPRAPARATE
MBH (WEDEL)
Gemcitabina medac 38 mg/mL UK/H/5735/001 044210058 MEDAC GESELLSCHAFT FUR IT
concentrato per soluzione per infusione KLINISCHE SPEZIALPRAPARATE
MBH (WEDEL)
Gemcitabina medac 38 mg/mL UK/H/5735/001 044210060 MEDAC GESELLSCHAFT FUR IT
concentrato per soluzione per infusione KLINISCHE SPEZIALPRAPARATE
MBH (WEDEL)
Gemcitabina Mylan 40 mg/ml, NL/H/1645/001 5346234 MYLAN, LDA PT
concentrado para solucéo para
perfusao
Gemcitabina Mylan 40 mg/ml, NL/H/1645/001 5346226 MYLAN, LDA PT
concentrado para solucéo para
perfusao
Gemcitabina Mylan 40 mg/ml, NL/H/1645/001 5346242 MYLAN, LDA PT
concentrado para solucéo para
perfusao
Gemcitabina Pfizer 38 mg/ml UK/H/1862/001 5361019 LABORATORIOS PFIZER, LDA. PT
Concentrado para solucédo para
perfusao
Gemcitabina Pfizer 38 mg/ml UK/H/1862/001 5361001 LABORATORIOS PFIZER, LDA. PT
Concentrado para solucdo para
perfusao
Gemcitabina Pfizer 38 mg/mi UK/H/1862/001 5360979 LABORATORIOS PFIZER, LDA. PT
Concentrado para solucdo para
perfusao
Gemcitabina Pfizer 38 mg/ml UK/H/1862/001 040638013 PFIZER ITALIA S.R.L. IT
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Concentrato per soluzione per
infusione

Gemcitabina Pfizer 38 mg/ml
Concentrato per soluzione per
infusione

UK/H/1862/001

040638037

PFIZER ITALIA S.R.L.

Gemcitabina Pfizer 38 mg/mi
Concentrato per soluzione per
infusione

UK/H/1862/001

040638025

PFIZER ITALIA S.R.L.

Gemcitabina Ritisca 40 mg/ml
Concentrado para solu777]o para
perfus7]o

PT/H/2035/001

5330238

AUROVITAS UNIPESSOAL, LDA.

PT

Gemcitabina Ritisca 40 mg/ml
Concentrado para solu777]o para
perfus7]o

PT/H/2035/001

5330246

AUROVITAS UNIPESSOAL, LDA.

PT

Gemcitabina Ritisca 40 mg/ml
Concentrado para solu777]o para
perfus7]o

PT/H/2035/001

5330253

AUROVITAS UNIPESSOAL, LDA.

PT

Gemcitabina Stada 38 mg/ml
Concentrado para solucdo para
perfusao

DE/H/5530/001

5316401

STADA LDA.

PT

Gemcitabina Stada 38 mg/ml
Concentrado para solucdo para
perfusao

DE/H/5530/001

5316419

STADA LDA.

PT

Gemcitabina Stada 38 mg/ml
Concentrado para solucdo para
perfusao

DE/H/5530/001

5316435

STADA LDA.

PT

Gemcitabina Stada 38 mg/ml
Concentrado para solucédo para
perfusao

DE/H/5530/001

5316427

STADA LDA.

PT

Gemcitabina Stada 38 mg/ml
concentrat pentru solutie perfuzabild

DE/H/5530/001

1883/2009/02

STADA ARZNEIMITTEL AG

RO

Gemcitabina Stada 38 mg/ml
concentrat pentru solutie perfuzabild

DE/H/5530/001

1883/2009/04

STADA ARZNEIMITTEL AG

RO

Gemcitabina Stada 38 mg/ml
concentrat pentru solutie perfuzabila

DE/H/5530/001

1883/2009/01

STADA ARZNEIMITTEL AG

RO
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Gemcitabina Stada 38 mg/ml DE/H/5530/001 1883/2009/03 STADA ARZNEIMITTEL AG RO
concentrat pentru solutie perfuzabila

Gemcitabina SUN 10 mg/ml solutie NL/H/3313/001 8514/2016/01-18 SUN PHARMACEUTICAL RO
perfuzabild INDUSTRIES EUROPE B.V.
Gemcitabina SUN 10 mg/ml, solucién NL/H/3313/001 80814 SUN PHARMACEUTICAL ES
para perfusion INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167029 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167169 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167031 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167082 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167118 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167070 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167068 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167056 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167017 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167132 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167043 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167094 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167157 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167106 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167183 SUN PHARMACEUTICAL IT
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soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167144 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167120 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina SUN Pharma 10 mg/ml NL/H/3313/001 044167171 SUN PHARMACEUTICAL IT
soluzione per infusione INDUSTRIES EUROPE B.V.
Gemcitabina Teva 2000 mg pulbere NL/H/1597/003 6171/2014/01-03 TEVA PHARMACEUTICALS S.R.L RO
pentru solutie perfuzabila

Gemcitabina Teva 40 mg/ml NL/H/1647/001 7041/2014/01-03 TEVA PHARMACEUTICALS S.R.L RO
concentrat pentru solutie perfuzabila

Gemcitabine 10 mg/ml, solution for NL/H/3313/001 PL 31750/0062 SUN PHARMACEUTICAL UK
infusion INDUSTRIES EUROPE B.V.
Gemcitabine 100 mg/ml Concentrate NL/H/2136/001 PA1390/007/004 ACCORD HEALTHCARE LIMITED IE
for Solution for Infusion

Gemcitabine 100 mg/ml Concentrate NL/H/2136/001 PA1390/007/004 ACCORD HEALTHCARE LIMITED IE
for Solution for Infusion

Gemcitabine 100 mg/ml Concentrate NL/H/2136/001 PA1390/007/004 ACCORD HEALTHCARE LIMITED IE
for Solution for Infusion

Gemcitabine 100 mg/ml Concentrate NL/H/2136/001 PA1390/007/004 ACCORD HEALTHCARE LIMITED IE
for Solution for Infusion

Gemcitabine 100 mg/ml Concentrate NL/H/2136/001 MA 054/05403 ACCORD HEALTHCARE LIMITED MT
for Solution for Infusion

Gemcitabine 100 mg/ml Concentrate NL/H/2136/001 MA 054/05402 ACCORD HEALTHCARE LIMITED MT
for Solution for Infusion

Gemcitabine 100 mg/ml Concentrate NL/H/2136/001 MA 054/05401 ACCORD HEALTHCARE LIMITED MT
for Solution for Infusion

Gemcitabine 100 mg/ml Concentrate NL/H/2136/001 MA 054/05404 ACCORD HEALTHCARE LIMITED MT
for Solution for Infusion

Gemcitabine 2 g Powder for Solution UK/H/1124/003 PA1390/007/003 ACCORD HEALTHCARE LIMITED IE
for Infusion

Gemcitabine 2 g Powder for Solution UK/H/1124/003 PL 20075/0262 ACCORD HEALTHCARE LIMITED UK
for Infusion

Gemcitabine 2000 mg Pharmachemie, NL/H/1597/003 RVG 104031 PHARMACHEMIE B.V NL
poeder voor oplossing voor infusie
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Gemcitabine 38 mg/ml powder for not available PL 40378/0096 APTIL PHARMA LIMITED UK
solution for infusion
Gemcitabine 38 mg/ml concentrate for | NL/H/2447/002 PA 1422/003/005 FRESENIUS KABI ONCOLOGY IE
solution for infusion PLC.
Gemcitabine 38 mg/ml Concentrate for | UK/H/1862/001 PA 437/63/1 HOSPIRA UK LTD IE
Solution for Infusion
Gemcitabine 38 mg/ml concentrate for | NL/H/2447/002 MA911/00602 FRESENIUS KABI ONCOLOGY MT
solution for infusion PLC.
Gemcitabine 38 mg/ml concentrate for | NL/H/2447/002 MA911/00603 FRESENIUS KABI ONCOLOGY MT
solution for infusion PLC.
Gemcitabine 38 mg/ml concentrate for | NL/H/2447/002 MA911/00604 FRESENIUS KABI ONCOLOGY MT
solution for infusion PLC.
Gemcitabine 38 mg/ml Concentrate for | UK/H/1862/001 MA 734/00501 HOSPIRA UK LTD MT
Solution for Infusion
Gemcitabine 38 mg/ml Concentrate for | UK/H/1862/001 MA 734/00502 HOSPIRA UK LTD MT
Solution for Infusion
Gemcitabine 38 mg/ml Concentrate for | UK/H/1862/001 MA 734/00503 HOSPIRA UK LTD MT
Solution for Infusion
Gemcitabine 38 mg/ml concentrate for | NL/H/2447/002 PL 18727/0038 FRESENIUS KABI ONCOLOGY UK
solution for infusion PLC.
Gemcitabine 38 mg/ml Concentrate for | UK/H/1862/001 PL 04515/0224 HOSPIRA UK LTD UK
Solution for Infusion
Gemcitabine 38 mg/ml concentrate for | UK/H/5735/001 PL 11587/0087 MEDAC GESELLSCHAFT FUR UK
solution for infusion KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine 40 mg/ml Concentrate for | NL/H/2447/001 PA 1422/003/004 FRESENIUS KABI ONCOLOGY IE
solution for infusion PLC.
Gemcitabine 40 mg/ml concentrate for | NL/H/2447/001 MA 911/00601 FRESENIUS KABI ONCOLOGY MT
solution for infusion PLC.
Gemcitabine 40 mg/ml concentrate for | NL/H/2447/001 MA 911/00605 FRESENIUS KABI ONCOLOGY MT
solution for infusion PLC.
Gemcitabine 40 mg/ml concentrate for | NL/H/2447/001 MA 911/00606 FRESENIUS KABI ONCOLOGY MT
solution for infusion PLC.
Gemcitabine 40 mg/ml Concentrate for | NL/H/2447/001 PL 18727/0028 FRESENIUS KABI ONCOLOGY UK
solution for infusion PLC.

EMA/787363/2018

Page 19/40



Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State where
country) Authorisation number Number member state product is authorised
Gemcitabine 40mg/ml Concentrate for NL/H/1644/001 PA1380/015/003 ACTAVIS GROUP PTC EHF. IE
solution for Infusion

Gemcitabine 40mg/ml Concentrate for UH/H/6765/001 PL 30306/0654 ACTAVIS GROUP PTC EHF. UK
Solution for Infusion

Gemcitabine AB 40 mg/ml, concentraat | NL/H/3390/001 BE489786 AUROBINDO PHARMA B.V. BE
voor oplossing voor infusie

Gemcitabine AB 40 mg/ml, concentraat | NL/H/3390/001 BE489795 AUROBINDO PHARMA B.V. BE
voor oplossing voor infusie

Gemcitabine AB 40 mg/ml, concentraat | NL/H/3390/001 BE489777 AUROBINDO PHARMA B.V. BE
voor oplossing voor infusie

Gemcitabine Accord 100 mg/ml NL/H/2136/001 RVG 109019 ACCORD HEALTHCARE LIMITED NL
Concentraat voor Oplossing voor

Infusie

Gemcitabine Accord 100 mg/ml NL/H/2136/001 RVG 109019 ACCORD HEALTHCARE LIMITED NL
Concentraat voor Oplossing voor

Infusie

Gemcitabine Accord 100 mg/ml NL/H/2136/001 RVG 109019 ACCORD HEALTHCARE LIMITED NL
Concentraat voor Oplossing voor

Infusie

Gemcitabine Accord 100 mg/ml NL/H/2136/001 RVG 109019 ACCORD HEALTHCARE LIMITED NL
Concentraat voor Oplossing voor

Infusie

Gemcitabine Accord 100 mg/ml NL/H/2136/001 29406 ACCORD HEALTHCARE LIMITED Fl
infuusiokonsentraatti, liuosta varten

Gemcitabine Accord 100 mg/ml NL/H/2136/001 29406 ACCORD HEALTHCARE LIMITED FI
infuusiokonsentraatti, liuosta varten

Gemcitabine Accord 100 mg/ml NL/H/2136/001 29406 ACCORD HEALTHCARE LIMITED Fl
infuusiokonsentraatti, liuosta varten

Gemcitabine Accord 100 mg/ml NL/H/2136/001 29406 ACCORD HEALTHCARE LIMITED Fl
infuusiokonsentraatti, liuosta varten

Gemcitabine Accord 100 mg/ml infazny | NL/H/2136/001 44/0402/12-S ACCORD HEALTHCARE LIMITED SK
koncentrat

Gemcitabine Accord 100 mg/ml infazny | NL/H/2136/001 44/0402/12-S ACCORD HEALTHCARE LIMITED SK
koncentrat

Gemcitabine Accord 100 mg/ml infazny | NL/H/2136/001 44/0402/12-S ACCORD HEALTHCARE LIMITED SK
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koncentrat

Gemcitabine Accord 100 mg/ml infazny | NL/H/2136/001 44/0402/12-S ACCORD HEALTHCARE LIMITED SK
koncentrat

Gemcitabine Accord 100 mg/ml NL/H/2136/001 44/607/12-C ACCORD HEALTHCARE LIMITED cz
koncentrat pro infuzni roztok

Gemcitabine Accord 100 mg/ml NL/H/2136/001 44/607/12-C ACCORD HEALTHCARE LIMITED cz
koncentrat pro infuzni roztok

Gemcitabine Accord 100 mg/ml NL/H/2136/001 44/607/12-C ACCORD HEALTHCARE LIMITED cz
koncentrat pro infuzni roztok

Gemcitabine Accord 100 mg/ml NL/H/2136/001 44/607/12-C ACCORD HEALTHCARE LIMITED cz
koncentrat pro infuzni roztok

Gemcitabine Accord 100 mg/ml NL/H/2136/001 45507 ACCORD HEALTHCARE LIMITED SE
Koncentrat till infusionsvatska, 16sning

Gemcitabine Accord 100 mg/ml NL/H/2136/001 45507 ACCORD HEALTHCARE LIMITED SE
Koncentrat till infusionsvétska, 16sning

Gemcitabine Accord 100 mg/ml NL/H/2136/001 45507 ACCORD HEALTHCARE LIMITED SE
Koncentrat till infusionsvétska, 16sning

Gemcitabine Accord 100 mg/ml NL/H/2136/001 45507 ACCORD HEALTHCARE LIMITED SE
Koncentrat till infusionsvatska, 16sning

Gemcitabine Accord 100 mg/ml NL/H/2136/001 LT/1/12/2889/002 ACCORD HEALTHCARE LIMITED LT
koncentratas infuziniam tirpalui

Gemcitabine Accord 100 mg/ml NL/H/2136/001 LT/1/12/2889/003 ACCORD HEALTHCARE LIMITED LT
koncentratas infuziniam tirpalui

Gemcitabine Accord 100 mg/ml NL/H/2136/001 LT/1/12/2889/004 ACCORD HEALTHCARE LIMITED LT
koncentratas infuziniam tirpalui

Gemcitabine Accord 100 mg/ml NL/H/2136/001 LT/1/12/2889/001 ACCORD HEALTHCARE LIMITED LT
koncentratas infuziniam tirpalui

Gemcitabine Accord 100 mg/ml NL/H/2136/001 12-0114 ACCORD HEALTHCARE LIMITED LV
koncentrats inflziju Skiduma

pagatavoSanai

Gemcitabine Accord 100 mg/ml NL/H/2136/001 12-0114 ACCORD HEALTHCARE LIMITED LV
koncentrats inflziju Skiduma

pagatavoSanai

Gemcitabine Accord 100 mg/ml NL/H/2136/001 12-0114 ACCORD HEALTHCARE LIMITED LV
koncentrats inflziju Skiduma
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pagatavoSanai

Gemcitabine Accord 100 mg/ml NL/H/2136/001 12-0114 ACCORD HEALTHCARE LIMITED LV
koncentrats inflziju Skiduma

pagatavoSanai

Gemcitabine Accord 100 mg/ml NL/H/2136/001 OGYI-T-21772/03 ACCORD HEALTHCARE LIMITED HU
koncentratum oldatos infuziéhoz

Gemcitabine Accord 100 mg/ml NL/H/2136/001 OGYI-T-21772/04 ACCORD HEALTHCARE LIMITED HU
koncentratum oldatos inflizibhoz

Gemcitabine Accord 100 mg/ml NL/H/2136/001 OGYI-T-21772/05 ACCORD HEALTHCARE LIMITED HU
koncentratum oldatos inflziéhoz

Gemcitabine Accord 100 mg/ml NL/H/2136/001 OGYI-T-21772/06 ACCORD HEALTHCARE LIMITED HU
koncentratum oldatos infuziéhoz

Gemcitabine Accord 100 mg/ml NL/H/2136/001 10-8088 ACCORD HEALTHCARE LIMITED NO
konsentrat til infusjonsvaeske

Gemcitabine Accord 100 mg/ml NL/H/2136/001 10-8088 ACCORD HEALTHCARE LIMITED NO
konsentrat til infusjonsveaeske

Gemcitabine Accord 100 mg/ml NL/H/2136/001 10-8088 ACCORD HEALTHCARE LIMITED NO
konsentrat til infusjonsvaeske

Gemcitabine Accord 100 mg/ml NL/H/2136/001 10-8088 ACCORD HEALTHCARE LIMITED NO
konsentrat til infusjonsvaeske

Gemcitabine Accord 100 mg/ml Mukvo NL/H/2136/001 21481 ACCORD HEALTHCARE LIMITED CY
d1dAupa yia napaockeun diaAupaTtog yia

gyxuon

Gemcitabine Accord 100 mg/ml Mukvo NL/H/2136/001 21481 ACCORD HEALTHCARE LIMITED CY
d1aAupa yia napaokeun diaAupaTog yia

gyxuon

Gemcitabine Accord 100 mg/ml Mukvo NL/H/2136/001 21481 ACCORD HEALTHCARE LIMITED CY
d1aAupa yia napaokeun diaAupaTog yia

gyxuon

Gemcitabine Accord 100 mg/ml Mukvo NL/H/2136/001 21481 ACCORD HEALTHCARE LIMITED CY
d1aAupa yia napaokeun diaAupaTog yia

gyxuon

Gemcitabine Accord 100 mg/ml NL/H/2136/001 297230101/ 03-02-2015 | ACCORD HEALTHCARE LIMITED GR
Jupnukvwua yia didAupa npoc £yxuaon

Gemcitabine Accord 100 mg/ml NL/H/2136/001 297230102/ 03-02-2015 ACCORD HEALTHCARE LIMITED GR
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Juunukvwua yia didAuya npog €yxuon

Gemcitabine Accord 100 mg/ml NL/H/2136/001 297230103/ 03-02-2015 | ACCORD HEALTHCARE LIMITED GR
SUPNUKVOUA yia didAupa npog €yxuon

Gemcitabine Accord 100 mg/ml NL/H/2136/001 297230104/ 03-02-2015 | ACCORD HEALTHCARE LIMITED GR
Supnukvwua yia didAupa npog £yxuon

Gemcitabine Accord 100 mg/ml, NL/H/2136/001 781312 ACCORD HEALTHCARE LIMITED EE
infusioonilahuse kontsentraat

Gemcitabine Accord 100 mg/ml, NL/H/2136/001 781312 ACCORD HEALTHCARE LIMITED EE
infusioonilahuse kontsentraat

Gemcitabine Accord 100 mg/ml, NL/H/2136/001 781312 ACCORD HEALTHCARE LIMITED EE
infusioonilahuse kontsentraat

Gemcitabine Accord 100 mg/ml, NL/H/2136/001 781312 ACCORD HEALTHCARE LIMITED EE
infusioonilahuse kontsentraat

GEMCITABINE ACCORD 100 mg/ml, not available 34009 2189935 1 ACCORD HEALTHCARE FRANCE FR
solution a diluer pour perfusion SAS

GEMCITABINE ACCORD 100 mg/ml, not available 34009 218 994 1 2 ACCORD HEALTHCARE FRANCE FR
solution a diluer pour perfusion SAS

GEMCITABINE ACCORD 100 mg/ml, not available 34009 218 9958 0 ACCORD HEALTHCARE FRANCE FR
solution a diluer pour perfusion SAS

GEMCITABINE ACCORD 100 mg/ml, not available 34009 218 9929 0 ACCORD HEALTHCARE FRANCE FR
solution a diluer pour perfusion SAS

Gemcitabine Accord 2 g infuusiokuiva- UK/H/1124/003 28683 ACCORD HEALTHCARE LIMITED Fl
aine liuosta varten

Gemcitabine Accord 2 g por oldatos UK/H/1124/003 OGYI-T- 21772/07 ACCORD HEALTHCARE LIMITED HU
infGUziéhoz

Gemcitabine Accord 2 g prasok na UK/H/1124/003 44/0034/12-S ACCORD HEALTHCARE LIMITED SK
infUzny roztok

Gemcitabine Accord 2 g pulver til UK/H/1124/003 10-7623 ACCORD HEALTHCARE LIMITED NO
infusjonsveaeske, opplgsning

Gemcitabine Accord 2 g pulver till UK/H/1124/003 44339 ACCORD HEALTHCARE LIMITED SE
infusionsvatska, lésning

Gemcitabine Accord 2000 mg UK/H/1124/003 757711 ACCORD HEALTHCARE LIMITED EE
infusioonilahuse pulber

Gemcitabine Accord 2000 mg milteliai UK/H/1124/003 LT/1/10/1940/003 ACCORD HEALTHCARE LIMITED LT
infuziniam tirpalui
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Gemcitabine Accord 2000 mg, poeder UK/H/1124/003 RVG 107507 ACCORD HEALTHCARE LIMITED NL
voor oplossing voor infusie

Gemcitabine Accord Healthcare 100 NL/H/2136/001 BE422922 ACCORD HEALTHCARE LIMITED BE
mg/ml concentraat voor oplossing voor

infusie

Gemcitabine Accord Healthcare 100 NL/H/2136/001 BE422904 ACCORD HEALTHCARE LIMITED BE
mg/ml concentraat voor oplossing voor

infusie

Gemcitabine Accord Healthcare 100 NL/H/2136/001 BE422931 ACCORD HEALTHCARE LIMITED BE
mg/ml concentraat voor oplossing voor

infusie

Gemcitabine Accord Healthcare 100 NL/H/2136/001 BE422913 ACCORD HEALTHCARE LIMITED BE
mg/ml concentraat voor oplossing voor

infusie

Gemcitabine Accord Healthcare 100 NL/H/2136/001 BE422922 ACCORD HEALTHCARE LIMITED BE
mg/ml Solution a Diluer pour Perfusion

Gemcitabine Accord Healthcare 100 NL/H/2136/001 BE422904 ACCORD HEALTHCARE LIMITED BE
mg/ml Solution a Diluer pour Perfusion

Gemcitabine Accord Healthcare 100 NL/H/2136/001 BE422931 ACCORD HEALTHCARE LIMITED BE
mg/ml Solution a Diluer pour Perfusion

Gemcitabine Accord Healthcare 100 NL/H/2136/001 BE422913 ACCORD HEALTHCARE LIMITED BE
mg/ml Solution a Diluer pour Perfusion

Gemcitabine Accord Healthcare 2 g UK/H/1124/003 BE 426316 ACCORD HEALTHCARE LIMITED BE
Poeder voor oplossing voor infusie

Gemcitabine Accord Healthcare 2 g UK/H/1124/003 BE 426316 ACCORD HEALTHCARE LIMITED BE
Poudre pour solution pour perfusion

Gemcitabine Accord, 2 g, proszek do UK/H/1124/003 18923 ACCORD HEALTHCARE LIMITED PL
sporzadzania roztworu do infuzji

Gemcitabine Actavis 40 mg/ml NL/H/3383/001 PA 1380/182/001 ACTAVIS GROUP PTC EHF. IE
concentrate for solution for infusion

Gemcitabine Actavis 40 mg/ml, NL/H/1644/001 RVG 104283 ACTAVIS GROUP PTC EHF. NL
concentraat voor oplossing voor infusie

Gemcitabine Actavis 40 mg/ml, NL/H/1646/001/DC RVG 104285 AUROBINDO PHARMA B.V. NL
concentraat voor oplossing voor infusie

Gemcitabine Actavis PTC 40 mg/ml, NL/H/3383/001 RVG 116660 ACTAVIS GROUP PTC EHF. NL
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concentraat voor oplossing voor infusie

Gemcitabine Actavis, 40 mg/ml, DK/H/2783/001 19582 ACTAVIS GROUP PTC EHF. PL
koncentrat do sporzadzania roztworu

do infuzji

GEMCITABINE ARROW 40 mg/ml, not available 37,669 ARROW GENERIQUES FR
solution a diluer pour perfusion

Gemcitabine Aurobindo 40 mg/ml, NL/H/3390/001 RVG 116668 AUROBINDO PHARMA B.V. NL
concentraat voor oplossing voor infusie

Gemcitabine CF 38 mg/ml, concentraat | DE/H/5530/001 RVG 102616 CENTRAFARM B.V. NL
voor oplossing voor infusie

Gemcitabine Ebewe 10 mg/ml AT/H/0224/001 OGYI-T-21167/07 EBEWE PHARMA HU
koncentratum oldatos infuziéhoz

Gemcitabine Ebewe 10 mg/ml AT/H/0224/001 OGYI-T-21167/09 EBEWE PHARMA HU
koncentratum oldatos infuziéhoz

Gemcitabine Ebewe 10 mg/ml AT/H/0224/001 OGYI-T-21167/13 EBEWE PHARMA HU
koncentratum oldatos inflizibhoz

Gemcitabine Ebewe 10 mg/ml AT/H/0224/001 OGYI-T-21167/11 EBEWE PHARMA HU
koncentratum oldatos inflizibhoz

Gemcitabine Ebewe 10 mg/ml AT/H/0224/001 OGYI-T-21167/06 EBEWE PHARMA HU
koncentratum oldatos infuziéhoz

Gemcitabine Ebewe 10 mg/ml AT/H/0224/001 OGYI-T-21167/08 EBEWE PHARMA HU
koncentratum oldatos inflizibhoz

Gemcitabine Ebewe 10 mg/ml AT/H/0224/001 OGYI-T-21167/05 EBEWE PHARMA HU
koncentratum oldatos inflizibhoz

Gemcitabine Ebewe 10 mg/ml AT/H/0224/001 OGYI-T-21167/12 EBEWE PHARMA HU
koncentratum oldatos infuziéhoz

Gemcitabine Ebewe 10 mg/ml AT/H/0224/001 OGYI-T-21167/10 EBEWE PHARMA HU
koncentratum oldatos infuziéhoz

Gemcitabine EG 38 mg/ml concentraat | DE/H/5530/001 BE347191 EUROGENERICS N.V./S.A. BE
voor oplossing voor infusie

Gemcitabine EG 38 mg/ml concentraat | DE/H/5530/001 BE347216 EUROGENERICS N.V./S.A. BE
voor oplossing voor infusie

Gemcitabine EG 38 mg/ml concentraat | DE/H/5530/001 BE347207 EUROGENERICS N.V./S.A. BE
voor oplossing voor infusie

Gemcitabine EG 38 mg/ml concentraat | DE/H/5530/001 BE347182 EUROGENERICS N.V./S.A. BE

EMA/787363/2018

Page 25/40



Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State where
country) Authorisation number Number member state product is authorised
voor oplossing voor infusie

Gemcitabine EG 38 mg/ml Konzentrat DE/H/5530/001 BE347182 EUROGENERICS N.V./S.A. BE
zur Herstellung einer Infusionslésung

Gemcitabine EG 38 mg/ml Konzentrat DE/H/5530/001 BE347207 EUROGENERICS N.V./S.A. BE
zur Herstellung einer Infusionslésung

Gemcitabine EG 38 mg/ml Konzentrat DE/H/5530/001 BE347216 EUROGENERICS N.V./S.A. BE
zur Herstellung einer Infusionslésung

Gemcitabine EG 38 mg/ml Konzentrat DE/H/5530/001 BE347191 EUROGENERICS N.V./S.A. BE
zur Herstellung einer Infusionslésung

Gemcitabine EG 38 mg/ml solution a DE/H/5530/001 BE347182 EUROGENERICS N.V./S.A. BE
diluer pour perfusion

Gemcitabine EG 38 mg/ml solution a DE/H/5530/001 BE347207 EUROGENERICS N.V./S.A. BE
diluer pour perfusion

Gemcitabine EG 38 mg/ml solution a DE/H/5530/001 BE347191 EUROGENERICS N.V./S.A. BE
diluer pour perfusion

Gemcitabine EG 38 mg/ml solution a DE/H/5530/001 BE347216 EUROGENERICS N.V./S.A. BE
diluer pour perfusion

Gemcitabine EG 38 mg/ml solution a DE/H/5530/001 0019/10010015 EUROGENERICS N.V./S.A. LU
diluer pour perfusion

Gemcitabine Fresenius Kabi 38 mg/ml NL/H/2447/002 BE466755 FRESENIUS KABI ONCOLOGY BE
concentraat voor oplossing voor infusie PLC.

Gemcitabine Fresenius Kabi 38 mg/ml NL/H/2447/002 BE466764 FRESENIUS KABI ONCOLOGY BE
concentraat voor oplossing voor infusie PLC.

Gemcitabine Fresenius Kabi 38 mg/ml NL/H/2447/002 BE466773 FRESENIUS KABI ONCOLOGY BE
concentraat voor oplossing voor infusie PLC.

Gemcitabine Fresenius Kabi 38 mg/ml NL/H/2447/002 RVG 113984 FRESENIUS KABI ONCOLOGY NL
concentraat voor oplossing voor infusie PLC.

Gemcitabine Fresenius Kabi 38 mg/ml, | NL/H/2447/002 BE466755 FRESENIUS KABI ONCOLOGY BE
solution a diluer pour perfusion PLC.

Gemcitabine Fresenius Kabi 38 mg/ml, | NL/H/2447/002 BE466764 FRESENIUS KABI ONCOLOGY BE
solution a diluer pour perfusion PLC.

Gemcitabine Fresenius Kabi 38 mg/ml, | NL/H/2447/002 BE466773 FRESENIUS KABI ONCOLOGY BE
solution a diluer pour perfusion PLC.

Gemcitabine Fresenius Kabi 40 mg/ml NL/H/2447/001 BE431453 FRESENIUS KABI ONCOLOGY BE
concentraat voor oplossing voor infusie PLC.
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Gemcitabine Fresenius Kabi 40 mg/ml NL/H/2447/001 BE431462 FRESENIUS KABI ONCOLOGY BE
concentraat voor oplossing voor infusie PLC.

Gemcitabine Fresenius Kabi 40 mg/ml NL/H/2447/001 BE431471 FRESENIUS KABI ONCOLOGY BE
concentraat voor oplossing voor infusie PLC.

Gemcitabine Fresenius Kabi 40 mg/ml NL/H/2447/001 BE431453 FRESENIUS KABI ONCOLOGY BE
Konzentrat zur Herstellung einer PLC.

Infusionslésung

Gemcitabine Fresenius Kabi 40 mg/ml NL/H/2447/001 BE431462 FRESENIUS KABI ONCOLOGY BE
Konzentrat zur Herstellung einer PLC.

Infusionslésung

Gemcitabine Fresenius Kabi 40 mg/ml NL/H/2447/001 BE431471 FRESENIUS KABI ONCOLOGY BE
Konzentrat zur Herstellung einer PLC.

Infusionslésung

Gemcitabine Fresenius Kabi 40 mg/ml NL/H/2447/001 BE431453 FRESENIUS KABI ONCOLOGY BE
solution a diluer pour perfusion PLC.

Gemcitabine Fresenius Kabi 40 mg/ml NL/H/2447/001 BE431462 FRESENIUS KABI ONCOLOGY BE
solution a diluer pour perfusion PLC.

Gemcitabine Fresenius Kabi 40 mg/ml NL/H/2447/001 BE431471 FRESENIUS KABI ONCOLOGY BE
solution a diluer pour perfusion PLC.

Gemcitabine Fresenius Kabi 40mg/ml, NL/H/2447/001 RVG 110700 FRESENIUS KABI ONCOLOGY NL
concentraat voor oplossing voor infusie PLC.

Gemcitabine Hospira 38 mg/ml UK/H/1862/001 RVG 104695 HOSPIRA BENELUX BVBA NL
concentraat voor oplossing voor infusie

Gemcitabine Hospira 38 mg/ml UK/H/1862/001 RVG 104695 HOSPIRA BENELUX BVBA NL
concentraat voor oplossing voor infusie

Gemcitabine Hospira 38 mg/ml UK/H/1862/001 RVG 104695 HOSPIRA BENELUX BVBA NL
concentraat voor oplossing voor infusie

GEMCITABINE HOSPIRA 38 mg/ml, UK/H/1862/001 BE390451 HOSPIRA BENELUX BVBA BE
solution a diluer pour perfusion

GEMCITABINE HOSPIRA 38 mg/ml, UK/H/1862/001 BE390467 HOSPIRA BENELUX BVBA BE
solution a diluer pour perfusion

GEMCITABINE HOSPIRA 38 mg/ml, UK/H/1862/001 BE390476 HOSPIRA BENELUX BVBA BE
solution a diluer pour perfusion

GEMCITABINE HOSPIRA 38 mg/ml, UK/H/1862/001 34009 579 2135 4 HOSPIRA FRANCE FR
solution a diluer pour perfusion
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GEMCITABINE HOSPIRA 38 mg/ml, UK/H/1862/001 34009 57921415 HOSPIRA FRANCE FR
solution a diluer pour perfusion

GEMCITABINE HOSPIRA 38 mg/ml, UK/H/1862/001 34009 579 2158 3 HOSPIRA FRANCE FR
solution a diluer pour perfusion

GEMCITABINE HOSPIRA 38 mg/ml, UK/H/1862/001 2011060020 0612942 HOSPIRA BENELUX BVBA LU
solution a diluer pour perfusion

GEMCITABINE HOSPIRA 38 mg/ml, UK/H/1862/001 2011060020 0612956 HOSPIRA BENELUX BVBA LU
solution a diluer pour perfusion

GEMCITABINE HOSPIRA 38 mg/ml, UK/H/1862/001 2011060020 0612973 HOSPIRA BENELUX BVBA LU
solution a diluer pour perfusion

Gemcitabine Hospira 38mg/ml UK/H/1862/001 BE390451 HOSPIRA BENELUX BVBA BE
concentraat voor oplossing voor infusie

Gemcitabine Hospira 38mg/ml UK/H/1862/001 BE390467 HOSPIRA BENELUX BVBA BE
concentraat voor oplossing voor infusie

Gemcitabine Hospira 38mg/ml UK/H/1862/001 BE390476 HOSPIRA BENELUX BVBA BE
concentraat voor oplossing voor infusie

Gemcitabine Hospira 38mg/ml UK/H/1862/001 BE390451 HOSPIRA BENELUX BVBA BE
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabine Hospira 38mg/ml UK/H/1862/001 BE390467 HOSPIRA BENELUX BVBA BE
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabine Hospira 38mg/ml UK/H/1862/001 BE390476 HOSPIRA BENELUX BVBA BE
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabine Hospira 38mg/ml UK/H/1862/001 2011060020 0612956 HOSPIRA BENELUX BVBA LU
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabine Hospira 38mg/ml UK/H/1862/001 2011060020 0612973 HOSPIRA BENELUX BVBA LU
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabine Hospira 38mg/ml UK/H/1862/001 2011060020 0612942 HOSPIRA BENELUX BVBA LU
Konzentrat zur Herstellung einer

Infusionslésung

Gemcitabine Hydrochloride Accord 2 g UK/H/1124/003 11-0321 ACCORD HEALTHCARE LIMITED LV
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pulveris infuziju Skiduma

pagatavoSanai

Gemcitabine Kabi 38 mg/ml infuzny NL/H/2447/002 44/0186/15-S FRESENIUS KABI ONCOLOGY SK
koncentrat PLC.

Gemcitabine Kabi 38 mg/ml koncentrat | NL/H/2447/002 44/077/15-C FRESENIUS KABI ONCOLOGY cz
pro infuzni roztok PLC.

Gemcitabine Kabi 38 mg/ml NL/H/2447/002/DC LT/1/13/3233/004 FRESENIUS KABI ONCOLOGY LT
koncentratas infuziniam tirpalui PLC.

Gemcitabine Kabi 38 mg/ml NL/H/2447/002/DC LT/1/13/3233/005 FRESENIUS KABI ONCOLOGY LT
koncentratas infuziniam tirpalui PLC.

Gemcitabine Kabi 38 mg/ml NL/H/2447/002/DC LT/1/13/3233/006 FRESENIUS KABI ONCOLOGY LT
koncentratas infuziniam tirpalui PLC.

Gemcitabine Kabi 38 mg/ml NL/H/2447/002 15-0028-01 FRESENIUS KABI ONCOLOGY LV
koncentrats inflziju Skiduma PLC.

pagatavoSanai

Gemcitabine Kabi 38 mg/ml NL/H/2447/002 15-0028-02 FRESENIUS KABI ONCOLOGY LV
koncentrats inflziju Skiduma PLC.

pagatavoSanai

Gemcitabine Kabi 38 mg/ml NL/H/2447/002 15-0028-03 FRESENIUS KABI ONCOLOGY LV
koncentrats inflziju Skiduma PLC.

pagatavoSanai

Gemcitabine Kabi 38 mg/ml, NL/H/2447/002 863014 FRESENIUS KABI ONCOLOGY EE
infusioonilahuse kontsentraat PLC.

GEMCITABINE KABI 38 mg/mL, NL/H/2447/002 34009 550 013 6 2 FRESENIUS KABI ONCOLOGY FR
solution a diluer pour perfusion PLC.

GEMCITABINE KABI 38 mg/mL, NL/H/2447/002 34009 550 013 7 9 FRESENIUS KABI ONCOLOGY FR
solution a diluer pour perfusion PLC.

GEMCITABINE KABI 38 mg/mL, NL/H/2447/002 34009 550 013 9 3 FRESENIUS KABI ONCOLOGY FR
solution a diluer pour perfusion PLC.

Gemcitabine Kabi 40 mg/ml infazny NL/H/2447/001 44/0167/13-S FRESENIUS KABI ONCOLOGY SK
koncentrat PLC.

Gemcitabine Kabi, 38 mg/ml, NL/H/2447/002 22322 FRESENIUS KABI ONCOLOGY PL
koncentrat do sporzadzania roztworu PLC.

do infuzji

Gemcitabine medac 38 mg/ml UK/H/5735/001 33196 MEDAC GESELLSCHAFT FUR Fl
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infuusiokonsentraatti, liuosta varten KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/ml UK/H/5735/001 33196 MEDAC GESELLSCHAFT FUR FI
infuusiokonsentraatti, liuosta varten KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/ml infGzny UK/H/5735/001 44/0122/16-S MEDAC GESELLSCHAFT FUR SK
koncentrat KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/ml UK/H/5735/001 44/156/16-C MEDAC GESELLSCHAFT FUR cz
koncentrat pro infuzni roztok KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/ml UK/H/5735/001 52693 MEDAC GESELLSCHAFT FUR SE
koncentrat till infusionsvétska, 16sning KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/ml UK/H/5735/001 LT/1/16/3896/001 MEDAC GESELLSCHAFT FUR LT
koncentratas infuziniam tirpalui KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/ml UK/H/5735/001 LT/1/16/3896/002 MEDAC GESELLSCHAFT FUR LT
koncentratas infuziniam tirpalui KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/ml UK/H/5735/001 LT/1/16/3896/003 MEDAC GESELLSCHAFT FUR LT
koncentratas infuziniam tirpalui KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/ml UK/H/5735/001 LT/1/16/3896/004 MEDAC GESELLSCHAFT FUR LT
koncentratas infuziniam tirpalui KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/ml UK/H/5735/001 LT/1/16/3896/005 MEDAC GESELLSCHAFT FUR LT
koncentratas infuziniam tirpalui KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/ml UK/H/5735/001 LT/1/16/3896/006 MEDAC GESELLSCHAFT FUR LT
koncentratas infuziniam tirpalui KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/ml UK/H/5735/001 16-0051 MEDAC GESELLSCHAFT FUR LV
koncentrats inflziju Skiduma KLINISCHE SPEZIALPRAPARATE
pagatavoSanai MBH (WEDEL)
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Gemcitabine medac 38 mg/mL solution | UK/H/5735/001 34009 55041931 MEDAC GESELLSCHAFT FUR FR
a diluer pour perfusion KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/mL solution | UK/H/5735/001 34009 550 4196 2 MEDAC GESELLSCHAFT FUR FR
a diluer pour perfusion KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/mL solution | UK/H/5735/001 34009 550 419 8 6 MEDAC GESELLSCHAFT FUR FR
a diluer pour perfusion KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/mL solution | UK/H/5735/001 34009 550 4195 5 MEDAC GESELLSCHAFT FUR FR
a diluer pour perfusion KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/mL solution | UK/H/5735/001 34009 550 419 7 9 MEDAC GESELLSCHAFT FUR FR
a diluer pour perfusion KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac 38 mg/mL solution | UK/H/5735/001 34009 550 4199 3 MEDAC GESELLSCHAFT FUR FR
a diluer pour perfusion KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine medac, 38 mg/ml UK/H/5735/001 905816 MEDAC GESELLSCHAFT FUR EE
infusioonilahuse kontsentraat KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemcitabine Mylan 40 mg/ml, NL/H/1645/001 RVG 104286 MYLAN S.P.A. NL
concentrate for solution for infusion
Gemcitabine Mylan 40 mg/ml, solution | not available NL 37 667 MYLAN S.A.S FR
a diluer pour perfusion
Gemcitabine Sandoz 40 mg/ml, AT/H/0359/001 RVG 106596 SANDOZ B.V. NL
concentraat voor oplossing voor infusie
GEMCITABINE SANDOZ 40 mg/ml, AT/H/0359/001 34009 578 730 6 6 SANDOZ FR
solution a diluer pour perfusion
GEMCITABINE SANDOZ 40 mg/ml, AT/H/0359/001 34009 578 7312 7 SANDOZ FR
solution a diluer pour perfusion
GEMCITABINE SANDOZ 40 mg/ml, AT/H/0359/001 34009 578 732 95 SANDOZ FR
solution a diluer pour perfusion
GEMCITABINE SANDOZ 40 mg/ml, AT/H/0359/001 34009 578 7335 6 SANDOZ FR
solution a diluer pour perfusion
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GEMCITABINE SANDOZ 40 mg/ml, AT/H/0359/001 34009 578 734 17 SANDOZ FR
solution a diluer pour perfusion

Gemcitabine STADA 38 mg/ml DE/H/5530/001 PL 11204/0215 STADA ARZNEIMITTEL AG UK
Concentrate for Solution for Infusion

Gemcitabine STADA 38 mg/ml DE/H/5530/001 LT/1/10/1894/001 STADA ARZNEIMITTEL AG LT
koncentratas infuziniam tirpalui

Gemcitabine STADA 38 mg/ml DE/H/5530/001 LT/1/10/1894/002 STADA ARZNEIMITTEL AG LT
koncentratas infuziniam tirpalui

Gemcitabine STADA 38 mg/ml DE/H/5530/001 LT/1/10/1894/004 STADA ARZNEIMITTEL AG LT
koncentratas infuziniam tirpalui

Gemcitabine STADA 38 mg/ml DE/H/5530/001 LT/1/10/1894/003 STADA ARZNEIMITTEL AG LT
koncentratas infuziniam tirpalui

GEMCITABINE STADA, 38 mg/ml DE/H/5530/001 643609 STADA ARZNEIMITTEL AG EE
infusioonilahuse kontsentraat

GEMCITABINE SUN 10 mg/mL, solution | NL/H/3313/001 34009 550 283 0 7 SUN PHARMACEUTICAL FR
pour perfusion INDUSTRIES EUROPE B.V.
GEMCITABINE SUN 10 mg/mL, solution | NL/H/3313/001 34009 550 282 8 4 SUN PHARMACEUTICAL FR
pour perfusion INDUSTRIES EUROPE B.V.
GEMCITABINE SUN 10 mg/mL, solution | NL/H/3313/001 34009 5502831 4 SUN PHARMACEUTICAL FR
pour perfusion INDUSTRIES EUROPE B.V.
GEMCITABINE SUN 10 mg/mL, solution | NL/H/3313/001 34009 550 283 3 8 SUN PHARMACEUTICAL FR
pour perfusion INDUSTRIES EUROPE B.V.
GEMCITABINE SUN 10 mg/mL, solution | NL/H/3313/001 34009 5502832 1 SUN PHARMACEUTICAL FR
pour perfusion INDUSTRIES EUROPE B.V.
GEMCITABINE SUN 10 mg/mL, solution | NL/H/3313/001 34009 550 378 2 8 SUN PHARMACEUTICAL FR
pour perfusion INDUSTRIES EUROPE B.V.
Gemcitabine SUN 1200 mg oplossing NL/H/3313/001 RVG 116483 SUN PHARMACEUTICAL NL
voor infusie INDUSTRIES EUROPE B.V.
Gemcitabine SUN 1400 mg oplossing NL/H/3313/001 RVG 121182 SUN PHARMACEUTICAL NL
voor infusie INDUSTRIES EUROPE B.V.
Gemcitabine SUN 1600 mg oplossing NL/H/3313/001 RVG 117781 SUN PHARMACEUTICAL NL
voor infusie INDUSTRIES EUROPE B.V.
Gemcitabine SUN 1700 mg oplossing NL/H/3313/001 RVG 117782 SUN PHARMACEUTICAL NL
voor infusie INDUSTRIES EUROPE B.V.
Gemcitabine SUN 1800 mg oplossing NL/H/3313/001 RVG 117784 SUN PHARMACEUTICAL NL
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voor infusie INDUSTRIES EUROPE B.V.
Gemcitabine SUN 2000 mg oplossing NL/H/3313/001 RVG 117785 SUN PHARMACEUTICAL NL
voor infusie INDUSTRIES EUROPE B.V.
Gemcitabine SUN 2200 mg oplossing NL/H/3313/001 RVG 117786 SUN PHARMACEUTICAL NL
voor infusie INDUSTRIES EUROPE B.V.
Gemcitabine SUN, 10 mg/ml, roztwor NL/H/3313/001 23323 SUN PHARMACEUTICAL PL
do infuzji INDUSTRIES EUROPE B.V.
Gemcitabine Teva 40 mg/ml NL/H/1647/001 BE384675 TEVA PHARMA BELGIUM BE
concentraat voor oplossing voor infusie N.V./S.A

Gemcitabine Teva 40 mg/ml NL/H/1647/001 BE384666 TEVA PHARMA BELGIUM BE
concentraat voor oplossing voor infusie N.V./S.A

Gemcitabine Teva 40 mg/ml NL/H/1647/001 BE384684 TEVA PHARMA BELGIUM BE
concentraat voor oplossing voor infusie N.V./S.A

Gemcitabine Teva 40 mg/ml NL/H/1647/001 MA715/02201 TEVA PHARMA B.V. MT
Concentrate for Solution for Infusion

GEMCITABINE TEVA 40 MG/ML NL/H/1647/001 BE384684 TEVA PHARMA BELGIUM BE
KONZENTRAT ZUR HERSTELLUNG N.V./S.A

EINER INFUSIONSLOSUNG

GEMCITABINE TEVA 40 MG/ML NL/H/1647/001 BE384666 TEVA PHARMA BELGIUM BE
KONZENTRAT ZUR HERSTELLUNG N.V./S.A

EINER INFUSIONSLOSUNG

GEMCITABINE TEVA 40 MG/ML NL/H/1647/001 BE384675 TEVA PHARMA BELGIUM BE
KONZENTRAT ZUR HERSTELLUNG N.V./S.A

EINER INFUSIONSLOSUNG

Gemcitabine Teva 40 mg/ml solution a | NL/H/1647/001 BE384684 TEVA PHARMA BELGIUM BE
diluer pour perfusion N.V./S.A

Gemcitabine Teva 40 mg/ml solution a | NL/H/1647/001 BE384675 TEVA PHARMA BELGIUM BE
diluer pour perfusion N.V./S.A

Gemcitabine Teva 40 mg/ml solution a | NL/H/1647/001 BE384666 TEVA PHARMA BELGIUM BE
diluer pour perfusion N.V./S.A

Gemcitabine Teva 40 mg/ml solution a | NL/H/1647/001 2012030041201230041 TEVA PHARMA BELGIUM LU
diluer pour perfusion N.V./S.A

Gemcitabine Teva 40 mg/ml, NL/H/1647/001 RVG 104284 TEVA NEDERLAND B.V. NL
concentraat voor oplossing voor infusie

Gemcitabine/Actavis 40 mg/ml DK/H/2783/001 2865701 ACTAVIS GROUP PTC EHF. GR
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OUNNUKVWUA Yia TNV Napackeun
d1aAlipaToc Npog £yxuon

Gemcitabine/Hospira 38 mg/ml Mukvo
dldAupa yia napaokeun dIaAupaTog
npoc £yxuaon

UK/H/1862/001

21784

HOSPIRA UK LTD

CY

Gemcitabine100 mg/ml Concentrate
for Solution for Infusion

UK/H/4287/001

PL 20075/0235

ACCORD HEALTHCARE LIMITED

UK

Gemcitabine100 mg/ml Concentrate
for Solution for Infusion

UK/H/4287/001

PL 20075/0235

ACCORD HEALTHCARE LIMITED

UK

Gemcitabine100 mg/ml Concentrate
for Solution for Infusion

UK/H/4287/001

PL 20075/0235

ACCORD HEALTHCARE LIMITED

UK

Gemcitabine100 mg/ml Concentrate
for Solution for Infusion

UK/H/4287/001

PL 20075/0235

ACCORD HEALTHCARE LIMITED

UK

Gemcitabin-Teva 40 mg/ml
koncentratum oldatos infGziéhoz

NL/H/1647/001

OGYI-T-21769/01

TEVA GYOGYSZERGYAR ZRT

HU

Gemcitabin-Teva 40 mg/ml
koncentratum oldatos infGziéhoz

NL/H/1647/001

OGYI-T-21769/02

TEVA GYOGYSZERGYAR ZRT

HU

Gemcitabin-Teva 40 mg/ml
koncentratum oldatos infGziéhoz

NL/H/1647/001

OGYI-T-21769/03

TEVA GYOGYSZERGYAR ZRT

HU

Gemcitabinum Accord, 100 mg/ml,
koncentrat do sporzadzania roztworu
do infuzji

NL/H/2136/001

20148

ACCORD HEALTHCARE LIMITED

PL

Gemcitabinum Accord, 100 mg/ml,
koncentrat do sporzadzania roztworu
do infuzji

NL/H/2136/001

20148

ACCORD HEALTHCARE LIMITED

PL

Gemcitabinum Accord, 100 mg/ml,
koncentrat do sporzadzania roztworu
do infuzji

NL/H/2136/001

20148

ACCORD HEALTHCARE LIMITED

PL

Gemcitabinum Accord, 100 mg/ml,
koncentrat do sporzadzania roztworu
do infuzji

NL/H/2136/001

20148

ACCORD HEALTHCARE LIMITED

PL

Gemcitina 40 mg/ml Konzentrat zur
Herstellung einer Infusionslésung

not available

93429.00.00

ALCHEMIA LIMITED

DE

Gemcitom 40 mg/ml Konzentrat zur
Herstellung einer Infusionslésung

not available

93428.00.00

ALCHEMIA LIMITED

DE
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Gemedac 38 mg/ml Konzentrat zur UK/H/5735/001 94878.00.00 MEDAC GESELLSCHAFT FUR DE
Herstellung einer Infusionslésung KLINISCHE SPEZIALPRAPARATE

MBH (WEDEL)
Gemkabi 38 mg/ml NL/H/2447/002 31697 FRESENIUS KABI ONCOLOGY Fl
infuusiokonsentraatti, liuosta varten PLC.
Gemkabi 38 mg/ml innrennslispykkni, NL/H/2447/002 1S/1/14/095/01 FRESENIUS KABI ONCOLOGY IS
lausn PLC.
Gemkabi 38 mg/ml koncentrat till NL/H/2447/002 49702 FRESENIUS KABI ONCOLOGY SE
infusionsvatska, lésning PLC.
Gemkabi 38 mg/ml konsentrat til NL/H/2447/002 13-9656 FRESENIUS KABI ONCOLOGY NO
infusjonsveaeske, opplgsning PLC.
Gemkabi 40 mg/ml konsentrat til NL/H/2447/001 11-8655 FRESENIUS KABI ONCOLOGY NO
infusjonsvaeske, opplgsning PLC.
Gemkabi, koncentrat til NL/H/2447/001 49610 FRESENIUS KABI ONCOLOGY DK
infusionsvaeske, oplgsning PLC.
Gemkabi, koncentrat til NL/H/2447/002 52930 FRESENIUS KABI ONCOLOGY DK
infusionsvaeske, oplgsning PLC.
Gemliquid 10 mg/ml infGzny AT/H/0224/001 44/0050/10-S EBEWE PHARMA SK
koncentrat
Gemliquid 40 mg/ml infGzny AT/H/0359/001 44/0840/10-S EBEWE PHARMA SK
koncentrat
Gemliquid 40 mg/ml Konzentrat zur AT/H/0361/001 1-29790 EBEWE PHARMA AT
Herstellung einer Infusionslésung
GEMLIQUID 40 MG/ML, nukvo diahupa | AT/H/0359/001 62147/16-09-2011 EBEWE PHARMA GR
yla napaokeun dIaAUPaToC Npog
gyxuon
GEMLIQUID, 10 MG/ML, KONCENTRAT | AT/H/0224/001 16520 EBEWE PHARMA PL
DO SPORZADZANIA ROZTWORU DO
INFUZJI
Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 10441/2017/01 EBEWE PHARMA RO
solutie perfuzabild
Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 10441/2017/02 EBEWE PHARMA RO
solutie perfuzabild
Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 10441/2017/03 EBEWE PHARMA RO
solutie perfuzabila
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Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 10441/2017/04 EBEWE PHARMA RO
solutie perfuzabila

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 10441/2017/05 EBEWE PHARMA RO
solutie perfuzabild

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 10441/2017/06 EBEWE PHARMA RO
solutie perfuzabild

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 10441/2017/07 EBEWE PHARMA RO
solutie perfuzabila

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 10441/2017/08 EBEWE PHARMA RO
solutie perfuzabila

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 10441/2017/09 EBEWE PHARMA RO
solutie perfuzabild

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 10441/2017/10 EBEWE PHARMA RO
solutie perfuzabild

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 3294/2011/01 EBEWE PHARMA RO
solutie perfuzabila

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 3294/2011/02 EBEWE PHARMA RO
solutie perfuzabila

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 3294/2011/03 EBEWE PHARMA RO
solutie perfuzabild

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 3294/2011/04 EBEWE PHARMA RO
solutie perfuzabila

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 3294/2011/05 EBEWE PHARMA RO
solutie perfuzabila

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 3294/2011/06 EBEWE PHARMA RO
solutie perfuzabild

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 3294/2011/07 EBEWE PHARMA RO
solutie perfuzabild

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 3294/2011/08 EBEWE PHARMA RO
solutie perfuzabila

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 3294/2011/09 EBEWE PHARMA RO
solutie perfuzabila

Gemsol 40 mg/ml concentrat pentru AT/H/0359/001 3294/2011/10 EBEWE PHARMA RO
solutie perfuzabild

Gemsol 40 mg/ml koncentratas AT/H/0359/001 LT/1/10/2265/002 EBEWE PHARMA LT

EMA/787363/2018

Page 36/40



Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State where
country) Authorisation number Number member state product is authorised
infuziniam tirpalui

Gemsol 40 mg/ml koncentratas AT/H/0359/001 LT/1/10/2265/003 EBEWE PHARMA LT
infuziniam tirpalui

Gemsol 40 mg/ml koncentratas AT/H/0359/001 LT/1/10/2265/005 EBEWE PHARMA LT
infuziniam tirpalui

Gemsol 40 mg/ml koncentratas AT/H/0359/001 LT/1/10/2265/004 EBEWE PHARMA LT
infuziniam tirpalui

Gemsol 40 mg/ml koncentratas AT/H/0359/001 LT/1/10/2265/001 EBEWE PHARMA LT
infuziniam tirpalui

Gemsol 40 mg/ml koncentrats infuziju AT/H/0359/001 10-0549 EBEWE PHARMA LV
Skiduma pagatavosanai

Gemsol 40 mg/ml Konzentrat zur AT/H/0359/001 1-29788 EBEWE PHARMA AT
Herstellung einer Infusionslésung

Gemsol, 40 mg/ml, koncentrat do AT/H/0359/001 18280 EBEWE PHARMA PL
sporzadzania roztworu do infuzji

Gemstad 38 mg/ml koncentratum DE/H/5530/001 OGYI-T-20935/04 STADA ARZNEIMITTEL AG HU
oldatos infuziéhoz

Gemstad 38 mg/ml koncentratum DE/H/5530/001 OGYI-T-20935/03 STADA ARZNEIMITTEL AG HU
oldatos inflziéhoz

Gemstad 38 mg/ml koncentratum DE/H/5530/001 OGYI-T-20935/05 STADA ARZNEIMITTEL AG HU
oldatos inflziéhoz

Gemstad 38 mg/ml koncentratum DE/H/5530/001 OGYI-T-20935/06 STADA ARZNEIMITTEL AG HU
oldatos infuziéhoz

GEMSTAD 38 mg/ml, infuzny DE/H/5530/001 44/0725/09-S STADA ARZNEIMITTEL AG SK
koncentrat

Gemstada, koncentrat til DE/H/5530/001 43338 STADA ARZNEIMITTEL AG DK
infusionsveeske, oplgsning

Gemzar 1 g, prasek pro pfipravu SE/H/0261/002 44/153/96-B/C ELI LILLY CR, S.R.O. cz
infuzniho roztoku

Gemzar 1 g, pulver till infusionsvatska, | SE/H/0261/002 12063 ELI LILLY SWEDEN AB SE
16sning

Gemzar 1.000 mg innrennslisstofn, SE/H/0261/002 940119 ELI LILLY DANMARK A/S IS
lausn

Gemzar 1.000 mg polvere per SE/H/0261/002 029452012 ELI LILLY ITALIA S.P.A. IT
soluzione per infusione
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Gemzar 1000 mg milteliai infuziniam SE/H/0261/002 LT/1/97/1461/002 ELI LILLY HOLDINGS LIMITED LT
tirpalui (UK)

Gemzar 1000 mg powder for solution SE/H/0261/002 MA001/00301 ELI LILLY AND COMPANY MT
for infusion LIMITED

GEMZAR 1000 mg powder for solution SE/H/0261/002 PL 00006/0302 ELI LILLY AND COMPANY UK
for infusion LIMITED

Gemzar 1000 mg pulver til SE/H/0261/002 09/6924 ELI LILLY NORGE A.S. NO
infusjonsvaeske, opplgsning

Gemzar 1000 mg, po para solugao SE/H/0261/002 2427185 LILLY PORTUGAL - PRODUTOS PT
para perfusao FARMACEUTICOS, LDA

GEMZAR 1000 mg, poudre pour SE/H/0261/002 559 675-3 OU LILLY FRANCE FR
solution pour perfusion 3400955967538

Gemzar 1000 mg, pulbere pentru SE/H/0261/002 1731/2009/01 LILLY FRANCE RO
solutie perfuzabild

Gemzar 200 mg innrennslisstofn, lausn | SE/H/0261/001 940120 ELI LILLY DANMARK A/S IS
Gemzar 200 mg milteliai infuziniam SE/H/0261/001 LT/1/97/1461/001 ELI LILLY HOLDINGS LIMITED LT
tirpalui (UK)

Gemzar 200 mg polvere per soluzione SE/H/0261/001 029452024 ELI LILLY ITALIA S.P.A. IT
per infusione

Gemzar 200 mg powder for solution SE/H/0261/001 MA001/00302 ELI LILLY AND COMPANY MT
for infusion LIMITED

Gemzar 200 mg pulver til SE/H/0261/001 94-1045 ELI LILLY NORGE A.S. NO
infusjonsveaeske, opplgsning

Gemzar 200 mg, p6 para solugdo para | SE/H/0261/001 2427086 LILLY PORTUGAL - PRODUTOS PT
perfusao FARMACEUTICOS, LDA

GEMZAR 200 mg, poudre pour solution | SE/H/0261/001 559 674-7 OU LILLY FRANCE FR
pour perfusion 3400955967477

Gemzar 200 mg, prasek pro pripravu SE/H/0261/001 44/153/96-A/C ELI LILLY CR, S.R.O. cz
infuzniho roztoku

Gemzar 200 mg, pulbere pentru solutie | SE/H/0261/001 1730/2009/01 LILLY FRANCE RO
perfuzabild

Gemzar 200 mg, pulver till SE/H/0261/001 12062 ELI LILLY SWEDEN AB SE
infusionsvatska, l6sning

GEMZAR* 200 mg powder for solution SE/H/0261/001 PL 00006/0301 ELI LILLY AND COMPANY UK
for infusion LIMITED
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Gemzar, 1000 mg infusioonilahuse SE/H/0261/002 209598 ELI LILLY HOLDINGS LIMITED EE
pulber (UK)

Gemzar, 200 mg infusioonilahuse SE/H/0261/001 209498 ELI LILLY HOLDINGS LIMITED EE
pulber (UK)

Gemzar, pulver til infusionsvaeske, SE/H/0261/002 16631 ELI LILLY DANMARK A/S DK
oplgsning

Gemzar, pulver til infusionsveaeske, SE/H/0261/001 16630 ELI LILLY DANMARK A/S DK
oplgsning

GEMZAR® 1g Pulver zur Herstellung SE/H/0261/002 1-21425 ELI LILLY GES. M.B.H AT
einer Infusionslésung

GEMZAR® 1g Pulver zur Herstellung SE/H/0261/002 52222.01.00 LILLY DEUTSCHLAND GMBH DE
einer Infusionslésung

GEMZAR® 200 mg Pulver zur SE/H/0261/001 1-21426 ELI LILLY GES. M.B.H AT
Herstellung einer Infusionslésung

GEMZAR® 200 mg Pulver zur SE/H/0261/001 52222.00.00 LILLY DEUTSCHLAND GMBH DE
Herstellung einer Infusionslésung

Getmisi, koncentrat til infusionsveeske, | NL/H/1647/001 44585 TEVA DENMARK A/S DK
oplgsning

Gitrabin NL/H/3383/001 14-10487 ACTAVIS GROUP PTC EHF. NO
Gitrabin 40 mg/ml concentrat pentru NL/H/1644/001 8720/2016/01-03 ACTAVIS GROUP PTC EHF. RO
solutie perfuzabila

Gitrabin 40 mg/ml innrennslispykkni, NL/H/3383/001 1S/1/15/118/01 ACTAVIS GROUP PTC EHF. IS
lausn

Gitrabin 40 mg/ml koncentrat till DK/H/2783/001 42031 ACTAVIS GROUP PTC EHF. SE
infusionsvatska, l6sning

Gitrabin 40 mg/ml koncentratum NL/H/1644/001 OGYI-T-21026/05-07 ACTAVIS GROUP PTC EHF. HU
oldatos inflizi6hoz

Gitrabin, koncentrat til infusionsveeske, | DK/H/2783/001 44584 ACTAVIS GROUP PTC EHF. DK
oplgsning

Ribozar 200 mg Pulver zur Herstellung DE/H/1275/001 70981.00.00 EBEWE PHARMA DE
einer Infusionslésung

Ribozar 40 mg/ml Konzentrat zur AT/H/0361/001 80318.00.00 EBEWE PHARMA DE
Herstellung einer Infusionslésung

FKEMZAP 1000 mg koviIg yia didAupa SE/H/0261/002 12140/3-2-2014 PHARMASERVE-LILLY SACI GR
npog €yxuon
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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State where
country) Authorisation number Number member state product is authorised
FKEMZAP 200 mg KovIG yia didAupa SE/H/0261/001 12139/3-2-2014 PHARMASERVE-LILLY SACI GR

npoc £yxuaon

FEMCOJ/1 40 MG/ML KOHLLEHTPAT 3A AT/H/0359/001 20130102 EBEWE PHARMA BG

NHOY3MOHEH PA3TBOP

remumtabmu Akopa 100 mg/mi NL/H/2136/001 20120379 ACCORD HEALTHCARE LIMITED BG

KOHLEHTpAaT 3a MHMY3MOHEH pa3TBoOp

Femumtabmu Akopg 100 mg/ml NL/H/2136/001 20120379 ACCORD HEALTHCARE LIMITED BG

KOHLIEHTpAT 3@ MHMY3MOHEH Pa3TBOp

Femumtabmu Akopg 100 mg/ml NL/H/2136/001 20120379 ACCORD HEALTHCARE LIMITED BG

KOHLIEHTpAT 3@ MHMY3MOHEH Pa3TBOP

remumtabmu Akopa 100 mg/ml NL/H/2136/001 20120379 ACCORD HEALTHCARE LIMITED BG

KOHLEHTpAaT 3@ MHMY3MOHEH pa3TBoOp

FemumtabmuH Aktasmuc 40 mg/ml NL/H/3383/001 20160089 ACTAVIS GROUP PTC EHF. BG

KOHLUEHTpAaT 3a MHMY3MOHEH pPa3TBoOp

FemumTabmH Xocnmpa 38 mg/ml UK/H/1862/001 20110466 HOSPIRA UK LTD BG

KOHLIEHTpAT 3@ MHMY3MOHEH pa3TBOp
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