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Product Name (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

GEMCI-cell® 38 mg/ml 
Konzentrat zur 
Herstellung einer 
Infusionslösung 

DE/H/5530/001 73750.00.00 STADAPHARM GMBH DE 

Gemcitabin ”Accord”, 
koncentrat til 
infusionsvæske, 
opløsning 

NL/H/2136/001 48134 ACCORD HEALTHCARE B.V. DK 

Gemcitabin ”Accord”, 
koncentrat til 
infusionsvæske, 
opløsning 

NL/H/2136/001 48134 ACCORD HEALTHCARE B.V. DK 

Gemcitabin ”Accord”, 
koncentrat til 
infusionsvæske, 
opløsning 

NL/H/2136/001 48134 ACCORD HEALTHCARE B.V. DK 

Gemcitabin ”Accord”, 
koncentrat til 
infusionsvæske, 
opløsning 

NL/H/2136/001 48134 ACCORD HEALTHCARE B.V. DK 

Gemcitabin ”Sandoz”, 
koncentrat til 
infusionsvæske, 
opløsning 

AT/H/0359/001 46179 SANDOZ A/S DK 
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Gemcitabin Accord 100 
mg/ml koncentrat za 
raztopino za infundiranje 

SI/H/0194/001 H/12/00679/001 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

SI 

Gemcitabin Accord 100 
mg/ml koncentrat za 
raztopino za infundiranje 

SI/H/0194/001 H/12/00679/002 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

SI 

Gemcitabin Accord 100 
mg/ml koncentrat za 
raztopino za infundiranje 

SI/H/0194/001 H/12/00679/003 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

SI 

Gemcitabin Accord 100 
mg/ml koncentrat za 
raztopino za infundiranje 

SI/H/0194/001 H/12/00679/004 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

SI 

Gemcitabin Accord 100 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/2136/001 1-31286 ACCORD HEALTHCARE B.V. AT 

Gemcitabin Accord 100 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/2136/001 1-31286 ACCORD HEALTHCARE B.V. AT 

Gemcitabin Accord 100 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/2136/001 1-31286 ACCORD HEALTHCARE B.V. AT 
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Gemcitabin Accord 100 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/2136/001 1-31286 ACCORD HEALTHCARE B.V. AT 

Gemcitabin Accord 100 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/2136/001 84099.00.00 ACCORD HEALTHCARE B.V. DE 

Gemcitabin Accord 100 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/2136/001 84099.00.00 ACCORD HEALTHCARE B.V. DE 

Gemcitabin Accord 100 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/2136/001 84099.00.00 ACCORD HEALTHCARE B.V. DE 

Gemcitabin Accord 100 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/2136/001 84099.00.00 ACCORD HEALTHCARE B.V. DE 

Gemcitabin Accord 2 g 
Pulver zur Herstellung 
einer Infusionslösung 

UK/H/1124/003 82092.00.00 ACCORD HEALTHCARE B.V. DE 

Gemcitabin Actavis 40 
mg/ml koncentrat za 
raztopino za infundiranje 

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

NL/H/3383/001 H/16/02154/002 ACTAVIS GROUP PTC EHF. SI 

Gemcitabin Actavis 40 
mg/ml koncentrat za 
raztopino za infundiranje 

NL/H/3383/001 H/16/02154/003 ACTAVIS GROUP PTC EHF. SI 

Gemcitabin Actavis 40 
mg/ml koncentrat za 
raztopino za infundiranje 

NL/H/3383/001 H/16/02154/005 ACTAVIS GROUP PTC EHF. SI 

Gemcitabin Actavis 40 
mg/ml koncentrat za 
raztopino za infundiranje 

NL/H/3383/001 H/16/02154/006 ACTAVIS GROUP PTC EHF. SI 

Gemcitabin Actavis 40 
mg/ml koncentrat za 
raztopino za infundiranje 

NL/H/3383/001 H/16/02154/001 ACTAVIS GROUP PTC EHF. SI 

Gemcitabin Aurobindo 40 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

DE/H/7004/001/DC 77425.00.00 PUREN PHARMA GMBH & 
CO. KG 

DE 

Gemcitabin Ebewe 10 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

AT/H/0224/001 1-28015 EBEWE PHARMA AT 

Gemcitabin Ebewe 40 
mg/ml koncentrát pro 
infuzní roztok 

AT/H/0359/001 44/907/10-C EBEWE PHARMA CZ 



 
 
List of nationally authorised medicinal products   
EMA/481908/2023  Page 6/46 
 
 

Gemcitabin Ebewe 40 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

AT/H/0360/001 1-29789 EBEWE PHARMA AT 

Gemcitabin Fresenius 
Kabi 38 mg/ml 
Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/2447/002 BE466755 FRESENIUS KABI NV/SA BE 

Gemcitabin Fresenius 
Kabi 38 mg/ml 
Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/2447/002 BE466764 FRESENIUS KABI NV/SA BE 

Gemcitabin Fresenius 
Kabi 38 mg/ml 
Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/2447/002 BE466773 FRESENIUS KABI NV/SA BE 

Gemcitabin HEXAL® 40 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

AT/H/0360/001 80317.00.00 HEXAL AG DE 

Gemcitabin Hikma 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

PT/H/2262/001 140369 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

AT 
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Gemcitabin Hikma 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

PT/H/2262/001 140369 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

AT 

Gemcitabin Hikma 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

PT/H/2262/001 140369 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

AT 

Gemcitabin Hikma 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

PT/H/2262/001 2203452.00.00 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

DE 

Gemcitabin Hikma 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

PT/H/2262/001 2203452.00.00 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

DE 

Gemcitabin Hikma 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

PT/H/2262/001 2203452.00.00 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

DE 

Gemcitabin Kabi 38 
mg/ml koncentrat za 
raztopino za infundiranje 

NL/H/2447/002 H/14/00683/004 FRESENIUS KABI AUSTRIA 
GMBH 

SI 

Gemcitabin Kabi 38 
mg/ml koncentrat za 
raztopino za infundiranje 

NL/H/2447/002 H/14/00683/005 FRESENIUS KABI AUSTRIA 
GMBH 

SI 
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Gemcitabin Kabi 38 
mg/ml koncentrat za 
raztopino za infundiranje 

NL/H/2447/002 H/14/00683/006 FRESENIUS KABI AUSTRIA 
GMBH 

SI 

Gemcitabin Kabi 38 
mg/ml koncentrátum 
oldatos infúzióhoz 

NL/H/2447/002 OGYI-T-21719/07 FRESENIUS KABI HUNGARY 
KFT. 

HU 

Gemcitabin Kabi 38 
mg/ml koncentrátum 
oldatos infúzióhoz 

NL/H/2447/002 OGYI-T-21719/08 FRESENIUS KABI HUNGARY 
KFT. 

HU 

Gemcitabin Kabi 38 
mg/ml koncentrátum 
oldatos infúzióhoz 

NL/H/2447/002 OGYI-T-21719/09 FRESENIUS KABI HUNGARY 
KFT. 

HU 

Gemcitabin Kabi 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/2447/002 136344 FRESENIUS KABI AUSTRIA 
GMBH 

AT 

Gemcitabin Kabi 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/2447/002 2017040097 FRESENIUS KABI 
DEUTSCHLAND GMBH 

LU 

Gemcitabin Koanaa 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

AT/H/0832/001 2201498.00.00 KOANAA HEALTHCARE 
GMBH 

DE 
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Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/004 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/005 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/006 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/007 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/008 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/009 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/001 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/002 SANDOZ PHARMACEUTICALS 
D.D. 

SI 
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Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/003 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/010 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/011 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/012 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/013 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/014 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/015 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/016 SANDOZ PHARMACEUTICALS 
D.D. 

SI 
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Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/017 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 10 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0224/001 H/10/02011/018 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 40 
mg/ml concentraat voor 
oplossing voor infusie 

AT/H/0359/001 BE379224 SANDOZ N.V. BE 

Gemcitabin Sandoz 40 
mg/ml concentraat voor 
oplossing voor infusie 

AT/H/0359/001 BE379233 SANDOZ N.V. BE 

Gemcitabin Sandoz 40 
mg/ml concentraat voor 
oplossing voor infusie 

AT/H/0359/001 BE379242 SANDOZ N.V. BE 

Gemcitabin Sandoz 40 
mg/ml 
infuusiokonsentraatti, 
liuosta varten 

AT/H/0359/001 28251 SANDOZ A/S FI 

Gemcitabin Sandoz 40 
mg/ml koncentrat till 
infusionsvätska, lösning 

AT/H/0359/001 43531 SANDOZ A/S SE 

Gemcitabin Sandoz 40 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0359/001 H/11/02012/004 SANDOZ PHARMACEUTICALS 
D.D. 

SI 



 
 
List of nationally authorised medicinal products   
EMA/481908/2023  Page 12/46 
 
 

Gemcitabin Sandoz 40 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0359/001 H/11/02012/005 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 40 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0359/001 H/11/02012/006 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 40 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0359/001 H/11/02012/007 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 40 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0359/001 H/11/02012/008 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 40 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0359/001 H/11/02012/009 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 40 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0359/001 H/11/02012/010 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 40 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0359/001 H/11/02012/001 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 40 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0359/001 H/11/02012/002 SANDOZ PHARMACEUTICALS 
D.D. 

SI 
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Gemcitabin Sandoz 40 
mg/ml koncentrat za 
raztopino za infundiranje 

AT/H/0359/001 H/11/02012/003 SANDOZ PHARMACEUTICALS 
D.D. 

SI 

Gemcitabin Sandoz 40 
mg/ml konsentrat til 
infusjonsvæske, 
oppløsning 

AT/H/0359/001 09-7261 SANDOZ A/S NO 

Gemcitabina Accord 
1.000 mg concentrado 
para solución para 
perfusión 

NL/H/2136/001 76166 ACCORD HEALTHCARE 
S.L.U. 

ES 

Gemcitabina Accord 
1.500 mg concentrado 
para solución para 
perfusión 

NL/H/2136/001 76157 ACCORD HEALTHCARE 
S.L.U. 

ES 

Gemcitabina Accord 100 
mg/ml concentrado para 
solução para perfusão 

NL/H/2136/001 5456843 ACCORD HEALTHCARE 
S.L.U. 

PT 

Gemcitabina Accord 100 
mg/ml concentrado para 
solução para perfusão 

NL/H/2136/001 5456850 ACCORD HEALTHCARE 
S.L.U. 

PT 

Gemcitabina Accord 100 
mg/ml concentrado para 
solução para perfusão 

NL/H/2136/001 5456876 ACCORD HEALTHCARE 
S.L.U. 

PT 
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Gemcitabina Accord 100 
mg/ml concentrado para 
solução para perfusão 

NL/H/2136/001 5456868 ACCORD HEALTHCARE 
S.L.U. 

PT 

Gemcitabină Accord 100 
mg/ml concentrat pentru 
soluţie perfuzabilă 

NL/H/2136/001 11693/2019/01 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

RO 

Gemcitabină Accord 100 
mg/ml concentrat pentru 
soluţie perfuzabilă 

NL/H/2136/001 11693/2019/03 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

RO 

Gemcitabină Accord 100 
mg/ml concentrat pentru 
soluţie perfuzabilă 

NL/H/2136/001 11693/2019/02 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

RO 

Gemcitabină Accord 100 
mg/ml concentrat pentru 
soluţie perfuzabilă 

NL/H/2136/001 11693/2019/04 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

RO 

Gemcitabina Accord 100 
mg/ml concentrato per 
soluzione per infusione. 

NL/H/2136/001 040928044 ACCORD HEALTHCARE 
S.L.U. 

IT 

Gemcitabina Accord 100 
mg/ml concentrato per 
soluzione per infusione. 

NL/H/2136/001 040928018 ACCORD HEALTHCARE 
S.L.U. 

IT 

Gemcitabina Accord 100 
mg/ml concentrato per 
soluzione per infusione. 

NL/H/2136/001 040928020 ACCORD HEALTHCARE 
S.L.U. 

IT 
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Gemcitabina Accord 100 
mg/ml concentrato per 
soluzione per infusione. 

NL/H/2136/001 040928032 ACCORD HEALTHCARE 
S.L.U. 

IT 

Gemcitabina Accord 2 g 
Pó para solução para 
perfusão 

IE/H/0753/003 5401625 ACCORD HEALTHCARE 
S.L.U. 

PT 

Gemcitabina Accord 
2.000 mg concentrado 
para solución para 
perfusión 

NL/H/2136/001 76156 ACCORD HEALTHCARE 
S.L.U. 

ES 

Gemcitabina Accord 200 
mg concentrado para 
solución para perfusión 

NL/H/2136/001 76158 ACCORD HEALTHCARE 
S.L.U. 

ES 

Gemcitabina Accord 
2000 mg polvo para 
solución para perfusión 

IE/H/0753/003 74479 ACCORD HEALTHCARE 
S.L.U. 

ES 

Gemcitabina Aurobindo 
Pharma Italia 40 mg/ml 
concentrato per 
soluzione per infusione 

NL/H/3390/001 044078018 AUROBINDO PHARMA 
(ITALIA) S.R.L. 

IT 

Gemcitabina Aurobindo 
Pharma Italia 40 mg/ml 
concentrato per 
soluzione per infusione 

NL/H/3390/001 044078020 AUROBINDO PHARMA 
(ITALIA) S.R.L. 

IT 
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Gemcitabina Aurobindo 
Pharma Italia 40 mg/ml 
concentrato per 
soluzione per infusione 

NL/H/3390/001 044078032 AUROBINDO PHARMA 
(ITALIA) S.R.L. 

IT 

Gemcitabina Aurovitas 
40 mg/ml concentrado 
para solução para 
perfusão 

NL/H/3390/001 5673447 EUGIA PHARMA (MALTA) 
LTD 

PT 

Gemcitabina Aurovitas 
40 mg/ml concentrado 
para solução para 
perfusão 

NL/H/3390/001 5673421 EUGIA PHARMA (MALTA) 
LTD 

PT 

Gemcitabina Aurovitas 
40 mg/ml concentrado 
para solução para 
perfusão 

NL/H/3390/001 5673439 EUGIA PHARMA (MALTA) 
LTD 

PT 

Gemcitabina Aurovitas 
Spain 1.000 mg 
concentrado para 
solución para perfusión 

NL/H/3390/001 80.846 EUGIA PHARMA (MALTA) 
LTD 

ES 

Gemcitabina Aurovitas 
Spain 2.000 mg 
concentrado para 
solución para perfusión 

NL/H/3390/001 80.845 EUGIA PHARMA (MALTA) 
LTD 

ES 
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Gemcitabina Hikma 
1.000 mg concentrado 
para solución para 
perfusión 

PT/H/2262/001 85641 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

ES 

Gemcitabina Hikma 
2.000 mg concentrado 
para solución para 
perfusión 

PT/H/2262/001 85643 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

ES 

Gemcitabina Hikma 200 
mg concentrado para 
solución para perfusión 

PT/H/2262/001 85642 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

ES 

Gemcitabina Hikma 2g 
polvere per soluzione per 
infusione 

IT/H/0167/003 039727058 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

IT 

Gemcitabina Hikma 38 
mg/ml concentrado para 
solução para perfusão 

PT/H/2262/001 5806534 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

PT 

Gemcitabina Hikma 38 
mg/ml concentrado para 
solução para perfusão 

PT/H/2262/001 5806542 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

PT 

Gemcitabina Hikma 38 
mg/ml concentrado para 
solução para perfusão 

PT/H/2262/001 5806559 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

PT 
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Gemcitabina Hospira 
1000 mg concentrado 
para solución para 
perfusión 

ES/H/0621/001 74082 PFIZER, S.L. ES 

Gemcitabina Hospira 200 
mg concentrado para 
solución para perfusión 

ES/H/0621/001 74083 PFIZER, S.L. ES 

Gemcitabina Hospira 
2000 mg concentrado 
para solución para 
perfusión 

ES/H/0621/001 74081 PFIZER, S.L. ES 

Gemcitabina Kabi 38 
mg/ml concentrado para 
solução para perfusão 

NL/H/2447/002 5627963 FRESENIUS KABI PHARMA 
PORTUGAL, LDA. 

PT 

Gemcitabina Kabi 38 
mg/ml concentrado para 
solução para perfusão 

NL/H/2447/002 5627971 FRESENIUS KABI PHARMA 
PORTUGAL, LDA. 

PT 

Gemcitabina Kabi 38 
mg/ml concentrado para 
solução para perfusão 

NL/H/2447/002 5628003 FRESENIUS KABI PHARMA 
PORTUGAL, LDA. 

PT 

Gemcitabina Kabi 38 
mg/ml concentrat pentru 
soluţie perfuzabilă 

NL/H/2447/002 12559/2019/01 FRESENIUS KABI ROMANIA 
SRL 

RO 

Gemcitabina Kabi 38 
mg/ml concentrat pentru 
soluţie perfuzabilă 

NL/H/2447/002 12559/2019/02 FRESENIUS KABI ROMANIA 
SRL 

RO 
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Gemcitabina Kabi 38 
mg/ml concentrat pentru 
soluţie perfuzabilă 

NL/H/2447/002 12559/2019/03 FRESENIUS KABI ROMANIA 
SRL 

RO 

Gemcitabina Koanaa 
1000 mg concentrado 
para solución para 
perfusión 

AT/H/0832/001 85804 KOANAA HEALTHCARE 
GMBH 

ES 

Gemcitabina Koanaa 200 
mg concentrado para 
solución para perfusión 

AT/H/0832/001 85802 KOANAA HEALTHCARE 
GMBH 

ES 

Gemcitabina Koanaa 
2000 mg concentrado 
para solución para 
perfusión 

AT/H/0832/001 85803 KOANAA HEALTHCARE 
GMBH 

ES 

Gemcitabina Prasfarma 
1.000 mg concentrado 
para solución para 
perfusión 

not available 83264 PRASFARMA, S.L. ES 

Gemcitabina Prasfarma 
2.000 mg concentrado 
para solución para 
perfusión 

not available 83260 PRASFARMA, S.L. ES 

Gemcitabina Prasfarma 
200 mg concentrado 
para solución para 
perfusión 

not available 83263 PRASFARMA, S.L. ES 
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Gemcitabina Ritisca 40 
mg/ml Concentrado para 
solução para perfusão 

PT/H/2035/001 5330238 GENERIS FARMACÊUTICA, 
S.A. 

PT 

Gemcitabina Ritisca 40 
mg/ml Concentrado para 
solução para perfusão 

PT/H/2035/001 5330246 GENERIS FARMACÊUTICA, 
S.A. 

PT 

Gemcitabina Ritisca 40 
mg/ml Concentrado para 
solução para perfusão 

PT/H/2035/001 5330253 GENERIS FARMACÊUTICA, 
S.A. 

PT 

Gemcitabină Stada 38 
mg/ml concentrat pentru 
soluţie perfuzabilă 

DE/H/5530/001 1883/2009/02 STADA ARZNEIMITTEL AG RO 

Gemcitabină Stada 38 
mg/ml concentrat pentru 
soluţie perfuzabilă 

DE/H/5530/001 1883/2009/04 STADA ARZNEIMITTEL AG RO 

Gemcitabină Stada 38 
mg/ml concentrat pentru 
soluţie perfuzabilă 

DE/H/5530/001 1883/2009/01 STADA ARZNEIMITTEL AG RO 

Gemcitabină Stada 38 
mg/ml concentrat pentru 
soluţie perfuzabilă 

DE/H/5530/001 1883/2009/03 STADA ARZNEIMITTEL AG RO 

Gemcitabine 100 mg/ml 
Concentrate for Solution 
for Infusion 

NL/H/2136/001 PA2315/092/004 ACCORD HEALTHCARE 
IRELAND LIMITED 

IE 
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Gemcitabine 100 mg/ml 
Concentrate for Solution 
for Infusion 

NL/H/2136/001 PA2315/092/004 ACCORD HEALTHCARE 
IRELAND LIMITED 

IE 

Gemcitabine 100 mg/ml 
Concentrate for Solution 
for Infusion 

NL/H/2136/001 PA2315/092/004 ACCORD HEALTHCARE 
IRELAND LIMITED 

IE 

Gemcitabine 100 mg/ml 
Concentrate for Solution 
for Infusion 

NL/H/2136/001/DC PA2315/092/004 ACCORD HEALTHCARE 
IRELAND LIMITED 

IE 

Gemcitabine 1g Powder 
for Solution for Infusion 

not available PL 04515/0212 HOSPIRA UK LTD XI 

Gemcitabine 2 g Powder 
for Solution for Infusion 

IE/H/0753/003 PA2315/092/003 ACCORD HEALTHCARE 
IRELAND LIMITED 

IE 

Gemcitabine 2 g Powder 
for Solution for Infusion 

IE/H/0753/003 PL 20075/0262 ACCORD HEALTHCARE 
LIMITED 

XI 

Gemcitabine 200mg 
Powder for Solution for 
Infusion 

not available PL 04515/0211 HOSPIRA UK LTD XI 

Gemcitabine 2g Powder 
for Solution for Infusion 

not available PL 04515/0213 HOSPIRA UK LTD XI 

Gemcitabine 38 mg/ml 
Concentrate for Solution 
for Infusion 

ES/H/0621/001 MA 505/08801 PFIZER HELLAS, A.E. MT 
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Gemcitabine 38 mg/ml 
Concentrate for Solution 
for Infusion 

ES/H/0621/001 MA 505/08802 PFIZER HELLAS, A.E. MT 

Gemcitabine 38 mg/ml 
Concentrate for Solution 
for Infusion 

ES/H/0621/001 MA 505/08803 PFIZER HELLAS, A.E. MT 

Gemcitabine 38 mg/ml 
concentrate for solution 
for infusion 

NL/H/2447/002 MA1123/01201 FRESENIUS KABI ITALIA 
S.R.L. 

MT 

Gemcitabine 38 mg/ml 
concentrate for solution 
for infusion 

NL/H/2447/002 MA1123/01202 FRESENIUS KABI ITALIA 
S.R.L. 

MT 

Gemcitabine 38 mg/ml 
concentrate for solution 
for infusion 

NL/H/2447/002 MA1123/01203 FRESENIUS KABI ITALIA 
S.R.L. 

MT 

Gemcitabine 38 mg/ml 
concentrate for solution 
for infusion 

PT/H/2262/001 PL 15413/0093 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

XI 

Gemcitabine 38 mg/ml 
concentrate for solution 
for infusion 

PT/H/2262/001 PL 15413/0093 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

XI 

Gemcitabine 38 mg/ml 
concentrate for solution 
for infusion 

PT/H/2262/001 PL 15413/0093 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

XI 
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Gemcitabine 38 mg/ml 
Concentrate for Solution 
for Infusion 

ES/H/0621/001 PL 04515/0224 HOSPIRA UK LTD XI 

Gemcitabine 38 mg/ml 
Concentrate for Solution 
for Infusion 

ES/H/0621/001 PL 04515/0224 HOSPIRA UK LTD XI 

Gemcitabine 38 mg/ml 
Concentrate for Solution 
for Infusion 

ES/H/0621/001 PL 04515/0224 HOSPIRA UK LTD XI 

Gemcitabine 38 mg/ml 
concentrate for solution 
for infusion 

NL/H/2447/002 PL 08828/0298 FRESENIUS KABI LIMITED XI 

Gemcitabine 38 mg/ml 
concentrate for solution 
for infusion  

NL/H/2447/002 PA 2059/039/5 FRESENIUS KABI 
DEUTSCHLAND GMBH 

IE 

Gemcitabine 40mg/ml 
Concentrate for Solution 
for Infusion 

UK/H/6765/001 PL 20075/0873 ACCORD HEALTHCARE 
LIMITED 

XI 

Gemcitabine 40mg/ml 
Concentrate for Solution 
for Infusion 

UK/H/6765/001 PL 20075/0873 ACCORD HEALTHCARE 
LIMITED 

XI 

Gemcitabine 40mg/ml 
Concentrate for Solution 
for Infusion 

UK/H/6765/001 PL 20075/0873 ACCORD HEALTHCARE 
LIMITED 

XI 
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Gemcitabine AB 40 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/3390/001 BE489786 AUROBINDO N.V. BE 

Gemcitabine AB 40 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/3390/001 BE489795 AUROBINDO N.V. BE 

Gemcitabine AB 40 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

NL/H/3390/001 BE489777 AUROBINDO N.V. BE 

Gemcitabine AB 40 
mg/ml solution à diluer 
pour perfusion 

NL/H/3390/001 BE489786 AUROBINDO N.V. BE 

Gemcitabine AB 40 
mg/ml solution à diluer 
pour perfusion 

NL/H/3390/001 BE489795 AUROBINDO N.V. BE 

Gemcitabine AB 40 
mg/ml solution à diluer 
pour perfusion 

NL/H/3390/001 BE489777 AUROBINDO N.V. BE 

Gemcitabine AB 40 
mg/ml, concentraat voor 
oplossing voor infusie 

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

NL/H/3390/001 BE489795 AUROBINDO N.V. BE 

Gemcitabine AB 40 
mg/ml, concentraat voor 
oplossing voor infusie 

NL/H/3390/001 BE489777 AUROBINDO N.V. BE 

Gemcitabine Accord 100 
mg/ml Concentraat voor 
Oplossing voor Infusie 

NL/H/2136/001 RVG 109019 ACCORD HEALTHCARE B.V. NL 

Gemcitabine Accord 100 
mg/ml Concentraat voor 
Oplossing voor Infusie 

NL/H/2136/001 RVG 109019 ACCORD HEALTHCARE B.V. NL 

Gemcitabine Accord 100 
mg/ml Concentraat voor 
Oplossing voor Infusie 

NL/H/2136/001 RVG 109019 ACCORD HEALTHCARE B.V. NL 

Gemcitabine Accord 100 
mg/ml Concentraat voor 
Oplossing voor Infusie 

NL/H/2136/001 RVG 109019 ACCORD HEALTHCARE B.V. NL 

Gemcitabine Accord 100 
mg/ml 
infuusiokonsentraatti, 
liuosta varten 

NL/H/2136/001 29406 ACCORD HEALTHCARE B.V. FI 

Gemcitabine Accord 100 
mg/ml 
infuusiokonsentraatti, 
liuosta varten 

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

NL/H/2136/001 29406 ACCORD HEALTHCARE B.V. FI 

Gemcitabine Accord 100 
mg/ml 
infuusiokonsentraatti, 
liuosta varten 

NL/H/2136/001 29406 ACCORD HEALTHCARE B.V. FI 

Gemcitabine Accord 100 
mg/ml infúzny 
koncentrát 

NL/H/2136/001 44/0402/12-S ACCORD HEALTHCARE 
LIMITED 

SK 

Gemcitabine Accord 100 
mg/ml infúzny 
koncentrát 

NL/H/2136/001 44/0402/12-S ACCORD HEALTHCARE 
LIMITED 

SK 

Gemcitabine Accord 100 
mg/ml infúzny 
koncentrát 

NL/H/2136/001 44/0402/12-S ACCORD HEALTHCARE 
LIMITED 

SK 

Gemcitabine Accord 100 
mg/ml infúzny 
koncentrát 

NL/H/2136/001 44/0402/12-S ACCORD HEALTHCARE 
LIMITED 

SK 

Gemcitabine Accord 100 
mg/ml koncentrát pro 
infuzní roztok 

NL/H/2136/001 44/607/12-C ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

CZ 

Gemcitabine Accord 100 
mg/ml koncentrát pro 
infuzní roztok 

NL/H/2136/001 44/607/12-C ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

CZ 
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Gemcitabine Accord 100 
mg/ml koncentrát pro 
infuzní roztok 

NL/H/2136/001 44/607/12-C ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

CZ 

Gemcitabine Accord 100 
mg/ml koncentrát pro 
infuzní roztok 

NL/H/2136/001 44/607/12-C ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

CZ 

Gemcitabine Accord 100 
mg/ml Koncentrat till 
infusionsvätska, lösning 

NL/H/2136/001 45507 ACCORD HEALTHCARE B.V. SE 

Gemcitabine Accord 100 
mg/ml Koncentrat till 
infusionsvätska, lösning 

NL/H/2136/001 45507 ACCORD HEALTHCARE B.V. SE 

Gemcitabine Accord 100 
mg/ml Koncentrat till 
infusionsvätska, lösning 

NL/H/2136/001 45507 ACCORD HEALTHCARE B.V. SE 

Gemcitabine Accord 100 
mg/ml Koncentrat till 
infusionsvätska, lösning 

NL/H/2136/001 45507 ACCORD HEALTHCARE B.V. SE 

Gemcitabine Accord 100 
mg/ml koncentratas 
infuziniam tirpalui 

NL/H/2136/001 LT/1/12/2889/001 ACCORD HEALTHCARE B.V. LT 

Gemcitabine Accord 100 
mg/ml koncentratas 
infuziniam tirpalui 

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

NL/H/2136/001 LT/1/12/2889/003 ACCORD HEALTHCARE B.V. LT 

Gemcitabine Accord 100 
mg/ml koncentratas 
infuziniam tirpalui 

NL/H/2136/001 LT/1/12/2889/004 ACCORD HEALTHCARE B.V. LT 

Gemcitabine Accord 100 
mg/ml koncentrāts 
infūziju šķīduma 
pagatavošanai 

NL/H/2136/001 12-0114 ACCORD HEALTHCARE B.V. LV 

Gemcitabine Accord 100 
mg/ml koncentrāts 
infūziju šķīduma 
pagatavošanai 

NL/H/2136/001 12-0114 ACCORD HEALTHCARE B.V. LV 

Gemcitabine Accord 100 
mg/ml koncentrāts 
infūziju šķīduma 
pagatavošanai 

NL/H/2136/001 12-0114 ACCORD HEALTHCARE B.V. LV 

Gemcitabine Accord 100 
mg/ml koncentrāts 
infūziju šķīduma 
pagatavošanai 

NL/H/2136/001 12-0114 ACCORD HEALTHCARE B.V. LV 

Gemcitabine Accord 100 
mg/ml konsentrat til 
infusjonsvæske 

NL/H/2136/001 10-8088 ACCORD HEALTHCARE B.V. NO 
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Gemcitabine Accord 100 
mg/ml konsentrat til 
infusjonsvæske 

NL/H/2136/001 10-8088 ACCORD HEALTHCARE B.V. NO 

Gemcitabine Accord 100 
mg/ml konsentrat til 
infusjonsvæske 

NL/H/2136/001 10-8088 ACCORD HEALTHCARE B.V. NO 

Gemcitabine Accord 100 
mg/ml konsentrat til 
infusjonsvæske 

NL/H/2136/001 10-8088 ACCORD HEALTHCARE B.V. NO 

Gemcitabine Accord 100 
mg/ml Πυκνό διάλυμα 
για παρασκευή 
διαλύματος για έγχυση 

NL/H/2136/001 21481 ACCORD HEALTHCARE 
S.L.U. 

CY 

Gemcitabine Accord 100 
mg/ml Πυκνό διάλυμα 
για παρασκευή 
διαλύματος για έγχυση 

NL/H/2136/001 21481 ACCORD HEALTHCARE 
S.L.U. 

CY 

Gemcitabine Accord 100 
mg/ml Πυκνό διάλυμα 
για παρασκευή 
διαλύματος προς έγχυση 

NL/H/2136/001 21481 ACCORD HEALTHCARE 
S.L.U. 

CY 

Gemcitabine Accord 100 
mg/ml Πυκνό διάλυμα 
για παρασκευή 
διαλύματος προς έγχυση 

NL/H/2136/001 21481 ACCORD HEALTHCARE 
S.L.U. 

CY 
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Gemcitabine Accord 100 
mg/ml Πυκνό διάλυμα 
για παρασκευή 
διαλύματος προς έγχυση 

NL/H/2136/001 297230102 ACCORD HEALTHCARE 
S.L.U. 

GR 

Gemcitabine Accord 100 
mg/ml Πυκνό διάλυμα 
για παρασκευή 
διαλύματος προς έγχυση 

NL/H/2136/001 297230103 ACCORD HEALTHCARE 
S.L.U. 

GR 

Gemcitabine Accord 100 
mg/ml Συμπύκνωμα για 
διάλυμα προς έγχυση 

NL/H/2136/001 297230101 ACCORD HEALTHCARE 
S.L.U. 

GR 

Gemcitabine Accord 100 
mg/ml Συμπύκνωμα για 
διάλυμα προς έγχυση 

NL/H/2136/001 297230104 ACCORD HEALTHCARE 
S.L.U. 

GR 

Gemcitabine Accord 100 
mg/ml, infusioonilahuse 
kontsentraat 

NL/H/2136/001 781312 ACCORD HEALTHCARE B.V. EE 

Gemcitabine Accord 100 
mg/ml, infusioonilahuse 
kontsentraat 

NL/H/2136/001 781312 ACCORD HEALTHCARE B.V. EE 

Gemcitabine Accord 100 
mg/ml, infusioonilahuse 
kontsentraat 

NL/H/2136/001 781312 ACCORD HEALTHCARE B.V. EE 

Gemcitabine Accord 100 
mg/ml, infusioonilahuse 
kontsentraat 

NL/H/2136/001 781312 ACCORD HEALTHCARE B.V. EE 
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GEMCITABINE ACCORD 
100 mg/ml, solution à 
diluer pour perfusion 

not available 34009 218 993 5 1 ACCORD HEALTHCARE 
FRANCE SAS 

FR 

GEMCITABINE ACCORD 
100 mg/ml, solution à 
diluer pour perfusion 

not available 34009 218 994 1 2 ACCORD HEALTHCARE 
FRANCE SAS 

FR 

GEMCITABINE ACCORD 
100 mg/ml, solution à 
diluer pour perfusion 

not available 34009 218 995 8 0 ACCORD HEALTHCARE 
FRANCE SAS 

FR 

GEMCITABINE ACCORD 
100 mg/ml, solution à 
diluer pour perfusion 

not available 34009 218 992 9 0 ACCORD HEALTHCARE 
FRANCE SAS 

FR 

Gemcitabine Accord 2 g 
prášok na infúzny roztok 

IE/H/0753/003 44/0034/12-S ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

SK 

Gemcitabine Accord 
Healthcare 100 mg/ml 
concentraat voor 
oplossing voor infusie 

NL/H/2136/001 BE422922 ACCORD HEALTHCARE B.V. BE 

Gemcitabine Accord 
Healthcare 100 mg/ml 
concentraat voor 
oplossing voor infusie 

NL/H/2136/001 BE422904 ACCORD HEALTHCARE B.V. BE 

Gemcitabine Accord 
Healthcare 100 mg/ml 
concentraat voor 
oplossing voor infusie 

NL/H/2136/001 BE422931 ACCORD HEALTHCARE B.V. BE 
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Gemcitabine Accord 
Healthcare 100 mg/ml 
concentraat voor 
oplossing voor infusie 

NL/H/2136/001 BE422913 ACCORD HEALTHCARE B.V. BE 

Gemcitabine Accord 
Healthcare 100 mg/ml 
Solution à Diluer pour 
Perfusion 

NL/H/2136/001 BE422922 ACCORD HEALTHCARE B.V. BE 

Gemcitabine Accord 
Healthcare 100 mg/ml 
Solution à Diluer pour 
Perfusion 

NL/H/2136/001 BE422904 ACCORD HEALTHCARE B.V. BE 

Gemcitabine Accord 
Healthcare 100 mg/ml 
Solution à Diluer pour 
Perfusion 

NL/H/2136/001 BE422931 ACCORD HEALTHCARE B.V. BE 

Gemcitabine Accord 
Healthcare 100 mg/ml 
Solution à Diluer pour 
Perfusion 

NL/H/2136/001 BE422913 ACCORD HEALTHCARE B.V. BE 

Gemcitabine Accord, 2 g, 
proszek do sporządzania 
roztworu do infuzji 

UK/H/1124/003 18923 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

PL 

Gemcitabine Actavis PTC 
40 mg/ml, concentraat 
voor oplossing voor 
infusie 

NL/H/3383/001 RVG 116660 ACTAVIS GROUP PTC EHF. NL 
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GEMCITABINE ARROW 
40 mg/ml, solution à 
diluer pour perfusion 

not available NL37669 EUGIA PHARMA (MALTA) 
LTD 

FR 

Gemcitabine EG 38 
mg/ml concentraat voor 
oplossing voor infusie 

DE/H/5530/001 BE347191 EUROGENERICS N.V./S.A. BE 

Gemcitabine EG 38 
mg/ml concentraat voor 
oplossing voor infusie 

DE/H/5530/001 BE347216 EUROGENERICS N.V./S.A. BE 

Gemcitabine EG 38 
mg/ml concentraat voor 
oplossing voor infusie 

DE/H/5530/001 BE347207 EUROGENERICS N.V./S.A. BE 

Gemcitabine EG 38 
mg/ml concentraat voor 
oplossing voor infusie 

DE/H/5530/001 BE347182 EUROGENERICS N.V./S.A. BE 

Gemcitabine EG 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

DE/H/5530/001 BE347182 EUROGENERICS N.V./S.A. BE 

Gemcitabine EG 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

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

DE/H/5530/001 BE347216 EUROGENERICS N.V./S.A. BE 

Gemcitabine EG 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

DE/H/5530/001 BE347191 EUROGENERICS N.V./S.A. BE 

Gemcitabine EG 38 
mg/ml solution à diluer 
pour perfusion 

DE/H/5530/001 BE347182 EUROGENERICS N.V./S.A. BE 

Gemcitabine EG 38 
mg/ml solution à diluer 
pour perfusion 

DE/H/5530/001 BE347207 EUROGENERICS N.V./S.A. BE 

Gemcitabine EG 38 
mg/ml solution à diluer 
pour perfusion 

DE/H/5530/001 BE347191 EUROGENERICS N.V./S.A. BE 

Gemcitabine EG 38 
mg/ml solution à diluer 
pour perfusion 

DE/H/5530/001 BE347216 EUROGENERICS N.V./S.A. BE 

Gemcitabine EG 38 
mg/ml solution à diluer 
pour perfusion 

DE/H/5530/001 0019/10010015 EUROGENERICS N.V./S.A. LU 

Gemcitabine Eugia 40 
mg/ml, concentraat voor 
oplossing voor infusie 

NL/H/3390/001 RVG 116668 EUGIA PHARMA (MALTA) 
LTD 

NL 
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Gemcitabine Fresenius 
Kabi 38 mg/ml 
concentraat voor 
oplossing voor infusie 

NL/H/2447/002 BE466755 FRESENIUS KABI NV/SA BE 

Gemcitabine Fresenius 
Kabi 38 mg/ml 
concentraat voor 
oplossing voor infusie 

NL/H/2447/002 BE466764 FRESENIUS KABI NV/SA BE 

Gemcitabine Fresenius 
Kabi 38 mg/ml 
concentraat voor 
oplossing voor infusie 

NL/H/2447/002 BE466773 FRESENIUS KABI NV/SA BE 

Gemcitabine Fresenius 
Kabi 38 mg/ml 
concentraat voor 
oplossing voor infusie 

NL/H/2447/002 RVG 113984 FRESENIUS KABI 
NEDERLAND B.V. 

NL 

Gemcitabine Fresenius 
Kabi 38 mg/ml, solution 
à diluer pour perfusion 

NL/H/2447/002 BE466755 FRESENIUS KABI NV/SA BE 

Gemcitabine Fresenius 
Kabi 38 mg/ml, solution 
à diluer pour perfusion 

NL/H/2447/002 BE466764 FRESENIUS KABI NV/SA BE 

Gemcitabine Fresenius 
Kabi 38 mg/ml, solution 
à diluer pour perfusion 

NL/H/2447/002 BE466773 FRESENIUS KABI NV/SA BE 
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Gemcitabine Hikma 38 
mg/ml concentraat voor 
oplossing voor infusie 

PT/H/2262/001 BE566293 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

BE 

Gemcitabine Hikma 38 
mg/ml concentraat voor 
oplossing voor infusie 

PT/H/2262/001 BE566302 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

BE 

Gemcitabine Hikma 38 
mg/ml concentraat voor 
oplossing voor infusie 

PT/H/2262/001 BE566311 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

BE 

Gemcitabine Hikma 38 
mg/ml concentraat voor 
oplossing voor infusie 

PT/H/2262/001 RVG 124450 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

NL 

Gemcitabine Hikma 38 
mg/ml concentraat voor 
oplossing voor infusie 

PT/H/2262/001 RVG 124450 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

NL 

Gemcitabine Hikma 38 
mg/ml concentraat voor 
oplossing voor infusie 

PT/H/2262/001 RVG 124450 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

NL 

Gemcitabine Hikma 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

PT/H/2262/001 BE566293 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

BE 

Gemcitabine Hikma 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

PT/H/2262/001 BE566302 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

BE 
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Gemcitabine Hikma 38 
mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

PT/H/2262/001 BE566311 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

BE 

Gemcitabine Hikma 38 
mg/ml solution à diluer 
pour perfusion 

PT/H/2262/001 BE566293 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

BE 

Gemcitabine Hikma 38 
mg/ml solution à diluer 
pour perfusion 

PT/H/2262/001 BE566302 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

BE 

Gemcitabine Hikma 38 
mg/ml solution à diluer 
pour perfusion 

PT/H/2262/001 BE566311 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

BE 

GEMCITABINE HIKMA 38 
mg/ml, solution à diluer 
pour perfusion 

PT/H/2262/001 34009 550 742 0 5 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

FR 

GEMCITABINE HIKMA 38 
mg/ml, solution à diluer 
pour perfusion 

PT/H/2262/001 34009 550 742 1 2 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

FR 

GEMCITABINE HIKMA 38 
mg/ml, solution à diluer 
pour perfusion 

PT/H/2262/001 34009 550 742 2 9 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

FR 

Gemcitabine Hospira 38 
mg/ml concentraat voor 
oplossing voor infusie 

ES/H/0621/001 BE390451 HOSPIRA BENELUX BVBA BE 
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Gemcitabine Hospira 38 
mg/ml concentraat voor 
oplossing voor infusie 

ES/H/0621/001 BE390467 HOSPIRA BENELUX BVBA BE 

Gemcitabine Hospira 38 
mg/ml concentraat voor 
oplossing voor infusie 

ES/H/0621/001 BE390476 HOSPIRA BENELUX BVBA BE 

Gemcitabine Hospira 38 
mg/ml concentraat voor 
oplossing voor infusie 

ES/H/0621/001 RVG 104695 PFIZER B.V. NL 

Gemcitabine Hospira 38 
mg/ml concentraat voor 
oplossing voor infusie 

ES/H/0621/001 RVG 104695 PFIZER B.V. NL 

Gemcitabine Hospira 38 
mg/ml concentraat voor 
oplossing voor infusie 

ES/H/0621/001 RVG 104695 PFIZER B.V. NL 

GEMCITABINE HOSPIRA 
38 mg/ml, solution à 
diluer pour perfusion 

ES/H/0621/001 34009 579 213 5 4 PFIZER HOLDING FRANCE FR 

GEMCITABINE HOSPIRA 
38 mg/ml, solution à 
diluer pour perfusion 

ES/H/0621/001 34009 579 214 1 5 PFIZER HOLDING FRANCE FR 

GEMCITABINE HOSPIRA 
38 mg/ml, solution à 
diluer pour perfusion 

ES/H/0621/001 34009 579 215 8 3 PFIZER HOLDING FRANCE FR 
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GEMCITABINE HOSPIRA 
38 mg/ml, solution à 
diluer pour perfusion 

ES/H/0621/001 2011060020 0612956 HOSPIRA BENELUX BVBA LU 

Gemcitabine Hospira 
38mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

ES/H/0621/001 2011060020 0612973 HOSPIRA BENELUX BVBA LU 

Gemcitabine Hospira 
38mg/ml Konzentrat zur 
Herstellung einer 
Infusionslösung 

ES/H/0621/001 2011060020 0612942 HOSPIRA BENELUX BVBA LU 

Gemcitabine Kabi 38 
mg/ml infúzny 
koncentrát 

NL/H/2447/002 44/0186/15-S FRESENIUS KABI S.R.O. SK 

Gemcitabine Kabi 38 
mg/ml koncentrát pro 
infuzní roztok 

NL/H/2447/002 44/077/15-C FRESENIUS KABI S.R.O. CZ 

Gemcitabine Kabi 38 
mg/ml koncentratas 
infuziniam tirpalui 

NL/H/2447/002 LT/1/13/3233/004 FRESENIUS KABI POLSKA 
SP. Z O.O. 

LT 

Gemcitabine Kabi 38 
mg/ml koncentratas 
infuziniam tirpalui 

NL/H/2447/002 LT/1/13/3233/005 FRESENIUS KABI POLSKA 
SP. Z O.O. 

LT 

Gemcitabine Kabi 38 
mg/ml koncentratas 
infuziniam tirpalui 

NL/H/2447/002 LT/1/13/3233/006 FRESENIUS KABI POLSKA 
SP. Z O.O. 

LT 
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Gemcitabine Kabi 38 
mg/ml koncentrāts 
infūziju šķīduma 
pagatavošanai 

NL/H/2447/002 15-0028 FRESENIUS KABI POLSKA 
SP. Z O.O. 

LV 

Gemcitabine Kabi 38 
mg/ml, infusioonilahuse 
kontsentraat 

NL/H/2447/002 863014 FRESENIUS KABI POLSKA 
SP. Z O.O. 

EE 

GEMCITABINE KABI 38 
mg/mL, solution à diluer 
pour perfusion 

NL/H/2447/002 34009 550 013 6 2 FRESENIUS KABI FRANCE 
S.A.S. 

FR 

GEMCITABINE KABI 38 
mg/mL, solution à diluer 
pour perfusion 

NL/H/2447/002 34009 550 013 7 9 FRESENIUS KABI FRANCE 
S.A.S. 

FR 

GEMCITABINE KABI 38 
mg/mL, solution à diluer 
pour perfusion 

NL/H/2447/002 34009 550 013 9 3 FRESENIUS KABI FRANCE 
S.A.S. 

FR 

Gemcitabine Kabi, 38 
mg/ml, koncentrat do 
sporządzania roztworu 
do infuzji 

NL/H/2447/002 22322 FRESENIUS KABI POLSKA 
SP. Z O.O. 

PL 

Gemcitabine Mylan 40 
mg/ml, solution à diluer 
pour perfusion 

not available NL 37667 MYLAN S.A.S FR 

Gemcitabine Sandoz 40 
mg/ml, concentraat voor 
oplossing voor infusie 

AT/H/0359/001 RVG 106596 SANDOZ B.V. NL 
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GEMCITABINE SANDOZ 
40 mg/ml, solution à 
diluer pour perfusion 

AT/H/0359/001 34009 578 730 6 6 SANDOZ FR 

GEMCITABINE SANDOZ 
40 mg/ml, solution à 
diluer pour perfusion 

AT/H/0359/001 34009 578 731 2 7 SANDOZ FR 

GEMCITABINE SANDOZ 
40 mg/ml, solution à 
diluer pour perfusion 

AT/H/0359/001 34009 578 732 9 5 SANDOZ FR 

GEMCITABINE SANDOZ 
40 mg/ml, solution à 
diluer pour perfusion 

AT/H/0359/001 34009 578 733 5 6 SANDOZ FR 

GEMCITABINE SANDOZ 
40 mg/ml, solution à 
diluer pour perfusion 

AT/H/0359/001 34009 578 734 1 7 SANDOZ FR 

Gemcitabine Teva 40 
mg/ml concentrate for 
solution for infusion 

NL/H/3383/001 PA1986/122/001 TEVA B.V IE 

Gemcitabine Teva 40 
mg/ml, concentraat voor 
oplossing voor infusie 

NL/H/1647/001 RVG 104284 TEVA NEDERLAND B.V. NL 

Gemcitabine/Actavis 40 
mg/ml συμπύκνωμα για 
την παρασκευή 
διαλύματος προς έγχυση 

SE/H/2032/001 110670/14/11-06-2018 ACTAVIS GROUP PTC EHF. GR 
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Gemcitabine100 mg/ml 
Concentrate for Solution 
for Infusion 

SI/H/0194/001 PL 20075/0235 ACCORD HEALTHCARE 
LIMITED 

XI 

Gemcitabine100 mg/ml 
Concentrate for Solution 
for Infusion 

SI/H/0194/001 PL 20075/0235 ACCORD HEALTHCARE 
LIMITED 

XI 

Gemcitabine100 mg/ml 
Concentrate for Solution 
for Infusion 

SI/H/0194/001 PL 20075/0235 ACCORD HEALTHCARE 
LIMITED 

XI 

Gemcitabine100 mg/ml 
Concentrate for Solution 
for Infusion 

SI/H/0194/001 PL 20075/0235 ACCORD HEALTHCARE 
LIMITED 

XI 

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

NL/H/2136/001 20148 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

PL 

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

NL/H/2136/001 20148 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

PL 

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

NL/H/2136/001 20148 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

PL 
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Gemcitabinum Accord, 
100 mg/ml, koncentrat 
do sporządzania 
roztworu do infuzji 

NL/H/2136/001 20148 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

PL 

Gemkabi 38 mg/ml 
infuusiokonsentraatti, 
liuosta varten 

NL/H/2447/002 31697 FRESENIUS KABI AB FI 

Gemkabi 38 mg/ml 
innrennslisþykkni, lausn. 

NL/H/2447/002 IS/1/14/095/01 FRESENIUS KABI AB IS 

Gemkabi 38 mg/ml 
koncentrat till 
infusionsvätska, lösning 

NL/H/2447/002 49702 FRESENIUS KABI AB SE 

Gemkabi 38 mg/ml 
konsentrat til 
infusjonsvæske, 
oppløsning 

NL/H/2447/002 13-9656 FRESENIUS KABI NORGE AS NO 

Gemkabi, koncentrat til 
infusionsvæske, 
opløsning 

NL/H/2447/002 52930 FRESENIUS KABI AB DK 

Gemliquid 40 mg/ml, 
infúzny koncentrát 

AT/H/0359/001 44/0840/10-S SANDOZ PHARMACEUTICALS 
D.D. 

SK 

Gemsol 40 mg/ml 
koncentratas infuziniam 
tirpalui 

AT/H/0359/001 LT/1/10/2265/002 SANDOZ PHARMACEUTICALS 
D.D. 

LT 
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Gemsol 40 mg/ml 
koncentratas infuziniam 
tirpalui 

AT/H/0359/001 LT/1/10/2265/003 SANDOZ PHARMACEUTICALS 
D.D. 

LT 

Gemsol 40 mg/ml 
koncentratas infuziniam 
tirpalui 

AT/H/0359/001 LT/1/10/2265/005 SANDOZ PHARMACEUTICALS 
D.D. 

LT 

Gemsol 40 mg/ml 
koncentratas infuziniam 
tirpalui 

AT/H/0359/001 LT/1/10/2265/004 SANDOZ PHARMACEUTICALS 
D.D. 

LT 

Gemsol 40 mg/ml 
koncentratas infuziniam 
tirpalui 

AT/H/0359/001 LT/1/10/2265/001 SANDOZ PHARMACEUTICALS 
D.D. 

LT 

Gemsol 40 mg/ml 
koncentrāts infūziju 
šķīduma pagatavošanai 

AT/H/0359/001 10-0549 SANDOZ PHARMACEUTICALS 
D.D. 

LV 

Gemsol 40 mg/ml 
Konzentrat zur 
Herstellung einer 
Infusionslösung 

AT/H/0359/001 1-29788 EBEWE PHARMA AT 

GEMSOL, 40 MG/ML, 
KONCENTRAT DO 
SPORZĄDZANIA 
ROZTWORU DO INFUZJI 

AT/H/0359/001 18280 EBEWE PHARMA PL 

GEMSTAD 38 mg/ml, 
infúzny koncentrát 

DE/H/5530/001 44/0725/09-S STADA ARZNEIMITTEL AG SK 
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Gemstada, koncentrat til 
infusionsvæske, 
opløsning 

DE/H/5530/001 43338 STADA ARZNEIMITTEL AG DK 

Gemzar 1.000 mg 
polvere per soluzione per 
infusione 

SE/H/0261/002 029452012 ELI LILLY ITALIA S.P.A. IT 

GEMZAR 1000 mg, 
poudre pour solution 
pour perfusion 

SE/H/0261/002 3400955967538 LILLY FRANCE FR 

Gemzar 200 mg polvere 
per soluzione per 
infusione 

SE/H/0261/001 029452024 ELI LILLY ITALIA S.P.A. IT 

GEMZAR 200 mg, poudre 
pour solution pour 
perfusion 

SE/H/0261/001 3400955967477 LILLY FRANCE FR 

Getmisi, koncentrat til 
infusionsvæske, 
opløsning 

NL/H/1647/001 44585 TEVA B.V DK 

Gitrabin 40 mg/ml 
innrennslisþykkni, lausn 

NL/H/3383/001 IS/1/15/118/01 ACTAVIS GROUP PTC EHF. IS 

Gitrabin 40 mg/ml 
koncentrat till 
infusionsvätska, lösning 

SE/H/2032/001 42031 TEVA B.V SE 

Ribozar 2 g Pulver zur 
Herstellung einer 
Infusionslösung 

IT/H/0167/003 89381.00.00 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

DE 
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Solgekma 38mg/ml 
concentrato per 
soluzione per infusione 

PT/H/2262/001 048916011 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

IT 

Solgekma 38mg/ml 
concentrato per 
soluzione per infusione 

PT/H/2262/001 048916023 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

IT 

Solgekma 38mg/ml 
concentrato per 
soluzione per infusione 

PT/H/2262/001 048916035 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

IT 

ГЕМСОЛ 40 MG/ML 
КОНЦЕНТРАТ ЗА 
ИНФУЗИОНЕН РАЗТВОР 

AT/H/0359/001 20130102 EBEWE PHARMA BG 

Гемцитабин Акорд 100 
mg/ml концентрат за 
инфузионен разтвор 

NL/H/2136/001 20120379 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

BG 

Гемцитабин Акорд 100 
mg/ml концентрат за 
инфузионен разтвор 

NL/H/2136/001 20120379 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

BG 

Гемцитабин Акорд 100 
mg/ml концентрат за 
инфузионен разтвор 

NL/H/2136/001 20120379 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

BG 

Гемцитабин Акорд 100 
mg/ml концентрат за 
инфузионен разтвор 

NL/H/2136/001 20120379 ACCORD HEALTHCARE 
POLSKA SP. Z O.O. 

BG 

 


