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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

Oxaliplatin Accord 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

IE/H/0756/001

1-29637

ACCORD HEALTHCARE B.V.

AT

Oxaliplatin Accord 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

IE/H/0756/001

1-29637

ACCORD HEALTHCARE B.V.

AT

Oxaliplatin Accord 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

IE/H/0756/001

1-29637

ACCORD HEALTHCARE B.V.

AT

Oxaliplatin Accord
Healthcare 5 mg/ml
solution a diluer pour
perfusion

IE/H/0756/001

BE373992

ACCORD HEALTHCARE B.V.

BE

Oxaliplatin Accord
Healthcare 5 mg/ml
solution a diluer pour
perfusion

IE/H/0756/001

BE374001

ACCORD HEALTHCARE B.V.

BE

Oxaliplatin Accord
Healthcare 5 mg/ml
solution a diluer pour
perfusion

IE/H/0756/001

BE418555

ACCORD HEALTHCARE B.V.

BE

Oxaliplatin Accord
Healthcare 5 mg/ml
concentraat voor
oplossing voor infusie

IE/H/0756/001

BE373992

ACCORD HEALTHCARE B.V.

BE

Oxaliplatin Accord
Healthcare 5 mg/ml
concentraat voor
oplossing voor infusie

IE/H/0756/001

BE374001

ACCORD HEALTHCARE B.V.

BE

Oxaliplatin Accord
Healthcare 5 mg/ml
concentraat voor
oplossing voor infusie

IE/H/0756/001

BE418555

ACCORD HEALTHCARE B.V.

BE
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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

Oxaliplatin Accord 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

IE/H/0756/001

76427.00.00

ACCORD HEALTHCARE B.V.

DE

Oxaliplatin Accord 5
mg/ml, Konzentrat zur
Herstellung einer
Infusionslésung

IE/H/0756/001

76427.00.00

ACCORD HEALTHCARE B.V.

DE

Oxaliplatin Accord 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

IE/H/0756/001

76427.00.00

ACCORD HEALTHCARE B.V.

DE

Oxaliplatin “Accord”,
koncentrat til
infusionsvaeske,
oplgsning

IE/H/0756/001

44183

ACCORD HEALTHCARE B.V.

DK

Oxaliplatin "Accord”,
koncentrat til
infusionsvaeske,
oplgsning

IE/H/0756/001

44183

ACCORD HEALTHCARE B.V.

DK

Oxaliplatin “Accord”,
koncentrat til
infusionsvaeske,
oplgsning

IE/H/0756/001

44183

ACCORD HEALTHCARE B.V.

DK

Oxaliplatin Accord 5
mg/ml, infusioonilahuse
kontsentraat

IE/H/0756/001

674810

ACCORD HEALTHCARE B.V.

EE

Oxaliplatin Accord 5
mg/ml, infusioonilahuse
kontsentraat

IE/H/0756/001/DC

674810

ACCORD HEALTHCARE B.V.

EE

Oxaliplatin Accord 5
mg/ml, infusioonilahuse
kontsentraat

IE/H/0756/001

674810

ACCORD HEALTHCARE B.V.

EE

Oxaliplatin Accord 5
mg/ml,
infuusiokonsentraatti,
liuosta varten.

IE/H/0756/001

26943

ACCORD HEALTHCARE B.V.

FI

Oxaliplatin Accord 5
mg/ml,

IE/H/0756/001

26943

ACCORD HEALTHCARE B.V.

FI
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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

infuusiokonsentraatti,
liuosta varten.

Oxaliplatin Accord 5
mg/ml,
infuusiokonsentraatti,
liuosta varten.

IE/H/0756/001

26943

ACCORD HEALTHCARE B.V.

FI

Oxaliplatin Accord 5
mg/ml koncentratas
infuziniam tirpalui

IE/H/0756/001

LT/1/10/2144/001

ACCORD HEALTHCARE B.V.

LT

Oxaliplatin Accord 5
mg/ml koncentratas
infuziniam tirpalui

IE/H/0756/001

LT/1/10/2144/002

ACCORD HEALTHCARE B.V.

LT

Oxaliplatin Accord 5
mg/ml koncentratas
infuziniam tirpalui

IE/H/0756/001

LT/1/10/2144/003

ACCORD HEALTHCARE B.V.

LT

Oxaliplatin Accord 5
mg/ml koncentrats
inflziju Skiduma
pagatavosanai

IE/H/0756/001

10-0151

ACCORD HEALTHCARE B.V.

LV

Oxaliplatin Accord 5
mg/ml koncentrats
infGziju Skiduma
pagatavosanai

IE/H/0756/001

10-0151

ACCORD HEALTHCARE B.V.

LV

Oxaliplatin Accord 5
mg/ml koncentrats
inflziju Skiduma
pagatavosanai

IE/H/0756/001

10-0151

ACCORD HEALTHCARE B.V.

LV

Oxaliplatine Accord 5
mg/ml concentraat voor
oplossing voor infusie

IE/H/0756/001

RVG 103779

ACCORD HEALTHCARE B.V.

NL

Oxaliplatine Accord 5
mg/ml concentraat voor
oplossing voor infusie

IE/H/0756/001

RVG 103779

ACCORD HEALTHCARE B.V.

NL

Oxaliplatine Accord 5
mg/ml concentraat voor
oplossing voor infusie

IE/H/0756/001

RVG 103779

ACCORD HEALTHCARE B.V.

NL

Oxaliplatin Accord 5
mg/ml koncentrat till
infusionsvatska, I6sning

IE/H/0756/001/DC

41633

ACCORD HEALTHCARE B.V.

SE
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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
Oxaliplatin Accord 5 IE/H/0756/001 41633 ACCORD HEALTHCARE B.V. SE
mg/ml koncentrat till
infusionsvatska, I6sning
Oxaliplatin Accord 5 IE/H/0756/001 41633 ACCORD HEALTHCARE B.V. SE
mg/ml koncentrat till
infusionsvatska, I6sning
OXALIPLATINE ACCORD IE/H/0756/001 3400957684211 ACCORD HEALTHCARE FRANCE FR
5 mg/ml, solution a SAS
diluer pour perfusion
OXALIPLATINE ACCORD IE/H/0756/001 34009 579 546 4 2 ACCORD HEALTHCARE FRANCE FR
5 mg/ml, solution a SAS
diluer pour perfusion
OXALIPLATINE ACCORD IE/H/0756/001 34009 576 84150 ACCORD HEALTHCARE FRANCE FR
5 mg/ml, solution a SAS
diluer pour perfusion
Oxaliplatin 5mg/ml IE/H/0756/001 PA 2315/114/001 ACCORD HEALTHCARE IRELAND 1IE
Concentrate for Solution LIMITED
for Infusion
Oxaliplatin 5mg/ml IE/H/0756/001 PA 2315/114/001 ACCORD HEALTHCARE IRELAND 1IE
Concentrate for Solution LIMITED
for Infusion
Oxaliplatin 5mg/ml IE/H/0756/001 PA 2315/114/001 ACCORD HEALTHCARE IRELAND 1E
Concentrate for Solution LIMITED
for Infusion
Oxaliplatin 5mg/ml IE/H/0756/001 PL 20075/0112 ACCORD HEALTHCARE LIMITED XI
concentrate for Solution
for Infusion
Oxaliplatin 5mg/ml IE/H/0756/001 PL 20075/0112 ACCORD HEALTHCARE LIMITED XI
concentrate for Solution
for Infusion
Oxaliplatin 5mg/ml IE/H/0756/001 PL 20075/0112 ACCORD HEALTHCARE LIMITED XI
concentrate for Solution
for Infusion
OkcanunnaTtuH Akopa 5 IE/H/0756/001 20120332 ACCORD HEALTHCARE POLSKA BG
mg/ml KOHUeHTpaT 3a SP. Z 0.0.
MHQY3MOHEH pa3TBopP.
OkcanunnaTtuH Akopa 5 IE/H/0756/001 20120332 ACCORD HEALTHCARE POLSKA BG

mg/ml KOHUeHTpaT 3a
MHPY3MOHEH pa3TBop.

SP. 2 0.0.
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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
OkcanunnaTtuH Akopa 5 IE/H/0756/001 20120332 ACCORD HEALTHCARE POLSKA BG
mg/ml KOHUeHTpaT 3a SP. Z 0.0.
MHMDY3NOHEH pasTBop.
Oxaliplatin Accord 5 IE/H/0756/001 44/316/10-C ACCORD HEALTHCARE POLSKA cz
mg/ml koncentrat pro SP. Z 0.0.
infuzni roztok
Oxaliplatin Accord 5 IE/H/0756/001 44/316/10-C ACCORD HEALTHCARE POLSKA cz
mg/ml koncentrat pro SP. Z 0.0.
infuzni roztok
Oxaliplatin Accord 5 IE/H/0756/001 44/316/10-C ACCORD HEALTHCARE POLSKA Ccz
mg/ml koncentrat pro SP. Z 0.0.
infuzni roztok
Oxaliplatin Accord 5 IE/H/0756/001 OGYI-T-21479/04 ACCORD HEALTHCARE POLSKA HU
mg/ml koncentratum SP. Z 0.0.
oldatos infuziéhoz
Oxaliplatin Accord 5 IE/H/0756/001 OGYI-T-21479/01 ACCORD HEALTHCARE POLSKA HU
mg/ml koncentratum SP. Z 0.0.
oldatos infuziéhoz
Oxaliplatin Accord 5 IE/H/0756/001 OGYI-T-21479/02 ACCORD HEALTHCARE POLSKA HU
mg/ml koncentratum SP. Z 0.0.
oldatos infuziéhoz
Oxaliplatinum Accord, 5 IE/H/0756/001 17070 ACCORD HEALTHCARE POLSKA PL
mg/ml, koncentrat do SP. Z 0.0.
sporzadzania roztworu
do infuzji.
Oxaliplatinum Accord, 5 IE/H/0756/001 17070 ACCORD HEALTHCARE POLSKA PL
mg/ml, koncentrat do SP. Z 0.0.
sporzadzania roztworu
do infuzji.
Oxaliplatinum Accord, 5 IE/H/0756/001 17070 ACCORD HEALTHCARE POLSKA PL
mg/ml, koncentrat do SP. Z 0.0.
sporzadzania roztworu
do infuzji.
Oxaliplatin Accord 5 IE/H/0756/001 10763/2018/02 ACCORD HEALTHCARE POLSKA RO
mg/ml concentrat pentru SP. Z 0.0.
solutie perfuzabila
Oxaliplatin Accord 5 IE/H/0756/001 10763/2018/03 ACCORD HEALTHCARE POLSKA RO

mg/ml concentrat pentru
solutie perfuzabila

SP. 2 0.0.
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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

Oxaliplatin Accord 5
mg/ml concentrat pentru
solutie perfuzabila

IE/H/0756/001

10763/2018/01

ACCORD HEALTHCARE POLSKA
SP. 2 0.0.

RO

Oxaliplatino Accord 5
mg/ml concentrado para
solucién para perfusion
EFG

IE/H/0756/001

72386

ACCORD HEALTHCARE S.L.U.

ES

Oxaliplatino Accord 5
mg/ml concentrado para
solucién para perfusion
EFG

IE/H/0756/001

72386

ACCORD HEALTHCARE S.L.U.

ES

Oxaliplatino Accord 5
mg/ml concentrado para
solucion para perfusién
EFG

IE/H/0756/001

72386

ACCORD HEALTHCARE S.L.U.

ES

Oxaliplatino Accord 5
mg/ml concentrato per
soluzione per infusione

IE/H/0756/001

041274010

ACCORD HEALTHCARE S.L.U.

IT

Oxaliplatino Accord 5
mg/ml concentrato per
soluzione per infusione

IE/H/0756/001

041274022

ACCORD HEALTHCARE S.L.U.

IT

Oxaliplatino Accord 5
mg/ml concentrato per
soluzione per infusione

IE/H/0756/001

041274034

ACCORD HEALTHCARE S.L.U.

IT

Oxaliplatina Accord 5
mg/ml Concentrado para
solucdo para perfusao

IE/H/0756/001

5273735

ACCORD HEALTHCARE S.L.U.

PT

Oxaliplatina Accord 5
mg/ml Concentrado para
solucdo para perfusao

IE/H/0756/001

5273743

ACCORD HEALTHCARE S.L.U.

PT

Oxaliplatina Accord 5
mg/ml Concentrado para
solucdo para perfusao

IE/H/0756/001

5422431

ACCORD HEALTHCARE S.L.U.

PT

Oxaliplatin "Actavis”,
koncentrat til
infusionsvaeske,
oplgsning

DK/H/3039/001

46888

ACTAVIS GROUP PTC EHF.

DK

Sinoxal 50 mg prasak za
otopinu za infuziju

not available

HR-H-640588353-01

ACTAVIS GROUP PTC EHF.

HR
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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

Sinoxal 100 mg prasak
za otopinu za infuziju

not available

HR-H-640588353-02

ACTAVIS GROUP PTC EHF.

HR

Oxaliplatin Actavis 5
mg/ml innrennslispykkni,
lausn

DK/H/3039/001

IS/1/11/065/01

ACTAVIS GROUP PTC EHF.

IS

Sinoxal 5 mg/ml
koncentrat za raztopino
za infundiranje

DK/H/3039/001

H/11/01425/002

ACTAVIS GROUP PTC EHF.

SI

Sinoxal 5 mg/ml
koncentrat za raztopino
za infundiranje

DK/H/3039/001

H/11/01425/003

ACTAVIS GROUP PTC EHF.

SI

Sinoxal 5 mg/ml
koncentrat za raztopino
za infundiranje

DK/H/3039/001

H/11/01425/001

ACTAVIS GROUP PTC EHF.

SI

Oxaliplatin AgVida 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

88845.00.00

AQVIDA GMBH

DE

Oxaliplatin Bendalis 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

81696.00.00

BENDALIS GMBH

DE

Oxali-Bendalis 5 mg/ml
Konzentrat zur
Herstellung einer
Infusionslésung

not available

2200076.00.00

BENDALIS GMBH

DE

OkcanunnaTuH
Bynrepmen 5 mg/ml
KOHLIeHTpaT 3a
MHQY3MOHEH pa3TBoOp

not available

20170376

BULGERMED VE

BG

Elatofen 5 mg / ml,
oKOVN Yia dIaGAupa npog
gyxuon

EL/H/0162/002

31490/11/9-1-12

DEMO ABEE

GR

Elatofen 5 mg / ml,
oKOVN Yia dIaAupa npog
£yxuon

EL/H/0162/002

79963/12-11-2012

DEMO ABEE

GR

Elatofen 5 mg / ml,
oKOVN Yia dIaAupa npog
gyxuon

EL/H/0162/002

31490/11/9-1-12

DEMO ABEE

GR
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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

Oxaliplatin Ebewe 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

AT/H/0341/001

1-30057

EBEWE PHARMA

AT

Ebeoxal 5 mg/ml
Konzentrat zur
Herstellung einer
Infusionslésung

AT/H/0346/001

1-30058

EBEWE PHARMA

AT

Oxaliplatin Ebewe 5
mg/ml Pulver zur
Herstellung einer
Infusionslésung

AT/H/0185/001

1-26435

EBEWE PHARMA

AT

Oxaliplatin Ebewe
5mg/ml concentrate for
solution infusion

AT/H/0341/001

20120240

EBEWE PHARMA

BG

OXALIPLATIN-EBEWE, 5
MG/ML, KONCENTRAT
DO SPORZADZANIA
ROZTWORU DO INFUZII

AT/H/0341/001

18330

EBEWE PHARMA

PL

Oxaliplatin 5 mg/ml
Concentrate for Solution
for infusion

not available

PL 56284/0009

EUGIA (UK) LTD

XI

Oxaliplatin Eugia 5
mg/ml concentraat voor
oplossing voor infusie

SE/H/2172/001

BE661053

EUGIA PHARMA (MALTA) LTD

BE

Oxaliplatin Eugia 5
mg/ml solution a diluer
pour perfusion

SE/H/2172/001

BE661053

EUGIA PHARMA (MALTA) LTD

BE

Oxaliplatin Eugia 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

SE/H/2172/001

BE661053

EUGIA PHARMA (MALTA) LTD

BE

Oxaliplatin Eugia 5
mg/ml concentraat voor
oplossing voor infusie

SE/H/2172/001

BE661054

EUGIA PHARMA (MALTA) LTD

BE

Oxaliplatin Eugia 5
mg/ml solution a diluer
pour perfusion

SE/H/2172/001

BE661054

EUGIA PHARMA (MALTA) LTD

BE

Oxaliplatin Eugia 5

SE/H/2172/001

BE661054

EUGIA PHARMA (MALTA) LTD

BE
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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

mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

Oxaliplatin Eugia 5
mg/ml concentraat voor
oplossing voor infusie

SE/H/2172/001

BE661055

EUGIA PHARMA (MALTA) LTD

BE

Oxaliplatin Eugia 5
mg/ml solution a diluer
pour perfusion

SE/H/2172/001

BE661055

EUGIA PHARMA (MALTA) LTD

BE

Oxaliplatin Eugia 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

SE/H/2172/001

BE661055

EUGIA PHARMA (MALTA) LTD

BE

Oxaliplatin PUREN 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

SE/H/2172/001

7006423.00.00

EUGIA PHARMA (MALTA) LTD

DE

Oxaliplatino Aurovit 5
mg/ml concentrado para
solucion para perfusién
EFG

SE/H/2172/001

88.574

EUGIA PHARMA (MALTA) LTD

ES

OXALIPLATINE ARROW
LAB 5 mg/mL, solution a
diluer pour perfusion

SE/H/2172/001

NL53685

EUGIA PHARMA (MALTA) LTD

FR

Oxaliplatino Aurobindo
Italia 5 mg/ml
concentrato per
soluzione per infusione

SE/H/2172/001

050405012

EUGIA PHARMA (MALTA) LTD

IT

Oxaliplatino Aurobindo
Italia 5 mg/ml
concentrato per
soluzione per infusione

SE/H/2172/001

050405024

EUGIA PHARMA (MALTA) LTD

IT

Oxaliplatino Aurobindo
Italia 5 mg/ml
concentrato per
soluzione per infusione

SE/H/2172/001

050405036

EUGIA PHARMA (MALTA) LTD

IT

Oxaliplatin Eugia, 5
mg/mL, koncentrat do
sporzadzania roztworu

SE/H/2172/001

27730

EUGIA PHARMA (MALTA) LTD

PL
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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

do infuzji

Oxaliplatina Generis 5
mg/ml concentrado para
solucdo para perfusao

SE/H/2172/001

5858030

EUGIA PHARMA (MALTA) LTD

PT

Oxaliplatina Generis 5
mg/ml concentrado para
solucdo para perfusao

SE/H/2172/001

5858048

EUGIA PHARMA (MALTA) LTD

PT

Oxaliplatina Generis 5
mg/ml concentrado para
solucdo para perfusao

SE/H/2172/001

5858055

EUGIA PHARMA (MALTA) LTD

PT

Oxaliplatin Eugia 5
mg/ml, koncentrat till
infusionsvatska, I6sning

SE/H/2172/001

62413

EUGIA PHARMA (MALTA) LTD

SE

Oxaliplatin Fresenius
Kabi

NL/H/4321/001

41945

FRESENIUS KABI AB

DK

Oxaliplatin Fresenius
Kabi 5 mg/ml,
koncentrat till
infusionsvatska, I6sning

AT/H/0893/001

44409

FRESENIUS KABI AB

SE

Oxaliplatin Kabi 5 mg/ml
Konzentrat zur
Herstellung einer
Infusionslésung

AT/H/0893/001

1-30553

FRESENIUS KABI AUSTRIA GMBH

AT

Oksaliplatin Kabi 5
mg/ml koncentrat za
raztopino za infundiranje

AT/H/0893/001

H/11/01147/001

FRESENIUS KABI AUSTRIA GMBH

SI

Oksaliplatin Kabi 5
mg/ml koncentrat za
raztopino za infundiranje

AT/H/0893/001

H/11/01147/002

FRESENIUS KABI AUSTRIA GMBH

SI

Oksaliplatin Kabi 5
mg/ml koncentrat za
raztopino za infundiranje

AT/H/0893/001

H/11/01147/003

FRESENIUS KABI AUSTRIA GMBH

SI

Oxaliplatin Kabi 5 mg/ml
koncentrat za otopinu za
infuziju

not available

HR-H-771037007

FRESENIUS KABI D.O.O.

HR

Oxaliplatin Kabi 5 mg/ml
Konzentrat zur
Herstellung einer
Infusionslésung

NL/H/4321/001

70865.00.00

FRESENIUS KABI DEUTSCHLAND
GMBH

DE
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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

Oxaliplatin 5 mg/ml
concentrate for solution
for infusion

NL/H/4321/001

PA 2059/049/001

FRESENIUS KABI DEUTSCHLAND

GMBH

IE

Oxaliplatino Kabi 5
mg/ml concentrado para
solucién para perfusion
EFG

NL/H/4321/001

71346

FRESENIUS KABI ESPANA S.A.U.

ES

Oxaliplatin Kabi 5 mg/ml
koncentratum oldatos
infuzidhoz

NL/H/4321/001

OGYI-T-21085/06

FRESENIUS KABI HUNGARY KFT.

HU

Oxaliplatin Kabi 5 mg/ml
koncentratum oldatos
infuzidhoz

NL/H/4321/001

OGYI-T-21085/07

FRESENIUS KABI HUNGARY KFT.

HU

Oxaliplatin Kabi 5 mg/ml
koncentratum oldatos
infUzidhoz

NL/H/4321/001

OGYI-T-21085/08

FRESENIUS KABI HUNGARY KFT.

HU

Oxaliplatin Kabi 5 mg/ml
koncentratum oldatos
infuziéhoz

NL/H/4321/001

OGYI-T-21085/01

FRESENIUS KABI HUNGARY KFT.

HU

Oxaliplatin Kabi 5 mg/ml
koncentratum oldatos
infuziéhoz

NL/H/4321/001

OGYI-T-21085/02

FRESENIUS KABI HUNGARY KFT.

HU

Oxaliplatin Kabi 5 mg/ml
koncentratum oldatos
infuziéhoz

NL/H/4321/001

OGYI-T-21085/05

FRESENIUS KABI HUNGARY KFT.

HU

Oxaliplatino Kabi 5
mg/ml concentrato per
soluzione per infusione

NL/H/4321/001

039170028

FRESENIUS KABI ITALIA S.R.L.

IT

Oxaliplatino Kabi 5
mg/ml concentrato per
soluzione per infusione

NL/H/4321/001

039170030

FRESENIUS KABI ITALIA S.R.L.

IT

Oxaliplatino Kabi 5
mg/ml concentrato per
soluzione per infusione

NL/H/4321/001

039170016

FRESENIUS KABI ITALIA S.R.L.

IT

Oxaliplatin 5 mg/ml
concentrate for solution
for infusion

NL/H/4321/001

PL 08828/0300

FRESENIUS KABI LIMITED

XI

Oxaliplatin 5 mg/ml
Concentrate for Solution

AT/H/0893/001

PL 08828/0304

FRESENIUS KABI LIMITED

XI
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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

for Infusion

Oxaliplatine Fresenius
Kabi 5 mg/ml
concentraat voor
oplossing voor infusie

NL/H/4321/001

RVG 100834

FRESENIUS KABI NEDERLAND

B.V.

NL

Oxaliplatin Fresenius
Kabi 5 mg/ml konsentrat
til infusjonsvaeske,
opplgsning

NL/H/4321/001

07-5183

FRESENIUS KABI NORGE AS

OSLO

NO

Oxaliplatine Fresenius
Kabi 5 mg/ml
concentraat voor
oplossing voor infusie

AT/H/0893/001

BE384632

FRESENIUS KABI NV/SA

BE

Oxaliplatine Fresenius
Kabi 5 mg/ml
concentraat voor
oplossing voor infusie

AT/H/0893/001

BE428391

FRESENIUS KABI NV/SA

BE

Oxaliplatine Fresenius
Kabi 5 mg/ml solution a
diluer pour perfusion

AT/H/0893/001

BE384632

FRESENIUS KABI NV/SA

BE

Oxaliplatine Fresenius
Kabi 5 mg/ml solution a
diluer pour perfusion

AT/H/0893/001

BE428391

FRESENIUS KABI NV/SA

BE

Oxaliplatine Fresenius
Kabi 5 mg/ml Konzentrat
zur Herstellung einer
Infusionslésung

AT/H/0893/001

BE384632

FRESENIUS KABI NV/SA

BE

Oxaliplatine Fresenius
Kabi 5 mg/ml Konzentrat
zur Herstellung einer
Infusionslésung

AT/H/0893/001

BE428391

FRESENIUS KABI NV/SA

BE

Oxaliplatine Fresenius
Kabi 5 mg/ml
concentraat voor
oplossing voor infusie

AT/H/0893/001

BE384623

FRESENIUS KABI NV/SA

BE

Oxaliplatine Fresenius
Kabi 5 mg/ml Konzentrat
zur Herstellung einer
Infusionslésung

AT/H/0893/001

BE384623

FRESENIUS KABI NV/SA

BE
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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
Oxaliplatine Fresenius AT/H/0893/001 BE384623 FRESENIUS KABI NV/SA BE
Kabi 5 mg/ml solution a
diluer pour perfusion
Oxaliplatine Fresenius AT/H/0893/001 2011110055 FRESENIUS KABI NV/SA LU
Kabi 5 mg/1 ml Solution
a diluer pour perfusion
Oxaliplatina Kabi 5 NL/H/4321/001 5201132 FRESENIUS KABI PHARMA PT
mg/ml concentrado para PORTUGAL, LDA.
solucdo para perfusao
Oxaliplatina Kabi 5 NL/H/4321/001 5396171 FRESENIUS KABI PHARMA PT
mg/ml concentrado para PORTUGAL, LDA.
solucdo para perfusao
Oxaliplatina Kabi 5 NL/H/4321/001 5201124 FRESENIUS KABI PHARMA PT
mg/ml concentrado para PORTUGAL, LDA.
solucdo para perfusao
Oxaliplatin Kabi 5 AT/H/0893/001 728111 FRESENIUS KABI POLSKA SP. Z EE
mg/ml, infusioonilahuse 0.0.
kontsentraat
Oxaliplatin Kabi 5 mg/ml | AT/H/0893/001 LT/1/10/1980/004 FRESENIUS KABI POLSKA SP. Z LT
koncentratas infuziniam 0.0.
tirpalui
Oxaliplatin Kabi 5 mg/ml | AT/H/0893/001 LT/1/10/1980/005 FRESENIUS KABI POLSKA SP. Z LT
koncentratas infuziniam 0.0.
tirpalui
Oxaliplatin Kabi 5 mg/ml | AT/H/0893/001 LT/1/10/1980/003 FRESENIUS KABI POLSKA SP. Z LT
koncentratas infuziniam 0.0.
tirpalui
Oxaliplatin Kabi 5 mg/ml | AT/H/0893/001 11-0054 FRESENIUS KABI POLSKA SP. Z LV
koncentrats infuziju 0.0.
Skiduma pagatavosanai
Oxaliplatin Kabi, 5 NL/H/4321/001 17086 FRESENIUS KABI POLSKA SP. Z PL
mg/ml, koncentrat do 0.0.
sporzadzania roztworu
do infuzji
Oxaliplatin Kabi 5 mg/ml | AT/H/0893/001 10109/2017/01 FRESENIUS KABI ROMANIA SRL RO
concentrat pentru solutie
perfuzabild
Oxaliplatin Kabi 5 mg/ml | AT/H/0893/001 10109/2017/02 FRESENIUS KABI ROMANIA SRL RO

concentrat pentru solutie
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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

perfuzabild

Oxaliplatin Kabi 5 mg/ml
concentrat pentru solutie
perfuzabild

AT/H/0893/001

10109/2017/05

FRESENIUS KABI ROMANIA SRL

RO

Oxaliplatin Kabi 5 mg/ml
concentrat pentru solutie
perfuzabild

AT/H/0893/001

10109/2017/03

FRESENIUS KABI ROMANIA SRL

RO

Oxaliplatin Kabi 5 mg/ml
concentrat pentru solutie
perfuzabild

AT/H/0893/001

10109/2017/04

FRESENIUS KABI ROMANIA SRL

RO

Oxaliplatin Kabi 5 mg/ml
concentrat pentru solutie
perfuzabild

AT/H/0893/001

10109/2017/06

FRESENIUS KABI ROMANIA SRL

RO

Oxaliplatin Kabi 5 mg/ml
koncentrat pro infuzni
roztok

NL/H/4321/001

44/624/09-C

FRESENIUS KABI S.R.O.

Ccz

Oxaliplatin Kabi 5
mg/ml, koncentrat na
infuzny roztok

NL/H/4321/001

44/0590/09-S

FRESENIUS KABI S.R.O.

SK

Oxaliplatina Aurovitas 5
mg/ml po para solugdo
para perfusao

PT/H/1702/001

5087655

GENERIS FARMACEUTICA, S.A.

PT

Oxaliplatina Aurovitas 5
mg/ml po6 para solugdo
para perfusao

PT/H/1702/001

5087663

GENERIS FARMACEUTICA, S.A.

PT

Oxaliplatina Aurovitas 5
mg/ml concentrado para
solucdo para perfusao

PT/H/2068/001

5388160

GENERIS FARMACEUTICA, S.A.

PT

Oxaliplatina Aurovitas 5
mg/ml concentrado para
solucdo para perfusao

PT/H/2068/001

5388178

GENERIS FARMACEUTICA, S.A.

PT

Oxaliplatina Aurovitas 5
mg/ml concentrado para
solucdo para perfusdo

PT/H/2068/001

5388202

GENERIS FARMACEUTICA, S.A.

PT

Oxaliplatin HEXAL 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

AT/H/0346/001

80373.00.00

HEXAL AG

DE

Oxaliplatin Hikma 5

PT/H/2612/001

141043

HIKMA FARMACEUTICA

AT
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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
mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatin Hikma 5 PT/H/2612/001 141043 HIKMA FARMACEUTICA AT
mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatin Hikma 5 PT/H/2612/001 141043 HIKMA FARMACEUTICA AT
mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatin Ribosepharm | not available 90006.00.00 HIKMA FARMACEUTICA DE
5 mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatin Ribosepharm | not available 90006.00.00 HIKMA FARMACEUTICA DE
5 mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatin Ribosepharm | not available 90006.00.00 HIKMA FARMACEUTICA DE
5 mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatin Hikma 5 PT/H/2612/001 7000285.00.00 HIKMA FARMACEUTICA DE
mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatin Hikma 5 PT/H/2612/001 7000285.00.00 HIKMA FARMACEUTICA DE
mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatin Hikma 5 PT/H/2612/001 7000285.00.00 HIKMA FARMACEUTICA DE
mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatin Ribosepharm | not available 90006.00.00 HIKMA FARMACEUTICA DE
5 mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
List of nationally authorised medicinal products
EMA/360417/2024 Page 16/33




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
Oxaliplatin Ribosepharm | not available 90006.00.00 HIKMA FARMACEUTICA DE
5 mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatin Ribosepharm | not available 90006.00.00 HIKMA FARMACEUTICA DE
5 mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatin Ribosepharm | not available 90006.00.00 HIKMA FARMACEUTICA DE
5 mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatin Ribosepharm | not available 90006.00.00 HIKMA FARMACEUTICA DE
5 mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatin Ribosepharm | not available 90006.00.00 HIKMA FARMACEUTICA DE
5 mg/ml Konzentrat zur (PORTUGAL), S.A.
Herstellung einer
Infusionslésung
Oxaliplatino Hikma 5 PT/H/2612/001 86380 HIKMA FARMACEUTICA ES
mg/ml concentrado para (PORTUGAL), S.A.
solucién para perfusion
EFG
Oxaliplatino Hikma 5 PT/H/2612/001 86380 HIKMA FARMACEUTICA ES
mg/ml concentrado para (PORTUGAL), S.A.
solucion para perfusién
EFG
Oxaliplatino Hikma 5 PT/H/2612/001 86380 HIKMA FARMACEUTICA ES
mg/ml concentrado para (PORTUGAL), S.A.
solucién para perfusion
EFG
OXALIPLATINE HIKMA 5 PT/H/2612/001 34009 5508705 2 HIKMA FARMACEUTICA FR
mg/mL, solution a diluer (PORTUGAL), S.A.
pour perfusion
OXALIPLATINE HIKMA 5 PT/H/2612/001 34009 55087069 HIKMA FARMACEUTICA FR
mg/mL, solution a diluer (PORTUGAL), S.A.
pour perfusion
OXALIPLATINE HIKMA 5 PT/H/2612/001 34009 55087076 HIKMA FARMACEUTICA FR
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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
mg/mL, solution a diluer (PORTUGAL), S.A.
pour perfusion
Oxaliplatino Hikma 5 PT/H/2612/001 049146018 HIKMA FARMACEUTICA IT
mg/ml, concentrato per (PORTUGAL), S.A.
soluzione per infusione
Oxaliplatino Hikma 5 PT/H/2612/001 049146020 HIKMA FARMACEUTICA IT
mg/ml, concentrato per (PORTUGAL), S.A.
soluzione per infusione
Oxaliplatino Hikma 5 PT/H/2612/001 049146032 HIKMA FARMACEUTICA IT
mg/ml, concentrato per (PORTUGAL), S.A.
soluzione per infusione
Oxaliplatin Hikma 5 PT/H/2612/001 RVG 126655 HIKMA FARMACEUTICA NL
mg/ml concentraat voor (PORTUGAL), S.A.
oplossing voor infusie
Oxaliplatin Hikma 5 PT/H/2612/001 RVG 126655 HIKMA FARMACEUTICA NL
mg/ml concentraat voor (PORTUGAL), S.A.
oplossing voor infusie
Oxaliplatin Hikma 5 PT/H/2612/001 RVG 126655 HIKMA FARMACEUTICA NL
mg/ml concentraat voor (PORTUGAL), S.A.
oplossing voor infusie
Oxaliplatina Hikma, 5 PT/H/2612/001 5833041 HIKMA FARMACEUTICA PT
mg/ml, concentrado (PORTUGAL), S.A.
para solu777]o para
perfus7]jo
Oxaliplatina Hikma, 5 PT/H/2612/001 5833058 HIKMA FARMACEUTICA PT
mg/ml, concentrado (PORTUGAL), S.A.
para solu777]o para
perfus7 o
Oxaliplatina Hikma, 5 PT/H/2612/001 5833066 HIKMA FARMACEUTICA PT
mg/ml, concentrado (PORTUGAL), S.A.
para solu777]o para
perfus7]jo
Oxaliplatin 5 mg/ml PT/H/2612/001 PL 15413/0107 HIKMA FARMACEUTICA XI
concentrate for solution (PORTUGAL), S.A.
for infusion
Oxaliplatin 5 mg/ml PT/H/2612/001 PL 15413/0107 HIKMA FARMACEUTICA XI

concentrate for solution
for infusion

(PORTUGAL), S.A.
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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

Oxaliplatin 5 mg/ml
concentrate for solution
for infusion

PT/H/2612/001

PL 15413/0107

HIKMA FARMACEUTICA
(PORTUGAL), S.A.

XI

Oxaliplatin Hospira 5
mg/ml concentrate for
solution for infusion

EL/H/0317/001

PL 04515/0215

HOSPIRA UK LIMITED,WALTON
OAKS

XI

Oxaliplatin Hospira 5
mg/ml concentrate for
solution for infusion

EL/H/0317/001

PL 04515/0215

HOSPIRA UK LIMITED,WALTON
OAKS

XI

Oxaliplatin Kalceks

5 mg/ml concentraat
voor oplossing voor
infusie

LV/H/0244/001

BE662338

KALCEKS

BE

Oxaliplatin Kalceks

5 mg/ml concentraat
voor oplossing voor
infusie

LV/H/0244/001

BE662339

KALCEKS

BE

Oxaliplatin Kalceks

5 mg/ml concentraat
voor oplossing voor
infusie

LV/H/0244/001

BE662340

KALCEKS

BE

Oxaliplatin Kalceks
5 mg/ml solution a diluer
pour perfusion

LV/H/0244/001

BE662338

KALCEKS

BE

Oxaliplatin Kalceks
5 mg/ml solution a diluer
pour perfusion

LV/H/0244/001

BE662339

KALCEKS

BE

Oxaliplatin Kalceks
5 mg/ml solution a diluer
pour perfusion

LV/H/0244/001

BE662340

KALCEKS

BE

Oxaliplatin Kalceks

5 mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

LV/H/0244/001

BE662338

KALCEKS

BE

Oxaliplatin Kalceks

5 mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

LV/H/0244/001

BE662339

KALCEKS

BE

Oxaliplatin Kalceks

LV/H/0244/001

BE662340

KALCEKS

BE

List of nationally authorised medicinal products

EMA/360417/2024

Page 19/33




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

5 mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

Oxaliplatin Kalceks

5 mg/ml concentraat
voor oplossing voor
infusie

LV/H/0244/001

BE662338

KALCEKS

BE

Oxaliplatin Kalceks

5 mg/ml concentraat
voor oplossing voor
infusie

LV/H/0244/001

BE662339

KALCEKS

BE

Oxaliplatin Kalceks

5 mg/ml concentraat
voor oplossing voor
infusie

LV/H/0244/001

BE662340

KALCEKS

BE

Oxaliplatin Kalceks
5 mg/ml solution a diluer
pour perfusion

LV/H/0244/001

BE662338

KALCEKS

BE

Oxaliplatin Kalceks
5 mg/ml solution a diluer
pour perfusion

LV/H/0244/001

BE662339

KALCEKS

BE

Oxaliplatin Kalceks
5 mg/ml solution a diluer
pour perfusion

LV/H/0244/001

BE662340

KALCEKS

BE

Oxaliplatin Kalceks

5 mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

LV/H/0244/001

BE662338

KALCEKS

BE

Oxaliplatin Kalceks

5 mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

LV/H/0244/001

BE662339

KALCEKS

BE

Oxaliplatin Kalceks

5 mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

LV/H/0244/001

BE662340

KALCEKS

BE

Oxaliplatin Kalceks
5 mg/ml koncentrat pro
infuzni roztok

LV/H/0244/001

44/228/22-C

KALCEKS

Ccz
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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

Oxaliplatin Kalceks
5 mg/ml koncentrat pro
infuzni roztok

LV/H/0244/001

44/228/22-C

KALCEKS

Ccz

Oxaliplatin Kalceks

5 mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

LV/H/0244/001

7010017.00.00

KALCEKS

DE

Oxaliplatin Kalceks

5 mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

LV/H/0244/001

7010017.00.00

KALCEKS

DE

Oxaliplatino Kalceks
5 mg/ml concentrado
para solucioén para
perfusién EFG

LV/H/0244/001

89.397

KALCEKS

ES

Oxaliplatino Kalceks
5 mg/ml concentrado
para solucion para
perfusion EFG

LV/H/0244/001

89.397

KALCEKS

ES

OXALIPLATINE KALCEKS
5 mg/mL, solution a
diluer pour perfusion

LV/H/0244/001

34009 55099215

KALCEKS

FR

OXALIPLATINE KALCEKS
5 mg/mL, solution a
diluer pour perfusion

LV/H/0244/001

34009 550992 2 2

KALCEKS

FR

OXALIPLATINE KALCEKS
5 mg/mL, solution a
diluer pour perfusion

LV/H/0244/001

34009 550992 3 9

KALCEKS

FR

OXALIPLATINE KALCEKS
5 mg/mL, solution a
diluer pour perfusion

LV/H/0244/001

34009 55099215

KALCEKS

FR

OXALIPLATINE KALCEKS
5 mg/mL, solution a
diluer pour perfusion

LV/H/0244/001

34009 550 992 2 2

KALCEKS

FR

OXALIPLATINE KALCEKS
5 mg/mL, solution a
diluer pour perfusion

LV/H/0244/001

34009 550 992 3 9

KALCEKS

FR

Oksaliplatin Kalceks
5 mg/ml koncentrat za

LV/H/0244/001

HR-H-434230309

KALCEKS

HR
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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

otopinu za infuziju

Oksaliplatin Kalceks
5 mg/ml koncentrat za
otopinu za infuziju

LV/H/0244/001

HR-H-434230309

KALCEKS

HR

Oxaliplatin Kalceks

5 mg/ml koncentrats
infGziju Skiduma
pagatavosanai

LV/H/0244/001

23-0221

KALCEKS

LV

Oxaliplatin Kalceks

5 mg/ml koncentrats
inflziju Skiduma
pagatavosanai

LV/H/0244/001

23-0221

KALCEKS

LV

Oxaliplatin Kalceks

5 mg/ml konsentrat til
infusjonsvaeske,
opplgsning

LV/H/0244/001

22-14844

KALCEKS

NO

Oxaliplatin Kalceks

5 mg/ml konsentrat til
infusjonsvaeske,
opplgsning

LV/H/0244/001

22-14844

KALCEKS

NO

Oxaliplatin Kalceks,

5 mg/mL, koncentrat do
sporzadzania roztworu
do infuzji

LV/H/0244/001

28394

KALCEKS

PL

Oxaliplatin Kalceks,

5 mg/mL, koncentrat do
sporzadzania roztworu
do infuzji

LV/H/0244/001

28394

KALCEKS

PL

Oxaliplatin Kelix bio 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

7010816.00.00

KELIX BIO (MALTA) LIMITED

DE

Medoxa 5 mg/ml Pulver
zur Herstellung einer
Infusionslésung

DE/H/6920/001

66241.00.00

MEDAC GESELLSCHAFT FUR
KLINISCHE SPEZIALPRAPARATE
MBH (WEDEL)

DE

medoxa 5 mg/ml
Konzentrat zur
Herstellung einer
Infusionslésung

not available

88848.00.00

MEDAC GESELLSCHAFT FUR
KLINISCHE SPEZIALPRAPARATE
MBH (WEDEL)

DE
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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
OXALIPLATINE MEDAC 5 DE/H/3915/001 34009 586 8571 2 MEDAC GESELLSCHAFT FUR FR
mg/ml, solution a diluer KLINISCHE SPEZIALPRAPARATE
pour perfusion MBH (WEDEL)
OXALIPLATINE MEDAC 5 | DE/H/3915/001 34009 586 858 8 0 MEDAC GESELLSCHAFT FUR FR
mg/ml, solution a diluer KLINISCHE SPEZIALPRAPARATE
pour perfusion MBH (WEDEL)
OXALIPLATINE MEDAC 5 | DE/H/3915/001 34009 586 8594 1 MEDAC GESELLSCHAFT FUR FR
mg/ml, solution a diluer KLINISCHE SPEZIALPRAPARATE
pour perfusion MBH (WEDEL)
Oxaliplatin medac 5 DE/H/6920/001 PA0623/008/001 MEDAC GESELLSCHAFT FUR IE
mg/ml powder for KLINISCHE SPEZIALPRAPARATE
solution for infusion MBH (WEDEL)
Oxaliplatin medac 5 DE/H/3915/001 PL 11587/0086 MEDAC GESELLSCHAFT FUR XI
mg/ml concentrate for KLINISCHE SPEZIALPRAPARATE
solution for infusion MBH (WEDEL)
Oxalisan 5 mg/ml not available 86711.00.00 MEDICOPHARM AG DE
Konzentrat zur
Herstellung einer
Infusionslésung
OXALIPLATIN/MEDICUS not available 65258/23-06-2020 MEDICUS A.E GR
5 mg/ml nukvo didAupa
yla Napackeun
dlaAlpaToc npog €yxuon
Oxaliplatin onkovis 5 not available 88846.00.00 ONKOVIS GMBH DE
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung
OXALIPLATIN/HOSPIRA EL/H/0317/001 24611/12/26-07-2018 PFIZER HELLAS A.E. GR
5 mg/ml Mukvo didAupa
yla Napackeun
dlaAupartoc npog €yxuon.
OXALIPLATIN/HOSPIRA EL/H/0317/001 24611/12/26-07-2018 PFIZER HELLAS A.E. GR
5 mg/ml Mukvo didAupa
yla Napaockeun
d1aAlPATOC NPOC £yXUoN.
OXALIPLATIN/HOSPIRA EL/H/0317/001 24611/12/26-07-2018 PFIZER HELLAS A.E. GR

5 mg/ml Mukvo didAupa
yla Napackeun
diaAlpaTog npog eyxuon.
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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

OXALIPLATINE HOSPIRA
5 mg/ml, solution a
diluer pour perfusion

EL/H/0317/001

34009 5724808 6

PFIZER HOLDING FRANCE

FR

OXALIPLATINE HOSPIRA
5 mg/ml, solution a
diluer pour perfusion

EL/H/0317/001

34009 57248208

PFIZER HOLDING FRANCE

FR

OXALIPLATINE HOSPIRA
5 mg/ml, solution a
diluer pour perfusion

EL/H/0317/001

34009 574 402 4 4

PFIZER HOLDING FRANCE

FR

OXALIPLATINE HOSPIRA
5 mg/ml, solution a
diluer pour perfusion

EL/H/0317/001

34009 572 696 0 9

PFIZER HOLDING FRANCE

FR

OXALIPLATINE HOSPIRA
5 mg/ml, solution a
diluer pour perfusion

EL/H/0317/001

34009 572697 7 7

PFIZER HOLDING FRANCE

FR

OXALIPLATINE HOSPIRA
5 mg/ml, solution a
diluer pour perfusion

EL/H/0317/001

34009 574 403 05

PFIZER HOLDING FRANCE

FR

Oxaliplatin PhaRes 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

7002825.00.00

PHARMA RESOURCES GMBH

DE

Oxaliplatin PhaRes 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

90005.00.00

PHARMA RESOURCES GMBH

DE

Oxaliplatin PhaRes 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

7002826.00.00

PHARMA RESOURCES GMBH

DE

Oxaliplatin PhaRes 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

7002827.00.00

PHARMA RESOURCES GMBH

DE

Oxalisin 5 mg/ml,
concentraat voor
oplossing voor infusie.

NL/H/0820/001

RVG 34033

PHARMACHEMIE BV

NL

OXALIPROL® 5mg/ml
nukvo diaAupa yia

not available

91329/11/ 23-01-2014

PHARMAZAC SA

GR
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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

napackeun d1aAUNAToq
npoc £yxuon

Oxaliplatin Pliva 5 mg/ml
koncentrat za otopinu za
infuziju

not available

HR-H-505929304

PLIVA HRVATSKA D.O.0O.

HR

Oxaliplatino Qilu 5
mg/ml concentrado para
solucién para perfusion
EFG

DE/H/6302/001

81823

QILU PHARMA SPAIN S.L.

ES

Oxaliplatin 5 mg/ml
concentrate for solution
for infusion

DE/H/6302/001

PL 44570/0002

QILU PHARMA SPAIN S.L.

XI

Oxaliplatin “Sandoz”,
koncentrat til
infusionsvaeske,
oplgsning

AT/H/0341/001

45579

SANDOZ A/S

DK

Oxaliplatin Sandoz 5
mg/ml konsentrat til
infusjonsvaeske,
opplgsning

AT/H/0341/001

09-6984

SANDOZ A/S

NO

Oxaliplatin Sandoz 5
mg/ml koncentrat till
infusionsvatska, I6sning.

AT/H/0341/001

43028

SANDOZ A/S

SE

Oxaliplatin Sandoz 5
mg/ml - Konzentrat zur
Herstellung einer
Infusionslésung

AT/H/0437/001

1-31680

SANDOZ GMBH

AT

Oxaliplatin 5 mg/ml
Concentrate for Solution
for Infusion

AT/H/0341/001

PL 04416/1604

SANDOZ LTD

XI

Oksaliplatin Sandoz 5
mg/ml koncentrat za
raztopino za infundiranje

AT/H/0341/001

H/11/01146/001

SANDOZ PHARMACEUTICALS
D.D.

SI

Oksaliplatin Sandoz 5
mg/ml koncentrat za
raztopino za infundiranje

AT/H/0341/001

H/11/01146/002

SANDOZ PHARMACEUTICALS
D.D.

SI

Oksaliplatin Sandoz 5
mg/ml koncentrat za
raztopino za infundiranje

AT/H/0341/001

H/11/01146/005

SANDOZ PHARMACEUTICALS
D.D.

SI
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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

Oksaliplatin Sandoz 5 AT/H/0341/001 H/11/01146/003 SANDOZ PHARMACEUTICALS SI
mg/ml koncentrat za D.D.

raztopino za infundiranje

Oksaliplatin Sandoz 5 AT/H/0341/001 H/11/01146/004 SANDOZ PHARMACEUTICALS SI
mg/ml koncentrat za D.D.

raztopino za infundiranje

Oksaliplatin Sandoz 5 AT/H/0341/001 H/11/01146/006 SANDOZ PHARMACEUTICALS SI
mg/ml koncentrat za D.D.

raztopino za infundiranje

Oksaliplatin Sandoz 5 AT/H/0341/001 H/11/01146/007 SANDOZ PHARMACEUTICALS SI
mg/ml koncentrat za D.D.

raztopino za infundiranje

Oksaliplatin Sandoz 5 AT/H/0341/001 H/11/01146/014 SANDOZ PHARMACEUTICALS SI
mg/ml koncentrat za D.D.

raztopino za infundiranje

Oksaliplatin Sandoz 5 AT/H/0341/001 H/11/01146/008 SANDOZ PHARMACEUTICALS SI
mg/ml koncentrat za D.D.

raztopino za infundiranje

Oksaliplatin Sandoz 5 AT/H/0341/001 H/11/01146/009 SANDOZ PHARMACEUTICALS SI
mg/ml koncentrat za D.D.

raztopino za infundiranje

Oksaliplatin Sandoz 5 AT/H/0341/001 H/11/01146/010 SANDOZ PHARMACEUTICALS SI
mg/ml koncentrat za D.D.

raztopino za infundiranje

Oksaliplatin Sandoz 5 AT/H/0341/001 H/11/01146/011 SANDOZ PHARMACEUTICALS SI
mg/ml koncentrat za D.D.

raztopino za infundiranje

Oksaliplatin Sandoz 5 AT/H/0341/001 H/11/01146/012 SANDOZ PHARMACEUTICALS SI
mg/ml koncentrat za D.D.

raztopino za infundiranje

Oksaliplatin Sandoz 5 AT/H/0341/001 H/11/01146/013 SANDOZ PHARMACEUTICALS SI
mg/ml koncentrat za D.D.

raztopino za infundiranje

Oxaliplatino Sandoz AT/H/0341/001 040654055 SANDOZ S.P.A. 1T
Oxaliplatino Sandoz AT/H/0341/001 040654028 SANDOZ S.P.A. IT
Oxaliplatino Sandoz AT/H/0341/001 040654067 SANDOZ S.P.A. IT
Oxaliplatino Sandoz AT/H/0341/001 040654016 SANDOZ S.P.A. IT
Oxaliplatino Sandoz AT/H/0341/001 040654042 SANDOZ S.P.A. IT
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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

Oxaliplatino Sandoz

AT/H/0341/001

040654030

SANDOZ S.P.A.

IT

ELOXATIN 5 mg/ml
solution a diluer pour
perfusion

FR/H/0144/002

BE281592

SANOFI BELGIUM

BE

ELOXATIN 5 mg/ml
solution a diluer pour
perfusion

FR/H/0144/002

BE281601

SANOFI BELGIUM

BE

ELOXATIN 5 mg/ml
concentraat voor
oplossing voor infusie

FR/H/0144/002

BE281601

SANOFI BELGIUM

BE

ELOXATIN 5 mg/ml
concentraat voor
oplossing voor infusie

FR/H/0144/002

BE281592

SANOFI BELGIUM

BE

ELOXATIN 5 mg/ml
Konzentrat zur
Herstellung einer
Infusionslésung

FR/H/0144/002

BE281592

SANOFI BELGIUM

BE

ELOXATIN 5 mg/ml
Konzentrat zur
Herstellung einer
Infusionslésung

FR/H/0144/002

BE281601

SANOFI BELGIUM

BE

ELOXATIN 5 mg/ml
solution a diluer pour
perfusion

FR/H/0144/002

0422335

SANOFI BELGIUM

LU

ELOXATIN 5 mg/ml
solution a diluer pour
perfusion

FR/H/0144/002

0422321

SANOFI BELGIUM

LU

ELOXATINE 5 mg/ml,
solution a diluer pour
perfusion

FR/H/0144/002

34009 565984 4 1

SANOFI WINTHROP INDUSTRIE

FR

ELOXATINE 5 mg/ml,
solution a diluer pour
perfusion

FR/H/0144/002

34009 565983 8 0

SANOFI WINTHROP INDUSTRIE

FR

ELOXATINE 5 mg/ml,
poudre pour solution
pour perfusion

FR/H/0144/001

34009 559649 2 6

SANOFI WINTHROP INDUSTRIE

FR

ELOXATINE 5 mg/ml,
poudre pour solution
pour perfusion

FR/H/0144/001

34009 559 648 6 5

SANOFI WINTHROP INDUSTRIE

FR
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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

ELOXATINE 5 mg/ml,
poudre pour solution
pour perfusion

FR/H/0144/001

34009 56319176

SANOFI WINTHROP INDUSTRIE

FR

OXALIPLATINE
WINTHROP 5 mg/ml,
solution a diluer pour
perfusion

FR/H/0284/002

34009 567 1176 5

SANOFI WINTHROP INDUSTRIE

FR

OXALIPLATINE
WINTHROP 5 mg/ml,
solution a diluer pour
perfusion

FR/H/0284/002

34009 567 1153 6

SANOFI WINTHROP INDUSTRIE

FR

ELOXATIN 5 mg/ml
nukvo di1aAupa yia
napaockeur| diaAlpaTog
npog £yxuaon

FR/H/0284/002

54178/31-08-2006

SANOFI-AVENTIS AEBE

GR

ELOXATIN 5 mg/ml
nukvo diaAupa vyia
napackeun d1aAUPAToq
npog €yxuon

FR/H/0284/002

54178/31-08-2006

SANOFI-AVENTIS AEBE

GR

ELOXATIN 5 mg/ml
nukvo SiaAupa yia
napaockeur| diaAlpaTog
npog £€yxuaon

FR/H/0284/002

54178/31-08-2006

SANOFI-AVENTIS AEBE

GR

ELOXATIN 5 mg/ml
Konzentrat zur
Herstellung einer
Infusionslésung

FR/H/0144/002

63264.00.00

SANOFI-AVENTIS DEUTSCHLAND
GMBH

DE

ELOXATIN 5 mg/ml
Konzentrat zur
Herstellung einer
Infusionslésung

FR/H/0144/002

63264.00.00

SANOFI-AVENTIS DEUTSCHLAND
GMBH

DE

Oxaliplatin 5 mg/ml
Konzentrat zur
Herstellung einer
Infusionslésung

not available

7000049.00.00

SEACROSS PHARMA (EUROPE)
LTD

DE

Oxaliplatin 5mg/ml
concentrate for solution
for infusion

not available

PL 41013/0025

SEACROSS PHARMACEUTICALS
LIMITED

XI

Oxaliplatin STADA 5

not available

88850.00.00

STADAPHARM GMBH

DE

List of nationally authorised medicinal products

EMA/360417/2024

Page 28/33




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
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung
Oxaliplatino SUN 5 DE/H/5677/001 75278 SUN PHARMACEUTICAL ES
mg/ml concentrado para INDUSTRIES EUROPE B.V.
solucién para perfusion
EFG
OXALIPLATINE SUN 5 DE/H/5677/001 3400958216121 SUN PHARMACEUTICAL FR
mg/ml, solution a diluer INDUSTRIES EUROPE B.V.
pour perfusion
OXALIPLATINE SUN 5 DE/H/5677/001 3400958215810 SUN PHARMACEUTICAL FR
mg/ml, solution a diluer INDUSTRIES EUROPE B.V.
pour perfusion
OXALIPLATINE SUN 5 DE/H/5677/001 34009 582 156 9 8 SUN PHARMACEUTICAL FR
mg/ml, solution a diluer INDUSTRIES EUROPE B.V.
pour perfusion
OXALIPLATINE SUN 5 DE/H/5677/001 34009 582 15988 SUN PHARMACEUTICAL FR
mg/ml, solution a diluer INDUSTRIES EUROPE B.V.
pour perfusion
OXALIPLATINE SUN 5 DE/H/5677/001 34009 582 1606 0 SUN PHARMACEUTICAL FR
mg/ml, solution a diluer INDUSTRIES EUROPE B.V.
pour perfusion
OXALIPLATINE SUN 5 DE/H/5677/001 34009 582 15759 SUN PHARMACEUTICAL FR
mg/ml, solution a diluer INDUSTRIES EUROPE B.V.
pour perfusion
Oxaliplatino SUN 5 DE/H/5677/001 041761038 SUN PHARMACEUTICAL IT
mg/ml concentrato per INDUSTRIES EUROPE B.V.
soluzione per infusione
Oxaliplatino SUN 5 DE/H/5677/001 041761053 SUN PHARMACEUTICAL IT
mg/ml concentrato per INDUSTRIES EUROPE B.V.
soluzione per infusione
Oxaliplatino SUN 5 DE/H/5677/001 041761026 SUN PHARMACEUTICAL IT
mg/ml concentrato per INDUSTRIES EUROPE B.V.
soluzione per infusione
Oxaliplatino SUN 5 DE/H/5677/001 041761040 SUN PHARMACEUTICAL IT
mg/ml concentrato per INDUSTRIES EUROPE B.V.
soluzione per infusione
Oxaliplatino SUN 5 DE/H/5677/001 041761014 SUN PHARMACEUTICAL IT

mg/ml concentrato per

INDUSTRIES EUROPE B.V.
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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
soluzione per infusione
Oxaliplatino SUN 5 DE/H/5677/001 041761065 SUN PHARMACEUTICAL IT
mg/ml concentrato per INDUSTRIES EUROPE B.V.
soluzione per infusione
Oxaliplatine SUN 5 DE/H/5677/001 RVG 108042 SUN PHARMACEUTICAL NL
mg/ml, concentraat voor INDUSTRIES EUROPE B.V.
oplossing voor infusie
Oksaliplatin SUN 5 DE/H/5677/001 12-8909 SUN PHARMACEUTICAL NO
mg/ml konsentrat til INDUSTRIES EUROPE B.V.
infusjonsvaeske,
opplgsning
Oxaliplatin SUN 5 mg/ml | DE/H/5677/001 82817.00.00 SUN PHARMACEUTICALS DE
Konzentrat zur GERMANY GMBH
Herstellung einer
Infusionslésung
OkcanunnaTuH- not available 20110480 TCHAIKAPHARMA HIGH QUALITY | BG
Yamkadapma 50 mg MEDICINES, INC.
npax 3a nHdy3MoHeH
pa3TBop
OkcanunnaTuH- not available 20110481 TCHAIKAPHARMA HIGH QUALITY | BG
Yarikadapma 100 mg MEDICINES, INC.
npax 3a MHPY3NOHEH
pa3TBop
Oxaliplatin Teva 5 mg/ml | NL/H/0820/001 1S/1/23/017/01 TEVA B.V IS
innrennslispykkni, lausn
Oxaliplatin-GRY® 5 NL/H/0820/001 66264.00.00 TEVA GMBH DE
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung
Oxaliplatino Teva 5 mg / | NL/H/0820/001 038107025 TEVA ITALIA S.R.L. IT
ml, concentrato per
soluzione per infusion.
Oxaliplatino Teva 5 mg / | NL/H/0820/001 038107076 TEVA ITALIA S.R.L. IT
ml, concentrato per
soluzione per infusione
Oxaliplatino 5 mg / ml, NL/H/0820/001 038107013 TEVA ITALIA S.R.L. IT
concentrato per
soluzione per infusione
Oxaliplatino Teva 5 mg / | NL/H/0820/001 038107037 TEVA ITALIA S.R.L. 1T
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authorisation country)
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National
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ml, concentrato per
soluzione per infusione.

Oxaliplatin/Teva 5
mg/ml, nukvo diaAupa
yla Napaokeun
dlaAlpaToc Npog €yxuon

NL/H/0820/001

55775/21-8-2015

TEVA PHARMA B.V.

GR

Oksaliplatin Teva 5
mg/ml koncentrat za
raztopino za infundiranje

NL/H/0820/001

H/07/01150/003

TEVA PHARMA B.V.

SI

Oksaliplatin Teva 5
mg/ml koncentrat za
raztopino za infundiranje

NL/H/0820/001

H/07/01150/001

TEVA PHARMA B.V.

SI

Oksaliplatin Teva 5
mg/ml koncentrat za
raztopino za infundiranje

NL/H/0820/001

H/07/01150/002

TEVA PHARMA B.V.

SI

Oksaliplatin Teva 5
mg/ml koncentrat za
raztopino za infundiranje

NL/H/0820/001

H/07/01150/004

TEVA PHARMA B.V.

SI

Oxaliplatine Teva 5
mg/ml solution a diluer
pour perfusion

NL/H/0820/001

BE303816

TEVA PHARMA BELGIUM N.V./S.A

BE

Oxaliplatine Teva 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

NL/H/0820/001

BE303834

TEVA PHARMA BELGIUM N.V./S.A

BE

Oxaliplatine Teva 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

NL/H/0820/001

BE318832

TEVA PHARMA BELGIUM N.V./S.A

BE

Oxaliplatine Teva 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

NL/H/0820/001

BE303816

TEVA PHARMA BELGIUM N.V./S.A

BE

Oxaliplatine Teva 5
mg/ml concentraat voor
oplossing voor infusie

NL/H/0820/001

BE303834

TEVA PHARMA BELGIUM N.V./S.A

BE

Oxaliplatine Teva 5
mg/ml concentraat voor
oplossing voor infusie

NL/H/0820/001

BE303825

TEVA PHARMA BELGIUM N.V./S.A

BE
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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
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Oxaliplatine Teva 5
mg/ml concentraat voor
oplossing voor infusie

NL/H/0820/001

BE318832

TEVA PHARMA BELGIUM N.V./S.A

BE

Oxaliplatine Teva 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

NL/H/0820/001

BE303825

TEVA PHARMA BELGIUM N.V./S.A

BE

Oxaliplatine Teva 5
mg/ml concentraat voor
oplossing voor infusie

NL/H/0820/001

BE303816

TEVA PHARMA BELGIUM N.V./S.A

BE

Oxaliplatine Teva 5
mg/ml solution a diluer
pour perfusion.

NL/H/0820/001

BE303834

TEVA PHARMA BELGIUM N.V./S.A

BE

Oxaliplatine Teva 5
mg/ml solution a diluer
pour perfusion.

NL/H/0820/001

BE318832

TEVA PHARMA BELGIUM N.V./S.A

BE

Oxaliplatine Teva 5
mg/ml solution a diluer
pour perfusion.

NL/H/0820/001

BE303825

TEVA PHARMA BELGIUM N.V./S.A

BE

Oxaliplatine Teva 5
mg/ml solution a diluer
pour perfusion.

NL/H/0820/001

2007110014

TEVA PHARMA BELGIUM N.V./S.A

LU

Oxaliplatino TEVA 5
mg/ml concentrado para
solucion para perfusién
EFG

NL/H/0820/001

69288

TEVA PHARMA S.L.U.,

ES

Oxaliplatin-Teva 5
mg/ml, koncentrat pro
infuzni roztok

NL/H/0820/001

44/591/07-C

TEVA PHARMACEUTICALS CR,
S.R.0O.

Ccz

OXALIPLATINE TEVA 5
mg/ml, solution a diluer
pour perfusion

NL/H/0820/001

NL32938

TEVA SANTE

FR

Oxaliplatin Teva 5
mg/ml, koncentrat till
infusionsvatska, l6ésning

NL/H/0820/001

23844

TEVA SWEDEN AB

SE

Oxaliplatin Tillomed 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

2202103.00.00

TILLOMED PHARMA GMBH

DE
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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
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OXAVIATIN® 5 mg/ml
KOVIG yia dIaGAuUpa npog
€yxuon

SE/H/0960/001

26163

VIANEX S.A.

GR

OXAVIATIN 5mg/mL
nukvo diaAupa yia
napackeun d1aAUNAToq
npog €yxuon

not available

29264/16/23-03-2017

VIANEX S.A.

GR

OXAVIATIN® 5 mg/ml
concentrate for solution
for infusion

not available

AA721/00601

VIANEX S.A.

MT

Oxaliplatin Vianex 5
mg/ml pulver till
infusionsvatska, I6sning

SE/H/0960/001

23806

VIANEX S.A.

SE

Oxaliplatina Mylan 5
mg/ml prasok na infuzny
roztok

FR/H/0324/001

44/0345/07-S

VIATRIS LIMITED

SK

OXALIPLATINE VIATRIS
5 mg/ml, poudre pour
solution pour perfusion

FR/H/0324/001

NL32863

VIATRIS SANTE

FR

VELMINOX 5 mg/ml
nukvo Si1aAupa yia
napaockeur| diaAlpaTog
npog £€yxuaon

not available

24330/17/01/01-07-
2019

VIOFAR LTD

GR

Oxaliplatin Vipharm® 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

81697.00.00

VIPHARM GMBH

DE

Oxaliplatin Vitane 5
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

7010817.00.00

VITANE PHARMA GMBH

DE

OXALIZOR 5mg/mL
nukvo diaAupa yia
napackeun d1aAUPaAToq
npog £yxuon.

not available

67193/01-09-2022

VOCATE ®APMAKEYTIKH AE

GR

List of nationally authorised medicinal products

EMA/360417/2024

Page 33/33






