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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number
Eurocarboplatin® 10 not available 51006.00.00 LAPHARM GMBH DE
mg/ml PHARMAZEUTISCHE
PRODUKTE
Carbosin 150mg/15ml vial | not available 41241/07 CHEMIPHARM S.G. DE GR
nukvo diaAupa vyia TCHAVES & CIE E.E

napaockeur| diaAlpaTog
npoc £yxuaon

Carbosin 450mg/45ml vial | not available 41242/07 CHEMIPHARM S.G. DE GR
nukvo Si1aAupa yia TCHAVES & CIE E.E
napaokeur diaAlpaTog
npoc £yxuaon

KAPBOIJIATUH EBEBE 10 not available 9900409 EBEWE PHARMA BG
MG/ML KOHLUEHTPAT 3A
NHOY3MOHEH PA3TBOP

CARBOPLATINE HOSPIRA not available 34009 570801 1 2 HOSPIRA FRANCE FR
10 mg/ml, solution
injectable pour perfusion

CARBOPLATINE HOSPIRA not available 34009 570 802 8 0 HOSPIRA FRANCE FR
10 mg/ml, solution
injectable pour perfusion

CARBOPLATINE HOSPIRA not available 34009 5708034 1 HOSPIRA FRANCE FR
10 mg/ml, solution
injectable pour perfusion

CARBOPLATINE HOSPIRA not available 34009 570804 0 2 HOSPIRA FRANCE FR
10 mg/ml, solution
injectable pour perfusion

Carboplatin 10 mg/mi not available PL 04515/0050 HOSPIRA UK LTD UK
Intravenous Infusion

CARBOPLATIN-EBEWE, 10 not available 4500 EBEWE PHARMA PL
MG/ML, KONCENTRAT DO
SPORZADZANIA
ROZTWORU DO INFUZJI

CARBOPLATINE MYLAN 10 | not available NL 23 840 MYLAN S.A.S FR
mg/ml, solution pour
perfusion
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

Carboplatin HEXAL 10 DE/H/1223/001 70328.00.00 HEXAL AG DE

mg/ml Konzentrat zur

Herstellung einer

Infusionslésung

Carboplatina Hikma, 10 not available 5680574 HIKMA FARMACEUTICA PT

mg/ml, Solucéo para (PORTUGAL), S.A.

perfusao

Carboplatin Hikma 10 PT/H/1491/001 PL 15413/0068 HIKMA FARMACEUTICA UK

mg/ml solution for infusion (PORTUGAL), S.A.

Carboplatin Hikma 10 PT/H/1491/001 PL 15413/0068 HIKMA FARMACEUTICA UK

mg/ml solution for infusion (PORTUGAL), S.A.

Carboplatin Hikma 10 PT/H/1491/001 PL 15413/0068 HIKMA FARMACEUTICA UK

mg/ml solution for infusion (PORTUGAL), S.A.

Carboplatin Hikma 10 PT/H/1491/001 PL 15413/0068 HIKMA FARMACEUTICA UK

mg/ml solution for infusion (PORTUGAL), S.A.

Carboplatine Hikma 50 PT/H/1491/001 BE535102 HIKMA FARMACEUTICA BE

mg/5 ml solution pour (PORTUGAL), S.A.

perfusion

Carboplatine Hikma 150 PT/H/1491/001 BE535146 HIKMA FARMACEUTICA BE

mg/15 ml solution pour (PORTUGAL), S.A.

perfusion

Carboplatine Hikma 450 PT/H/1491/001 BE535155 HIKMA FARMACEUTICA BE

mg/45 ml solution pour (PORTUGAL), S.A.

perfusion

Carboplatine Hikma 600 PT/H/1491/001 BE535164 HIKMA FARMACEUTICA BE

mg/60 ml solution pour (PORTUGAL), S.A.

perfusion

Carboplatine Hikma 50 PT/H/1491/001 BE535102 HIKMA FARMACEUTICA BE

mg/5 ml Infusionslésung (PORTUGAL), S.A.

Carboplatine Hikma 150 PT/H/1491/001 BE535146 HIKMA FARMACEUTICA BE

mg/15 ml Infusionslésung (PORTUGAL), S.A.

Carboplatine Hikma 450 PT/H/1491/001 BE535155 HIKMA FARMACEUTICA BE

mg/45 ml Infusionslésung (PORTUGAL), S.A.

Carboplatine Hikma 600 PT/H/1491/001 BE535164 HIKMA FARMACEUTICA BE

mg/60 ml Infusionslésung

(PORTUGAL), S.A.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

Carboplatine Hikma 50 PT/H/1491/001 BE535102 HIKMA FARMACEUTICA BE

mg/5 ml oplossing voor (PORTUGAL), S.A.

infusie

Carboplatine Hikma 150 PT/H/1491/001 BE535146 HIKMA FARMACEUTICA BE

mg/15 ml oplossing voor (PORTUGAL), S.A.

infusie

Carboplatine Hikma 450 PT/H/1491/001 BE535155 HIKMA FARMACEUTICA BE

mg/45 ml oplossing voor (PORTUGAL), S.A.

infusie

Carboplatine Hikma 600 PT/H/1491/001 BE535164 HIKMA FARMACEUTICA BE

mg/60 ml oplossing voor (PORTUGAL), S.A.

infusie

Carboplatina Hikma, 10 not available 5458534 HIKMA FARMACEUTICA PT

mg/ml, Solucéo para (PORTUGAL), S.A.

perfusao

Carboplatina Hikma, 10 not available 5458542 HIKMA FARMACEUTICA PT

mg/ml, Solucdo para (PORTUGAL), S.A.

perfusao

Carboplatina Hikma, 10 not available 5458559 HIKMA FARMACEUTICA PT

mg/ml, Solucédo para (PORTUGAL), S.A.

perfusao

Carboplatin Hospira 10 DE/H/0365/001 39195.00.00 PFIZER PHARMA PFE GMBH DE

mg/ml Konzentrat zur

Herstellung einer

Infusionslésung

Carboplatin Pfizer 10 DE/H/0365/001 18742 PFIZER AB SE

mg/ml, koncentrat till

infusionsvatska, l6sning

Carboplatin Profusio 10 not available 70331.00.00 ZYTOSERVICE DEUTSCHLAND | DE

mg/ml Konzentrat zur GMBH LEIPZIG

Herstellung einer

Infusionslésung

Carboplatin PhaRes 10 not available 98236.00.00 PHARMA RESOURCES GMBH DE

mg/ml Konzentrat zur
Herstellung einer
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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

Infusionslésung

Carboplat onkovis 10
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

86165.00.00

ONKOVIS GMBH

DE

Carboplatin onkovis 10
mg/ml Infusionslésung

not available

39079.00.00

ONKOVIS GMBH

DE

Carboplatin Vitane 10
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

98237.00.00

VITANE PHARMA GMBH

DE

Carboplatin Actavis 10
mg/ml koncentratas
infuziniam tirpalui

DK/H/2808/001

LT/1/10/1950/002

ACTAVIS GROUP PTC EHF.

LT

Carboplatin Actavis 10
mg/ml koncentratas
infuziniam tirpalui

DK/H/2808/001

LT/1/10/1950/003

ACTAVIS GROUP PTC EHF.

LT

Carboplatin Actavis 10
mg/ml koncentratas
infuziniam tirpalui

DK/H/2808/001

LT/1/10/1950/004

ACTAVIS GROUP PTC EHF.

LT

Carboplatin Actavis 10
mg/ml koncentratas
infuziniam tirpalui

DK/H/2808/001

LT/1/10/1950/005

ACTAVIS GROUP PTC EHF.

LT

Bopacatin 10 mg/ml
infizny koncentrat

DK/H/2808/001

44/0594/10-S

ACTAVIS GROUP PTC EHF.

SK

Carboplatin Actavis 10
mg/ml concentrate for
solution for infusion

DK/H/2808/001

08-5853

ACTAVIS GROUP PTC EHF.

NO

Kap6onnaTtuHu Aktasuc 10

mg/ml KOHUeHTpaT 3a
MHDY3MOHEH pa3TBop

DK/H/2808/001

20100308

ACTAVIS GROUP PTC EHF.

BG

Carboplatin Actavis 10
mg/ml koncentrat till
infusionsvatska, l6sning

DK/H/2808/001

26883

ACTAVIS GROUP PTC EHF.

SE

Carboplatin "Actavis”,

DK/H/2808/001

43174

ACTAVIS GROUP PTC EHF.

DK
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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

koncentrat til
infusionsveeske, oplgsning

Carboplatin Actavis 10
mg/ml concentrate for
solution for infusion

DK/H/2808/001

1S/1/08/075/01

ACTAVIS GROUP PTC EHF.

Carboplatin Actavis 10
mg/ml infusioonilahuse
kontsentraat

DK/H/2808/001

668410

ACTAVIS GROUP PTC EHF.

EE

Carboplatin Actavis 10
mg/ml koncentratas
infuziniam tirpalui

DK/H/2808/001

LT/1/10/1950/001

ACTAVIS GROUP PTC EHF.

LT

CARBOPLATIN/MEDICUS®

not available

26230/14/18-09-2015

MEDICUS A.E

GR

Carboplat onkovis 10
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

86165.00.00

ONKOVIS GMBH

DE

CARBOPLATIN/NEXUS

not available

74030/13/12-06-2014

NEXUS MEDICALS S.A.

GR

MEGAPLATIN

not available

41613/11-11-2009

GENEPHARM S.A.

GR

Carboplatin Profusio 10
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

70331.00.00

ZYTOSERVICE DEUTSCHLAND

GMBH LEIPZIG

DE

Bopacatin 10 mg/ml,
koncentratum oldatos
infuzibhoz

S1/H/0182/001

OGYI-T-21360/04

ACTAVIS GROUP PTC EHF.

HU

Bopacatin 10 mg/ml,
koncentratum oldatos
influzibhoz

S1/H/0182/001

OGYI-T-21360/03

ACTAVIS GROUP PTC EHF.

HU

Bopacatin 10 mg/ml,
koncentratum oldatos
influzibhoz

S1/H/0182/001

OGYI-T-21360/02

ACTAVIS GROUP PTC EHF.

HU

Bopacatin 10 mg/ml
koncentrat za raztopino za
infundiranje

S1/H/0182/001

H/10/00300/004

ACTAVIS GROUP PTC EHF.

Sl

Bopacatin 10 mg/ml

S1/H/0182/001

H/10/00300/003

ACTAVIS GROUP PTC EHF.

Sl
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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

koncentrat za raztopino za
infundiranje

Bopacatin 10 mg/ml
koncentrat za raztopino za
infundiranje

S1/H/0182/001

H/10/00300/002

ACTAVIS GROUP PTC EHF.

Sl

Bopacatin 10 mg/ml
koncentrat za raztopino za
infundiranje

S1/H/0182/001

H/10/00300/005

ACTAVIS GROUP PTC EHF.

Sl

Bopacatin 10 mg/ml,
koncentratum oldatos
inflziéhoz

S1/H/0182/001

OGYI-T-21360/01

ACTAVIS GROUP PTC EHF.

HU

Bopacatin 10 mg/ml
koncentrat za raztopino za
infundiranje

S1/H/0182/001

H/10/00300/001

ACTAVIS GROUP PTC EHF.

S

Cycloplatin 10 mg/ml
koncentratum oldatos
influzibhoz

not available

OGYI-T-4336/03

TEVA GYOGYSZERGYAR ZRT

HU

Cycloplatin 10 mg/ml
koncentratum oldatos
influzibhoz

not available

OGYI-T-4336/02

TEVA GYOGYSZERGYAR ZRT

HU

Cycloplatin 10 mg/ml
koncentratum oldatos
influzibhoz

not available

OGYI-T-4336/01

TEVA GYOGYSZERGYAR ZRT

HU

CARBOSIN 150 mg
concentraat voor oplossing
voor infusie 10 mg/ml

not available

BE170283

TEVA PHARMA BELGIUM
N.V./S.A

BE

Carbosin 50 mg
concentraat voor oplossing
voor infusie

not available

BE170222

TEVA PHARMA BELGIUM
N.V./S.A

BE

Carboplatin ACTAVIS 10
mg/ml concentrat pentru
solutie perfuzabild

not available

9544/2016/02

TEVA B.V

RO

Carboplatin ACTAVIS 10
mg/ml concentrat pentru
solutie perfuzabild

not available

9544/2016/01

TEVA B.V

RO
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Carboplatin ACTAVIS 10 not available 9544/2016/04 TEVA B.V RO
mg/ml concentrat pentru
solutie perfuzabild
Carboplatin ACTAVIS 10 not available 9544/2016/03 TEVA B.V RO
mg/ml concentrat pentru
solutie perfuzabild
CARBOSIN 600 mg not available BE276936 TEVA PHARMA BELGIUM BE
concentraat voor oplossing N.V./S.A
voor infusie 10 mg/ml
CARBOSIN 450 mg not available BE170292 TEVA PHARMA BELGIUM BE
concentraat voor oplossing N.V./S.A
voor infusie 10 mg/ml
Carbosin 450 mg solution not available 2006060034 TEVA PHARMA BELGIUM LU
a diluer pour perfusion N.V./S.A
Carbosin 150 mg solution not available 2006060033 TEVA PHARMA BELGIUM LU
a diluer pour perfusion N.V./S.A
Carbosin 50 mg solution a not available 2006060032 TEVA PHARMA BELGIUM LU
diluer pour perfusion N.V./S.A
CARBOSIN 600 mg not available 2006060035 TEVA PHARMA BELGIUM LU
solution a diluer pour N.V./S.A
perfusion
Carboplatin Actavis 10 not available 1-27399 ACTAVIS GROUP PTC EHF. AT
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung
Neocarbo 10 mg/ml not available 43536.00.00 HEXAL AG DE
Carboplatin Ebewe 10 not available 1-22395 EBEWE PHARMA AT
mg/ml - Konzentrat zur
Infusionsbereitung
Carboplatin 10 mg/mi not available PL 36390/0191 CIPLA (EU) LIMITED UK
concentrate for solution for
infusion
Carboplatin 10 mg/ml not available PL 36390/0192 CIPLA (EU) LIMITED UK

concentrate for solution for
infusion
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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

Carboplatin 10 mg/mi not available PL 36390/0193 CIPLA (EU) LIMITED UK
concentrate for solution for

infusion

Carboplatin OMNICARE 10 | not available 85112.00.00 OMNICARE PHARMA GMBH DE
mg/ml Konzentrat zur

Herstellung einer

Infusionslésung

Carboplatin Ebewe 10 not available 13365 EBEWE PHARMA FI

mg/ml

infuusiokonsentraatti,

liuosta varten

Carboplatin PhaRes 10 not available 2202027.00.00 PHARMA RESOURCES GMBH DE
mg/ml Konzentrat zur

Herstellung einer

Infusionslésung

CARBOPLATINE ACCORD not available 34009 572 556 4 0 ACCORD HEALTHCARE FR
10 mg/ml, solution pour FRANCE SAS

perfusion

CARBOPLATINE ACCORD not available 34009 5725570 1 ACCORD HEALTHCARE FR
10 mg/ml, solution pour FRANCE SAS

perfusion

CARBOPLATINE ACCORD not available 34009 572 558 7 9 ACCORD HEALTHCARE FR
10 mg/ml, solution pour FRANCE SAS

perfusion

CARBOPLATINE ACCORD not available 34009 578 748 2 7 ACCORD HEALTHCARE FR
10 mg/ml, solution pour FRANCE SAS

perfusion

CARBOPLATIN/HOSPIRA not available 36310/91/4-12-1992 PFIZER HELLAS, A.E. GR
AlaAupa yia evOopAEBIa

g€yxuon: - 150MG/15ML

CARBOPLATIN/HOSPIRA not available 36311/91/4-12-1992 PFIZER HELLAS, A.E. GR
AldAupa yia evOopAEBIa

gyxuon: - 450MG/45ML

Carboplatin Mylan 10 NO/H/0179/001 43555 MYLAN HOSPITAL AS SE

mg/ml koncentrat till
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation member state product is authorised
number

infusionsvatska, lésning
Carboplatin Mylan 10 NO/H/0179/001 1S/1/10/059/01 MYLAN IRELAND LIMITED IS
mg/ml innrennslispykkni,
lausn
Carboplatin "Mylan”, NO/H/0179/001 46233 MYLAN IRELAND LIMITED DK
koncentrat til
infusionsveeske
Carboplatin Mylan 10 NO/H/0179/001 09-7275 MYLAN IRELAND LIMITED NO
mg/ml konsentrat til
infusjonsveeske,
opplgsning
Carboplatin-Teva 10 not available PA 0749/004/001 TEVA PHARMA B.V. IE
mg/ml Concentrate for
Solution for Infusion
Carbomedac 10 mg/ml DE/H/0803/001 44/271/09-C MEDAC GESELLSCHAFT FUR cz
koncentrat pro infuzni KLINISCHE
roztok SPEZIALPRAPARATE MBH

(WEDEL)
Carbomedac® 10 mg/mi DE/H/0803/001 39079.02.00 MEDAC GESELLSCHAFT FUR DE
Konzentrat zur Herstellung KLINISCHE
einer Infusionslésung SPEZIALPRAPARATE MBH

(WEDEL)
Carbomedac, koncentrat til | DE/H/0803/001 43706 MEDAC GESELLSCHAFT FUR DK
infusionsvaeske, oplgsning KLINISCHE

SPEZIALPRAPARATE MBH

(WEDEL)
Carbomedac, 10 mg/ml, DE/H/0803/001 17440 MEDAC GESELLSCHAFT FUR PL
koncentrat do KLINISCHE
sporzadzania roztworu do SPEZIALPRAPARATE MBH
infuzji (WEDEL)
Carbomedac 10 mg/ml DE/H/0803/001 44/0166/09-S MEDAC GESELLSCHAFT FUR SK
infizny koncentrat KLINISCHE

SPEZIALPRAPARATE MBH

(WEDEL)
Karboplatin medac 10 DE/H/0803/001 H/10/00832/001 MEDAC GESELLSCHAFT FUR Sl
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

mg/ml koncentrat za KLINISCHE

raztopino za infundiranje SPEZIALPRAPARATE MBH
(WEDEL)

Karboplatin medac 10 DE/H/0803/001 H/10/00832/003 MEDAC GESELLSCHAFT FUR Sl

mg/ml koncentrat za KLINISCHE

raztopino za infundiranje SPEZIALPRAPARATE MBH
(WEDEL)

Karboplatin medac 10 DE/H/0803/001 H/10/00832/002 MEDAC GESELLSCHAFT FUR S

mg/ml koncentrat za KLINISCHE

raztopino za infundiranje SPEZIALPRAPARATE MBH
(WEDEL)

Karboplatin medac 10 DE/H/0803/001 H/10/00832/004 MEDAC GESELLSCHAFT FUR Sl

mg/ml koncentrat za KLINISCHE

raztopino za infundiranje SPEZIALPRAPARATE MBH
(WEDEL)

Karboplatin medac 10 DE/H/0803/001 H/10/00832/005 MEDAC GESELLSCHAFT FUR S

mg/ml koncentrat za KLINISCHE

raztopino za infundiranje SPEZIALPRAPARATE MBH
(WEDEL)

Karboplatin medac 10 DE/H/0803/001 H/10/00832/006 MEDAC GESELLSCHAFT FUR Sl

mg/ml koncentrat za KLINISCHE

raztopino za infundiranje SPEZIALPRAPARATE MBH
(WEDEL)

Karboplatin medac 10 DE/H/0803/001 H/10/00832/007 MEDAC GESELLSCHAFT FUR S

mg/ml koncentrat za KLINISCHE

raztopino za infundiranje SPEZIALPRAPARATE MBH
(WEDEL)

Karboplatin medac 10 DE/H/0803/001 H/10/00832/008 MEDAC GESELLSCHAFT FUR S

mg/ml koncentrat za KLINISCHE

raztopino za infundiranje SPEZIALPRAPARATE MBH
(WEDEL)

Karboplatin medac 10 DE/H/0803/001 H/10/00832/009 MEDAC GESELLSCHAFT FUR Sl

mg/ml koncentrat za
raztopino za infundiranje

KLINISCHE
SPEZIALPRAPARATE MBH
(WEDEL)
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Karboplatin medac 10 DE/H/0803/001 H/10/00832/010 MEDAC GESELLSCHAFT FUR S
mg/ml koncentrat za KLINISCHE
raztopino za infundiranje SPEZIALPRAPARATE MBH

(WEDEL)

Carboplatin-Teva 150 mg not available 99 — 0763 TEVA PHARMA B.V. LV
pulveris injekciju Skiduma
pagatavoSanai
Carboplatin Sandoz 10 not available OGYI-T-6677/01 SANDOZ HUNGARIA KFT HU
mg/ml koncentratum
oldatos inflziéhoz
Carboplatin Sandoz 10 not available OGYI-T-6677/02 SANDOZ HUNGARIA KFT HU
mg/ml koncentratum
oldatos infuziéhoz
Carboplatin Sandoz 10 not available OGYI-T-6677/03 SANDOZ HUNGARIA KFT HU
mg/ml koncentratum
oldatos infuziéhoz
Carboplatin ,,Ebewe” 10 not available 244999 SANDOZ PHARMACEUTICALS EE
mg/ml infusioonilahuse D.D.
kontsentraat
Zytax® 150 mg/15 ml not available 49695.00.00 HIKMA FARMACEUTICA DE
Wirkstoff: Carboplatin (PORTUGAL), S.A.
CARBOPLATINE TEVA 10 not available NL23774 TEVA SANTE FR
mg/ml, solution pour
perfusion
Carboplatin Bendalis 10 not available 86830.00.00 BENDALIS GMBH DE
mg/ml
Zytax® 450 mg/45 ml not available 49696.00.00 HIKMA FARMACEUTICA DE
Wirkstoff: Carboplatin (PORTUGAL), S.A.
Carboplatino Teva 10 DE/H/5760/001 65108 TEVA PHARMA S.L.U., ES
mg/ml Concentrado para
solucién para perfusion
Carboplatin-GRY® 10 DE/H/5760/001 44922.00.00 TEVA GMBH DE

mg/ml Konzentrat zur
Herstellung einer
Infusionslésung
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

Carboplatin 10 mg/ml DE/H/5760/001 PL 00289/0847 TEVA UK LIMITED UK

Concentrate for Infusion

CARBOPLATINO TEVA 10 DE/H/5760/001 034347068 TEVA PHARMA B.V. IT

mg/ml

CARBOPLATINO TEVA 10 DE/H/5760/001 034347031 TEVA PHARMA B.V. IT

mg/ml

CARBOPLATINO TEVA 10 DE/H/5760/001 034347017 TEVA PHARMA B.V. IT

mg/ml

CARBOPLATINO TEVA 10 DE/H/5760/001 034347029 TEVA PHARMA B.V. IT

mg/ml

CARBOPLATINO TEVA 10 DE/H/5760/001 034347043 TEVA PHARMA B.V. IT

mg/ml

CARBOPLATINO TEVA 10 DE/H/5760/001 034347056 TEVA B.V IT

mg/ml

CARBOPLAN® not available 75505/18/26-02-2019 VIANEX S.A. GR

CARBOPLAN® not available 61806/18/26-02-2019 VIANEX S.A. GR

CARBOPLAN® not available 21042/26-02-2019 VIANEX S.A. GR

Carboplatin "Ebewe" not available 36002 EBEWE PHARMA DK

Carboplatin Ebewe 10 NL/H/3556/001 05-3427 EBEWE PHARMA NO

mg/ml konsentrat til

infusjonsvaeske

Carboplatin Ebewe 10 NL/H/3556/001 H/05/00339/006 EBEWE PHARMA Sl

mg/ml koncentrat za

raztopino za infundiranje

Carboplatin Ebewe 10 NL/H/3556/001 H/05/00339/001 EBEWE PHARMA Sl

mg/ml koncentrat za

raztopino za infundiranje

Carboplatin Ebewe 10 NL/H/3556/001 H/05/00339/002 EBEWE PHARMA Sl

mg/ml koncentrat za

raztopino za infundiranje

Carboplatin Ebewe 10 NL/H/3556/001 H/05/00339/003 EBEWE PHARMA Sl

mg/ml koncentrat za

raztopino za infundiranje

Carboplatin Ebewe 10 NL/H/3556/001 H/05/00339/004 EBEWE PHARMA Sl
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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 koncentrat za
raztopino za infundiranje

Carboplatin Ebewe 10
mg/ml koncentrat za
raztopino za infundiranje

NL/H/3556/001

H/05/00339/005

EBEWE PHARMA

Sl

Carboplatin Sandoz 10
mg/ml concentraat voor
oplossing voor infusie

NL/H/3556/001

BE384702

SANDOZ N.V.

BE

Carboplatin Sandoz 10
mg/ml concentraat voor
oplossing voor infusie

NL/H/3556/001

BE363876

SANDOZ N.V.

BE

Carboplatin Sandoz 10
mg/ml concentraat voor
oplossing voor infusie

NL/H/3556/001

BE384711

SANDOZ N.V.

BE

Carboplatin Sandoz 10
mg/ml concentraat voor
oplossing voor infusie

NL/H/3556/001

BE363867

SANDOZ N.V.

BE

Carboplatin Sandoz 10
mg/ml concentraat voor
oplossing voor infusie

NL/H/3556/001

BE363885

SANDOZ N.V.

BE

Carboplatine Sandoz 10
mg/ml - concentraat voor
oplossing voor infusie

NL/H/3556/001

RVG 32455

SANDOZ B.V.

NL

Carboplatin "Ebewe" 10
mg/ml koncentrats inflziju
Skiduma pagatavosanai

NL/H/3556/001

05-0604

SANDOZ PHARMACEUTICALS
D.D.

LV

Carboplatino Pharmacia 10
mg/ml concentrado para
solucién para perfusion

not available

62.123

PHARMACIA NOSTRUM, S.A.

ES

Carboplatin Hikma 10
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

49694.00.00

HIKMA FARMACEUTICA
(PORTUGAL), S.A.

DE

Carboplatinum Hikma
Farmacéutica 50 mg

not available

BE174553

HIKMA FARMACEUTICA
(PORTUGAL), 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 authorised

Solution a diluer pour
perfusion

Carboplatinum Hikma not available BE174754 HIKMA FARMACEUTICA BE
Farmacéutica 150 mg (PORTUGAL), S.A.

Solution a diluer pour

perfusion

Carboplatinum Hikma not available BE174763 HIKMA FARMACEUTICA BE
Farmacéutica 450 mg (PORTUGAL), S.A.

Solution a diluer pour

perfusion

Carboplatinum Hikma not available BE174553 HIKMA FARMACEUTICA BE
Farmacéutica 50 mg (PORTUGAL), S.A.

Concentraat voor oplossing

voor infusie

Carboplatinum Hikma not available BE174754 HIKMA FARMACEUTICA BE
Farmacéutica 150 mg (PORTUGAL), S.A.

Concentraat voor oplossing

voor infusie

Carboplatinum Hikma not available BE174763 HIKMA FARMACEUTICA BE
Farmacéutica 450 mg (PORTUGAL), S.A.

Concentraat voor oplossing

voor infusie

Carboplatinum Hikma not available BE174553 HIKMA FARMACEUTICA BE
Farmacéutica 50 mg (PORTUGAL), S.A.

Konzentrat zur Herstellung

einer Infusionslésung

Carboplatinum Hikma not available BE174754 HIKMA FARMACEUTICA BE
Farmacéutica 150 mg (PORTUGAL), S.A.

Konzentrat zur Herstellung

einer Infusionslésung

Carboplatinum Hikma not available BE174763 HIKMA FARMACEUTICA BE
Farmacéutica 450 mg (PORTUGAL), S.A.

Konzentrat zur Herstellung

einer Infusionslésung

Carboplatin 10 mg/ml not available PL 20417/0011 FANNIN (UK) LIMITED UK
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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

Concentrate for Solution
for Infusion

Carboplatin 10 mg/mi not available PL 20417/0012 FANNIN (UK) LIMITED UK
Concentrate for Solution

for Infusion

Carboplatin 10 mg/mi not available PL 20417/0013 FANNIN (UK) LIMITED UK
Concentrate for Solution

for Infusion

Carboplatin Ebewe 10 not available 14126 EBEWE PHARMA SE
mg/ml koncentrat till

infusionsvatska, l6sning

CARBOPLATINE KABI 10 NL/H/4319/001 34009 583 862 4 4 FRESENIUS KABI ONCOLOGY | FR
mg/ml, solution a diluer PLC.

pour perfusion

Carboplatina Kabi 10 NL/H/4319/001 5443874 FRESENIUS KABI PHARMA PT
mg/ml concentrado para PORTUGAL, LDA.

solucdo para perfusdo

Carboplatina Kabi 10 NL/H/4319/001 5443908 FRESENIUS KABI PHARMA PT
mg/ml concentrado para PORTUGAL, LDA.

solucdo para perfusdo

Carboplatina Kabi 10 NL/H/4319/001 5443916 FRESENIUS KABI PHARMA PT
mg/ml concentrado para PORTUGAL, LDA.

solucdo para perfusdo

Carboplatine Fresenius NL/H/4319/001 BE419501 FRESENIUS KABI NV/SA BE
Kabi 10 mg/ml concentraat

voor oplossing voor infusie

Carboplatine Fresenius NL/H/4319/001 BE419517 FRESENIUS KABI NV/SA BE
Kabi 10 mg/ml concentraat

voor oplossing voor infusie

Carboplatine Fresenius NL/H/4319/001 BE419526 FRESENIUS KABI NV/SA BE
Kabi 10 mg/ml concentraat

voor oplossing voor infusie

Carboplatine Fresenius NL/H/4319/001 BE419501 FRESENIUS KABI NV/SA BE

Kabi 10 mg/ml Konzentrat
zur Herstellung einer
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

Infusionslésung

Carboplatine Fresenius NL/H/4319/001 BE419517 FRESENIUS KABI NV/SA BE

Kabi 10 mg/ml Konzentrat

zur Herstellung einer

Infusionslésung

Carboplatine Fresenius NL/H/4319/001 BE419526 FRESENIUS KABI NV/SA BE

Kabi 10 mg/ml Konzentrat

zur Herstellung einer

Infusionslésung

Carboplatine Fresenius NL/H/4319/001 BE419501 FRESENIUS KABI NV/SA BE

Kabi 10 mg/ml solution a

diluer pour perfusion

Carboplatine Fresenius NL/H/4319/001 BE419517 FRESENIUS KABI NV/SA BE

Kabi 10 mg/ml solution a

diluer pour perfusion

Carboplatine Fresenius NL/H/4319/001 BE419526 FRESENIUS KABI NV/SA BE

Kabi 10 mg/ml solution a

diluer pour perfusion

Carboplatin Kabi 10 mg/ml | NL/H/4319/001 2013010008 FRESENIUS KABI LU

Konzentrat zur Herstellung DEUTSCHLAND GMBH

einer Infusionslésung

Carboplatin Kabi 10 mg/ml | NL/H/4319/001 LT/1/12/2880/002 FRESENIUS KABI POLSKA SP. | LT

koncentratas infuziniam Z 0.0.

tirpalui

Carboplatin Kabi 10 mg/ml | NL/H/4319/001 LT/1/12/2880/003 FRESENIUS KABI POLSKA SP. | LT

koncentratas infuziniam Z 0.0.

tirpalui

Carboplatin Kabi 10 mg/ml | NL/H/4319/001 LT/1/12/2880/004 FRESENIUS KABI POLSKA SP. | LT

koncentratas infuziniam Z 0.0.

tirpalui

Carboplatin Kabi 10 mg/ml | NL/H/4319/001 OGYI-T-22216/02 FRESENIUS KABI ONCOLOGY | HU

koncentratum oldatos PLC.

inflziéhoz

Carboplatin Kabi 10 mg/ml | NL/H/4319/001 OGYI-T-22216/03 FRESENIUS KABI ONCOLOGY | HU

koncentratum oldatos

PLC.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
infuziéhoz
Carboplatin Kabi 10 mg/ml | NL/H/4319/001 OGYI-T-22216/04 FRESENIUS KABI ONCOLOGY HU
koncentratum oldatos PLC.
infGUziéhoz
CARBOPLATINE KABI 10 NL/H/4319/001 34009 583860 15 FRESENIUS KABI ONCOLOGY FR
mg/ml, solution a diluer PLC.
pour perfusion
CARBOPLATINE KABI 10 NL/H/4319/001 34009 583 861 8 3 FRESENIUS KABI ONCOLOGY FR
mg/ml, solution a diluer PLC.
pour perfusion
CARBOPLATINE KABI 10 NL/H/4319/001 34009 583 863 0 5 FRESENIUS KABI ONCOLOGY FR
mg/ml, solution a diluer PLC.
pour perfusion
Carboplatin Kabi 10 mg/ml | NL/H/4319/001 10718/2018/01 S.C. FRESENIUS KABI RO
concentrat pentru solutie ROMANIA S.R.L.
perfuzabild
Carboplatin Kabi 10 mg/ml | NL/H/4319/001 10718/2018/02 S.C. FRESENIUS KABI RO
concentrat pentru solutie ROMANIA S.R.L.
perfuzabild
Carboplatin Kabi 10 mg/ml | NL/H/4319/001 10718/2018/04 S.C. FRESENIUS KABI RO
concentrat pentru solutie ROMANIA S.R.L.
perfuzabild
Carboplatin Kabi 10 mg/ml | NL/H/4319/001 10718/2018/03 S.C. FRESENIUS KABI RO
concentrat pentru solutie ROMANIA S.R.L.
perfuzabila
Carboplatin 10 mg/ml NL/H/4319/001 PL 18727/0025 FRESENIUS KABI ONCOLOGY UK
concentrate for solution for PLC.
infusion
Carboplatin 10 mg/mi NL/H/4319/001 PA 1422/8/1 FRESENIUS KABI ONCOLOGY 1E
concentrate for solution for PLC.
infusion
Carboplatin Fresenius Kabi | NL/H/4319/001 1S/1/12/025/01 FRESENIUS KABI AB IS
10 mg/ml
innrennslispykkni, lausn
Carboplatin "Fresenius NL/H/4319/001 48062 FRESENIUS KABI AB DK
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

Kabi”, koncentrat til

infusionsveeske, oplgsning

Carboplatin Fresenius Kabi | NL/H/4319/001 10-8046 FRESENIUS KABI NORGE AS NO

10 mg/ml konsentrat til

infusjonsveeske,

opplgsning

Carboplatin Kabi 10 mg/ml | NL/H/4319/001 44/296/12-C FRESENIUS KABI S.R.O. cz

koncentrat pro infuzni

roztok

Carboplatin Kabi 10 mg/ml | NL/H/4319/001 LT/1/12/2880/001 FRESENIUS KABI POLSKA SP. | LT

koncentratas infuziniam Z 0.0.

tirpalui

Carboplatin Kabi 10 mg/ml | NL/H/4319/001 12-0048 FRESENIUS KABI POLSKA SP. | LV

koncentrats infuziju Z 0.0.

Skiduma pagatavosSanai

Carboplatin Kabi 10 mg/ml | NL/H/4319/001 84223.00.00 FRESENIUS KABI DE

Konzentrat zur Herstellung DEUTSCHLAND GMBH

einer Infusionslésung

Carboplatin Kabi 10 NL/H/4319/001 777812 FRESENIUS KABI POLSKA SP. | EE

mg/ml, infusioonilahuse Z 0.0.

kontsentraat

Carboplatin Kabi 10 NL/H/4319/001 44/0165/12-S FRESENIUS KABI S.R.O. SK

mg/ml, inflzny koncentrat

Carboplatina Kabi 10 NL/H/4319/001 5443866 FRESENIUS KABI PHARMA PT

mg/ml concentrado para PORTUGAL, LDA.

solucdo para perfusao

Carboplatine Fresenius NL/H/4319/001 BE419492 FRESENIUS KABI NV/SA BE

Kabi 10 mg/ml concentraat

voor oplossing voor infusie

Carboplatine Fresenius NL/H/4319/001 RVG 108902 FRESENIUS KABI NL

Kabi 10 mg/ml concentraat NEDERLAND B.V.

voor oplossing voor infusie

Carboplatine Fresenius NL/H/4319/001 BE419492 FRESENIUS KABI NV/SA BE

Kabi 10 mg/ml Konzentrat
zur Herstellung einer
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

Infusionslésung

Carboplatine Fresenius NL/H/4319/001 BE419492 FRESENIUS KABI NV/SA BE

Kabi 10 mg/ml solution a

diluer pour perfusion

Carboplatin Kabi 10 mg/ml | NL/H/4319/001 OGYI-T-22216/01 FRESENIUS KABI ONCOLOGY | HU

koncentratum oldatos PLC.

infGziéhoz

Carboplatin Kabi, 10 NL/H/4319/001 20392 FRESENIUS KABI POLSKA SP. | PL

mg/ml, koncentrat do Z 0.0.

sporzadzania roztworu do

infuzji

Carboplatino Kabi 10 NL/H/4319/001 76092 FRESENIUS KABI ESPANA ES

mg/ml concentrado para S.A.U.

solucién para perfusion

EFG

Carboplatin 10 mg/ml NL/H/4319/001 MA1123/01001 FRESENIUS KABI ITALIA MT

concentrate for solution for S.R.L.

infusion

Carboplatin 10 mg/ml NL/H/4319/001 MA1123/01002 FRESENIUS KABI ITALIA MT

concentrate for solution for S.R.L.

infusion

Carboplatin 10 mg/ml NL/H/4319/001 MA1123/01004 FRESENIUS KABI ITALIA MT

concentrate for solution for S.R.L.

infusion

Carboplatin 10 mg/ml NL/H/4319/001 MA1123/01003 FRESENIUS KABI ITALIA MT

concentrate for solution for S.R.L.

infusion

Carboplatine Aurobindo 10 | DE/H/1222/001 RVG 102451 AUROBINDO PHARMA B.V. NL

mg/ml, concentraat voor

oplossing voor infusie

Carboplatino Aurobindo 10 | DE/H/1222/001 039990015 AUROBINDO PHARMA IT

mg/ml concentrato per (ITALIA) S.R.L.

soluzione per infusione

Carboplatino Aurobindo 10 | DE/H/1222/001 039990027 AUROBINDO PHARMA IT

mg/ml concentrato per

(ITALIA) S.R.L.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

soluzione per infusione

Carboplatino Aurobindo 10 | DE/H/1222/001 039990039 AUROBINDO PHARMA IT

mg/ml concentrato per (ITALIA) S.R.L.

soluzione per infusione

Carboplatino Aurobindo 10 | DE/H/1222/001 039990041 AUROBINDO PHARMA IT

mg/ml concentrato per (ITALIA) S.R.L.

soluzione per infusione

Carboplatino Aurobindo 10 | DE/H/1222/001 039990054 AUROBINDO PHARMA IT

mg/ml concentrato per (ITALIA) S.R.L.

soluzione per infusione

Carboplatin Aurobindo 10 DE/H/1222/001 70327.00.00 ACTAVIS GROUP PTC EHF. DE

mg/ml Konzentrat zur

Herstellung einer

Infusionslésung

Carboplatin 10mg/ml not available PL 14510/0014 EBEWE PHARMA UK

Concentrate for Solution

for Injection

Carboplatin 10mg/ml not available PL 14510/0015 EBEWE PHARMA UK

Concentrate for Solution

for Injection

Carboplatin 210mg/ml not available PL 14510/0016 EBEWE PHARMA UK

Concentrate for Solution

for Injection

Carboplatin 10 mg/ml SE/H/1908/01 PL 20075/0028 ACCORD HEALTHCARE UK

concentrate for solution for LIMITED

infusion

Carboplatin 10 mg/ml SE/H/1908/01 PL 20075/0028 ACCORD HEALTHCARE UK

concentrate for solution for LIMITED

infusion

Carboplatin 10 mg/ml SE/H/1908/01 PL 20075/0028 ACCORD HEALTHCARE UK

concentrate for solution for LIMITED

infusion

Carboplatin Accord 10 SE/H/1908/01 1-29688 ACCORD HEALTHCARE AT

mg/ml Konzentrat zur
Herstellung einer

LIMITED
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

Infusionslésung

Carboplatin Accord 10 SE/H/1908/01 1-29688 ACCORD HEALTHCARE AT

mg/ml Konzentrat zur LIMITED

Herstellung einer

Infusionslésung

Carboplatin Accord 10 SE/H/1908/01 1-29688 ACCORD HEALTHCARE AT

mg/ml Konzentrat zur LIMITED

Herstellung einer

Infusionslésung

Carboplatin Accord SE/H/1908/01 BE 421811 ACCORD HEALTHCARE BE

Healthcare 10 mg/ml, LIMITED

solution a diluer pour

perfusion

Carboplatin Accord SE/H/1908/01 BE 421811 ACCORD HEALTHCARE BE

Healthcare 10 mg/ml, LIMITED

concentraat voor oplossing

voor infusie

Carboplatin Accord 10 SE/H/1908/01 44/292/09-C ACCORD HEALTHCARE Ccz

mg/ml koncentrat pro POLSKA SP. Z O.O.

pfipravu infuzniho roztoku

Carboplatin Accord 10 SE/H/1908/01 44/292/09-C ACCORD HEALTHCARE Ccz

mg/ml koncentrat pro POLSKA SP. Z O.0.

pripravu infuzniho roztoku

Carboplatin Accord 10 SE/H/1908/01 44/292/09-C ACCORD HEALTHCARE Ccz

mg/ml koncentrat pro POLSKA SP. Z O.0.

pripravu infuzniho roztoku

Carboplatin Accord 10 SE/H/1908/01 69496.00.00 ACCORD HEALTHCARE DE

mg/ml Konzentrat zur LIMITED

Herstellung einer

Infusionslésung

Carboplatin Accord 10 SE/H/1908/01 69496.00.00 ACCORD HEALTHCARE DE

mg/ml Konzentrat zur LIMITED

Herstellung einer

Infusionslésung

Carboplatin Accord 10 SE/H/1908/01 69496.00.00 ACCORD HEALTHCARE DE
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

mg/ml Konzentrat zur LIMITED

Herstellung einer

Infusionslésung

Carboplatin "Accord”, SE/H/1908/01 41344 ACCORD HEALTHCARE DK

koncentrat til LIMITED

infusionsvaeske, oplgsning

Carboplatin "Accord”, SE/H/1908/01 41344 ACCORD HEALTHCARE DK

koncentrat til LIMITED

infusionsveeske, oplgsning

Carboplatin "Accord”, SE/H/1908/01 41344 ACCORD HEALTHCARE DK

koncentrat til LIMITED

infusionsveeske, oplgsning

Carboplatin Accord 10 SE/H/1908/01 23562 ACCORD HEALTHCARE B.V. FI

mg/ml

infuusiokonsentraatti,

liuosta varten

Carboplatin Accord 10 SE/H/1908/01 23562 ACCORD HEALTHCARE B.V. Fl

mg/ml

infuusiokonsentraatti,

liuosta varten

Carboplatin Accord 10 SE/H/1908/01 23562 ACCORD HEALTHCARE B.V. FI

mg/ml

infuusiokonsentraatti,

liuosta varten

Carboplatin 10 mg/ml SE/H/1908/01 PA1390/6/1 ACCORD HEALTHCARE IE

Concentrate for Solution LIMITED

for Infusion

Carboplatin 10 mg/ml SE/H/1908/01 PA1390/6/1 ACCORD HEALTHCARE IE

Concentrate for Solution LIMITED

for Infusion

Carboplatin 10 mg/ml SE/H/1908/01 PA1390/6/1 ACCORD HEALTHCARE IE

Concentrate for Solution LIMITED

for Infusion

Carboplatin Accord 10 SE/H/1908/01 09-0483 ACCORD HEALTHCARE B.V. LV

mg/ml koncentrats infuziju
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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

Skiduma pagatavoSanai

Carboplatin Accord 10
mg/ml, concentraat voor
oplossing voor infusie

SE/H/1908/01

RVG 100101

ACCORD HEALTHCARE B.V.

NL

Carboplatin Accord 10
mg/ml, concentraat voor
oplossing voor infusie

SE/H/1908/01

RVG 100101

ACCORD HEALTHCARE B.V.

NL

Carboplatin Accord 10
mg/ml, concentraat voor
oplossing voor infusie

SE/H/1908/01

RVG 100101

ACCORD HEALTHCARE B.V.

NL

Carboplatin Accord 10
mg/ml konsentrat til
infusjonsveeske,
opplgsning

SE/H/1908/01

07-4965

ACCORD HEALTHCARE B.V.

NO

Carboplatin Accord 10
mg/ml konsentrat til
infusjonsveeske,
opplgsning

SE/H/1908/01

07-4965

ACCORD HEALTHCARE B.V.

NO

Carboplatin Accord 10
mg/ml konsentrat til
infusjonsveeske,
opplgsning

SE/H/1908/01

07-4965

ACCORD HEALTHCARE B.V.

NO

Carboplatin Accord, 10
mg/ml, koncentrat do
sporzadzania roztworu do
infuzji

SE/H/1908/01

16711

ACCORD HEALTHCARE
POLSKA SP. Z O.O.

PL

Carboplatin Accord, 10
mg/ml, koncentrat do
sporzadzania roztworu do
infuzji

SE/H/1908/01

16711

ACCORD HEALTHCARE
POLSKA SP. Z O.0O.

PL

Carboplatin Accord, 10
mg/ml, koncentrat do
sporzadzania roztworu do
infuzji

SE/H/1908/01

16711

ACCORD HEALTHCARE
POLSKA SP. Z O.0O.

PL

Carboplatin Accord 10

SE/H/1908/01

44/0595/10-S

ACCORD HEALTHCARE

SK

List of nationally authorised medicinal products

EMA/493839/2019

Page 24/34




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

mg/ml infuzny koncentrat POLSKA SP. Z O.0.

Carboplatin Accord 10 SE/H/1908/01 44/0595/10-S ACCORD HEALTHCARE SK

mg/ml infuzny koncentrat POLSKA SP. Z O.0.

Carboplatin Accord 10 SE/H/1908/01 44/0595/10-S ACCORD HEALTHCARE SK

mg/ml infuzny koncentrat POLSKA SP. Z O.0.

Carboplatino Accord 10 SE/H/1908/01 70707 ACCORD HEALTHCARE S.L.U. | ES

mg/ml concentrado para

solucién para perfusion

EFG

Carboplatino Accord 10 SE/H/1908/01 70707 ACCORD HEALTHCARE S.L.U. | ES

mg/ml concentrado para

solucién para perfusion

EFG

Carboplatino Accord 10 SE/H/1908/01 70707 ACCORD HEALTHCARE S.L.U. | ES

mg/ml concentrado para

solucién para perfusion

EFG

Carboplatin Accord 10 SE/H/1908/01 25512 ACCORD HEALTHCARE B.V. SE

mg/ml koncentrat till

infusionsvatska, l6sning

Carboplatin Accord 10 SE/H/1908/01 25512 ACCORD HEALTHCARE B.V. SE

mg/ml koncentrat till

infusionsvatska, l6sning

Carboplatin Accord 10 SE/H/1908/01 25512 ACCORD HEALTHCARE B.V. SE

mg/ml koncentrat till

infusionsvatska, l6sning

Carboplatin Accord, 10 SE/H/1908/01 627909 ACCORD HEALTHCARE B.V. EE

mg/ml infusioonilahuse

kontsentraat

Carboplatin Accord, 10 SE/H/1908/01 627909 ACCORD HEALTHCARE B.V. EE

mg/ml infusioonilahuse

kontsentraat

Carboplatin Accord, 10 SE/H/1908/01 627909 ACCORD HEALTHCARE B.V. EE

mg/ml infusioonilahuse
kontsentraat
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

Carboplatin 10 mg/ml SE/H/1908/01 PL 20075/0028 ACCORD HEALTHCARE UK

concentrate for solution for LIMITED

infusion

Carboplatin Accord 10 SE/H/1908/01 1-29688 ACCORD HEALTHCARE AT

mg/ml Konzentrat zur LIMITED

Herstellung einer

Infusionsldésung

Carboplatin Accord SE/H/1908/01 BE 340401 ACCORD HEALTHCARE BE

Healthcare 10 mg/ml, LIMITED

solution a diluer pour

perfusion

Carboplatin Accord SE/H/1908/01 BE 340401 ACCORD HEALTHCARE BE

Healthcare 10 mg/ml, LIMITED

concentraat voor oplossing

voor infusie

Carboplatin Accord SE/H/1908/01 BE 340417 ACCORD HEALTHCARE BE

Healthcare 10 mg/ml, LIMITED

solution a diluer pour

perfusion

Carboplatin Accord SE/H/1908/01 BE 340417 ACCORD HEALTHCARE BE

Healthcare 10 mg/ml, LIMITED

concentraat voor oplossing

voor infusie

Carboplatin Accord SE/H/1908/01 BE 340392 ACCORD HEALTHCARE BE

Healthcare 10 mg/ml, LIMITED

solution a diluer pour

perfusion

Carboplatin Accord SE/H/1908/01 BE 340392 ACCORD HEALTHCARE BE

Healthcare 10 mg/ml, LIMITED

concentraat voor oplossing

voor infusie

Carboplatin Accord 10 SE/H/1908/01 44/292/09-C ACCORD HEALTHCARE cz

mg/ml koncentrat pro POLSKA SP. Z O.O.

pripravu infuzniho roztoku

Carboplatin Accord 10 SE/H/1908/01 69496.00.00 ACCORD HEALTHCARE DE
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mg/ml Konzentrat zur LIMITED

Herstellung einer

Infusionslésung

Carboplatin "Accord”, SE/H/1908/01 41344 ACCORD HEALTHCARE DK

koncentrat til LIMITED

infusionsvaeske, oplgsning

Carboplatin Accord 10 SE/H/1908/01 23562 ACCORD HEALTHCARE B.V. Fl

mg/ml

infuusiokonsentraatti,

liuosta varten

Carboplatin Accord 10 SE/H/1908/01 OGYI-T-21544/01 ACCORD HEALTHCARE HU

mg/ml koncentratum POLSKA SP. Z O.0.

oldatos infuziéhoz

Carboplatin 10 mg/ml SE/H/1908/01 PA1390/6/1 ACCORD HEALTHCARE IE

Concentrate for Solution LIMITED

for Infusion

Carboplatin Accord 10 SE/H/1908/01 LT/1/09/1811/001 ACCORD HEALTHCARE B.V. LT

mg/ml koncentratas

infuziniam tirpalui

Carboplatin Accord 10 SE/H/1908/01 09-0483 ACCORD HEALTHCARE B.V. LV

mg/ml koncentrats infuziju

Skiduma pagatavoSanai

Carboplatin Accord 10 SE/H/1908/01 RVG 100101 ACCORD HEALTHCARE B.V. NL

mg/ml, concentraat voor

oplossing voor infusie

Carboplatin Accord 10 SE/H/1908/01 07-4965 ACCORD HEALTHCARE B.V. NO

mg/ml konsentrat til

infusjonsveeske,

opplgsning

Carboplatin Accord, 10 SE/H/1908/01 16711 ACCORD HEALTHCARE PL

mg/ml, koncentrat do POLSKA SP. Z O.O.

sporzadzania roztworu do

infuzji

Carboplatina Accord 10 SE/H/1908/01 5210158 ACCORD HEALTHCARE PT

mg/ml concentrado para

LIMITED
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authorisation country) Authorisation member state product is authorised
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solucdo para perfusao

Carboplatin Accord 10 SE/H/1908/01 44/0595/10-S ACCORD HEALTHCARE SK

mg/ml infuzny koncentrat POLSKA SP. Z O.0.

Carboplatin Accord 10 SE/H/1908/01 OGYI-T-21544/02 ACCORD HEALTHCARE HU

mg/ml koncentratum POLSKA SP. Z O.0.

oldatos infuziéhoz

Carboplatin Accord 10 SE/H/1908/01 OGYI-T-21544/03 ACCORD HEALTHCARE HU

mg/ml koncentratum POLSKA SP. Z O.O.

oldatos infuziéhoz

Carboplatin Accord 10 SE/H/1908/01 OGYI-T-21544/04 ACCORD HEALTHCARE HU

mg/ml koncentratum POLSKA SP. Z O.O.

oldatos inflizi6hoz

Carboplatin Accord 10 SE/H/1908/01 LT/1/09/1811/002 ACCORD HEALTHCARE B.V. LT

mg/ml koncentratas

infuziniam tirpalui

Carboplatin Accord 10 SE/H/1908/01 LT/1/09/1811/003 ACCORD HEALTHCARE B.V. LT

mg/ml koncentratas

infuziniam tirpalui

Carboplatin Accord 10 SE/H/1908/01 LT/1/09/1811/004 ACCORD HEALTHCARE B.V. LT

mg/ml koncentratas

infuziniam tirpalui

Carboplatina Accord 10 SE/H/1908/01 5210166 ACCORD HEALTHCARE PT

mg/ml concentrado para LIMITED

solucdo para perfusao

Carboplatina Accord 10 SE/H/1908/01 5210174 ACCORD HEALTHCARE PT

mg/ml concentrado para LIMITED

solucdo para perfuséao

Carboplatina Accord 10 SE/H/1908/01 5422449 ACCORD HEALTHCARE PT

mg/ml concentrado para LIMITED

solucdo para perfusédo

Carboplatino Accord 10 UK/H/1126/001 70707 ACCORD HEALTHCARE S.L.U. | ES

mg/ml concentrado para

solucién para perfusion

EFG

Carboplatino AHCL 10 SE/H/1908/01 039263013 ACCORD HEALTHCARE IT

List of nationally authorised medicinal products

EMA/493839/2019

Page 28/34




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
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mg/ml Concentrato per LIMITED

soluzione per infusione

Carboplatino AHCL 10 SE/H/1908/01 039263025 ACCORD HEALTHCARE IT

mg/ml Concentrato per LIMITED

soluzione per infusione

Carboplatino AHCL 10 SE/H/1908/01 039263037 ACCORD HEALTHCARE IT

mg/ml Concentrato per LIMITED

soluzione per infusione

Carboplatino AHCL 10 SE/H/1908/01 039263049 ACCORD HEALTHCARE IT

mg/ml Concentrato per LIMITED

soluzione per infusione

Carboplatin Accord 10 SE/H/1908/01 25512 ACCORD HEALTHCARE B.V. SE

mg/ml koncentrat till

infusionsvatska, lésning

Carboplatin Accord 10 SE/H/1908/01 09-0483 ACCORD HEALTHCARE B.V. LV

mg/ml koncentrats inflziju

Skiduma pagatavosanai

Carboplatin Accord 10 SE/H/1908/01 09-0483 ACCORD HEALTHCARE B.V. LV

mg/ml koncentrats inflziju

Skiduma pagatavosanai

Carboplatin Accord, 10 SE/H/1908/01 627909 ACCORD HEALTHCARE B.V. EE

mg/ml infusioonilahuse

kontsentraat

CARBOPLATINE ARROW 10 | not available 34,163 ARROW GENERIQUES FR

mg/ml, solution pour

perfusion

Carboplatino Pfizer Italia not available 028491037 PFIZER ITALIA S.R.L. IT

450 mg/45 ml soluzione

iniettabile per uso

endovenoso

Carboplatino Pfizer Italia not available 028491076 PFIZER ITALIA S.R.L. IT

600 mg/60 ml soluzione

iniettabile per uso

endovenoso

Carboplatino Pfizer Italia not available 028491025 PFIZER ITALIA S.R.L. IT
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150 mg/15 ml soluzione
iniettabile per uso
endovenoso

Carboplatino Pfizer Italia not available 028491013 PFIZER ITALIA S.R.L. IT
50 mg/ 5 ml soluzione
iniettabile per uso
endovenoso

Carboplatin PhaRes 10 not available 2202028.00.00 PHARMA RESOURCES GMBH DE
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

CARBO-cell® 10 mg/ml not available 46297.00.00 STADAPHARM GMBH DE
Infusionslésung,
Konzentrat zur Herstellung
einer

Infusionslésung

Carboplatine Hospira not available BE 165986 HOSPIRA BENELUX BVBA BE
Onco-Tain 150 mg/15 mi
oplossing voor injectie /
infusie

Carboplatine Hospira not available BE 165977 HOSPIRA BENELUX BVBA BE
Onco-Tain 450 mg/45 ml
oplossing voor injectie /
infusie

Carboplatine Hospira not available BE 165995 HOSPIRA BENELUX BVBA BE
Onco-Tain 600 mg/60 mi
oplossing voor injectie /
infusie

Carboplatine Hospira not available BE 165986 HOSPIRA BENELUX BVBA BE
Onco-Tain 150 mg/15 ml
solution injectable / pour
perfusion

Carboplatine Hospira not available BE 165977 HOSPIRA BENELUX BVBA BE
Onco-Tain 450 mg/45 mi
solution injectable / pour
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Authorisation
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National Authorisation Number
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perfusion

Carboplatine Hospira
Onco-Tain 600 mg/60 mi
solution injectable / pour
perfusion

not available

BE 165995

HOSPIRA BENELUX BVBA

BE

Carboplatine Hospira
Onco-Tain 150 mg/15 ml
Injektions-
/Infusionslésung

not available

BE 165986

HOSPIRA BENELUX BVBA

BE

Carboplatine Hospira
Onco-Tain 450 mg/45 mi
Injektions-
/Infusionslésung

not available

BE 165977

HOSPIRA BENELUX BVBA

BE

Carboplatine Hospira
Onco-Tain 600 mg/60 ml
Injektions-
/Infusionslésung

not available

BE 165995

HOSPIRA BENELUX BVBA

BE

Carboplatine Hospira 10
mg/ml Onco-Tain
concentraat voor oplossing
voor infusie 10 mg/ml, 50
mg

not available

RVG 23321

HOSPIRA BENELUX BVBA

NL

Carboplatine Hospira 600
mg/60 ml, concentraat
voor oplossing voor
intraveneuze infusie 10
mg/ml

not available

RVG 26203

HOSPIRA BENELUX BVBA

NL

Carboplatine Hospira 10
mg/ml Onco-Tain
concentraat voor oplossing
voor infusie 10 mg/ml,
150 mg

not available

RVG 23321

HOSPIRA BENELUX BVBA

NL

Carboplatine Hospira 10
mg/ml Onco-Tain
concentraat voor oplossing

not available

RVG 23321

HOSPIRA BENELUX BVBA

NL
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MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
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voor infusie 10 mg/ml,
450 mg

Carboplatine Hospira
Onco-Tain 150 mg/15 mi
Injektions-
/Infusionslésung

not available

1994100664

HOSPIRA BENELUX BVBA

LU

Carboplatine Hospira
Onco-Tain 450 mg/45 mi
Injektions-
/Infusionslésung

not available

1994100665

HOSPIRA BENELUX BVBA

LU

Carboplatine Hospira
Onco-Tain 600 mg/60 ml
Injektions-
/Infusionslésung

not available

1994100663

HOSPIRA BENELUX BVBA

LU

Carboplatin Pfizer 150
mg/15 ml koncentrat za
otopinu za infuziju

not available

HR-H-448227566

PFIZER CROATIA D.O.O.

HR

CARBOPLATINO Pfizer 150
mg/15 ml soluzione per
infusione

not available

032776027

PFIZER ITALIA S.R.L.

CARBOPLATINO Pfizer 450
mg/45 ml soluzione per
infusione

not available

032776039

PFIZER ITALIA S.R.L.

CARBOPLATINO Pfizer 50
mg/5 ml soluzione per
infusione

not available

032776015

PFIZER ITALIA S.R.L.

Carboplatin Pfizer CS 450
mg Konzentrat zur
Infusionsbereitung

not available

1-21069

PFIZER CORPORATION
AUSTRIA GESELLSCHAFT
M.B.H.

AT

Carboplatin Pfizer, 10
mg/ml, roztwor do
wstrzykiwan

not available

4774

PFIZER EUROPE MA EEIG

PL

Carboplatin Pfizer, 10
mg/ml, roztwor do
wstrzykiwan

not available

4774

PFIZER EUROPE MA EEIG

PL
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authorisation country)

MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Carboplatin Pfizer, 10
mg/ml, roztwér do
wstrzykiwan

not available

4774

PFIZER EUROPE MA EEIG

PL

Carboplatine Hospira
Onco-Tain 150 mg/15 ml
solution injectable / pour
perfusion

not available

1994100664

HOSPIRA BENELUX BVBA

LU

Carboplatine Hospira
Onco-Tain 450 mg/45 mi
solution injectable / pour
perfusion

not available

1994100665

HOSPIRA BENELUX BVBA

LU

Carboplatine Hospira
Onco-Tain 600 mg/60 mi
solution injectable / pour
perfusion

not available

1994100663

HOSPIRA BENELUX BVBA

LU

Carboplatin PhaRes 10
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

not available

2202026.00.00

TILLOMED PHARMA GMBH

DE

Carboplatin onkovis 10
mg/ml Infusionslésung

not available

39079.00.00

ONKOVIS GMBH

DE

Carboplatine Aurobindo 10
mg/ml, concentraat voor
oplossing voor infusie

DE/H/1222/001

RVG 102451

AUROBINDO PHARMA B.V.

NL

Carboplatino Aurobindo 10
mg/ml concentrato per
soluzione per infusione

DE/H/1222/001

039990015

AUROBINDO PHARMA
(ITALIA) S.R.L.

Carboplatino Aurobindo 10
mg/ml concentrato per
soluzione per infusione

DE/H/1222/001

039990027

AUROBINDO PHARMA
(ITALIA) S.R.L.

Carboplatino Aurobindo 10
mg/ml concentrato per
soluzione per infusione

DE/H/1222/001

039990039

AUROBINDO PHARMA
(ITALIA) S.R.L.

Carboplatino Aurobindo 10
mg/ml concentrato per

DE/H/1222/001

039990041

AUROBINDO PHARMA
(ITALIA) S.R.L.

List of nationally authorised medicinal products

EMA/493839/2019

Page 33/34
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soluzione per infusione

Carboplatino Aurobindo 10 | DE/H/1222/001 039990054 AUROBINDO PHARMA IT

mg/ml concentrato per (ITALIA) S.R.L.

soluzione per infusione

Carboplatin Aurobindo 10 DE/H/1222/001 70327.00.00 ACTAVIS GROUP PTC EHF. DE

mg/ml Konzentrat zur

Herstellung einer

Infusionslésung

Ribocarbo®-L 10 mg/ml — | not available 3002152.00.00 HIKMA FARMACEUTICA DE

Konzentrat zur Herstellung
einer Infusionslésung

(PORTUGAL), S.A.
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