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Injektionslosung in
Fertigspritzen/Patronen

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

Gadovist® 1,0 mmol/ml | DE/H/3372/001 1-23810 BAYER AUSTRIA GMBH AT

Injektionslésung

Gadovist® 1,0 mmol/ml| | DE/H/3372/002 1-24111 BAYER AUSTRIA GMBH AT

Injektionslésung in

Fertigspritzen/Patronen

PixxoscanTM 1 mmol/ml | SE/H/2208/001 141642 GE HEALTHCARE HANDELS AT

Injektionslésung GMBH

PixxoscanTM 1 mmol/ml | SE/H/2208/002 141643 GE HEALTHCARE HANDELS AT

Injektionslésung in einer GMBH

Fertigspritze

Gadovist 1,0 mmol/ml DE/H/3372/001 BE456942 BAYER SA NV BE

Injektionslésung

Gadovist 1,0 mmol/ml DE/H/3372/001 BE429161 BAYER SA NV BE

Injektionslésung

Gadovist 1,0 mmol/ml DE/H/3372/001 BE429177 BAYER SA NV BE

Injektionslésung

Gadovist 1,0 mmol/ml DE/H/3372/001 BE217077 BAYER SA NV BE

Injektionslésung

Gadovist 1,0 mmol/ml DE/H/3372/001 BE217086 BAYER SA NV BE

Injektionslésung

Gadovist 1,0 mmol/ml DE/H/3372/002 BE221094 BAYER SA NV BE

Injektionslésung in

Fertigspritzen/Patronen

Gadovist 1,0 mmol/ml DE/H/3372/002 BE266332 BAYER SA NV BE

Injektionslésung in

Fertigspritzen/Patronen

Gadovist 1,0 mmol/ml DE/H/3372/002 BE266341 BAYER SA NV BE

Injektionslésung in

Fertigspritzen/Patronen

Gadovist 1,0 mmol/ml DE/H/3372/002 BE266323 BAYER SA NV BE

Injektionslésung in

Fertigspritzen/Patronen

Gadovist 1,0 mmol/ml DE/H/3372/002 BE320695 BAYER SA NV BE
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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

Gadovist 1,0 mmol/ml DE/H/3372/002 BE320686 BAYER SA NV BE

Injektionslésung in

Fertigspritzen/Patronen

Gadovist 1,0 mmol/ml DE/H/3372/002 BE429186 BAYER SA NV BE

Injektionslésung in

Fertigspritzen/Patronen

Gadovist 1,0 mmol/ml DE/H/3372/002 BE320704 BAYER SA NV BE

Injektionslésung in

Fertigspritzen/Patronen

Gadovist 1,0 mmol/ml DE/H/3372/002 BE480231 BAYER SA NV BE

Injektionslésung in

Fertigspritzen/Patronen

Gadovist 1,0 mmol/ml DE/H/3372/002 BE480240 BAYER SA NV BE

Injektionslosung in

Fertigspritzen/Patronen

Gadovist 1,0 mmol/ml DE/H/3372/002 BE480266 BAYER SA NV BE

Injektionslésung in

Fertigspritzen/Patronen

Gadovist 1,0 mmol/ml DE/H/3372/002 BE480275 BAYER SA NV BE

Injektionslésung in

Fertigspritzen/Patronen

Gadovist 1,0 mmol/ml DE/H/3372/002 BE480257 BAYER SA NV BE

Injektionslésung in

Fertigspritzen/Patronen

Gadovist 1,0 mmol/ml DE/H/3372/001 BE456942 BAYER SA NV BE

oplossing voor injectie

Gadovist 1,0 mmol/ml DE/H/3372/001 BE429177 BAYER SA NV BE

oplossing voor injectie

Gadovist 1,0 mmol/ml DE/H/3372/001 BE429161 BAYER SA NV BE

oplossing voor injectie

Gadovist 1,0 mmol/ml DE/H/3372/001 BE217086 BAYER SA NV BE

oplossing voor injectie

Gadovist 1,0 mmol/ml DE/H/3372/001 BE217077 BAYER SA NV BE

oplossing voor injectie

Gadovist 1,0 mmol/ml DE/H/3372/002 BE429186 BAYER SA NV BE

oplossing voor injectie in
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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

voorgevulde spuit /
patroon

Gadovist 1,0 mmol/ml DE/H/3372/002 BE320704 BAYER SA NV BE
oplossing voor injectie in
voorgevulde spuit /
patroon

Gadovist 1,0 mmol/ml DE/H/3372/002 BE320695 BAYER SA NV BE
oplossing voor injectie in
voorgevulde spuit /
patroon

Gadovist 1,0 mmol/ml DE/H/3372/002 BE266341 BAYER SA NV BE
oplossing voor injectie in
voorgevulde spuit /
patroon

Gadovist 1,0 mmol/ml DE/H/3372/002 BE266332 BAYER SA NV BE
oplossing voor injectie in
voorgevulde spuit /
patroon

Gadovist 1,0 mmol/ml DE/H/3372/002 BE480231 BAYER SA NV BE
oplossing voor injectie in
voorgevulde spuit /
patroon

Gadovist 1,0 mmol/ml DE/H/3372/002 BE480240 BAYER SA NV BE
oplossing voor injectie in
voorgevulde spuit /
patroon

Gadovist 1,0 mmol/mil DE/H/3372/002 BE480257 BAYER SA NV BE
oplossing voor injectie in
voorgevulde spuit /
patroon

Gadovist 1,0 mmol/ml DE/H/3372/002 BE480266 BAYER SA NV BE
oplossing voor injectie in
voorgevulde spuit /
patroon

Gadovist 1,0 mmol/ml DE/H/3372/002 BE480275 BAYER SA NV BE
oplossing voor injectie in
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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

voorgevulde spuit /
patroon

Gadovist 1,0 mmol/ml
oplossing voor injectie in
voorgevulde spuit /
patroon

DE/H/3372/002

BE266323

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
oplossing voor injectie in
voorgevulde spuit /
patroon

DE/H/3372/002

BE221094

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
oplossing voor injectie in
voorgevulde spuit /
patroon

DE/H/3372/002

BE320686

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable

DE/H/3372/001

BE429177

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable

DE/H/3372/001

BE456942

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable

DE/H/3372/001

BE429161

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable

DE/H/3372/001

BE217077

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable

DE/H/3372/001

BE217086

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

BE266323

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

BE221094

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

BE266341

BAYER SA NV

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

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

BE266332

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

BE320695

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

BE320686

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

BE320704

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

BE429186

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

BE480231

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

BE480240

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

BE480257

BAYER SA NV

BE

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

BE480275

BAYER SA NV

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

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

BE480266

BAYER SA NV

BE

Mragosuct 1,0 mmol/ml
MHXEKUMOHEH pa3TBop

DE/H/3372/001

20090440

BAYER AG

BG

Magosuct 1,0 mmol/ml
MHXXEKLMOHEH pa3TBop B
npeaBapuUTeNHoO
Hanb/IHEHA
CNpUHLOBKa/NaTpoH

DE/H/3372/002

20021053

BAYER AG

BG

Gadovist 1,0 mmol/ml
gveaipo diaAupa

DE/H/3372/001

22534

BAYER HELLAS SA

Cy

Gadovist 1,0 mmol/ml
€VEOIPO OIGAUMA o€
NpoyeUIoPEVN auplyya/
Qpuaiyylo

DE/H/3372/002

22535

BAYER HELLAS SA

Cy

Gadovist 1 mmol/ml
injek¢ni roztok

not available

48/535/00-A/C

BAYER AG

Ccz

Gadovist 1 mmol/ml
injek¢ni roztok v
predplnéné injekcni
stiikacce

not available

48/535/00-B/C

BAYER AG

Ccz

Gadovist® 1,0 mmol/ml
Injektionslésung

DE/H/3372/001

40252.00.00

BAYER VITAL GMBH

DE

Gadovist® 1,0 mmol/ml
Injektionslosung in
Fertigspritzen/Patronen

DE/H/3372/002

49627.01.00

BAYER VITAL GMBH

DE

GadovistAuto 1,0
mmol/ml
Injektionslésung in einer
Fertigspritze

DE/H/3372/003

98640.00.00

BAYER VITAL GMBH

DE

GadovistManuell 1,0
mmol/ml
Injektionslésung in einer
Fertigspritze

DE/H/3372/004

98641.00.00

BAYER VITAL GMBH

DE

List of nationally authorised medicinal products

Error! Unknown document property name.

Page 7/37




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

Pixxoscan 1,0 mmol/ml SE/H/2208/001 7007564.00.00 GE HEALTHCARE BUCHLER DE

Injektionslésung GMBH & CO. KG

Pixxoscan 1,0 mmol/ml SE/H/2208/002 7007565.00.00 GE HEALTHCARE BUCHLER DE

Injektionslésung in einer GMBH & CO. KG

Fertigspritze

Gadovist, DE/H/3372/001 31449 BAYER AB DK

injektionsvaeske,

oplgsning

Gadovist, DE/H/3372/002 31988 BAYER AB DK

injektionsvaeske,

oplgsning, fyldt

injektionssprgijte

Gadovist, 1,0 mmol/ml DE/H/3372/001 441604 BAYER AG EE

ststelahus

Gadovist, 1,0 mmol/ml DE/H/3372/002 993319 BAYER AG EE

sustelahus

sustlis/kolbampullis

Gadovist 1 mmol/ml DE/H/3372/002 63.898 BAYER HISPANIA SL ES

solucién inyectable en

jeringa precargada/

cartucho precargado

Gadovist 1 mmol/ml DE/H/3372/001 63.535 BAYER HISPANIA SL ES

solucién inyectable en

vial

Pixxoscan 1,0 mmol/ml SE/H/2208/001 607715 - 3 GE HEALTHCARE BIO- ES

solucién inyectable EFG SCIENCES, S.A.U.

Pixxoscan 1,0 mmol/ml SE/H/2208/001 607716 - 0 GE HEALTHCARE BIO- ES

solucion inyectable EFG SCIENCES, S.A.U.

Pixxoscan 1,0 mmol/ml SE/H/2208/001 607717 - 7 GE HEALTHCARE BIO- ES

solucion inyectable EFG SCIENCES, S.A.U.

Pixxoscan 1,0 mmol/ml SE/H/2208/001 607718 - 4 GE HEALTHCARE BIO- ES

solucion inyectable EFG SCIENCES, S.A.U.

Pixxoscan 1,0 mmol/ml SE/H/2208/002 607709 - 2 GE HEALTHCARE BIO- ES

solucién inyectable en SCIENCES, S.A.U.

jeringa precargada EFG

Pixxoscan 1,0 mmol/ml SE/H/2208/002 607710 - 8 GE HEALTHCARE BIO- ES
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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

solucion inyectable en SCIENCES, S.A.U.

jeringa precargada EFG

Pixxoscan 1,0 mmol/ml SE/H/2208/002 607711 -5 GE HEALTHCARE BIO- ES

solucion inyectable en SCIENCES, S.A.U.

jeringa precargada EFG

Pixxoscan 1,0 mmol/ml SE/H/2208/002 607712 - 2 GE HEALTHCARE BIO- ES

solucion inyectable en SCIENCES, S.A.U.

jeringa precargada EFG

Pixxoscan 1,0 mmol/ml SE/H/2208/002 607714 - 6 GE HEALTHCARE BIO- ES

solucién inyectable en SCIENCES, S.A.U.

jeringa precargada EFG

Gadovist 1,0 mmol/mil DE/H/3372/001 15540 BAYER QY FI

injektioneste, liuos

Gadovist 1,0 mmol/ml DE/H/3372/002 16261 BAYER OY FI

injektioneste, liuos

esitaytetyssa

ruiskussa/sylinteriampull

issa

Gadovist 1,0 mmol/ml, DE/H/3372/001 15540 BAYER OY FI

injektionsvatska, 16sning

Gadovist 1,0 mmol/ml, DE/H/3372/002 16261 BAYER QY FI

injektionsvatska, I6sning

i forfylld

spruta/cylinderampull

GADOVIST 1,0 DE/H/3372/001 34009 279 0816 3 BAYER HEALTHCARE FR

mmol/mL, solution

injectable

GADOVIST 1,0 DE/H/3372/001 34009 586 860 2 3 BAYER HEALTHCARE FR

mmol/mL, solution

injectable

GADOVIST 1,0 DE/H/3372/001 34009 355586 2 6 BAYER HEALTHCARE FR

mmol/mL, solution

injectable

GADOVIST 1,0 DE/H/3372/001 34009 562946 4 0 BAYER HEALTHCARE FR

mmol/mL, solution
injectable
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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

GADOVIST 1,0
mmol/mL, solution
injectable

DE/H/3372/001

34009 562 948 7 9

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable

DE/H/3372/001

34009 562 945 8 9

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable

DE/H/3372/001

34009 5629470 1

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable

DE/H/3372/001

34009 355583 36

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable

DE/H/3372/001

34009 3555856 5

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable

DE/H/3372/001

34009 3555879 4

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 360 803 8 6

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 370 141 8 2

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 567 1756 9

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 550 1361 7

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution

DE/H/3372/002

34009 550 136 0 0

BAYER HEALTHCARE

FR

List of nationally authorised medicinal products

Error! Unknown document property name.

Page 10/37




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

injectable en seringue
préremplie

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 300 386 9 7

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 550 136 3 1

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 300 386 7 3

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 300 386 6 6

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 300 386 8 0

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 300 387 0 3

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 550 136 4 8

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 550 136 55

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution

DE/H/3372/002

34009 567 176 2 0

BAYER HEALTHCARE

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

injectable en seringue
préremplie

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 370 1424 3

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 564 571 8 2

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 564 5701 4

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 564 572 4 3

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 360 8021 8

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 360 804 4 7

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 574 797 9 4

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 393 13252

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution

DE/H/3372/002

34009 574 796 2 6

BAYER HEALTHCARE

FR

List of nationally authorised medicinal products

Error! Unknown document property name.

Page 12/37




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

injectable en seringue
préremplie

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 39313023

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 574 798 5 5

BAYER HEALTHCARE

FR

GADOVIST 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/002

34009 39313191

BAYER HEALTHCARE

FR

GADOVISTAUTO 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/003

34009 301 644 9 5

BAYER HEALTHCARE

FR

GADOVISTAUTO 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/003

34009 30164518

BAYER HEALTHCARE

FR

GADOVISTAUTO 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/003

34009 301 7657 3

BAYER HEALTHCARE

FR

GADOVISTAUTO 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/003

34009 301 7659 7

BAYER HEALTHCARE

FR

GADOVISTAUTO 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/003

34009 301 7658 0

BAYER HEALTHCARE

FR

GADOVISTAUTO 1,0
mmol/mL, solution

DE/H/3372/003

34009 30199381

BAYER HEALTHCARE

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

injectable en seringue
préremplie

GADOVISTAUTO 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/003

34009 3019937 4

BAYER HEALTHCARE

FR

GADOVISTAUTO 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/003

34009 301 994 0 4

BAYER HEALTHCARE

FR

GADOVISTMANUEL 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/004

34009 301 644 2 6

BAYER HEALTHCARE

FR

GADOVISTMANUEL 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/004

34009 301 644 3 3

BAYER HEALTHCARE

FR

GADOVISTMANUEL 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/004

34009 30181751

BAYER HEALTHCARE

FR

GADOVISTMANUEL 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/004

34009 301 8174 4

BAYER HEALTHCARE

FR

GADOVISTMANUEL 1,0
mmol/mL, solution
injectable en seringue
préremplie

DE/H/3372/004

34009 301 817 37

BAYER HEALTHCARE

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable

SE/H/2208/001

34009 302 728 4 8

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable

SE/H/2208/001

34009 55095200

GE HEALTHCARE SAS

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

PIXCYCLIC 1,0
mmol/mL, solution
injectable

SE/H/2208/001

34009 302 728 55

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable

SE/H/2208/001

34009 55095217

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable

SE/H/2208/001

34009 302 728 6 2

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable

SE/H/2208/001

34009 550 952 2 4

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable

SE/H/2208/001

34009 302 728 8 6

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable

SE/H/2208/001

34009 550952 31

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable

SE/H/2208/001

34009 302 7289 3

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable

SE/H/2208/001

34009 55095255

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable en seringue
préremplie

SE/H/2208/002

34009 30272909

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable en seringue
préremplie

SE/H/2208/002

34009 550 952 6 2

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable en seringue
préremplie

SE/H/2208/002

34009 30272916

GE HEALTHCARE SAS

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

PIXCYCLIC 1,0
mmol/mL, solution
injectable en seringue
préremplie

SE/H/2208/002

34009 55095279

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable en seringue
préremplie

SE/H/2208/002

34009 3027292 3

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable en seringue
préremplie

SE/H/2208/002

34009 550 952 8 6

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable en seringue
préremplie

SE/H/2208/002

34009 302 7294 7

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable en seringue
préremplie

SE/H/2208/002

34009 550 9529 3

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable en seringue
préremplie

SE/H/2208/002

34009 302 7354 8

GE HEALTHCARE SAS

FR

PIXCYCLIC 1,0
mmol/mL, solution
injectable en seringue
préremplie

SE/H/2208/002

34009 550 9551 4

GE HEALTHCARE SAS

FR

Gadovist 1,0 mmol/ml
€VEQIYO JIAAUMa

DE/H/3372/001

32842/24-5-2011

BAYER HELLAS SA

GR

Gadovist 1,0 mmol/ml
evEoiPo dlIaAUpa o
npoyeuioPevn ouplyya/
Quaiyylo

DE/H/3372/002

32843/24-5-2011

BAYER HELLAS SA

GR

Pixxoscan 1,0 mmol/ml
gveaipo diaAupa

SE/H/2208/001

62071/30-05-2025

GE HEALTHCARE AS

GR
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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

Pixxoscan 1,0 mmol/ml SE/H/2208/002 62072/30-05-2025 GE HEALTHCARE AS GR

€VEOIPO OIGAUMA o€

npoyepiouévn ouplyyd

Gadovist 1,0 mmol/ml DE/H/3372/001 HR-H-640080282 BAYER DOO HR

otopina za injekciju

Gadovist 1,0 mmol/ml DE/H/3372/002 HR-H-860656850 BAYER DOO HR

otopina za injekciju u

napunjenoj

Strcaljki/ulosku

Gadovist 1,0 mmol/ml not available OGYI-T-7793/06 BAYER AG HU

oldatos injekcio

Gadovist 1,0 mmol/ml not available OGYI-T-7793/02 BAYER AG HU

oldatos injekcid

Gadovist 1,0 mmol/ml not available OGYI-T-7793/01 BAYER AG HU

oldatos injekcid

Gadovist 1,0 mmol/ml not available OGYI-T-7793/04 BAYER AG HU

oldatos injekcio

Gadovist 1,0 mmol/ml not available OGYI-T-7793/05 BAYER AG HU

oldatos injekcio

Gadovist 1.0 mmol/ml DE/H/3372/001 PA1410/018/001 BAYER LTD IE

solution for injection

Gadovist 1.0 mmol/ml DE/H/3372/001 PA1410/018/003 BAYER LTD 1IE

solution for injection

Gadovist 1.0 mmol/ml DE/H/3372/002 PA1410/018/004 BAYER LTD IE

solution for injection in

prefilled cartridge

Gadovist 1.0 mmol/ml DE/H/3372/002 PA1410/018/002 BAYER LTD 1IE

solution for injection in

prefilled Syringe

Gadovist 1,0 mmol/ml, DE/H/3372/001 MTNR 970380 (IS) BAYER AB IS

stungulyf, lausn

Gadovist 1,0 mmol/ml, DE/H/3372/002 1S/1/18/022/01 BAYER AB IS

stungulyf, lausn i

afylltum

sprautum/rérlykjum

Gadovist 1,0 mmol/ml DE/H/3372/001 034964231 BAYER SPA 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

soluzione iniettabile

Gadovist 1,0 mmol/ml
soluzione iniettabile

DE/H/3372/001

034964229

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile

DE/H/3372/001

034964116

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile

DE/H/3372/001

034964128

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile

DE/H/3372/001

034964130

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile

DE/H/3372/001

034964104

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile

DE/H/3372/001

034964460

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile

DE/H/3372/001

034964496

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile

DE/H/3372/001

034964472

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile

DE/H/3372/001

034964484

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964167

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964142

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964155

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964217

BAYER SPA

IT

Gadovist 1,0 mmol/ml

DE/H/3372/002

034964332

BAYER SPA

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

soluzione iniettabile,
siringa
preriempita/cartuccia

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964294

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964282

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964433

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964320

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964445

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964458

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964318

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964306

BAYER SPA

IT

Gadovist 1,0 mmol/ml

DE/H/3372/002

034964357

BAYER SPA

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

soluzione iniettabile,
siringa
preriempita/cartuccia

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964344

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964419

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964421

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964369

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964395

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964383

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964371

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964407

BAYER SPA

IT

Gadovist 1,0 mmol/ml

DE/H/3372/002

034964179

BAYER SPA

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

soluzione iniettabile,
siringa
preriempita/cartuccia

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964193

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964205

BAYER SPA

IT

Gadovist 1,0 mmol/ml
soluzione iniettabile,
siringa
preriempita/cartuccia

DE/H/3372/002

034964181

BAYER SPA

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile

SE/H/2208/001

050606019

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile

SE/H/2208/001

050606021

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile

SE/H/2208/001

050606033

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile

SE/H/2208/001

050606045

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile

SE/H/2208/001

050606058

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile

SE/H/2208/001

050606060

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile

SE/H/2208/001

050606072

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile

SE/H/2208/001

050606084

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile

SE/H/2208/001

050606096

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile

SE/H/2208/001

050606108

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml

SE/H/2208/002

050606110

GE HEALTHCARE AS

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

soluzione iniettabile in
siringhe preriempite

Pixxoscan 1,0 mmol/ml
soluzione iniettabile in
siringhe preriempite

SE/H/2208/002

050606122

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile in
siringhe preriempite

SE/H/2208/002

050606134

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile in
siringhe preriempite

SE/H/2208/002

050606146

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile in
siringhe preriempite

SE/H/2208/002

050606159

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile in
siringhe preriempite

SE/H/2208/002

050606161

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile in
siringhe preriempite

SE/H/2208/002

050606173

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile in
siringhe preriempite

SE/H/2208/002

050606185

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile in
siringhe preriempite

SE/H/2208/002

050606197

GE HEALTHCARE AS

IT

Pixxoscan 1,0 mmol/ml
soluzione iniettabile in
siringhe preriempite

SE/H/2208/002

050606209

GE HEALTHCARE AS

IT

Gadovist 1,0 mmol/ml
injekcinis tirpalas

not available

LT/1/03/2358/002

BAYER AG

LT

Gadovist 1,0 mmol/ml
injekcinis tirpalas

not available

LT/1/03/2358/003

BAYER AG

LT

Gadovist 1,0 mmol/ml
injekcinis tirpalas

not available

LT/1/03/2358/006

BAYER AG

LT

Gadovist 1,0 mmol/ml

not available

LT/1/03/2358/005

BAYER AG

LT
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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

injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/004 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/017 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/016 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/013 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/014 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/011 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/018 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/015 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/012 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/007 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/019 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/010 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/025 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/024 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/020 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/026 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/ml not available LT/1/03/2358/022 BAYER AG LT
injekcinis tirpalas

Gadovist 1,0 mmol/mil not available LT/1/03/2358/023 BAYER AG LT
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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
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/021 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/001 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/008 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/009 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/027 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/029 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/028 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/033 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/031 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/034 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/032 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/030 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/036 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/035 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/038 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/037 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml not available LT/1/03/2358/039 BAYER AG LT
injekcinis tirpalas
Gadovist 1,0 mmol/ml DE/H/3372/001 2001010005 BAYER SA NV LU
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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

Injektionslésung

Gadovist 1,0 mmol/ml
Injektionslésung in
Fertigspritzen/Patronen

DE/H/3372/002

2001030022

BAYER SA NV

LU

Gadovist 1,0 mmol/ml
solution injectable

DE/H/3372/001

2001010005

BAYER SA NV

LU

Gadovist 1,0 mmol/ml
solution injectable en

seringue préremplie /
cartouche

DE/H/3372/002

2001030022

BAYER SA NV

LU

Gadovist 1,0 mmol/ml
Skidums injekcijam

not available

02-0070

BAYER AG

LV

Gadovist 1,0 mmol/ml
skidums injekcijam

not available

02-0070

BAYER AG

LV

Gadovist 1.0 mmol/ml
solution for injection

DE/H/3372/001

MA1354/00101

BAYER HELLAS SA

MT

Gadovist 1.0 mmol/ml
solution for injection in
prefilled
syringe/cartridge

DE/H/3372/002

MA1354/00102

BAYER HELLAS SA

MT

Gadovist 1,0 mmol/ml
oplossing voor injectie in
voorgevulde
spuit/patroon

DE/H/3372/002

RVG 26035

BAYER B.V.

NL

Gadovist 1,0 mmol/ml,
oplossing voor injectie

DE/H/3372/001

RVG 25318

BAYER B.V.

NL

Gadovist 1,0 mmol/ml
injeksjonsvaeske,
opplgsning

DE/H/3372/001

00-1088

BAYER AB

NO

Gadovist 1,0 mmol/ml
injeksjonsvaeske,
opplgsning i ferdigfylt
sprgyte/sylinderampulle

DE/H/3372/002

00-7978

BAYER AB

NO

Pixxoscan 1,0 mmol/ml
injeksjonsveeske,
opplgsning

SE/H/2208/001

21-14420

GE HEALTHCARE AS

NO
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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

Pixxoscan 1,0 mmol/ml SE/H/2208/002 21-14421 GE HEALTHCARE AS NO

injeksjonsvaeske,

opplgsning i ferdigfylt

sprgyte

Gadovist 1,0, 1,0 not available 8991 BAYER AG PL

mmol/ml, roztwdr do

wstrzykiwan

Gadovist 1,0, 1,0 not available 8991 BAYER AG PL

mmol/ml, roztwér do

wstrzykiwan

Gadobutrol Novumgen not available 5866975 NOVUMGEN LIMITED PT

1,0 mmol/ml solucéo

injetavel

Gadobutrol Novumgen not available 5867007 NOVUMGEN LIMITED PT

1,0 mmol/ml solucdo

injetavel

Gadobutrol Novumgen not available 5867015 NOVUMGEN LIMITED PT

1,0 mmol/ml solucdo

injetavel

Gadobutrol Novumgen not available 5867023 NOVUMGEN LIMITED PT

1,0 mmol/ml solugdo

injetavel

Gadobutrol Novumgen not available 5867031 NOVUMGEN LIMITED PT

1,0 mmol/ml solugao

injetavel

Gadovist 1,0 mmol/ml DE/H/3372/001 3248887 LUSAL-PRODUCAO PT

solucdo injetavel QUIMICO-FARMACEUTICA
LUSO-ALEMA LDA.

Gadovist 1,0 mmol/ml DE/H/3372/001 3248788 LUSAL-PRODUCAO PT

solucdo injetavel QUIMICO-FARMACEUTICA
LUSO-ALEMA LDA.

Gadovist 1,0 mmol/ml DE/H/3372/001 3248283 LUSAL-PRODUCAO PT

solucdo injetavel QUIMICO-FARMACEUTICA
LUSO-ALEMA LDA.

Gadovist 1,0 mmol/ml DE/H/3372/001 3248580 LUSAL-PRODUCAO PT

solucdo injetavel QUIMICO-FARMACEUTICA
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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
LUSO-ALEMA LDA.
Gadovist 1,0 mmol/ml DE/H/3372/001 3248481 LUSAL-PRODUCAO PT
solucdo injetavel QUIMICO-FARMACEUTICA
LUSO-ALEMA LDA.
Gadovist 1,0 mmol/ml DE/H/3372/001 3248689 LUSAL-PRODUCAO PT
solugdo injetavel QUIMICO-FARMACEUTICA
LUSO-ALEMA LDA.
Gadovist 1,0 mmol/ml DE/H/3372/001 3248986 LUSAL-PRODUCAO PT
solucdo injetavel QUIMICO-FARMACEUTICA
LUSO-ALEMA LDA.
Gadovist 1,0 mmol/ml DE/H/3372/001 3248382 LUSAL-PRODUCAO PT
solucdo injetavel QUIMICO-FARMACEUTICA
LUSO-ALEMA LDA.
Gadovist 1,0 mmol/ml, DE/H/3372/002 3483088 LUSAL-PRODUCAO PT
solugdo injetavel em QUIMICO-FARMACEUTICA
seringa pré- LUSO-ALEMA LDA.
cheia/cartucho
Gadovist 1,0 mmol/ml, DE/H/3372/002 3483781 LUSAL-PRODUCAO PT
solucdo injetavel em QUIMICO-FARMACEUTICA
seringa pré- LUSO-ALEMA LDA.
cheia/cartucho
Gadovist 1,0 mmol/ml, DE/H/3372/002 3483385 LUSAL-PRODUCAO PT
solucdo injetavel em QUIMICO-FARMACEUTICA
seringa pré- LUSO-ALEMA LDA.
cheia/cartucho
Gadovist 1,0 mmol/ml, DE/H/3372/002 5101035 LUSAL-PRODUCAO PT
solucdo injetavel em QUIMICO-FARMACEUTICA
seringa pré- LUSO-ALEMA LDA.
cheia/cartucho
Gadovist 1,0 mmol/ml, DE/H/3372/002 3482981 LUSAL-PRODUCAO PT
solucdo injetavel em QUIMICO-FARMACEUTICA
seringa pré- LUSO-ALEMA LDA.
cheia/cartucho
Gadovist 1,0 mmol/ml, DE/H/3372/002 3483187 LUSAL-PRODUCAO PT

solugdo injetavel em
seringa pré-

QUIMICO-FARMACEUTICA
LUSO-ALEMA LDA.
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authorisation country) | Authorisation member state product is authorised
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cheia/cartucho

Gadovist 1,0 mmol/ml, DE/H/3372/002 3483484 LUSAL-PRODUCAO PT

solucdo injetavel em QUIMICO-FARMACEUTICA

seringa pré- LUSO-ALEMA LDA.

cheia/cartucho

Gadovist 1,0 mmol/ml, DE/H/3372/002 3483286 LUSAL-PRODUCAO PT

solugdo injetavel em QUIMICO-FARMACEUTICA

seringa pré- LUSO-ALEMA LDA.

cheia/cartucho

Gadovist 1,0 mmol/ml, DE/H/3372/002 3483583 LUSAL-PRODUCAO PT

solucdo injetavel em QUIMICO-FARMACEUTICA

seringa pré- LUSO-ALEMA LDA.

cheia/cartucho

Gadovist 1,0 mmol/ml, DE/H/3372/002 5101027 LUSAL-PRODUCAO PT

solucdo injetavel em QUIMICO-FARMACEUTICA

seringa pré- LUSO-ALEMA LDA.

cheia/cartucho

Gadovist 1,0 mmol/ml, DE/H/3372/002 3482882 LUSAL-PRODUCAO PT

solugdo injetavel em QUIMICO-FARMACEUTICA

seringa pré- LUSO-ALEMA LDA.

cheia/cartucho

Gadovist 1,0 mmol/ml, DE/H/3372/002 3483682 LUSAL-PRODUCAO PT

solucdo injetavel em QUIMICO-FARMACEUTICA

seringa pré- LUSO-ALEMA LDA.

cheia/cartucho

Pixxoscan 1,0 mmol/mL | SE/H/2208/001 5860820 GE HEALTHCARE AS PT

solucdo injetavel

Pixxoscan 1,0 mmol/mL | SE/H/2208/001 5860838 GE HEALTHCARE AS PT

solugdo injetavel

Pixxoscan 1,0 mmol/mL | SE/H/2208/001 5860846 GE HEALTHCARE AS PT

solucdo injetavel

Pixxoscan 1,0 mmol/mL SE/H/2208/001 5860853 GE HEALTHCARE AS PT

solucdo injetavel

Pixxoscan 1,0 mmol/mL | SE/H/2208/001 5860861 GE HEALTHCARE AS PT

solugdo injetavel

Pixxoscan 1,0 mmol/mL | SE/H/2208/001 5860879 GE HEALTHCARE AS PT
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

solugdo injetavel

Pixxoscan 1,0 mmol/mL
solucdo injetavel

SE/H/2208/001

5860903

GE HEALTHCARE AS

PT

Pixxoscan 1,0 mmol/mL
solucdo injetavel

SE/H/2208/001

5860911

GE HEALTHCARE AS

PT

Pixxoscan 1,0 mmol/mL
solucdo injetavel

SE/H/2208/001

5860929

GE HEALTHCARE AS

PT

Pixxoscan 1,0 mmol/mL
solugdo injetavel

SE/H/2208/001

5860937

GE HEALTHCARE AS

PT

Pixxoscan 1,0 mmol/mL
solugdo injetavel em
seringa pré-cheia

SE/H/2208/002

5860945

GE HEALTHCARE AS

PT

Pixxoscan 1,0 mmol/mL
solucdo injetavel em
seringa pré-cheia

SE/H/2208/002

5860960

GE HEALTHCARE AS

PT

Pixxoscan 1,0 mmol/mL
solugdo injetavel em
seringa pré-cheia

SE/H/2208/002

5860952

GE HEALTHCARE AS

PT

Pixxoscan 1,0 mmol/mL
solugdo injetavel em
seringa pré-cheia

SE/H/2208/002

5860978

GE HEALTHCARE AS

PT

Pixxoscan 1,0 mmol/mL
solugdo injetavel em
seringa pré-cheia

SE/H/2208/002

5861000

GE HEALTHCARE AS

PT

Pixxoscan 1,0 mmol/mL
solugdo injetavel em
seringa pré-cheia

SE/H/2208/002

5861018

GE HEALTHCARE AS

PT

Pixxoscan 1,0 mmol/mL
solucgdo injetavel em
seringa pré-cheia

SE/H/2208/002

5861026

GE HEALTHCARE AS

PT

Pixxoscan 1,0 mmol/mL
solucdo injetavel em
seringa pré-cheia

SE/H/2208/002

5861034

GE HEALTHCARE AS

PT

Pixxoscan 1,0 mmol/mL
solucdo injetavel em
seringa pré-cheia

SE/H/2208/002

5861042

GE HEALTHCARE AS

PT
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number

Pixxoscan 1,0 mmol/mL SE/H/2208/002 5861059 GE HEALTHCARE AS PT

solucgdo injetavel em

seringa pré-cheia

Gadovist 1,0 mmol/ml not available 10724/2018/03 BAYER AG RO

solutie injectabilad

Gadovist 1,0 mmol/ml not available 10724/2018/06 BAYER AG RO

solutie injectabila

Gadovist 1,0 mmol/ml not available 10724/2018/07 BAYER AG RO

solutie injectabild

Gadovist 1,0 mmol/ml not available 10724/2018/05 BAYER AG RO

solutie injectabila

Gadovist 1,0 mmol/ml not available 10724/2018/04 BAYER AG RO

solutie injectabilad

Gadovist 1,0 mmol/ml not available 10724/2018/02 BAYER AG RO

solutie injectabilad

Gadovist 1,0 mmol/ml not available 10724/2018/01 BAYER AG RO

solutie injectabild

Gadovist 1,0 mmol/ml not available 10460/2017/04 BAYER AG RO

solutie injectabila in

seringa preumpluta

Gadovist 1,0 mmol/ml not available 10460/2017/07 BAYER AG RO

solutie injectabila in

seringa preumpluta

Gadovist 1,0 mmol/ml not available 10460/2017/06 BAYER AG RO

solutie injectabila in

seringa preumpluta

Gadovist 1,0 mmol/ml not available 10460/2017/08 BAYER AG RO

solutie injectabila in

seringa preumpluta

Gadovist 1,0 mmol/ml not available 10460/2017/05 BAYER AG RO

solutie injectabild in

seringd preumpluta

Gadovist 1,0 mmol/ml not available 10460/2017/01 BAYER AG RO

solutie injectabild in

seringd preumpluta

Gadovist 1,0 mmol/ml not available 10460/2017/02 BAYER AG RO
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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

solutie injectabila in
seringa preumpluta

Gadovist 1,0 mmol/ml not available 10460/2017/03 BAYER AG RO
solutie injectabild in

seringa preumpluta

Gadovist 1,0 mmol/ml DE/H/3372/001 16229 BAYER AB SE
injektionsvatska, 16sning

Gadovist 1,0 mmol/ml DE/H/3372/002 16790 BAYER AB SE
injektionsvatska, 16sning

i forfylld

spruta/cylinderampull

Pixxoscan 1,0 mmol/ml SE/H/2208/001 62771 GE HEALTHCARE AS SE
injektionsvatska, 16sning

Pixxoscan 1,0 mmol/ml SE/H/2208/002 62772 GE HEALTHCARE AS SE
injektionsvatska, 16sning

i forfylld spruta

Gadovist 1,0 mmol/ml DE/H/3372/001 H/21/02792/001 BAYER D.O.O SI
raztopina za injiciranje

Gadovist 1,0 mmol/ml DE/H/3372/001 H/21/02792/006 BAYER D.O.O SI
raztopina za injiciranje

Gadovist 1,0 mmol/ml DE/H/3372/001 H/21/02792/013 BAYER D.O.O SI
raztopina za injiciranje

Gadovist 1,0 mmol/ml DE/H/3372/001 H/21/02792/010 BAYER D.O.O SI
raztopina za injiciranje

Gadovist 1,0 mmol/ml DE/H/3372/001 H/21/02792/007 BAYER D.O.O SI
raztopina za injiciranje

Gadovist 1,0 mmol/ml DE/H/3372/001 H/21/02792/011 BAYER D.O.O SI
raztopina za injiciranje

Gadovist 1,0 mmol/ml DE/H/3372/001 H/21/02792/005 BAYER D.O.O SI
raztopina za injiciranje

Gadovist 1,0 mmol/ml DE/H/3372/001 H/21/02792/003 BAYER D.O.O SI
raztopina za injiciranje

Gadovist 1,0 mmol/ml DE/H/3372/001 H/21/02792/012 BAYER D.O.O SI
raztopina za injiciranje

Gadovist 1,0 mmol/ml DE/H/3372/001 H/21/02792/008 BAYER D.O.O SI

raztopina za injiciranje
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Gadovist 1,0 mmol/ml
raztopina za injiciranje

DE/H/3372/001

H/21/02792/004

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje

DE/H/3372/001

H/21/02792/015

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje

DE/H/3372/001

H/21/02792/009

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje

DE/H/3372/001

H/21/02792/002

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje

DE/H/3372/001

H/21/02792/014

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje
napolnjeni injekcijski
brizgi/vlozku

\%

DE/H/3372/002

H/21/02792/016

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje
napolnjeni injekcijski
brizgi/vlozku

\%

DE/H/3372/002

H/21/02792/037

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje
napolnjeni injekcijski
brizgi/vlozku

\%

DE/H/3372/002

H/21/02792/054

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje
napolnjeni injekcijski
brizgi/vlozku

\%

DE/H/3372/002

H/21/02792/019

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje
napolnjeni injekcijski
brizgi/vlozku

\%

DE/H/3372/002

H/21/02792/025

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje
napolnjeni injekcijski
brizgi/vlozku

\%

DE/H/3372/002

H/21/02792/033

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje

\4

DE/H/3372/002

H/21/02792/048

BAYER D.O.O

SI
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Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

napolnjeni injekcijski
brizgi/vlozku

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/040

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/023

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/045

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/047

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/052

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/039

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/038

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/029

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v

DE/H/3372/002

H/21/02792/049

BAYER D.O.O

SI
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Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

napolnjeni injekcijski
brizgi/vlozku

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/036

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/030

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/034

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/046

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/022

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/021

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/024

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/050

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v

DE/H/3372/002

H/21/02792/028

BAYER D.O.O

SI
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MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

napolnjeni injekcijski
brizgi/vlozku

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/018

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/031

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/035

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/051

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/027

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/041

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/053

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/043

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v

DE/H/3372/002

H/21/02792/044

BAYER D.O.O

SI
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MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

napolnjeni injekcijski
brizgi/vlozku

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/017

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/032

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/042

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/020

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
raztopina za injiciranje v
napolnjeni injekcijski
brizgi/vlozku

DE/H/3372/002

H/21/02792/026

BAYER D.O.O

SI

Gadovist 1,0 mmol/ml
injekény roztok

DE/H/3372/001

48/0089/21-S

BAYER AG

SK

Gadovist 1,0 mmol/ml
injek¢ény roztok v
naplnenej injekénej
striekacke/naplni

DE/H/3372/002

48/0090/21-S

BAYER AG

SK

Gadobutrol 1.0 mmol/ml
solution for injection

not available

PL 55863/0045

NOVUMGEN LIMITED

XI

Gadobutrol 1.0 mmol/mL
solution for injection

not available

PL 00221/0400

GE HEALTHCARE LIMITED

XI

Gadobutrol 1.0 mmol/mL
solution for injection in
prefilled syringe

not available

PL 00221/0401

GE HEALTHCARE LIMITED

XI

Gadovist 1.0 mmol/ml

DE/H/3372/001

PL 00010/0535

BAYER PLC

XI
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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

solution for injection

Gadovist 1.0 mmol/ml DE/H/3372/002 PL 00010/0536 BAYER PLC XI

solution for injection in
prefilled
syringe/cartridge

List of nationally authorised medicinal products

Error! Unknown document property name.

Page 37/37



