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oldatos injekcio

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

XENETIX 300 mg/ml not available H/99/01678/001 GUERBET SI

raztopina za injiciranje

XENETIX 300 mg/ml not available H/99/01678/002 GUERBET SI

raztopina za injiciranje

XENETIX 300 mg/ml not available H/99/01678/003 GUERBET SI

raztopina za injiciranje

XENETIX 300 mg/ml not available H/99/01678/004 GUERBET SI

raztopina za injiciranje

XENETIX 350 mg/ml not available H/99/01678/005 GUERBET SI

raztopina za injiciranje

XENETIX 350 mg/ml not available H/99/01678/006 GUERBET SI

raztopina za injiciranje

XENETIX 350 mg/ml not available H/99/01678/007 GUERBET SI

raztopina za injiciranje

XENETIX 350 mg/ml not available H/99/01678/008 GUERBET SI

raztopina za injiciranje

XENETIX 300 mg I/mL not available PA 0686/002/002 GUERBET IE

Solution for injection

XENETIX 300 mg I/mL not available PA 0686/002/004 GUERBET IE

Solution for injection,

polypropylene bag

XENETIX 350 mg I/mL not available PA 0686/002/003 GUERBET IE

Solution for injection

XENETIX 350 mg I/mL not available PA 0686/002/005 GUERBET IE

Solution for injection,

polypropylene bag

XENETIX 250 mg I/mL, not available PA 0686/002/001 GUERBET IE

Solution for injection

Xenetix 300 mg I/ml not available OGYI-T-9074/01 GUERBET HU

oldatos injekcid

Xenetix 300 mg I/ml not available OGYI-T-9074/02 GUERBET HU

oldatos injekcid

Xenetix 300 mg I/ml not available OGYI-T-9074/03 GUERBET HU
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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

Xenetix 300 mg I/ml not available OGYI-T-9074/04 GUERBET HU
oldatos injekcid

Xenetix 300 mg I/ml not available OGYI-T-9074/05 GUERBET HU
oldatos injekcid

Xenetix 300 mg I/ml not available OGYI-T-9074/06 GUERBET HU
oldatos injekcid

Xenetix 350 mg I/ml not available OGYI-T-9074/09 GUERBET HU
oldatos injekcid

Xenetix 350 mg I/ml not available OGYI-T-9074/10 GUERBET HU
oldatos injekcid

Xenetix 350 mg I/ml not available OGYI-T-9074/11 GUERBET HU
oldatos injekcio

Xenetix 350 mg I/ml not available OGYI-T-9074/12 GUERBET HU
oldatos injekcid

Xenetix 350 mg I/ml not available OGYI-T-9074/07 GUERBET HU
oldatos injekcid

Xenetix 350 mg I/ml not available OGYI-T-9074/08 GUERBET HU
oldatos injekcid

Xenetix 300 mg I/ml not available OGYI-T-9074/13 GUERBET HU
oldatos injekcid

Xenetix 350 mg I/ml not available OGYI-T-9074/14 GUERBET HU
oldatos injekcid

Xenetix 300 mg I/ml not available OGYI-T-9074/19 GUERBET HU
oldatos injekcid

Xenetix 350 mg I/ml not available OGYI-T-9074/20 GUERBET HU
oldatos injekcid

Xenetix 300 mg I/ml not available OGYI-T-9074/15 GUERBET HU
oldatos injekcid

Xenetix 300 mg I/ml not available OGYI-T-9074/16 GUERBET HU
oldatos injekcid

Xenetix 350 mg I/ml not available OGYI-T-9074/17 GUERBET HU
oldatos injekcid

Xenetix 350 mg I/ml not available OGYI-T-9074/18 GUERBET HU
oldatos injekcid

List of nationally authorised medicinal products

EMA/382341/2015

Page 3/26



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

Xenetix 250 (250 mg
Jod/ml) - Parenterale
Réntgenkontrastmittellds
ung

not available

1-21880

GUERBET

AT

Xenetix 300 (300 mg
Jod/ml) - Parenterale
Réntgenkontrastmittellés
ung

not available

1-21881

GUERBET

AT

Xenetix 350 (350 mg
Jod/ml) - Parenterale
Réntgenkontrastmittellds
ung

not available

1-21882

GUERBET

AT

Xenetix,
injektionsveeske,
oplgsning

not available

18343

GUERBET

DK

Xenetix,
injektionsveeske,
oplgsning

not available

18341

GUERBET

DK

Xenetix,
injektionsveeske,
oplgsning

not available

18342

GUERBET

DK

XENETIX 250 (250 mg
I/mL), solution for
injection

not available

PL 12308/0009

GUERBET

UK

XENETIX 300 (300 mg
I/mL), solution for
injection

not available

PL 12308/0010

GUERBET

UK

XENETIX 350 (350 mg
I/mL), solution for
injection

not available

PL 12308/0011

GUERBET

UK

XENETIX 250 mg
Iodo/ml solucion
inyectable

not available

61.383

GUERBET

ES

XENETIX 300 mg

not available

61.384

GUERBET

ES
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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

Iodo/ml solucién
inyectable

XENETIX 350 mg
Iodo/ml solucion
inyectable

not available

61.385

GUERBET

ES

XENETIX® 250 (250 mg
I/ml) Evéaipo didAupa

not available

47457/95/07-03-96

GUERBET

GR

XENETIX 300 (300 mg
I/ml), Evéaiyo didAupa

not available

32979/95/07-03-96

GUERBET

GR

XENETIX (350 mg I/ml),
Eveéoigo AidAupa

not available

2887/95/07-03-96

GUERBET

GR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 279603 2 1

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 279 604 9 9

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 279 667 0 5

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 279 668 7 3

GUERBET

FR

XENETIX 250 (250 mg
d'iode/mL), solution
injectable

not available

34009 269 078 2 2

GUERBET

FR

XENETIX 250 (250 mg
d'iode/mL), solution
injectable

not available

34009 584 2198 3

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 26907990

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution

not available

34009 269080 7 2

GUERBET

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

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 269081 3 3

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 584220 6 5

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 269083 6 2

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 269084 2 3

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 2690859 1

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 584221 2 6

GUERBET

FR

XENETIX 250 (250 mg
d'iode/mL), solution
injectable

not available

34009 33776107

GUERBET

FR

XENETIX 250 (250 mg
d'iode/mL), solution
injectable

not available

34009 560 15955

GUERBET

FR

XENETIX 250 (250 mg
d'iode/mL), solution
injectable

not available

34009 337 766 2 6

GUERBET

FR

XENETIX 250 (250 mg
d'iode/mL), solution
injectable

not available

34009 337 76275

GUERBET

FR

XENETIX 250 (250 mg
d'iode/mL), solution
injectable

not available

34009 560 160 3 7

GUERBET

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

XENETIX 250 (250 mg
d'iode/mL), solution
injectable

not available

34009 337 763 3 6

GUERBET

FR

XENETIX 250 (250 mg
d'iode/mL), solution
injectable

not available

34009 3377656 5

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 337767 9 4

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 337768 5 5

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 560157 2 6

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 337708 2 2

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 337769 1 6

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 3377099 0

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 346624 2 3

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 3377716 6

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 560158 9 4

GUERBET

FR

XENETIX 300 (300 mg

not available

34009 337772 2 7

GUERBET

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

Iode/mL), solution
injectable

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 337705 3 2

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 337707 6 1

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 369144 7 6

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 570820 6 2

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 369147 6 6

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 570821 2 3

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 369149 9 5

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 5708229 1

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 369151 3 8

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 570823 5 2

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution

not available

34009 3377107 2

GUERBET

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

Iode/mL), solution
injectable

XENETIX 350 (350 mg

not available

34009 337711 3 3

GUERBET

FR

Iode/mL), solution
injectable

XENETIX 350 (350 mg

not available

34009 560154 3 6

GUERBET

FR

Iode/mL), solution
injectable

XENETIX 350 (350 mg

not available

34009 337717 1 3

GUERBET

FR

Iode/mL), solution
injectable

XENETIX 350 (350 mg

not available

34009 337910 6 3

GUERBET

FR

Iode/mL), solution
injectable

XENETIX 350 (350 mg

not available

34009 337718 8 1

GUERBET

FR

Iode/mL), solution
injectable

XENETIX 350 (350 mg

not available

34009 3466259 1

GUERBET

FR

Iode/mL), solution
injectable

XENETIX 350 (350 mg

not available

34009 3377136 2

GUERBET

FR

Iode/mL), solution
injectable

XENETIX 350 (350 mg

not available

34009 560156 6 5

GUERBET

FR

Iode/mL), solution
injectable

XENETIX 350 (350 mg

not available

34009 337714 2 3

GUERBET

FR

Iode/mL), solution
injectable

XENETIX 350 (350 mg

not available

34009 33771591

GUERBET

FR

Iode/mL), solution
injectable

XENETIX 350 (350 mg

not available

34009 337716 5 2

GUERBET

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

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 369154 2 8

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 5708169 0

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 369156 57

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 57081751

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 369158 8 6

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 570818 1 2

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 369160 2 9

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 5708198 0

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 301 0747 8

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 301 0749 2

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 301 0748 5

GUERBET

FR

XENETIX 350 (350 mg

not available

34009 301 07508

GUERBET

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

Iode/mL), solution
injectable

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 301 074 2 3

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 301 0745 4

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 301 074 4 7

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 301 0746 1

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 30164525

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 301 64549

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 301 645 3 2

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 301 64556

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 301 645 6 3

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 301 6458 7

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution

not available

3400930164570

GUERBET

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

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 301 6459 4

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 27371530

GUERBET

FR

XENETIX 300 (300 mg
Iode/mL), solution
injectable

not available

34009 273717 6 9

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 27372360

GUERBET

FR

XENETIX 350 (350 mg
Iode/mL), solution
injectable

not available

34009 273724 2 1

GUERBET

FR

Xenetix 300, solutie
injectabila, 65,81 g/100
ml

not available

6796/2006/02

GUERBET

RO

Xenetix 350, solutie
injectabila, 75,78 g/100
ml

not available

6797/2006/02

GUERBET

RO

Xenetix 300, solutie
injectabila, 65,81 g/100
ml

not available

6796/2006/01

GUERBET

RO

Xenetix 350, solutie
injectabila, 75,78 g/100
ml

not available

6797/2006/01

GUERBET

RO

XENETIX 300 mg I/ml
otopina za injekciju

not available

HR-H-019109441

PHARMACOL D.O.0O.

HR

XENETIX 350 mg I/ml
otopina za injekciju

not available

HR-H-979525408

PHARMACOL D.O.O.

HR

XENETIX 250 mgI/ml
Soluzione iniettabile

not available

032830010

GUERBET

IT
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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

XENETIX 250 mgI/ml not available 032830248 GUERBET IT
Soluzione iniettabile

XENETIX 250 mgI/ml not available 032830046 GUERBET IT
Soluzione iniettabile

XENETIX 300 mgI/mi not available 032830073 GUERBET IT
Soluzione iniettabile

XENETIX 300 mgI/ml not available 032830251 GUERBET IT
Soluzione iniettabile

XENETIX 300 mgI/ml not available 032830097 GUERBET IT
Soluzione iniettabile

XENETIX 350 mgI/ml not available 032830150 GUERBET IT
Soluzione iniettabile

XENETIX 350 mgI/ml not available 032830275 GUERBET IT
Soluzione iniettabile

XENETIX 350 mgI/ml not available 032830174 GUERBET IT
Soluzione iniettabile

XENETIX 300 mgI/ml not available 032830085 GUERBET IT
Soluzione iniettabile

XENETIX 300 mgI/ml not available 032830263 GUERBET IT
Soluzione iniettabile

XENETIX 300 mgI/ml not available 032830109 GUERBET IT
Soluzione iniettabile

XENETIX 300 mgI/ml not available 032830111 GUERBET IT
Soluzione iniettabile

XENETIX 300 mgI/ml not available 032830123 GUERBET IT
Soluzione iniettabile

XENETIX 300 mgI/ml not available 032830061 GUERBET IT
Soluzione iniettabile

XENETIX 300 mgl/ml not available 032830299 GUERBET IT
Soluzione iniettabile

XENETIX 300 mgl/ml not available 032830301 GUERBET IT
Soluzione iniettabile

XENETIX 300 mgl/ml not available 032830313 GUERBET IT
Soluzione iniettabile
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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

XENETIX 300 mgl/ml not available 032830325 GUERBET IT

Soluzione iniettabile

XENETIX 250 mgI/ml not available 032830022 GUERBET IT

Soluzione iniettabile

XENETIX 250 mgI/ml not available 032830034 GUERBET IT

Soluzione iniettabile

XENETIX 350 mgI/mi not available 032830162 GUERBET IT

Soluzione iniettabile

XENETIX 350 mgI/ml not available 032830287 GUERBET IT

Soluzione iniettabile

XENETIX 350 mgI/ml not available 032830186 GUERBET IT

Soluzione iniettabile

XENETIX 350 mgI/ml not available 032830198 GUERBET IT

Soluzione iniettabile

XENETIX 350 mgI/ml not available 032830200 GUERBET IT

Soluzione iniettabile

XENETIX 350 mgI/ml not available 032830212 GUERBET IT

Soluzione iniettabile

XENETIX 350 mgI/ml not available 032830337 GUERBET IT

Soluzione iniettabile

XENETIX 350 mgI/ml not available 032830349 GUERBET IT

Soluzione iniettabile

XENETIX 350 mgI/ml not available 032830352 GUERBET IT

Soluzione iniettabile

XENETIX 350 mgI/ml not available 032830364 GUERBET IT

Soluzione iniettabile

XENETIX 250 (250 mg not available BE 175987 GUERBET BE

I/ml) Injektionslésung

XENETIX 250 (250 mg not available BE 175996 GUERBET BE

I/ml) Injektionslésung

XENETIX 250 (250 mg not available BE 176005 GUERBET BE

I/ml) Injektionslésung

XENETIX 250 (250 mg not available BE 176014 GUERBET BE

I/ml) Injektionslésung
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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

I/ml) Injektionslésung

number
XENETIX 300 (300 mg not available BE176023 GUERBET BE
I/ml) Injektionslésung
XENETIX 300 (300 mg not available BE176032 GUERBET BE
I/ml) Injektionslésung
XENETIX 300 (300 mg not available BE220866 GUERBET BE
I/ml) Injektionslésung
XENETIX 300 (300 mg not available BE176041 GUERBET BE
I/ml) Injektionslésung
XENETIX 300 (300 mg not available BE255622 GUERBET BE
I/ml) Injektionslésung
XENETIX 300 (300 mg not available BE176057 GUERBET BE
I/ml) Injektionslésung
XENETIX 300 (300 mg not available BE176066 GUERBET BE
I/ml) Injektionslésung
XENETIX 300 (300 mg not available BE275326 GUERBET BE
I/ml) Injektionslésung
XENETIX 300 (300 mg not available BE275335 GUERBET BE
I/ml) Injektionslésung
XENETIX 300 (300 mg not available BE275344 GUERBET BE
I/ml) Injektionslésung
XENETIX 300 (300 mg not available BE275353 GUERBET BE
I/ml) Injektionslésung
XENETIX 350 (350 mg not available BE275396 GUERBET BE
I/ml) Injektionslésung
XENETIX 350 (350 mg not available BE275371 GUERBET BE
I/ml) Injektionslésung
XENETIX 350 (350 mg not available BE275387 GUERBET BE
I/ml) Injektionslésung
XENETIX 350 (350 mg not available BE275362 GUERBET BE
I/ml) Injektionslésung
XENETIX 350 (350 mg not available BE176127 GUERBET BE
I/ml) Injektionslésung
XENETIX 350 (350 mg not available BE176111 GUERBET BE
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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

I/ml) solution injectable

number

XENETIX 350 (350 mg not available BE176102 GUERBET BE
I/ml) Injektionslésung

XENETIX 350 (350 mg not available BE176093 GUERBET BE
I/ml) Injektionslésung

XENETIX 350 (350 mg not available BE220875 GUERBET BE
I/ml) Injektionslésung

XENETIX 350 (350 mg not available BE176084 GUERBET BE
I/ml) Injektionslésung

XENETIX 350 (350 mg not available BE176075 GUERBET BE
I/ml) Injektionslésung

Xenetix 250 (250 mg not available BE 175987 GUERBET BE
I/ml) solution injectable

Xenetix 250 (250 mg not available BE 175996 GUERBET BE
I/ml) solution injectable

Xenetix 250 (250 mg not available BE 176005 GUERBET BE
I/ml) solution injectable

Xenetix 250 (250 mg not available BE 176014 GUERBET BE
I/ml) solution injectable

Xenetix 300 (300 mg not available BE176023 GUERBET BE
I/ml) solution injectable

Xenetix 300 (300 mg not available BE176032 GUERBET BE
I/ml) solution injectable

Xenetix 300 (300 mg not available BE220866 GUERBET BE
I/ml) solution injectable

Xenetix 300 (300 mg not available BE176041 GUERBET BE
I/ml) solution injectable

Xenetix 300 (300 mg not available BE255622 GUERBET BE
I/ml) solution injectable

Xenetix 300 (300 mg not available BE176057 GUERBET BE
I/ml) solution injectable

Xenetix 300 (300 mg not available BE176066 GUERBET BE
I/ml) solution injectable

Xenetix 300 (300 mg not available BE275326 GUERBET 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

Xenetix 300 (300 mg
I/ml) solution injectable

not available

BE275335

GUERBET

BE

Xenetix 300 (300 mg
I/ml) solution injectable

not available

BE275344

GUERBET

BE

Xenetix 300 (300 mg
I/ml) solution injectable

not available

BE275353

GUERBET

BE

Xenetix 300 (300 mg
I/ml) oplossing voor
injectie

not available

BE176023

GUERBET

BE

Xenetix 300 (300 mg
I/ml) oplossing voor
injectie

not available

BE176032

GUERBET

BE

Xenetix 300 (300 mg
I/ml) oplossing voor
injectie

not available

BE220866

GUERBET

BE

Xenetix 300 (300 mg
I/ml) oplossing voor
injectie

not available

BE176041

GUERBET

BE

Xenetix 300 (300 mg
I/ml) oplossing voor
injectie

not available

BE255622

GUERBET

BE

Xenetix 300 (300 mg
I/ml) oplossing voor
injectie

not available

BE176057

GUERBET

BE

Xenetix 300 (300 mg
I/ml) oplossing voor
injectie

not available

BE176066

GUERBET

BE

Xenetix 300 (300 mg
I/ml) oplossing voor
injectie

not available

BE275326

GUERBET

BE

Xenetix 300 (300 mg
I/ml) oplossing voor
injectie

not available

BE275335

GUERBET

BE

Xenetix 300 (300 mg

not available

BE275344

GUERBET

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

I/ml) oplossing voor
injectie

Xenetix 300 (300 mg not available BE275353 GUERBET BE
I/ml) oplossing voor

injectie

Xenetix 350 (350 mg not available BE 176075 GUERBET BE
I/ml) solution injectable

Xenetix 350 (350 mg not available BE 176084 GUERBET BE
I/ml) solution injectable

Xenetix 350 (350 mg not available BE 220875 GUERBET BE
I/ml) solution injectable

Xenetix 350 (350 mg not available BE 176093 GUERBET BE
I/ml) solution injectable

Xenetix 350 (350 mg not available BE 176102 GUERBET BE
I/ml) solution injectable

Xenetix 350 (350 mg not available BE 176111 GUERBET BE
I/ml) solution injectable

Xenetix 350 (350 mg not available BE 176127 GUERBET BE
I/ml) solution injectable

Xenetix 350 (350 mg not available BE 275362 GUERBET BE
I/ml) solution injectable

Xenetix 350 (350 mg not available BE 275371 GUERBET BE
I/ml) oplossing voor

injectie

Xenetix 350 (350 mg not available BE 275387 GUERBET BE
I/ml) solution injectable

Xenetix 350 (350 mg not available BE 275396 GUERBET BE
I/ml) solution injectable

Xenetix 350 (350 mg not available BE 176075 GUERBET BE
I/ml) oplossing voor

injectie

Xenetix 350 (350 mg not available BE 176084 GUERBET BE

I/ml) oplossing voor
injectie
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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

Xenetix 350 (350 mg
I/ml) oplossing voor
injectie

not available

BE 220875

GUERBET

BE

Xenetix 350 (350 mg
I/ml) oplossing voor
injectie

not available

BE 176093

GUERBET

BE

Xenetix 350 (350 mg
I/ml) oplossing voor
injectie

not available

BE 176102

GUERBET

BE

Xenetix 350 (350 mg
I/ml) oplossing voor
injectie

not available

BE 176111

GUERBET

BE

Xenetix 350 (350 mg
I/ml) oplossing voor
injectie

not available

BE 176127

GUERBET

BE

Xenetix 350 (350 mg
I/ml) oplossing voor
injectie

not available

BE 275362

GUERBET

BE

Xenetix 350 (350 mg
I/ml) oplossing voor
injectie

not available

BE 275371

GUERBET

BE

Xenetix 350 (350 mg
I/ml) oplossing voor
injectie

not available

BE 275387

GUERBET

BE

Xenetix 350 (350 mg
I/ml) oplossing voor
injectie

not available

BE 275396

GUERBET

BE

Xenetix 250 (250 mg
I/ml) oplossing voor
injectie

not available

BE 175987

GUERBET

BE

Xenetix 250 (250 mg
I/ml) oplossing voor
injectie

not available

BE 175996

GUERBET

BE

Xenetix 250 (250 mg

not available

BE 176005

GUERBET

BE

List of nationally authorised medicinal products

EMA/382341/2015

Page 19/26




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

I/ml) oplossing voor
injectie

Xenetix 250 (250 mg not available BE 176014 GUERBET BE
I/ml) oplossing voor

injectie

Xenetix 250 mgl/ml not available 12476 GUERBET SE
injektionsvatska, I6sning

Xenetix 300 mgl/ml not available 12477 GUERBET SE
injektionsvatska, 16sning

Xenetix 350 mgI/ml not available 12478 GUERBET SE
injektionsvatska, 16sning

Xenetix® 250 not available 33875.00.00 GUERBET DE
250 mg Iod/ml

Xenetix® 300 not available 33875.01.00 GUERBET DE
300 mg Iod/ml

Xenetix® 350 not available 33875.02.00 GUERBET DE
350 mg iodine/ml

Xenetix 300 (300 mg not available 2006089006 GUERBET LU
I/ml) solution injectable

Xenetix 300 (300 mg not available 2006089006 GUERBET LU
I/ml) solution injectable

Xenetix 350 (350 mg not available 2006089007 GUERBET LU
I/ml) solution injectable

Xenetix 350 (350 mg not available 2006089007 GUERBET LU
I/ml) solution injectable

XENETIX 250 (250 mg not available 2006089005 GUERBET LU
I/ml) Injektionslésung

XENETIX 300 (300 mg not available 2006089006 GUERBET LU
I/ml) Injektionslésung

XENETIX 300 (300 mg not available 2006089006 GUERBET LU
I/ml) Injektionslésung

XENETIX 300 (300 mg not available 2006089006 GUERBET LU
I/ml) Injektionslésung

XENETIX 300 (300 mg not available 2006089006 GUERBET 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

I/ml) Injektionslésung

XENETIX 300 (300 mg not available 2006089006 GUERBET LU
I/ml) Injektionslésung

XENETIX 350 (350 mg not available 2006089007 GUERBET LU
I/ml) Injektionslésung

XENETIX 350 (350 mg not available 2006089007 GUERBET LU
I/ml) Injektionslésung

XENETIX 350 (350 mg not available 2006089007 GUERBET LU
I/ml) Injektionslésung

XENETIX 350 (350 mg not available 2006089007 GUERBET LU
I/ml) Injektionslésung

XENETIX 350 (350 mg not available 2006089007 GUERBET LU
I/ml) Injektionslésung

Xenetix 250 (250 mg not available 2006089005 GUERBET LU
I/ml) solution injectable

Xenetix 300 (300 mg not available 2006089006 GUERBET LU
I/ml) solution injectable

Xenetix 300 (300 mg not available 2006089006 GUERBET LU
I/ml) solution injectable

Xenetix 300 (300 mg not available 2006089006 GUERBET LU
I/ml) solution injectable

Xenetix 350 (350 mg not available 2006089007 GUERBET LU
I/ml) solution injectable

Xenetix 350 (350 mg not available 2006089007 GUERBET LU
I/ml) solution injectable

Xenetix 350 (350 mg not available 2006089007 GUERBET LU
I/ml) solution injectable

XENETIX 250 mg I/ml not available 95-3954 GUERBET NO
injeksjonsveeske,

opplgsning

XENETIX 300 mg I/ml not available 95-3955 GUERBET NO
injeksjonsveaeske,

opplgsning

XENETIX 350 mg I/ml not available 95-3956 GUERBET 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

injeksjonsvaeske,

opplgsning

XENETIX 250 (250 not available 2376382 A. MARTINS & FERNANDES, PT

mgl/ml) Solu777j0 inject S.A.

7. vel

XENETIX 250 (250 not available 2339083 A. MARTINS & FERNANDES, PT

mgl/ml) Solu777]0 inject S.A.

7. vel

XENETIX 250 (250 not available 2339182 A. MARTINS & FERNANDES, PT

mgl/ml) Solu777]0 inject S.A.

7. vel

XENETIX 250 (250 not available 2339281 A. MARTINS & FERNANDES, PT

mgl/ml) Solu777j0 inject S.A.

7. vel

XENETIX 250 (250 not available 2339380 A. MARTINS & FERNANDES, PT

mgl/ml) Solugdo S.A.

injectavel

XENETIX 300, 658,1 not available 2339489 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a 300 mgI/mL),

Solucao injetavel

XENETIX 300, 658,1 not available 2376481 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300mgI/mL),

Solugdo injetavel

XENETIX 300, 658,1 not available 2339588 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300mg1I/mL),

Solucao injetavel

XENETIX 300, 658,1 not available 2376580 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300 mgI/mL),

Solugao injetavel

List of nationally authorised medicinal products

EMA/382341/2015

Page 22/26



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

XENETIX 300, 658,1 not available 2339687 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300mg1I/mL),

Solugdo injetavel

XENETIX 300, 658,1 not available 2339786 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300 mgI/mL),

Solucao injetavel

XENETIX 300, 658,1 not available 2339885 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300 mgI/mL),

Solugdo injetavel

XENETIX 300, 658,1 not available 2339984 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300mg1I/mL),

Solucao injetavel

XENETIX 300, 658,1 not available 2340081 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300 mgI/mL),

Solugao injetavel

XENETIX 300, 658,1 not available 5495486 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300mgI/mL),

Solugdo injetavel

XENETIX 300, 658,1 not available 5131776 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a 300 mgI/mL),

Solucao injetavel

XENETIX 300, 658,1 not available 5496088 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300mgI/mL),

Solugdo injetavel

XENETIX 300, 658,1 not available 5131800 A. MARTINS & FERNANDES, PT

mg/mL (correspondente 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

a300 mgI/mL),

Solugdo injetavel

XENETIX 300, 658,1 not available 5495585 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300mg1I/mL),

Solucao injetavel

XENETIX 300, 658,1 not available 5131818 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300 mgI/mL),

Solugao injetavel

XENETIX 300, 658,1 not available 5495684 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300 mgI/mL),

Solugdo injetavel

XENETIX 300, 658,1 not available 5131826 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a 300 mgI/mL),

Solucao injetavel

XENETIX 350 (350 not available 2340180 A. MARTINS & FERNANDES, PT

mgl/mL) Solugao S.A.

injetavel

XENETIX 350 (350 not available 2340289 A. MARTINS & FERNANDES, PT

mgl/mL) Solucao S.A.

injetavel

XENETIX 350 (350 not available 2376689 A. MARTINS & FERNANDES, PT

mgl/mL) Solugao S.A.

injetavel

XENETIX 350 (350 not available 2340388 A. MARTINS & FERNANDES, PT

mgl/mL) Solugao S.A.

injetavel

XENETIX 350 (350 not available 2376788 A. MARTINS & FERNANDES, PT

mgl/mL) Solugao S.A.

injetavel

XENETIX 350 (350 not available 2340487 A. MARTINS & FERNANDES, PT
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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

mgl/mL) S.A.

Solugdo injetavel

XENETIX 350 (350 not available 2340586 A. MARTINS & FERNANDES, PT

mgI/mL) S.A.

Solugao injetavel

XENETIX 350 (350 not available 2340685 A. MARTINS & FERNANDES, PT

mgI/mL) S.A.

Solucao injetavel

XENETIX 350 (350 not available 2340784 A. MARTINS & FERNANDES, PT

mgI/mL) S.A.

Solucao injetavel

XENETIX 350 (350 not available 5495783 A. MARTINS & FERNANDES, PT

mgl/mL) Solucao S.A.

injetavel

XENETIX 350 (350 not available 5131834 A. MARTINS & FERNANDES, PT

mgl/mL) Solugao S.A.

injetavel

XENETIX 350 (350 not available 5496187 A. MARTINS & FERNANDES, PT

mgl/mL) Solugao S.A.

injetavel

XENETIX 350 (350 not available 5131842 A. MARTINS & FERNANDES, PT

mgl/mL) Solugao S.A.

injetavel

XENETIX 350 (350 not available 5495882 A. MARTINS & FERNANDES, PT

mgl/mL) Solugao S.A.

injetavel

XENETIX 350 (350 not available 5131859 A. MARTINS & FERNANDES, PT

mgl/mL) Solugao S.A.

injetavel

XENETIX 350 (350 not available 5495981 A. MARTINS & FERNANDES, PT

mgl/mL) Solugao S.A.

injetavel

XENETIX 350 (350 not available 5131867 A. MARTINS & FERNANDES, PT

mgl/mL) Solucao 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

injetavel

XENETIX 300, 658,1 not available 5492079 A. MARTINS & FERNANDES, PT

mg/mL (correspondente S.A.

a300 mgI/mL),
Solugao injetavel
XENETIX 300, 658,1 not available 5492103 A. MARTINS & FERNANDES, PT
mg/mL (correspondente S.A.
a300mg1I/mL),
Solugdo injetavel

XENETIX 350 (350 not available 5492053 A. MARTINS & FERNANDES, PT
mgl/mL) S.A.

Solugdo injetavel

XENETIX 350 (350 not available 5492061 A. MARTINS & FERNANDES, PT
mgl/mL) S.A.

Solugdo injetavel

XENETIX 250 (250 not available 5492046 A. MARTINS & FERNANDES, PT
mgl/ml) Solu777j0 inject S.A.

7. vel

XENETIX 350 injekcni not available 48/1381/97-C GUERBET cz
roztok

XENETIX 300 injekcni not available 48/1380/97-C GUERBET cz
roztok

Xenetix 250 mg I/ml, not available RVG 18283 GUERBET NL
oplossing voor injectie

Xenetix 350 mg I/ml, not available RVG 18285 GUERBET NL
oplossing voor injectie

Xenetix 300 mg I/ml, not available RVG 18284 GUERBET NL

oplossing voor injectie
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