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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

mmol/ml
Injektionslésung

GMBH & CO. KG

number
Omniscan 0,5 mmol/ml- | not available 1-20968 GE HEALTHCARE HANDELS AT
parenterale GMBH
Kontrastmittelldsung
Omniscan 0,5 mmol/ml not available BE167307 GE HEALTHCARE BV BE
Injektionslésung
Omniscan 0,5 mmol/ml not available BE167291 GE HEALTHCARE BV BE
Injektionslésung
Omniscan 0,5 mmol/ml not available BE274242 GE HEALTHCARE BV BE
Injektionslésung
Omniscan 0,5 mmol/ml not available BE274251 GE HEALTHCARE BV BE
Injektionslésung
Omniscan 0,5 mmol/ml not available BE167307 GE HEALTHCARE BV BE
oplossing voor injectie
Omniscan 0,5 mmol/ml not available BE167291 GE HEALTHCARE BV BE
oplossing voor injectie
Omniscan 0,5 mmol/ml not available BE274242 GE HEALTHCARE BV BE
oplossing voor injectie
Omniscan 0,5 mmol/ml not available BE274251 GE HEALTHCARE BV BE
oplossing voor injectie
Omniscan 0,5 mmol/ml not available BE167307 GE HEALTHCARE BV BE
solution injectable
Omniscan 0,5 mmol/ml not available BE167291 GE HEALTHCARE BV BE
solution injectable
Omniscan 0,5 mmol/ml not available BE274242 GE HEALTHCARE BV BE
solution injectable
Omniscan 0,5 mmol/ml not available BE274251 GE HEALTHCARE BV BE
solution injectable
OMHuckeH 0,5 mmol/ml not available 1I-16150/15.12.2011 GE HEALTHCARE AS BG
MHXEKUMOHEH pa3TBop
OMNISCAN® Evéaoipo not available 17961 PHADISCO LTD Cy
dldAupa 0,5
mmol(287mg)/ ml
OMNISCAN™ 0,5 SE/H/0428/001 65460.00.00 GE HEALTHCARE BUCHLER DE
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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
OMNISCAN™ 0,5 SE/H/0428/002 65610.00.00 GE HEALTHCARE BUCHLER DE
mmol/ml GMBH & CO. KG
Injektionslésung in
Fertigspritzen
OMNISCAN 0,5 mmol/ml | not available 069394 GE HEALTHCARE AS EE
slstelahus
OMNISCAN® Evéoipo not available 70059/3-8-2017 GE HEALTHCARE AE GR
d1dAupa 0,5
mmol(287mg)/ ml
OMNISCAN 287 mg/ml not available HR-H-725785510 GE HEALTHCARE AS HR
otopina za injekciju
Omniscan 287 mg/ml not available HR-H-717692685 GE HEALTHCARE AS HR
otopina za injekciju
(napunjene Strcaljke)
Omniscan 0,5 mmol/ml not available OGYI-T-5675/01 GE HEALTHCARE AS HU
oldatos injekcio
Omniscan 0,5 mmol/ml not available OGYI-T-5675/02 GE HEALTHCARE AS HU
oldatos injekcid
Omniscan 0,5 mmol/ml not available OGYI-T-5675/03 GE HEALTHCARE AS HU
oldatos injekcio
Omniscan 0,5 mmol/ml not available OGYI-T-5675/04 GE HEALTHCARE AS HU
oldatos injekcio
Omniscan 0,5 mmol/ml not available OGYI-T-5675/05 GE HEALTHCARE AS HU
oldatos injekcio
Omniscan 0,5 mmol/ml not available OGYI-T-5675/06 GE HEALTHCARE AS HU
oldatos injekcid
Omniscan 0,5 mmol/ml not available OGYI-T-5675/07 GE HEALTHCARE AS HU
oldatos injekcio
Omniscan 0,5 mmol/ml not available OGYI-T-5675/08 GE HEALTHCARE AS HU
oldatos injekcio
Omniscan 0,5 mmol/ml not available OGYI-T-5675/09 GE HEALTHCARE AS HU
oldatos injekcid
Omniscan 0,5 mmol/ml not available OGYI-T-5675/10 GE HEALTHCARE AS HU
oldatos injekcid
Omniscan 0,5 mmol/ml not available OGYI-T-5675/11 GE HEALTHCARE AS HU

oldatos injekcio

List of nationally authorised medicinal products

Error! Unknown document property name.

Page 3/10




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

Omniscan 0,5 mmol/ml
oldatos injekcid

not available

OGYI-T-5675/12

GE HEALTHCARE AS

HU

Omniscan 0.5 mmol/ml
Solution for injection,
glass vials/bottles

SE/H/0428/001

PA 0735/008/006

GE HEALTHCARE AS

IE

Omniscan 0.5 mmol/ml
Solution for Injection,
polypropylene bottles

SE/H/0428/001

PA 0735/008/007

GE HEALTHCARE AS

IE

Omniscan 0.5 mmol/ml
Solution for Injection,
pre-filled syringe

SE/H/0428/002

PA 0735/008/008

GE HEALTHCARE AS

IE

Omniscan 0,5 mmoal/ml
stungulyf, lausn

not available

940178

GE HEALTHCARE AS

IS

Omniscan 0,5 mmoél/ml
stungulyf, lausn, afyllt
Sprauta

not available

990214

GE HEALTHCARE AS

IS

OMNISCAN 0,5 mmol/ml
soluzione iniettabile per
uso endovenoso

not available

028993044

GE HEALTHCARE S.R.L.

IT

OMNISCAN 0,5 mmol/ml
soluzione iniettabile per
uso endovenoso

not available

028993018

GE HEALTHCARE S.R.L.

IT

OMNISCAN 0,5 mmol/ml
soluzione iniettabile per
uso endovenoso

not available

028993020

GE HEALTHCARE S.R.L.

IT

OMNISCAN 0,5 mmol/ml
soluzione iniettabile per
uso endovenoso

not available

028993032

GE HEALTHCARE S.R.L.

IT

OMNISCAN 0,5 mmol/ml
soluzione iniettabile per
uso endovenoso

not available

028993057

GE HEALTHCARE S.R.L.

IT

OMNISCAN 0,5 mmol/ml
soluzione iniettabile per
uso endovenoso

not available

028993121

GE HEALTHCARE S.R.L.

IT

OMNISCAN 0,5 mmol/ml
soluzione iniettabile per

not available

028993069

GE HEALTHCARE S.R.L.

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

uso endovenoso

OMNISCAN 0,5 mmol/ml
soluzione iniettabile per
uso endovenoso

not available

028993095

GE HEALTHCARE S.R.L.

IT

OMNISCAN 0,5 mmol/ml
soluzione iniettabile per
uso endovenoso

not available

028993071

GE HEALTHCARE S.R.L.

IT

OMNISCAN 0,5 mmol/ml
soluzione iniettabile per
uso endovenoso

not available

028993107

GE HEALTHCARE S.R.L.

IT

OMNISCAN 0,5 mmol/ml
soluzione iniettabile per
uso endovenoso

not available

028993083

GE HEALTHCARE S.R.L.

IT

OMNISCAN 0,5 mmol/ml
soluzione iniettabile per
uso endovenoso

not available

028993119

GE HEALTHCARE S.R.L.

IT

OMNISCAN 0,5 mmol/ml
injekcinis tirpalas

not available

LT/1/96/2661/005

GE HEALTHCARE AS

LT

OMNISCAN 0,5 mmol/ml
injekcinis tirpalas

not available

LT/1/96/2661/001

GE HEALTHCARE AS

LT

OMNISCAN 0,5 mmol/ml
injekcinis tirpalas

not available

LT/1/96/2661/002

GE HEALTHCARE AS

LT

OMNISCAN 0,5 mmol/ml
injekcinis tirpalas

not available

LT/1/96/2661/003

GE HEALTHCARE AS

LT

OMNISCAN 0,5 mmol/ml
injekcinis tirpalas

not available

LT/1/96/2661/004

GE HEALTHCARE AS

LT

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

0196329

GE HEALTHCARE

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

0301276

GE HEALTHCARE

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

0301388

GE HEALTHCARE

LU

Omniscan 0,5 mmol/ml

not available

0301361

GE HEALTHCARE

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

(équiv. de 287 mg/ml)
solution injectable

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

196315

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

196332

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

196363

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

301293

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

301312

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

301391

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

301374

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

301357

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

301326

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

301309

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

301407

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml

not available

196346

GE HEALTHCARE BV

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

(équiv. de 287 mg/ml)
solution injectable

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

196301

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

301343

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

269778

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

269764

GE HEALTHCARE BV

LU

Omniscan 0,5 mmol/ml
(équiv. de 287 mg/ml)
solution injectable

not available

269781

GE HEALTHCARE BV

LU

OMNISCAN 0,5 mmol/ml
skidums injekcijam

not available

99-0139

GE HEALTHCARE AS

LV

OMNISCAN™ 0.5
mmol/ml solution for
injection

not available

MA023/00101

GE HEALTHCARE AS

MT

Omniscan, oplossing
voor injectie 0,5
mmol/ml

not available

RVG 16618

GE HEALTHCARE B.V.

NL

Omniscan, oplossing
voor injectie 0,5
mmol/ml, 10 ml

not available

RVG 25100

GE HEALTHCARE B.V.

NL

Omniscan, oplossing
voor injectie 0,5
mmol/ml, 15 ml

not available

RVG 25101

GE HEALTHCARE B.V.

NL

Omniscan, oplossing
voor injectie 0,5
mmol/ml, 20 ml

not available

RVG 25102

GE HEALTHCARE B.V.

NL

Omniscan 0,5 mmol/ml
injeksjonsvaeske,

SE/H/0428/001

06-3982

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

opplgsning
Omniscan 0,5 mmol/ml SE/H/0428/002 06-3983 GE HEALTHCARE AS NO
injeksjonsvaeske,
opplgsning, ferdigfylt
sprgyte
Omniscan, 0,5 mmol/ml, | not available R/3719 GE HEALTHCARE AS PL
roztwor do wstrzykiwan
Omniscan 287 mg/ml not available 3206083 SATIS—RApIOISéTOPOS E PT
(0,5 mmol/ml) solugao PROTECCOES CONTRA
injectavel SOBRETENSOES

ELECTRICAS UNIPESSOAL,

LDA
Omniscan 287 mg/ml not available 3206182 SATIS—RApIOISéTOPOS E PT
(0,5 mmol/ml) solugao PROTECCOES CONTRA
injectavel SOBRETENSOES

ELECTRICAS UNIPESSOAL,

LDA
Omniscan 287 mg/ml not available 3206281 SATIS—RApIOISéTOPOS E PT
(0,5 mmol/ml) solucao PROTECCOES CONTRA
injectavel SOBRETENSOES

ELECTRICAS UNIPESSOAL,

LDA
Omniscan 287 mg/ml not available 3206380 SATIS—RApIOISéTOPOS E PT
(0,5 mmol/ml) solugao PROTECCOES CONTRA
injectavel SOBRETENSOES

ELECTRICAS UNIPESSOAL,

LDA
Omniscan 287 mg/ml not available 4195681 SATIS—RApIOISéTOPOS E PT
(0,5 mmol/ml) solugao PROTECCOES CONTRA
injectavel SOBRETENSOES

ELECTRICAS UNIPESSOAL,

LDA
Omniscan 287 mg/ml not available 3864485 SATIS-RADIOISOTOPOS E PT

(0,5 mmol/ml) solugao
injectavel

PROTECGOES CONTRA
SOBRETENSOES
ELECTRICAS UNIPESSOAL,
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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

LDA
Omniscan 287 mg/ml not available 3864584 SATIS-RADIOISOTOPOS E PT
(0,5 mmol/ml) solugdo PROTECCOES CONTRA
injectavel SOBRETENS@ES

ELECTRICAS UNIPESSOAL,

LDA
Omniscan 287 mg/ml not available 3864683 SATIS-RADIOISOTOPOS E PT
(0,5 mmol/ml) solugdo PROTECCOES CONTRA
injectavel SOBRETENS@ES

ELECTRICAS UNIPESSOAL,

LDA
Omniscan 287 mg/ml not available 4785788 SATIS-RADIOISOTOPOS E PT
(0,5 mmol/ml) solugdo PROTECCOES CONTRA
injectavel SOBRETENS@ES

ELECTRICAS UNIPESSOAL,

LDA
Omniscan 287 mg/ml not available 4785887 SATIS-RADIOISOTOPOS E PT
(0,5 mmol/ml) solugdo PROTECCOES CONTRA
injectavel SOBRETENS@ES

ELECTRICAS UNIPESSOAL,

LDA
Omniscan 287 mg/ml not available 4785986 SATIS-RADIOISOTOPOS E PT
(0,5 mmol/ml) solugdo PROTECCOES CONTRA
injectavel SOBRETENS@ES

ELECTRICAS UNIPESSOAL,

LDA
Omniscan 0,5 mmoli/ml not available 4470/2012/01 GE HEALTHCARE AS RO
solutie injectabila
Omniscan 0,5 mmoli/ml not available 4470/2012/02 GE HEALTHCARE AS RO
solutie injectabila
Omniscan 0,5 mmoli/ml not available 4470/2012/03 GE HEALTHCARE AS RO
solutie injectabila
Omniscan 0,5 mmoli/ml not available 4470/2012/07 GE HEALTHCARE AS RO
solutie injectabila
Omniscan 0,5 mmoli/ml not available 4470/2012/04 GE HEALTHCARE AS RO

solutie injectabila
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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

Omniscan 0,5 mmoli/ml not available 4470/2012/05 GE HEALTHCARE AS RO

solutie injectabila

Omniscan 0,5 mmoli/ml not available 4470/2012/06 GE HEALTHCARE AS RO

solutie injectabila

Omniscan 0,5 mmoli/ml not available 4470/2012/08 GE HEALTHCARE AS RO

solutie injectabila

Omniscan 0,5 mmol/ml SE/H/0428/001 11885 GE HEALTHCARE AS SE

injektionsvatska, 16sning

Omniscan 0,5 mmol/ml SE/H/0428/002 22540 GE HEALTHCARE AS SE

injektionsvatska,

16sning, foérfylld spruta

Omniscan 0,5 mmol/ml not available H/96/01178/001 GE HEALTHCARE AS SI

raztopina za injiciranje

Omniscan 0,5 mmol/ml not available H/96/01178/002 GE HEALTHCARE AS SI

raztopina za injiciranje

Omniscan 0,5 mmol/ml not available H/96/01178/003 GE HEALTHCARE AS SI

raztopina za injiciranje

Omniscan 0,5 mmol/ml not available H/96/01178/004 GE HEALTHCARE AS SI

raztopina za injiciranje

OMNISCAN not available 48/0217/96-S GE HEALTHCARE AS SK

Omniscan 0.5 mmol/ml not available PL 00637/0015 GE HEALTHCARE AS XI

Solution for Injection

Omniscan 0.5 mmol/ml not available PL 00637/0030 GE HEALTHCARE AS XI

Solution for Injection
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