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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 300 mg J/ml -
(nichtionische)
parenterale
Réntgenkontrastmittellds
ung

not available

1-20010

GUERBET

AT

Optiray 320 mg J/ml -
(nichtionische)
parenterale
Réntgenkontrastmittellds
ung

not available

1-19416

GUERBET

AT

Optiray 350 mg J/ml -
(nichtionische)
parenterale
Réntgenkontrastmittellds
ung

not available

1-20009

GUERBET

AT

Optiject 300 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/002

BE200977

GUERBET

BE

Optiject 300 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/002

BE200961

GUERBET

BE

Optiject 300 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/002

BE192351

GUERBET

BE

Optiject 300 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/002

BE200952

GUERBET

BE

Optiject 300 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/002

BE200934

GUERBET

BE

Optiject 300 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/002

BE180074

GUERBET

BE
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiject 300 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/002

BE200925

GUERBET

BE

Optiject 300 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/002

BE180932

GUERBET

BE

Optiject 300 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/002

BE180923

GUERBET

BE

Optiject 300 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/002

BE257424

GUERBET

BE

Optiject 300 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/002

BE180914

GUERBET

BE

Optiject 300 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/002

BE180905

GUERBET

BE

Optiject 300 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/002

BE200977

GUERBET

BE

Optiject 300 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/002

BE200961

GUERBET

BE

Optiject 300 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/002

BE192351

GUERBET

BE

Optiject 300 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/002

BE200952

GUERBET

BE

Optiject 300 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/002

BE200934

GUERBET

BE
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiject 300 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/002

BE180074

GUERBET

BE

Optiject 300 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/002

BE200925

GUERBET

BE

Optiject 300 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/002

BE180932

GUERBET

BE

Optiject 300 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/002

BE180923

GUERBET

BE

Optiject 300 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/002

BE257424

GUERBET

BE

Optiject 300 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/002

BE180914

GUERBET

BE

Optiject 300 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/002

BE180905

GUERBET

BE

Optiject 300 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/002

BE200977

GUERBET

BE

Optiject 300 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/002

BE200961

GUERBET

BE

Optiject 300 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/002

BE192351

GUERBET

BE

Optiject 300 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/002

BE200952

GUERBET

BE
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiject 300 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/002

BE200934

GUERBET

BE

Optiject 300 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/002

BE180074

GUERBET

BE

Optiject 300 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/002

BE200925

GUERBET

BE

Optiject 300 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/002

BE180932

GUERBET

BE

Optiject 300 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/002

BE180923

GUERBET

BE

Optiject 300 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/002

BE257424

GUERBET

BE

Optiject 300 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/002

BE180914

GUERBET

BE

Optiject 300 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/002

BE180905

GUERBET

BE

Optiject 320 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/003

BE180083

GUERBET

BE

Optiject 320 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/003

BE180092

GUERBET

BE

Optiject 320 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/003

BE180101

GUERBET

BE
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiject 320 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/003

BE180616

GUERBET

BE

Optiject 320 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/003

BE180625

GUERBET

BE

Optiject 320 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/003

BE180896

GUERBET

BE

Optiject 320 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/003

BE180887

GUERBET

BE

Optiject 320 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/003

BE180871

GUERBET

BE

Optiject 320 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/003

BE180862

GUERBET

BE

Optiject 320 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/003

BE180083

GUERBET

BE

Optiject 320 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/003

BE180092

GUERBET

BE

Optiject 320 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/003

BE180101

GUERBET

BE

Optiject 320 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/003

BE180616

GUERBET

BE

Optiject 320 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/003

BE180625

GUERBET

BE
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiject 320 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/003

BE180896

GUERBET

BE

Optiject 320 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/003

BE180887

GUERBET

BE

Optiject 320 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/003

BE180871

GUERBET

BE

Optiject 320 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/003

BE180862

GUERBET

BE

Optiject 320 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/003

BE180083

GUERBET

BE

Optiject 320 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/003

BE180092

GUERBET

BE

Optiject 320 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/003

BE180101

GUERBET

BE

Optiject 320 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/003

BE180616

GUERBET

BE

Optiject 320 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/003

BE180625

GUERBET

BE

Optiject 320 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/003

BE180896

GUERBET

BE

Optiject 320 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/003

BE180887

GUERBET

BE
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiject 320 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/003

BE180871

GUERBET

BE

Optiject 320 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/003

BE180862

GUERBET

BE

Optiject 350 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/004

BE180853

GUERBET

BE

Optiject 350 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/004

BE180844

GUERBET

BE

Optiject 350 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/004

BE180835

GUERBET

BE

Optiject 350 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/004

BE180686

GUERBET

BE

Optiject 350 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/004

BE180826

GUERBET

BE

Optiject 350 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/004

BE180817

GUERBET

BE

Optiject 350 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/004

BE180801

GUERBET

BE

Optiject 350 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/004

BE257433

GUERBET

BE

Optiject 350 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/004

BE180792

GUERBET

BE
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiject 350 mg I/mL,
Injektions- oder
Infusionslésung

SE/H/1844/004

BE180704

GUERBET

BE

Optiject 350 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/004

BE180853

GUERBET

BE

Optiject 350 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/004

BE180844

GUERBET

BE

Optiject 350 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/004

BE180835

GUERBET

BE

Optiject 350 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/004

BE180686

GUERBET

BE

Optiject 350 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/004

BE180826

GUERBET

BE

Optiject 350 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/004

BE180817

GUERBET

BE

Optiject 350 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/004

BE180801

GUERBET

BE

Optiject 350 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/004

BE257433

GUERBET

BE

Optiject 350 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/004

BE180792

GUERBET

BE

Optiject 350 mg I/ml,
oplossing voor injectie of
voor infusie.

SE/H/1844/004

BE180704

GUERBET

BE
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiject 350 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/004

BE180853

GUERBET

BE

Optiject 350 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/004

BE180844

GUERBET

BE

Optiject 350 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/004

BE180835

GUERBET

BE

Optiject 350 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/004

BE180686

GUERBET

BE

Optiject 350 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/004

BE180826

GUERBET

BE

Optiject 350 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/004

BE180817

GUERBET

BE

Optiject 350 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/004

BE180801

GUERBET

BE

Optiject 350 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/004

BE257433

GUERBET

BE

Optiject 350 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/004

BE180792

GUERBET

BE

Optiject 350 mg I/mL,
solution injectable ou
pour perfusion

SE/H/1844/004

BE180704

GUERBET

BE

Optiray 300 mg I/ml,
Injektionslésung

not available

BE432476

GUERBET

BE

Optiray 300 mg I/ml,
Injektionslésung

not available

BE151024

GUERBET

BE
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 300 mg I/ml, not available BE151085 GUERBET BE
Injektionslésung

Optiray 300 mg I/ml, not available BE151094 GUERBET BE
Injektionslésung

Optiray 300 mg I/ml, not available BE151103 GUERBET BE
Injektionslésung

Optiray 300 mg I/ml, not available BE151112 GUERBET BE
Injektionslésung

Optiray 300 mg I/ml, not available BE432476 GUERBET BE
oplossing voor injectie

Optiray 300 mg I/ml, not available BE151024 GUERBET BE
oplossing voor injectie

Optiray 300 mg I/ml, not available BE151085 GUERBET BE
oplossing voor injectie

Optiray 300 mg I/ml, not available BE151094 GUERBET BE
oplossing voor injectie

Optiray 300 mg I/ml, not available BE151103 GUERBET BE
oplossing voor injectie

Optiray 300 mg I/ml, not available BE151112 GUERBET BE
oplossing voor injectie

Optiray 300 mg I/ml, not available BE432476 GUERBET BE
solution injectable

Optiray 300 mg I/ml, not available BE151024 GUERBET BE
solution injectable

Optiray 300 mg I/ml, not available BE151085 GUERBET BE
solution injectable

Optiray 300 mg I/ml, not available BE151094 GUERBET BE
solution injectable

Optiray 300 mg I/ml, not available BE151103 GUERBET BE
solution injectable

Optiray 300 mg I/ml, not available BE151112 GUERBET BE
solution injectable

Optiray 320 mg I/ml not available BE149283 GUERBET BE

oplossing voor injectie
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 320 mg I/ml not available BE149274 GUERBET BE
oplossing voor injectie

Optiray 320 mg I/ml, not available BE149265 GUERBET BE
Injektionslésung

Optiray 320 mg I/ml, not available BE149283 GUERBET BE
Injektionslésung

Optiray 320 mg I/ml, not available BE149274 GUERBET BE
Injektionslésung

Optiray 320 mg I/ml, not available BE149204 GUERBET BE
Injektionslésung

Optiray 320 mg I/ml, not available BE149265 GUERBET BE
solution injectable

Optiray 320 mg I/ml, not available BE149283 GUERBET BE
solution injectable

Optiray 320 mg I/ml, not available BE149274 GUERBET BE
solution injectable

Optiray 320 mg I/ml, not available BE149204 GUERBET BE
solution injectable

Optiray 320 mg not available BE149265 GUERBET BE
I/ml,oplossing voor

injectie

Optiray 320 mg not available BE149204 GUERBET BE
I/ml,oplossing voor

injectie

Optiray 350 mg I/ml, not available BE432485 GUERBET BE
Injektionslésung

Optiray 350 mg I/ml, not available BE151033 GUERBET BE
Injektionslésung

Optiray 350 mg I/ml, not available BE151076 GUERBET BE
Injektionslésung

Optiray 350 mg I/ml, not available BE151067 GUERBET BE
Injektionslésung

Optiray 350 mg I/ml, not available BE151051 GUERBET BE

Injektionslésung
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 350 mg I/ml, not available BE151042 GUERBET BE
Injektionslésung

Optiray 350 mg I/ml, not available BE432485 GUERBET BE
oplossing voor injectie

Optiray 350 mg I/ml, not available BE151033 GUERBET BE
oplossing voor injectie

Optiray 350 mg I/ml, not available BE151076 GUERBET BE
oplossing voor injectie

Optiray 350 mg I/ml, not available BE151067 GUERBET BE
oplossing voor injectie

Optiray 350 mg I/ml, not available BE151051 GUERBET BE
oplossing voor injectie

Optiray 350 mg I/ml, not available BE151042 GUERBET BE
oplossing voor injectie

Optiray 350 mg I/ml, not available BE432485 GUERBET BE
solution injectable

Optiray 350 mg I/ml, not available BE151033 GUERBET BE
solution injectable

Optiray 350 mg I/ml, not available BE151076 GUERBET BE
solution injectable

Optiray 350 mg I/ml, not available BE151067 GUERBET BE
solution injectable

Optiray 350 mg I/ml, not available BE151051 GUERBET BE
solution injectable

Optiray 350 mg I/ml, not available BE151042 GUERBET BE
solution injectable

Optiray 300 mg I/ml not available 48/890/92-C/C GUERBET cz
injekcni/infuzni roztok

Optiray 320 mg I/ml not available 48/890/92-D/C GUERBET Ccz
injekcni/infuzni roztok

Optiray 350 mg I/ml not available 48/890/92-E/C GUERBET cz
injekcni/infuzni roztok

Optiray 300 mg Iod/ml not available 16284.02.00 GUERBET DE

Injektionslosung /
Infusionslésung
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 320 mg Iod/ml
Injektionslésung/Infusio
nslésung

not available

16284.03.00

GUERBET

DE

Optiray 350 mg Iod/ml
Injektionslésung /
Infusionslésung

not available

16284.04.00

GUERBET

DE

Optiray, injektions- og
infusionsvaeske,
oplgsning 300 mg I/ml

SE/H/1844/002

18774

GUERBET

DK

Optiray, injektions- og
infusionsvaeske,
oplgsning 320 mg I/ml

SE/H/1844/003

18775

GUERBET

DK

Optiray, injektions- og
infusionsvaeske,
oplgsning 350 mg I/ml

SE/H/1844/004

18776

GUERBET

DK

Optiray, injektions- og
infusionsvaeske,
oplgsning,
flerdosisbeholder 300
mg iod/ml

SE/H/0763/002

41566

GUERBET

DK

Optiray, injektions- og
infusionsvaeske,
oplgsning,
flerdosisbeholder 320
mg iod/ml

SE/H/0763/003

41567

GUERBET

DK

Optiray, injektions- og
infusionsvaeske,
oplgsning,
flerdosisbeholder 350
mg iod/ml

SE/H/0763/004

41568

GUERBET

DK

Optiray 300 mg/ml
solucion inyectable

not available

62.068

GUERBET

ES

Optiray 320 mg/ml
solucion inyectable

not available

58469

GUERBET

ES

Optiray 350 mg/ml
solucién inyectable

not available

62069

GUERBET

ES
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray Ultraject 300
mg/ml solucién
inyectable

not available

62070

GUERBET

ES

Optiray Ultraject 320
mg/ml solucién
inyectable

not available

60714

GUERBET

ES

Optiray Ultraject 350
mg/ml solucién
inyectable

not available

62067

GUERBET

ES

Optiray 300 mg I/ml,
injektio-/infuusioneste,
liuos,
moniannospakkaus.

SE/H/0763/001

23680

GUERBET

FI

Optiray 300 mg I/ml,
injektio-/infuusioneste,
liuos.

SE/H/1844/002

12710

GUERBET

FI

Optiray 300 mg I/ml,
injektions-
/infusionsvatska l6sning

SE/H/1844/002

12710

GUERBET

FI

Optiray 300 mg I/ml,
injektions-
/infusionsvatska l6sning,
flerdosbehdllare

SE/H/0763/001

23680

GUERBET

FI

Optiray 320 mg I/ml,
injektio-/infuusioneste,
liuos

SE/H/1844/003

12711

GUERBET

FI

Optiray 320 mg I/ml,
injektio-/infuusioneste,
liuos, moniannospakkaus

SE/H/0763/002

23681

GUERBET

FI

Optiray 320 mg I/ml,
injektions- eller
infusionsvatska, 16sning,
flerdosbehdllare

SE/H/0763/002

23681

GUERBET

FI

Optiray 320 mg I/ml,
injektionsvatska eller
infusionsvatska, I6sning

SE/H/1844/003

12711

GUERBET

FI
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Product full name MRP/DCP or CP National Authorisation Number MAH of product in the Member State where

(in authorisation Authorisation of product in the member state member state product is authorised
country as per Art. 57 | number
data) (if not available then
insert not available)
Optiray 350 mg I/ml, SE/H/1844/004 12712 GUERBET FI
injektio-/infuusioneste,
liuos
Optiray 350 mg I/ml, SE/H/0763/003 23682 GUERBET FI

injektio-/infuusioneste,
liuos, moniannospakkaus

Optiray 350 mg I/ml, SE/H/0763/003 23682 GUERBET FI
injektions- eller
infusionsvatska, 16sning,
flerdosbehdllare

Optiray 350 mg I/ml, SE/H/1844/004 12712 GUERBET FI
injektionsvatska eller
infusionsvatska, I6sning

OPTIJECT 300 mg SE/H/1844/002 3400934079375 GUERBET FR
d’I/mL, solution
injectable ou pour
perfusion

OPTIJECT 300 mg SE/H/1844/002 34009 340 794 3 6 GUERBET FR
d’l/mL, solution
injectable ou pour
perfusion

OPTIJECT 300 mg SE/H/1844/002 34009 340 796 6 5 GUERBET FR
d’'I/mL, solution
injectable ou pour
perfusion

OPTIJECT 300 mg SE/H/1844/002 34009 340797 2 6 GUERBET FR
d’l/mL, solution
injectable ou pour
perfusion

OPTIJECT 300 mg SE/H/1844/002 34009 340 798 9 4 GUERBET FR
d’'I/mL, solution
injectable ou pour
perfusion
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIJECT 300 mg
d’I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 79955

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 800 3 6

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 8026 5

GUERBET

FR

OPTIJECT 300 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 803 2 6

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 804 9 4

GUERBET

FR

OPTIJECT 300 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 80555

GUERBET

FR

OPTIJECT 300 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 806 1 6

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 807 8 4

GUERBET

FR

OPTIJECT 300 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 808 4 5

GUERBET

FR
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIJECT 300 mg
d’I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 83228

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 83396

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 834 57

GUERBET

FR

OPTIJECT 300 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 34083518

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 836 8 6

GUERBET

FR

OPTIJECT 300 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 8374 7

GUERBET

FR

OPTIJECT 300 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 340 8380 8

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 3408397 6

GUERBET

FR

OPTIJECT 300 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 363436 6 5

GUERBET

FR
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIJECT 300 mg
d’I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 363437 26

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 301 8784 5

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 301 878 6 9

GUERBET

FR

OPTIJECT 300 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 30208205

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 3020821 2

GUERBET

FR

OPTIJECT 300 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 302 1679 8

GUERBET

FR

OPTIJECT 300 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 302 168 0 4

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 302 168 2 8

GUERBET

FR

OPTIJECT 300 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 302 168 3 5

GUERBET

FR
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIJECT 300 mg
d’I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 302 168 4 2

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 302 167 6 7

GUERBET

FR

OPTIJECT 300 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 302 167 7 4

GUERBET

FR

OPTIJECT 300 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/002

34009 302 1678 1

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 860 6 9

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 861 20

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 862 9 8

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 863 59

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 864 1 0

GUERBET

FR
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIJECT 350 mg
d’I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 865 8 8

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 866 4 9

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 8670 0

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 868 7 8

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 869 3 9

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 363 4389 4

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 36343955

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 34087011

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 8718 9

GUERBET

FR
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIJECT 350 mg
d’I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 87240

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 34087301

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340874 7 9

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 87530

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 877 6 9

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 340 878 20

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 301 87876

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 301 878 8 3

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 302 081 8 2

GUERBET

FR
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIJECT 350 mg
d’I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 302 08199

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 302 168 59

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 302 168 6 6

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 302 168 8 0

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 302 1689 7

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 302 1687 3

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 30216910

GUERBET

FR

OPTIJECT 350 mg
d’'I/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 302 1690 3

GUERBET

FR

OPTIJECT 350 mg
d’l/mL, solution
injectable ou pour
perfusion

SE/H/1844/004

34009 302 169 2 7

GUERBET

FR
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIRAY 300 (300 mg
I/mL), solution injectable
en flacon

not available

34009 302 8208 3

GUERBET

FR

OPTIRAY 300 (300 mg
I/mL), solution injectable
en flacon

not available

34009 302 8206 9

GUERBET

FR

OPTIRAY 300 (300 mg
I/mL), solution injectable
en flacon

not available

34009 302 8207 6

GUERBET

FR

OPTIRAY 300 (300 mg
I/mL), solution injectable
en flacon

not available

34009 551 064 18

GUERBET

FR

OPTIRAY 300 (300 mg
I/mL), solution injectable
en flacon

not available

34009 3327598 3

GUERBET

FR

OPTIRAY 300 (300 mg
I/mL), solution injectable
en flacon

not available

34009 3327606 5

GUERBET

FR

OPTIRAY 300 (300 mg
I/mL), solution injectable
en flacon

not available

34009 33276126

GUERBET

FR

OPTIRAY 300 (300 mg
I/mL), solution injectable
en flacon

not available

34009 3327629 4

GUERBET

FR

OPTIRAY 300 (300 mg
I/mL), solution injectable
en flacon

not available

34009 33276355

GUERBET

FR

OPTIRAY 300 (300 mg
I/mL), solution injectable
en flacon

not available

34009 33276416

GUERBET

FR

OPTIRAY 300 (300 mg
I/mL), solution injectable
en flacon

not available

34009 560 162 6 6

GUERBET

FR
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIRAY 300 (300 mg
I/mL), solution injectable
en flacon

not available

34009 560 163 2 7

GUERBET

FR

OPTIRAY 300 (300 mg
I/mL), solution injectable
en flacon

not available

34009 550 7657 5

GUERBET

FR

OPTIRAY 350 (350 mg
I/mL), solution injectable
en flacon

not available

34009 30282113

GUERBET

FR

OPTIRAY 350 (350 mg
I/mL), solution injectable
en flacon

not available

34009 302 8209 0

GUERBET

FR

OPTIRAY 350 (350 mg
I/mL), solution injectable
en flacon

not available

34009 30282106

GUERBET

FR

OPTIRAY 350 (350 mg
I/mL), solution injectable
en flacon

not available

34009 551 064 3 2

GUERBET

FR

OPTIRAY 350 (350 mg
I/mL), solution injectable
en flacon

not available

34009 551 064 2 5

GUERBET

FR

OPTIRAY 350 (350 mg
I/mL), solution injectable
en flacon

not available

3400933276584

GUERBET

FR

OPTIRAY 350 (350 mg
I/mL), solution injectable
en flacon

not available

3400933276645

GUERBET

FR

OPTIRAY 350 (350 mg
I/mL), solution injectable
en flacon

not available

3400933276706

GUERBET

FR

OPTIRAY 350 (350 mg
I/mL), solution injectable
en flacon

not available

3400933276874

GUERBET

FR
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Product full name MRP/DCP or CP National Authorisation Number MAH of product in the Member State where
(in authorisation Authorisation of product in the member state member state product is authorised
country as per Art. 57 | number

data) (if not available then
insert not available)

OPTIRAY 350 (350 mg not available 3400933276935 GUERBET FR
I/mL), solution injectable
en flacon

OPTIRAY 350 (350 mg not available 3400933277017 GUERBET FR
I/mL), solution injectable
en flacon

OPTIRAY 350 (350 mg not available 3400956034185 GUERBET FR
I/mL), solution injectable
en flacon

OPTIRAY 350 (350 mg not available 3400956034246 GUERBET FR
I/mL), solution injectable
en flacon

OPTIRAY 350 (350 mg not available 3400955076568 GUERBET FR
I/mL), solution injectable
en flacon

Optiray 300 mg I/ml, SE/H/1844/002 33650/18-05-2007 GUERBET GR
dldAupa yia éveon n
gyxuon

Optiray 320 mg I/ml, SE/H/1844/003 33655/18-05-2007 GUERBET GR
dldAupa yia éveon n
€yxuon

Optiray 350 mg I/ml, SE/H/1844/004 33651/18-05-2007 GUERBET GR
d1dAupa yia éveon n
gyxuaon

Optiray 300 mg joda/ml not available HR-H-975335989 PHARMACOL D.O.O. HR
otopina za
injekciju/infuziju

Optiray 300 mg joda/ml not available HR-H-522064232 PHARMACOL D.O.0O. HR
otopina za
injekciju/infuziju u
napunjenoj strcaljki

Optiray 320 mg joda/ml not available HR-H-794402560 PHARMACOL D.O.O. HR
otopina za
injekciju/infuziju
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 350 mg joda/ml not available HR-H-719390136 PHARMACOL D.O.0O. HR
otopina za

injekciju/infuziju

Optiray 350 mg joda/ml | not available HR-H-724270335 PHARMACOL D.O.O. HR
otopina za

injekciju/infuziju u

napunjenoj strcaljki

Optiray 300 mg I/ml not available OGYI-T-1846/02 GUERBET HU
oldatos injekcid

Optiray 300 mg I/ml not available OGYI-T-1846/03 GUERBET HU
oldatos injekcid

Optiray 300 mg I/ml not available OGYI-T-1846/04 GUERBET HU
oldatos injekcid

Optiray 300 mg I/ml not available OGYI-T-1846/05 GUERBET HU
oldatos injekcid

Optiray 300 mg I/ml not available OGYI-T-1846/06 GUERBET HU
oldatos injekcid

Optiray 300 mg I/ml not available OGYI-T-1846/07 GUERBET HU
oldatos injekcid

Optiray 300 mg I/ml not available OGYI-T-1846/08 GUERBET HU
oldatos injekcid

Optiray 300 mg I/ml not available OGYI-T-1846/14 GUERBET HU
oldatos injekcid

Optiray 300 mg I/ml not available OGYI-T-1846/15 GUERBET HU
oldatos injekcid

Optiray 300 mg I/ml not available OGYI-T-1846/16 GUERBET HU
oldatos injekcid

Optiray 300 mg I/ml not available OGYI-T-1846/17 GUERBET HU
oldatos injekcid

Optiray 300 mg I/ml not available OGYI-T-1846/18 GUERBET HU
oldatos injekcio

Optiray 300 mg I/ml not available OGYI-T-6714/03 GUERBET HU

oldatos injekcid
eléretoltott
fecskendbben
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 300 mg I/ml
oldatos injekcid
el6retoltott
fecskendb6ben

not available

OGYI-T-6714/04

GUERBET

HU

Optiray 300 mg I/ml
oldatos injekcio
el6retoltott
fecskendében

not available

OGYI-T-6714/05

GUERBET

HU

Optiray 300 mg I/ml
oldatos injekcio
el6retoltott
fecskendében

not available

OGYI-T-6714/09

GUERBET

HU

Optiray 300 mg I/ml
oldatos injekcid
el6retoltott
fecskendb6ben

not available

OGYI-T-6714/10

GUERBET

HU

Optiray 300 mg I/ml
oldatos injekcio
el6retoltott
fecskendében

not available

OGYI-T-6714/11

GUERBET

HU

Optiray 320 mg I/ml
oldatos injekcid

not available

OGYI-T-1846/09

GUERBET

HU

Optiray 320 mg I/ml
oldatos injekcid
el6retoltott
fecskendében

not available

OGYI-T-6714/06

GUERBET

HU

Optiray 320 mg I/ml
oldatos injekcio
el6retoltott
fecskendében

not available

OGYI-T-6714/07

GUERBET

HU

Optiray 350 mg I/ml
oldatos injekcid

not available

OGYI-T-1846/10

GUERBET

HU

Optiray 350 mg I/ml
oldatos injekcid

not available

OGYI-T-1846/11

GUERBET

HU

Optiray 350 mg I/ml
oldatos injekcid

not available

OGYI-T-1846/12

GUERBET

HU
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 350 mg I/ml
oldatos injekcid

not available

OGYI-T-1846/13

GUERBET

HU

Optiray 350 mg I/ml
oldatos injekcid

not available

OGYI-T-1846/19

GUERBET

HU

Optiray 350 mg I/ml
oldatos injekcid

not available

OGYI-T-1846/20

GUERBET

HU

Optiray 350 mg I/ml
oldatos injekcid

not available

OGYI-T-1846/21

GUERBET

HU

Optiray 350 mg I/ml
oldatos injekcid

not available

OGYI-T-1846/22

GUERBET

HU

Optiray 350 mg I/ml
oldatos injekcid
eléretoltott
fecskendGben

not available

OGYI-T-6714/08

GUERBET

HU

Optiray 350 mg I/ml
oldatos injekcio
el6retoltott
fecskendében

not available

OGYI-T-6714/12

GUERBET

HU

Optiray 300 mg I/ml PFS
Solution for injection

not available

PA 686/007/004

GUERBET

IE

Optiray 300 mg I/ml
Solution for injection or
infusion

not available

PA 686/007/003

GUERBET

IE

Optiray 320 mg I/ml
Solution for injection or
infusion

not available

PA 686/007/005

GUERBET

IE

Optiray 350 mg I/ml PFS
Solution for injection

not available

PA 686/007/007

GUERBET

IE

Optiray 350 mg I/ml
Solution for injection or
infusion

not available

PA 686/007/006

GUERBET

IE

Optiray 300 mg/ml
soluzione iniettabile

not available

027674124

GUERBET

IT

Optiray 300 mg/ml
soluzione iniettabile

not available

027674136

GUERBET

IT
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Product full name
(in authorisation

country as per Art. 57

data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 300 mg/ml not available 027674148 GUERBET IT
soluzione iniettabile
Optiray 300 mg/ml not available 027674213 GUERBET IT
soluzione iniettabile
Optiray 300 mg/ml not available 027674199 GUERBET 1T
soluzione iniettabile
Optiray 300 mg/ml not available 027674201 GUERBET 1T
soluzione iniettabile
Optiray 300 mg/ml not available 027674249 GUERBET IT
soluzione iniettabile
Optiray 300 mg/ml not available 027674252 GUERBET IT
soluzione iniettabile
Optiray 320 mg/ml not available 027674011 GUERBET 1T
soluzione iniettabile
Optiray 320 mg/ml not available 027674023 GUERBET 1T
soluzione iniettabile
Optiray 320 mg/ml not available 027674035 GUERBET 1T
soluzione iniettabile
Optiray 320 mg/ml not available 027674047 GUERBET IT
soluzione iniettabile
Optiray 320 mg/ml not available 027674050 GUERBET IT
soluzione iniettabile
Optiray 320 mg/ml not available 027674062 GUERBET 1T
soluzione iniettabile
Optiray 320 mg/ml not available 027674225 GUERBET 1T
soluzione iniettabile
Optiray 320 mg/ml not available 027674264 GUERBET IT
soluzione iniettabile
Optiray 320 mg/ml not available 027674276 GUERBET IT
soluzione iniettabile
Optiray 320 mg/ml not available 027674288 GUERBET 1T
soluzione iniettabile
Optiray 320 mg/ml not available 027674340 GUERBET 1T

soluzione iniettabile
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 320 mg/ml not available 027674338 GUERBET IT
soluzione iniettabile

Optiray 350 mg/ml not available 027674151 GUERBET IT
soluzione iniettabile.

Optiray 350 mg/ml not available 027674163 GUERBET IT
soluzione iniettabile.

Optiray 350 mg/ml not available 027674175 GUERBET IT
soluzione iniettabile.

Optiray 350 mg/ml not available 027674237 GUERBET IT
soluzione iniettabile.

Optiray 350 mg/ml not available 027674302 GUERBET IT
soluzione iniettabile.

Optiray 350 mg/ml not available 027674290 GUERBET IT
soluzione iniettabile.

Optiray 350 mg/ml not available 027674314 GUERBET IT
soluzione iniettabile.

Optiray 350 mg/ml not available 027674377 GUERBET IT
soluzione iniettabile.

Optiray 350 mg/ml not available 027674365 GUERBET IT
soluzione iniettabile.

Optiray 350 mg/ml not available 027674353 GUERBET IT
soluzione iniettabile.

Optiject 300 mg I/ml, not available 2003057344 GUERBET LU
Injektions- oder

Infusionslésung

Optiject 300 mg I/mL, not available 2003057344 GUERBET LU
solution injectable ou

pour perfusion

Optiject 350 mg I/ml, not available 2003057345 GUERBET LU
Injektions- oder

Infusionslésung

Optiject 350 mg I/mL, not available 2003057345 GUERBET LU

solution injectable ou
pour perfusion
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIRAY 300 mg I/ml,
Injektionslésung

not available

2006129132

GUERBET

LU

Optiray 300 mg I/ml,
solution injectable

not available

2006129132

GUERBET

LU

OPTIRAY 320 mg I/ml,
Injektionslésung

not available

2006129133

GUERBET

LU

Optiray 320 mg I/ml,
solution injectable

not available

2006129133

GUERBET

LU

Optiray 350 mg I/ml,
Injektionslésung

not available

2006129134

GUERBET

LU

Optiray 350 mg I/ml,
solution injectable

not available

2006129134

GUERBET

LU

Optiray 300, oplossing
voor injectie of infusie,
300 mg I/ml

not available

RVG 15717

GUERBET

NL

Optiray 320, oplossing
voor injectie of infusie,
320 mg I/ml

not available

RVG 13347

GUERBET

NL

Optiray 350, oplossing
voor injectie of infusie,
350 mg I/ml

not available

RVG 15718

GUERBET

NL

Optiray 300 mg I/ml,
injeksjons-
/infusjonsvaeske,
opplgsning

SE/H/1844/002

02-1619

GUERBET

NO

Optiray 300 mg I/ml,
injeksjons-
/infusjonsvaeske,
opplgsning,
flerdosebeholder

SE/H/0763/001

07-5038

GUERBET

NO

Optiray 320 mg I/ml,
injeksjons-
/infusjonsvaeske,
opplgsning

SE/H/1844/003

02-1620

GUERBET

NO
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 320 mg I/ml,
injeksjons-
/infusjonsvaeske,
opplgsning,
flerdosebeholder

SE/H/0763/002

07-5039

GUERBET

NO

Optiray 350 mg I/ml
injeksjons-
/infusjonsvaeske,
opplgsning,
flerdosebeholder

SE/H/0763/003

07-5040

GUERBET

NO

Optiray 350 mg I/ml,
injeksjons-
/infusjonsvaeske,
opplgsning

SE/H/1844/004

02-1621

GUERBET

NO

Optiray 300 roztwor do
wstrzykiwan i infuzji

not available

10295

GUERBET

PL

Optiray 320 roztwor do
wstrzykiwan i infuzji

not available

10296

GUERBET

PL

Optiray 350 roztwor do
wstrzykiwan i infuzji

not available

10297

GUERBET

PL

Optiray 300 mg I/ml
solucdo injectavel ou
para perfusao, recipiente
multidose

SE/H/0763/001

5095112

GUERBET

PT

Optiray 300 mg I/ml
solugdo injectavel ou
para perfusdo, recipiente
multidose

SE/H/0763/001

5095120

GUERBET

PT

Optiray 300 mg Iodo/ml
solugdo injetavel ou para
perfusdo

SE/H/1844/002

2388882

GUERBET

PT

Optiray 300 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/002

2388783

GUERBET

PT
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 300 mg Iodo/ml
solucgdo injetavel ou para
perfusdo

SE/H/1844/002

2388684

GUERBET

PT

Optiray 300 mg Iodo/ml
solugdo injetavel ou para
perfusdo

SE/H/1844/002

2388585

GUERBET

PT

Optiray 300 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/002

2388981

GUERBET

PT

Optiray 300 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/002

2389286

GUERBET

PT

Optiray 300 mg Iodo/ml
solucgdo injetavel ou para
perfusao

SE/H/1844/002

2389187

GUERBET

PT

Optiray 300 mg Iodo/ml
solucgdo injetavel ou para
perfusdo

SE/H/1844/002

2389088

GUERBET

PT

Optiray 300 mg Iodo/ml
solugdo injetavel ou para
perfusdo

SE/H/1844/002

2389385

GUERBET

PT

Optiray 300 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/002

4854386

GUERBET

PT

Optiray 300 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/002

4862488

GUERBET

PT

Optiray 300 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/002

2389484

GUERBET

PT

Optiray 300 mg Iodo/ml
solucgdo injetavel ou para
perfusdo

SE/H/1844/002

2389583

GUERBET

PT
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 320 mg I/ml
solucdo injectavel ou
para perfusdo, recipiente
multidose

SE/H/0763/002

5095138

GUERBET

PT

Optiray 320 mg I/ml
solugdo injectavel ou
para perfusdo, recipiente
multidose

SE/H/0763/002

5095146

GUERBET

PT

Optiray 320 mg Iodo/ml
solugdo injetavel ou para
perfusdo

SE/H/1844/003

2389880

GUERBET

PT

Optiray 320 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/003

2389781

GUERBET

PT

Optiray 320 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/003

2389682

GUERBET

PT

Optiray 320 mg Iodo/ml
solucgdo injetavel ou para
perfusdo

SE/H/1844/003

2390086

GUERBET

PT

Optiray 320 mg Iodo/ml
solucgdo injetavel ou para
perfusdo

SE/H/1844/003

2389989

GUERBET

PT

Optiray 320 mg Iodo/ml
solucgdo injetavel ou para
perfusdo

SE/H/1844/003

2390185

GUERBET

PT

Optiray 320 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/003

2390482

GUERBET

PT

Optiray 320 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/003

2390383

GUERBET

PT

Optiray 350 mg I/ml
solucdo injectavel ou
para perfusdo, recipiente
multidose

SE/H/0763/003

5095153

GUERBET

PT
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 350 mg I/ml
solucdo injectavel ou
para perfusdo, recipiente
multidose

SE/H/0763/003

5095161

GUERBET

PT

Optiray 350 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/004

2390789

GUERBET

PT

Optiray 350 mg Iodo/ml
solugdo injetavel ou para
perfusdo

SE/H/1844/004

2390680

GUERBET

PT

Optiray 350 mg Iodo/ml
solucgdo injetavel ou para
perfusdo

SE/H/1844/004

2390581

GUERBET

PT

Optiray 350 mg Iodo/ml
solugdo injetavel ou para
perfusdo

SE/H/1844/004

2390888

GUERBET

PT

Optiray 350 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/004

2390987

GUERBET

PT

Optiray 350 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/004

2391084

GUERBET

PT

Optiray 350 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/004

2391183

GUERBET

PT

Optiray 350 mg Iodo/ml
solucgdo injetavel ou para
perfusdo

SE/H/1844/004

4854485

GUERBET

PT

Optiray 350 mg Iodo/ml
solucgdo injetavel ou para
perfusdo

SE/H/1844/004

2391381

GUERBET

PT

Optiray 350 mg Iodo/ml
solugdo injetavel ou para
perfusao

SE/H/1844/004

2391282

GUERBET

PT
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 350 mg Iodo/ml
solucgdo injetavel ou para
perfusdo

SE/H/1844/004

4862587

GUERBET

PT

OPTIRAY 240 solutie
injectabila/perfuzabila
509 mg/ml

not available

8363/2015/09

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/01

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/02

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/03

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/04

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/05

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/06

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/07

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/08

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/09

GUERBET

RO
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/10

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/11

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/12

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/13

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/14

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/15

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/16

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/17

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/18

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/19

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/20

GUERBET

RO
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/21

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/22

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/23

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/24

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/25

GUERBET

RO

OPTIRAY 300 solutie
injectabila/perfuzabila
636 mg/ml

not available

8364/2015/23

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/01

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/02

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/03

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/04

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/05

GUERBET

RO
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/06

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/07

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/08

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/09

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/10

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/11

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/12

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/13

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/14

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/15

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/16

GUERBET

RO
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/17

GUERBET

RO

OPTIRAY 320 solutie
injectabila/perfuzabila
678 mg/ml

not available

8365/2015/18

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/19

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/20

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/01

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/02

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/03

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/04

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/05

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/06

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/07

GUERBET

RO
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/08

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/09

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/10

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/11

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/12

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/13

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/14

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/15

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/16

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/17

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/18

GUERBET

RO

List of nationally authorised medicinal products

EMADOC-1700519818-2976578

Page 42/44




Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/21

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/22

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/23

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/24

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/26

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/27

GUERBET

RO

OPTIRAY 350 solutie
injectabila/perfuzabila
741 mg/ml

not available

8366/2015/28

GUERBET

RO

Optiray 300 mg I/ml,
injektions-
/infusionsvatska l6sning,
flerdosbehdllare

SE/H/0763/001

22563

GUERBET

SE

Optiray 300 mg I/ml,
injektions-
/infusionsvdtska, I6sning

SE/H/1844/002

13530

GUERBET

SE

Optiray 320 mg I/ml,
injektions-
/infusionsvatska, I6sning

SE/H/1844/003

13531

GUERBET

SE

Optiray 320 mg I/ml,
injektions-
/infusionsvatska,
I6sning, flerdosbehallare

SE/H/0763/002

22564

GUERBET

SE
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Product full name

(in authorisation
country as per Art. 57
data)

MRP/DCP or CP
Authorisation
number

(if not available then
insert not available)

National Authorisation Number
of product in the member state

MAH of product in the
member state

Member State where
product is authorised

Optiray 350 mg I/ml,
injektions-
/infusionsvatska, I6sning

SE/H/1844/004

13532

GUERBET

SE

Optiray 350 mg I/ml,
injektions-
/infusionsvatska,
I6sning, flerdosbehallare

SE/H/0763/003

22565

GUERBET

SE

Optiray 300 injekcny
roztok

not available

48/0389/16-S

GUERBET

SK

Optiray 320 injekény
roztok

not available

48/0390/16-S

GUERBET

SK

Optiray 350 injek¢ny
roztok

not available

48/0391/16-S

GUERBET

SK

Optiray 300 mg I/ml,
solution for injection or
infusion

SE/H/1844/002

PL 12308/0028

GUERBET

XI

Optiray 320 mg I/ml,
solution for injection or
infusion

SE/H/1844/003

PL 12308/0029

GUERBET

XI

Optiray 350 mg I/ml,
solution for injection or
infusion

SE/H/1844/004

PL 12308/0030

GUERBET

XI

Optiray 350 mg I/ml,
solution for
injection/infusion,
multidose container.

SE/H/0763/003

PL 12308/0032

GUERBET

XI
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