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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

CEMET 2mg/ml didAupa
npog €yxuan/&vean.

FR/H/0510/001

96005/13/26-5-14

PHARMATHEN S.A.

GR

CEMET 5mg/ml didAupa

FR/H/0510/002

46111/26-5-14

PHARMATHEN S.A.

GR

npog €yxuan/&vean.

Cisatracurio Accord 2 NL/H/4778/001 043234018 ACCORD HEALTHCARE S.L.U. [ IT

mg/ml Soluzione
iniettabile/per infusione

Cisatracurio Accord 2 043234020 ACCORD HEALTHCARE S.L.U. | IT
mg/ml Soluzione

iniettabile/per infusione

NL/H/4778/001

Cisatracurio Accord 2 043234032 ACCORD HEALTHCARE S.L.U. | IT
mg/ml Soluzione

iniettabile/per infusione

NL/H/4778/001

Cisatracurio Accord 2 NL/H/4778/001 043234044 ACCORD HEALTHCARE S.L.U. [ IT

mg/ml Soluzione
iniettabile/per infusione

Cisatracurio Accord 2 043234057 ACCORD HEALTHCARE S.L.U. IT
mg/ml Soluzione

iniettabile/per infusione

NL/H/4778/001

Cisatracurio Accord 2 043234069 ACCORD HEALTHCARE S.L.U. IT
mg/ml Soluzione

iniettabile/per infusione

NL/H/4778/001

Cisatracurio Accord 2 043234071 ACCORD HEALTHCARE S.L.U. IT
mg/ml Soluzione

iniettabile/per infusione

NL/H/4778/001
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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

Cisatracurio Accord 2
mg/ml Soluzione
iniettabile/per infusione

NL/H/4778/001

043234083

ACCORD HEALTHCARE S.L.U.

IT

Cisatracurio Accord 5
mg/ml Soluzione
iniettabile/per infusione

NL/H/4778/002

043234095

ACCORD HEALTHCARE S.L.U.

IT

Cisatracurio Accord 5
mg/ml Soluzione
iniettabile/per infusione

NL/H/4778/002

043234107

ACCORD HEALTHCARE S.L.U.

IT

Cisatracurio
Accordpharma 2 mg/ml
solucion inyectable y para
perfusién EFG

PT/H/0398/001

74027

ACCORD HEALTHCARE S.L.U.

ES

Cisatracurio
Accordpharma 2 mg/ml
solucidn inyectable y para
perfusion EFG

PT/H/0398/001

74027

ACCORD HEALTHCARE S.L.U.

ES

Cisatracurio
Accordpharma 2 mg/ml
solucion inyectable y para
perfusién EFG

PT/H/0398/001

74027

ACCORD HEALTHCARE S.L.U.

ES

Cisatracurio
Accordpharma 2 mg/ml
soluzione iniettabile/per
infusione

PT/H/0398/001

048341010

ACCORD HEALTHCARE S.L.U.

IT

Cisatracurio
Accordpharma 2 mg/ml
soluzione iniettabile/per
infusione

PT/H/0398/001

048341022

ACCORD HEALTHCARE S.L.U.

IT
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Cisatracurio PT/H/0398/001 048341034 ACCORD HEALTHCARE S.L.U. [ IT
Accordpharma 2 mg/ml

soluzione iniettabile/per

infusione

Cisatracurio PT/H/0398/001 5420021 ACCORD HEALTHCARE PT
Accordpharma 2 mg/ml, LIMITED

solugdo injetavel ou para

perfusao

Cisatracurio PT/H/0398/001 5420039 ACCORD HEALTHCARE PT
Accordpharma 2 mg/ml, LIMITED

solugdo injetavel ou para

perfusdo

Cisatracurio PT/H/0398/002 048341046 ACCORD HEALTHCARE S.L.U. 1T
Accordpharma 5 mg/ml

soluzione iniettabile/per

infusione

Cisatracurio PT/H/0398/002 048341059 ACCORD HEALTHCARE S.L.U. [ IT
Accordpharma 5 mg/ml

soluzione iniettabile/per

infusione

Cisatracurio PT/H/0398/002 5420047 ACCORD HEALTHCARE PT
Accordpharma 5 mg/ml, LIMITED

solugdo injetavel ou para

perfusao

Cisatracurio PT/H/0398/002 74028 ACCORD HEALTHCARE S.L.U. | ES

Accordpharma5 mg/ml
solucidn inyectable y para
perfusion EFG
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Cisatracurio Gobens 2 PT/H/0931/001 5592340 LABORATORIOS NORMON, PT
mg/ml solugdo injetavel S.A.

ou para perfusao

Cisatracurio Hikma 2 PT/H/1316/001 5726005 HIKMA FARMACEUTICA PT
mg/ml solugdo injetavel (PORTUGAL), S.A.

ou para perfusao.

Cisatracurio Hikma 2 PT/H/1316/001 5726013 HIKMA FARMACEUTICA PT
mg/ml solugdo injetavel (PORTUGAL), S.A.

ou para perfusao.

Cisatracurio Hikma 2 PT/H/1316/001 5726021 HIKMA FARMACEUTICA PT
mg/ml solucdo injetavel (PORTUGAL), S.A.

ou para perfusao.

Cisatracurio Hikma 2 PT/H/1316/001 5738059 HIKMA FARMACEUTICA PT
mg/ml solucdo injetavel (PORTUGAL), S.A.

ou para perfusao.

Cisatracurio Hikma 2 PT/H/1316/001 5738075 HIKMA FARMACEUTICA PT
mg/ml solucdo injetavel (PORTUGAL), S.A.

ou para perfusao.

Cisatracurio Hikma 2 PT/H/1316/001 5738067 HIKMA FARMACEUTICA PT
mg/ml solucdo injetavel (PORTUGAL), S.A.

ou para perfusao.

Cisatracurio Hikma 2 PT/H/1316/001 044195079 HIKMA FARMACEUTICA IT
mg/ml soluzione (PORTUGAL), S.A.

iniettabile/per infusione.

Cisatracurio Hikma 2 PT/H/1316/001 044195081 HIKMA FARMACEUTICA IT

mg/ml soluzione
iniettabile/per infusione.

(PORTUGAL), S.A.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Cisatracurio Hikma 2 PT/H/1316/001 044195093 HIKMA FARMACEUTICA IT
mg/ml soluzione (PORTUGAL), S.A.

iniettabile/per infusione.

Cisatracurio Hikma 2 PT/H/1316/001 044195055 HIKMA FARMACEUTICA IT
mg/ml soluzione (PORTUGAL), S.A.

iniettabile/per infusione.

Cisatracurio Hikma 2 PT/H/1316/001 044195030 HIKMA FARMACEUTICA 1T
mg/ml soluzione (PORTUGAL), S.A.

iniettabile/per infusione.

Cisatracurio Hikma 2 PT/H/1316/001 044195016 HIKMA FARMACEUTICA 1T
mg/ml soluzione (PORTUGAL), S.A.

iniettabile/per infusione.

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 5390901 FRESENIUS KABI PHARMA PT
solugdo injetavel ou para PORTUGAL, LDA.

perfusao

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 5390919 FRESENIUS KABI PHARMA PT
solugdo injetavel ou para PORTUGAL, LDA.

perfusao

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 5390927 FRESENIUS KABI PHARMA PT
solugdo injetavel ou para PORTUGAL, LDA.

perfusao

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 5390935 FRESENIUS KABI PHARMA PT
solugdo injetavel ou para PORTUGAL, LDA.

perfusao

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 5390943 FRESENIUS KABI PHARMA PT

solugdo injetavel ou para
perfusdo

PORTUGAL, LDA.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 5390950 FRESENIUS KABI PHARMA PT
solugdo injetavel ou para PORTUGAL, LDA.

perfusdo

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 5390968 FRESENIUS KABI PHARMA PT
solugdo injetavel ou para PORTUGAL, LDA.

perfusdo

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 5390976 FRESENIUS KABI PHARMA PT
solugdo injetavel ou para PORTUGAL, LDA.

perfusdo

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 5391008 FRESENIUS KABI PHARMA PT
solugdo injetavel ou para PORTUGAL, LDA.

perfusdo

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 5391016 FRESENIUS KABI PHARMA PT
solugdo injetavel ou para PORTUGAL, LDA.

perfusao

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 5391024 FRESENIUS KABI PHARMA PT
solugdo injetavel ou para PORTUGAL, LDA.

perfusao

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 5391032 FRESENIUS KABI PHARMA PT
solugdo injetavel ou para PORTUGAL, LDA.

perfusao

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 74478 FRESENIUS KABI ESPANA ES
solucidn inyectable y para S.A.U.

perfusién EFG

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 039892017 FRESENIUS KABI ITALIA IT

soluzione iniettabile/per
infusione

S.R.L.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 039892029 FRESENIUS KABI ITALIA IT
soluzione iniettabile/per S.R.L.

infusione

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 039892031 FRESENIUS KABI ITALIA IT
soluzione iniettabile/per S.R.L.

infusione

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 039892043 FRESENIUS KABI ITALIA IT
soluzione iniettabile/per S.R.L.

infusione

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 039892056 FRESENIUS KABI ITALIA IT
soluzione iniettabile/per S.R.L.

infusione

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 039892068 FRESENIUS KABI ITALIA IT
soluzione iniettabile/per S.R.L.

infusione

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 039892070 FRESENIUS KABI ITALIA IT
soluzione iniettabile/per S.R.L.

infusione

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 039892082 FRESENIUS KABI ITALIA IT
soluzione iniettabile/per S.R.L.

infusione

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 039892094 FRESENIUS KABI ITALIA IT
soluzione iniettabile/per S.R.L.

infusione

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 039892106 FRESENIUS KABI ITALIA IT

soluzione iniettabile/per
infusione

S.R.L.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 039892118 FRESENIUS KABI ITALIA IT
soluzione iniettabile/per S.R.L.

infusione

Cisatracurio Kabi 2 mg/ml | DE/H/2771/001 039892120 FRESENIUS KABI ITALIA IT
soluzione iniettabile/per S.R.L.

infusione

Cisatracurio Kabi 5 mg/ml | DE/H/2771/002 5557079 FRESENIUS KABI PHARMA PT
solugdo injetavel ou para PORTUGAL, LDA.

perfusdo

Cisatracurio Kabi 5 mg/ml | DE/H/2771/002 5557103 FRESENIUS KABI PHARMA PT
solugdo injetavel ou para PORTUGAL, LDA.

perfusdo

Cisatracurio Kabi 5 mg/ml | DE/H/2771/002 79283 FRESENIUS KABI ESPANA ES
solucion inyectable y para S.A.U.

perfusién EFG

Cisatracurio Kabi 5 mg/ml | DE/H/2771/002 039892132 FRESENIUS KABI ITALIA 1T
soluzione iniettabile/per S.R.L.

infusione

Cisatracurio Kabi 5 mg/ml | DE/H/2771/002 039892144 FRESENIUS KABI ITALIA IT
soluzione iniettabile/per S.R.L.

infusione

Cisatracurio Kalceks 2 LV/H/0165/001 047130012 KALCEKS IT
mg/mL soluzione

iniettabile/per infusione

Cisatracurio Kalceks 2 LV/H/0165/001 047130024 KALCEKS IT

mg/mL soluzione
iniettabile/per infusione
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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

Cisatracurio Kalceks 2
mg/mL soluzione
iniettabile/per infusione

LV/H/0165/001

047130036

KALCEKS

IT

Cisatracurio Mylan Pharma
2 mg/ml soluzione per
iniezione/infusione.

FR/H/0512/01

042697019

MYLAN S.P.A.

IT

Cisatracurio Mylan Pharma
2 mg/ml soluzione per
iniezione/infusione.

FR/H/0512/01

042697021

MYLAN S.P.A.

IT

Cisatracurio Mylan Pharma
2 mg/ml soluzione per
iniezione/infusione.

FR/H/0512/01

042697033

MYLAN S.P.A.

IT

Cisatracurio Mylan Pharma
2 mg/ml soluzione per
iniezione/infusione.

FR/H/0512/01

042697045

MYLAN S.P.A.

IT

Cisatracurio Mylan Pharma
2 mg/ml soluzione per
iniezione/infusione.

FR/H/0512/01

042697058

MYLAN S.P.A.

IT

Cisatracurio Mylan Pharma
2 mg/ml soluzione per
iniezione/infusione.

FR/H/0512/01

042697060

MYLAN S.P.A.

IT

Cisatracurio Mylan Pharma
5 mg/ml soluzione per
iniezione/infusione

FR/H/0512/02

042697072

MYLAN S.P.A.

IT

Cisatracurio NORMON 2
mg/ml solucién inyectable
y para perfusién EFG

not available

76000

LABORATORIOS NORMON,
S.A.

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

Cisatracurio NORMON 5 not available 75987 LABORATORIOS NORMON, ES
mg/ml solucién inyectable S.A.

y para perfusién EFG.

Cisatracurio Pfizer 2 ES/H/0571/001 76.849 PFIZER, S.L. ES
mg/ml solucién inyectable

y para perfusién EFG

Cisatracurio Pfizer 2 ES/H/0571/001 76.849 PFIZER, S.L. ES
mg/ml solucién inyectable

y para perfusién EFG

Cisatracurio Pfizer 2 ES/H/0571/001 76.849 PFIZER, S.L. ES
mg/ml solucidén inyectable

y para perfusién EFG

Cisatracurio Sala 2 mg/ml | not available 79117 LABORATORIO REIG JOFRE, ES
solucion inyectable y para S.A.

perfusién EFG

Cisatracurio Sala 5 mg/ml | not available 79118 LABORATORIO REIG JOFRE, ES
solucion inyectable y para S.A.

perfusién EFG

Cisatracurio Sidefarma 2 not available 5593256 SIDEFARMA - SOCIEDADE PT
mg/ml solucdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusdo. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 2 not available 5593264 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusdo. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 2 not available 5593249 SIDEFARMA - SOCIEDADE PT

mg/ml solugdo injectavel
ou para perfusao.

INDUSTRIAL DE EXPANSAQ
FARMACEUTICA, S.A.

List of nationally authorised medicinal products

EMA/145847/2021

Page 11/46




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

Cisatracurio Sidefarma 2 not available 5593256 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusao. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 2 not available 5593264 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusao. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 2 not available 5593249 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusao. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 2 not available 5593256 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusao. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 2 not available 5593264 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusdo. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 2 not available 5593249 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusdo. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 2 not available 5593256 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusdo. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 2 not available 5593264 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusdo. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 2 not available 5593249 SIDEFARMA - SOCIEDADE PT

mg/ml solugdo injectavel
ou para perfusao.

INDUSTRIAL DE EXPANSAQ
FARMACEUTICA, 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 number member state product is authorised
Cisatracurio Sidefarma 2 not available 5593256 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusao. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 2 not available 5593264 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusao. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 2 not available 5593249 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusao. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 5 not available 5588769 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusao. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 5 not available 5588769 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusdo. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 5 not available 5588769 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusdo. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 5 not available 5588769 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusdo. FARMACEUTICA, S.A.

Cisatracurio Sidefarma 5 not available 5588769 SIDEFARMA - SOCIEDADE PT
mg/ml solugdo injectavel INDUSTRIAL DE EXPANSAO

ou para perfusdo. FARMACEUTICA, S.A.
Cisatracurium PT/H/0398/001 63289 ACCORD HEALTHCARE B.V. DK
"Accordpharma”,

injektions-

/infusionsvaeske,

oplgsning
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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

Cisatracurium
"Accordpharma”,
injektions-
/infusionsvaeske,
oplgsning

PT/H/0398/002

63289

ACCORD HEALTHCARE B.V.

DK

Cisatracurium
"Accordpharma",
injektions-
/infusionsvaeske,
oplgsning

PT/H/0398/01/E01

63289

ACCORD HEALTHCARE B.V.

DK

Cisatracurium “Fresenius
Kabi”, injektions-
/infusionsvaeske,
oplgsning

DE/H/2771/001

46728

FRESENIUS KABI AB

DK

Cisatracurium 2 mg/ml
solution for injection or
infusion

DE/H/2771/001

PL 08828/0231

FRESENIUS KABI LIMITED

UK

Cisatracurium 2 mg/ml
Solution for
injection/infusion

NL/H/4778/001

PL 20075/0384

ACCORD HEALTHCARE
LIMITED

UK

Cisatracurium 2 mg/ml
Solution for
injection/infusion

NL/H/4778/001

PL 20075/0384

ACCORD HEALTHCARE
LIMITED

UK

Cisatracurium 2 mg/ml
Solution for
injection/infusion

NL/H/4778/001

PL 20075/0384

ACCORD HEALTHCARE
LIMITED

UK

Cisatracurium 2 mg/ml
Solution for
injection/infusion

NL/H/4778/001

PL 20075/0384

ACCORD HEALTHCARE
LIMITED

UK
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Cisatracurium 2 mg/ml LV/H/0165/001 PL 47015/0013 KALCEKS UK
Solution for

Injection/Infusion

Cisatracurium 2 mg/ml LV/H/0165/001 PA2165/008/001 KALCEKS IE
solution for

injection/infusion

Cisatracurium 2mg/ml 1E/H/0712/001/DC PA 1122/017/001 NORIDEM ENTERPRISES LTD 1IE
Solution for

Injection/Infusion

Cisatracurium 2mg/ml FR/H/0512/001 PL 04569/1404 GENERICS [UK] LIMITED UK
solution for

injection/infusion

Cisatracurium 2mg/ml 1IE/H/0712/001 PL 24598/0031 NORIDEM ENTERPRISES LTD UK
solution for

injection/infusion

Cisatracurium 2mg/ml PT/H/1316/001 PL 15413/0051 HIKMA FARMACEUTICA UK
solution for (PORTUGAL), S.A.
injection/infusion.

Cisatracurium 5 mg/ml DE/H/2771/002 PL 08828/0241 FRESENIUS KABI LIMITED UK
solution for injection or

infusion

Cisatracurium 5 mg/ml NL/H/4778/002 PL 20075/0385 ACCORD HEALTHCARE UK
Solution for LIMITED

injection/infusion

Cisatracurium 5mg/ml FR/H/0512/002 PL 04569/1405 GENERICS [UK] LIMITED UK

solution for
injection/infusion
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Product Name (in

authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Cisatracurium 5mg/ml
Solution for
Injection/Infusion

PT/H/0398/002

PL 20075/1382

ACCORD HEALTHCARE
LIMITED

UK

Cisatracurium 5mg/ml
Solution for
Injection/Infusion

PT/H/0398/002

PL 20075/1382

ACCORD HEALTHCARE
LIMITED

UK

Cisatracurium Accord 2
mg/ml
injektio/infuusioneste,
liuos

NL/H/4778/001

31916

ACCORD HEALTHCARE B.V.

FI

Cisatracurium Accord 2
mg/mi
injektio/infuusioneste,
liuos

NL/H/4778/001

31916

ACCORD HEALTHCARE B.V.

FI

Cisatracurium Accord 2
mg/ml
injektio/infuusioneste,
liuos

NL/H/4778/001

31916

ACCORD HEALTHCARE B.V.

FI

Cisatracurium Accord 2
mg/mi
injektio/infuusioneste,
liuos

NL/H/4778/001

31916

ACCORD HEALTHCARE B.V.

FI

Cisatracurium Accord 2
mg/ml Injektions-
/Infusionslésung

NL/H/4778/001

136125

ACCORD HEALTHCARE B.V.

AT

Cisatracurium Accord 2
mg/ml Injektions-
/Infusionslésung

NL/H/4778/001

136125

ACCORD HEALTHCARE B.V.

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

Cisatracurium Accord 2 NL/H/4778/001 136125 ACCORD HEALTHCARE B.V. AT
mg/ml Injektions-
/Infusionslésung

Cisatracurium Accord 2 NL/H/4778/001 136125 ACCORD HEALTHCARE B.V. AT
mg/ml Injektions-
/Infusionslésung

Cisatracurium Accord 2 NL/H/4778/001 91266.00.00 ACCORD HEALTHCARE B.V. DE
mg/ml
Injektionslésung/Infusions
16sung

Cisatracurium Accord 2 NL/H/4778/001 91266.00.00 ACCORD HEALTHCARE B.V. DE
mg/mi
Injektionslosung/Infusions
16sung

Cisatracurium Accord 2 NL/H/4778/001 91266.00.00 ACCORD HEALTHCARE B.V. DE
mg/ml
Injektionslésung/Infusions
16sung

Cisatracurium Accord 2 NL/H/4778/001 91266.00.00 ACCORD HEALTHCARE B.V. DE
mg/mi
Injektionslosung/Infusions
16sung

Cisatracurium Accord 2 NL/H/4778/001 114576 ACCORD HEALTHCARE B.V. NL
mg/ml oplossing voor
injectie of infusie

Cisatracurium Accord 2 NL/H/4778/001 114576 ACCORD HEALTHCARE B.V. NL
mg/ml oplossing voor
injectie of infusie
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Cisatracurium Accord 2 NL/H/4778/001 114576 ACCORD HEALTHCARE B.V. NL
mg/ml oplossing voor

injectie of infusie

Cisatracurium Accord 2 NL/H/4778/001 114576 ACCORD HEALTHCARE B.V. NL
mg/ml oplossing voor

injectie of infusie

Cisatracurium Accord 2 NL/H/4778/001 022272 ACCORD HEALTHCARE S.L.U. CcY
mg/ml AiGAupa yia €veon

n £yxuon

Cisatracurium Accord 2 NL/H/4778/001 022272 ACCORD HEALTHCARE S.L.U. cYy
mg/ml AidAupa yia éveon

n €yxuon

Cisatracurium Accord 2 NL/H/4778/001 022272 ACCORD HEALTHCARE S.L.U. CcY
mg/ml AiGAupa yia €veon

n éyxuon

Cisatracurium Accord 2 NL/H/4778/001 022272 ACCORD HEALTHCARE S.L.U. CcY
mg/ml AidAupa yia éveon

n €yxuon

CISATRACURIUM ACCORD | NL/H/4778/001 34009 550 14157 ACCORD HEALTHCARE FR
2 mg/ml, solution FRANCE SAS

injectable/pour perfusion

CISATRACURIUM ACCORD | NL/H/4778/001 34009550 14171 ACCORD HEALTHCARE FR
2 mg/ml, solution FRANCE SAS

injectable/pour perfusion

CISATRACURIUM ACCORD | NL/H/4778/001 34009 550 14188 ACCORD HEALTHCARE FR

2 mg/ml, solution
injectable/pour perfusion

FRANCE SAS
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
CISATRACURIUM ACCORD | NL/H/4778/001 34009 550 14195 ACCORD HEALTHCARE FR
2 mg/ml, solution FRANCE SAS

injectable/pour perfusion

CISATRACURIUM ACCORD | NL/H/4778/001 34009 550 14201 ACCORD HEALTHCARE FR
2 mg/ml, solution FRANCE SAS

injectable/pour perfusion

CISATRACURIUM ACCORD | NL/H/4778/001 34009 550 1421 8 ACCORD HEALTHCARE FR
2 mg/ml, solution FRANCE SAS

injectable/pour perfusion

CISATRACURIUM ACCORD | NL/H/4778/001 34009 550 142 3 2 ACCORD HEALTHCARE FR
2 mg/ml, solution FRANCE SAS

injectable/pour perfusion

CISATRACURIUM ACCORD | NL/H/4778/001 34009 550 142 49 ACCORD HEALTHCARE FR
2 mg/ml, solution FRANCE SAS

injectable/pour perfusion

Cisatracurium Accord 5 NL/H/4778/002 31917 ACCORD HEALTHCARE B.V. FI
mg/mi

injektio/infuusioneste,

liuos

Cisatracurium Accord 5 NL/H/4778/002 136126 ACCORD HEALTHCARE B.V. AT
mg/ml Injektions-

/Infusionslésung

Cisatracurium Accord 5 NL/H/4778/002 91267.00.00 ACCORD HEALTHCARE B.V. DE
mg/ml

Injektionslésung/Infusions

16sung

Cisatracurium Accord 5 NL/H/4778/002 114577 ACCORD HEALTHCARE B.V. NL

mg/ml oplossing voor
injectie of infusie
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Cisatracurium Accord 5 NL/H/4778/002 022273 ACCORD HEALTHCARE S.L.U. | CY
mg/ml AidAupa yia éveon

n €yxuon

Cisatracurium Accord 5 NL/H/4778/002 22238 ACCORD HEALTHCARE PL
mg/ml, roztwér do POLSKA SP. Z 0.0.

wstrzykiwan/do infuzji

CISATRACURIUM ACCORD | NL/H/4778/002 34009 550 14256 ACCORD HEALTHCARE FR
5 mg/ml, solution FRANCE SAS

injectable/pour perfusion

CISATRACURIUM ACCORD | NL/H/4778/002 34009 550 1426 3 ACCORD HEALTHCARE FR
5 mg/ml, solution FRANCE SAS

injectable/pour perfusion

Cisatracurium Accord NL/H/4778/001 BE467413 ACCORD HEALTHCARE B.V. BE
Healthcare 2 mg/ml

oplossing voor injectie of

infusie

Cisatracurium Accord NL/H/4778/001 BE467422 ACCORD HEALTHCARE B.V. BE
Healthcare 2 mg/ml

oplossing voor injectie of

infusie

Cisatracurium Accord NL/H/4778/001 BE467431 ACCORD HEALTHCARE B.V. BE
Healthcare 2 mg/ml

oplossing voor injectie of

infusie

Cisatracurium Accord NL/H/4778/001 BE467440 ACCORD HEALTHCARE B.V. BE

Healthcare 2 mg/ml
oplossing voor injectie of
infusie
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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

Cisatracurium Accord
Healthcare 2 mg/ml
solution
injectable/perfusion

NL/H/4778/001

BE467413

ACCORD HEALTHCARE B.V.

BE

Cisatracurium Accord
Healthcare 2 mg/ml
solution
injectable/perfusion

NL/H/4778/001

BE467422

ACCORD HEALTHCARE B.V.

BE

Cisatracurium Accord
Healthcare 2 mg/ml
solution
injectable/perfusion

NL/H/4778/001

BE467431

ACCORD HEALTHCARE B.V.

BE

Cisatracurium Accord
Healthcare 2 mg/ml
solution
injectable/perfusion

NL/H/4778/001

BE467440

ACCORD HEALTHCARE B.V.

BE

Cisatracurium Accord
Healthcare 5 mg/ml
oplossing voor injectie of
infusie

NL/H/4778/002

BE467457

ACCORD HEALTHCARE B.V.

BE

Cisatracurium Accord
Healthcare 5 mg/ml
solution
injectable/perfusion

NL/H/4778/002

BE467457

ACCORD HEALTHCARE B.V.

BE

Cisatracurium Accord, 2
mg/ml, roztwér do
wstrzykiwan/do infuzji

NL/H/4778/001

22237

ACCORD HEALTHCARE
POLSKA SP. Z O.0.

PL
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Cisatracurium Accord, 2 NL/H/4778/001 22237 ACCORD HEALTHCARE PL
mg/ml, roztwér do POLSKA SP. Z 0.0.

wstrzykiwan/do infuzji

Cisatracurium Accord, 2 NL/H/4778/001 22237 ACCORD HEALTHCARE PL
mg/ml, roztwér do POLSKA SP. Z 0.0.

wstrzykiwan/do infuzji

Cisatracurium Accord, 2 NL/H/4778/001 22237 ACCORD HEALTHCARE PL
mg/ml, roztwér do POLSKA SP. Z 0.0.

wstrzykiwan/do infuzji

Cisatracurium PT/H/0398/001 139878 ACCORD HEALTHCARE B.V. AT
Accordpharma 2 mg/ml

Injektions-

/Infusionslésung

Cisatracurium PT/H/0398/001 139878 ACCORD HEALTHCARE B.V. AT
Accordpharma 2 mg/ml

Injektions-

/Infusionslésung

Cisatracurium PT/H/0398/001 139878 ACCORD HEALTHCARE B.V. AT
Accordpharma 2 mg/ml

Injektions-

/Infusionslésung

Cisatracurium PT/H/0398/001 2204956.00.00 ACCORD HEALTHCARE B.V. DE
Accordpharma 2 mg/ml

Injektions-

/Infusionslésung

Cisatracurium PT/H/0398/001 2204956.00.00 ACCORD HEALTHCARE B.V. DE

Accordpharma 2 mg/ml
Injektions-
/Infusionslésung
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Cisatracurium PT/H/0398/001 2204956.00.00 ACCORD HEALTHCARE B.V. DE
Accordpharma 2 mg/ml

Injektions-

/Infusionslésung

Cisatracurium PT/H/0398/001 OGYI-T-23673/01 ACCORD HEALTHCARE HU
Accordpharma 2 mg/ml POLSKA SP. Z 0.0.

oldatos injekcid/infuzid

Cisatracurium PT/H/0398/001 OGYI-T-23673/02 ACCORD HEALTHCARE HU
Accordpharma 2 mg/ml POLSKA SP. Z 0.0.

oldatos injekcié/inflzio

Cisatracurium PT/H/0398/001 OGYI-T-23673/03 ACCORD HEALTHCARE HU
Accordpharma 2 mg/ml POLSKA SP. Z 0.0.

oldatos injekcié/inflzio

Cisatracurium PT/H/0398/001 BE557902 ACCORD HEALTHCARE B.V. BE
Accordpharma 2 mg/ml

Oplossing voor injectie /

infusie

Cisatracurium PT/H/0398/001 BE557893 ACCORD HEALTHCARE B.V. BE
Accordpharma 2 mg/ml

Oplossing voor injectie /

infusie

Cisatracurium PT/H/0398/001 BE557911 ACCORD HEALTHCARE B.V. BE
Accordpharma 2 mg/ml

Oplossing voor injectie /

infusie

Cisatracurium PT/H/0398/001 RVG 125633 ACCORD HEALTHCARE B.V. NL

Accordpharma 2 mg/ml
oplossing voor injectie of
infusie
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

Cisatracurium PT/H/0398/001 RVG 125633 ACCORD HEALTHCARE B.V. NL
Accordpharma 2 mg/ml
oplossing voor injectie of
infusie

Cisatracurium PT/H/0398/001 RVG 125633 ACCORD HEALTHCARE B.V. NL
Accordpharma 2 mg/ml
oplossing voor injectie of
infusie

Cisatracurium PT/H/0398/001 BE557893 ACCORD HEALTHCARE B.V. BE
Accordpharma 2 mg/ml
Solution injectable/pour
perfusion

Cisatracurium PT/H/0398/001 BE557902 ACCORD HEALTHCARE B.V. BE
Accordpharma 2 mg/ml
Solution injectable/pour
perfusion

Cisatracurium PT/H/0398/001 BE557911 ACCORD HEALTHCARE B.V. BE
Accordpharma 2 mg/ml
Solution injectable/pour
perfusion

Cisatracurium PT/H/0398/001 19-13048 ACCORD HEALTHCARE B.V. NO
Accordpharma 2 mg/ml,
injeksjons-
/infusjonsvaeske,
oppl@sning

Cisatracurium PT/H/0398/001 19-13048 ACCORD HEALTHCARE B.V. NO
Accordpharma 2 mg/ml,
injeksjons-
/infusjonsvaeske,
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

opplgsning

Cisatracurium
Accordpharma 2 mg/ml,
injeksjons-
/infusjonsvaeske,
oppl@sning

PT/H/0398/002

19-13048

ACCORD HEALTHCARE B.V.

NO

CISATRACURIUM
ACCORDPHARMA 2
mg/mL, solution
injectable/pour perfusion

PT/H/0398/001

34009 550 723 31

ACCORD HEALTHCARE
FRANCE SAS

FR

CISATRACURIUM
ACCORDPHARMA 2
mg/mL, solution
injectable/pour perfusion

PT/H/0398/001

34009 550 723 4 8

ACCORD HEALTHCARE
FRANCE SAS

FR

CISATRACURIUM
ACCORDPHARMA 2
mg/mL, solution
injectable/pour perfusion

PT/H/0398/001

34009 550 723 6 2

ACCORD HEALTHCARE
FRANCE SAS

FR

Cisatracurium
Accordpharma 5 mg/ml
Injektions-
/Infusionslésung

PT/H/0398/002

139879

ACCORD HEALTHCARE B.V.

AT

CISATRACURIUM
ACCORDPHARMA 5
mg/mL, solution
injectable/pour perfusion

PT/H/0398/002

34009 550 72379

ACCORD HEALTHCARE
FRANCE SAS

FR

List of nationally authorised medicinal products

EMA/145847/2021

Page 25/46




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

CISATRACURIUM
ACCORDPHARMA 5
mg/mL, solution
injectable/pour perfusion

PT/H/0398/002

34009 550 726 7 6

ACCORD HEALTHCARE
FRANCE SAS

FR

Cisatracurium Fresenius
Kabi 2 mg/ml
injektio/infuusioneste,
liuos

DE/H/2771/001

28604

FRESENIUS KABI AB

FI

Cisatracurium Fresenius
Kabi 2 mg/ml Injektions-
/Infusionslésung

DE/H/2771/001

BE399987

FRESENIUS KABI NV/SA

BE

Cisatracurium Fresenius
Kabi 2 mg/ml Injektions-
/Infusionslésung

DE/H/2771/001

BE399996

FRESENIUS KABI NV/SA

BE

Cisatracurium Fresenius
Kabi 2 mg/ml Injektions-
/Infusionslésung

DE/H/2771/001

BE400005

FRESENIUS KABI NV/SA

BE

Cisatracurium Fresenius
Kabi 2 mg/ml oplossing
voor injectie of infusie

DE/H/2771/001

BE399996

FRESENIUS KABI NV/SA

BE

Cisatracurium Fresenius
Kabi 2 mg/ml oplossing
voor injectie of infusie

DE/H/2771/001

RVG107278

FRESENIUS KABI NEDERLAND

B.V.

NL

Cisatracurium Fresenius
Kabi 2 mg/ml oplossing
voor injectie/infusie

DE/H/2771/001

BE399987

FRESENIUS KABI NV/SA

BE

Cisatracurium Fresenius
Kabi 2 mg/ml oplossing
voor injectie/infusie

DE/H/2771/001

BE400005

FRESENIUS KABI NV/SA

BE
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Cisatracurium Fresenius DE/H/2771/001 BE399987 FRESENIUS KABI NV/SA BE
Kabi 2 mg/ml solution

injectable/pour perfusion

Cisatracurium Fresenius DE/H/2771/001 BE399996 FRESENIUS KABI NV/SA BE
Kabi 2 mg/ml solution

injectable/pour perfusion

Cisatracurium Fresenius DE/H/2771/001 BE400005 FRESENIUS KABI NV/SA BE
Kabi 2 mg/ml solution

injectable/pour perfusion

Cisatracurium Fresenius DE/H/2771/002 BE435294 FRESENIUS KABI NV/SA BE
Kabi 5 mg/ml Injektions-

/Infusionslésung

Cisatracurium Fresenius DE/H/2771/002 RVG 110900 FRESENIUS KABI NEDERLAND | NL
Kabi 5 mg/ml oplossing B.V.

voor injectie of infusie

Cisatracurium Fresenius DE/H/2771/002 BE435294 FRESENIUS KABI NV/SA BE
Kabi 5 mg/ml oplossing

voor injectie/infusie

Cisatracurium Fresenius DE/H/2771/002 BE435294 FRESENIUS KABI NV/SA BE
Kabi 5 mg/ml solution

injectable/pour perfusion

Cisatracurium Hikma 2 PT/H/1316/001 138063 HIKMA FARMACEUTICA AT
mg/ml Injektions- (PORTUGAL), S.A.

/Infusionslésung

Cisatracurium Hikma 2 PT/H/1316/001 138063 HIKMA FARMACEUTICA AT

mg/ml Injektions-
/Infusionslésung

(PORTUGAL), S.A.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Cisatracurium Hikma 2 PT/H/1316/001 138063 HIKMA FARMACEUTICA AT
mg/ml Injektions- (PORTUGAL), S.A.

/Infusionslésung

Cisatracurium Hikma 2 PT/H/1316/001 138063 HIKMA FARMACEUTICA AT
mg/ml Injektions- (PORTUGAL), S.A.

/Infusionslésung

Cisatracurium Hikma 2 PT/H/1316/001 138063 HIKMA FARMACEUTICA AT
mg/ml Injektions- (PORTUGAL), S.A.

/Infusionslésung

Cisatracurium Hikma 2 PT/H/1316/001 138063 HIKMA FARMACEUTICA AT
mg/ml Injektions- (PORTUGAL), S.A.

/Infusionslésung

Cisatracurium Hikma 2 PT/H/1316/001 93654.00.00 HIKMA FARMACEUTICA DE
mg/ml Injektions- (PORTUGAL), S.A.

/Infusionslésung

Cisatracurium Hikma 2 PT/H/1316/001 93654.00.00 HIKMA FARMACEUTICA DE
mg/ml Injektions- (PORTUGAL), S.A.

/Infusionslésung

Cisatracurium Hikma 2 PT/H/1316/001 93654.00.00 HIKMA FARMACEUTICA DE
mg/ml Injektions- (PORTUGAL), S.A.

/Infusionslésung

Cisatracurium Hikma 2 PT/H/1316/001 93654.00.00 HIKMA FARMACEUTICA DE
mg/ml Injektions- (PORTUGAL), S.A.

/Infusionslésung

Cisatracurium Hikma 2 PT/H/1316/001 93654.00.00 HIKMA FARMACEUTICA DE

mg/ml Injektions-
/Infusionslésung

(PORTUGAL), S.A.
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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

Cisatracurium Hikma 2
mg/ml Injektions-
/Infusionslésung

PT/H/1316/001

93654.00.00

HIKMA FARMACEUTICA
(PORTUGAL), S.A.

DE

CISATRACURIUM
HOSPIRA 2 mg/ml,
solution injectable/pour
perfusion

FR/H/0683/001

34009 581 338 6 2

PFIZER HOLDING FRANCE

FR

CISATRACURIUM
HOSPIRA 2 mg/ml,
solution injectable/pour
perfusion

FR/H/0683/001

34009 58133923

PFIZER HOLDING FRANCE

FR

CISATRACURIUM
HOSPIRA 2 mg/ml,
solution injectable/pour
perfusion

FR/H/0683/001

34009 581 3400 5

PFIZER HOLDING FRANCE

FR

CISATRACURIUM
HOSPIRA 2 mg/ml,
solution injectable/pour
perfusion

FR/H/0683/001

3400958134173

PFIZER HOLDING FRANCE

FR

CISATRACURIUM
HOSPIRA 2 mg/ml,
solution injectable/pour
perfusion

FR/H/0683/001

34009 581 342 3 4

PFIZER HOLDING FRANCE

FR

CISATRACURIUM
HOSPIRA 2 mg/ml,
solution injectable/pour
perfusion

FR/H/0683/001

34009 581 3446 3

PFIZER HOLDING FRANCE

FR
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
CISATRACURIUM FR/H/0683/002 34009 581 3452 4 PFIZER HOLDING FRANCE FR
HOSPIRA 5 mg/ml,

solution injectable/pour

perfusion

CISATRACURIUM FR/H/0683/002 34009 581 346 9 2 PFIZER HOLDING FRANCE FR
HOSPIRA 5 mg/ml,

solution injectable/pour

perfusion

Cisatracurium Kabi 2 DE/H/2771/001 LT/1/11/2605/001 FRESENIUS KABI POLSKA SP. | LT
mg/ml injekcinis ar Z 0.0.

infuzinis tirpalas

Cisatracurium Kabi 2 DE/H/2771/001 LT/1/11/2605/002 FRESENIUS KABI POLSKA SP. | LT
mg/ml injekcinis ar Z 0.0.

infuzinis tirpalas

Cisatracurium Kabi 2 DE/H/2771/001 LT/1/11/2605/003 FRESENIUS KABI POLSKA SP. LT
mg/ml injekcinis ar Z 0.0.

infuzinis tirpalas

Cisatracurium Kabi 2 DE/H/2771/001 LT/1/11/2605/004 FRESENIUS KABI POLSKA SP. LT
mg/ml injekcinis ar Z 0.0.

infuzinis tirpalas

Cisatracurium Kabi 2 DE/H/2771/001 LT/1/11/2605/005 FRESENIUS KABI POLSKA SP. LT
mg/ml injekcinis ar Z 0.0.

infuzinis tirpalas

Cisatracurium Kabi 2 DE/H/2771/001 LT/1/11/2605/006 FRESENIUS KABI POLSKA SP. LT
mg/ml injekcinis ar Z 0.0.

infuzinis tirpalas

Cisatracurium Kabi 2 DE/H/2771/001 LT/1/11/2605/007 FRESENIUS KABI POLSKA SP. | LT

mg/ml injekcinis ar
infuzinis tirpalas

Z 0.0.
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Cisatracurium Kabi 2 DE/H/2771/001 LT/1/11/2605/008 FRESENIUS KABI POLSKA SP. | LT
mg/ml injekcinis ar Z 0.0.

infuzinis tirpalas

Cisatracurium Kabi 2 DE/H/2771/001 LT/1/11/2605/009 FRESENIUS KABI POLSKA SP. | LT
mg/ml injekcinis ar Z 0.0.

infuzinis tirpalas

Cisatracurium Kabi 2 DE/H/2771/001 LT/1/11/2605/010 FRESENIUS KABI POLSKA SP. LT
mg/ml injekcinis ar Z 0.0.

infuzinis tirpalas

Cisatracurium Kabi 2 DE/H/2771/001 LT/1/11/2605/011 FRESENIUS KABI POLSKA SP. LT
mg/ml injekcinis ar Z 0.0.

infuzinis tirpalas

Cisatracurium Kabi 2 DE/H/2771/001 LT/1/11/2605/012 FRESENIUS KABI POLSKA SP. LT
mg/ml injekcinis ar Z 0.0.

infuzinis tirpalas

Cisatracurium Kabi 2 DE/H/2771/001 63/568/11-C FRESENIUS KABI S.R.O. Ccz
mg/ml injek¢ni/infuzni

roztok

Cisatracurium Kabi 2 DE/H/2771/001 81184.00.00 FRESENIUS KABI DE
mg/ml Injektions- DEUTSCHLAND GMBH
/Infusionslésung

Cisatracurium Kabi 2 DE/H/2771/001 0452/11090004 FRESENIUS KABI LU
mg/ml DEUTSCHLAND GMBH
Injektionslosung/Infusions

16sung

Cisatracurium Kabi 2 DE/H/2771/001 OGYI-T-22068/01 FRESENIUS KABI HUNGARY HU

mg/ml oldatos injekcid
vagy inflazio

KFT.
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Cisatracurium Kabi 2 DE/H/2771/001 OGYI-T-22068/02 FRESENIUS KABI HUNGARY HU
mg/ml oldatos injekcid KFT.

vagy infazio

Cisatracurium Kabi 2 DE/H/2771/001 OGYI-T-22068/03 FRESENIUS KABI HUNGARY HU
mg/ml oldatos injekcid KFT.

vagy infazio

Cisatracurium Kabi 2 DE/H/2771/001 11-0363 FRESENIUS KABI POLSKA SP. LV
mg/ml skidums Z 0.0.

injekcijam/infuzijam

CISATRACURIUM KABI 2 DE/H/2771/001 34009 5806937 6 FRESENIUS KABI FRANCE FR
mg/ml, solution S.A.S.

injectable/pour perfusion

CISATRACURIUM KABI 2 DE/H/2771/001 34009 58068195 FRESENIUS KABI FRANCE FR
mg/ml, solution S.A.S.

injectable/pour perfusion

CISATRACURIUM KABI 2 DE/H/2771/001 34009 58068317 FRESENIUS KABI FRANCE FR
mg/ml, solution S.A.S.

injectable/pour perfusion

CISATRACURIUM KABI 2 DE/H/2771/001 34009 580 684 8 5 FRESENIUS KABI FRANCE FR
mg/ml, solution S.A.S.

injectable/pour perfusion

CISATRACURIUM KABI 2 DE/H/2771/001 34009 580 685 4 6 FRESENIUS KABI FRANCE FR
mg/ml, solution S.A.S.

injectable/pour perfusion

CISATRACURIUM KABI 2 DE/H/2771/001 34009 580 686 0 7 FRESENIUS KABI FRANCE FR

mg/ml, solution
injectable/pour perfusion

S.AS.
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CISATRACURIUM KABI 2 DE/H/2771/001 34009 580 688 3 6 FRESENIUS KABI FRANCE FR
mg/ml, solution S.A.S.

injectable/pour perfusion

CISATRACURIUM KABI 2 DE/H/2771/001 34009 580 690 8 6 FRESENIUS KABI FRANCE FR
mg/ml, solution S.A.S.

injectable/pour perfusion

CISATRACURIUM KABI 2 DE/H/2771/001 34009 580 691 4 7 FRESENIUS KABI FRANCE FR
mg/ml, solution S.A.S.

injectable/pour perfusion

CISATRACURIUM KABI 2 DE/H/2771/001 34009 580 692 0 8 FRESENIUS KABI FRANCE FR
mg/ml, solution S.A.S.

injectable/pour perfusion

CISATRACURIUM KABI 2 DE/H/2771/001 34009 58068256 FRESENIUS KABI FRANCE FR
mg/ml, solution S.A.S.

injectable/pour perfusion.

CISATRACURIUM KABI 2 DE/H/2771/001 34009 580687 7 5 FRESENIUS KABI FRANCE FR
mg/ml, solution S.A.S.

injectable/pour perfusion.

Cisatracurium Kabi 2 DE/H/2771/001 752511 FRESENIUS KABI POLSKA SP. | EE
mg/ml, sliste- Z 0.0.

/infusioonilahus

Cisatracurium Kabi 5 DE/H/2771/002 LT/1/11/2605/013 FRESENIUS KABI POLSKA SP. | LT
mg/ml injekcinis ar Z 0.0.

infuzinis tirpalas

Cisatracurium Kabi 5 DE/H/2771/002 LT/1/11/2605/014 FRESENIUS KABI POLSKA SP. | LT
mg/ml injekcinis ar Z 0.0.

infuzinis tirpalas
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Cisatracurium Kabi 5 DE/H/2771/002 86316.00.00 FRESENIUS KABI DE
mg/ml Injektions- DEUTSCHLAND GMBH
/Infusionslésung

Cisatracurium Kabi 5 DE/H/2771/002 OGYI-T-22068/05 FRESENIUS KABI HUNGARY HU
mg/ml oldatos injekcid KFT.

vagy infazio

Cisatracurium Kabi 5 DE/H/2771/002 OGYI-T-22068/04 FRESENIUS KABI HUNGARY HU
mg/ml oldatos injekcid KFT.

vagy infazio

Cisatracurium Kabi 5 DE/H/2771/002 13-0101 FRESENIUS KABI POLSKA SP. LV
mg/ml skidums Z 0.0.

injekcijam/inflzijam

CISATRACURIUM KABI 5 DE/H/2771/002 34009 584 807 7 5 FRESENIUS KABI FRANCE FR
mg/ml, solution S.A.S.

injectable/pour perfusion.

CISATRACURIUM KABI 5 DE/H/2771/002 34009 584 806 0 7 FRESENIUS KABI FRANCE FR
mg/ml, solution S.A.S.

injectable/pour perfusion.

Cisatracurium Kabi 5 DE/H/2771/002 812613 FRESENIUS KABI POLSKA SP. | EE
mg/ml, sliste- Z 0.0.

/infusioonilahus

Cisatracurium Kabi, 2 DE/H/2771/001 18660 FRESENIUS KABI POLSKA SP. | PL
mg/ml, roztwér do Z 0.0.

wstrzykiwan/do infuzji

Cisatracurium Kabi, 5 DE/H/2771/002 21426 FRESENIUS KABI POLSKA SP. | PL

mg/ml, roztwér do
wstrzykiwan/do infuzji

Z 0.0.
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Cisatracurium Kalceks 2
mg/ml injekcinis ar
infuzinis tirpalas

LV/H/0165/001

LT/1/19/4433/001

KALCEKS

LT

Cisatracurium Kalceks 2
mg/ml injekcinis ar
infuzinis tirpalas

LV/H/0165/001

LT/1/19/4433/002

KALCEKS

LT

Cisatracurium Kalceks 2
mg/ml injekcinis ar
infuzinis tirpalas

LV/H/0165/001

LT/1/19/4433/003

KALCEKS

LT

Cisatracurium Kalceks 2
mg/ml Injektions-
/Infusionslésung

LV/H/0165/001

139136

KALCEKS

AT

Cisatracurium Kalceks 2
mg/ml Injektions-
/Infusionslésung

LV/H/0165/001

BE544462

KALCEKS

BE

Cisatracurium Kalceks 2
mg/ml Injektions-
/Infusionslésung

LV/H/0165/001

BE544471

KALCEKS

BE

Cisatracurium Kalceks 2
mg/ml Injektions-
/Infusionslésung

LV/H/0165/001

BE544506

KALCEKS

BE

Cisatracurium Kalceks 2
mg/ml oldatos injekcid
vagy infuzié

LV/H/0165/001

OGYI-T-23575/01

KALCEKS

HU

Cisatracurium Kalceks 2
mg/ml oldatos injekcid
vagy inflazio

LV/H/0165/001

OGYI-T-23575/02

KALCEKS

HU
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Member State where
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Cisatracurium Kalceks 2
mg/ml oldatos injekcid
vagy infazio

LV/H/0165/001

OGYI-T-23575/03

KALCEKS

HU

Cisatracurium Kalceks 2
mg/ml oplossing voor
injectie/infusie

LV/H/0165/001

BE544462

KALCEKS

BE

Cisatracurium Kalceks 2
mg/ml oplossing voor
injectie/infusie

LV/H/0165/001

BE544471

KALCEKS

BE

Cisatracurium Kalceks 2
mg/ml oplossing voor
injectie/infusie

LV/H/0165/001

BE544506

KALCEKS

BE

Cisatracurium Kalceks 2
mg/ml skidums
injekcijam/infazijam

LV/H/0165/001

19-0109

KALCEKS

LV

Cisatracurium Kalceks 2
mg/ml solution
injectable/pour perfusion

LV/H/0165/001

BE544462

KALCEKS

BE

Cisatracurium Kalceks 2
mg/ml solution
injectable/pour perfusion

LV/H/0165/001

BE544471

KALCEKS

BE

Cisatracurium Kalceks 2
mg/ml solution
injectable/pour perfusion

LV/H/0165/001

BE544506

KALCEKS

BE

CISATRACURIUM
KALCEKS 2 mg/mL,
solution injectable/pour
perfusion

LV/H/0165/001

34009 550 6799 3

KALCEKS

FR
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Member State where
product is authorised

CISATRACURIUM
KALCEKS 2 mg/mL,
solution injectable/pour
perfusion

LV/H/0165/001

34009 550 680 0 6

KALCEKS

FR

CISATRACURIUM
KALCEKS 2 mg/mL,
solution injectable/pour
perfusion

LV/H/0165/001

34009 5506801 3

KALCEKS

FR

Cisatracurium Kalceks, 2
mg/ml slste-
/infusioonilahus

LV/H/0165/001

992019

KALCEKS

EE

Cisatracurium Kalceks, 2
mg/ml, roztwor do
wstrzykiwan/do infuzji

LV/H/0165/001

25584

KALCEKS

PL

CISATRACURIUM MYLAN 2
mg/ml, solution
injectable/pour perfusion

FR/H/0512/001

NL 42041

MYLAN S.A.S

FR

CISATRACURIUM MYLAN 5
mg/ml, solution
injectable/pour perfusion

FR/H/0512/002

NL 42042

MYLAN S.A.S

FR

Cisatracurium Noridem 2
mg/mi
Injektionslosung/Infusions
losung

1IE/H/0712/001

135320

NORIDEM ENTERPRISES LTD

AT

Cisatracurium Noridem 2
mg/ml
Injektionslosung/Infusions
16sung

IE/H/0712/001/DC

87286.00.00

NORIDEM ENTERPRISES LTD

DE
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Cisatracurium Noridem, 2 | IE/H/0712/001 22306 NORIDEM ENTERPRISES LTD PL
mg/ml, roztwér do

wstrzykiwan /do infuzji

Cisatracurium/Kabi 2 DE/H/02771/001 65431 FRESENIUS KABI HELLAS A.E. | GR
mg/ml didAupa yia €veon

n £yxuon

Cisatracurium/Kabi 5 DE/H/2771/002 64807/26-08-2013 FRESENIUS KABI HELLAS A.E. | GR
mg/ml,d1dAupa yia €veon

n £yxuon

Cisatracurium-hameln 2 ENR2181736 81736.00.00 HAMELN PHARMA GMBH DE
mg/mi

Injektionslésung/Infusions

16sung

Cisatrac 71 rio Gobens 2 PT/H/0931/001 5592357 LABORATORIOS NORMON, PT
mg/ml solu 777]o injet 7, S.A.

vel ou para perfus 710

Cisatrac 71 rio Gobens 5 PT/H/0931/002 5592332 LABORATORIOS NORMON, PT
mg/ml solu 777]o injet 7, S.A.

vel ou para perfus 710

Cisatrakurij Accordpharma | PT/H/0398/001 HR-H-250543709 ACCORD HEALTHCARE HR
2 mg/ml otopina za POLSKA SP. Z O.0.
injekciju/infuziju

Cisatrakurij Accordpharma | PT/H/0398/001 HR-H-250543709 ACCORD HEALTHCARE HR
2 mg/ml otopina za POLSKA SP. Z 0.0.
injekciju/infuziju

Cisatrakurij Accordpharma | PT/H/0398/001 HR-H-250543709 ACCORD HEALTHCARE HR

2 mg/ml otopina za
injekciju/infuziju

POLSKA SP. Z O.0.
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Cisatrakurij Accordpharma | PT/H/0398/002 HR-H-400799381 ACCORD HEALTHCARE HR
5 mg/ml otopina za POLSKA SP. Z 0.0.
injekciju/infuziju

Cisatrakurij Accordpharma | PT/H/0398/002 HR-H-400799381 ACCORD HEALTHCARE HR
5 mg/ml otopina za POLSKA SP. Z 0.0.
injekciju/infuziju

CISATRAL 2mg/ml 1E/H/0712/001 3019401 DEMO ABEE GR
d1dAupa yia éveon n

gyxuon

DESURAL 2 mg/mL, FR/H/0510/001 34009 550596 0 8 PHARMATHEN S.A. FR
solution injectable/pour

perfusion

DESURAL 2 mg/mL, FR/H/0510/001 34009 55059615 PHARMATHEN S.A. FR
solution injectable/pour

perfusion

DESURAL 2 mg/mL, FR/H/0510/001 34009 550 596 2 2 PHARMATHEN S.A. FR
solution injectable/pour

perfusion

DESURAL 2 mg/mL, FR/H/0510/001 34009 550 596 4 6 PHARMATHEN S.A. FR
solution injectable/pour

perfusion

DESURAL 2 mg/mL, FR/H/0510/001 34009 550 596 5 3 PHARMATHEN S.A. FR
solution injectable/pour

perfusion

DESURAL 2 mg/mL, FR/H/0510/001 34009 550 596 6 0 PHARMATHEN S.A. FR

solution injectable/pour
perfusion
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DESURAL 5 mg/mL, FR/H/0510/002 34009 550 5959 2 PHARMATHEN S.A. FR
solution injectable/pour

perfusion

NIMBEX 10 mg Injektions- | NL/H/4833/001 36267.01.00 ASPEN PHARMA TRADING DE
/Infusionslésung LIMITED

Nimbex 2 mg/ml not available 63/140/00-C ASPEN PHARMA TRADING cz
injekcni/infuzni roztok LIMITED

Nimbex 2 mg/ml not available 95-02231 ASPEN PHARMA TRADING NO
injeksjonsveaeske, LIMITED

oppl@sning

Nimbex 2 mg/ml NL/H/4833/001 12192 ASPEN PHARMA TRADING FI
injektio/infuusioneste, LIMITED

liuos

NIMBEX 2 mg/ml - NH/H/4833/001 1-21326 ASPEN PHARMA TRADING AT
Injektions- LIMITED

/Infusionslésung

Nimbex 2 mg/ml NL/H/4833/001 12192 ASPEN PHARMA TRADING FI
injektions/infusionsvatska, LIMITED

16sning

Nimbex 2 mg/ml NL/H/4833/001 BE174711 ASPEN PHARMA TRADING BE
Injektionslésung/Infusions LIMITED

16sung

Nimbex 2 mg/ml NL/H/4833/001 BE174641 ASPEN PHARMA TRADING BE

Injektionslésung/Infusions
16sung

LIMITED
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Nimbex 2 mg/ml NL/H/4833/001 BE174702 ASPEN PHARMA TRADING BE
Injektionslosung/Infusions LIMITED

16sung

Nimbex 2 mg/ml NL/H/4833/001 BE174727 ASPEN PHARMA TRADING BE
Injektionslosung/Infusions LIMITED

16sung

Nimbex 2 mg/ml NL/H/4833/001 2011041071 ASPEN PHARMA TRADING LU
Injektionslosung/Infusions LIMITED

16sung

Nimbex 2 mg/ml NL/H/4833/001 2011041072 ASPEN PHARMA TRADING LU
Injektionslésung/Infusions LIMITED

16sung

Nimbex 2 mg/ml NL/H/4833/001 2011041073 ASPEN PHARMA TRADING LU
Injektionslésung/Infusions LIMITED

16sung

Nimbex 2 mg/ml NL/H/4833/001 2011041070 ASPEN PHARMA TRADING LU
Injektionslésung/Infusions LIMITED

16sung

Nimbex 2 mg/ml oldatos not available OGYI-T-8580/01 ASPEN PHARMA TRADING HU
injekcio LIMITED

Nimbex 2 mg/ml oplossing | NL/H/4833/001 BE174711 ASPEN PHARMA TRADING BE
voor injectie/infusie LIMITED

Nimbex 2 mg/ml oplossing | NL/H/4833/001 BE174641 ASPEN PHARMA TRADING BE

voor injectie/infusie

LIMITED
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Nimbex 2 mg/ml oplossing | NL/H/4833/001 BE174702 ASPEN PHARMA TRADING BE

voor injectie/infusie LIMITED

Nimbex 2 mg/ml oplossing | NL/H/4833/001 BE174727 ASPEN PHARMA TRADING BE

voor injectie/infusie LIMITED

Nimbex 2 mg/ml oplossing | NL/H/4833/001 RVG 19471 ASPEN PHARMA TRADING NL

voor injectie/infusie LIMITED

NIMBEX 2 mg/ml not available H/99/01112/001 ASPEN PHARMA TRADING SI

raztopina za injiciranje ali LIMITED

infundiranje

NIMBEX 2 mg/ml skidums | not available 01-0206 ASPEN PHARMA TRADING LV

injekcijam LIMITED

Nimbex 2 mg/ml solugao NL/H/4833/001 2355089 ASPEN PHARMA TRADING PT

injetavel/perfusao LIMITED

Nimbex 2 mg/ml solugéo NL/H/4833/001 2355287 ASPEN PHARMA TRADING PT

injetavel/perfusao LIMITED

Nimbex 2 mg/ml solugéo NL/H/4833/001 2355188 ASPEN PHARMA TRADING PT

injetavel/perfusao LIMITED

Nimbex 2 mg/ml solugéo NL/H/4833/001 2354983 ASPEN PHARMA TRADING PT

injetavel/perfusdo

LIMITED
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Nimbex 2 mg/ml soluciéon | NL/H/4833/001 61.200 ASPEN PHARMA TRADING ES
inyectable/perfusion LIMITED

Nimbex 2 mg/ml solution not available 18088 ASPEN PHARMA TRADING CcY

for injection/infusion LIMITED

Nimbex 2 mg/ml solution NL/H/4833/001 PA 1691/030/001 ASPEN PHARMA TRADING IE

for injection/infusion LIMITED

Nimbex 2 mg/ml soluzione | NL/H/4833/001 031975028 ASPEN PHARMA TRADING IT

iniettabile /per infusione LIMITED

Nimbex 2 mg/ml soluzione | NL/H/4833/001 031975016 ASPEN PHARMA TRADING IT

iniettabile /per infusione LIMITED

Nimbex 2 mg/ml soluzione | NL/H/4833/001 031975042 ASPEN PHARMA TRADING IT

iniettabile /per infusione LIMITED

Nimbex 2 mg/ml soluzione | NL/H/4833/001 031975030 ASPEN PHARMA TRADING IT

iniettabile /per infusione LIMITED

Nimbex 2 mg/ml gveéaipo UK/H/0109/01 2284401 GLAXOSMITHKLINE SINGLE GR

d1dAupa/diaAupa yia MEMBER A.E.B.E.

gyxuaon

Nimbex 2 mg/ml, solution | NL/H/4833/001 BE174711 ASPEN PHARMA TRADING BE

injectable/pour perfusion

LIMITED
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Nimbex 2 mg/ml, solution | NL/H/4833/001 BE174641 ASPEN PHARMA TRADING BE

injectable/pour perfusion LIMITED

Nimbex 2 mg/ml, solution | NL/H/4833/001 BE174702 ASPEN PHARMA TRADING BE

injectable/pour perfusion LIMITED

Nimbex 2 mg/ml, solution | NL/H/4833/001 BE174727 ASPEN PHARMA TRADING BE

injectable/pour perfusion LIMITED

NIMBEX 2 mg/ml, solution | NL/H/4833/001 34009 55953630 ASPEN PHARMA TRADING FR

injectable/pour perfusion LIMITED

NIMBEX 2 mg/ml, solution | NL/H/4833/001 34009 55953869 ASPEN PHARMA TRADING FR

injectable/pour perfusion LIMITED

NIMBEX 2 mg/ml, solution | NL/H/4833/001 34009 55953579 ASPEN PHARMA TRADING FR

injectable/pour perfusion LIMITED

NIMBEX 2 mg/ml, solution | NL/H/4833/001 3400955953401 ASPEN PHARMA TRADING FR

injectable/pour perfusion LIMITED

Nimbex 2 mg/ml, solution | NL/H/4833/001 2011041071 ASPEN PHARMA TRADING LU

injectable/pour perfusion LIMITED

Nimbex 2 mg/ml, solution | NL/H/4833/001 2011041072 ASPEN PHARMA TRADING LU

injectable/pour perfusion

LIMITED
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Nimbex 2 mg/ml, solution | NL/H/4833/001 2011041073 ASPEN PHARMA TRADING LU

injectable/pour perfusion LIMITED

Nimbex 2 mg/ml, solution | NL/H/4833/001 2011041070 ASPEN PHARMA TRADING LU

injectable/pour perfusion LIMITED

Nimbex 2mg/ml injekcinis | not available LT/1/98/0152/001 ASPEN PHARMA TRADING LT

ar infuzinis tirpalas LIMITED

Nimbex 2mg/ml injekcinis | not available LT/1/98/0152/002 ASPEN PHARMA TRADING LT

ar infuzinis tirpalas LIMITED

Nimbex 2mg/ml solution NL/H/4833/001 PL 39699/0092 ASPEN PHARMA TRADING UK

for injection/infusion. LIMITED

NIMBEX 5 mg Injektions- NL/H/4833/001 36267.00.00 ASPEN PHARMA TRADING DE

/Infusionslésung LIMITED

Nimbex 5 mg/ml oplossing | NL/H/4833/002 RVG 19472 ASPEN PHARMA TRADING NL

voor injectie/infusie LIMITED

Nimbex 5 mg/ml solucion | NL/H/4833/002 61.199 ASPEN PHARMA TRADING ES
inyectable/perfusion LIMITED

Nimbex 5 mg/ml soluzione | NL/H/4833/002 031975055 ASPEN PHARMA TRADING IT

iniettabile /per infusione

LIMITED
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NIMBEX 5 mg/ml, solution | NL/H/4833/002 34009 55953920 ASPEN PHARMA TRADING FR

injectable/pour perfusion LIMITED

Nimbex Forte 5 mg/ml NL/H/4833/002 12193 ASPEN PHARMA TRADING FI
injektio/infuusioneste, LIMITED

liuos

Nimbex Forte 5 mg/ml NL/H/4833/002 12193 ASPEN PHARMA TRADING FI
injektions/infusionsvatska, LIMITED

16sning

Nimbex Forte 5 mg/ml NL/H/4833/002 2355386 ASPEN PHARMA TRADING PT

solucdo LIMITED

injetavel/perfusdo.

Nimbex Forte 5mg/ml NL/H/4833/002 PL 39699/0093 ASPEN PHARMA TRADING UK

solution for LIMITED

injection/infusion.

Nimbex, 2 mg/ml, roztwdr | not available 4128 ASPEN PHARMA TRADING PL

do wstrzykiwan i infuzji LIMITED

Nimbex, injektion- og NL/H/4833/001 17722 ASPEN PHARMA TRADING DK

infusionsvaeske, oplgsning

LIMITED
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