Annex 1

List of the names, pharmaceutical form, strengths of the medicinal
products, route of administration, marketing authorisation holders in the
member states



Member State

EU/EEA

Marketing authorisation
holder

(Invented) name

Strength

Pharmaceutical
form

Route of
administration

Belgium

Apotex Europe BV
Darwinweg 20
2333 CR Leiden
The Netherlands

Leflunomide Apotex

10 mg

Tablet

Oral use

Belgium

Apotex Europe BV
Darwinweg 20
2333 CR Leiden
The Netherlands

Leflunomide Apotex

20 mg

Tablet

Oral use

Czech Republic

Apotex Europe BV
Darwinweg 20
2333 CR Leiden
The Netherlands

LEFLUNOMID APOTEX 10 MG

10 mg

Tablet

Oral use

Czech Republic

Apotex Europe BV
Darwinweg 20
2333 CR Leiden
The Netherlands

LEFLUNOMID APOTEX 20 MG

20 mg

Tablet

Oral use

The Netherlands

Apotex Europe BV
Darwinweg 20
2333 CR Leiden
the Netherlands

Leflunomide Apotex 10 mg, tabletten

10 mg

Tablet

Oral use

The Netherlands

Apotex Europe BV
Darwinweg 20
2333 CR Leiden
the Netherlands

Leflunomide Apotex 20 mg, tabletten

20 mg

Tablet

Oral use

Spain

Apotex Europe BV
Darwinweg 20
2333 CR Leiden
The Netherlands

LEFLUNOMIDA APOTEX 10 mg
comprimidos EFG

10 mg

Tablet

Oral use

Spain

Apotex Europe BV
Darwinweg 20
2333 CR Leiden
The Netherlands

LEFLUNOMIDA APOTEX 20 mg
comprimidos EFG

20 mg

Tablet

Oral use




