Annex |

List of the names, pharmaceutical form, strength of the medicinal products,
route of administration, applicants in the Member States



Member State | Applicant Invented Strength Pharmaceutical Route of
EU/EEA Name form administration
B o 1 Deiric 002 | SETVIstredol
Austria 3641 RT Mijdrecht n'_lg/3 mg Drospirenone : 3 film-coated tablet Oral use
Filmtabletten
the Netherlands mg
Bayer B.V. ethinylestradiol :
. Energieweg 1, . 0.02 mg —
Belgium 3641 RT Mijdrecht Yvidually Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
. Energieweg 1, 0.02 mg _—
Bulgaria 3641 RT Mijdrecht Flexyess Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Energieweg 1, 0.02 mg .
Cyprus 3641 RT Mijdrecht Flexyess Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
. Energieweg 1, 0.02 mg _—
Czech Republic 3641 RT Mijdrecht Flexyess Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Energieweg 1, S 0.02 mg _—
Denmark 3641 RT Mijdrecht Delivrie Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
. Energieweg 1, . 0.02 mg —
Estonia 3641 RT Mijdrecht Yvidually Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Finland Energieweg 1, Flexyess 0.02 mg film-coated tablet Oral use

3641 RT Mijdrecht
the Netherlands

Drospirenone : 3
mg




Member State | Applicant Invented Strength Pharmaceutical Route of

EU/EEA Name form administration
Bayer B.V. ethinylestradiol :
Energieweg 1, 0.02 mg _—

France 3641 RT Mijdrecht Flexyess Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Energieweg 1, 0.02 mg _—

Germany 3641 RT Mijdrecht Flexyess Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Energieweg 1, 0.02 mg .

Greece 3641 RT Mijdrecht Flexyess Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Energieweg 1, 0.02 mg _—

Hungary 3641 RT Mijdrecht Flexyess Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Energieweg 1, S 0.02 mg _—

Iceland 3641 RT Mijdrecht Delivrie Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Energieweg 1, A 0.02 mg _—

Ireland 3641 RT Mijdrecht Delivrie Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Energieweg 1, . 0.02 mg _—

Italy 3641 RT Mijdrecht Yvidually Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer Pharma AG Yvidually 0,02 | ethinylestradiol :

. Mullerstrasse 170-178 mg/3 mg 0.02 mg _—

Latvia D-13353, Berlin apvalkotas Drospirenone : 3 film-coated tablet Oral use
Germany tabletes mg
Bayer B.V. ethinylestradiol :

Lithuania Energieweg 1, Flexyess 0.02 mg film-coated tablet Oral use

3641 RT Mijdrecht
the Netherlands

Drospirenone : 3
mg




Member State | Applicant Invented Strength Pharmaceutical Route of
EU/EEA Name form administration
Bayer B.V. ethinylestradiol :
Energieweg 1, —_— 0.02 mg _—
Luxembourg 3641 RT Mijdrecht Delivrie Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Energieweg 1, 0.02 mg _—
Malta 3641 RT Mijdrecht Flexyess Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
The Energieweg 1, . 0.02 mg _—
Netherlands 3641 RT Mijdrecht Yvidually Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Energieweg 1, 0.02 mg _—
Norway 3641 RT Mijdrecht Flexyess Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Energieweg 1, 0.02 mg .
Poland 3641 RT Mijdrecht Flexyess Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol:
Energieweg 1, 0.02 mg _—
Portugal 3641 RT Mijdrecht Flexyess Drospirenone: 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
. Energieweg 1, . 0.02 mg _—
Romania 3641 RT Mijdrecht Yvidually Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
. Energieweg 1, 0.02 mg —
Slovak Republic 3641 RT Mijdrecht Flexyess Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Slovenia Energieweg 1, Flexyess 0.02 mg film-coated tablet Oral use

3641 RT Mijdrecht
the Netherlands

Drospirenone : 3
mg




Member State | Applicant Invented Strength Pharmaceutical Route of

EU/EEA Name form administration
Bayer B.V. ethinylestradiol :

. Energieweg 1, —_— 0.02 mg —

Spain 3641 RT Mijdrecht Delivrie Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer B.V. ethinylestradiol :
Energieweg 1, s 0.02 mg _—

Sweden 3641 RT Mijdrecht Delivrie Drospirenone : 3 film-coated tablet Oral use
the Netherlands mg
Bayer plc, Bayer House . Lo
Strawberry Hill gtggl\rl]!lestradml '

United Kingdom | Newbury, Berkshire RG14 Delivrie ' 9 film-coated tablet Oral use

1JA
United Kingdom

Drospirenone : 3
mg




