Annex |

List of the names, pharmaceutical forms, strengths of the medicinal
products, routes of administration, marketing authorisation holders in the
Member States



0.01 9% w/w estradiol containing medicinal products for topical use

Member Marketing authorisation INN Invented name Strength Pharmaceutical Route of
State (in holder form administration
EEA)
Austria Pharmazeutische Fabrik estradiol Linoladiol Estradiol - 10mg/100g Vaginal emulsion Cutaneous use,
Montavit GesmbH Emulsion (0.01%) vaginal use
SalzbergstralRe 96
6067 Absam
Austria
Austria Pharmazeutische Fabrik estradiol Montadiol 0,01 % 10mg/100g Cream Cutaneous use,
Montavit GesmbH Creme (0.01%) vaginal use
Salzbergstralle 96
6067 Absam
Austria
Bulgaria Dr. August Wolff GmbH&Co. estradiol Linoladiol N 10mg/100g Cream Cutaneous use,
KG Arzneimittel (0.01%) vaginal use
Sudbrackstrasse 56
33611 Bielefeld
Germany
Czech Dr. August Wolff GmbH&Co. estradiol Linoladiol N 10.33mg/100g | Cream Cutaneous use,
Republic KG Arzneimittel (10mg/100g; vaginal use
Sudbrackstrasse 56 0.01%)
33611 Bielefeld
Germany
Estonia Dr. August Wolff GmbH&Co. estradiol Linoladiol N 10mg/100g Cream Cutaneous use,
KG Arzneimittel (0.01%) vaginal use

Sudbrackstrasse 56
33611 Bielefeld
Germany
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Marketing authorisation
holder

INN
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Strength

Pharmaceutical
form

Route of
administration

Germany

Dr. August Wolff GmbH&Co.

KG Arzneimittel
Sudbrackstrasse 56
33611 Bielefeld
Germany

estradiol

Linoladiol N

10mg/100g
(0.01%)

Cream

Topical use

Hungary

Dr. August Wolff GmbH&Co.

KG Arzneimittel
Sudbrackstrasse 56
33611 Bielefeld
Germany

estradiol

Linoladiol 0.1 mg/g
geél

0.1mg/g

Cream

Cutaneous use,
vaginal use

Latvia

Dr. August Wolff GmbH&Co.

KG Arzneimittel
Sudbrackstrasse 56
33611 Bielefeld
Germany

estradiol

Linoladiol N 0,1 mg/g
vaginal cream

10mg/100g
(0.01%)

Vaginal cream

Vaginal use,
topical use

Lithuania

Dr. August Wolff GmbH&Co.

KG Arzneimittel
Sudbrackstrasse 56
33611 Bielefeld
Germany

estradiol

Linoladiol N

10mg/100g
(0.01%)

Cream

Cutaneous use,
vaginal use

Slovak
Republic

Dr. August Wolff GmbH&Co.

KG Arzneimittel
Sudbrackstrasse 56
33611 Bielefeld
Germany

estradiol

Linoladiol N

10mg/100g
(0.01%)

Cream

Cutaneous use




0.005 % w/w_estradiol / 0.4 % w/w prednisolone containing medicinal products for topical use

Member Marketing authorisation INN Invented name Strength Pharmaceutical Route of
State (in holder form administration
EEA)
Estonia Dr. August Wolff GmbH&Co. estradiol Linoladiol HN 0.05mg/g Cream Cutaneous use
KG Arzneimittel prednisolone 4amg/g
Sudbrackstrasse 56
33611 Bielefeld
Germany
Germany Dr. August Wolff GmbH&Co. estradiol Linoladiol HN 0.005g/100g | Cream Topical use
KG Arzneimittel prednisolone (0.005%)
Sudbrackstrasse 56
33611 Bielefeld
Germany
Latvia Dr. August Wolff GmbH&Co. estradiol Linoladiol-HN 0,05 0.05mg/g Cream Cutaneous use
KG Arzneimittel prednisolone mg/4 mg/g cream 4 mg/g
Sudbrackstrasse 56
33611 Bielefeld
Germany
Lithuania Dr. August Wolff GmbH&Co. estradiol Linoladiol HN 0.05mg/g Cream Cutaneous use
KG Arzneimittel prednisolone 4 mg/g

Sudbrackstrasse 56
33611 Bielefeld
Germany




