ANNEX I

LIST OF THE NAMES, PHARMACEUTICAL FORMS, STRENGTHS OF THE MEDICINAL
PRODUCT, ROUTE OF ADMINISTRATIONS, APPLICANTS IN THE MEMBER STATES



Member Applicant (Invented) Strength Pharmaceutical form | Route of Content
State Name administration (concentration)
EU/EEA
Belgium Alapis S.A., Dexamethasone | 0.4 mg/ml Oral solution Oral use 1 Bottle x 150 ml
2 Aftokratoros Alapis
Nikolaou street,
17671 Athens,
Greece
Bulgaria Alapis Bulgaria Ltd., | Dexamethasone | 0.4 mg/ml Oral solution Oral use 1 Bottle x 150 ml
29, Atanas Dukov Alapis
Str. 1407, Sofia,
Bulgaria
Cyprus Alapis S.A., Dexamethasone | 0.4 mg/ml Oral solution Oral use 1 Bottle x 150 ml
2 Aftokratoros Alapis
Nikolaou street,
17671 Athens,
Greece
Germany Alapis S.A., Dexamethasone | 0.4 mg/ml Oral solution Oral use 1 Bottle x 150 ml
2 Aftokratoros Alapis
Nikolaou street,
17671 Athens,
Greece
Greece Alapis S.A., Dexamethasone | 0.4 mg/ml Oral solution Oral use 1 Bottle x 150 ml
2 Aftokratoros Alapis
Nikolaou street,
17671 Athens,

Greece




Member Applicant (Invented) Strength Pharmaceutical form | Route of Content
State Name administration (concentration)
EU/EEA
Malta Alapis S.A., Dexamethasone | 0.4 mg/ml Oral solution Oral use 1 Bottle x 150 ml
2 Aftokratoros Alapis
Nikolaou street,
17671 Athens,
Greece
Portugal Alapis S.A., Dexamethasone | 0.4 mg/ml Oral solution Oral use 1 Bottle x 150 ml
2 Aftokratoros Alapis
Nikolaou street,
17671 Athens,
Greece
Romania Alapis Romania s.r.l. | Dexamethasone | 0.4 mg/ml Oral solution Oral use 1 Bottle x 150 ml
Strada Leordeni Alapis
nr.13, Bragadiru,
Jud.lIfov, 077025,
Romania
United Alapis S.A., Dexamethasone | 0.4 mg/ml Oral solution Oral use 1 Bottle x 150 ml
Kingdom 2 Aftokratoros Alapis
Nikolaou street,
17671 Athens,

Greece




