Annex |

List of the names, pharmaceutical form(s), strength(s) of the medicinal
product(s), route(s) of administration, applicant(s) in the Member States



Member Applicant (Invented) Strength Pharmaceutical Route of
State EU/EEA Name form administration
company name,
address
France Aurobindo Pharma DIDANOSINE 200 mg Gastro-resistant Oral use
(Malta) Limited, AUROBINDO capsule, hard
Vault 14, Level 2, 200mg, gélule
Valletta Waterfront, gastro-résistante
Floriana FRN 1913,
Malta
France Aurobindo Pharma DIDANOSINE 250 mg Gastro-resistant Oral use
(Malta) Limited, AUROBINDO capsule, hard
Vault 14, Level 2, 250mg, gélule
Valletta Waterfront, gastro-résistante
Floriana FRN 1913,
Malta
France Aurobindo Pharma DIDANOSINE 400 mg Gastro-resistant Oral use
(Malta) Limited, AUROBINDO capsule, hard
Vault 14, Level 2, 400mg, gélule
Valletta Waterfront, gastro-résistante
Floriana FRN 1913,
Malta
Germany Aurobindo Pharma Didanosin 200 mg Gastro-resistant Oral use
(Malta) Limited, Aurobindo capsule, hard
Vault 14, Level 2, 200mg

Valletta Waterfront,
Floriana FRN 1913,
Malta

magensaftresiste
nte Hartkapseln




Member Applicant (Invented) Strength Pharmaceutical Route of
State EU/EEA Name form administration
company name,
address
Germany Aurobindo Pharma Didanosin 250 mg Gastro-resistant Oral use
(Malta) Limited, Aurobindo capsule, hard
Vault 14, Level 2, 250mg
Valletta Waterfront, magensaftresiste
Floriana FRN 1913, nte Hartkapseln
Malta
Germany Aurobindo Pharma Didanosin 400 mg Gastro-resistant Oral use
(Malta) Limited, Aurobindo capsule, hard
Vault 14, Level 2, 400mg
Valletta Waterfront, magensaftresiste
Floriana FRN 1913, nte Hartkapseln
Malta
Italy Aurobindo Pharma Didanosina 200 mg Gastro-resistant Oral use
(Malta) Limited, Aurobindo capsule, hard
Vault 14, Level 2, 200mg capsule
Valletta Waterfront, rigide
Floriana FRN 1913, gastroresistenti
Malta
Italy Aurobindo Pharma Didanosina 250 mg Gastro-resistant Oral use
(Malta) Limited, Aurobindo capsule, hard

Vault 14, Level 2,
Valletta Waterfront,
Floriana FRN 1913,
Malta

250mg capsule
rigide
gastroresistenti




Member Applicant (Invented) Strength Pharmaceutical Route of
State EU/EEA Name form administration
company name,
address
Italy Aurobindo Pharma Didanosina 400 mg Gastro-resistant Oral use
(Malta) Limited, Aurobindo capsule, hard
Vault 14, Level 2, 400mg capsule
Valletta Waterfront, rigide
Floriana FRN 1913, gastroresistenti
Malta
Netherlands Aurobindo Pharma Didanosine 250 mg Gastro-resistant Oral use
(Malta) Limited, Aurobindo capsule, hard
Vault 14, Level 2, 250mg
Valletta Waterfront, maagsapresisten
Floriana FRN 1913, te capsules,
Malta hard
Netherlands Aurobindo Pharma Didanosine 400 mg Gastro-resistant Oral use
(Malta) Limited, Aurobindo capsule, hard
Vault 14, Level 2, 400mg
Valletta Waterfront, maagsapresisten
Floriana FRN 1913, te capsules,
Malta hard
Portugal Aurobindo Pharma Didanosina 250 mg Gastro-resistant Oral use
(Malta) Limited, Aurobindo capsule, hard

Vault 14, Level 2,
Valletta Waterfront,
Floriana FRN 1913,
Malta




Member Applicant (Invented) Strength Pharmaceutical Route of
State EU/EEA Name form administration
company name,
address
Portugal Aurobindo Pharma Didanosina 400 mg Gastro-resistant Oral use
(Malta) Limited, Aurobindo capsule, hard
Vault 14, Level 2,
Valletta Waterfront,
Floriana FRN 1913,
Malta
Romania Aurobindo Pharma Didanosine 250 mg Gastro-resistant Oral use
(Malta) Limited Aurobindo capsule, hard
Vault 14, Level 2, 250mg capsule
Valletta Waterfront, gastrorezistente
Floriana FRN 1913
Malta
Romania Aurobindo Pharma Didanosine 400 mg Gastro-resistant Oral use
(Malta) Limited Aurobindo capsule, hard
Vault 14, Level 2, 400mg capsule
Valletta Waterfront, gastrorezistente
Floriana FRN 1913
Malta
Spain Aurobindo Pharma DIDANOSINA 250 mg Gastro-resistant Oral use
(Malta) Limited, AUROBINDO capsule, hard

Vault 14, Level 2, Valletta
Waterfront, Floriana FRN
1913,

Malta

250mg céapsulas
duras
gastrorresistente
s




Member Applicant (Invented) Strength Pharmaceutical Route of
State EU/EEA Name form administration
company name,
address
Spain Aurobindo Pharma DIDANOSINA 400 mg Gastro-resistant Oral use
(Malta) Limited, AUROBINDO capsule, hard
400mg capsulas
Vault 14, Level 2, Valletta d
! uras
Waterfront, Floriana FRN gastrorresistente
1913,
S
Malta
United Aurobindo Pharma Didanosine 200 | 200 mg Gastro-resistant Oral use
Kingdom (Malta) Limited, mg gastro- capsule, hard
resistant
Vault 14, Level 2, Valletta capsules, hard
Waterfront, Floriana FRN
1913,
Malta
United Aurobindo Pharma Didanosine 250 | 250 mg Gastro-resistant Oral use
Kingdom (Malta) Limited, mg gastro- capsule, hard
resistant

Vault 14, Level 2, Valletta
Waterfront, Floriana FRN
1913,

Malta

capsules, hard




Member Applicant (Invented) Strength Pharmaceutical Route of
State EU/EEA Name form administration
company name,
address
United Aurobindo Pharma Didanosine 400 | 400 mg Gastro-resistant Oral use
Kingdom (Malta) Limited, mg gastro- capsule, hard
resistant

Vault 14, Level 2, Valletta
Waterfront, Floriana FRN
1913,

Malta

capsules, hard




