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Annex I

List of the names, pharmaceutical forms, strengths of the medicinal
products, routes of administration, marketing authorisation holder(s)
(MAH(s)) in the Member States for Rifadin oral suspension and syrup, and
associated names

Referral under Article 31 of Directive 2001/83/EC

Procedure number: EMA/REF/0000355053

Please note that this draft list of products may be updated during the procedure to reflect any
amended information on concerned products/MAH(s).
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Member State Marketing Product name INN/Active Strength Pharmaceutical | Route of
EU/EEA authorisation holder substance form administration
Austria SANOFI-AVENTIS RIFOLDIN SIRUP RIFAMPICIN 100 mg/5 mi SYRUP ORAL USE
GMBH OSTERREICH
France SANOFI WINTHROP RIFADINE 2 POUR RIFAMPICIN 2 g/100 ml ORAL ORAL USE
INDUSTRIE CENT, SUSPENSION SUSPENSION
BUVABLE
Ireland SANOFI-AVENTIS RIFADIN 100MG/5ML RIFAMPICIN 100 mg/5 ml ORAL ORAL USE
IRELAND LTD. T/A ORAL SUSPENSION. SUSPENSION
SANOFI
Italy SANOFI S.R.L. RIFADIN 20 MG/ML RIFAMPICIN 2 g/100 ml SYRUP ORAL USE
SCIROPPO
Netherlands SANOFI B.V. RIFADIN, SUSPENSIE | RIFAMPICIN 100 mg/5 ml ORAL ORAL USE
20 MG/ML SUSPENSION
Portugal SANOFI - PRODUTOS RIFADIN 20 MG/ML RIFAMPICIN 20 mg/ml ORAL ORAL USE
FARMACEUTICOS LDA SUSPENSAO ORAL SUSPENSION
Spain SANOFI-AVENTIS, S.A. | RIFALDIN 20 MG/ML RIFAMPICIN 2 g/100 ml ORAL ORAL USE
SUSPENSION ORAL SUSPENSION
United Kingdom AVENTIS PHARMA LTD RIFADIN 100 MG/5 ML | RIFAMPICIN 100 mg/5 mi ORAL ORAL USE
(Northern Ireland) ORAL SUSPENSION SUSPENSION
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