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Product Name (in authorisation

MRP/DCP

National Authorisation

MAH of product in the

Member State where

country) Authorisation number Number member state product is authorised

Spiro comp. forte-ratiopharm® 100

mg/20 mg Filmtabletten not available 0687/05/09/8248 RATIOPHARM GMBH LU
SANOFI-AVENTIS GMBH

Lasilacton 20 mg/100 mg Kapseln not available 17.056 OSTERREICH AT
SANOFI-AVENTIS GMBH

Lasilacton 20 mg/100 mg Kapseln not available 17.056 OSTERREICH AT

SPIROFUR 50 mg + 20 mg capsule

rigide not available 023749056 BRUNO FARMACEUTICI IT

SPIROFUR 50 mg + 20 mg capsule

rigide not available 023749017 BRUNO FARMACEUTICI IT
SANOFI-AVENTIS GMBH

Lasilacton 20 mg/50 mg Kapseln not available 17.055 OSTERREICH AT
SANOFI-AVENTIS GMBH

Lasilacton 20 mg/50 mg Kapseln not available 17.055 OSTERREICH AT

LASITONE not available 023770011 SANOFI S.R.L. IT

Spiro comp. forte-ratiopharm® 100

mg/20 mg Filmtabletten not available 2153.01.00 RATIOPHARM GMBH DE

PRAC PSUR assessment report
EMA/277598/2016
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