EMA procedure number

EU/1/18/1346/001

EU/1/18/1346/002

EU/1/18/1346/003

(Invented) name Strength Pharmaceutical form Route of
administration
Miglustat Dipharma 100 mg Capsule, hard Oral use
Miglustat Dipharma 100 mg Capsule, hard Oral use
Miglustat Dipharma 100 mg Capsule, hard Oral use

Immediate
Packaqing

blister
(PCTFE/PVC/Alu)
blister
(PCTFE/PVC/Alu)
blister

(PCTFE/PVC/AlU) in

wallet card

Pack size

84 capsules

84 x 1 capsules
(unit dose)
84 capsules



