Document Tracking Number 20240229085830

Applicant Company Novartis Healthcare Philippines, Inc.

Brand Name Zolgensma

Generic Name Onasemnogene Abeparvovec

Dosage Strength 2.0 x 10"13 vector genomes/mL

Dosage Form Suspension for Intravenous Infusion

Packaging Vial (10 mL polymer crystal zenith) with stopper (20 mm chlorobuty! rubber) and seal (aluminum, flip-off) with a coloured cap (plastic)
Pharmacol ogic Category Other Drugs For Disorders Of The Musculo-Skeletal System

Application Type Monitored Release



