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THERAPEUTIC AREA PRODUCT INDICATION SAMPLES
TECHNICAL 

PACKAGE

VALIDATION 

BATCH
DMF

Antiasthmatics, COPD and 

respiratory diseases

OlodaterolP COPD √ √ √ Q3 2023

Indacaterol acetate Asthma Q3 2023 Q4 2023 Q1 2024 Q3 2024

Antiparkinson Benserazide Parkinson’s disease √ √ pending pending

Other disorders

Tafamidis meglumine Transthyretin amyloidosis √ √ √ Q3 2024

Lasmiditan succinate Migraine Q2 2023 Q2 2023 Q4 2023 Q4 2024

Solriamfetol Narcolepsy Q3 2023 Q4 2023 Q1 2024 Q3 2024

Prasugrel HCl Prophylaxis & therapy of thrombosis Q3 2023 Q4 2023 Q4 2023 Q2 2024

Mavacamten Cardiomyopathy Q3 2023 Q1 2024 Q2 2024 Q1 2025
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