CDSCO Ref. No. GCT/CT04/FF/2026/54744 submitted on 05 Feb 2026.

Protocol No.: TAK-226-3001

Letter No.: QR/RA/QAB41954/2026/01
Date: 04 Feb 2026

Subject: Global Clinical Trial application under New Drugs and Clinical Trials Rules, 2019,
seeking:

1. Permission to conduct Phase 3 Global Clinical Trial in Form CT-04
2. TestLicense forimport of Investigational Products (IP) in Form CT-16
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