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NOTICE

Subject: Permission to conduct BA/BE study and clinical trial — reg.

‘Under the provision of New Drugs and Clinical Trials Rules 2019, CDSCO
receives applications for grant of permission to conduct clinical trial/BA-BE study as
part of requirements for grant of permission to manufacture or import of new drugs.

‘Concerns have been raised and changes have been proposed for processing
and appmwl of such applications for conduct of clinical triall/BA-BE permission
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