Approval process for Drug Substance /Drug Product approved by DCG(l)
within a period of four years from the date of its first approval.

>
Applicant e

v

Submission of application on Form-44
along with Fees

A

Application verified No .
> Deficiency Letter
for completeness
Conductance of BE .
Review of CMC
study NOC to Applicant IPC NOC to Applicant
(If Required) Data
Satisfactory CMC
data
\ 4 J, v
Review of BE Report Conductance of Inspection IPC test report with
(If required) compliance to Specification

\ 4

Final approval in

Form 45 — For Import & marketing of Drug Product
Form 46 — For Manufacturing & marketing of Drug Product
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