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The company submits a primary registration
file

The company will have a temporary acceptance number

A 4

Completion of the registration file according to check list

v

Evaluation of the file according to check list

A mnnths

The company will be given a permanent acceptance number

l

Then as per workflow no.1
File evaluation
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Raw material- GMDN-patient population
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.1 Same legal manufacturer

.2 Same classification.

.3 Same generic proprietary name.

.4 Common intended use.

.5 Similar or close design.

.6 Be within scope of the permissible variants that may be evaluated from scientific committee.
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