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Guidelines on Procedures and Data Requirements for
Changes to Approved Vaccines

DGDA, as a competent medicine regulatory authority
gives marketing authorization of a new
pharmaceutical product for the purpose of
marketing or distribution after evaluation of its
safety, efficacy and quality.

For any post market changes MA holder should follow the relevant Procedures
and data requirements for changes to approved vaccines as per this guideline

To approve post market changes properly and effectively
gurdeimes are meeded. o this purpose WHO
Guidelines on procedures and data requirements for changes to approved
vaccines products is very extensive guidelines which also covered all the
aspect and issues of post market variation.

Se-here this is to certify that WHO Guidelines on
Procedures and data requirements for changes to approved vaccines
WHO TRS 993, 2015, Annex-4 is adopted for the purpose of
variation of marketing authorization in DGDA from
the date given below and valid up to next office order.
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