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OFFICE MEMORANDUM

Subject: Guidelines for review order implementation-IPDMS compliance

The undersigned is directed to refer to the O.M. No. 8/34/2014/Div.I|/NPPA dated
07.02.2017 and the pending review orders of Department of Pharmaceuticals for
compliance. Most of the orders are for reconsideration of the PTR and other data by NPPA.
This was discussed in the 41%* meeting of the Authority held on 13.02.2017 and Authority
decided that in future, the companies challenging the PTR taken by AIOCD/NPPA, must
supplement the evidence with their IPDMS submissions, in order to be considered for price

revision.

2. Accordingly, petitioner(s)/concerned company(ies) are required to submit copies of
supporting IPDMS submissions. A certificate to the effect that all requisite forms for all
formulations have been filed online through Integrated Pharmaceutical DataBase
Management System (IPDMS) may also be submitted to NPPA, positively by February 23,
2017 so as to enable NPPA to take appropriate action in the matter. Such submissions may
also be made in all future cases without fail. These instructions shall apply to all future cases

as well. \Ahl‘ wa/
R
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Copy to (for information and necessary action please):

(i) All Apex Pharma organizations/Associations i.e. OPPI, IDMA, AISSPMA, PICCI, Cl,

IPA and FOPE. |
(i) Sh. M.K. Bhardwaj, Deputy Secretary, DOP, Shashtri Bhawan, New Delhi.
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