File No. 4-01/2013-DC (Misc. 13-PSC-Part-l)
Directorate General of Health Services
Office of Drugs Controller General (India)
(FDC Division)

FDA Bhawan, Kotla Road
New Delhi-110002

Dated:' 2 4 MAY 2019

PUBLIC NOTICE

Subject: Meeting of DTAB Sub Committee for examining the 344 FDCs + 05 FDCs and to
provide hearing to the petitioners/appellants including AIDAN-regarding.

As you are aware that the Sub-Committee of DTAB has been constituted under the chair
personship of Dr. Nilima Kshirsagar, The Chair in Clinical Pharmacology, Indian Council of Medical
Research (ICMR), Mumbai to examine the banned 344 FDCs + 05 FDCs with S. O. No. 705 (E) to
1048 (E) dated 10.03.2016 and S. O. 1851 (E) to 1855 (E) dated 08.06.2017 respectively.

Accordingly, vide public notice dated 12.03.2018 published on website of CDSCO, it was
requested to submit the information in the prescribed format in hard as well as in soft copy.

Now, in compliance to the directions of Hon'ble Supreme Court of India vide dated

15.12.2017, it has been proposed to give hearing to all the petitioners/appellants including AIDAN for
deliberation by the Sub-committee.

Accordingly, Sub-Committee invites the concerned applicants for hearing w.e.f. 05.06.2018. As
regard to hearing for the particular FDC. the schedule of hearing will be published time to time on
CDSCO website i.e. www.cdsco.nic.in. Accordingly, all concerned are requested to regularly visit the
CDSCO website and avail the opportunity of hearing on the given date. It may be noted that no

separate letter will be sent for the hearing schedule.
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DDC(l), CDSCO (HQ) &
Convener, Sub-Committee of DTAB

This is for information of all concerned.

Copy for necessary action to:

1. Dr. Nilima Kshirsagar, The Chair in Clinical Pharmacology, Indian Council of Medical Research
(ICMR), Mumbai, (Chairperson)

2. Indian Drugs Manufacturing Associations IDMA/FOPE/CIPI/IPA- with the request to communicate
it to your members and publicize it widely so that all concerned can avail this opportunity.

3. All India Drug Action Network

4. Website of CDSCO for information and necessary action of all petitioners/appellants including
AIDAN and stakeholders involved in the case for compliance in hearing.



