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Government of India
Ministry of Ayush
(Drug Policy Section)

NBCC Office Block-III (2nd Floor),
East Kidwai Nagar South Ex-I,
New Delhi-110023

Dated:31.10.2022
ORDER

Subject: Expert Committee for licensing/approval of Ayurvedic,
Siddha and Unani drugs- reg

In supersession of the Central Government Order no. T.
13011/04/2019-DCC(AYUSH) dated 12/02/2019 and 28/05/2019 on the
subject cited above and in exercise of the power vested under Section
33-P of the Drugs & Cosmetics Act, 1940 to facilitate the licensing or
approval of Ayurvedic, Siddha and Unani drugs in a streamlined
manner, the States/UTs are directed to constitute a Expert Committee
with following composition:

S.No [Designation Role

1. Seniormost Ayurveda/Siddha/Unani|Chair person
Officer in the office of State Licensing
Authority

2. Expert of Dravyaguna/limul|Member
Advia/Gunapadam

3. Expert of ASU Pharmacy or of Ras-Member
Shastra/Saidala/ Marunthu-Alunur

1. ASU Drug Inspector Member-Secretary

2. The Terms of Refrence of the aforementioned expert
committee will be as follows:

a. To examine the license application & associated documents, proof
of concept and testing protocols of intended Patent or Proprietary
ASU drug as provided in Section 3 (h)(i) of the Drugs & Cosmetics
Act, 1940 and Rules there under;

b. To verify the reference of the proposed ASU drug and its
ingredients from authoritative books and to ascertain that the
excipients used in the formulation are in accordance with the
provisions of Rule 169 of Drug & Cosmetic Rules, 1945.
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To ascertain that the supporting evidence or proof of safety
effectiveness for the classical/shastriya ASU drug with new dosage
form or new indication and Patent or Proprietary ASU drug is in
accordance with the provisions of Rule 158-B of Drugs &
Cosmetics Rules, 1945; and

. The Expert Committee shall examine the proposals and send its

advice & recommendations to the Licensing Authority within 15
days of the receipt of application for consideration of granting
approval to the intended ASU formulation.

. Meeting of EPC (Expert penal committee) should be held in every

three weeks (21 days) for the timely disposal of license
applications.

. ASU drug inspector/Member secretary of expert committee shall

be responsible for convening meetings, to prepare and keep the
minutes of Expert committee and forward them to the Licensing
Authority after approval of the Chair person.

All State ASU Drug Controllers/ Licensing Authorities shall

comply with the order from immediate effect.

To,

oD~

Signed by Madan Lal Meena
Date: 31-10-2022 14:51:57

Reason; Approved
(Madan Lal Meena)

Under Secretary to the Govt. of India

Chief Secretaries of all States/UTs

Principal Secretary (Health &FW /AYUSH) of all States/ UTS
Drug Controller General (India)

State Directors/Commissioners of AYUSH

State Drug Controllers/ASU Licensing Authorities, All states/UTs.

Copy to,

1.
2.
3.
4.

Sr. PPS to Secretary, Ministry of Ayush

PPS to Special Secretary, Ministry of Ayush

Sr. PPS to Adv. (Dr KU), Ministry of Ayush

Dr. D. Kumaran, Research Officer(Siddha) with a request to upload
this order on the Mnistry of Ayush’s website.
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