F.No. 12(7)/2017/DP/NPPA/Div.II

National Pharmaceutical Pricing Authority
Subject: Minutes of the 3" meeting of Multidisciplinary Committee of Experts held on 13.06.2018 at 11:00 AM in
NPPA

The 3" meeting of the “Multidisciplinary Committee of Experts” was held on 13.06.2018 under the Convenorship of
the Sh. Kalyan Nag, Adviser(Cost), in the Conference Room of NPPA. The following members/officers attended the
meeting:-

Dr. Saranjit Singh, Professor &Head, NIPER, SAS Nagar(Member)

Dr. K. Bangarurajan, Jt. Drugs Controller, CDSCO

Dr. C. D. Tripathi, Director-Professor, Deptt of Pharmacology, VMMC & Safdarjung Hospital

Dr. Gaurav Pratap Singh, Sr. Scientific Officer, Indian Pharmacopoeia Commission

Sh. Baljit Singh, Assistant Director (Pricing), NPPA

Sh. Prasenjit Das, Assistant Director (Pricing), NPPA
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The members of the Committee first took up agenda under para 15 of DPCO, 2013. The item-wise deliberation
and recommendation, if any, are given as under:

A. Agenda relating to Para 15 of DPCO 2013.

Agenda No. 2 Vaccine Easy four-TT PFS containing Diphteria Toxid 20LF 30 IU, Tetanus Toxid 7.5LF 601U, Inactivated
w-B pertussis bulk 1210U 41U, Hib PRP conjugated with carrier protein Tetanus Toxid 10 pg etc fully Liquid of M/s
Panacea Biotech Ltd. (Application received on 22.7.2016)

M/s Panacea Biotech Ltd gave a technical presentation before the Committee. The Committee deliberated on the
technical presentation given by the company and directed the company to furnish detailed cost justification of price
of Rs. 530.00 at which the company was earlier selling/ marketing the product and also the detailed justification
regarding claimed retail price of Rs. 620 per PFS or vial within a week period.

Agenda No. 3 & 4 Cyblex MV 40.2 each tablet contain Metformin HCL 500mg + Gliclazide 40mg + Voglibose 0.2mg
and Cyblex MV 40.3 each tablet contain Metformin HCL 500mg + Gliclazide 40mg + Voglibose 0.3mg by M/s Eris
Lifesciences Ltd. (WPA case received on 14.12.2016)

As the matter of rationality is still in the Hon’ble High Court, the Committee decided to defer the cases till the
communication is received from CDSCO.

Agenda 5 & 6 Volini Maxx Gel 20GM contains: Diclofenac Diethylamine BP 2.32%w/w (eq. to Diclofenac Sodium 2%
w/w), Methyl Salicylate IP 10% w/w Menthol IP 5% w/w Manufactured and marketed by M/s Sun Pharmaceuticals
Industries Pvt. Ltd.

The Committee deliberated on the issue and observed that NPPA has already fixed the retail price of spray having the
same formulation for M/s Sun Pharmaceutical Industries Ltd. Accordingly, the Committee recommended to collect the
market -data prices of brand having gel as well as spray form of other formulations to enable the committee to
recommend the price of Volini Gel.

Agenda 12 HEPBEST Tablet Contains: Tenofovir Alafenamide Fumarate 25mg Tablet Manufactured by M/s Mylan
Laboratories Pvt. Ltd. and Marketed by M/s Mylan Pharmaceuticals Pvt, Ltd.

M/s Mylan Pharmaceuticals Pvt Ltd gave a technical presentation before the Committee. The Committee deliberated
on the matter and directed the company to furnish the following details:

a. The licensing agreement for the manufacture of the formulation.

b. Price justification of claimed retail price.
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