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Proceeding No : 146/M14/2014/F

Minutes of the 146" and 14™ meeting of Authority under DPCO, 2013 held on 23"
April, 2014 at 11.30 A.M.

The 146™ meeting of the Authority which is 14™ under tha DPCO, 2013 was held
on 23" April, 2014 at 11.30 AM. under the Chairmanship of Sh. C. P. Singh Chairman,

MFPA. The following members of the NPPA were present:-

[0} Shri A K. Gautam, Member Secretary Incharge, NPPA.
iy ~Shri LM. Kaushal, Director (Cost), Member (Ex-Officio), Deptt. of
Expenditure, Ministry of Finance.
(i ~ Shn R. Chandrashekar, Depuly Drug Coniroller, representing the DCG(I),
Department of Health.
The following officers also attended the meeting and assisted the Authority in its

deliberations: -

(i) Shri A.K. Saha, Director (Overcharging)
(i Shri Lal Sanglur, Director (Admn.)

(i)~ Shri Jagdish Kumar, Director (Monitoring)
{iv)  Shri A.K, Khurana, Director (Pricing & OC)
{v)  Shri 5. K. Bhatt, Dy. Director {Technical)

(vi)  Shri Singh Veer Pratap, Dy. Director (Cost)

(viiy  Shri G. Pradhan, Dy. Director (Cost)

(viii) Smt. Manmohan Kaur, Dy. Director (Cost)

{ix)  Shri Manish Goswami, Dy. Director (Cost)

(%) Shri Suneel Chopra, Dy. Director (Legal)

(i) Smi. Babita Singh, Asstt. Director (Cost)

(xiiy Shri T. R. Satish Chandran, Assti. Director (Cost)

Chairman, NPPA welcomed all the members present in the meeting.

1. Agenda ltem no. 1:




M

10  Members of the Authority who participated in the 145" and 13" Meeting under
DPCO, 2013 confirmed the minutes of the meeting,

2. Agenda ltem no. 2: Action Taken Report:
20 Noted.

3. Agenda ltem no. 3:

30  The Authority noted the status of common cases as in the DPCO 2013 as well
as in the DPCO 1985. The Authority discussed that out of approx. 90 cases, the dala
has been received from IMS Health for price fixation in respect of 75 cases and the
same has been also processed by NPPA till date, The Authority directed to expadi[e the
data in remaining cases from IMS Health.

3.1 The Authority discussed the provisions of para 10 and 16 of DPCO, 2013
regarding the fixation/revision of prices of scheduled medicines. It was informed that the
para 10 deals with the pricing of the formulations covered under DPCO 1895 as well as
included in the DPCO 2013. The para 16 deals with the revision of the ceiling prices of
scheduled formulations under DPCO 2013 without any reference to their Inclusion n

DPCO 1985,

3.2  In case of Carbamezapine Tablet 200 mg, it was informad to the Authority that
NPPA fixed a separate (company specific) price at Rs, 1E;4E~.I'1 0's tablet AlSt vide
S.0.7965(E) dated 10.04.2012 in case of M/s Encore / Mfs Novartis, The ceiling price for
others was fixed at Rs. 12.00/10's tablet, SUBI vide S.0. 771(E) dated 10.04.2012. In
view of this clarification, the Authority approved the prices in all 12 cases as per

Annexure- |,

3.3  The Authonty also discussed the 13 cases (as worked out) based on monopaly
conditions, The Authority noted that in many formulations, more than one manufacturer
may exist and therafore, directed that IMS Health may be requested to again re-confirm

&



=

the data in such "13 monopoely cases”. The Authority also directed to check the data of
the IMS Health available with the M&E Division for the month of September, 2013 as
provided by the IMS Health on monthly basis in connection to regulate the prices of
meadicines. The Authority, therefore, deferred the cases and directed that the same may

be put up after re-examination of the data.
4. Agenda Item no. 4:

40  The Authority noted that in case of 404 medicines (excluding common cases in
DPCO 2013 as well as in DPCO 1995) notified by NPPA, the IMS Health data of May
2012 was considered. Therefore, as per provisions of Para 16 of DPCO 2013, these
ceiling prices should be revised as per the annual Wholesale Frice Index (WFI) for
preceding calendar year, The annual increase in VWP works out at §.32% during the
calendar year 2013 over the cormesponding period in 2012, The Authority approved the
price revision in respect of 404 cases as per Annexure- |1

5. Agenda Item no. 5:

50 The Autharity noted the status of price fixation cases of new drug (Form ) under
para 5 of DPCO 2013,

5.1 Agenda Item no. 5(i) & 5{ii):

5.1 The Authority discussed the cases of retail price fixation of new drug based on
Form-1 application received from the following companies. The details of approved

prices are as under:-

S.No Company na me/Product name Approved
Price (Rs.)

1. |Mis Akums Drugs & Pharmaceuticals Pwvt. Ltd | 8.46/ablet |
(Manufacturer) and M/s Strides Arcolab Lid. (Marketing
company) — Glimepiride (1mg)+ Voglibose + Metformin
Hydrochloride (SR} Tablet




Glimepiride [P 1mg

Voglibose — 0.2 mg

Metformin Hydrochloride IP 500 mg

(as sustained release), Colour : Red Oxide of iron

Mis Akums Drugs & Pharmaceuticals Pyt, Ltd, 10.47 ftablet
{(Manufacturer) and M/s Strides Arcolab Ltd. (Marketing
company) — Glimepiride (2mg)+ Voglibose + Metformin
Hydrochloride (SR) Tablet

Each uncoated bilayered tablet contains:

Glimepiride IP 2mg

| Voglibose - 0.2 mg

Metformin Hydrochloride IP 500 mg

(as sustained release), Colour : Yellow Oxide of iron J

-

52 Incase of agenda item no. 5(i), it was informed to the Authority that price worked
out to be Rs. B.62/tablet which is higher than the price notified at Rs B.4Gtablet vide
5.0, 936(E) and 937(E) dated. 27.03.2014. The Authority decided that in case of Form |
applications, price fixed by NPPA shall be valid for one year for the formulation having
same composition & strength and no increase in price will be allowed. However, in case
the current price worked out/claimed by the company to be lower than the existing
notified price, the benefit of lower price has to be passed on to the consumers.

6. Agenda ltemn no. &:

6.0  The Authority discussed the agenda relating to Menitoring of movement of prices
of non-scheduled formulation under DPCO 1995 in detail and deferred the agenda with
the directions to the M&E Division to bring out a comprehensive agenda note to deal
with such cases under DPCO, 1925 as well as DPCO, 2013, in next Authority meeting.

7.0 This issues with the approval of Chairman, NPPA.

. Gautam)
Member Sedretary Incharge
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