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MINISTRY OF CHEMICALS AND FERTILIZERS

(NATIONAL PHARMACEUTICAL PRICING
AUTHORITY)

ORDER
New Delhi, the 23rd January, 2008

S.0. 12%(E).—Whereas the National Pharmaceutical
Pricing Authority was established vide the Resolution of

the Government of India in the Ministry of Chemicals and -

Fertilizers No. 33/7/97-PI-1 dated 29th August, 1997 inter
alia, to fix prices and notify the changes therein, if any, of
bulk drug and formulations, monitor the prices of
decontrolled drugs and formulations and oversee the
© implementation of the provisions of the Drugs (Price
Control} Order.

2. Whereas, the Ministry of Chemicals and Fertilizers
vide No.5.0. 637(E) dated 4th September, 1997 in pursuance
of paragraph 26 of the Drugs (Price Control) Order, 1995
(DPCO, 1995) and thereafter delegated the powers in respect
of specified paragraphs of the DPCQ, 1995 to be exercised
by the National Pharmaceutical Pricing Authority on behalf
.of the Central Government,

3. Whereas, the National Pharmaceutical Pricing
Authority monitors the prices of decontrolled (non-
scheduled)} formulations on the basis of data on price
available in ORG-IMS on regular basis and wherein, from
the data obtained from ORG-IMS it was observed that price
of Voveran Emulgel 30gm tube formulation pack

manufactured by M/s. Kemwell Pvt. Ltd. and marketed by
M/s. Novartis India Ltd. increased by more than 10% during
the period from May, 2006 to May, 2007. The concermned
company was therefore directed to furnish the reasons for
such price increase in pursuance thereof. The reply from
the company was examined and it was observed that the
price increase by more than 10% during the relevant year,
for the above said formulation pack, was unjustified and
against public interest in as much as it puts an unreasonable
burden on the consumers without sufficient justification.

4. Now, therefore, in exercise of the powers
delegated under sub-para (b) of Para 10 and 11 of the Drugs
(Prices Control) Order, 1995 vide No. 8.0. 637(E) dated
4th September 1997 issued by the Government of India in
the Ministry of Chemicals and Fertilizers, and thereafter,
the National Pharmaceutical Pricing Authority being
satisfied that it is necessary in the public interest so to do,
hereby notifies the maximum retail price including excise
duty and local taxes, of the following formulation pack
manufactured by M/s. Kemwell Pvt. Ltd. and marketed by
M/s. Novartis India Ltd. as per the details herein under :—

TABLE
SNo. Name . Strength/ Pack size Maximum
of the composition Retail Price
formulation (including
excise duty*
and local

taxes). InRs.

“].,  Voveran Dicofenac 7024

Emulget

30gm
Diethylamine Tube
BP 1.16% wiw
equivalent to
Diclofenac Sodium

‘BP 1% wiw inagel

* Subject to actual payment of excise duty.

5. The maximum Retail Price fixed for the above
mentioned formulation pack shall be implemented by M/s.
Kemwell Pvt. Ltd. and marketed by M/s. Novartis India
Lid. within 15 days from receipt of this order by issuing a
price list in Form V in accordance with the provisions of
paragraph 15 of DPCO, 1995, :

6. Failure of the above said company to implement
the Maximum Retail Price fixed, as above, within the
stipulated aforesaid time shall attract action under
Paragraph 13 of DPCO, 1995 for recovery of overcharged
amount along with any and all other appropriate action,
under the provisions of DPCO, 1995 read with the Essential
Commodities Act, 1955.

7. The manufacturer/marketing company for the
above said formulation shall be required to take the requisite
prior approval from the competent Authority for any
change in the Composition of the above said formulation
with written prior intimation to the National Pharmaceutical
Pricing Authonty
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8. The manufacturer/marketing company for the
above said formulation shall be jointly and severally
responsible to comply with this order and conditions
mentioned herein above:

' [P N./08/2007/V/F. No, 20(243)2007/D1V-IV/NPPA}
P.K.SAHA, Dy Director (Cost)
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ORDER
New Delhi, the 23rd January, 2008

S. 0. 130(E).—Whereas the National Pharmaceutical
Pricing Authority was established vide the Resolution of
the Government of India in the Ministry of Chemicals and
Fertilizers No, 33/7/97-PI-1 dated 29th August, 1997 inter
alia, to fix prices and notify the changes therein, if any,
of bulk drug and formulations, monitor the prices
of decontrolled drugs and formulations and oversee the
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imi)lementation of the provisions of the Drugs (Price
Control) Order.

2. Whereas the Ministry of Chemicals and Fertilizers
vide 8.0.637(E) dated 4th September, 1997 in pursuance of
paragraph 26 of the Drugs (Price Control) Order, 1995
(DPCO, 1995) and thereafter delegated the powers in respect
of specified paragraphs of the DPCO, 1995 to be exercised
by the National Pharmaceutical Pricing Authority on behalf
of the Central Government.

3. Whereas the National Pharmaceutical Pricing
Authority monitors the prices of decontrolled (non-
scheduled) formulations on the basis of data on price
available in ORG-IMS on regular basis and wherein, from
the data obtained from ORG-IMS it was observed that price
of Ondem 2ml vial formulation pack manufactured by Mys.
Zen Pharma(P} 1.td and marketed by M/s, Bergen Healthcare
(a division of M/s. Alkem) increased by more than 10%
during the period from June, 2006 to June, 2007. The
concerned company was therefore directed to furnish the
reasons for such price increase in pursuance thereof. The
reply from the company was examined and it was observed
that the price increase by more than 10% during the relevant
year, for the above said formulation pack, was unjustified
and against public interest in asmuchas it puts an
unreasonable burden on the consumers without sufficient
justification.

4. Now, therefore, in exercise of the powers delegated
under sub-para (b) of Para 10 and 11 of the Drugs (Prices
Control) Order, 1995 vide S.0. No. 637(E) dated 4th
September, 1997 issued by the Government of India in the
Ministry of Chemicals and Fertilizers, and thereafier, the
National Pharmaceutical Pricing Authority being satisfied
that it is necessary in the public interest so to do, hereby
notifies the maximum retail price including excise duty
and local taxes, of the following formulation pack
manufactured by M/s. Zen Pharma (P) Ltd and marketed
by M/s. Bergen Healthcare (a division of M/s. Alkem) as
~ per the details herein under :-—

Table
S. No. Name Strength/

Pack size Maximum

of the composition Retail Price
formulation : (including
excise duty*
and local
taxes). InRs.
“l. Ondem . Ondansetron 2ml . 1602”
Inj. Hydrochloride  vial
USP equivalent
to Ondansetron
2mg

* subject to actual payment of excise duty.
5. The Maximum Retail Price fixed for the above

mentioned formulation pack shall be implemented by -

M/s. Zen Pharma (P) Ltd. and marketed by M/s. Bergen
Heaithcare (a division of M/s. Alkem) within 15 days from
receipt of this order by issuing a price list in form V in
accordance with the provisions of paragraph 15 of DPCO,
1995,

6. Failure of the above said company to implement
the Maximum Retail Price fixed, as above, within the
stipulated aforesaid time shall attract action under
Paragraph 13 of DPCQ, 1995 for recovery of overcharged
amount afong with any and all other appropriate action,
under the provisions of DPCO, 1995 read with the Essential
Commodities Act, 1955,

7. The manufacturer/marketing company for the
above said formulation shall be required to take the requisite
prior approval from the Competent Authority for any
change in the composition of the above said formulation
with written prior intimation to the National Pharmaceutical
Pricing Authority,

8. The manufacturer/marketing company for the
above said formulation shall be jointly and severally
responsible to comply with this order and conditions
mentioned herein above,

[P.N./98/2007/V/F. No.20(245)/2008/Div-TV/NPPA}

P. K. SAHA, Dy. Director (Cost)
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