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Minutes of the 139" and 7" meeting of Authority under DPCO 2013 held on 18"

e L

September, 2013 at 12.00 Noon.

The 13g" meeting of the Authority which is 79 under the DPCO 2013 was

held on 18" Septermber, 2013 at 12.00 Noon under the chairmanship of Shri C. F.

Singh, Chairman, NPPA. The following members af the NPPA were present:-
] shri Sanjay Kumar, Member Secretary, NPPA.

(iy  Shri K.L Prasad, Member (Ex-Officia), Adviser, Economic Division, Dapt.

i,

of Economic Affairs.

(i) Shri P.K. Aggarwal, Member (Ex-Officio), Adviser, Office of Chief Adviser
Cost, Deptt, of Expenditure

fivi  Shri AK. Pradhan, Deputy Drug Canfrolier, representing the DCG(),
Departrant of Health.

The follewing officers also attended the mesting and assisted fhe Authority in its
deliperations.

i Shri AK. Gautam, Adviser (Cost)

(i)  Shri A Saha, Director {(Cwvercharging)

{iiy ~ Shri Lalsangiur, Director (Overcharging & Admn.)

(iv)  ShriJagdish Kurmar, Director (M&3)

v Shri S, K. Bhatt, Dy. Director {Technical)

(v}  Shri Singh Vieer Pratap, Dy. Biractor {Cost)

vy Smi Manmohan Kaur, Dy. Director (Cost)

(viily Shri Manish Goswami, Dy, Director (Cost)

(i) ShrisS3 Agarwal, Asstt. Director [(Cost)

(%) shri T. R, Satish Chandran, Mssit, Director (Cosf)

(xi)  Shai Sunil Chopra; Legal (Consultant)
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The Authority expressed its gratitude towards the services rendered by Mre.

'_ )
x\ Aruma Sethi in the Authority meetings, The Authority also welcomed Shn PLK
K Aggarwal, (Adviser Cost), the new Ex-Officio member representing the Depit. of

I O Expenditure:

Agenda |tem no. 1

1.0 Members of the Authority who participated in the 128" and 6" Meeating under

BPCO, 2013 cenfirmed the minutes of the maeting.

2 Action Taken Report:
20 Moted
Agenda ltem no. 3:

—_—

30 The Autharity had detailed deliberations regarding the price fixation of
scheduled formulations under DPCO, 2013 relafing to 39 cases proposed in the
Agenda and noted that the price fixation under the present proposal was made after
re-verification of data from IMS Health as also the data furnished by the
manufacturersicompanies. The Authority also recalled the cbservations during the 1%
meeting and noted that NPPA Is constrained to fix the ceiling price based on the
available data at present Therefore, NPPA has taken a view that initially the prices
may be worked out based on the IMS Health [ other available data and later on the
notified ceiling prices may be revisited in extra-ordinary circumstances and in public
intzrest at large. if called for. Wherever there is a single manufacturer or no
- information iz available with IMS-Health, efforts have also been made to collect
information through different available sources, Accordingly, the cases have been
worked out as per the provisions of Para 4 and Para 6 of DCPO, 2013, It was also
decided that in respect of the cases at Sr. No. 8 and 17 Le. Allopurinol tablets 100
myg and Flunconazole capsules 100 mg, price may be calculated as per para 4 of
DPCO, 2013 as the data for more than one company is available and there is soma
reduction as cnmﬁared to the highast price pack which 1= more than 0%
Accordingly, the prices for Allopurinol tablets 100 mg and Flunconazole capsules
100 mg are re-worked at Rs. 2.09 per tablet and Rs. 23.B1 per capsule. “The
Authority approved the prices of all the 38 formulation packs for fixing | notifying the
celing price A Statement showing the prices approved and percentage of

decrease from the highest price in the zone of consideration in respect of each




medicine under Para 4 and Para 6 are enclosed as Annexures — A and B

respechively.

Agenda Hem no. 4:

40 Price fication of new formulation namely Z-Ozole-DD capsules containing
Omeprazole — 20 mg (as enteric coated granules) and Domperidone - 10 g
manufactured by M/s Gujarat Terce Labs Ltd. was discussed in detail After a
detailed discussion on the subject and also duly considering the provisionz containad
undar para 5 of DPCO, 2013 with regard ta calculation of retail price of “new drug”
for existing manufacturers of scheduled formulations, the Authaority approved the
retail price of Rs. 40.00 for 10's pack ie Rs. 4.00 per capsule, Since, Mfs Gujarat
Terce Labs Ltd. was seeking a retail price of Rs. 4.00 per capsule, which is lower
than the price worked out as Rs, 4.32 per capsule as per para 4 of DPCO, 2013, the
Altharity approved a retail price of Rs. 4.00 in respact of the subject formulation. _

Agenda ltem no. §:

3.0  Prica fixation of new formulation namely Alerfac-A film coated tablets
containing Cetrizine Hel = 5 mg and Ambroxol Hel = 60 mg manufactured by Mfs Crnis
Pharma (India) Ltd. was discussed in detall. After a detailed discussion on the
subject and also duly considering the provisions contained under para 5 of DPCO,
2013 with regard to caleulation of retail price of "new drug” for existing manufacturers
of scheduted formulations, the Authority approved the retail prics of Rs. 31.54 far
10's pack i.e Rs. 3.15 per tablst. Since, the applicant has sought a retall price of Rs.
32.00 per 10's tablet pack, which is higher than the price worked out as Rs. 3.15 per
tablet as per para 4 of DPCO, 2013, the Authority approved a retail price of Rs. 3.15
per tablet in respect of subject formulation,

5.1 The Authority took the decision at para 5 above to fix Retail Price only and nof
the ceiling price after a tharough discussion of the provisions of para 5 read with
para 15(4) of the DPCO 2013,

5.2  The Authority thersafter recalled the decision taken in itz &7 meeting lo fix
Retail Price and celling price also in respect of farmulation namely Millixim-0Q 100
DT. The Authority thus, in accordance with the decision taken above, alse decided
to withdraw the ceiling price notification in respect of formulation namely Millixim - ©
100 DT tablets mntainingfﬁ;]me Trihydrate eq. to Anhydrous Cefixime — 100 mg

S



and Ofloxacin — 100 mg manufactured by Mis Glenmark Pharmaceuficals Lid and

decided to issue a fresh ratail price notification for Mfs Glenmark at a retail price of

Rs. 5.50 per tablet,

Agenda [tem no. &:

6.0 The proposed ratification was approved by the Authority.

Agenda ltem no. ¥:

7.0 The agenda note was discussed. Authority directed to elaborate further and
put-up the revised Agenda in the next Authority Meeting taking inte account all the

comments, observation and views expressed by various members

Agenda ltem no, 8:

8.0 The Autheority approved the proposal to forward the list of 55 cases fo the

Ministry of Health through Department of Pharmaceuticals for further advice in the

miatter

Agenda item no. 9:

9.0 _ It was informed to the Authority that Mfs. Novartis vide their letter dated
10.07.2013 submitted that they are the major manufacturers of Diclofenac Injection
25mg/ml and that their data has not been captured by IM3-Health. Therefore, IMS-
Health was asked to clarify the status. M/s, IMS-Health in thair reply has stated that
they have conducted necessary data investigation and field verfications, Some of
the Diclofenac Injection packs were reflecting the strength of 75 mg instead of 25
mg in IM3-Health database ie. Voveran Inj. Im. Amp 75 mg 3mk X 1. Therefore
these packs were not considered earlier and now have been taken into account
Accordingly, the revised price of Rs. 1.459 ml has been worked out and the same has

bean approved by the Autharity

Agenda Item no. 10:

10.0 The Authority discussed the agenda note in respect of Paracetamal Syrup. it
was aiso informed that the clarification regarding the applicability of this price to the

suspension form was informed fo the Associations and individual manufaciurers who



had sought for clarifications in this regard and is also availabla on the cfficial wehsite
of NPPA. The Authority also discussed that the prices are to be nofified in
accordance with the NLEM 2011 list and therefore decided that amending the
notification at this stage is not desirable,

10.1 The Authority approved the comigendum  as proposed in respect of
Sulphcetamide Sodium Drops 20% and price per unit to be read as “per ml" instead
af *each pack”,

Agenda ltem no. 11;

110 This case Is pertaining to implementation of the Review Qrder against the
price fixation for LV, Fluids vide S.0. 2T10(E) dated 28.11.2011 in respect of M/fs.
Baxter. The Authority approved the proposal ta notify the CC PC, PM and PL nerms
far 500 ml Viaflex Container (PWC) with two ports under Para 7 af DPCO, 1945 in
line with the Review order dated 28.11.2012 passed by the Department af
Pharmaceuticals, The Authority also approved the price of Rs. 60.10 for S00m|
Viaflex Container (PVC) with two poris to Mis, Baxter under Para 10(k) of DPCO,
1895,

12. During the discussions the Authority decided that there is & need to fix a time
fimit for the industry to make representation’ seek clarfication in respect of price
notifications. Accordingly, Authority decided to fix a time limit of 15 days from tha
date of price noftification even if the company has gone for review

13 Authority also discussed the status report submitted by IMS-Health to NPPA.
After discussion, Autherity directed to ascertain the status of those 21 casas which

are still under field verification within a weeks' time

14 This issues with the approval of Chairman, NPPA. 'P

i
(Sanjay Kumar)
Member Secretary
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| HATIOMAL LIST OF ESSENTIAL MEDRIGINES 2077

p— Hectian: 1 - Anesthesia

1.1 General Angsthatics and Dxygen

ﬂ e MRP @xcl.
g Madicines Catagory Aviininbosbion Srzngths jocal taxes | Aoduction | Missmum | Bazimur
o {Fisfunit) | percentage
Added Madicinas
| ] G I T [ ihaamen | I FIEL]| g gzed]  dae
| 1.2 Lacs Anesihebics I
|~ 7| Bupvacaine MydocHorids 5T Irjecion .35 EEL 220 1,95 s
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o IR T | 6T Injecticn | T% + Adrenakne 200,000 o szl am o7
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2.3 Medicines used 1o Feat Gosl

8] Adopurninel 87 I Tablets | 100 my | 20| [EXF) [ FI:]
Secton’ B = Antsinfective Medicines
6.3 Antifungal medicines
9] Flconazole | 5T | Caprudus | 100 mg 1 738 0.34] 20.428] k)
Sagtion § - Antineaplasiic, Bnsmemosupgressives and medicines used in pallialive care

.4 Medicines usad in pailiative cane
0] Moiphes Suphaie | T | Tablels | 0 mg I ol zu.-u?I_ _'_ EEL) E3
Secton: 10 —Medicines afecting the biood
10.2: Medicines afecting coagulation
< 1] Hepann Sodiem | 3T I Injecban | =000 B m | 4062 27.47] 10 aT[ 483
Secthon: 13 —Dermabalogical medicines (Topical)
3.3 antinMammatory and antipruritic medicines
2] Calamine PET I Latian | | 0.87] 57.84] 1:'"131_ T
o Loction: 15 —Diginfactants and aniisspbics

15.3 Disinfaciants
13] Chesakanyie [ 5T I Sadion [ = | 008 ] 4061 .04 ol
Section: 27 - Dphihakmalogical Proparations
21.1: Anti-infuctive agents
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14] Suphacelamade Sodlum | 5T | Dpa | 0% | 1.R5] F0ET] 1,81 ERL
21.4: Migtics and Antiglucoma medicines
[ A5] __ Piccames [ 5T [ [ I ™ | 0901 £ B8] 7.9 A

Saetion: 76 = Sclutians correciing wator, dlectrolyte and acid-base disturbinces
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8] Flraer Lacite [ FET | Ijecien I A3 per I 0.10] 3734 008 w4
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MATIONAL LIST OF ESSENTIAL MEDICINES 2011

| Camehiorpher rammre . T =
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Seclion: 5 - Anticonvutesmls) Antlepileptics
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Section: & - Anli-infoctive Medicines
&1 Anfhelminthics o
B.1.1 Intestinal Anthalminthics
Added Medicines
ED Figeraring [ PET [  Zouen I TS0mgEmi I 0.23] 0| |
6.2 Antibactorials
623 Anlilegrasy medicines
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B.4 antlviral medicings
6.4.1 Anlihewpes medicines
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Section: 12 -Cardiovascular medicines
12.2: Antinrrhythmic medicinas
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