F. No. 12(7)/2017/DP/NPPA/Div.ll/ Vol-IV
National Pharmaceutical Pricing Authority

Subject: Minutes of the 36" meeting of Multidisciplinary Committee of Experts
held on 11.10.2021 at 2:30 PM in NPPA

36" meeting of the “Multidisciplinary Committee of Experts” was held on 11.10.2021
under the Convenorship of Sh. N.I. Chowdhury, Adviser (Cost), in NPPA. The
following members attended the meeting through video conferencing:-

1. Prof. Y. K. Gupta, Principal Scientific Advisor (Projects), THSTI-DBT, Gol &
Ex-HoD, Pharmacology & Dean (Academics), AlIMS, New Delhi

2- Shri A. K. Pradhan, Jt. Drugs Controller, CDSCO

3. Dr. Jai Prakash, Sr. Principal Scientific Officer, Indian Pharmacopoeia
Commission

The following officers of NPPA attended and presented the cases to the Committee
1. Ms. Rashmi Tahiliani, Jt. Director (Pricing), NPPA

2. Sh. Prasenjit Das, Deputy Director (Pricing), NPPA

3. Sh. Mahaveer Saini, Deputy Director (Pricing), NPPA

1. Agenda No. 1 - Retail price fixation under Para 5 of DPCO, 2013- Each film
coated tablet containing Metoprolol Tartrate IP 25 mg + Ivabradine
Hydrochloride eq. to Ivabradine 5 mg for M/s Ajanta Pharma Ltd. (manufacturer
and marketer)

1.1 The Committee observed the reply of M/s Ajanta Pharma Ltd and noted that M/s
Ajanta Pharma Ltd had manufactured/ marketed the formulation “tablet containing
Metoprolol Tartrate IP 25 mg + Ivabradine Hydrochloride eq. to lvabradine 5 mg’
without obtaining prior price approval which is in contravention to the provisions of
DPCO 2013. The Committee further noted from the Pharmatrac Database that M/s
Ajanta Pharma Ltd had launched the formulation since November 2017.

1.2 The Committee deliberated upon the matter in detail and recommend the retail
price based on the data available for the month of April 2017 i.e. six month prior to
the launch of the formulation by M/s Ajanta Pharma Ltd. Accordingly, the Committee
recommended the retail price of each film coated tablet containing Metoprolol
Tartrate IP 25 mg + Ivabradine Hydrochloride eq. to Ivabradine 5 mg for M/s Ajanta
Pharma Ltd. (manufacturer and marketer) at Rs. 15.46 per tablet excluding GST as
detailed below:

Computation of Retail Price per Tablet | Source/Method _ | Amount |
(Rs.)

Composition — Each film coated tablet
containing Metoprolol Tartrate IP 25
mg + lvabradine Hydrochloride eq. to
lvabradine 5 mg

a. Metoprolol Tartrate IP 25 mg Ceiling Price (as per notification | 2.94
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no.1039(E) dated 01 April, 2017

b. lvabradine Hydrochloride eq. | Retail price (as per April, 2017 14.18

Ivabradine 5 mg data)
Worked out Retail Price 17:12
c. Less 20% of the lowest of (a) and (b) 0.59

as recommended in the Pronab Sen
Committee report

Net Retail Price (a+b-c) 16.53
Company Claimed Price 15.46
Recommended price 15.46

2. Agenda No. 2 - Retail price fixation under Para 5 of DPCO, 2013- Each film
coated tablet containing Metoprolol Tartrate IP 50 mg + Ivabradine
Hydrochloride eq. to Ivabradine 5 mg for M/s Ajanta Pharma Ltd. (manufacturer
and marketer).

2.1 The Committee observed the reply of M/s Ajanta Pharma Ltd and noted that M/s
Ajanta Pharma Ltd had manufactured/ marketed the formulation “tablet containing
Metoprolol Tartrate IP 50 mg + lvabradine Hydrochloride eq. to Ivabradine 5 mg’
without obtaining prior price approval which is in contravention the provisions of
DPCO 2013. The Committee further noted from the Pharmatrac Database that M/s
Ajanta Pharma Ltd had launched the formulation since November 2017.

2.2 The Committee deliberated upon the matter in detail and recommended the retail
price based on the data available for the month of April 2017 i.e. six month prior to
the launch of the formulation by M/s Ajanta Pharma Ltd. Accordingly, the Committee
recommended the retail price of each film coated tablet containing Metoprolol
Tartrate IP 50 mg + Ivabradine Hydrochloride eq. to Ivabradine 5 mg for M/s Ajanta
Pharma Ltd. (manufacturer and marketer) at Rs. 17.74 per tablet excluding GST as
detailed below:

Computation of Retail Price per'TabIet Source/Method | Amount (Rs

Composition — Each film coated tablet |
containing Metoprolol Tartrate IP 50 mg +
Ivabradine Hydrochloride eq. to Ivabradine

5 mg
a. Metoprolol Tartrate IP 50 mg Ceiling Price (as per notificatio| 4.45
no.1039(E) dated 01 April,
2017 -
b. Ivabradine Hydrochloride eq. to Ivabradii Retail price (as per April, 2017 14.18
5mg data) |
Worked out Retail Price 18.63
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c. Less 20% of the lowest of (a) and (b) as 0.89
recommended in the Pronab Sen
Committee report

'Net Retail Price (a+b-c) 7 ik Z7]
Company Claimed Price 17.81
Recommended price 17.74

3. Agenda No. 3 — Retail price fixation under Para 5 of DPCO, 2013- Each ml
solution containing Cyclosporine IP 0.9 mg in 0.25 ml pack for M/s Sun
Pharmaceutical Industries Ltd. (manufacturer and marketer)

3.1 The Committee deliberated upon the matter in detail and recommended the retail
price of each ml solution containing Cyclosporine IP 0.9 mg per ml in 0.25 ml pack
for M/s Sun Pharmaceutical Industries Ltd. (manufacturer and marketer) at Rs. 35.57
per 0.25 ml pack excluding GST as detailed below:

a. Calculation of retail Price of Cyclosporine IP 0.05% w/v drops based on
Pharmatrac data for the month of February 2021 = Rs. 91.20 per ml

b. Derived Retail price for Cyclosporine IP 0.9 mg/ ml based on the recommendation
of Pronab Sen Committee Report with respect to calculated retail price of
Cyclosporine IP 0.05% w/vdrops

P(s) = P*.[1+a.{(s-s*)/s*}]
Where :  P(s) = Price ceiling of the strength s
P* = price ceiling for reference strength s*
s = strength in terms of API content
s* = reference strength
= 91.20[1+0.70{0.9-0.5)/0.5}] = Rs. 142.272 per ml

c. Therefore, the retail price of Cyclosporine solution 0.9 mg/ml in 0.25 ml pack=
Rs.142.272x0.25= Rs.35.57 (excluding GST)

4. Agenda no. 4 - Clarification on Clotrimazole 1% mouth paint as Scheduled
formulation

4.1 The Committee deliberated upon the matter in detail and decided that

Clotrimazole 1% mouth paint is a scheduled formulation based on explanation | of
DPCO 2013.
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(Rashmi Tahiliani)
Jt. Director (Pricing)
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The meeting ended with a vote of thanks to all. 1)\\%
\

Copy to:
All members of the Committee.
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Computatatian of Retail Price based on Arpil 2017,0ata ynder Para 4 of BPCO, 2013

Number ¢f Companles cosisting of Market Share of 1% & Above - 7
Each film coated tablet contalning Ivabradine Hydrechioride eq, to vabradine 5 mg for M/s Alanta Pharma Ltd, |S4m 6f MAT value considered for price calculation (in Lakhs) §,196.10
{manufacturer and markoter Sumn of PTR per unlt considered for prite calculation a87.79
Number of Packs considered B
Average PTR | 12.22
Add ; 16% Retaller Margin 1.96
Retall Price {withcut local taxes) 14.18
% Reduction with compared to Highest Price 18.37%
Minimumum Price (Rs.) | 11.05
Maxlmum Price {Rs.} | 14.97
Average of all considered (Rs.) 12,22
Retall Price (Rs.} | 14.18
TOTAL MAT 820,321,656 100% M3
5.No, |t faawer T EZci Strength Pack Size | Unit PTR(Rs.) MAT(Rs.) SKU wise  |Brandwis |Qualify ( | Price Price per Unit
Pack Description BRAND Company MAT % e MAT |Y/N) per Unit |(Rs.) Considered
{ignoring {Y=Yes {Rs.)
0% MAT) |[N=No
1]CORALAN 5 MG TABLET 14 CORALAN SERDIA PHARMACEUTICALS {INDIA) PVT. LTD. MG 14 TABLET 209.52 13725221.44 2.28% 228% Y i14.97 14,97
Z[INAPURE 5 MG TABLET 10 INAPURE SUN PHARMA LABORATORIES LTD. 5 MG 10 TABLET 117.77 116760834.9 14.23% 14.23% Y 11,78 11,78
3[IVABEAT S MG TABLET 10 IVABEAT CIPLA LTD, 5 MG 10 TABLET 110.48 12946543.68 1.56% 1.58% Y 11.08 11.08
4|IVABID 5 MG TABLET 10 IVABID ABBOTT HEALTHCARE PVT. LTD * 5 MG i0 TABLET 117.18 175330692.2 21.37% 21.37% Y 11.72 11.72
5|[IVABLES 5 MG TABLET 15 IVABLES LLOYD HEALTHCARE PVT.LTD 5MG 15 TABLET 135.01 605519.85 0.07% 0.07% N 2.00
B|IVABRAD 5 MG TABLET 10 IVABRAD LUPIN LTD SMG 10 TABLET 118.92] 386230516.8 48.30% 48.30% Y 11.89 11.89
T[IVABRATCO 5 MG TABLET 10 IVABRATCO NATCO PHARMA LTD 5 MG 10 TABLET 110.48 106060.8 0.01% 0.01% N 11.05
8|IVAMAC 5 MG TABLET 10 IVAMAC MACLEQDS PHARMACEUTICALS PVT.LTD 5MG 10 TABLET 112.38 25435896,15| 3.10% 3.10% Y 124 11.24
S| IVANQDE S MG TABLET 10 IVANCDE TORRENT PHARMACEUTICALS LTD. sSMG 10 TABLET 122,38 59244855.21 7.22% 7.22% Y 12.24 12.24
10} IVAZINE 5 MG TABLET 10 - IVAZINE TORRENT PHARMACEUTICALS LTD. S MG 10 TABLET 128.56 14535514.74 1.82% 1.82% Y 12.90 12.90
Rs. Per tablet
Werked out Retail Price 14.18 | Excluding G5T




Computatation of Retail Price based on Arpil 2017,Data under Para 4 cf DPCQ, 2013

Number of Companies cosisting of Market Share of 1% 8 Above [ 7
Each film coated tablet containing Ivabradine Hydrachloride eq. to ivabradine 5 mg for M/s Alanta Pharma Lid, [Sumof MAT value considered for price calculation (in Lakhs) 8,196.10
{manutacturer and marketer) Sum of PTR per unit considered for price calculation a7.79
Number of Packs considered 8
Average PTR J 1222
Add : 16% Retailer Margin 1.86
Retail Price {without local taxes) 14,18
% Reductlon with compared to Highest Price 18.37%
Minimurnum Price (Rs.) | 11.05
Maximum Price [Rs.) | 14.97
Average of all considered (Rs.) 12.22
Retall Price {Rs.) 14.18
TOTAL MAT 820,321,656 100% M3
SNo. [&F R=xor o Earid Strength Pack Size | Unit PTR{Rs.) MAT(Rs.) SKU wise |Brandwis |Qualify { | Price Price per Unit
Pack Description BRAND Company ' MAT % e MAT  |YiN) per Unit |(Rs.) Considered
{ignoring |Y=Yes {Rs.)
, 0% MAT) |[N=No
T |CORALAN 5 MG TABLET 14 CORALAN SERDIA PHARMACEUTICALS {INDIA) PVT. LTD. SMG 14 TABLET - 209.52 18725221.44 2.28% 2.28% Y 14.897 14.97
2|INAPURE 5 MG TABLET 10 INAPURE SUN FHARMA LABORATORIES LTD. 5 MG 10 TABLET 112.77 116760834.9 14.23% 14.23% Y 11.78 11.78
3| IVABEAT 5 MG TABLEY 10 IVABEAT CIPLA LTD. . : 5 MG 10 TABLET 110.48! 12946543.68 1.58% 1.56% Y 11.05 11.05
4|IVABID 5 MG TABLET 10 vABID ABBOTT HEALTHCARE PVT. LTD 5 MG . 10 TABLET 117.18] 175330652.2 21.37% 21.37% Y 11,72 11,72
5|IVABLES 5 MG TABLET 15 IVABLES LLOYD HFALTHCARE PVT.LTD 5MG 15 TABLET 135,01 605519.85 0.07% 0.07% N 5.00
6|IVABRAD 5 MG TABLET 10 IVABRAD LUPIN LTD 3 MG 10 TABLET 118.92 356230516.8 48.30% 48.30% Y *11.589 11.85
7 |'WABRATCO 5 MG TABLET 10 IVABRATCO NATCO PHARMA LTD 5 MG 10 TABLET 110.48 106C60.8 0.01% 0.01% N 11.05
8|IVAMAC S MG TABLET 10 IWWAMAC MACLEQODS PHARMACEUTICALS PVT.LTD 5 MG 10 TABLET 112,38 25435896.15 3.10% 3.10% Y 11.24 11.24
9 WANODES MG TABLET 10 IVANODE TORRENT PHARMACEUTICALS LTD. 5 MG 10 TABLET 12232 558244855.21 7.22% 7.22% Y 12.24 1224
1D{IVAZINE 5 MG TABLET 10 IWAZINE TORRENT PHARMACEUTICALS LTD, 5 MG 10 TABLET 128.56 14535514.74 1.82% 1.62% Y 42.90 12.90
Rs. Per tablet
Waorked out Retail Price 14.18|Exzluding GST




Computation of Retail Prize based on February, 2021 Data under Para 4 of DPCO, 2013

. Nurnber of Companles cosisting of Market Share of 1% & Above » 7
Sum of MAT value considered for price calculation (In Lakhs) 1,220.23
Eaeh ml eontalning Cyclosporine [P 0.5 mg far M/s Sun Pharmaceutical Industries Lid, (manufacturer and marketer) Sum of PTR per unlt considered far price calculation 550,32 ®
. Number of Packs considered 7
Average PTR | 78.62
Add : 16% Retailer Margin 12.58
Retal! Prige {without local taxes) 91,20
% Reduction with compared to Highest Price 48.31%
Minimumum Price (Rs.} | 36.65
' Maximum Price (Rs,} | 152.10
Average of al} considered {Rs.) 78,62
Retail Price {Rs.] 1.2
TOTAL MAT 122,941,018 100%| M3
SNo. [f& faawor B Er - Strength Pack Size | Unit PTR(Rs.) MAT(Rs.) SKUwise [Brandwis [Qualify( | Price Price per
- |Pack Description BRAND Company MAT % s MAT  |YIN) per Unit  |Unit (Rs,)
. {ignoring [Y=Yes (Rs.) Consldered
©% MAT) [N=No
' 1] CYCLODROP 0.05 % EYE DRORS 5 ML CYCLODRQP ZYDUS CADILA - BIOLDGICS 0.05% 5 ML 250.67 3585834.35 2.92% 2,92% Y 50,13 50.13
2|CYCLOMUNE 0,05 % EYE DROPS 3 ML CYCLOMUNE SUN PHARMA LABORATORIES LTD. 0.05 % 3 ML 298.57 45816163.64 37.27% 37.27% Y 99,52 93,52
3|CYCLOTEARS €.05 % EYE DROPS 3 ML CYCLOTEARS ENTCD PHARMACEUTICALS LTD 0.05% -3 ML 237.5] 5286362.4 4.30% 4.30% Y 79.20 79.20
4| HYDROEYE STERILE 0.05 % EYE DROPS 3 ML HYDROEYE" LUPIN LTD 0.05 % 3 ML 109.94 15037087 12.23% 12.23% Y 38.65 36.65
5| HYDROEYES STERILE 0.05 % EYE DROPS 3 ML HYDROEYES LUPIN LTD *_0.05% 3 ML 109.54 911783.26] 0.74% 0.74% N 36.65
6IFLO 0,05 % EYE DROPS 3 ML IFLO AJANTA PHARMA LTD v 0.05 % 3 ML 175 5125 0.00% 6.00% N 55.33
7[IMUDRGCPS SINGULES 0.05 % EYE DROPS 0.5 ML IMUBROPS CIPLA LTD. 0.05% 0.5 . “ML 37.33 13006458.8 14,65% 14.65% Y 74.66 7466
B|NANO TEARS 0.05 % EYE DROPS 5 ML NANG TEARS SUNWAYS (INDJA) PVT LTD 0.05 % 5 ML~ 290,29 2304%02.6 1.87% 1.87% Y 58.06 58.08.
9|RESTASIS 0.05 % EYE DROPS 0.4 ML ‘| RESTASIS ALLERGAN INDIALTD - 0.05% 0.4 ML 60.84) 31986260.99 26.02% 26.02% Y 162,10 182,10
Rs. Perml
Warked out Retall Price 91.20| Exeluding GST




