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F. No. 12(7)/2021/DP/NPPA/Div.Il/ Vol-IV
National Pharmaceutical Pricing Authority

Subject: Minutes of the 46" meeting of the Multidisciplinary Committee of
Experts held on 19.10.2022 at 11:30 AM.

46" meeting of the “Multidisciplinary Committee of Experts” was held on 19.10.2022
at 11:30 AM under the convenorship of Shri Manmohan Sachdeva, Advisor (Cost),
through video-conferencing. The following members attended the meeting: -

1. Shri AK. Pradhan, Jt. Drugs Controller, CDSCO through video conferencing
2. Dr. J. J. Cherian, Scientist-D, ICMR through video conferencing

3. Dr. Rakesh Kr. Singh, Associate Professor, NIPER Raebareli through video
conferencing

4. Dr. Jai Prakash, Sr. Principal Scientific Officer, Indian Pharmacopea
Commission — Co-opted member through video conferencing

5. Prof. Y. K. Gupta, Principal Scientific Advisor (projects), THSTI-DBT, Gol &
Ex-HoD, Pharmacology & Dean (Academics), AlIMS, New Delhi — Co-opted
member through video conferencing

6. Dr. Pooja Gupta, Associate Professor, Department of Pharmacology, AlIMS-
New Delhi through video conferencing

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

2. Shri Mahaveer Saini, Deputy Director (Pricing), NPPA

1. Agenda No. 1 - Retail price fixation under Para 5 of DPCO, 2013 - Fixed
Dose Combinations (FDCs) of Sitagliptin and Metformin tablet.

1.1 The Committee noted that seven applications have been received for retail price
fixation of four Fixed Dose Combinations (FDCs) of Sitagliptin and Metformin tablets
i.e. (i) Sitagliptin 50 mg + Metformin 500 mg tablet, (ii) Sitagliptin 50 mg + Metformin
1000 mg tablet, (iii) Sitagliptin 100 mg + Metformin 1000 mg (extended release)
tablet, (iv) Sitagliptin 50 mg + Metformin 500 mg (extended release) tablet,
(v) Sitagliptin 50 mg + Metformin 1000 mg (extended release) tablet, and
(vi) Sitagliptin 100 mg + Metformin 500 mg (extended release) tablet. The Committee
further noted that the formulation ‘Sitagliptin’ has become off-patent on 5"/6" July
2022.

1.2. The Committee recalled the decision taken in its 40™ meeting dated 14.03.2022
and approved by the Authority in its 96 meeting dated 24.03.2022 regarding retail
price fixation of FDCs of ‘Sitagliptin and Metformin tablet' in which the Authority
decided as follows:
(i) The Authority noted that the formulation “Sitagliptin” has become/ is on the
verge of becoming off-patent and observed that, in line with the decision
taken in its 89th meeting dated 28.06.2021, if the calculation is based on six
month prior market data, the price of the patented period would be taken into
consideration and hence the price rationalisation due to expiry of the patent
may not pass on to the patients.
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(i) The Authority further noted that matter was placed before the 40th meeting
of the Multidisciplinary Committee of Experts held on 14.03.2022 which in line
decision taken in the 89th Authority meeting dated 28.06.2021, recommended
to fix the retail price as per the following methodology:
“ The Committee observed that the market data of the FDCs of Sitagliptin
and Metformin tablet is also available and noted that if the retail price is
calculated based on six month prior market data, the price of patented period
would be taken into consideration and benefit of price reduction due to
medicines which has become/ is on the verge of becoming off-patent would
not pass not on to the consumers. The Committee deliberated upon the
matter in detail and is of the opinion that the price of drugs be reduced in
respect of the drugs which has become/ on the verge of becoming off-patent
so as to pass the benefit of price reduction to the consumers and that a
reduction of 50% be allowed on the patented component of FDCs i.e.
‘Sitagliptin’ to arrive at the retail price. Accordingly, the Committee
recommended to allow retail price for the FDCs of Sitagliptin and Metformin
tablet in line with the decision taken in its 33rd meeting held on 21.06.2021.
However, where the calculated retail price of the FDC of formulation based on
six month prior market data as per the provisions of DPCO 2013 is lower than
claimed price and the calculated price, the Committee recommended that the
same would be allowed.”
(iii) The Authority deliberated upon the matter in detail and accepted the
recommendation of the Multidisciplinary Committee of Experts and approved
the fixation of the price of new drugs as per the methodology stated by the
Multidisciplinary Committee of Experts.

1 3 The Committee also noted the decision taken in its 41%, 42™ 43 44" and 45"
meeting dated 08.04.2022, 02.06.2022, 04.07.2022, 04.08.2022 and 13.09.2022 is in
line with the decision taken as mentioned Para 1.2 above and the same was
approved by the Authority in its 97" meeting dated 06.05.2022, 99" meeting dated
28.06.2022, 100" meeting dated 05.08.2022, 101* meeting dated 07.09.2022 and
102" meeting dated 27.09.2022 regarding retail price fixation of FDCs of ‘Sitagliptin
and Metformin tablet’.

1.4 Accordingly, the Committee recommended the retail price of FDCs of Sitagliptin
+ Metformin Hydrochloride IP tablet for various companies as detailed below:

1.4.1 Each film coated bilayered tablet containing Sitagliptin Phosphate Monohydrate
eq. to Sitagliptin 100 mg + Metformin Hydrochloride P 1000 mg (as Extended
Release) for M/s Ravenbhel Healthcare Private Limited (Manufacturer) and M/s
Lupin Limited (Marketer) at Rs. 21 56 per tablet excluding GST as detailed below:

's. | Particulars Amount
No. (Rs.)
B

Each film coated bilayered tablet
containing Sitagliptin Phosphate
Monohydrate eq. to Sitagliptin 100 mg +
Metformin Hydrochloride IP 1000 mg (as
| Extended Release Form
(a) | Derived retail price of Sitagliptin 100 mg
tablet

Source / Method

Retail price (as per
February, 2022
data)
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(b) |50% of (a) 18.63
(c) | Metformin CR 1000 mg Ceiling Price [SO.
1330(E) dated 3.66
25.03.2021]
(d) | Retail Price 22.29
(e) |Less 20% of the lower of (b) or (c) as 0.73

recommended in the Pronab Sen
Committee report

(f) | Worked out Retail Price (d)-(e) 21.56
(9) | Claimed Retail price 39.28
(h) | Retail price of FDC of ‘Sitagliptin 100mg + NA

Metformin 1000mg (ER) tablet” as per
Pharmatrac Data for February, 2022

(i) Recommended retail price 21.56

1.4.2 Each film coated bilayered tablet containing Sitagliptin Phosphate Monohydrate
€q. to Sitagliptin 50 mg + Metformin Hydrochloride IP 500 mg (as Extended Release)
for M/s Ravenbhel Healthcare Private Limited (Manufacturer) and M/s Unison
Pharmaceuticals Private Limited (Marketer) at Rs. 18.67 per tablet excluding GST as
detailed below:

S. Particulars Source/Method | Amount
No. (Rs.)
Each film coated bilayered tablet containing
Sitagliptin Phosphate Monohydrate eq. to
Sitagliptin 50 mg + Metformin
Hydrochloride IP 500 mg (as Extended
Release)
Derived retail price of Sitagliptin 50 mg Retail price (as 34.27
tablet per February,
2022 data)
50% of (a) 17.13
Metformin CR 500 mg Ceiling Price [SO.
1330(E) dated 1.92
25.03.2021]
Retail Price 19.05
Less 20% of the lower of (b) or (c) as 038 |
recommended in the Pronab Sen
Committee report
Worked out Retail Price (d)-(e) 18.67
Claimed Retail price 18.67
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's. | Particulars Source/Method | Amount

| No. (Rs.)

‘ (h) | Retail price of FDC of ‘Sitagliptin 50mg + NA
Metformin 500mg (ER) tablet” as per

|

Pharmatrac Data for February, 2022

T(i) Recommended retail price - 18.67 J

1.4.3 Each film coated tablet containing Sitagliptin Phosphate Monohydrate eq. to
Sitagliptin 50 mg + Metformin Hydrochloride IP 500 mg for M/s Mediforce Healthcare
Private Limited (Manufacturer) and M/s Mankind Prime Labs Private Limited
(Marketer) at Rs. 18.34 per tablet excluding GST as detailed below:

F Particulars Source/Method Amount
\

=
o

(Rs.)

Each film coated tablet containing
Sitagliptin Phosphate Monohydrate eq. to
Sitagliptn 50 mg * Metformin
Hydrochloride IP 500 mg
(a) | Derived retail price of Sitagliptin 50 mg Retail price (as per | 34.27

tablet February, 2022
data)
(b) | 50% of (a) | 17.13
(c) | Metformin IR 500 mg Ceiling Price [SO.
1330(E) dated 1:.51
25.03.2021]
(d) | Retail Price 18.64
f(e) Less 20% of the lower of (b) or (c) as 0.30
recommended in the Pronab Sen
Committee report
(f) Worked out Retail Price (d)-(e) 18.34

Claimed Retail price 22.00

Retail price of FDC of ‘Sitagliptin 50mg + 2239
Metformin 500mg tablet” as per
Pharmatrac Data for February, 2022

Recommended retail price 18.34

1.4.4 Each film coated tablet containing Sitagliptin Phosphate Monohydrate eq. to
Sitagliptin 50 mg + Metformin Hydrochloride 1P 1000 mg for M/s Mediforce
Healthcare Private Limited (Manufacturer) and M/s Mankind Prime Labs Private
Limited (Marketer) at Rs. 20.02 per tablet excluding GST as detailed below:

q
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S. Particulars Source/Method Amount
No. (Rs.)
Each film coated tablet containing |
Sitagliptin Phosphate Monohydrate eq. to
Sitaglipin 50 mg +  Metformin
Hydrochloride IP 1000 mg
(@) | Derived retail price of Sitagliptin 50 mg Retail price (as per | 34.27
tablet February, 2022
data)
(b) | 50% of (a) 17.13
(¢) | Metformin IR 1000 mg Ceiling Price [SO.
1330(E) dated 3.61
25.03.2021]
(d) | Retail Price 20.74
(e) |Less 20% of the lower of (b) or (c) as 0.72
recommended in the Pronab Sen
Committee report
(f) Worked out Retail Price (d)-(e) 20.02
(g9) | Claimed Retail price 25.00
(h) | Retail price of FDC of ‘Sitagliptin 50mg + 22.97
Metformin 1000mg tablet” as per
Pharmatrac Data for February, 2022
(i) Recommended retail price 20.02

1.4.5 Each film coated bilayered tablet containin

g Sitagliptin Phosphate Monohydrate

€q. to Sitagliptin 50 mg + Metformin Hydrochloride IP 1000 mg (as Extended

Release) for M/s Ravenbhel Health
Unison Pharmaceuticals Private Limit

GST as detailed below:

care Private Limited (Manufacturer) and M/s
ed (Marketer) at Rs. 20.06 per tablet excluding

'S. | Particulars Source/Method | Amount
No. (Rs.)
Each film coated bilayered tablet containing
Sitagliptin  Phosphate Monohydrate eq. to
Sitagliptin 50 mg + Metformin Hydrochloride
IP 1000 mg (as Extended Release)
(@) | Derived retail price of Sitagliptin 50 mg tablet | Retail price (as 34.27
per February,
2022 data)
'(b) | 50% of (a) 17.13
(c) | Metformin CR 1000 mg Ceiling Price B
[SO. 1330(E) 3.66
dated
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S Particulars Source/Method | Amount
No. (Rs.)
25.03.2021)
(d) | Retail Price 20.79
(e) | Less 20% of the lower of (b) or (c) as 0.73
recommended in the Pronab Sen Committee
report
() Worked out Retail Price (d)-(e) 20.06
(g) | Claimed Retail price 20.06
(h) | Retail price of FDC of ‘Sitagliptin 50mg + NA
‘ Metformin 1000mg (ER) tablet” as per
L‘ Pharmatrac Data for February, 2022
(fﬁgR_ecommended retail price 20.06

1 4.6 Each film coated bilayered tablet containing
Sitagliptin 100 mg + Metformin Hydrochloride IP 500 mg

eq. to

Sitagliptin Phosphate Monohydrate
(as Extended

Release) for M/s Ravenbhel Healthcare Private Limited (Manufacturer) and M/s

Unison Pharmaceuticals Private Li

GST as detailed below:

mited (Marketer) at Rs. 20.17 per tablet excluding

S. Particulars Source/Method | Amount
No. (Rs.)
Each film coated bilayered tablet containing
Sitagliptin Phosphate Monohydrate eq. to
Sitagliptin 100 mg + Metformin Hydrochloride
L IP 500 mg (as Extended Release)
(a) | Derived retail price of Sitagliptin 100 mg Retail price (as 37.27
tablet per February,
2022 data)
(b) | 50% of (a) 18.63
(c)irMetformin CR 500 mg Ceiling Price
[SO. 1330(E)
1.92
dated .
25.03.2021]
(d) | Retail Price 20.55
(e) | Less 20% of the lower of (b) or (c) as 0.38
recommended in the Pronab Sen Committee
report
(f) Worked out Retail Price (d)-(e) 20147
'(g) | Claimed Retail price 20.17
L
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S. Particulars Source/Method | Amount
No. (Rs.)
(h) | Retail price of FDC of ‘Sitagliptin 100mg + NA

Metformin 500mg (ER) tablet” as per
Pharmatrac Data for February, 2022

(i) Recommended retail price 2017

1.4.7 Each film coated bilayered tablet containing Sitagliptin Phosphate Monohydrate
€q. to Sitagliptin 100 mg + Metformin Hydrochloride IP 1000 mg (as Extended
Release) for M/s Ravenbhel Healthcare Private Limited (Manufacturer) and M/s
Unison Pharmaceuticals Private Limited (Marketer) at Rs. 21.56 per tablet excluding
GST as detailed below:

FS. No. | Particulars Source/Method | Amount
(Rs.)

Each film coated bilayered tablet
containing  Sitagliptin  Phosphate
Monohydrate eq. to Sitagliptin 100 mg
+ Metformin Hydrochloride 1P 1000
mg (as Extended Release)

(a) Derived retail price of Sitagliptin 100 Retail price (as 37.27
mg tablet per February,
2022 data)
(b) 50% of (a) 1863 |
(c) Metformin CR 1000 mg Ceiling Price
[SO. 1330(E)
dated S
25.03.2021]
(d) Retail Price 22.29
(e) Less 20% of the lower of (b) or (c) as 0.73

recommended in the Pronab Sen
Committee report

(f) Worked out Retail Price (d)-(e) 21.56
(9) Claimed Retail price 21.56
(h) Retail price of FDC of ‘Sitagliptin NA

100mg + Metformin 1000mg (ER)
tablet” as per Pharmatrac Data for
February, 2022

(i) Recommended retail price 21.56

2. Agenda No. 2 - Retail price fixation under Para 5 of DPCO, 2013 — Fixed
Dose Combinations (FDCs) of Dapagliflozin + Sitagliptin + Metformin tablet.

%
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21, The Committee noted that three applications have been received for retail
price fixation of two Fixed Dose Combinations (FDCs) of Dapagliflozin + Sitagliptin +
Metformin tablets i.e. (i) Dapagliflozin 10 mg + Sitagliptin 100 mg + Metformin (ER)
1000 mg Tablet, (ii) Dapagliflozin 10 mg + Sitagliptin 100 mg + Metformin (ER) 500
mg tablet. The Committee further noted that the formulation ‘Dapaglifiozin and
Sitagliptin’ of the FDCs was patented and the patent expired on 02.10.2020 and 5"/
6" July 2022 respectively.

22 In this connection, it is mentioned that the Authority in its 96" meeting dated
24.03.2022 (based on the recommendation of the Committee of Experts in its 40"
meeting dated 14.03.2022) approved the retail price of the FDC of Sitagliptin +
Metformin tablet in line with the following methodology as detailed below:

(i) The Authority noted that the formulation “Sitagliptin” has become/ is on
the verge of becoming off-patent and observed that, in line with the
decision taken in its 89" meeting dated 28.06.2021, if the calculation is
based on six month prior market data, the price of the patented period
would be taken into consideration and hence the price rationalisation due
to expiry of the patent may not pass on to the patients.

(i) The Authority further noted that matter was placed before the 40"
meeting of the Multidisciplinary Committee of Experts held on 14.03.2022
which in line decision taken in the 89" Authority meeting dated
28.06.2021, recommended to fix the retail price as per the following
methodology:

«  The Committee observed that the market data of the FDCs of
Sitagliptin and Metformin tablet is also available and noted that if the retail
price is calculated based on six month prior market data, the price of
patented period would be taken into consideration and benefit of price
reduction due to medicines which has become/ is on the verge of
becoming off-patent would not pass not on to the consumers. The
Committee deliberated upon the matter in detail and is of the opinion that
the price of drugs be reduced in respect of the drugs which has become/
on the verge of becoming off-patent so as to pass the benefit of price
reduction to the consumers and that a reduction of 50% be allowed on the
patented component of FDCs i.e. ‘Sitagliptin’ to arrive at the retail price.
Accordingly, the Committee recommended to allow retail price for the
FDCs of Sitagliptin and Metformin tablet in line with the decision taken in
its 33rd meeting held on 21.06.2021. However, where the calculated retail
price of the FDC of formulation based on six month prior market data as
per the provisions of DPCO 2013 is lower than claimed price and the
calculated price, the Committee recommended that the same would be
allowed.”

(iii) The Authority deliberated upon the matter in detail and accepted the
recommendation of the Multidisciplinary Committee of Experts and
approved the fixation of the new drugs as per the methodology stated by
the Multidisciplinary Committee of Experts.

213 The Committee also noted the decision taken in its 41%, 42 43", 44" and 45"
meeting dated 08.04.2022, 02.06.2022, 04.07.2022, 04.08.2022 and 13.09.2022 is in
line with the decision taken as mentioned Para 1.2 above and the same was
approved by the Authority in its 97" meeting dated 06.05.2022, 99" meeting dated
28.06.2022, 100" meeting dated 05.08.2022, 101% meeting dated 07.09.2022 and

G
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102™ meeting dated 27.09.2022 regarding retail price fixation of FDCs of ‘Sitagliptin
and Metformin tablet’.

2.4. Accordingly, the retail price of FDCs of Dapaglifiozin + Sitagliptin + Metformin
tablets has been attempted in line with principles as adopted earlier i.e. reduction of
50% from the patented component i.e. Dapagliflozin and Sitagliptin and then adding
the ceiling price of the scheduled components as applicable six month earlier from
the date of application [termed as (d)]. From the total, a reduction of 20% of the
lower of three component in line with the recommendation of the Pronab Sen
Committee is provided.

2.5.  Accordingly, the Committee deliberated upon the same and recommended
the retail price of FDCs of Dapagliflozin + Sitagliptin + Metformin Hydrochloride IP
tablet for various companies as detailed below:

2.5.1 Each film coated tablet containing Dapagliflozin Propanediol Monohydrate eq.
to Dapagliflozin 10mg + Sitagliptin Phosphate Monohydrate eq. to Sitagliptin 100 mg
+ Metformin Hydrochloride IP 1000 mg (as Extended Release) for M/s Sun Pharma
Laboratories Limited (Manufacturer and Marketer) at Rs. 22.32 per tablet excluding
GST as detailed below:

S. Particulars Source/Method Amoun
No. t (Rs.)

Each film coated tablet containing
Dapagliflozin Propanediol Monohydrate eq.
to Dapaglifiozin  10mg + Sitagliptin
Phosphate Monohydrate eq. to Sitagliptin
100 mg + Metformin Hydrochloride IP 1000
mg (as Extended Release)

Patent Component

(a) | Derived retail price of Dapagliflozin 10 mg | Retail price (as per | 18.28

tablet February, 2022
data)
(b) | 50% of Patent Component ) 9.14
(c) | Derived retail price of Sitagliptin 100 mg Retail price (as per
tablet February, 2022 37.27
data)
(d) | 50% of Patent Component 18.63
(e) | Metformin CR 1000 mg Ceiling Price [SO. 3.66
1330(E) dated
25.03.2021)
(f) Less 20% of the lower of (b), (d) and (e) as 0.73

recommended in the Pronab Sen
Committee report

() | Worked out Retail Price (b)+(d)+(e)-(f) 30.70

(h) | Claimed Retail price 22.32
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S. Particulars Source/Method Amoun
No. t (Rs.)

+ Sitagliptin 100mg + Metformin 1000mg
(ER) tablet” as per Pharmatrac Data for
‘ February, 2022

h () | Retail price of FDC of ‘Dapaglifiozin 10mg NA

r(]) Recommended retail price 22.32

2592 Each film coated bilayered tablet containing Dapaglifiozin Propanediol
Monohydrate eq. to Dapagliflozin 10mg + Sitagliptin Phosphate Monohydrate eg. to
Sitagliptin 100 mg + Metformin Hydrochloride IP 500 mg (as Extended Release) for
M/sAlkem Laboratories Limited (Manufacturer and Marketer) at Rs. 29.31 per tablet
excluding GST as detailed below:

S. Particulars Source/Method Amoun
No. t (Rs.)

Each film coated bilayered tablet
containing Dapagliflozin Propanediol
Monohydrate eq. to Dapaglifiozin 10mg +
Sitagliptin Phosphate Monohydrate eg. to
Sitagliptin 100 mg + Metformin
Hydrochloride IP 500 mg (as Extended

Release)
(a) | Derived retail price of Dapaglifiozin 10 mg | Retail price (as per 18.28
tablet February, 2022
data)
"(b) |50% of Patent Component 9.14
(c) | Derived retail price of Sitagliptin 100 mg Retail price (as per
tablet February, 2022 37.27
data)
(d) | 50% of Patent Component 18.63
(e) | Metformin CR 500 mg Ceiling Price [SO. 1.92
1330(E) dated
25.03.2021]
hf) Less 20% of the lower of (d) or (e) as 0.38
' recommended in the Pronab Sen
{ Committee report
|
(g) | Worked out Retail Price (b)+(d)+(e)-(f) 29.31
(h) | Claimed Retail price 44 64
(i) Retail price of FDC of ‘Dapaglifiozin 10mg NA
+ Sitagliptin 100mg + Metformin 500mg
(ER) tablet” as per Pharmatrac Data for
February, 2022
L |
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S. Particulars Source/Method Amoun
No. t (Rs.)
* () | Recommended retail price 29.31

2.5.3. Each film coated bilayered tablet containing Dapagliflozin Propanediol
Monohydrate eq. to Dapagliflozin 10mg, Sitagliptin Phosphate Monohydrate eq. to
Sitagliptin 100 mg and Metformin Hydrochloride IP 1000 mg (as Extended Release)
for M/s Alkem Laboratories Limited (Manufacturer and Marketer) at Rs. 30.70 per
tablet excluding GST as detailed below:

S. Particulars Source/Method Amoun
No. t (Rs.)

Each film coated bilayered tablet
containing Dapagliflozin Propanediol
Monohydrate eq. to Dapagliflozin 10mg +
Sitagliptin Phosphate Monohydrate eq. to
Sitagliptn 100 mg +  Metformin
Hydrochloride IP 1000 mg (as Extended

Release)
(@) | Derived retail price of Dapagliflozin 10 mg | Retail price (as per | 18.28
tablet February, 2022
data)
(b) | 50% of Patent Component 9.14
(c) | Derived retail price of Sitagliptin 100 mg Retail price (as per
tablet February, 2022 37.27
data)
(d) | 50% of Patent Component 18.63
(e) | Metformin CR 1000 mg Ceiling Price [SO. 3.66
1330(E) dated
25.03.2021]
(f) Less 20% of the lower of (d) or (e) as 0.73

recommended in the Pronab Sen
Committee report

() | Worked out Retail Price (b)+(d)+(e)-(f) 30.70
'(h) | Claimed Retail price 4642 |
(i) Retail price of FDC of ‘Dapagliflozin 10mg NA

+ Sitagliptin 100mg + Metformin 1000mg
(ER) tablet” as per Pharmatrac Data for
February, 2022

(i) Recommended retail price 30.70

3. Agenda No. 3 - Retail price fixation under Para 5 of DPCO, 2013- Each
Sachet Contains: Pantoprazole Sodium Eq. to Pantoprazole 40mg (Sodium

?-V
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Bicarbonate as buffer) for M/s Alkem Laboratories Ltd. (Manufacturer &
Marketer).

3.1 The matter was deliberated in 45" meeting of the Multidisciplinary Committee of
Experts held on 13.09.2022 and the retail price of Rs. 7.30 per tablet excluding GST
calculated for Pantoprazole 40 mg tablet was extended to Sachet Containing
Pantoprazole Sodium Eg. to Pantoprazole 40mg (Sodium Bicarbonate as buffer).
This was done because the Committee was of the opinion that there is no variation
in the route of administration between tablet and sachet and both the dosage form
can be considered as similar for therapeutic point of view.

32 M/s Alkem Laboratories Limited represented vide letter dated 26.09.2022 and
stated that their formulation is different from conventional tablet in view of low-RH
area, micronized AP, special equipment used for drying process of excipients, filling
sealing and nitrogen purging in sachets, special packing materials benefits of pan
insta technology etc.

3.3 The matter was also placed before the Authority in its 102™ meeting held on
27.09.2022 in which the Authority noted the representation of M/s Alkem
Laboratories Ltd and decided that the matter be referred back to the Committee of
Experts for examination of the representation.

3 4 Further, M/s Alkem Laboratories Itd also submitted letter dated 07.10.2022 vide
its e-mail dated 08.10.2022 requesting for consideration of equivalence of
pantoprazole sachet with Omeprazole Sachet and equivalence of Omeprazole
Tab/Capsules with Pantoprazole Tab/Capsules for calculation of retail price.

3.5 M/s Alkem Laboratories Ltd gave a presentation before the committee through
VC on their claim made vide representation dated 26.09.2022 & 08.10.2022 of their
formulation.

3.6. Committee noted the presentation and agreed that the formulation Pantoprazole
powder for oral suspension may be useful in patients who have difficulty in
swallowing tablets like patients with dysphagia, oesophageal strictures, recent
radiation or chemotherapy.

3.7. The Committee further noted that the formulation “Pantoprazole” and
“Omeprazole” are of same therapeutic category and accordingly the retail price of
Pantoprazole Sachet can be calculated based on the equivalent pricing structure/
drug contents/ dosage type and strength as that of Omeprazole. Therefore, the
committee recommended the retail price of each Sachet Containing Pantoprazole
Sodium Eq. to Pantoprazole 40mg (Sodium Bicarbonate as buffer) for M/s Alkem
Laboratories Ltd. (Manufacturer & Marketer) as below:

a. Applicable Ceiling price of Omeprazole 20mg tablet as on November 2021 =
Rs. 4.94 per tablet excluding GST [SO. 1330(E) dated 25.03.2021]

b. Applicable Ceiling price of Omeprazole Powder for oral suspension 20mg as
on November 2021 = Rs. 6.15 per sachet containing 5gm of finished
formulation excluding GST (Rs. 1 .23 per gram excluding GST [SO. 1330(E)
dated 25.03.2021])

c. Derived ratio of Omeprazole 20mg Tablet & 20mg powder for oral
suspension (5gm)

&
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=Rs.6.15/Rs. 4.94 = 1.24

d. Retail price of Pantoprazole 40mg tablet as per Pharmatrac database for the
month of November 2021 = Rs. 7.30 per tablet

e. Derived Retail Price of Pantoprazole 40mg Powder for Oral suspension
(5gm of finished formulation) by applying ratio (as per point C) on the price as
per point (d) above

= Rs. 7.30 per tablet X 1.24 = Rs. 9.05 per sachet of 5gm finished formulation
containing 40mg Pantoprazole excluding GST

f. Retail Price claimed by the company = Rs. 44 per sachet of 5gm excluding
GST

g. Recommended Price of Pantoprazole 40mg for M/s Alkem Laboratories Ltd.
(Manufacturer & Marketer): Lower of (e) & (f) above:

= Rs. 9.05 per sachet of 5gm finished formulation containing 40mg
Pantoprazole excluding GST

4. Agenda No. 4 - Retail price fixation under Para 5 of DPCO, 2013- Each
Adhesive Patch contains “Lidocaine 700mg in an aqueous base (50mg per gm
adhesive) for M/s Hetero Healthcare Limited (Manufacturer and Marketer).

4.1 The matter was deliberated in 45" meeting of the Multidisciplinary Committee of
Experts held on 13.09.2022 and retail price of Lidocaine 700mg patch was
calculated by applying the ratio of Fentanyl Injection to Patches on Lidocaine
Injection to patches. Committee recommended the retail price of each Adhesive
Patch containing “Lidocaine 700mg in an aqueous base (50mg per gm adhesive) for
M/s Hetero Healthcare Limited (Manufacturer and Marketer) at Rs 9.94 per patch

excluding GST (being lower than the price claimed by the company at Rs. 44.64 per
patch excluding GST).

4.2 M/s Hetero Healthcare Ltd made representation on the price recommended by
the Committee vide letter dated 20.09.2022 and stated that patches cannot be
considered at par with injection as both have different drug delivery system. The
company further submitted the list of prices of fentanyl patches with MRP and the list
of Lidocaine patches available in the market.

4.3 The matter was also placed before the Authority in its 102™ meeting held on
27.09.2022 in which the Authority noted the representation of M/s Hetero Healthcare

Ltd and decided that the matter be referred to the Committee for examination of the
representation.

4.4 M/s Hetero Healthcare Ltd made presentation in person before the Committee
and also furnished the sample of Lidocaine Patch 350mg of another manufacturer
available in the market. Company also stated that Lidocaine Patches are available in
the market as claimed for other manufacturers also, but the same are not reflected in
AWACS database due to low demand of the patches.

4.5 Committee noted the submission of the company and after deliberation decided
that the claim of the company may be verified and retail prices may be calculated
based on the market data of others manufacture/marketer companies.

H
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5. Agenda No. 5: Application by M/s Sachin Parenterals Ltd for Price approval
of (i) Dextrose Injection IP (5% wiv) 250ml and (ii) Glucose 5% with sodium
chloride 0.9% w/v 250ml having special features- Euro Head bottle.

5 1 The matter was deliberated in 45th meeting of the Multidisciplinary Committee of
Experts held on 13.09.2022 and recommended separate ceiling prices. The
recommendation of MDC was placed in 102™ meeting of the Authority held on
27.09.2022 in which the Authority noted that the separate price as recommended for
these IV fluids are not in line with the special ceiling price provided to other strength/
pack size of IV fluids and decided that the matter be referred to the Committee for re-
examination.

52 Committee noted the decision of the Authority and after deliberation decided that
the detailed examination based on Authority’s observation be placed in next meeting
of the Multidisciplinary Committee of Experts.

6. Agenda No. 6: Application for “Special Feature rate” for scheduled
products (i) Tazofic Injection 2.25 gm containing Piperacillin 2gm+Tazobactum
250mg and (i) Tazofic Injection 4.5 gm containing Piperacillin
4gm+Tazobactum 500 mg under Para 11(3) of DPCO 2013.

6.1 The matter was deliberated in 45th meeting of the Multidisciplinary Committee of
Experts held on 13.09.2022, wherein the committee recommended additional 15
percent price over the present applicable ceiling price of the formulation for
incremental innovation of the packaging.

6.2 M/s Gufic Biosciences Ltd made representation on the recommendation made by
the Multidisciplinary Committee of Experts vide letter dated 23.09.2022. The matter
was also placed before the Authority in its 102" meeting held on 27.09.2022 in
which the Authority decided that the representation of the company be referred to the
Committee for examination.

6.3 Committee noted the representation of the company and after deliberation
decided that the company may be asked to submit the additional literature to
substantiate their claim and also to make presentation in the next meeting of the
committee.

7. Agenda No. 7: Retail price fixation under Para 5 of DPCO, 2013- Each film
coated tablet containing Atorvastatin Calcium IP eq. to Atorvastatin 80mg and
Bempedoic Acid 180mg for M/s Exemed Pharmaceuticals (manufacturer) and
M/s Zydus Healthcare Limited (marketer).

7.1 The committee observed that the therapeutic category/use of formulation
claimed by the applicant “For short term treatment of moderate pain” is not correct.
Further, it is also observed that Cardiovascular medicines is stated in size of packs.
Therefore, Committee noted that the therapeutic category of the formulation is Lipid
Lowering Agent.

72 The committee recommended the retail price of Each film coated tablet
containing Atorvastatin Calcium IP eg. to Atorvastatin 80mg and Bempedoic Acid
180mg for M/s Exemed Pharmaceuticals (manufacturer) and M/s Zydus Healthcare
Limited (marketer) as below:



File No.1 Z(I)IZUZ'IIUI’INPI"NUIV.II(VOI.VI)

S. | Particulars Source/Method Amount
No (Rs.)
Each film coated tablet containing
Atorvastatin Calcium IP eq. to
Atorvastatin 80mg and
Bempedoic Acid 180mg
(a) | Derived retail price of Retail price (as per the 34.81
Atorvastatin 80 mg tablet formula of Pranob Sen
Committee) — Note 1
(b) | Derived retail price of Bempedoic | Retail Price [as per
Acid 180 mg tablet Pharmatrac data for the
period from June, 2021
to May, 2022 as no data
is available in
Pharmatrac database for 19.88
the months prior to 6 '
months before the date
of application and
Pharmatrac database
used is for the month of
September, 2022]
(c) | Total (a) + (b) 54.69
(d) | Less 20% of the lower of (a)or 3.98
(b) as recommended in the
Pronab Sen Committee report
(e) | Worked out Retail Price (c)-(d) 50.71
(f) | Claimed Retail price 98.00
E) Recommended retail price 50.71
Note 1:

Derived retail price as per recommendation of Pronab Sen committee:

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 AP| content

s* = reference strength

a= 0.8 for tablet / capsule and 0.7 for injectibles.




File No.1 2(!}IZUZ'IJ'UP!NPPNUIV.EI(VOI.VI)
a) Ceiling price of Atorvastatin 40 mg tablet as on March, 2022 = Rs. 19.34
per tablet excluding GST [S.0. No. 1330(E) dated 25.03.2021]

b) Derived price of Atorvastatin 80mg tablet after applying the formula of
Pronab Sen Committee on the price as per (a) above

= 19.34[1+0.80{80-40/40] = Rs.34.81 per tablet excluding GST

8. Agenda No. 8: Retail price fixation under Para 5 of DPCO, 2013- Each
film coated tablet containing Atorvastatin Calcium IP eq. to Atorvastatin 80mg
and Bempedoic Acid 180mg for M/s Exemed Pharmaceuticals (manufacturer)
and M/s Sun Pharma Laboratories Limited (marketer).

81 The committee recommended the retail price of Each film coated tablet
containing Atorvastatin Calcium IP eg. to Atorvastatin 80mg and Bempedoic Acid
180mg for M/s Exemed Pharmaceuticals (manufacturer) and M/s Sun Pharma
Laboratories Limited (marketer) as below:

's. | Particulars Source / Method Amount
(Rs.)

Each film coated tablet containing
Atorvastatin Calcium IP eq. to
i Atorvastatin 80mg and
Bempedoic Acid 180mg

(a) | Derived retail price of Atorvastatin | Retail price (as per the | 34.81
80 mg tablet formula of Pranob Sen
Committee) — Note 1

(b) | Derived retail price of Bempedoic | Retail Price [as per
Acid 180 mg tablet Pharmatrac data for the
period from June, 2021 to
May, 2022 as no data is
1 available in  Pharmatrac

| database for the months prior 109,06
} to 6 months before the date of
| application and Pharmatrac
‘ database used is for the
‘ month of September, 2022]
\
(c) | Total (a) + (b) 54.69 4
j Less 20% of the lower of (a) or 3.98
(b) as recommended in the
Pronab Sen Committee report
Worked out Retail Price (c)-(d) 50.71
] Claimed Retail price 53.57
Recommended retail price 50.71
Note 1:

Derived retail price as per recommendation of Pronab Sen committee:

&
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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

a= 0.8 for tablet / capsule and 0.7 for injectibles.

a) Ceiling price of Atorvastatin 40 mg tablet as on March, 2022 = Rs. 19.34

per tablet excluding GST [S.0. No. 1330(E) dated 25.03.2021]

b) Derived price of Atorvastatin 80mg tablet after applying the formula of
Pronab Sen Committee on the price as per (a) above

= 19.34[1+0.80{80-40/40] = Rs.34.81 per tablet excluding GST

Agenda No. 9: Retail price fixation under Para 5 of DPCO, 2013- Each
film coated tablet containing Telmisartan IP 40mg and Bisoprolol Fumarate IP

Smg for M/s Micro Labs Limited (manufacturer and marketer).

9.1 The committee recommended the retail price of Each film coated tablet

containing Telmisartan IP 40mg and Bisoprolol Fumarate |P 5mg for M/s Micro Labs

Limited (manufacturer and marketer) as below:

'S. | Particulars Source / Amount
No Method (Rs.)
Each film coated tablet containing Telmisartan
IP 40mg and Bisoprolol Fumarate IP 5mg
(@) | Telmisartan IR 40 mg Ceiling Price 6.61
[SO. 1330(E)
dated
25.03.2021]
(b) | Derived retail price of Bisoprolol Fumarate IP | Retail price (as
5mg tablet per March, 2022 | 6.50
data)
(c) | Total (a) + (b) 13.11
(d) | Less 20% of the lower of (a)or (b) as 1.30
recommended in the Pronab Sen Committee
report
(e) | Worked out Retail Price (c)-(d) 11.81
(g) | Claimed Retail price 19.64
(i) | Recommended retail price 11.81
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10. Agenda No. 10: Application by M/s Intas Pharmaceuticals Ltd for
exemption from the provisions of Drug Price Control Order 2013 under Para 32
(iii) for the formulations “Clozapine Extended Release Capsules 12.5 mg/ 25
mg/ 50 mg/ 100 mg/ 200 mg”.

10.1 The committee noted that the matter was deliberated in 44" meeting of the
Multidisciplinary Committee of Experts held on 04.08.2022, wherein it recommended
as follows:

111 The Committee noted the application filed by M/s Intas Pharmaceuticals
Ltd for exemption from the provisions of Drug Price Control Order 2013 under
Para 32 (iii) for the formulations “Clozapine Extended Release Capsules 12.5
mg/ 25 mg/ 50 mg/ 100 mg/ 200 mg”.

11.2 The Committee deliberated upon the matter in detail and is of the opinion
that the different variants of a drug like extended release, sustained release,
modified release of a drug are in the market since a considerable period and
also manufactured by a number of companies. Hence, it cannot be considered
as ‘a new delivery system’ for qualifying for exemption under Para 32(iii) of
DPCO 2013. Accordingly, the Committee decided to reject the application of M/
s Intas Pharmaceuticals Ltd for exemption from the provisions of Drug Price
Control Order 2013 under Para 32 (i) for the formulations “Clozapine
Extended Release Capsules 12.5 mg/ 25 mg/ 50 mg/ 100 mg/ 200 mg.”

10.2 Committee also noted the representation of M/s Zydus Healthcare Ltd received
vide e-mail dated 23.08.2022 and representation of M/s Intas Pharmaceuticals Ltd
dated 07.09.2022.

10.3 Committee deliberated on the matter in view of representations received and re-
iterated its decision taken in 44" meeting of the Multidisciplinary Committee of
Experts held on 04.08.2022 as mentioned above.

The meeting ended with a vote of thanks to all. v
\‘YO

(Rashmi Tahiliani)
Jt. Director (Pricing)

Copy to:
All members of the Committee.



tation of Retail Price based on February, 2022 Data ender Para 5 of DPCO, 2013

Lach fim conted bilayerad tablet containing Staghptin 50 mg Number of Companies consisting of Market Share of 1% & Above 2
Sum of MAT value considered for price caloutation (in Lakhs) 772831
Sum of PTR per unit ¢ dered for price cloul 59.08
Number of Packs considered 2
| Average PTR | 2954
Add : 16% Retailer Margin 473
Retail Price [without local taxes) 3427
% Reduction with compared to Highest Price DA7%
[Minimum Price (Re) | 29.49
Maximum Price (Rs) | 2959
M!LMTLEI 2954
| Retail Price (Rs.) 34.27]
772831152 100%] M3
e frven - e Strength Pack Size | Unit PTR MAT(Rs) SKUwise |Brandwl |Quallfy ( | Price [ Price per unit
Pack Description BRAND Company MAT % se MAT |Y/N) per unit  |(Rs) Considered
(ignorin |Y=Ves |(Rs.)
g0%  |N=No
MAT)
1 [ISTAVEL 50 MG TABLET 7 ISTAVEL SUN PHARMA LABORATORIES LTD. S0MG 7 TABLET 206,43 214132523 2771% | 27.71% Y 29449 2949
JANUMA 50 MG TABLET 7 JANUVIA M!_}me PRIVATE LTD. SO MG 7 TABLET 20714 558498429 72.29% 72.29% Y 2959 29.59
Rs. Per Tablet
Warked out Retail Price 34.27| Excluding GST

|4



of Retall Price based on February, 2022 Data under Para S of DPCD, 2013

‘ach fiim coated tablet ] L ydrate oq. to Sitaghptin 50 mg = Mettormin Hydrachioride (2 500 my [Number of Companics consisting of Market Share of 1% & Above F]
Sum of MAT value coasidered for price calculation [lahﬂrg] 45971.08
Sum of PTR per unit considered lor price calculation 3859
Number of Packs considered 2
A TR 19.30
Add : 16% Retailer Margin 3.09
Retail Price (without local taxes) 2239
% Reduction with to H Price 0.00%
Minimum Price (Rs) | 19.29,
Maximum Price (Rs) ] 19
| Average of all considered (Rs.) 19.30]
Retail Price (Rs.) 1 22.39|
45971,08,.381 100%)] M3
SNo. |8 fawem W ) Strength Pack Size | Unit PTR MAT(Rs.) SKU wise  |Brandwi | Qualify ( | Price Price per unit
Pack Description BRAND Company MAT % s MAT |Y/N) perunit | (Rs) Considered
(ignorin |Y=Yes {Rs)
£0%  |N=No
MAT)
1 |ISTAMET 50/500 MG TASLET 15 ISTAMET SUN PHARMA LABORATORIES LTD. 50/500 MG 15 TABLET 28951 1788618456 3691% | W% Y 19.30 19.30
2 |JANUMET S0/S00 MG TABLET 15 JANUMET MS0 PHARMACELTICALS PRIVATE LTD. 50/500 MG 15 TABLET 28929 2808459926 6109% | 6109% ¥ 19.29 19.29
Rs_Per Tablet (4.9]
—
Warked out Retail Price 22.39] Exchuding GST




tion of Retall Price based on February, 2022 Data under Para § of DPLO, 2013

Each film coated tablet containing Stagiptin Phosphate Monohydrate eq to Sitagiptin S0 mg + Metfarmin Hydrochlonde IP 1000 mg Number of Co ies of Market Share of 1% & Above 2
Sum of MAT value considered for calculation (in Lakhs) 2132623
Sum of PTR per unit considered for price calculation 39.59
Number of Packs considered 2
Al FIR 149.80
Add : 16% Retailer 0 117
Retail Price (without local taxes 22.97
Reduction with col to Highest Price 0.15%
M Price (Rs) | 19.7:
Maxitum Price (Rs.] | 19.83)
[Average of all considered [Rs) 19
Retail Price (Rs) [ 229
2132822823 100 M3
SNo. |dm frwm e = Strength Pack Stze | Unit PTR MAT(Rs.) SKU wise | Brandwi | Quality ( | Price Price per unit
Pack Description BRAND Compuny MAT % se MAT |Y/N) per unit | (Rs) Considered
(ignorin |YaYes ((Rs)
e 0% N=No
MAT)
1 [IsTAMET MG TABLET 15 [1sTAMET {SUN PHARMA LABORATORIES LTD. S0/1000 MG 15 TABLET 297.44 575890473 27.00% | 27.00% Y 19.83 19.83
LIANUMET S0/1000 MG TABLET 15 [lanumeT IMSD PHARMACEUTICALS PRIVATE LTD. 50/1000 MG 15 TABLET 296.43 1556932350 7300% | 73.00% ¥ 19.76 19.76
Rs. Per Tablet
Worked out Retail Price 22.97|Excluding GST ]|




of Retail Price hased on February, 2022 Data under Para § of DPCO, 2013

| Namber of Companies consisting of Market Share of 1% & Above 2]
Sum of MAT value considered for calculation (in Lakhs) 1788713
Each film coated tablet containing Sitagfiotin Phosphate hydeete eg. 10 Sitag 100 mig Sum of PTR per unit considered for price calcufation 96.38
Number of Packs considered 3
A FTR 32.13
Add ; 16% Retailer Margin 5.14
Retail Price {without local taxes) 3727
% Reduction with compared to Highest Price 0.03%
Minimum Price (Rs] | 32.10]

) 32.14
ge of all considered [Rs) 32.13
3727
17987,13,303 100%] M3
SNo. b fawe wre ot Strength Pack Stze | Unit PTR MAT(Rs.) SKUwise |Brandwl [Qualify ( | Price Price per unit
Pack Description HRAND Company MAT % se MAT |Y/N) perunit |(Rs) Considered
(ignorin |Y=Yes |(Rs)
g0%  [N=No
MAT)
1 [ASTAVEL 100 MG TASLET 7 ISTAVEL SUN PHARMA LABORATORIES LTD. 100 MG 7 TABLET 25.00 440668575 2450% | 24.50% 3 32.14 32.14
2 LIANUMIA 100 MG TABLET 15 M5S0 PHARMACEUTICALS PRIVATE LTD. 100 MG 15 TABLET 48157 147306003 8.19% 75.50% i 3210 3210
3 100846 TABLET 7 ANUVIA WSD) PHARMACEUTICALS PRIVATE LTD. 100 MG 7 | TABLET 225.00 1210738725 6731% | 7550% i 3214 3214
Rs Per Tablet
|Worked out Retail Price 3727 l"xdu!lgGST




WP of Retail Price based on February, 2022 Data under Para 5 of DPCO, 2013
ach film coated bilayered tablet containing Sitaghiptin 50 mg Number of G isting of Market Share of 1% & Above 2
Sum of MAT value idered for price calculation (in Lakhs) 7.72831
Sum of PTR per unit considered for price calculation 59.08
Number of Packs considered 2
| Average FTR 20.54
Add : 16% Retailer Margin 4.73
Retail Price (without local taxes) 3427
% Reduction with ed to Highest Price 0.17%
Price (Rs) | 29.49)
Maximum Price (Rs.) | 29.59]
A of all considered 295
[Retail Price (Rs) ] 342
772831,152 1 M3
SNo, |bw frwm Wy okt Strength Pack Size | Unit PTR MAT(Rs.) SKU wise | Brandwi |Qualify ( | Price Price per unit
Pack Description BRAND Company MAT % se MAT |¥/N) perunit | (Rs) Considered
(ignorin |Y=Yes (Rs.)
||D‘K N=No
MAT)
1 |ISTAVEL SO MG TABLET 7 ISTAVEL SUN PHARMA LABORATORIES LTD. 50 MG T TASLET 206.43 214132523 27.71% | 27.71% Y 29.49 2949
2 [lanuva S0 MG TABLET 7 lJaNUVIA |uso PHARMACEUTICALS PRIVATE LTD. 50 MG TABLET 207.14 558698629 7229% | 7229% Y 2959 29.59
Rs. Per Tablet
Worked out Retail Price | 34.27| Excluding GST

85




e
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tion of Retall Price based on February, 2022 Data under Para 5 of DPCO, 2013

Number of ) of Market Share of 1% & Above 2
Sum of MAT value considered for calculation (in Lakhs) 17,987.13
Each film coated tablet Sitaglipftin Phosoh ydrste eq ta 100 mg Sum of PTR per unit considered for price calculation 96.38
Number of Packs considered 3
Average PTR l 3213
Add : 16% iler Margin 514
|nnl Price {without local taxes) 3727
% Reduction with com to Highest Price 0.03%
I_"MEI [ m:;]
M Price (Rs) | 32.1:
M‘;&ﬂ 3213
Retail Price (Rs) 37.27)
nu"'l,uggl 100%) M3
SNo. | fvwre wr e Strength Pack Size | Unit PTR MAT(Rs.) SKU wise  |Brandwi | Qualily [ | Price Price per unit
Pack Description BRAND Company MAT % se MAT |Y/N) perunit  |(Rs) Considered
(ignorin |Y=Yes |(Rs)
0% N=No
MAT)
1 [ISTAVEL 100 MG TABLET 7 ISTAVEL SUN PHARMA LASORATORIES LTD. 100 MG 7 TABLET 225.00 440668575 2450% | 2450% Y 32.14 2.14
2 |JANUMIA 100 MG TABLET 15 LANUWIA M5S0 PHARMACEUTICALS PRIVATELTD 100 MG 15 TABLET 48157 147306003 B19% 75.50% Y 32.10 2.10
3 100 MG TASLET 7 JANUVIA IMSD PHARMACTUTICALS PRIVATE LTD, 100 MG 7 TABLET 225.00 1210738725 6731% | 7550% Y 3214 2.14
_<r
(&N]
rmh_'ﬂ
Worked out Retail Price | 37 27| Excluding GST




tation of Retail Price based on Febru,

2022 Data under Para 5 of DPCO, 2013

Number of Comnp sisting of Market Share of 19 & Above 14
Sumn of MAT value considered for price calculation (in Lakhs) 4153212
fach film coated tablat containing Dapagifiosin Propanedial Monohydrate ea_ts Dapaglifiozn 10mg Sum of PTR per unit considered for price calculation 25217
Number of Packs considered 16
|Average PTR_| 1576
Add : 16% Retaller Margin 52
Retall Price (without local taxes) 1820
% Reduction with compared to Highest Price 6152%
Minimum Price (Rs.) | 7.74]
| Maxi Price (Rs) | 409
| Average of all considered (Rs.) Ls.?a
Retail Price (Rs) 1R.2
4566483474 100%] M3
SNo. |4 fawm - et Strength Pack Stze | Unit PTR MAT(Rs.) SKU wise | Brandwl | Qualify ( | Price Price per unit
Pack Description BRAND Company MAT % se MAT |Y/N) per unit | () Considered
(ignorin [Y=Yes |(Rs)
20% N=No
MAT)
1 |4 DAPA 10 MG TABLET 10 1DAPA 4 CARE LIFESCIENCE PVT LTD. 10 MG 10 TABLET #5.00 516545 0.01% 0.01% N 8.50
2 |3100GA 10 MG TABLET 10 BIONIGA BIOS LAB PVT.LTD 10MG 10 TABLET 10285 380160 001% 0.01% N 10.29
3 |0ASUPACK 104G TABLET 10 DAGUPACK KOYE PHARMACEUTICALS PVT. LTD. 10MG 10 TABLEY 99.29 3641659 0.08% 0.08% N 993
4__|DARO 10 MG TABLET 15 oano MICRO LABS LTD 10MG 15 TABLEY 12643 34826534 0.76% 0.76% N B.43 o)
5 |DAMITA 10 MG TABLET 10 DAMITA MACLEDOS PHARMACEUTICALS PVTLTD 10MG [T TABLET 10143 B4620716 L85% LH5% L4 10.14 1014 ~)
6 |DAPAGOLD 10 MG TABLET 15 DAPA GOLD HBC UFESCIENCES PVT LTD 10 MG 15 TABLET 15000 11787298 0.26% 0.269% N 10.00 I
7 __|DAPABEST 10 MG TABLET 10 |n.mus‘r PANACEA BIOTEC LTD 10 MG 0 | TABLET 100.00 10531800 023% 0.23% N 10.00
i |OAPABITE 10 MG TABLET 10 DAPARITE CORONA 10MG 10 TABLET 10643 94335933 207% 2.07% ¥ 10.64 10.64
9 DAPABUS MED MANOR ORGANICS PVT LTD, 1OMG 19 TABLET 8214 203214 0,00 0, N 621 |
DAPACARE (OCTALIFE P A\CEUTICALS PVT.LTD 10 MG 10 TABLET 8S7 446906 0.01% 0.01% N 786 ‘
DAPACONIC JLA RENON 10MG 15 TABLET 1H1.07 1991408 004% | 0 N 12.07 |
DAPACOSE 1B CHEMICALS 10 MG 10 TABLET #5.72 26433476 0.58% 0.58% N 857
[ DAPADEL CADELL HEALTH CARE PVT LTD 10MG 10 TABLET 10643 3782522 0.08% N 10.64
14 |DAPAEASE 10 MG TABLET 10 DAPAEASE JUBILANT GENERICS LIMIITED 1OMG 10 TABLET 10357 779364 0.02% 0.02% N 1036
15 |DAPAGAIN 10 MG TABLET 15 DAPAGAIN LABOAATORIES LTD-MEM 10MG 15 |ramer 6322 4215510 0.09% 0.09% N 421
16 |OAPAGLYN 10 MG TABLET 15 DAPAGLYN | ZYDUS CADILA - 2HL LOMG 15 TABLET 20035 244536767 536% | 5.36% . 1336 13.36
17 _|DAPAGREAT 10 MG TABLET 15 |mr SINSAN PHARMACEUTICALS 1OMG L] TABLET 14214 6791876 0.15%. 0.159% N 948
B _|DAPAHENZ 10 MG TABLET 15 DAPAHENZ JLARENON 10MG 15 | TABLET 181.07 4857203 011% | 011% N 1207
19 _|DAPAKEY 10 MG TABLET 10 DAPAKEY PRECIA PHARMA 10MG 10 TABLET 10357 6854263 015 0.15 N 10.36
20 _|DAPALEX 10 MG TABLET 10 DAPALEX | AJANTA PHARMA LTO 10 MG 0 TABLET 110.71 33970448 0.74% 0.74% N 1107
DAPAMAL 10 MG 10 [Daramac [MACLEODS PHARMACEUTICALS PVTLTOD LOMG 10 TABLET 10143 | 133375277 292% | 292% Y 10.14 1014
22 | DAPANORM L0 MG TABLET 10 | oaranoam | ALKEM LABORATORIES LTD. LOMG 10 TABLET 125.00 175967875 385% 3165% Y 1250 1250
23 |DAPANOVA 1D MG TASLET 15 SAPANOVA PHARMACEUTICALS L0MG 18 | TABLET 12857 39512261 0.87% 0.87% N 857
24 : 10 MG TABLET 10 DAPAONE MSN LABORATORIES LTD 10 MG 1 TABLET 107.14 24719662 054% | © N 1071
IDAPARAY 10 MG TABLET 10 DAPARAY 10MG 1 TABLET 69,64 738671 0.02% 0.02% N 6.96
26 _|DAPARYL 10 MG TABLET 10 DAPARYL A5 PHARMACEUTICALS LTD 1OMG 10 TABLET 9286 169923043 172% 3.72% Y 9.29 929
27 5 10 MG T DAPASIS JAXESISS PHARMA [P} LTD 10 MG 1 TABLET 9.29 5990464 0.13% 0.13% N 993
28 | DAPASPEC 10 MG TABLET 10 DAPASPEC THERAPELITICS PVT. LTD, 10MG 10 TABLET 96,43 1376419 0.03% 0.03% N 964
29 TEN 10 WG TABLET 15 BAL PHARMA 10MG 15 TABLET 11754 78399 0,00 [ N 7.84
30 ) 10MG TABLET 14 DAPATREND ANTHEM BIOPHARMA PVT LTD WMG 14 AL 16500 5398965 0.12% 0. N 11.79
31 |DAPATURN 10 MG TABLET 10 DAPATURN LUPIN LTD 10 MG 10 TABLET 10357 16091878 035% 0.35% N 10.36
2 10 MG TASLET 10 |oapaver [INTAS PHARMACEUTICALS LTD 10MG 1 TABLET 9286 214524938 4.70% A70% Y 929 929
3 AYES 10 MG TASLET 10 |oapavEs | ANAX UIFE SOENCES PVTATD 10MG 10 TABLET 103.57 S46H5 0.00%, [X N 10.36




stk g

JALTEUS BIOGENICS PVTLTD. 10M6 10 [rasuer 9643 439757 0.01% | 001% N 9.64
5 Emwmm;m 10 MG 14 [TABLET 250,00 7324250 0.16% | 016% N 1786
6. ORGANICS PYVTLTD 10 MG 10 [TABLEY 8357 31589 000% | 000% N a.36
7 [TAS MED (INDIA) PRIVATE LTD. 10 MG 10 |raser 100.00 421200 001% | 001% N_| 1000
7] REDDYS LABORATORIES LTO 10MG 0 |Tamer 107.13 67224779 147% | 147% Y 1071 10.71
49 TCO PHARMALTD 10 MG I T 41786 5425659 036% 036% N 1393
it [APRICA HEALTHCARE PVT LTD 10 MG w0 |rasmer 10357 520091 025% | 025% N 10.36
4 [ACMEDIX PHARMA LLP 10 MG 10 TASLET 49.29 4269706 0.09% | 0.09% N 493
| 42 [INDOCD REMEDIES LTD 10 MG 10 [Taser 8214 4296251 16 | 009% N #21
43 [FUSION HEALTHCARE PVT LTD 10 MG w0 TABLET 10357 7781007 0.17% 017% N 1036
44 JUNISON PHARMACEUTICALS 10 MG 10 TABLET 3214 1698117 1.04% 004% N 321
45 [FINECURE PHARMACEUTICALS 10 MG 10 TABLEY H2.14 3562576 0.08% | 008% N az21
46 CROSS LABORATORIES LTD 10 MG 15 [ TABLET 75.00 1450200 0.03% 003% N 500
a7 i 10 MG 10 |n 11071 15721 000% | 000% | N 1107
48 PHARMACEUTICALS LTD 1C M I [TABLET 149.29 89873 0.00% | 000% N 1066
19 REMEDIES 10ME 12 TABLET 100.00 | 137200 000% | 0.00% N 7.14
50 |DIOS LFESCIENCES PRIVATE UMITED 10MS 15 TABLET 133.93 374334 001% | 001% N 293
51 [WOCKHARDT LTD 10 MG 10 TABLET 10357 4661 0.00% | 000% N 10.36
52 [RPG LIFE SCIENCES LTD. 10MG 10 TABLET 8571 74996 0.00% | 000% N 657
53 [£1-DORADO BIO-TECH PUT LTD 10MG 10 TABLET 7143 96503 000% | 000 N 714
54 AST WEST PHARMA 10 MG " TABLET 145.00 331470 001% | 001% N 1036
55 ALNICHE UFE SCIENCES PVT LTD 10 MG 15 TABLET 3929 1211823 003% | 003% N 929
56 [ASTRAZENCCA PYHARMA INDIA LTD 10MG ) [TABLET 573.50 1125311951 2464% | 24.64% Y 4096 4096
57 ABBOTT HEALTHCARE PV, LTD 10 MG ) TABLET 57350 96360116 211% | 211% Y 4096 40,96
PRIMUS REMEDIES PVT LID 10 M6 10 TABLEY 10357 2458071 0.05% 0.05% N 10.36
| TORRENT PHARMACEUTICALS LTD. 10 M6 1 TABLET 8121 122838272 269% 2659% Y 812 812
| ARISTO PHARMACFUTICALS PVT LTD 10 MG 15 TABLET 107.14 14332118 031% 031% N 714
{ERIS UFESCIENCES LTD 10MG 10 TABLET 103.57 266500835 SR4% | SBA% Y 1036 1036
LARUN PHARMACEUTICALS 10M6 15 [Tamer 10714 1110185 0.0 002% N 714 o
MANKIND PHARMACEUTICALS (TD 10M6 10 TABLET 7071 25224590 055% | 055% N 7.07 i
64 [sinsan CEUTICALS 10 M6 1 [TABLEY 9643 1564191 0.03% | 003% N 9.64
65 _|MDAPA 10 10 MG TABLET 15 IMOAPA 10 |sinsan PHARMACEUTICALS 10 MG 15 TABLET 96.43 84087 0.00% | 000% N 643
66 |MYODA 10 MG TABLET 10 [mropa |res urEsciEncEs Lo 10 MG 10 TABLEY 10357 9103389 020% | 020% N 1036
67 |OPSICA 10 MG TABLET 15 OPSICA UFESCIENCSE PVT LTD 10 MG 15 TABLET 150.00 1411650 0.03% 0.03 N 10.00
68 |OXHA 10 MG TABLET 14 OXRA SUN PHARMA LABOKATORIES LTD 10 MG 14 TABLET 57350 04118162 1980% | 19.80% Y 40.96 40.96
|69 |SINXIGA 10 10 MG TABLET 10 | SINIGA 10 | SINSAN PHARMACEUTICALS 10MG 10 TABLET 9643 64705 0.00% | 000% N 964
70 [SUGAFLO 10 MG TABLET 1§ {_susm ]umnnmm PVTLTD 10 MG 15 TABLET 16072 10033589 022% | 022 N 1071
71 _|SWITDAPA 10 MG TABLET 10 SWITDAPA HEALTHCARE LTD 10 MG 10 TABLET H5.00 1517760 0.03% | 003% N A50
72 _|TIC 10 MG TABLET 15 |ipca uaBoRATORIES PYTLTD. 1016 15 TABLEY 18214 14036255 031% | 031% N 1214
73 |UDAPA 10 MG TABLET 10 UDAPA USV PV LTD 10M6 10 TABLEY 85.71 300049925 657% | 657% Y 657 857
74 __|VIVADAPA 10 MG TABLET 10 [VIVADAPA MITOCH PHARMA PVT LTD 10 M6 0 [ TABLET 100.00 8954100 020% 02 N 10.00
75 _|VOAGE 10 MG TABLET 10 VOAGE Inmn:g_n 10M6 10 [ramer 7743 73423812 1L61% 161% | ¥ 774 774
76 | XGLET 10 MG TABLET 10 | XGLET ELINOR PHARMA 10 MG 10 TABLET 140.00 105560 0.00% | 000% N 14.00
77| 2ANELLA 10 MG TABLET 10 ZANELLA CADOMED PHARMACEUTICALS INDIA PVTLTD [ 10 MG 10 TABLET 7907 1364590 0.03% | 003% N 29
78_|TINGDAP 10 MG TABLET 10 E WOCKHARDT LTD 10MG 10 |ramer 0357 14368059 031% | 031% | N 1036
79 |2UCAPRIDE 10 MG TABLET 15 ZUCAPRIDE MICRO LABS LTD 10 MG 15 |vamer 12643 00077601 175% | 175% Y H43 B43
WS Per Tablet
Worked out Retail Price 18.28]Excluding GST




C of Retail Price based on May, 2022 Data under Para 5 of DPCD, 2013

Each film coated tablet cortaining Bempedok Acd 180mg Number of Companies cosisting of Market Share of 1% & Above 3
Sum of MAT value considered for price calcul [in Lakhs) B56
Sum of PTR per unit dered for price calculati 51.42
Number of Packs considered 3
ere_| 17.14
Add | 16% Retailer 274
Retail Price {without local taxes) 19.88
% Reduction with o H Price 0.00%
Price (Rs.) | 1714
Price(Re) | 17.14]
of all considered (Rs.} 17.14
Retad Price (Rs.) | 19.88]
TOTAL MAT 8,96,407 100%)| M3
S.No. |dw fawror T A Strength Pack Size | Unit PTR(Rs.) MAT(Rs.) SKU wisa |Brandwis [Quality ( | Price Price per Unit
Pack Description BRAND Company MAT % o MAT YIN) per Unit  |(Rs.) Considered
l(ignoring |Y=Yes |(Rs)
0% MAT) |N=No
1|BEMDAC 180 MG TABLET 10 BEMDAC ZYDUS CATHLA - ZHL 180 MG 10 TABLET 17143 427032.13] 4T 64% 47 54% Y 1714 17.14
2|BEMPESTA 180 MG TABLET 10 BEMPESTA TORRENT PHARMACEUTICALS LTD. 180 MG 10 TABLET 17143 373145.55]  36.05% 36.05% Y 1714 17.14
3|BAILLO 180 MG TABLET 10 BRILLO SUN PHARMA LABORATORIES LTD. 180 MG 10 TABLET 17143 146229.79]  16.31% 16.31% Y 17.14 17.14
Rs. Per Tablet
| Worked out Retail Price 19.88| Excluding GST
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of Retail Price based on March, 2022 Data under Para 5 of DPCO, 2013

Each film coated tablet containing Bisoprolol Fumarate P Semg |Number of s of Market Share of 1% & Above [3
Sumn of MAT value for price calculation (in Lakhs) 10,679.98
Sum of PTR per unit dered for price 3381
[Number of Packs considered s
PR | 5.60
Add - 16% Retailer Margin 0.50
Aetail Price (without local taxes| 650
% with compared to Highest Price 26 02%
0 Price (Rs) | 304
Maximum Price (Rs ) 1 757,
of all considered (Rs) 5.60
|Retadl Price (Rs.) | 65|
TOTAL MAT 10862,49,059 | 1o00%| L]
S.No. |&w farager wy et [strengtn Pack Size | Unit PTR{Rs.) MAT(Rs.) SKU wise |Brandwis |Quality [ | Price Price per Unit
Pack Description BRAND Company MAT % @ MAT YIN) per Unit  |(Rs.) Considered
(ignoring [Y=Yes  |(Rs.)
O% MAT) |N=No
1|ACBIS0 5 MG TABLET 10 5 MG 10 TABLET 2071 6389035 001% 0.01% N 2.07
2|BESICOR § MG TABLET 10 5 MG 10 TABLET 4821 351928179  0.32% 041% N 482
3| SESICOR § MG TABLET 15 5 MG 15 TABLET 7857 103060289 00¥% 041% N 524
4|BIBETA § MG TABLET 10 5 MG 10 TABLET 42386 0.04% 0.04% N 429
S|BISELECT 5 MG TABLET 10 5MG_ 10 TABLET 3036 :mnun_ul 112% 112% Y 304 304
olnm § MG TABLET 10 _l_s_uﬁ 10 TABLET 877 0.00% N 088
7IDISOBIS 5 MG TABLET 10 5 MG 10 TABLET 2857 004% N 280
|Iusm¢ur 5 MG TABLET 10 5 MG 10 TABLET 56.89 T16% ¥ 569 569
BISOLONG S MG TABLET 10 5 MG 10 [ TABLET 4643 031% N [
BISONEXT 5 MG TABLET 15 5 MG 15 TABLET 93.29 310% Y [F7] 6.22
11| BISOSAFE § MG TABLET 10 5 MG 10 ABLEY 55 065% N 550
12|BISOTAB 5 MG TABLET 10 5 MG 10 TABLEY 66.92 206% ¥ 669 669
13{BISVEDA 5 MG TABLET 10 S MG 10 TABLET 4754 [ N 475
14[BIZ0 S MG TABLET 10 5 MG 10 TABLET 172 0.05% N 357
15[ CONCOR § MG TABLET 10 5 MG 10 T5.63 71.99% Y 757 7.57
CONCOVAS 5 MG TABLET 10 5 MG 10 5657 0.00% N 566
17| CORBIS § MG TABLET 15 5 MG 15 TABLET 8607 1200% ¥ w0 a0
18] ZABESTA § MG TABLET 10 5 MG 10 TABLET 49.43 0.85% N [
Rs. Per Tablet
Worked out Retail Price 6.50] Excluding GST
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