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

Subject: Minutes of the 43™ meeting of the Multidisciplinary Committee of
Experts held on 04.07.2022 at 11:30 AM.

43" meeting of the “Multidisciplinary Committee of Experts” was held on 04.07.2022
at 11:30 A.M. under the convenorship of Shri Manmohan Sachdeva, Advisor (Cost),
through video-conferencing. The following members attended the meeting:-

1. Shri A. K. 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

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

2. Shri Prasenjit Das, Deputy Director (Pricing), NPPA
3. 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 twenty six applications have been received for retail
price fixation of eleven Fixed Dose Combinations (FDCs) of Sitagliptin and Metformin
tablets i.e. (i) Sitagliptin 50 mg + Metformin (SR) 500 mg tablet, (ii) Sitagliptin 50 mg
+ Metformin (SR) 1000 mg tablet, (iii) Sitagliptin 100 mg + Metformin (SR) 1000 mg
tablet, (iv) Sitagliptin 50 mg + Metformin (ER) 500 mg tablet (v) Sitagliptin 100 mg +
Metformin (ER) 1000 mg tablet, (vi) Sitagliptin 100 mg + Metformin (ER) 500 mg
tablet, (vii) Sitagliptin 50 mg + Metformin 500 mg tablet, (viii) Sitagliptin 50 mg +
Metformin 800 mg tablet, (ix) Sitagliptin 50 mg + Metformin 1000 mg tablet (x)
Sitagliptin 50 mg + Metformin (ER) 1000 mg tablet and (xi) Sitagliptin 100 mg +
Metformin (SR) 500 mg tablet . The Committee further noted that the formulation
‘Sitagliptin’ is on the verge of becoming off-patent in 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
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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 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.”

(i) 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 415 and 42™ meeting dated
08.04.2022 and 02.06.2022 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 and 99" meeting dated 28.06.2022 regarding retail price fixation of FDCs
of ‘Sitagliptin and Metformin tablet. The Committee observed that the market data of
the FDCs of Sitagliptin and Metformin tablet is also available in some cases 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 on account of the drug becoming off-
patented. The Committee therefore recommended that a reduction of 50% be
allowed on the patented component of FDCs i.e. ‘Sitagliptin’ to arrive at the retail
price for the FDCs of Sitagliptin and Metformin tablet in line with the decision taken in
its 40", 41% and 42" meeting held on 14.03.2022, 08.04.2022 & 02.06.2022 and the
same were approved by the Authority in its 96", 97" and 99" meeting held on
24.03.2022, 06.05.2022 and 02.06.2022.

1.4 Accordingly, the Committee recommended the retail price of FDCs of Sitagliptin
+ Metformin Hydrochloride IP tablet for various companies as detailed below:
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1.4.1 Each film coated bilayered tablet containing Sitagliptin Phosphate Monohydrate
IP eq. to Sitagliptin 50 mg + Metformin Hydrochloride IP 500 mg (as Sustained
Release form) for M/s Pure & Cure Healthcare Private Limited (manufacturer) and
M/s Cadila Pharmaceuticals Limited (marketer) at Rs. 18.67 per tablet excluding
GST as detailed below:

Sl.  |Particulars Source/Method Amount
No. (Rs.)
Each film coated bilayered tablet
containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 50 mg +
Metformin Hydrochloride IP 500 mg (as
Sustained Release form)
(a) |Derived retail price of Sitagliptin 50 mg  |Retail price (as per 34.27
tablet November, 2021 data)
(b) [50% of (a) 17.13%
() [Metformin CR 500 mg Ceiling Price [SO.
1330(E) dated 1.92
25.03.2021]
(d) |Retail Price 19.055
(e) |Less 20% of the lower of (b) or (c) as 0.384
recommended in the Pronab Sen
Committee report
(f) Worked out Retail Price (d)-(e) 18.67
(g) |[Claimed Retail price 21.42
(h) |Retail price of FDC of ‘Sitagliptin 50mg + NA
Metformin 500mg (SR) tablet” as per
Pharmatrac Data for November, 2021
(i) Recommended retail price 18.67

1.4.2 Each film coated bilayered tablet containing Sitagliptin Phosphate Monohydrate
IPeq. to Sitagliptin 50 mg + Metformin Hydrochloride IP 1000 mg (as Sustained
Release form) for M/s Pure & Cure Healthcare Private Limited (manufacturer) and
M/s Cadila Pharmaceuticals Limited (marketer) at Rs. 20.06 per tablet excluding
GST as detailed below:
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S. |Particulars Source/Method Amount
No. (Rs.)
Each film coated bilayered tablef
containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 50 mg +
Metformin Hydrochloride |IP 1000 mg (as
Sustained Release form)
(a) |Derived retail price of Sitagliptin 50 mg Retail price (as per 34.27
tablet November, 2021 data)
(b) [50% of (a) 17.135
(c) [|Metformin CR 1000 mg Ceiling Price [SO.
1330(E) dated 3.66
25.03.2021]
(d) [Retail Price 20.795
(e) [Less 20% of the lower of (b) or (c) as 0.732
recommended in the Pronab Sen
Committee report
()  [Worked out Retail Price (d)-(e) 20.063
(g) |[Claimed Retail price 24.100
(h) |Retail price of FDC of 'Sitagliptin 50mg + NA
Metformin 1000mg (SR) tablet” as per
Pharmatrac Data for November, 2021
(i) |Recommended retail price 20.06

1.4.3 Each film coated bilayered tablet containing Sitagliptin Phosphate Monohydrate
IPeq. to Sitagliptin 100 mg + Metformin Hydrochloride IP 1000 mg (as Sustained
Release form) for M/s Pure & Cure Healthcare Private Limited (manufacturer) and
M/s Cadila Pharmaceuticals Limited (marketer) at Rs. 21.56 per tablet excluding
GST as detailed below:

S.
No.

Particulars

Source / Method

Amount
(Rs.)

Sitagliptin 100 mg + Metformin Hydrochlo
IP 1000 mg (as Sustained Release form)

Each fiim coated bilayered tablet containing
Sitagliptin Phosphate Monohydrate IP eq. to

ridef

Derived retail price of Sitagliptin 100 mg tablet [Retail price (as

per November,
2021 data)

37.27




S. |Particulars Source / Method Amount
No. (Rs.)
(b) [50% of (a) 18.635
(c) [Metformin CR 1000 mg Ceiling Price [SO.
1330(E) dated 3.66
25.03.2021]
(d) |Retail Price 22.295
(e) |Less 20% of the lower of (b) or (c) as 0.732
recommended in the Pronab Sen Committee
report
(f)  |[Worked out Retail Price (d)-(e) 21.563
(g) [Claimed Retail price 26.780
(h) [Retail price of FDC of ‘Sitagliptin 100mg + NA
Metformin 1000mg (SR) tablet” as per
Pharmatrac Data for November, 2021
(i) |Recommended retail price 21.56

1.4.4 Each film coated bilayered tablet containing Sitagliptin Phosphate Monohydrate
IP eq. to Sitagliptin 50 mg + Metformin Hydrochloride IP 500 mg (as Extended
Release form) for M/s Torrent Pharmaceuticals Limited (manufacturer and
marketer) at Rs. 18.00 per tablet excluding GST as detailed below:

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

Each film coated bilayered tablet
containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 50 mg +
Metformin Hydrochloride IP 500 mg (as
Extended Release form)

(a) |Derived retail price of Sitagliptin 50 mg Retail price (as per 34.27

tablet November, 2021 data)
(b) [50% of (a) 17.135
(c) [Metformin CR 500 mg Ceiling Price [SO.
1330(E) dated 1.92
25.03.2021]
(d) |Retail Price 19.055
(e) [Less 20% of the lower of (b) or (c) as 0.384

recommended in the Pronab Sen




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

Committee report

(f) |Worked out Retail Price (d)-(e) 18.671
(g) [Claimed Retail price 18.000
(h) [Retail price of FDC of ‘Sitagliptin 50mg + NA

Metformin 500mg (ER) tablet” as per
Pharmatrac Data for November, 2021

(i) [Recommended retail price 18.00

1.4.5 Each film coated bilayered tablet containing Sitagliptin Phosphate Monohydrate
IP eq. to Sitagliptin 100 mg + Metformin Hydrochloride IP 1000 mg (as Extended
Release form) for M/sTorrent Pharmaceuticals Limited (manufacturer and
marketer) at Rs. 20.00 per tablet excluding GST as detailed below:

S. [Particulars Source /| Method |[Amount
No. (Rs.)
Each film coated bilayered tablet containing
Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 100 mg + Metformin Hydrochloride]
IP 1000 mg (as Extended Release form)
(a) |Derived retail price of Sitagliptin 100 mg tablet[Retail price (as per [37.27
November, 2021
data)
(b) [50% of (a) 18.635
(c) [Metformin CR 1000 mg Ceiling Price [SO.
1330(E) dated 3.66
25.03.2021]
(d) [Retail Price 22.295
(e) |Less 20% of the lower of (b) or (c) as 0.732
recommended in the Pronab Sen Committee
report
(f) [Worked out Retail Price (d)-(e) 21.563
(g) [Claimed Retail price 20.000
(h) [Retail price of FDC of ‘Sitagliptin 100mg + NA
Metformin 1000mg (ER) tablet” as per
Pharmatrac Data for November, 2021




S. |Particulars Source / Method |Amount
No. (Rs.)
(i) |Recommended retail price 20.00

1.4.6 Each film coated bilayered tablet containing Sitagliptin Phosphate Monohydrate
IPeq. to Sitagliptin 50 mg + Metformin Hydrochloride IP 1000 mg (as Extended
Release form) for M/sRavenbhel Healthcare Private Limited (manufacturer) and M/s
Micro Labs Limited (marketer) at Rs. 20.06 per tablet excluding GST as detailed

below:
S. |Particulars Source / Method [Amount
No. (Rs.)

Each film coated bilayered tablet containing
Sitagliptin Phosphate Monohydrate IP eq. to|
Sitagliptin 50 mg + Metformin Hydrochloride
IP 1000 mg (as Extended Release form)

(a)

Derived retail price of Sitagliptin 50 mg tablet |Retail price (as per

November, 2021
data)

34.27

(b) [50% of (a) 17.135
(c) [Metformin CR 1000 mg Ceiling Price [SO.
1330(E) dated 3.66
25.03.2021]
(d) |Retail Price 20.795
(e) |Less 20% of the lower of (b) or (c) as 0.732
recommended in the Pronab Sen Committee
report
(f)  [Worked out Retail Price (d)-(e) 20.063
(g) |Claimed Retail price 20.500
(h) |Retail price of FDC of ‘Sitagliptin 50mg + NA
Metformin 1000mg (ER) tablet” as per
Pharmatrac Data for November, 2021
(i) |Recommended retail price 20.06

1.4.7 Each film coated bilayered tablet containing Sitagliptin Phosphate Monohydrate
IPeq. to Sitagliptin 50 mg + Metformin Hydrochloride IP 500 mg (as Extended
Release form) for M/sRavenbhel Healthcare Private Limited (manufacturer) and M/s
Micro Labs Limited (marketer) at Rs. 18.67 per tablet excluding GST as detailed
below:

Y




S. Particulars Source / Method |[Amount
No. (Rs.)

Each film coated bilayered tablet containing
Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 50 mg + Metformin Hydrochloride
IP 500 mg (as Extended Release form)

(a) [Derived retail price of Sitagliptin 50 mg Retail price (as per (34.27

tablet November, 2021
data)
(b) [50% of (a) 17.135
(c) [Metformin CR 500 mg Ceiling Price [SO.
1330(E) dated 1.92
25.03.2021]
(d) |Retail Price 19.055
(e) |Less 20% of the lower of (b) or (c) as 0.384

recommended in the Pronab Sen
Committee report

(f)  |[Worked out Retail Price (d)-(e) 18.671
(g) [Claimed Retail price 19.000
(h) |Retail price of FDC of ‘Sitagliptin 50mg + NA

Metformin 500mg (ER) tablet” as per
Pharmatrac Data for November, 2021

(i) |Recommended retail price 18.67

1.4.8 Each film coated bilayered tablet containing Sitagliptin Phosphate Monohydrate
IPeq. to Sitagliptin 100 mg + Metformin Hydrochloride IP 500 mg (as Extended
Release form) for M/sRavenbhel Healthcare Private Limited (manufacturer) and M/s
Micro Labs Limited (marketer) at Rs. 20.00 per tablet excluding GST as detailed

below:
S. |Particulars Source / Method |[Amount
No. (Rs.)

Each film coated bilayered tablet containing
Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 100 mg + Metformin
Hydrochloride IP 500 mg (as Extended
Release form)

(a) [Derived retail price of Sitagliptin 100 mg Retail price (as per [37.27
tablet November, 2021
data)




S. |Particulars Source /| Method |Amount

No. (Rs.)
(b) [50% of (a) 18.635
(c) [Metformin CR 500 mg Ceiling Price [SO.
1330(E) dated 1.92
25.03.2021]
(d) |Retail Price 20.555
(e) |Less 20% of the lower of (b) or (c) as 0.384

recommended in the Pronab Sen
Committee report

(f)  |Worked out Retail Price (d)-(e) 20.171
(@) |[Claimed Retail price 20.000
(h) [Retail price of FDC of ‘Sitagliptin 100mg + NA

Metformin 500mg (ER) tablet” as per
Pharmatrac Data for November, 2021

(i) |Recommended retail price 20.00

1.4.9 Each film coated bilayered tablet containing Sitagliptin Phosphate Monohydrate
IPeq. to Sitagliptin 100 mg + Metformin Hydrochloride IP 1000 mg (as Extended
Release form) for M/sRavenbhel Healthcare Private Limited (manufacturer) and M/s
Micro Labs Limited (marketer) at Rs. 21.00 per tablet excluding GST as detailed
below:

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

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

(a) |[Derived retail price of Sitagliptin 100 mg Retail price (as per [37.27

tablet November, 2021
data)
(b) [50% of (a) 18.635
(c) |Metformin CR 1000 mg Ceiling Price [SO.
1330(E) dated 3.66
25.03.2021]
(d) |Retail Price 22.295




S. [Particulars Source / Method |[Amount
No. (Rs.)
(e) |Less 20% of the lower of (b) or (c) as 0.732
recommended in the Pronab Sen
Committee report
(f) orked out Retail Price (d)-(e) 21.563
(g) [Claimed Retail price 21.000
(h) |Retail price of FDC of ‘Sitagliptin 100mg + NA
Metformin 1000mg (ER) tablet” as per
Pharmatrac Data for November, 2021
(i) |Recommended retail price 21.00

1.4.10 Each film coated bilayered tablet
Monohydrate IP eq. to Sitagliptin 50 mg + Metformin Hydrochloride IP 500 mg for
M/sSai Primus Life Biotech Private Limited (manufacturer) and M/s Primus
Remedies Private Limited (marketer) at Rs. 18.34 per tablet excluding GST as
detailed below:

containing Sitagliptin Phosphate

!§ Particulars Source/Method Amount
No. (Rs.)
Each film coated bilayered tablet
containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 50 mg +
Metformin Hydrochloride IP 500 mg
(a) |Derived retail price of Sitagliptin 50 mg Retail price (as per 34.27
tablet November, 2021 data)
(b) [50% of (a) 17.135
(c) [Metformin IR 500 mg Ceiling Price [SO.
1330(E) dated 1.51
25.03.2021]
(d) |Retail Price 18.645
(e) |Less 20% of the lower of (b) or (c) as 0.302
recommended in the Pronab Sen
Committee report
(f) |Worked out Retail Price (d)-(e) 18.343
(g) |[Claimed Retail price 24.100
(h) |Retail price of FDC of 'Sitagliptin 50mg + 22.390
Metformin 500mg tablet” as per




S. [|Particulars Source/Method Amount
No. (Rs.)

Pharmatrac Data for November, 2021

(i) [Recommended retail price 18.34

1.4.11 Each film coated bilayered tablet containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 50 mg + Metformin Hydrochloride IP 850 mg for
M/sSai Primus Life Biotech Private Limited (manufacturer) and M/s Primus
Remedies Private Limited (marketer) at Rs. 19.26 per tablet excluding GST as
detailed below:

S. |Particulars Source / Method |Amount
No. (Rs.)
Each film coated bilayered tablet containing
Sitagliptin Phosphate Monohydrate IP eq. to)
Sitagliptin 50 mg + Metformin Hydrochloride
IP 850 mg
(a) |Derived retail price of Sitagliptin 50 mg tablet|Retail price (as per [34.27
November, 2021
data)
(b) [50% of (a) 17.135
(c) [Metformin IR 850 mg Retail price (as per
November, 2021 2.660
data)
(d) [Retail Price 19.795
(e) |Less 20% of the lower of (b) or (c) as 0.532
recommended in the Pronab Sen Committee
report
(f)  |[Worked out Retail Price (d)-(e) 19.263
(g) [Claimed Retail price 24.100
(h) |Retail price of FDC of ‘Sitagliptin 50mg + NA
Metformin 850mg tablet” as per Pharmatrac
Data for November, 2021
(i) |Recommended retail price 19.26

1.4.12 Each film coated bilayered tablet containing Sitagliptin Phosphate
Monohydrate IPeq. to Sitagliptin 50 mg + Metformin Hydrochloride IP 1000 mg for
M/sSai Primus Life Biotech Private Limited (manufacturer) and M/s Primus
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Remedies Private Limited (marketer) at Rs. 20.02 per tablet excluding GST as
detailed below:

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

Each film coated bilayered tablet
containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 50 mg +
Metformin Hydrochloride IP 1000 mg

(a) [Derived retail price of Sitagliptin 50 mg Retail price (as per 34.27

tablet November, 2021 data)
(b) [50% of (a) 17.135
(c) [Metformin IR 1000 mg Ceiling Price [SO.
1330(E) dated 3.61
25.03.2021]
(d) |Retail Price 20.745
(e) |Less 20% of the lower of (b) or (c) as 0.722

recommended in the Pronab Sen
Committee report

(f)  [Worked out Retail Price (d)-(e) 20.023
(g) [Claimed Retail price 24.100
(h) [Retail price of FDC of ‘Sitagliptin 50mg + 22.970

Metformin 1000mg tablet” as per
Pharmatrac Data for November, 2021

(i) |Recommended retail price 20.02

1.4.13 Each film coated bilayered tablet containing Sitagliptin Phosphate
Monohydrate IPeq. to Sitagliptin 50 mg + Metformin Hydrochloride IP 1000 mg (as
Extended Release form) for M/sRavenbhel Healthcare Private Limited
(manufacturer) and M/s Torrent Pharmaceuticals Limited (marketer) at Rs. 20.00 per
tablet excluding GST as detailed below:

S. [Particulars Source / Methodl/Amount
No. (Rs.)

Each film coated bilayered tablet containing
Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 50 mg + Metformin Hydrochloride IP
1000 mg (as Extended Release form)

(a) [Derived retail price of Sitagliptin 50 mg tablet  [Retail price (as  [34.27
per November,




S. |Particulars Source / Method/Amount
No. (Rs.)
2021 data)
(b) [50% of (a) 17.135
(c) [Metformin CR 1000 mg Ceiling Price [SO.
1330(E) dated  [3.66
25.03.2021]
(d) |Retail Price 20.795
(e) |Less 20% of the lower of (b) or (c) as 0.732
recommended in the Pronab Sen Committee
report
(f)  [Worked out Retail Price (d)-(e) 20.063
(g) [Claimed Retail price 20.000
(h) [Retail price of FDC of ‘Sitagliptin 50mg + NA
Metformin 1000mg (ER) tablet” as per
Pharmatrac Data for November, 2021
(i) |Recommended retail price 20.00

1.4.14 Each film coated bilayered tablet containing Sitagliptin Phosphate
Monohydrate IPeq. to Sitagliptin 100 mg + Metformin Hydrochloride IP 500 mg (as
Extended Release form) for M/sRavenbhel Healthcare Private Limited
(manufacturer) and M/s Torrent Pharmaceuticals Limited (marketer) at Rs. 18.00 per
tablet excluding GST as detailed below:

S. |Particulars Source | Method |Amount
No. (Rs.)

Each film coated bilayered tablet containing
Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 100 mg + Metformin Hydrochloride}
[IP 500 mg (as Extended Release form)

(a) |[Derived retail price of Sitagliptin 100 mg Retail price (as per |[37.27

tablet November, 2021
data)
(b) [50% of (a) 18.635
(c) [Metformin CR 500 mg Ceiling Price [SO.
1330(E) dated 1.92
25.03.2021]
(d) |Retail Price 20.555




S. |Particulars Source / Method |Amount
No. (Rs.)
(e) |Less 20% of the lower of (b) or (c) as 0.384
recommended in the Pronab Sen Committee
report
()  [Worked out Retail Price (d)-(e) 20.171
(g) [Claimed Retail price 18.000
(h) |Retail price of FDC of ‘Sitagliptin 100mg + NA
Metformin 500mg (ER) tablet” as per
Pharmatrac Data for November, 2021
(i) |Recommended retail price 18.00

1.4.15 Each film coated bilayered tablet containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 100 mg + Metformin Hydrochloride IP 500 mg (as
Sustained Release form) for M/s Mascot Health Series Private Limited
(manufacturer) and M/s Alembic Pharmaceuticals Limited (marketer) at Rs. 16.07
per tablet excluding GST as detailed below:

S. [Particulars Source/Method Amount
No. (Rs.)

Each film coated bilayered Tablet
containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 100mg +
Metformin Hydrochloride |IP 500 mg (as)
Sustained Release form)

(a) [Derived retail price of Sitagliptin 100 mg  |Retail price (as per 37.27

tablet October, 2021 data)
(b) [50% of (a) 18.635
(c) |Metformin CR 500 mg Ceiling Price [SO.
1330(E) dated 1.92
25.03.2021]
(d) [Retail Price 20.555
(e) |Less 20% of the lower of (b) or (c) as 0.384

recommended in the Pronab Sen
Committee report

(f) orked out Retail Price (d)-(e) 20.171
(g) [Claimed Retail price 16.071
(h) [Retail price of FDC of ‘Sitagliptin 100mg + N.A.




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

Metformin 500mg (SR) tablet” as per
Pharmatrac Data for October, 2021

(i) |Recommended retail price 16.07

1.4.16 Each film coated bilayered tablet containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 100 mg + Metformin Hydrochloride IP 1000 mg (as
Sustained Release form) for M/s Mascot Health Series Private Limited
(manufacturer) and M/s Alembic Pharmaceuticals Limited (marketer) at Rs. 17.85
per tablet excluding GST as detailed below:

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

Each film coated bilayered Tablet
containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 100mg +
Metformin Hydrochloride I[P 1000 mg (as|
Sustained Release form)
(a) |Derived retail price of Sitagliptin 100 mg |Retail price (as per 12t

tablet October, 2021 data)
(b) [50% of (a) 18.635
(c) [Metformin CR 1000 mg Ceiling Price [SO.
1330(E) dated 3.66
25.03.2021]
(d) |Retail Price 22.295
(e) |Less 20% of the lower of (b) or (c) as 0.732

recommended in the Pronab Sen
Committee report

(f) |Worked out Retail Price (d)-(e) 21.563
(g) [Claimed Retail price 17.857
(h) |Retail price of FDC of ‘Sitagliptin 100mg + N.A.

Metformin 1000mg (SR) tablet” as per
Pharmatrac Data for October, 2021

(i) |Recommended retail price 1785

1.4.17 Each film coated bilayered tablet containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 100mg&Metformin Hydrochloride (as an extended

t



release form) IP 1000mg for M/s Intas Pharmaceuticals Limited (manufacturer and
marketer) at Rs. 21.56 per tablet excluding GST as detailed below:

F Particulars Source/Method Amount
No. (Rs.)
Each film coated bilayered tablet contains:
Sitagliptin Phosphate Monohydrate IP eq.
to Sitagliptin 100mg
Metformin Hydrochloride (as an extended
release form) IP 1000mg
(a) |Derived retail price of Sitagliptin 100 mg [Retail price (as per 37.27
tablet October, 2021 data)
(b) [50% of (a) 18.635
(c) [|Metformin CR 1000 mg Ceiling Price [SO.
1330(E) dated 3.66
25.03.2021]
(d) [Retail Price 22.295
(e) |Less 20% of the lower of (b) or (c) as 0.732
recommended in the Pronab Sen
Committee report
(f)  [Worked out Retail Price (d)-(e) 21.563
(9) [Claimed Retail price 23.000
(h) [Retail price of FDC of ‘Sitagliptin 100mg + NA
Metformin 1000mg (ER) tablet” as per
Pharmatrac Data for October, 2021
(i) |[Recommended retail price 21.56
1.4.18 Each film coated bilayered tablet containing Sitagliptin Phosphate

Monohydrate IP eq. to Sitagliptin 50mg&Metformin Hydrochloride (as an extended
release form) IP 500mg for M/s Intas Pharmaceuticals Limited (manufacturer and
marketer) at Rs. 18.67 per tablet excluding GST as detailed below:

.
No.

Particulars

Source/Method

Amount
(Rs.)

Each film coated bilayered tablet contains:

Sitagliptin Phosphate Monohydrate IP eq.
to Sitagliptin 50mg

Metformin Hydrochloride (as an extended




S. [Particulars Source/Method Amount
No. (Rs.)

release form) IP 500mg

(@) |Derived retail price of Sitagliptin 50 mg Retail price (as per 34.27

tablet October, 2021 data)
(b) 150% of (a) 17.135
(¢} |Metformin CR 500 mg Ceiling Price [SO.
1330(E) dated 1.92
25.03.2021]
(d) [Retail Price 19.055
(e) |Less 20% of the lower of (b) or (c) as 0.384

recommended in the Pronab Sen
Committee report

(f) [Worked out Retail Price (d)-(e) 18.671
(g) [Claimed Retail price ' 20.500
(h) [Retail price of FDC of 'Sitagliptin 50mg + NA

Metformin 500mg (ER) tablet” as per
Pharmatrac Data for October, 2021

(i) |Recommended retail price 18.67

1.4.19 Each film coated bilayered tablet containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 50mg&Metformin Hydrochloride (as an extended
release form) IP 1000mg for M/s Intas Pharmaceuticals Limited (manufacturer and
marketer) at Rs. 20.06 per tablet excluding GST as detailed below:

S. [Particulars Source/Method Amount
No. (Rs.)

Each film coated bilayered tablet contains:

Sitagliptin Phosphate Monohydrate IP eq.
to Sitagliptin 50mg

Metformin Hydrochloride (as an extended
release form) IP 1000mg
(a) |Derived retail price of Sitagliptin 50 mg Retail price (as per 34.27

tablet October, 2021 data)
(b) [50% of (a) 17.135
(¢) IMetformin CR 1000 mg Ceiling Price [SO. 3.66
1330(E) dated




S. |Particulars Source/Method Amount

No. (Rs.)
25.03.2021]

(d) |Retail Price 20.795

(e) |Less 20% of the lower of (b) or (c) as 0.732

recommended in the Pronab Sen
Committee report

(f) [Worked out Retail Price (d)-(e) 20.063
(g) [Claimed Retail price 22.500
(h) |Retail price of FDC of ‘Sitagliptin 50mg + NA

Metformin 1000mgtablet (ER) ” as per
Pharmatrac Data for October, 2021

(i) |Recommended retail price 20.06

1.4.20 Each film coated bilayered tablet containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 100mg&Metformin Hydrochloride (as an extended
release form) IP 500mg for M/s Exemed Pharmaceuticals(manufacturer) and Intas
Pharmaceuticals Limited (marketer) at Rs. 20.17 per tablet excluding GST as
detailed below:

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

Each film coated bilayered tablet contains:

Sitagliptin Phosphate Monohydrate IP eq.
to Sitagliptin 100mg

Metformin Hydrochloride (as an extended
release form) IP 500mg
(a) [Derived retail price of Sitagliptin 100 mg |Retail price (as per 72T

tablet October, 2021 data)
(b) [50% of (a) 18.635
(c) [Metformin CR 500 mg Ceiling Price [SO.
1330(E) dated 1.92
25.03.2021]
(d) [Retail Price 20.555
(e) |Less 20% of the lower of (b) or (c) as 0.384

recommended in the Pronab Sen
Committee report




S. |Particulars Source/Method Amount
No. (Rs.)
(f) |[Worked out Retail Price (d)-(e) 20.171
(g) [Claimed Retail price 21.500
(h) |Retail price of FDC of ‘Sitagliptin 100mg + NA
Metformin 500mgtablet (ER) " as per
Pharmatrac Data for October, 2021
(i) |Recommended retail price 20.17

1.4.21 Each film coated bilayered tablet
Monohydrate IP eq. to Sitagliptin 50mg&Metformin Hydrochloride (as an extended
release form) IP 500mg for M/s Exemed Pharmaceuticals (manufacturer) and M/s
Cipla Limited (marketer) at Rs. 18.67 per tablet excluding GST as detailed below:

containing Sitagliptin Phosphate

S. |Particulars Source/Method Amount
No. (Rs.)
Each film coated bilayered tablet contains:
Sitagliptin Phosphate Monohydrate IP eq.
to Sitagliptin 50mg
Metformin Hydrochloride (as an extended
release form) IP 500mg
(a) |Derived retail price of Sitagliptin 50 mg Retail price (as per 34.27
tablet October, 2021 data)
(b) [50% of (a) 17.135
(c) [Metformin CR 500 mg Ceiling Price [SO.
1330(E) dated 1.92
25.03.2021]
(d) |[Retail Price 19.055
(e) |Less 20% of the lower of (b) or (c) as 0.384
recommended in the Pronab Sen
Committee report
(f)  [Worked out Retail Price (d)-(e) 18.671
(g) [Claimed Retail price 18.830
(h) |Retail price of FDC of ‘Sitagliptin 50mg + NA
Metformin 500mgtablet (ER) " as per
Pharmatrac Data for October, 2021




S. [Particulars Source/Method Amount
No. (Rs.)

(i) |[Recommended retail price 18.67

1.4.22 Each film coated bilayered tablet containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 50mg&Metformin Hydrochloride (as an extended
release form) IP 1000mg for M/s Exemed Pharmaceuticals(manufacturer) and M/s
Cipla Ltd. (marketer) at Rs. 20.06 per tablet excluding GST as detailed below:

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

Each film coated bilayered tablet contains:

Sitagliptin Phosphate Monohydrate IP eq.
to Sitagliptin 50mg

Metformin Hydrochloride (as an extended
release form) IP 1000mg
(a) [Derived retail price of Sitagliptin 50 mg Retail price (as per 34.27

tablet October, 2021 data)
(b) [50% of (a) 17.135
(c) |Metformin CR 1000 mg Ceiling Price [SO.
1330(E) dated 3.66
25.03.2021]
(d) [Retail Price 20.795
(e) |Less 20% of the lower of (b) or (c) as 0.732

recommended in the Pronab Sen
Committee report

(f) [Worked out Retail Price (d)-(e) 20.063
(g) |[Claimed Retail price 21.070
(h) |Retail price of FDC of ‘Sitagliptin 50mg + NA

Metformin 1000mgtablet (ER) " as per
Pharmatrac Data for October, 2021

(i) [Recommended retail price 20.06

1.4.23 Each film coated bilayered tablet containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 100mg&Metformin Hydrochloride (as an extended
release form) IP 500mg for M/s Exemed Pharmaceuticals(manufacturer) and M/s
Cipla Ltd. (marketer) at Rs. 20.00 per tablet excluding GST as detailed below:

(I




tS. Particulars Source/Method Amount
No. (Rs.)
Each film coated bilayered tablet contains:
Sitagliptin Phosphate Monohydrate IP eq.
to Sitagliptin 100mg
Metformin Hydrochloride (as an extended
release form) IP 500mg
(a) |[Derived retail price of Sitagliptin 100 mg [Retail price (as per 37.27
tablet October, 2021 data)
(b) 150% of (a) 18.635
(c) |Metformin CR 500 mg Ceiling Price [SO.
1330(E) dated 1.92
25.03.2021]
(d) |Retail Price 20.555
(e) |Less 20% of the lower of (b) or (c) as 0.384
recommended in the Pronab Sen
Committee report
(f) |Worked out Retail Price (d)-(e) 20.171
(g) |[Claimed Retail price 20.000
(h) [Retail price of FDC of ‘Sitagliptin 100mg + NA
Metformin 500mgtablet (ER) " as per
Pharmatrac Data for October, 2021
(i) [Recommended retail price 20.00

1.4.24 Each film coated bilayered tablet

containing Sitagliptin Phosphate
Monohydrate IP eq. to Sitagliptin 100mg&Metformin Hydrochloride (as an extended
release form) IP 1000mg for M/s Exemed Pharmaceuticals(manufacturer) and M/s

Cipla Ltd. (marketer) at Rs. 21.56 per tablet excluding GST as detailed below:

S.
No.

[Particulars

Source/Method

Amount
(Rs.)

Each film coated bilayered tablet contains:

Sitagliptin Phosphate Monohydrate IP eq.
to Sitagliptin 100mg

Metformin Hydrochloride (as an extended
release form) IP 1000mg

(@)

Derived retail price of Sitagliptin 100 mg

Retail price (as per

37.27




S Particulars Source/Method Amount

No. (Rs.)
tablet October, 2021 data)
(b) [50% of (a) 18.635
(c) [Metformin CR 1000 mg Ceiling Price [SO.
1330(E) dated 3.66
25.03.2021]
(d) [Retail Price 22.295
(e) [Less 20% of the lower of (b) or (c) as 0,732

recommended in the Pronab Sen
Committee report

(f)  [Worked out Retail Price (d)-(e) 21.563
(g) [Claimed Retail price 22.230
(h) [Retail price of FDC of ‘Sitagliptin 100mg + NA

Metformin 1000mg (ER) tablet” as per
Pharmatrac Data for October, 2021

(i) |Recommended retail price 21.56

1.4.25 Each film coated bilayered tablet containing Sitagliptin Phosphate
Monohydrate IP 64.25 mgeq. to Sitagliptin 50 mg + Metformin Hydrochloride IP 500
mg for M/sBajaj healthcare Limited (manufacturer) and M/s J. B. Chemicals&
Pharmaceuticals Limited (marketer) at Rs. 18.34 per tablet excluding GST as
detailed below:

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

Each film coated bilayered tablet
containing Sitagliptin Phosphate
Monohydrate [P 64.25 mg eq. to
Sitagliptin 50 mg +  Metformin
Hydrochloride IP 500 mg

(a) [Derived retail price of Sitagliptin 50 mg Retail price (as per 34.27

tablet November, 2021 data)
(b) [50% of (a) 17.135
(c) [Metformin IR 500 mg Ceiling Price [SO.
1330(E) dated 1599
25.03.2021]
(d) |Retail Price 18.645




S. [|Particulars Source/Method Amount
No. (Rs.)

(e) |Less 20% of the lower of (b) or (c) as 0.302
recommended in the Pronab Sen
Committee report

(f) orked out Retail Price (d)-(e) 18.343
(g) [Claimed Retail price 21.000
(h) |Retail price of FDC of 'Sitagliptin 50mg + 22.390

Metformin 500mg tablet” as per
Pharmatrac Data for November, 2021

(i) [Recommended retail price 18.34

1.4.26 Each film coated bilayered tablet containing Sitagliptin Phosphate
Monohydrate IP 64.25 mgeq. to Sitagliptin 50 mg + Metformin Hydrochloride IP 1000
mg for M/sBajaj healthcare Limited (manufacturer) and M/s J. B. Chemicals&
Pharmaceuticals Limited (marketer) at Rs. 20.02 per tablet excluding GST as
detailed below:

S. |Particulars Source/Method mount
No. (Rs.)
Each film coated bilayered tablet
containing Sitagliptin Phosphate|
Monohydrate IP 64.25 mg eq. to
Sitagliptin 50 mg + Metformin
Hydrochloride IP 1000 mg
(a) |Derived retail price of Sitagliptin 50 mg |Retail price (as per 34.27
tablet November, 2021 data)
(b) [50% of (a) 17.135
(c) [Metformin IR 1000 mg Ceiling Price [SO.
1330(E) dated 3.61
25.03.2021]
(d) [Retail Price 20.745
(e) |Less 20% of the lower of (b) or (c) as 0.722
recommended in the Pronab Sen
Committee report
(f)  |Worked out Retail Price (d)-(e) 20.023
(g) [Claimed Retail price 22.400
(h) [Retail price of FDC of ‘Sitagliptin 50mg 22.970




S. [Particulars Source/Method Amount
No. (Rs.)

+ Metformin 1000mg tablet” as per
Pharmatrac Data for November, 2021

(i) |[Recommended retail price 20.02

2. Agenda No. 2 - Application by M/s Axa Parenterals Ltd. for separate price
under Para 11(3) of DPCO 2013 with respect to (i) Dextrose Injection 25%w/v in
100 ml pack in Non-glass with special feature for in LDPE container with Euro
Head (ii) Mannitol injection 20 gm per 100ml in 100 ml pack in Non-glass with
special feature for in LDPE container with Euro Head (iii) Metronidazole
Injection IP 500mg/100ml in 100ml 100 ml pack in Non-glass with special
feature for in LDPE container with Euro Head.

2.1 The Committee noted the decision taken in the 42" meeting held on 02.06.2022
in which M/s Axa Parenterals Ltd was directed to “provide the documents/ literature
showing the advantages of these packages over the normal packages and the data
showing the flow rate at the beginning, middle and towards the end of the flow. The
Committee also directed to provide the details of materials with the specification with
which the packages are being produced and its advantages”. The Committee
examined the documents submitted by the company and observed that the company
has not submitted the datal/literature based on the study specific to their product.

2.2 The Committee deliberated upon the matter in detail and decided that M/s Axa
Parenterals Ltd be directed to provide the documents/literature as sought in the
42" meeting dated 02.06.2022 based on the study speific to their product for which
the application for separate price has been made.

3. Agenda No. 3 - Application by M/s Axa Parenterals Ltd. for separate price
for Non-Glass with special feature for (i) Ciprofloxacin Injection IP, Compound
Sodium lactate Injection IP (Ringer Lactate Solution for injection IP), Dextrose
Injection IP (10% wi/v), Dextrose Injection (5% wi/v) and Fluconazole Injection
USP 100 ml in LDPE container with Euro Head.

3.1 The Committee noted the decision taken in the 42" meeting held on 02.06.2022
in which M/s Axa Parenterals Ltd was directed to “provide the documents/ literature
showing the advantages of these packages over the normal packages and the data
showing the flow rate at the beginning, middle and towards the end of the flow. The
Committee also directed to provide the details of materials with the specification with
which the packages are being produced and its advantages”. The Committee
examined the documents submitted by the company and observed that the company
has not submitted the data/literature based on the study specific to their product.

3.2 The Committee deliberated upon the matter in detail and decided that M/s Axa
Parenterals Ltd be directed to provide the documents/literature as sought in the
42" meeting dated 02.06.2022 based on the study specific to their own product for
which the application for separate price has been made.
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4. Agenda No. 4 - Application by M/s Axa Parenterals Ltd. for separate price
non-glass innovative single use eye drops (preservative free).

4.1 The Committee noted the decision taken in the 42" meeting held on 02.06.2022
in which M/s Axa Parenterals Ltd was directed to “provide the published literature/
Journal showing the advantages of single use eye drops over the normal eye drops.
The Committee also directed to provide the published literature/ journal/ study
showing harmful effects of using preservative and percentage of preservative that
may be harmful to the eyes, evidence with respect to unit dose vial with clean orifice,
the details of additives used in the eyedrops made by the company and how they are
different from preservatives and data with respect to improve user experience and no
burning sensation as claimed by the company. The Company should also give a
report to substantiate their statement that aluminium cap can lead to loss of sterility”.
The Committee examined the documents submitted by the company and observed
that the company has not submitted the data/literature based on the study speficit to
their product.

4.2 The Committee deliberated upon the matter in detail and decided that M/s Axa
Parenterals Ltd be directed to provide the documents/literature as sought in the
42" meeting dated 02.06.2022 based on the study specific to their own product for
which the application for separate price has been made.

5. Agenda No. 5 - Application for extension of ceiling price of Sodium Chloride
Injection 0.9% in 500 ml with packaging in non glass with special feature in line
with S.0.1500(E) dated 30.03.2022.

5.1 The Committee noted the decision taken in the 42" meeting held on 02.06.2022
in which M/s Puerto Life Sciences Pvt. Ltd was directed to “provide the documents/
literature showing the advantages of these packages over the normal packages and
the data showing the flow rate at the beginning, middle and towards the end of the
flow. The Committee also directed to provide the details of materials with the
specification with which the packages are being produced and its advantages”. The
Committee examined the documents submitted by the company and observed that
the company has not submitted the data/literature based on the study specific to
their product.

5.2 The Committee deliberated upon the matter in detail and decided that M/s Puerto
Life Sciences Pvt. Ltd be directed to provide the documents/literature as sought in
the 42" meeting dated 02.06.2022 based on the study specific to their own product
for which the application for separate price has been made.

6. Agenda No. 6 - Application for extension of ceiling price of (i) Glucose
Injection 5% in 500ml Non Glass With special features with Euro Head and (ii)
Glucose (A) + Sodium Chloride (B) Injection 5% (A) + 0.9% (B) in 500ml Non
Glass With special features with Euro Head in line with S.0.1500(E) dated
30.03.2022.

6.1 The Committee noted the decision taken in the 42" meeting held on 02.06.2022
in which M/s Puerto Life Sciences Pvt. Ltd was directed to “provide the documents/
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literature showing the advantages of these packages over the normal packages and
the data showing the flow rate at the beginning, middle and towards the end of the
flow. The Committee also directed to provide the details of materials with the
specification with which the packages are being produced and its advantages”. The
Committee examined the documents submitted by the company and observed that
the company has not submitted the datalliterature based on the study specific to
their product.

6.2 The Committee deliberated upon the matter in detail and decided that M/s Puerto
Life Sciences Pvt. Ltd be directed to provide the documents/literature as sought in
the 42" meeting dated 02.06.2022 based on the study specific to their own product
for which the application for separate price has been made.

7. Agenda No. 7 — Application for extension of ceiling price of Ringer lactate
injection with packaging in non glass with special feature in line with S.0.
1501(E) dated 30.03.2022.

7.1 The Committee noted the decision taken in the 42" meeting held on 02.06.2022
in which M/s Puerto Life Sciences Pvt. Ltd was directed to “provide the documents/
literature showing the advantages of these packages over the normal packages and
the data showing the flow rate at the beginning, middle and towards the end of the
flow. The Committee also directed to provide the details of materials with the
specification with which the packages are being produced and its advantages”. The
Committee examined the documents submitted by the company and observed that
the company has not submitted the data/literature based on the study specific to
their product.

7.2 The Committee deliberated upon the matter in detail and decided that M/s Puerto
Life Sciences Pvt. Ltd be directed to provide the documents/literature as sought in
the 42" meeting dated 02.06.2022 based on the study specific to their own product
for which the application for separate price has been made.

8. Agenda No. 8: Approval for ceiling price of different dosage forms and
strength of L.V Fluids with packaging in non glass with special features “SAFE
PORT” dated 09.05.2022 being filed by M/s Sachin Parenteral Pvt. Ltd.

8.1 The Committee noted the decision taken in the 42" meeting held on 02.06.2022
in which M/s Sachin Parenteral Pvt. Ltd was directed to “provide the documents/
literature showing the advantages of these packages over the normal packages and
the data showing the flow rate at the beginning, middle and towards the end of the
flow. The Committee also directed to provide the details of materials with the
specification with which the packages are being produced and its advantages”. The
Committee also examined the documents submitted by the company and observed
that the company has not submitted the data/literature based on the study specific to
their product.

8.2 The Committee deliberated upon the matter in detail and decided that M/s
Sachin Parenteral Pvt. Ltd be directed to provide the documents/literature as sought
in the 42" meeting dated 02.06.2022 based on the study specific to their own
product for which the application for separate price has been made.
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9. Agenda No. 9: Application for Price approval of Dextrose Injection IP (5%
w/v) 250ml, Dextrose Injection IP (25% wi/v) in 100ml, Glucose 5% with sodium
chloride 0.9% w/v 250ml, Metronidazole Injection IP 100ml, Mannitol Injection
IP (20% wi/v) 100ml non-glass having special features- Euro Head bottle dated.
16.05.2022.

9.1 The Committee noted the decision taken in the 42" meeting held on 02.06.2022
in which M/s Sachin Parenteral Pvt. Ltd was directed to “provide the documents/
literature showing the advantages of these packages over the normal packages and
the data showing the flow rate at the beginning, middle and towards the end of the
flow. The Committee also directed to provide the details of materials with the
specification with which the packages are being produced and its advantages”. The
Committee examined the documents submitted by the company and observed that
the company has not submitted the data/literature based on the study specific to
their product.

9.2 The Committee deliberated upon the matter in detail and decided that M/s
Sachin Parenteral Pvt. Ltd be directed to provide the documents/literature as sought
in the 42" meeting dated 02.06.2022 based on the study specific to their own
product for which the application for separate price has been made.

10. Agenda No. 10: Application for “Special Feature rate” for scheduled
products (i) Tazofic Injection 2.25 gm containing Piperacillin 2gm+Tazobactum
250mg and (ii) Tazofic Injection 4.5 gm containing Piperacillin
4gm+Tazobactum 500 mg under Para 11(3) of DPCO 2013.

10.1 The Committee examined the noted the decision taken in the 42" meeting held
on 02.06.2022 in which M/s Gufic Biosciences Ltd was directed to “provide the
documents/ literature/data showing the stability of the products from moisture & light
in the special packages and dissolving of the products. The Committee also directed
fo provide data on the instances of reduction in environmental load & hospital
wastages and data on needle stick injuries that arise due to use of conventional
injection, issues of dosage accuracy and reduction in transport cost, fuel charges
with respect to its products as claimed by the company’. The Committee also
examined the documents submitted by the company.

10.2 The Committee deliberated upon the matter in detail and decided that M/s
Gufic Biosciences Ltd be directed to provide the documents/data generated based
on the study specific to their own product highlighting the advantages of the product,
as claimed, for which the application for separate price has been made.

11. Agenda No. 11: Retail price fixation under Para 5 of DPCO, 2013-Each vial
containing Human Coagulation Factor VIl — 1000 IU, Human Von Willebrand
Factor (vWF:RCo) - 750 IU, Human Albumin Ph.Eur: 23.3 - 60 mg, Glycine Ph.
Eur/USP/JP: 50 mg, Lysine. HCI Ph. Eur/USP/JP: 50 mg, Sodium chloride Ph.
Eur/USP/JP: 20 mg, Trisodium citrate. 2H20 Ph. Eur/USP/JP: 50 mg, Calcium
chloride. 2H20 Ph. Eur/lUSP/JP: 6.2 mg, Sterilized Water for Injections Ph.
Eur/USP: 10 ml for M/s Baxalta Bioscience India Private Limited (importer and
marketer).

11.1  The Committee deliberated upon the matter in detail and recommended the
retail price of each vial containing Human Coagulation Factor VIII — 1000 IU, Human
Von Willebrand Factor (VWF:RCo) — 750 IU, Human Albumin Ph.Eur: 23.3 — 60 mg,
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Glycine Ph. Eur/lUSP/JP: 50 mg, Lysine. HCI Ph. Eur/USP/JP: 50 mg, Sodium
chloride Ph. Eur/lUSP/JP: 20 mg, Trisodium citrate. 2H20 Ph. Eur/lUSP/JP: 50 mg,
Calcium chloride. 2H20 Ph. Eur/USP/JP: 6.2 mg, Sterilized Water for Injections Ph.
Eur/USP: 10 ml for M/s Baxalta Bioscience India Private Limited (importer and
marketer) at Rs. 11,606.67 per vial excluding GST, being lower than the claimed
price of Rs. 17517.14 per vial excluding GST, as detailed below:

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 API content
s* = reference strength
a= 0.8 for tablet / capsule and 0.7 for injectibles.

Calculation based on ceiling price of Coagulation Factor VIII Powder for Injection 250
IU as on November 2021 i.e. six month prior to the date of application.

Ceiling Price for Coagulation Factor VIII powder for Injection 250 IU = Rs.3744.09
per vial excluding GST [SO. 1330(E) dated 25.03.2021]

Derived Retail price for Human Coagulation Factor VIII, Virus Inactivated |.P. 1000
IU in a vial= 3744.09[1+0.70{1000-250/250] = Rs. 11,606.67 per vial.

12. Agenda No. 12: Retail price fixation under Para 5 of DPCO, 2013 - Each film
coated tablet containing Linagliptin + Metformin Hydrochloride IP.

12.1 The Committee noted that two applications have been received for retail price
fixation of two Fixed Dose Combinations (FDCs) of Linagliptin and Metformin tablets
i.e. (i) Linagliptin 2.5 mg + Metformin 1000 mg tablet, and (iii) Linagliptin 5 mg +
Metformin 1000 mg tablet. The Committee further noted that M/s NATCO Pharma
Limited vide email dated 08.03.2022 informed that the Patent No. IN 227719 (Claims
Linagliptin generally) expired on 21.02.2022 and Patent No. IN 243301 (Claims
Linagliptin generally and specifically) will be expiring on 18.08.2023.

12.2. 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 ‘Linagliptin and Metformin tablet’ in which
the Authority decided as follows:

(i) The Authority noted that the formulation “Linagliptin” 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 with 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
Linagliptin 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. ‘Linagliptin’ to arrive at the retail price. Accordingly,
the Committee recommended to allow retail price for the FDCs of Linagliptin
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.”

(i) 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.

12.3 The Committee observed that the market data of the FDCs of Linagliptin 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.
‘Linagliptin’ to arrive at the retail price. Accordingly, the Committee recommended to
allow retail price for the FDCs of Linagliptin and Metformin tablet in line with the
decision taken in its 40" meeting held on 14.03.2022 and approved by the Authority
in its 96" meeting held on 24.03.2022. The Committee also observed that the retail
price of FDCs of Linagliptin +Metformin tablet was also recommended in the same
line in its 41% meeting dated 08.04.2022 and approved by the Authority in its
97" meeting held on 06.05.2022.

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

12.4.1 Each film coated tablet containing Linagliptin 2.5mg + Metformin
Hydrochloride IP (as extended release) 1000mg for M/s Eris Lifesciences Limited
(Marketer) and M/s MSN Laboratories Private Limited (Manufacturer) at Rs. 16.37
per tablet excluding GST as detailed below:

d{v



S. |Particulars Source/Method Amount
No. (Rs.)
Each film coated tablet containing
Linagliptin 2.5mg + Metformin
Hydrochloride IP 1000mg (extended
release)
(a) |Derived retail price of Linagliptin 5mg Retail price (as per 44 .81
November 2021 data)
(b) [Derived retail price of Linagliptin 2.5mg as 6,886
per Pronab Sen Committee Report (Note) '
(c) [50% of (b) 13.443
(d) [Metformin 1000 mg (extended release)  |Ceiling Price 3.66
(e) [Sub of (c) and (d) 17.103
(f) |Less: 20% of the lowest of (c) and (d) as 0.732
recommended in the Pronab Sen
Committee report
(@) [Worked Out Retail Price (e) — (f) 16.371
(h) |Claimed Retail Price 22.32
(i) |Retail Price as per Pharmatrac based on 24.88
JNovember, 2021 data
() |Recommended Retail Price 16.37

Note: Derived retail price of Linagliptin 2.5mg as per Pronab Sen Committee Report

P(s) = P*[1+A{(S-S%)/S*}]

Where: P(s) = Price of the strength s
p* - Price of the reference strength s*
S = Strength in terms of API content
S* = reference strength
A = 0.8 for pack / capsule and 0.7 for injectibles
P(s) = 44.81 [1+0.8{2.5-5/5}] = 26.886

12.4.2. Each film coated tablet containing Linagliptin 5mg + Metformin Hydrochloride
IP (as extended release) 1000mg for M/s Eris Lifesciences Limited (Marketer) and
M/s MSN Laboratories Private Limited (Manufacturer)at Rs. 25.33 per tablet
excluding GST as detailed below:

Qe




S. |Particulars Source/Method Amount
No. (Rs.)
Each film coated tablet containing
Linagliptin 5mg + Metformin Hydrochloride
IP 1000mg (extended release)
(a) [Derived retail price of Linagliptin 5mg Retail price (as per 44 .81
November 2021 data)
(b) [50% of (a) 22.405
(c) |Metformin 1000 mg (extended release) [Ceiling Price 3.66
(d) [Sub of (b) and (c) 26.065
(e) |Less: 20% of the lowest of (c) and (d) as 0.732
recommended in the Pronab Sen
Committee report
(f)  |Worked Out Retail Price (d) — (e) 25.333
(g) [Claimed Retail Price 26.79
(h) [Retail Price as per Pharmatrac based on NA
November, 2021 data
(i) [Recommended Retail Price 25.33

13. Agenda No. 13: Retail price fixation under Para 5 of DPCO, 2013 - Each
capsule contains: Acetazolamide IP 500mg (as an Extended Release) for M/s
Sidmak Laboratories (India) Pvt. Ltd. (Manufacturer) and M/s Sun Pharma

Laboratories Limited (Marketer).

13.1 The Committee deliberated upon the matter in detail and recommended the
retail price of each capsule containing Acetazolamide IP 500mg (as an Extended
Release) for M/s Sidmak Laboratories (India) Pvt. Ltd. (Manufacturer) and M/s Sun
Pharma Laboratories Limited (Marketer) at Rs. 8.15 per capsule excluding GST,
being lower than the claimed price of Rs. 9.82 per capsule excluding GST, as

detailed below:

Derived retail price as per Pronab Sen Committee Report

P(s) = P*[1+A{(S-S*)/S*}]

Where:

p*
S
g*
A

P(s)

Price of the strength s
Price of the reference strength s*
Strength in terms of API content
reference strength

0.8 for tablet/capsule and 0.7 for injectibles




Calculation of price of Acetazolamide IP 500mg Capsule (as an Extended
Release)

Ceiling price for Acetazolamide IP 250mg Capsule = Rs. 4.53 per capsule [
S0.1330(E) dated 25.03.2021]

Derived retail price for Acetazolamide IP 500mg Capsule =
4.53[1+0.80{(500-250)/250}] = Rs. 8.15 per capsule

\S“P
The meeting ended with a vote of thanks to all. ‘/

(Rashmi Tahiliani)
Jt. Director (Pricing)
Copy to:
All members of the Committee.



Computatim of Retall Price based on November, 2021 Data under Para 4 of DPCO, 2013

| Number of Compa nles eoslsting of Market Shans of 1X & Above
[Each film oosted tablet Ining Sitagfiptin Phasphato Monckydrato [P equlval Stagliptin 50 mg and Metformin Sum of MAT value considered for prion calcidation (in Lakhs) 4S5 483237
Hydrochlortde P 500 me Sum cf FIR per unit constdered far price calculation 38.580
Number of Packs consldamed 2
Averige FTR | 19.300
Add : 16% Retsller Margin 3,09
Retall Price (without focz] taxes) 2350
% Rechrcton with compared to Highest Price 0.00%
Minimum Prico (Rs.} | 19.29
Malrmum Price (Rs.) | 19.30)
Average of sll consldered [Rs.) 1930
Retall Priem (R} 22,39
TOTALMAT 4 548,336,924 100% M3
S.No. |8+ Rawr oy oAt Strength Pack Size | Unit PTR{Rs.) MAT{Rs.) SKUwiso |Brandwis [Quality{ | Price Prico por Unit
Pack Doscrfption BRAND Company MAT % o MAT T/ perUnit |(Rs.) Consldered
{fgrorng |Y=Yes (R
O% MAT) |K=No
1[ISTAMET SOIS_W MG TABLET 15 ISTAMET J5uN PHARMA LABRATORIES LTD. 50/500 MG 15 TABLET 283.510 1747585423.52| 38.42% A842% Y 19.20 19,30
2} JANUMET 50/500 MG TABLET 15 JANUMET M50 PHARMACEUTICALS PRIVATE LTD. 50/500 MG 15 TARLET 363.290 ‘Z600751500.17! 61.,50% 81.58% Y 1920 |, 1929
Rs. Por tablet
[Warked aut Retail Price MIMMMGST




Computztion of Retall Prictrbased on November, J021 Data uades Para 4 of BPCD, 2013

Number of Compantes cosisting of Markat Share of 1% 8 Abave

2

Each film coated tablet Irdng Sitagtiptin Phosphate Monchydrats 1P cquivalentto Sitagliptin 50-mg and Metformin Sum of MAT value consldered for prce ealculatian (in Lakhs) 21,2151
Hydrachioride [P 1000 mg Sum of FTR per unit cansidered for prse esleudatian 39,590
Numberof Patks considered F]
Average PTR 19.800
Add 1 16% Retaller Mamgin 3.17
Retall Price {withaut Jocal taxes) 22870
% Reduction with wdto Highest Price 0.15%
Mintmum Price (Rs.) | 1336
Maximum Price (Rs.) ] 19.83
. Avarage of all considesed (Ra) 19.80)
Retall Price (Ry) ] .97,
TOTAL MAT 2,127,630,748 1006 M3
[shio. |5 rmer T AT IStrength Pack Size | Unit FTRIRs.) MAT(Rs.} SKUwise |Brandwis [Qualfy{ | Price Prico par Unit
Pack Description BRAND Company MAT % s MAT [YM) perUnit |{Rs.) Consldered
(lgnoring [Y=Yes (Rs.}
O% MAT) |N=No
ISTAMET 50/1000 MG TABLET 15 ISTAMET SUN PHARMA LABORATORIES LTD. 50/1000 MG 15 TABLET 257,440/ 57384099305 25.97% 28.97% Y 19,583 10,83
FANUMET 50/1000 MG TABLET 15 JANUMET MSD PHARMACEUTICALS PRIVATE LTD. S0/1000 MG 15 TABLET 296430 3553689748.63 TLO3% T2.03% Y 19.76 19.76
Rs. Pef tahlet
Workad et Retall Price 72.97] Excluding G5T




Computation of Retall Price based ou b ber. 2021 Data under Pam 4 of DPCO, 2013
Number of Companies cosisting of Market Share of 1% & Above 3
Sum of MAT value consldered for price calcylation [in Lakhs) 1,130.57
Each Film coated tablet Intng Hlaride IP B50 mg Sumof PTR par unlt cansidered far price calculation 13.730
ber of Pack Tdered 6
|Average FIR | 2.290
Add 7 16% Retaller Margin 0.37
Im::a’ﬂ Paice {withaut kocal taxes) 2660
[% Reduction with compared to Highest Price 15.50%
| mttntmum Price {Rs.) | 150
Maximem Price {Re.) ] 7
[Avesage of 81l constdered (Rs.) 2315
Ratail Price {Ry.) 266
TOTAL MAT 113875482 100%. M3
S.No, [&F Rawr [y Eae [Strength Pack Size | Unit PTR{Rs.) MAT(Rs.) SKUwlise |Brandwis [Quality{ | Price Price perUnit
Pack Descrptioh BRAND Company MAT % e MAT Y] perUnit [{Rs.) Considered
{lgnadng |YsYes (Rs)
0% WAT) |N=No
1] BIGOMET 850 MG TABLET 10 BIGOMET ARISTO PHALMACEIJ“CHLSPVT.I.TB BSDMG 10 TABLET 14.970/ 216873384 1.80% 1.B6% Y 1.50 1.50
2| DIAFER FORTE 850 MG TABLET 10 DIAFER EAST WEST PHARMA 850 MG ia TABLET 10,640 254457.20/ 0.21% 0.23% N 1.08
BIDIAMET 850 MG TAALET 1S DIAMET BAL PHARMA 850 MG 15 TABLET 20.710 IJBMJ.B‘ 0.at% 0.01% N 1.38
A4{EXERMET 850 MG TABLET 15 EXERMET CIPLALTD. BSOMG 15 TABLET 24,000, mmml 0.39% 0.33% N 1.60
S]G MET (EAST WEST) FORTE i50 MS TABET 10 G MEY [EAST WES] EAST WEST FHARMA B50 MG 10 TABLET 10,6540 24973.68]  0.03% 0,03% N 1,06
B|GLUFCRMLN 850 MG TABLET 10 GLUFCRMIN ABBOTT HEALTHCARE PVT. LTD 8BS0 MG 10 TABLET 25530 4944233.64 A434% 4.34% Y 260 260
7IGLYOPHAGE 850 MG TABLET 10 GLYOPHAGE FFRANCD INDIAN PHARMACEUTICALS PYTLID 850 MG 10 TASLET 13.850 #4282516.84 38.89% 3B.69% hi 1.99 1.99
8| 6LYCOMET 850 MG TAELET 10 GLYCOMET USVPVTLTD ASO M5 10 TABLET 25920 5349010389 L557% 48.97T% Y 2.59 259
B{INCONTROL 850 MG TABLET 1¢ JiNCONTROL FUSION HEALTHCARE PVTLTD BSOMG 10 TABLET 25.710 51335.48 0.05% 0.05% ] 257
10| WALAPHAGE 850 MG TABLET 15 WALAPHAGE WALLACE PHARMACEUTICALS LTD. 850 MG 15 TABLET 35.140 AT9T347.94) 4 21% 4.21% Y 234 234
11]X-MET 850 MG TABLET 15 X-AMET (GLENMARK PHARMACEUTICALS LTD. B850 MG 15 TABLET AQ0,710 3373536.99 2.56% 256% Y 2. 271
Rs. Perfatlet
Worked ot Retall Price 2.55|Excluding GST




Computatdan of Retal Price based 61 Manch, 2022 Data ander Fara 4 of DPCO, 2013
Mumber of Companl Isting of Markat Share of 1% & Abowva 2
Sum of MAT value consldered for price caladation {in Lakhs) 17.5331.07
Exch fim coated tablet contalning Sitagliptin Phosphate Monohydrate (P equivalent to Sitaglipin 00 mg Sum of PTR per unlt comsidered for price caloulath 96360
Numnber of Packs considered 3
Averaze PTR | 32.130
Add : 163 Retaller Margln 5.14
Retail Price (without tocal taxes) 37.270
| % Raduction withcompared to Kighast Prce 0.03%
Alnlmum Prfce {Rs.) | 3210
|Madrruam Peice (Re.) | 32.14
Average of afl constdered (Rs.) .13
|Retad Pifce (Rs) | T XY
TOTAL MAT 1,793,306,607 100% M2
SMo. [9% faaet fuu Exei Strength Pack Skze | Unit PTR(Rs.) MAT(Rs.) SKUUwlse |Brandwis {Qualify{ | Price Price par Unit
Pack Description, BRAND Company MAT % e MAT {YiN) per Unit  |(Rs.) Conslidoved
. (fgnorng {¥=Yes (Rs.)
0% MAT) [N=to
1 lISI'AVE!.m WG TABLET 7 ISTAVEL SUN PHARMA, LABORATORLES LTD. 100 MG 7 TABLET 225,000/ 448120575.00] 24.99% 2_499% Y 3214 3214
2| JANUMVIA 100 MG TABLET 15 LANUMIA MSD PHARMACEUTICALS PRIVATE LTO. 100 MG 15 TABLET 481.570 170092593185 0.468% T5.01% Y 2.1 32,10
3[IANUVIA 100 MG TABLET 7 JANUVIA SO PHARMACEUTICALS PRIVATE LTD. 100 MG 7 TABLET 225.000 1175024100.00 63.53% T501% Y 3214 ALl
- Rs. Pet tablet

Worked out Retail Price

wna

Exchading GST




Computation of Retall Price based on Dctober, 2022 Data undet Pasa 4 of DPOO, 2013

Number of Companles eoslsting of Market Share of 1X & Above 2
Sum of MAT value consdered for prce calcutatlan (in Lakie) 7,757.08
Each film costed tablet contalring Sitaglptin Phorphate Manohydsate tP equivalent to Sitagllptin 50 mg Sum of FTR per unit coasldered for price calculation 59,080
Mumber of Packs consideted 2
Average PTR | 28,540
Add : 16% Retaller Margin _ 473
Retail Price (without [oeal tanes) 34.270
% Reduction with compared to Kighest Price 0.17%
[mtniomurn Price A1) | 29.49)
| Maximum Price (R5.) ] 29.59
&verzpe of all considened [Rs.) 29.54|
lRetalI Price (Re) 1 34.37
TOTAL MAT 776,708,405 100%| M3
S.No. |&% TRT [ EXE] Strength Pack Siza | Unit PTR{R=) | MAT(Rs) SKUwlse |Brandwis [Quality{ | Price Price per Unit
Patk Descripiion BRAND Company MAT % o MAT YiIN) perUnit {{Rs.) Considered
(lgnoring |Y=Yes {Rs,)
Ok MAT) |[N=No
1 [ISTAVEL 50 MG TARLET 7 ISTAVEL SUK PHARMA LABORATORIES LTD, SOMG 7 TABLET 206.430 21091778820 27.10% 27.19% Y 2048 28.49
2} JANUVIA SO MG TABLET T JANUVIA MSD PHARMACEUTICALS PRIVATE LTD. LOMG 7 TABLET 207140 S64790616.82 T2.81% 72.81% Y 2959 29.59
Rs, Per tablet
|Worked ot Retall Prica 3427 | Excduding GST




tion of Retall Price bated on October, 2021 Data wnd ér Para 4of DPCD, 2013

Number of Companles cosisting of Market Share &f 1% & Above
ach Bl coated tablet contalning Siteghiptin Phosphate Monchydrate IP equivalent to Sitagliptin 50 mg + Metf 5um of MAT value consldered for prcs ealculatlan fin Lakhs) 45.163.46
Hysrachiarde IP 500 mg sum of PTR per unit contidered for price caleulation 38.5%0
Number of Packs considared 2
Averaga PTR | 19.300
Add : 16X Retaller Margln B 309
Retail Price {without [ocal taxes) 22390
1% Reduction with compared ta Highest Price 0.00%
Mintmun Price (Re.] | 19.35)
Maximum Pries {Re.) { 19.30)
~ |Averzge of all considered {Re) 19.30]
|Ratail frica (Re.} | 22.39]
TOTAL MAT 4,516,346,070 100%] . M3
[SHe. [&= Rmoor oY Ex=1 Strength . Pack Size | Unit PTR{Rs) MAT(Rs.) SKUwise |Brandwis [Qualify( | Price Price per Unit
Pack Description BRAND Company MAT % o MAT  |YiN) perUnit  |(Rs.) Considered
- {ignoding (Y=Yes  |{Rs.)
O% MAT) [N=No
1 |ISTAMET 50/500 MG TASLEY 15 ISTAMET SUN PHARMA LABORATORIES LTD. £0/500 MG 15 TABLET 18351 1726624886.06] 30.03% BN Y 1630 19,30
2| IANUMET 50/500MG TABLET 35 JANUMET MSD PHARMACEUTICALE PRIVATE LTD. 50500 MG 15 TABLET 289.29 J7soTa118448|  61.1T% 81.77% Y 1929 1829
Rs. Per fablet
Worked out Retalf Price 22 33| Excludlng GST
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Compurta Hon of Retall Prlce bated on Novembar, 2021 Data umder Para 4 of DPOOD, 2013

.

[MumbBar of Companies eoilsting of Markel Sham of 1% & Above ] H
Retall price finzTan undarPars 8 <f DPCO, 2013-Campaitians Lineglipgtin L5ma + Metformin 1000me  [um of MAT value cons'dered for price cakatation (i Lakhs) 4,539.14
rtended releacs) Sum of PTR peeunh corsideead for price calculation 42.80
Nurnber of Packs canddared . 2
Avorage PTR | 21.45
Add 1 16% Retalerivincpln 3.43
Ratall frica (without local taxes) 2488
% Raduttion with mrﬁdlﬂl‘!’ghid Prica D.00%
Miskrumom Prien (Rs) | 2145
Muximarm Poicy [fle.) | 21,45
|Avarapn of all considered (Rs.) 71.4%
Retall Prics (Re.) 2463
i
TOTAL MAT 453314069 | 100%| M3
SNe, [0 Ry Ewﬁh Strength Pack Size | Unit PTR{Rs.} MAT(Rs.) SHU wice [Brandwis [Quatify( | Price Priee per Unit
Pack Description ERAND Company MAT % & MAT  |YiN) per Unit  |(Rs.) Considornd
lignoding |Y=Yes |[Rs.)
0% MAT) [Neto
1 [ONDERDMET 2.5/1000 MG TAELET 30 QNDERD MET LUPN LTD 251000 MG 10 Jablat 214.50 08089541 45.84% 45.54% b 21.43 21.43
2['TRAJENTA CUO L5/10C0 MG TABLET 18 |TRAIENTA DUD BOEHRINGER INGELMEIM 2571000 MG 1 Tabiat 21430 245024539 54.16% H.16% Y 2145 2145
1Rs, Per Tebiat
Worked out Retall Prica 2483 Eacluding GST
Chaimad Rotai Price - Excludizg GST
Propasedretad Price - Exnclodiog GST




