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F.No.12(7)/2021/DP/NPPA/Div.1l/ Vol-1V
National Pharmaceutical Pricing Authority

Subject: Minutes of the 40 meeting of the Multidisciplinary Committee of Experts
held on 14.03.2022 at 11:00 AM.

40t meeting of the “Multidisciplinary Committee of Experts” was held on 14.03.2022 at
11:00 A.M. under the convenorship of Shri Manmohan Sachdeva, Advisor (Cost),
through video-conferencing. The following members attended the meeting through
video conferencing:-

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

Dr.].]. Cherian, Scientist-D, ICMR

Dr. Rakesh Kr. Singh, Associate Professor, NIPER Raebareli

Dr. Pooja Gupta, Associate Professor, Department of Pharmacology, AIIMS-New
Delhi,

5. Dr.Jai Prakash, Sr. Principal Scientific Officer, Indian Pharmacopea Commission -
Co-opted member

L

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-Each vial
contains Total Protein 50g/L + Immunoglobulin M 6g/L + Immunoglobulin A 6g/L
+ Immunoglobulin G 38g/L + Glucose Monohydrate (as stabilizer) 27.5 g/L +
Sodium Chloride 4.56 g/L + Water for injection, Distribution of Ig G subclass is
approx. 62% lgG1, 27% 1gG2, 1%Ilg G3, 10% lg G4 for M/s Intas Pharmaceuticals
Ltd. (manufacturer and marketer)

1.1 The Committee noted that M/s Intas Pharmaceuticals Ltd made a representation
dated 04.03.2022 based on the decision taken by the Committee in its 37th, 38th and 39
meeting held on 25.11.2021, 24.01.2022 and 25.02.2022 respectively and examined the
same. The Committee deliberated upon the matter in detail and reiterated its earlier
decision taken in the 39th meeting held on 25.02.2022 that an additional 15% increase
over the present applicable ceiling price of Normal Human Immunoglobulin 5%
infusion be allowed to the subject formulation of M/s Intas Pharmaceuticals Ltd for
incremental innovation.

1.2 Accordingly, the Committee recommended the retail price of each vial of Human
Normal Immunoglobulin 5% solution (Ig M enriched) which contains Total Protein
50g/L + Immunoglobulin M 6g/L + Immunoglobulin A 6g/L + Immunoglobulin G 38g/L
+ Glucose Monohydrate (as stabilizer) 27.5 g/L + Sodium Chloride 4.56 g/L + Water for
injection, Distribution of Ig G subclass is approx. 62% lgG1, 27% 1gG2, 1%Ig G3, 10% Ig
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G4 for M/s Intas Pharmaceuticals Ltd. (manufacturer and marketer) at Rs. 177.85 per
ml [Rs. 154.65 per + additional 15% increment] excluding GST.

2. Agenda No. 2 - Retail price fixation under Para 5 of DPCO, 2013 - Each film
coated tablet containing Linagliptin + Metformin Hydrochloride IP.

2.1 The Committee noted that eight applications have been received for retail price
fixation of three Fixed Dose Combinations (FDCs) of Linagliptin and Metformin tablets
i.e. (i) Linagliptin 2.5 mg + Metformin 500 mg tablet, (ii) Linagliptin 2.5 mg + Metformin
850 mg tablet and (iii) Linagliptin 2.5 mg + Metformin 1000 mg tablet. The Committee
further noted that the formulation ‘Linagliptin’ has become/ on the verge of becoming
off-patent.

2.2. The Committee recalled the decision taken in its 3374 meeting dated 21.06.2021 and
approved by the Authority in its 89" meeting dated 28.06.2021 regarding retail price
fixation of FDCs of ‘Saxagliptin and Metformin tablet’ in which the formulation
‘Saxagliptin’ become off-patent on 05.03.2021 which are as follows:

“.The Committee noted that the patent of formulation ‘Saxagliptin’ has expired on
05.03.2021. Accordingly, the retail price of the Fixed Dose Combinations (FDCs) of
Metformin + Saxagliptin tablet, if calculated based on six month prior market data, the
price of the patented period would be taken into consideration and hence the benefits of
price rationalisation due to expiry of the patent would not be pass on to the patients.”

2.3 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
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.

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

2.4.1 Each film coated tablet containing Linagliptin 2.5mg + Metformin Hydrochloride
IP 500mg for M/s Natco Pharma Limited (Marketer) and M/s Optimus Pharma Private
Limited (Manufacturer) at Rs. 8.04 per tablet excluding GST as detailed below:

5. Particulars Source/Method Amount
No. (Rs.)
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Each film coated tablet containing Linagliptin
2.5mg + Metformin Hydrochloride IP 500mg
(a) Derived retail price of Linagliptin 5Smg Retail price (as per | 44.81
July 2021 data)
(b) Derived retail price of Linagliptin 2.5mg as per 26.886
Pronab Sen Committee Report (Note) :
(c) 50% of (b) 13.443
(d) | Metformin 500 mg Ceiling Price 1.5%
(e) Sub of (¢) and (d) 14.953
H Less: 20% of the lowest of (c¢) and (d) as 0.302
recommended in the Pronab Sen Committee
report
(g) | Worked Out Retail Price (e) - (f) 14.651
(h) | Claimed Retail Price 8.04
(i) Retail Price as per Pharmatrac based on July 23.93
2021 data
(i) Recommended Retail Price 8.04

Note: Derived retail price of Linagliptin 2.5mg as per Pronab Sen Committee Report
P(s) = P*[1+A{(S-5%)/S*}]

Where: P(s) = Price of the strength s
pe = 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

2.4.2 Each film coated tablet containing Linagliptin 2.5mg + Metformin Hydrochloride
[P 500mg for M/s Emcure Pharmaceuticals Limited (Marketer) and M/s MSN
Laboratories Private limited (Manufacturer) at Rs. 14.651 per tablet excluding GST as
detailed below:

S Particulars Source/Method | Amount
No. (Rs.)
Each film coated tablet containing Linagliptin
2.5mg + Metformin Hydrochloride IP 500mg

(a) Derived retail price of Linagliptin 5mg Retail price (as 4481
per July 2021
data)
(b) Derived retail price of Linagliptin 2.5mg as per 26.886
Pronab Sen Committee Report (Note) i
(c) 50% of (b) 13.443
(d) | Metformin 500 mg Ceiling Price 1.51
(e) Sub of (c) and (d) 14.953
() Less: 20% of the lowest of (c) and (d) as 0.302
recommended in the Pronab Sen Committee
report
(g) Worked Out Retail Price (e) - (f) 14.651
(h) | Claimed Retail Price 23.93
(i) Retail Price as per Pharmatrac based on July 2393
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2021 data

()

Recommended Retail Price

14.651

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
= = reference strength
A = 0.8 for pack / capsule and 0.7 for injectibles
P(s) = 4481 [1+0.8{2.5-5/5}] = 26.886

2.4.3 Each film coated tablet containing Linagliptin 2.5mg + Metformin Hydrochloride IP
500mg for M/s Eris Lifesciences Limited (Marketer) and M/s MSN Laboratories Private
limited (Manufacturer) at Rs. 14.651 per tablet excluding GST as detailed below:

5 Particulars Source/Method Amount
No. (Rs.)
Each film coated tablet containing Linagliptin
2.5mg + Metformin Hydrochloride IP 500mg
(a) Derived retail price of Linagliptin S5Smg Retail price (as per |44.81
July 2021 data)
(b) Derived retail price of Linagliptin 2.5mg as per 26.886
Pronab Sen Committee Report (Note) )
(c) 50% of (b) 13.443
(d) Metformin 500 mg Ceiling Price 1.51
(e) Sub of (c) and (d) 14.953
(f) Less: 20% of the lowest of (c) and (d) as 0.302
recommended in the Pronab Sen Committee
report
(g) | Worked Out Retail Price (e) - (f) 14.651
(h) | Claimed Retail Price 17.86
(i) Retail Price as per Pharmatrac based on July 23.93
2021 data
(i) Recommended Retail Price 14.651

Note: Derived retail price of Linagliptin 2.5mg as per Pronab Sen Committee Report
P(s) = P*[1+A{(S-5%)/S*}]

Where: P(s) = Price of the strength s
p* = Price of the reference strength s*
S = Strength in terms of API content
SF = 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

2.4.4 Each film coated tablet containing Linagliptin 2.5mg + Metformin Hydrochloride IP
500mg for M/s Micro Labs Limited (Marketer & Manufacturer) at Rs. 10.63 per tablet
excluding GST as detailed below:

| s.

] Particulars

] Source/Method

[ Amount
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No. (Rs.)
Each film coated tablet containing Linagliptin
2.5mg + Metformin Hydrochloride IP 500mg
(a) | Derived retail price of Linagliptin 5Smg Retail price (as 44.81
per July 2021
data)
(b) Derived retail price of Linagliptin 2.5mg as per 26.886
Pronab Sen Committee Report (Note) '
(c) 50% of (b) 13.443
(d) | Metformin 500 mg Ceiling Price 1.51
(e) Sub of (c¢) and (d) 14.953
(f) Less: 20% of the lowest of (c) and (d) as 0.302
recommended in the Pronab Sen Committee
report
(g) | Worked Out Retail Price (e) - (f) 14.651
(h) Claimed Retail Price 10.63
(i) Retail Price as per Pharmatrac based on July 23.93
2021 data
() Recommended Retail Price 10.63

Note: Derived retail price of Linagliptin 2.5mg as per Pronab Sen Committee Report
P(s) = P*[1+A{(S-5%)/5*}]

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) = 4481 [1+0.8{2.5-5/5}] = 26.886

2.4.5 Each film coated tablet containing Linagliptin 2.5mg + Metformin Hydrochloride IP
1000mg for M/s Natco Pharma Limited (Marketer) and M/s Optimus Pharma Private
Limited (Manufacturer) at Rs. 8.37 per tablet excluding GST as detailed below:

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

Each film coated tablet containing Linagliptin
2.5mg + Metformin Hydrochloride IP 1000mg

(a) Derived retail price of Linagliptin 5mg Retail price (as 4481
per July 2021
data)
(b) | Derived retail price of Linagliptin 2.5mg as per 26.886
Pronab Sen Committee Report (Note) '
(c) 50% of (b) 13.443
(d) Metformin 1000 mg Ceiling Price 3.61
(e) | Sub of (¢) and (d) 17.053
(f Less: 20% of the lowest of (¢) and (d) as 0.722
recommended in the Pronab Sen Committee
report
(g) | Worked Out Retail Price (e) - (f) 16.331
(h) | Claimed Retail Price 8.37




(i) Retail Price as per Pharmatrac based on July 24.88
2021 data
§)] \ Recommended Retail Price 8.37

Note: Derived retail price of Linagliptin 2.5mg as per Pronab Sen Committee Report
P(s) = PX[1+A{(5-57)/5*}]

Where: P(s) = Price of the strength s
p* = Price of the reference strength s*
S = Strength in terms of API content
5* = reference strength
A = 0.8 for pack / capsule and 0.7 for injectibles
P(s) = 4481 [1+0.8{2.5-5/5}] = 26.886

2.4.6 Each film coated tablet containing Linagliptin 2.5mg + Metformin Hydrochloride IP
1000mg for M/s Emcure Pharmaceuticals Limited (Marketer) and M/s MSN
Laboratories Private limited (Manufacturer) at Rs. 16.331 per tablet excluding GST as
detailed below:

S. Particulars Source/Method Amount
No. (Rs.)
Each film coated tablet containing Linagliptin
2.5mg + Metformin Hydrochloride IP 1000mg
(a) Derived retail price of Linagliptin 5Smg Retail price (as per | 44.81
July 2021 data)
(b) Derived retail price of Linagliptin 2.5mg as per 26.886
Pronab Sen Committee Report (Note) '
(c) 50% of (b) 13.443
(d) Metformin 1000 mg Ceiling Price 3.61
(e) | Subof(c)and (d) 17.053
() Less: 20% of the lowest of (c) and (d) as 0.722
recommended in the Pronab Sen Committee
report
(g) Worked Out Retail Price (e) - (f) 16.331
(h) | Claimed Retail Price 2491
(i) Retail Price as per Pharmatrac based on July 24.88
2021 data -
(i) Recommended Retail Price 16.331

Note: Derived retail price of Linagliptin 2.5mg as per Pronab Sen Committee Report
P(s) = P*[1+A{(S-5%)/5*}]

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

2.4.7 Each film coated tablet containing Linagliptin 2.5mg + Metformin Hydrochloride IP
1000mg for M/s Micro Labs Limited (Marketer & Manufacturer) at Rs. 11.52 per tablet
excluding GST as detailed below:
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5 Particulars Source/Method | Amount
No. (Rs.)
Each film coated tablet containing Linagliptin
2.5mg + Metformin Hydrochloride IP 1000mg
(a) Derived retail price of Linagliptin 5Smg Retail price (as 4481
per July 2021
data)
(b) Derived retail price of Linagliptin 2.5mg as per 26.886
Pronab Sen Committee Report (Note) )
(c) 50% of (b) 13.443
(d) Metformin 1000 mg Ceiling Price 3.61
(e) | Subof(c)and (d) 17.053
(f) Less: 20% of the lowest of (c) and (d) as 0.722
recommended in the Pronab Sen Committee
report
(g) | Worked Out Retail Price (e) - (f) 16.331
(h) | Claimed Retail Price 11.52
(i) Retail Price as per Pharmatrac based on July 24.88
2021 data
() Recommended Retail Price 11.52

Note: Derived retail price of Linagliptin 2.5mg as per Pronab Sen Committee Report
P(s) = P*[1+A{(S-5*)/S*}]

Where: P(s) = Price of the strength s
i = Price of the reference strength s*
S - Strength in terms of API content
5" = reference strength
A = 0.8 for pack / capsule and 0.7 for injectibles
P(s) = 4481 [1+0.8{2.5-5/5}] = 26.886

2.4.8 Each film coated tablet containing Linagliptin 2.5mg + Metformin Hydrochloride IP
850mg for M/s Emcure Pharmaceuticals Limited (Marketer) and M/s MSN Laboratories
Private limited (Manufacturer) at Rs. 15.451 per tablet excluding GST as detailed below:

S. Particulars Source/Method | Amount
No. (Rs.)
Each film coated tablet containing Linagliptin
2.5mg + Metformin Hydrochloride IP 850mg
(a) Derived retail price of Linagliptin S5Smg Retail price (as 44.81
per July 2021
data)
(b) Derived retail price of Linagliptin 2.5mg as per 26.886
Pronab Sen Committee Report (Note) )
(c) 50% of (b) 13.443
(d) | Metformin 850 mg (July, 2021) Retail Price 251
(e) Sub of (c¢) and (d) 15.953
() Less: 20% of the lowest of (c) and (d) as 0.502
recommended in the Pronab Sen Committee
report
(g) | Worked Out Retail Price (e) - (f) 15.451




(h) | Claimed Retail Price | 24.38
(i) Retail Price as per Pharmatrac based on July - ‘ 2436

| |2021data - —

() Recommended Retail Price '15.451

Note: Derived retail price of Linagliptin 2.5mg as per Pronab Sen Committee Report
P(s) = P*[1+A {(S-S*)/5*}]

Where: P(s) = Price of the strength s
p* = Price of the reference strength s*
5 = Strength in terms of API content
S5 = 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

2.5 The committee also noted that the therapeutic category of all the above FDC of
Linagliptin and Metformin is Antidiabetic. However, the same has been stated
inadvertently as Antihypertensive.

3. Agenda No. 3 - Retail price fixation under Para 5 of DPCO, 2013 - Fixed Dose
Combinations (FDCs) of Sitagliptin and Metformin tablet.

3.1 The Committee noted that ten applications have been received for retail price
fixation of three 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 500 mg (extended release) tablet
and (iv) Sitagliptin 100 mg + Metformin 500 mg (extended release) tablet. The
Committee further noted that the formulation ‘Sitagliptin’ is on the verge of becoming
off-patent.

3.2. The Committee recalled the decision taken in its 337 meeting dated 21.06.2021 and
approved by the Authority in its 89t meeting dated 28.06.2021 regarding retail price
fixation of FDCs of ‘Saxagliptin and Metformin tablet’ in which the formulation
‘Saxagliptin’ become off-patent on 05.03.2021 which are as follows:

“ .The Committee noted that the patent of formulation ‘Saxagliptin’ has expired on
05.03.2021. Accordingly, the retail price of the Fixed Dose Combinations (FDCs) of
Metformin + Saxagliptin tablet, if calculated based on six month prior market data, the
price of the patented period would be taken into consideration and hence the benefits of
price rationalisation due to expiry of the patent would not be pass on to the patients.”

3.3 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
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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.

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

3.4.1 Each film coated tablet containing Sitagliptin Phosphate Monohydrate IP 64.25 mg
eq. to Sitagliptin 50 mg + Metformin Hydrochloride IP 1000 mg for M/s Alkem
Healthscience (manufacturer) and M/s Alkem Laboratories Ltd. (marketer) at Rs.
20.025 per tablet excluding GST as detailed below:

S. | Particulars Source/Method Amount
No (Rs.)
Composition — Each film coated tablet containing
Sitagliptin Phosphate Monohydrate [P eq. to
Sitagliptin 50 mg + Metformin Hydrochloride IP
1000 mg
(a) | Derived retail price of Sitagliptin 50 mg tablet Retail price (as per | 34.27
May, 2021 data)
(b) | 50% of (a) 17.135
(¢) | Metformin IR 1000 mg Ceiling Price [SO.
1330(E) dated 361
25.03.2021]
(d) | Retail Price [b+c] 20.745
(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) 20.025
(g) | Claimed Retail price 2411
(h) | Retail price of FDC of ‘Sitagliptin 50mg + 21.58
Metformin 1000 mg tablet” as per Pharmatrac
Data for May 2021
(i) | Recommended retail price 20.025

3.4.2 Each film coated tablet containing Sitagliptin Phosphate Monohydrate IP 64.25 mg
eq. to Sitagliptin 50 mg + Metformin Hydrochloride IP 500 mg for M/s Alkem
Healthscience (manufacturer) and M/s Alkem Laboratories Ltd. (marketer) at Rs.
18.343 per tablet excluding GST as detailed below:

9 Particulars Source/Method Amount
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No. (Rs.)
Each film coated tablet containing Sitagliptin
Phosphate Monohydrate IP eq. to Sitagliptin
50 mg + Metformin Hydrochloride IP 500 mg
(a) | Derived retail price of Sitagliptin 50 mg tablet | Retail price (asper | 34.27
May, 2021 data)
(b) | 50% of (a) 17135
(c) | Metformin IR 500 mg Ceiling Price [SO.
1330(E) dated 1.51
25.03.2021]
(d) | Retail Price [b+c]| 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 22.32
(h) | Retail price of FDC of ‘Sitagliptin 50mg + 21.67
Metformin 500mg tablet” as per Pharmatrac
Data for May 2021
(i) | Recommended retail price 18.343

3.4.3 Each film coated tablet containing Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 100 mg + Metformin Hydrochloride IP 500 mg (as an extended release form)
for M/s Alkem Healthscience (manufacturer) and M/s Alkem Laboratories Ltd.
(marketer) at Rs. 20.171 per tablet excluding GST as detailed below:

S. | Particulars Source/Method Amount
No (Rs.)
Each film coated tablet containing Sitagliptin‘
Phosphate Monohydrate IP eq. to Sitagliptin
100 mg + Metformin Hydrochloride (ER) IP
500 mg
(a) | Derived retail price of Sitagliptin 100 mg tablet | Retail price (as per | 37.27
May, 2021 data)
(b) | 50% of (a) 18.635
(c) | Metformin CR 500 mg Ceiling Price [SO. I
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 40.18

(h) | Retail price of FDC of ‘Sitagliptin 100mg + Data not
Metformin 500mg tablet” as per Pharmatrac available
Data for May 2021

(i) | Recommended retail price 20171

3.4.4 Each film coated tablet containing Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 100 mg + Metformin Hydrochloride IP 1000 mg (as an extended release
form) for M/s Alkem Healthscience (manufacturer) and M/s Alkem Laboratories Ltd.
(marketer) at Rs. 19.81 per tablet excluding GST as detailed below:

S. | Particulars Source/Method Amount
No (Rs.)
Each film coated tablet containing Sitagliptin
Phosphate Monohydrate IP eq. to Sitagliptin
100 mg + Metformin Hydrochloride (ER) IP
1000 mg
(a) | Derived retail price of Sitagliptin 100 mg tablet | Retail price (as per | 37.27
May, 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
() | Worked out Retail Price (d)-(e) a 21.563
(g) | Claimed Retail price 41.96
(h) | Retail price of FDC of ‘Sitagliptin 100mg + 19.81
Metformin 1000mg tablet” as per Pharmatrac
Data for May 2021
(i) | Recommended retail price 19.81

3.4.5 Each film coated tablet containing Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 50 mg + Metformin Hydrochloride IP 500 mg for M/s Exemed
Pharmaceuticals (manufacturer) and M/s Emcure Pharmaceuticals Ltd. (marketer) at

Rs. 18.343 per tablet excluding GST as detailed below:
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3 Particulars Source/Method Amount
No. (Rs.)
Each film coated tablet containing Sitagliptin
Phosphate Monohydrate IP eq. to Sitagliptin
50 mg + Metformin Hydrochloride IP 500 mg
(a) | Derived retail price of Sitagliptin 50 mg tablet | Retail price (as per 34.27
July, 2021 data)
(b) | 50% of (a) 17135
(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 25.98
(h) | Retail price of FDC of ‘Sitagliptin 50mg + 21.67
Metformin 500mg tablet” as per Pharmatrac
Data for July 2021
(i) | Recommended retail price 18.343

3.4.6 Each film coated tablet containing Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 50 mg + Metformin Hydrochloride IP 1000 mg for M/s Exemed
Pharmaceuticals (manufacturer) and M/s Emcure Pharmaceuticals Ltd. (marketer) at
Rs. 20.025 per tablet excluding GST as detailed below:

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

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

(a) | Derived retail price of Sitagliptin 50 mg tablet Retail price (as per 34.27
July, 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 0.72

recommended in the Pronab Sen Committee




report

(f) | Worked out Retail Price (d)-(e) 20.025
(g) | Claimed Retail price 26.70
(h) | Retail price of FDC of ‘Sitagliptin 50mg + 21.58
Metformin 1000mg tablet” as per Pharmatrac
Data for July 2021
(i) | Recommended retail price 20.025

3.4.7 Each film coated tablet containing Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 50 mg + Metformin Hydrochloride IP 500 mg for M/s Zydus Healthcare Ltd.
(manufacturer and marketer) at Rs. 18.343 per tablet excluding GST as detailed below:

S. | Particulars Source/Method Amount
No (Rs.)
Each film coated tablet containing Sitagliptin
Phosphate Monohydrate IP eq. to Sitagliptin 50
mg + Metformin Hydrochloride IP 500 mg
(a) | Derived retail price of Sitagliptin 50 mg tablet Retail price (asper | 34.27
July, 2021 data)
(b) | 50% of (a) 17135
(c) | Metformin IR 500 mg Ceiling Price [SO.
1330(E) dated 151
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 26.49
(h) | Retail price of FDC of ‘Sitagliptin 50mg + 21.67
Metformin 500mg tablet” as per Pharmatrac
Data for July 2021
(i) | Recommended retail price 18.343

3.4.8 Each film coated tablet containing Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 50 mg + Metformin Hydrochloride IP 1000 mg for M/s Zydus Healthcare
Ltd. (manufacturer and marketer) at Rs. 20.025 per tablet excluding GST as detailed

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

&




Each film coated tablet containing Sitagliptin
Phosphate Monohydrate IP eq. to Sitagliptin
50 mg + Metformin Hydrochloride IP 1000 mg
(a) | Derived retail price of Sitagliptin 50 mg tablet | Retail price (as per 34.27
July, 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 0.72
recommended in the Pronab Sen Committee
report
(f) | Worked out Retail Price (d)-(e) 20.025
(g) | Claimed Retail price 28.15
(h) | Retail price of FDC of ‘Sitagliptin 50mg + 21.58
Metformin 1000mg tablet” as per Pharmatrac
Data for July 2021
(i) | Recommended retail price 20.025

3.4.9 Each film coated tablet containing Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 50 mg + Metformin Hydrochloride IP 500 mg for M/s Morepan Laboratories
Ltd. (manufacturer and marketer) at Rs. 18.343 per tablet excluding GST as detailed
below:

S. Particulars Source/Method Amount
No. (Rs.)
Each film coated tablet containing Sitagliptin
Phosphate Monohydrate IP eq. to Sitagliptin
50 mg + Metformin Hydrochloride IP 500 mg
(a) | Derived retail price of Sitagliptin 50 mg tablet | Retail price (as per 34.27
July, 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
(H Worked out Retail Price (d)-(e) 18.343




(g) | Claimed Retail price 22.77
(h) [ Retail price of FDC of ‘Sitagliptin 50mg + 21.67
Metformin 500mg tablet” as per Pharmatrac
Data for July 2021
(i) Recommended retail price 18.343

3.4.10 Each film coated tablet containing Sitagliptin Phosphate Monohydrate IP eq. to
Sitagliptin 50 mg + Metformin Hydrochloride IP 1000 mg for M/s Morepan
Laboratories Ltd. (manufacturer and marketer) at Rs. 20.025 per tablet excluding GST
as detailed below:

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

Each film coated 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 July, | 34.27
tablet 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) | Worked out Retail Price 20.745
(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) 20.025
(g) | Claimed Retail price 22.86
(h) | Retail price of FDC of ‘Sitagliptin 50mg + 21.58

Metformin 1000mg tablet” as per
Pharmatrac Data for July 2021

(i) | Recommended retail price 20.025

4. Agenda No. 4 - Retail price fixation under Para 5 of DPCO, 2013- Each uncoated
sustained release tablet contains Medroxyprogesterone Acetate IP 30 mg for M/s
Synokem Pharmaceuticals Ltd. (manufacturer) and M/s Serum Institute of India
Ltd. (marketer).

4.1 The Committee deliberated upon the matter in detail and recommended the retail
price of each uncoated sustained release tablet contains Medroxyprogesterone Acetate
IP 30 mg for M/s Synokem Pharmaceuticals Ltd. (manufacturer) and M/s Serum
Institute of India Ltd. (marketer) at Rs. 14.04 per tablet excluding GST as detailed
below:

'y




Computation of Retail Price per Tablet Source/Method Amount (Rs.)
Derived retail price of Medroxyprogesterone| Note 1 Rs. 14.04 per
Acetate Sustained Release Tablets 30 mg tablet
excluding GST
Company Claimed Price excluding GST (per Rs. 16.52
tablet)
Recommended price excluding GST (per Rs. 14.04
tablet)

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

Calculation of price Medroxyprogesterone Acetate Sustained Release Tablets 30 mg

Ceiling Price for Medroxyprogesterone Acetate tablet 10 mg = Rs. 5.40 per tablet [SO.
1330(E) dated 25.03.2021

Derived Retail price for Medroxyprogesterone Acetate tablet 30 mg in line with the
formula as Pronab Sen Committee Report= 5.40[1+0.80{30-10)/10}] = Rs. 14.04 per
tablet.

5. Agenda No. 5 - Retail price fixation under Para 5 of DPCO, 2013- Each uncoated
sustained release tablet contains Medroxyprogesterone Acetate IP 30 mg for M/s
Synokem Pharmaceuticals Ltd. (manufacturer) and M/s Torrent Pharmaceuticals
Ltd. (marketer)

5.1 The Committee deliberated upon the matter in detail and recommended the retail
price of each uncoated sustained release tablet contains Medroxyprogesterone Acetate
IP 30 mg for M/s Synokem Pharmaceuticals Ltd. (manufacturer) and M/s Torrent
Pharmaceuticals Ltd. (marketer) at Rs. 14.04 per tablet excluding GST as detailed
below:

Computation of Retail Price per Tablet Source/Method Amount (Rs.)
Derived retail price of Medroxyprogesterone| Note 1 Rs. 14.04 per
Acetate Sustained Release Tablets 30 mg tablet

excluding GST
Company Claimed Price excluding GST (per Rs. 20.50
tablet)

&




Recommended price excluding GST (per‘
tablet)

Rs. 14.04 ’

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

Calculation of price Medroxyprogesterone Acetate Sustained Release Tablets 30 mg

Ceiling Price for Medroxyprogesterone Acetate tablet 10 mg = Rs. 5.40 per tablet [SO.
1330(E) dated 25.03.2021

Derived Retail price for Medroxyprogesterone Acetate tablet 30 mg in line with the
formula as Pronab Sen Committee Report= 5.40[1+0.80{30-10)/10}] = Rs. 14.04 per
tablet.

6. Agenda No. 6 - Retail price fixation under Para 5 of DPCO, 2013-
Glycopyrrolate, Formoterol and Budesonide Metered Dose Inhaler in which each
actuation delivers Glycopyrrolate IP 9 mcg + Formoterol Fumerate Dilhyderate IP
eq. to Formoterol Fumerate 4.8 mcg + Budesonide IP 160 mcg for M/s Zydus
Healthcare Ltd. (manufacturer and marketer)

6.1 The Committee noted that Glycopyrrolate Injection 0.2mg/ml is a scheduled
formulation. The Committee further noted that the data of Glucopyrrolate 25 mcg
respule is available in Pharmatrac database. The Committee deliberated upon the
matter in detail and decided that since the application is for inhalation, the data of
Glucopyrrolate respules would be appropriate to calculate the price of formulation
under consideration since inhaler and repsules are similar type of formulations.
Accordingly, the Committee recommended the retail price of Glycopyrrolate,
Formoterol and Budesonide Metered Dose Inhaler in which each actuation delivers
Glycopyrrolate IP 9 mcg + Formoterol Fumerate Dilhyderate IP eq. to Formoterol
Fumerate 4.8 mcg + Budesonide IP 160 mcg for M/s Zydus Healthcare Ltd.
(manufacturer and marketer) at Rs. 8.63 per MDI excluding GST as detailed below

Computation of Retail Price Source/Method Amount (Rs.)
Glycopyrrolate, Formoterol and
Budesonide  Metered Dose Inhaler
Composition - Each actuation delivers

Glycopyrrolate IP 9 mcg + Formoterol
Fumerate Dilhyderate IP eq. to Formoterol
Fumerate 4.8 mcg + Budesonide IP 160

mcg
a. Glycopyrrolate IP 9 mcg Note 1 12:13
b. Formoterol Fumerate Dilhyderate IP | Note 2 2.14

eq. to Formoterol Fumerate 4.8 mcg +
Budesonide IP 160 mcg




Total (a) + (b) 14.27

c. Less 20% of the lowest of (a) and (b) 0.43

as recommended in the Pronab Sen

Committee report

Worked out Retail Price (a+b-c) 13.84 per MDI
excluding GST

Company Claimed Price 8.63 per MDI
excluding GST

Recommended price 8.63 per MDI
excluding GST

Note 1. Derived Retail Price of Glycopyrrolate IP 9 mcg

Formula 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.

Retail price of Glycopyrrolate IP 25 mcg respules (based on Pharmatrac data of July,

2021) = Rs. 24.86 per 1 ml

Derived Retail price for Glycopyrrolate IP 9 mcg respules as per the Pronab Sen Committee
formula = 24.86[1+0.80{9-25)/25}] = Rs. 12.13

Note 2. Derived Retail Price of Budesonide 160 mcg + Formoterol 4.8 mcg MDI

Ceiling Price of Inhalation (MDI) Budesonide 200 mcg + Formoterol 6 mcg (Ceiling Price
as per notification no. 1330(E) dated 25th March, 2021)= Rs. 2.68 per MDI

Derived Retail price for Inhalation (MDI) Budesonide 160 mcg + Formoterol 4.8 mcg =
2.68x 0.80 =Rs. 2.14 per MDI i.e price calculated on proportionate basis to that of
strength.The strength of the formulation under consideration (Budesonide 160 mcg +
Formoterol 4.8 mcg) is 80% of formulation for which ceiling price is fixed(Budesonide
200 mcg + Formoterol 6 mcg).

7. Agenda No. 7 -Retail price fixation under Para 5 of DPCO, 2013- Each uncoated
mouth dissolving tablet contains Folic Acid IP 5mg+ Pyridoxine Hydrochloride IP
3mg + Methylcobalamin IP 1500mcg +Vitamin D3 IP 1000 IU for M/s Unison
Pharmaceuticals Pvt. Ltd. (manufacturer and marketer)

7.1 The Committee deliberated upon the matter in detail and recommended the retail

price of Each uncoated mouth dissolving tablet contains Folic Acid IP Smg+ Pyridoxine
Hydrochloride IP 3mg + Methylcobalamin IP 1500mcg +Vitamin D3 IP 1000 IU for M/s

q\,



Unison Pharmaceuticals Pvt. Ltd. (manufacturer and marketer) at Rs. Rs.6.70 per tablet
excluding GST (i. lower of calculated and claimed price)as detailed below:

SL. Company Source/ (Rs)
No. Method
1 Each film coated tablet containing | As  notified | 10.97
Methylcobalamin IP 1500mcg, Alpha | vide SO.
Lipoic Acid USP 100mg, Vitamin D3 | 3400(E)
IP 1000 IU, dated

Pyridoxine Hydrochloride IP 3mg, | 19.08.2021
Folic Acid IP 1.5mg

2 Less:- Price of Alpha Lipoic Acid 100 | Note 1 3.32
mg

3 Less:- Price of Folic Acid 1.5 mg Note 2 0.62

4 Derived price of Methylcobalamin 7.03

[P 1500mcg, Vitamin D3 IP 1000 IU,
and Pyridoxine Hydrochloride IP

3mg [ (1) -(2) - (3)]

5 Add: Folic Acid IP 5 mg [Ceiling Price | 1.40
(as per
notification
no.1330(E)
dated  25th
March, 2021]

6 Total[(4)+(5)] 8.43

7 Less:- 20% of the lower of (4) and 0.28

(5)as recommended in the Pronab
Sen Committee report

8 Net Retail Price [(6) - (7)] Rs. 8.15 per tablet
excluding GST

9. Retail price claimed Rs.6.70 per tablet
excluding GST

10. Recommended retail price Rs.6.70 per tablet
excluding GST

Note 1. As per S.0. 2458(E) dated 24.09.2009, for each 1 mg of Alpha Lipoic Acid Rs.
0.03321 shall be added/ subtracted. Accordingly, for 100 mg of Alpha Lipoic Acid it
comes to Rs. 3.32 [0.03321x100 |

Note 2. Derived retail price of Folic Acid 1.5 mg tablet 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.

Derived Retail Price of Folic Acid IP 1.5 mg
Ceiling price of Folic Acid IP 5 mg = Rs. 1.40 per tablet [SO. 1330(E) dated 25.03.2021]

&



Derived Retail price for Folic Acid IP 1.5 mg = 1.40[1+0.80{1.5-5)/5}] = Rs. 0.616 per
tablet

8. Agenda No. 8 -Retail price fixation under Para 5 of DPCO, 2013- Each hard
gelatin PR capsule contains Tacrolimus IP 3 mg for M/s Cadila Healthcare Ltd.
(manufacturer and marketer)

8.1 The Committee deliberated upon the matter in detail and noted that clarification as
sought from Central Drugs Standard Control Organisation (CDSCO) is yet to be received.
Accordingly, the Committee decided that the matter would be deliberated after receipt
of clarification from CDSCO.

9. Agenda No. 9 - Fixation of Ceiling Price of Clotrimazole 1% mouth paint under
DPCO 2013 (NLEM 2015)

9.1 The Committee deliberated upon the matter in detail and noted that clarification as
sought from Central Drugs Standard Control Organisation (CDSCO) is yet to be received.
Accordingly, the Committee decided that the matter would be deliberated after receipt
of clarification from CDSCO.

The meeting ended with a vote of thanks to all. \‘y \PV"’
N q}\ﬂ}\

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



Computation of Retail Price based on July, 2021 Data under Para 4 of DPCQ, 2013

Mumber of Companies cosisting of Market Share of 1% & Above 2
Sum of MAT value Idered for price catculation {in Lakhs) 30,226.45
Sum of #TR per unitconsidered for price calculation 7726
Retail price fxation under Para § of DPCO, 2013- Composition:- Unag!iptin Smg.
Number of Packs considered 2
hversge FTR | 38.63
Add : 16% Retailer Margin 6,18
Retail Price (without local taxes) 44.81
% Reduction with compared to Highest Price 0.00%
[ wum Price (Rs) | 38.63
Maximum Price (Rs.) | 38.63
Average of all consldered {Rs.] 38.63
Retail Price (Rs.} 44.81
TOTAL MAT 3,022 644 600 100 M3
S.No. [ faator o F Strongth Pack Size [ Unit PTR[Rs) | MAT(Rs.) SKUwise |Brandwis|Qualify{ | Price Price per Unit
Pack Description BRAND Company MAT % a MAT YNy per Unit |(Rs.} Consldered
{lgnoring |YoYes {Rs.)
0% MAT) |[N=Ne
1|{ONDERO 5 MG TABLET 10 ONDERO LUPIN LTD 5 MG 10 GM 386.25 1280031248 42.35% 42.35% Y 3863 30.83
e
2| TRAJENTA S MG TABLET 10 TRAIENTA BOEHRINGER INGELHEIM 5 MG 10 GM 3856.25 1742613353 57.65% 57.65% Y 38.63 38.63
Rs. Per Gram
Wosked out Retail Price 44,81 | Excluding GST
Claimed Retail Price - Excluding GST
Proposed retall Price - Excluding GST




Computation of Retall Price based on July, 2021 Data under Para 4 of DPCO, 2013

Number of Companies Cosisting of Market Share of 1% & Above

Sum of MAT value considered for price calculation {in Lakhs) 1,200.73
Sum of PTR per unit considered for price calcutation 15,10
Retall price fixation under Para 5 of DPCO, 2013- Composition:- Metformin 850
Number of Packs considered 7
Average PFTR | 2.16
Add : 16% Retailer Margin 0.35
Retail Price {without local taxes) 2,51
% Reduction with compared to Highest Price 20.30%
Minlmumum Price (Rs.] I 1.50
Maximum Price {Rs.) | 2.71
|Average of ali considered {Rs.) 2.16
Retail Price {Rs.) I 2.51
TOTAL MAT 121,291,872 100% M3
S.No. [i% Rator T E3Ei Strength Pack Size | Unit PTR(Rs.) MAT(RS.) SKUwise |Brandwis|Qualify{ | Price Price per Unit
Pack Description BRAND Company MAT % o MAT YMN) per Unit |{Rs.) Considered
{Ignering | YoYes {Ra.)
0% MAT) (N=No
1|81GOMET 850 MG TABLET 10 BIGOMET ARISTO PHARMACEUTICALS PVT.LTD 850 MG 10 Tablet 14.97 2286982.24 1.89% 1.89% Y 1,50 1.50
2| DIAFER FCRYE 850 MG TABLET 10 DiAFER EAST WEST PHARMA 850 MG 10 Tablet 10.64 246996.96 0.20% 0.20% N 1.08
3| DIAMET 850 MG TABLET 15 DIAMET BAL PHARMA 850 MG 15 Tablet 20.71 9329.65 0.01% 0.01% N 1.38
4| EXERMET 850 MG TABLET 15 EXERMET CIPLA LTD. 350 MG 15 Tablet 24 2025456 1.67% 1.67% Y 1,60 1.60
5(G MET [EAST WEST) FORTE 850 MG TABLET| G MET (EAST WEST) | EAST WEST PHARMA 850 MG 10 Tablet 10.64 49337.76 0.04% 0.04% N 1.06 .
SIGUJFDRMIN 850 MG TABLET 10 GLUFORMIN [ABBOTT HEALTHCARE PVT. LTD B5S0MG 10 Tablet 25.99 6124933.35 5.05% 5,05% Y 2.60 250
7[GLYUPHAGE 850 MG TABLET 10 GLYOFHAGE FRANCO |NOIAN PHARMACEUTICALS PV B30 MG 10 Tablet 19.86 48650334.37 40.12% 40.12% Y 1.99 1.99
5|GL\'GDMI:'I' 850 MG TABLET 10 GLYCOMET usv PVT LTD 850 MG 10 Tablet 23,57 52874062,46 43.59% 43.53% Y 2,36 2.36
O]INCONTROL 850 MG TABLET 10 INCONTROL FUSION HEALTHCARE PVT LTD 250 MG 10 Tablet 25.71 1162052 0.01% 0.01% N 2.57
10 {MET DM 850 MG TABLET 10 MET DM SHRRISHTI HEALTHCARE 850 MG 10 Tablet 13.58 1534.54 0.00% 0.00% N 1.3
11|WALAPHAGE 850 MG TABLET 15 WALAPHAGE 'WALLACE PHARMACFUTICALS LTD. 550 MG 15 Tablat 35.14 458448778 3.78% 3.78% Y 2.4 2.34
12|X-MET 850 MG TABLET 15 X-MET GLENMARK PHARMACEUTICALS LTD. B850 MG 15 Tablet 40.71 4415790.63 3.64% 3.684% Y 2.7 2.71
Rs. Per Gram
Worked out Retail Price 2.51fExciuding GST
Claimed Retail Price - |Excluding GST
Proposed retall Price - |Extluding GST




Computation of Retz Primbased on My, 021 Data under fara 4 of DPOD, 2013

Number of Companles coslsting of Market share of 1% & Above

Surn of AT valtie consldered for price clkoulation (in Lakhs) 7,682.25
Each fim coated tablet cntalning Stagliptin Phesphate Monohydrate 1P eq. 1o Sitagliptin 50 my Sum of PTR per unkt conddered for price ealtulation 59.08
Number of Packs eonddered 2
Averape FTR | 29.54
Add 2 16% Retaller Margin 4.73
Retall Price (without focal taxes) 327
% Reduction with comipared to Highest Price 0.17%
Minlmumum Price{Rs) | 249
Maximum Price (Rs) 2955
Average of all idered (Rs. 29.54/
Retail Price [Rs.] 34.27
TOTAL MAT 760,224 606 | 100% w3
SNo. |9% D0 a1y ETEn Strength Pack Stzo | Unit PTR{Rs.] MAT(RZ) SKUwise |Brandwls [Quality | | Price Prico per Unit
Pack Description BRAND Company MAT % a MAT * |Ym) parUnit |(Rs.) Considered
{ignodng [Y=Yez {R=)
O% MAT) [N=No
1[{STAVEL 50 MG TADLET 7 ISTAVEL SUN PHARMA LABORATOHIES LTD. 50 MG 7 TABLEY 20643 215715840.7]  2B.08% 26.08% Y 25,49 2049
2| JANUVEA 50 MG TARIET 7 LANLIVIA MSD PRARMACEUTICALS PRIVATE LT 50 MG 7 TABLET 107.14 ssrsomssa 8| T1.82% 71.92% Y 29.59 2959
Rs. Per Tablet
Woriked out Retall Prics ] 3qw|excuding GsT




G ation of Retall Price based on May, 2021 Data under Para 4 of DPCO, 2013

= |Number of Compani: ing of Market Share of 1% & Above 2
Sum of MAT value considered for price calculation (in Lakhs) 17,876.11
Each film coated tablet contalning Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin 100 mg Sum of PTR per unit considered for price calculation 96.38
Number of Packs considered 3
Average PTR 1 32.13
Add : 16% Retaller Margin 5.14
Retail Price (without local taxes) wzr
% Reduction with compared to Highest Price 0.03%
Mini Price (Rs) | 32,10,
Maximum Price (Rs.) | 3214
Average of all considered (Rs.) 3213
Retall Price (Rs.) [ 37.27
. TOTAL MAT 1,787,610,611 100%| M3
S.No. |t% Rawor T Ezel |strength Pack Size | Unit PTR(Rs.} MAT(Rs.) SKUwise |Brandwis [Qualify ( | Price Price por Unit
Pack Description BRAND Company MAT % o MAT YIN) per Unit |(Rs.) Considered

(ignoring |Y=Yes  |(Rs.)
0% MAT) |N=No

1|ISTAVEL 100 MG TABLET 7 ISTAVEL SUN PHARMA LABORATORIES LTD. 100 MG 7 TABLET 225 464162850 25.97% 2597% Y 32,14 32.14

2| JANUVIA 100 MG TABLET 15 JANUVIA MSD PHARMACEUTICALS PRIVATE LTD. 100 MG 15 TABLET 481.57 180868060.6 10.12% 74.04% Y 32.10 32.10

3|JANUVIA 100 MG TABLET 7 JANUVIA MSD PHARMACEUTICALS PRIVATE LTD. 100 MG 7 TABLET 225 1142579700 63.92% 74.04% Y 32.14 3z.14
Rs. Per Tablet

Worked out Retall Price [ 37.27|Excluding GST




G ion of Retail Price based on July, 2021 Data under Para 4 of DPCO, 2013

- Number of Companies coslsting of Market Share of 1% & Above 2
Sum of MAT value considered for price calcutatien (In Lokhs) 7,609.69
Each film coated tablet cantalning Sitagliptin Phosphate Monohydrate P eq. to Sitagliptin 50 mg Sum of PTR per unit considered for price caleulation 59.08
Number of Packs considered 2
Average PTR | 29.54
Add : 16% Retailer Margin 4.73
Retall Price {without kocal taxes) 3427
[% Reduction with compared to Highest Price 0.17%
Minlmumum Price (Rs) | 29.49
Maximum Price (Rs.) | 2959
Average of all considered {Rs.) 29.54
Retail Price (Rs.) | 34.27
TOTAL MAT 7609,68,855 | 100% M3
S.No. |&F faaor £ EZEd Strongth Pack Skze | Unit PTR{Rs.) MAT(Rs.) SKUwise |Brandwis |Qualify{ | Price Prica per Unit
Pack Description BRAND Company MAT % a MAT YiN) per Unit |(Rs.) Considorod
{ignoring |Y=Yeos (Rs.)
O% MAT) |[N=No
- 1|ISTAVEL 50 MG TABLET 7 ISTAVEL SUN PHARMA LABORATCRIES LTD. 50 MG 7 TABLET 206.43 209618724.2 27.55% 27.65% Y 29.49 2949
2|JANUVIA 50 MG TABLET 7 JANUVIA MSD PHARMACEUTICALS PRIVATE LTD. 50 MG 7 TABLET 207,14/ 551350130.8 72.45% T2.45% Y 29.59 29.59
.
Rs, Per Tablet
Warked out Retall Price 34.27|Excluding GST




Computation of Retall Price based on July, 2021 Data under Para 4 of DPCO, 2013 .
Number of Companigs ¢osisting of Market Share of 1% & Above 1
Sum of MAT value considered for price calculation {in Lakhs) 373.06
Each respule containing Glycopyyrolate IP 25 mcg Sum of PTR per unit considered for price calculation 21.43
Number of Packs considered 1
Average PTR | 21.43
Add ; 16% Retailer Margin 3.43
Retail Price (without local taxes) 2486
% Reduction with compared to Highest Price 0.00%
[Minimumum Price (Rs.) 21.43|
|Maximum Price [Rs.) 2143
. [average of all considered (Rs.) 21.43
|Retail Price (Rs.} 24.86
TOTAL MAT 373,05,944 100% M3
S.No. [ faraxor T EEi] Strength Pack Size | Unit PTR{Rs.) MAT(Rs.) SKU wise |Brandwis [Quallfy { | Price Price per Unit
Pack Description BRAND Company MAT % e MAT |Y/N) per Unit |(Rs.) Considered
{lgnoring |Y=Yes {Rs.)
0% MAT) [N=No
1|GLYCOHALE 25 MCG RESPULES 1 ML GLYCOHALE CIPLA LTD. 25 MCG 1 ML 2143 37305944.04| 100.00% 100.00% Y 2143 21,42
Rs, Per Tablet
Worked out Retall Price 24.86]Exduding GST
Claimed Retall Price Excluding GST
Proposed retall Price 24,86]Excluding GST




