19(4352)/2024/DP/NPPA/Div.ll

Computation of Retail Price based on May, 2024 Data under Para 5 of DPCO, 2013

3y (HeA ﬁfHUT) 31TGRT, 2013 & 3fdiId &dl Composition:- Each film coated tablet Number of Companies cosisting of Market Share of 1% & Above 1
contains: Empagliflozin IP 5mg + Metformin Hydrochloride IP 500mg for M/s Micro Labs Sum of MAT value considered for price calculation (in Lakhs) 356.97
Limited (Manufacturer & Marketer) & e wiad Hufor (WPTd HeR 4352). Sum of PTR per unit considered for price calculation 27.30
Number of Packs considered 1
Average PTR | 27.30
Add : 16% Retailer Margin 4.37
Retail Price (without local taxes) 31.67
% Reduction with compared to Highest Price 0.00%
Minimum Price (Rs.) 27.30
Maximum Price (Rs.) 27.30
Average of all considered (Rs.) 27.30
Retail Price (Rs.) 31.67

TOTAL MAT 3,56,96,871 100% M3
S.No. [t faawur | S Strength Pack | Unit PTR MAT(Rs.) SKU wise |Brandwise |Qualify ( | Price Price per Unit
Pack Description BRAND Company Size (Rs.) MAT % MAT Y/N) per Unit |(Rs.)
(ignoring  |Y=Yes (Rs.) Considered
0% MAT) |N=No
1 JARDIANCE MET 5/500 MG TABLET 10 [JARDIANCE METBOEHRINGER INGELHEIM 5/500 MG 10 |TABLET 273 35696871.00 100.00% 100.00% Y 27.30 27.30

Rs. Per Tablet

Worked out Retail Price 31.67|Excluding GST
50% of Worked out Retail Price 15.84|Excluding GST
Claimed Retail Price 16.07|Excluding GST
Proposed retail Price 15.84 |Excluding GST

1/9648/2024



19(4353)/2024/DP/NPPA/Div.lI

Computation of Retail Price based on May 2024 Data under Para 5 of DPCO, 2013

3y (HeA ﬁfHUT)Gi a1, 2013% 3fqid adl Composition:- Each film coated tablet Number of Companies cosisting of Market Share of 1% & Above 3
contains: Empagliflozin IP 12.5mg + Metformin Hydrochloride IP 500mg for M/s Micro Labs [Sum of MAT value considered for price calculation (in Lakhs) 6,589.95
Limited (Manufacturer & Marketer) & e s Hufor (WPTd HeR 4353). Sum of PTR per unit considered for price calculation 93.60
Number of Packs considered 3
Average PTR | [ 31.20
Add : 16% Retailer Margin 4.99
Retail Price (without local taxes) 36.19
% Reduction with compared to Highest Price 0.00%
Minimum Price (Rs.) 31.20
Maximum Price (Rs.) 31.20
Average of all considered (Rs.) 31.20
Retail Price (Rs.) 36.19

TOTAL MAT 65,89,94,856 100% M3
S.No. [t faawur | S Strength Pack | Unit PTR MAT(Rs.) SKU wise |Brandwise |Qualify ( | Price Price per Unit
Pack Description BRAND Company Size (Rs.) MAT % MAT Y/N) per Unit |(Rs.)

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

1 JARDIANCE MET 12.5/500 MG TABLET JJARDIANCE MET BOEHRINGER INGELHEIM 12.5/500 MG 10 |TABLET 312 473999760.00 71.93% 71.93% Y 31.20 31.20

2 GIBTULIO MET 12.5/500 MG TABLET 10/ GIBTULIO MET |[LUPIN LTD 12.5/500 MG 10 [TABLET 312 159037632.00 24.13% 24.13% Y 31.20 31.20

3 COSPIAQ MET 12.5/500 MG TABLET 10|COSPIAQ MET |TORRENT PHARMACEUTICALS LTD. |12.5/500 MG 10 [TABLET 312 25957464.00 3.94% 3.94% Y 31.20 31.20

Rs. Per Tablet

Worked out Retail Price 36.19|Excluding GST
50% of Worked out Retail Price 18.10|Excluding GST
Claimed Retail Price 18.75|Excluding GST
Proposed retail Price 18.10|Excluding GST

179647 /2024



19(4354)/2024/DP/NPPA/Div.lI

Computation of Retail Price based on May, 2024 Data under Para 5 of DPCO, 2013

3y (HeA ﬁfHUT)Gi a1, 2013% 3fqid adl Composition:- Each film coated tablet Number of Companies cosisting of Market Share of 1% & Above 3
contains: Empagliflozin IP 12.5mg + Metformin Hydrochloride IP 1000mg for M/s Micro Sum of MAT value considered for price calculation (in Lakhs) 3,385.14
Labs Limited (Manufacturer & Marketer) & e s Ayl (WPTd HeR 4354). Sum of PTR per unit considered for price calculation 98.34
Number of Packs considered 3
Average PTR | [ 32.78
Add : 16% Retailer Margin 5.24
Retail Price (without local taxes) 38.02
% Reduction with compared to Highest Price 0.00%
Minimum Price (Rs.) 32.78
Maximum Price (Rs.) 32.78
Average of all considered (Rs.) 32.78
Retail Price (Rs.) 38.02

TOTAL MAT 33,85,13,966 100% M3
S.No. [t faawur | S Strength Pack | Unit PTR MAT(Rs.) SKU wise |Brandwise |Qualify ( | Price Price per Unit
Pack Description BRAND Company Size (Rs.) MAT % MAT Y/N) per Unit |(Rs.)

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

1 JARDIANCE MET 12.5/1000 MG TABLET{JARDIANCE MET BOEHRINGER INGELHEIM 12.5/1000M¢ 10 |TABLET 327.75 249139490.25 73.60% 73.60% Y 32.78 32.78

2 GIBTULIO MET 12.5/1000 MG TABLET 1GIBTULIO MET |[LUPIN LTD 12.5/1000M¢ 10 |TABLET 327.75 82520895.00 24.38% 24.38% Y 32.78 32.78

3 COSPIAQ MET 12.5/1000 MG TABLET 1{COSPIAQ MET |TORRENT PHARMACEUTICALS LTD. [12.5/1000 MG 10 |TABLET 327.75 6853580.25 2.02% 2.02% Y 32.78 32.78

Rs. Per Tablet

Worked out Retail Price 38.02|Excluding GST
50% of worked out price 19.01|Excluding GST
Claimed Retail Price 19.64|Excluding GST
Proposed retail Price 19.01 |Excluding GST

1/9649/2024



19(4355)/2024/DP/NPPA/Div.lI

3wy (e ATFN)3EA, 2013% 3iddd gar Composition:- Each film coated
tablet contains: Empagliflozin IP 5mg + Metformin Hydrochloride IP 1000mg

for M/s Micro Labs Limited (Manufacturer & Marketer) #r Reer Hrerd @uizor

(P15l e 4355).

1 Manufacturer Name M/s Micro Labs Limited

2 |Marketer Name M/s Micro Labs Limited

3 |Date of Application 06.12.2024

4 |Patented Component Empagliflozin

5 |Patent Holder M/s Boehringer Ingelheim
. M/s Lupin LTD, M/s Cipla

6 |License Holder and M/s Torrent

7  |Date of Patent Expiry 10.03.2025

8 [Calculation of Retail price

Calculated Price
Price as on 6 months prior to application date i.e.

A |MAT & PTR for May 2024 of Empagliflozin 5mg 17.18
(Note 1)

B [50% of Empagliflozin 5mg 8.59

c Ceiling Price for Metformin 1000mg as on May, 3.49
2024 (S.O. 1547(E) dated 26.03.2024) '

D |Total 12.08

E |Less: 20% of the lower of (B) and (C) 0.70

F |Worked out Retail Price (D-E) 11.38

G | Claimed Retail price excluding GST 15.18

H |Proposed Retail price excluding GST 11.38

Note 1:

The retail price of Empagliflozin 5mg tablet has been calculated as per the formula
recommended in the Pronab Sen Committee report. The calculation is as below: -

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 injectables.

The Retail Price of Empagliflozin 25mg Tablet = Rs. 47.73 per tablet (Excluding
GST) based on MAT/PTR of May, 2024 (Database month — Nov 2024)

Derived retail price of Empagliflozin 5mg tablet as on May, 2024 after applying the
formula of Pronab Sen Committee:

= 47.73[1+0.80{(5-25)/25}] = Rs. 17.18 per tablet (excluding GST)

17965072024



Computation of Retail Price based on May, 2024 Data under Para 5 of DPCO, 2013

Number of Companies cosisting of Market Share of 1% & Above 5

Sum of MAT value considered for price calculation (in Lakhs) 23,969.05

Sum of PTR per unit considered for price calculation 205.74

Empagliflozin IP 25mg

Number of Packs considered 5

Average PTR] [ 41.15

Add : 16% Retailer Margin 6.58

Retail Price (without local taxes) 47.73

% Reduction with compared to Highest Price 15.21%
Minimum Price (Rs.) 13.50
Maximum Price (Rs.) 48.53
Average of all considered (Rs.) 41.15
Retail Price (Rs.) [ 47.73

TOTALMAT|  2,39,75,86,043 100% M3
S.No. [t faawur | Eagi] Strength | Pack | Unit PTR MAT(Rs.) SKU wise |Brandwise |Qualify ( | Price Price per Unit
Pack Description BRAND Company Size (Rs.) MAT % MAT Y/N) per Unit |(Rs.)
(ignoring |Y=Yes (Rs.) Considered
0% MAT) |N=No
1 JARDIANCE 25 MG TABLET 10 JARDIANCE BOEHRINGER INGELHEIM 25MG |10 TABLET 485.25 1570898369.25 65.52% 65.52% Y 48.53 48.53
2 OBORAVO 25 MG TABLET 10 OBORAVO CIPLA LTD. 25 MG 10 TABLET 466.5 26975362.50 1.13% 1.13% Y 46.65 46.65
3 VICRA 25 MG TABLET 10 VICRA DR. REDDYS LABORATORIES LTD 25MG |10 TABLET 128.57 680778.15 0.03% 0.03% N 12.86
4 GIBTULIO 25 MG TABLET 10 GIBTULIO LUPIN LTD 25 MG 10 TABLET 485.25 648852522.75 27.06% 27.06% Y 48.53 48.53
5 EMPAONE 25 MG TABLET 10 EMPAONE MSN LABORATORIES LTD 25MG |10 TABLET 135 91772865.00 3.83% 3.83% Y 13.50 13.50
6 COSPIAQ 25 MG TABLET 10 COSPIAQ TORRENT PHARMACEUTICALS LTD. 25 MG 10 TABLET 485.25 58406145.75 2.44% 2.44% Y 48.53 48.53
Rs. Per Tablet
Worked out Retail Price 47.73|Excluding GST




