19(4618)/2025/DP/NPPA/Div.ll

3Ee (eI HZE0T) 3119, 2013 & 31cHId <dT Each Film Coated Bilayered Tablet
Contains: Empagliflozin 25 mg + Metformin Hydrochloride IP 1000 mg (as
extended release) for M/s Pure and Cure Healthcare Pvt. Ltd. (Manufacturer)
and M/s Blue Cross Laboratories Pvt. Ltd. (Marketer) & Rea dia fRefRur (wrger

e~ 4618).
Calculation of Retail price
1{Manufacturer Name M/s Pure and Cure Healthcare Pvt. Ltd.
o|Marketer Name M/s Blue Cross Laboratories Pvt. Ltd.
(Applicant)

3|Date of Application 24.04.2025

4 [Patented Component Empagliflozin

5[Patent Holder M/s Boehringer Ingelheim

6|License Holder M/s Lupin LTD, M/s Cipla and M/s Torrent

7 |Patent Expiry March 2025

8|Calculation of Retail price

A Price as on 6 months prior to application date i.e. MAT & PTR 47 53
for September 2024 of Empagliflozin 25mg '

B[50% of Empagliflozin 25mg 23.77
Celling Price for Metformin 1000mg Modified release as on

c September 2024 (S.O. 1547(E) dated 26.3.2024) (i.e. price 405
applicable for month ending 6 months prior to month of receipt of '
application)

D[Total 27.82
E Less: 20% of the lower of (B) and (C) based on inference drawn 0.81
from the Pronab Sen Committee Report '
F[Worked out Retail Price (D-E) excluding taxes 27.01
G| Claimed Retail price 11.70
H Recommended Price (Lower of worked out and claimed price) 11.70
per tablet '

1/10706/2025



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

Number of Companies cosisting of Market Share of 1% & Above 4

Sum of MAT value considered for price calculation (in Lakhs) 23,370.91

Sum of PTR per unit considered for price calculation 163.89

Empagliflozin 25 mg Number of Packs ccl)nsidered 4

Average PTR 40.97

Add : 16% Retailer Margin 6.56

Retail Price (without local taxes) 47.53

% Reduction with compared to Highest Price 23.18%
Minimum Price (Rs.) 13.50
Maximum Price (Rs.) 53.33
Average of all considered (Rs.) 40.97
Retail Price (Rs.) 47.53

TOTAL MAT 2,35,58,66,389 100% M3
S.No. |U® fqaxurPack Description | Eagif Strengt | Pack | Unit PTR MAT(Rs.) SKU wise  |Brandwise |Qualify ( | Price Price per Unit
BRAND Company h 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 25 MG 10 TABLET 533.25 1,55,71,92,531.00 66.10% 66.10% Y 53.33 53.33
2 GIBTULIO 25 MG TABLET 10 GIBTULIO LUPIN LTD 25 MG 10 TABLET 485.25 63,50,43,278.25 26.96% 26.96% Y 48.53 48.53
3 OBORAVO 25 MG TABLET 10 OBORAVO CIPLALTD. 25 MG 10 TABLET 466.50 1,83,80,566.50 0.78% 0.78% N 46.65
4 VICRA 25 MG TABLET 10 VICRA DR. REDDYS LABORATORIES LTD |25 MG 10 TABLET 128.57 3,94,967.04 0.02% 0.02% N 12.86
5 EMPAONE 25 MG TABLET 10 EMPAONE MSN LABORATORIES LTD 25 MG 10 TABLET 135.00 7,70,53,005.00 3.27% 3.27% Y 13.50 13.50
6 COSPIAQ 25 MG TABLET 10 COSPIAQ TORRENT PHARMACEUTICALS LTD|25 MG 10 TABLET 485.25 6,78,02,041.50 2.88% 2.88% Y 48.53 48.53
Rs. Per tablet
Worked out Retail Price 47.53|Excluding GST




19(4620)/2025/DP/NPPA/Div.lI

9T 39Y (eI HIAU) 311, 2013 P AT a1 Each Film Coated Bilayered Tablet
Contains: Empagliflozin 10 mg + Metformin Hydrochloride IP 1000 mg (as
extended release) for M/s Pure and Cure Healthcare Pvt. Ltd. (Manufacturer) and
M/s Blue Cross Laboratories Pvt. Ltd. (Marketer) $I Reat dra feiRor (wrger Fs=

4620)

1 [Manufacturer Name M/s Pure and Cure Healthcare Pvt. Ltd.

2 [Marketer Name M/s Blue Cross Laboratories Pvt. Ltd. (Applicant)

3 |Date of Application 25.04.2025

4 |Patented Component Empagliflozin

5 [Patent Holder M/s Boehringer Ingelheim

6 |License Holder M/s Lupin LTD, M/s Cipla and M/s Torrent

7 |Patent Expiry March 2025

8 |Calculation of Retail price

A Price as on 6 months prior to appllcatlon date i.e. MAT & PTR for 39 44
September 2024 of Empagliflozin 10mg '

B [50% of Empagliflozin 1T0mg 19.72
Celling Price for Metformin 1000mg Modified release as on Sep

C| 2024 (S.0. 1547(E) dated 26.3.2024) (i.e. price applicable for 4.05
month ending 6 months prior to month of receipt of application)

D{Total 23.77
E Less: 20% of the lower of (B) and (C) based on Inference drawn 0.81
from the Pronab Sen Committee Report '

F (Worked out Retail Price (D-E) excluding taxes 22.96
G |Claimed Retail price 9.90
H Recommended Price (Lower of worked out and claimed 9.90
price) per tablet )

1/10705/2025



Computation of Retail Price based on September 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) 10,532.46

Sum of PTR per unit considered for price calculation 169.99

Empaglifiozin 10 mg Number of Packs considered 5

Average PTR | 34.00

Add : 16% Retailer Margin 5.44

Retail Price (without local taxes) 39.44

% Reduction with compared to Highest Price 15.11%
Minimum Price (Rs.) 11.36
Maximum Price (Rs.) 40.05
Average of all considered (Rs.) 34.00
Retail Price (Rs.) 39.44

TOTAL MAT 1,05,35,22,258 100% M3
S.No. [0 fdaxUIPack Description 3| E3Eil Strengt | Pack | Unit PTR MAT(Rs.) SKU wise |Brandwise |Qualify ( | Price Price per Unit
BRAND Company h Size (Rs.) MAT % MAT Y/IN) per Unit [(Rs.)
(ignoring  |Y=Yes (Rs.) Considered
0% MAT) [N=No
1 JARDIANCE 10 MG TABLET 10 JARDIANCE BOEHRINGER INGELHEIM 10 MG 10 TABLET 400.50 776181415.50 73.67% 73.67% Y 40.05 40.05
2 GIBTULIO 10 MG TABLET 10 GIBTULIO LUPIN LTD 10 MG 10 TABLET 400.50 204466464.00 19.41% 19.41% Y 40.05 40.05
3 OBORAVO 10 MG TABLET 10 OBORAVO CIPLALTD. 10 MG 10 TABLET 384.75 12329280.25 1.17% 1.17% Y 38.48 38.48
4 VICRA 10 MG TABLET 10 VICRA DR. REDDYS LABORATORIES LTD 10 MG 10 TABLET 107.14 276723.70 0.03% 0.03% N 10.71
5 EMPAONE 10 MG TABLET 10 EMPAONE MSN LABORATORIES LTD 10 MG 10 TABLET 113.57 22510836.77 2.14% 2.14% Y 11.36 11.36
6 COSPIAQ 10 MG TABLET 10 COSPIAQ TORRENT PHARMACEUTICALS LTD. |10 MG 10 TABLET 400.50 37757538.00 3.58% 3.58% Y 40.05 40.05
Rs. Per Tablet
Worked out Retail Price 39.44 |Excluding GST
50% of worked out retail price 19.72|Excluding GST




