19(4666)/2025/DP/NPPA/Div.lI

ST 319 (eI MIA0T) 371N, 2013 & 31 a1 Each Film Coated Bilayer Tablet
Contains: Empagliflozin 25 mg + Linagliptin 5 mg + Metformin Hydrochloride
IP 1000 mg (As Extended Release) for M/s. Exemed Pharmaceuticals
(Manufacturer) & M/s. Corona Remedies Pvt. Ltd. (Marketer) & Rea $Hiaa

EiRor (higer AeR 4666)

1 |Manufacturer Name M/s Exemed Pharmaceuticals.

2 |Marketer Name M/s. Corona Remedies Pvt. Ltd. (Applicant)
3 |Date of Application 13.05.2025 (Completed on 23.05.2025)
4 |Patented Component- | Empagliflozin

5 |Patent Holder M/s. Boehringer

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

7 |Date of Patent Expiry March 2025

8 |Patented Component- Il Linagliptin

9 |Patent Holder M/s. Boehringer

10|License Holder M/s Lupin

11 [Date of Patent Expiry February 2022

Calculation of Retail Price

claimed price) per tablet

S.N.|Particulars Data |Option-I| Option-ll
Month|Empagliflozin 25(Linagliptin 5 mg
mg + Metformin|+ Metformin
Hydrochloride IP|Hydrochloride
1000 mg (ER) 1000 Mg (ER)
A. |Retail price of FDC excluding|Oct [NA 11.70
Patent & License Holder under|2024
option |l
B. |Other Component i.e.|Oct
Linagliptin excluding Patent and|2024 (10.41 23.77
License Holder and (Linagliptin 5 mg) [(Empagliflozin 25
Empagliflozin 50% of price mg)
C. |Total NA 35.47
D. [Less: 20% of lower of A&B NA 2.34
E. |Calculated Price of applied NA 33.13
FDC
F. |Claimed Price 40.00 40.00
G. |Recommended Price (Lower of worked out and(33.13

171112072025



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

Empagliflozin 25mg

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

Sum of MAT value considered for price calculation (in Lakhs) 23,265.38

Sum of PTR per unit considered for price calculation 163.89

Number of Packs considered 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 2,342,689,087 100% M3
S.No. [T faarur 3| ST Strength Pack Size | Unit PTR (Rs.) [ MAT(Rs.) SKU wise |Brandwise |Qualify ( | Price Price per Unit
Pack Description BRAND Company MAT % MAT YIN) 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 1560694089.75 66.62% 66.62% Y 53.33 53.33
2 GIBTULIO 25 MG TABLET 10 GIBTULIO LUPIN LTD 25 MG 10 TABLET 485.25 631582475.25 26.96% 26.96% Y 48.53 48.53
3 OBORAVO 25 MG TABLET 10 OBORAVO CIPLALTD. 25 MG 10 TABLET 466.5 15808752.00 0.67% 0.67% N 46.65
4 VICRA 25 MG TABLET 10 VICRA DR. REDDYS LABORATORIES LTD 25 MG 10 TABLET 128.57 342639.05 0.01% 0.01% N 12.86
5 EMPAONE 25 MG TABLET 10 EMPAONE MSN LABORATORIES LTD 25 MG 10 TABLET 135 65179485.00 2.78% 2.78% Y 13.50 13.50
6 COSPIAQ 25 MG TABLET 10 COSPIAQ TORRENT PHARMACEUTICALS LTD. 25 MG 10 TABLET 485.25 69081645.75 2.95% 2.95% Y 48.53 48.53
Rs. Per tablet
Worked out Retail Price 47.53|Excluding GST
50% of Worked out Retail Price 23.77 |[Excluding GST

Note: In view of DPCO Amendment Vide S.0. No. 2165(E) dated 11.05.2023, Patent Holder of Linagliptin i.e. M/s Boehringer & License holder i.e.

M/s Lupin, M/s Cipla, M/s Torrent are not considered for price fixation.



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

Linagliptin 5mg Number of Companies cosisting of Market Share of 1% & Above 16
Sum of MAT value considered for price calculation (in Lakhs) 6,529.02
Sum of PTR per unit considered for price calculation 161.44
Number of Packs considered 18
Average PTR [ 8.97
Add : 16% Retailer Margin 1.44
Retail Price (without local taxes) 10.41
% Reduction with compared to Highest Price 32.10%

Minimum Price (Rs.) 5.36
Maximum Price (Rs.) 13.21
Average of all considered (Rs.) 8.97
Retail Price (Rs.) 10.41

TOTAL MAT 678,496,346 100% M3
S.No. [T faarur B B Strength | Pack Size | Unit PTR (Rs.) [ MAT(Rs.) SKU wise |Brandwise |Qualify ( | Price Price per Unit
Pack Description BRAND Company MAT % MAT Y/IN) per Unit [(Rs.)
(ignoring  |Y=Yes (Rs.) Considered
0% MAT) [N=No
1 LINGRETIN 5 MG TABLET 10 LINGRETIN ABBOTT HEALTHCARE PVT. LTD 5 MG 10 TABLET 107.14 9089114.76 1.34% 1.34% Y 10.71 10.71
2 LINATIN 5 MG TABLET 10 LINATIN AJANTA PHARMA LTD 5 MG 10 TABLET 70.71 11121551.64 1.64% 1.64% Y 7.07 7.07
3 LINAPAZ 5 MG TABLET 10 LINAPAZ AKESISS PHARMA (P) LTD 5 MG 10 TABLET 56.43 3131802.04 0.46% 0.46% N 5.64
4 LINAPIL 5 MG TABLET 10 LINAPIL ALKEM LABORATORIES LTD. 5 MG 10 TABLET 74.29 68577627.90 10.11% 10.11% Y 7.43 7.43
5 LINTAB 5 MG TABLET 15 LINTAB ALTEUS BIOGENICS PVT.LTD. 5 MG 15 TABLET 96.43 2280762.36 0.34% 0.34% N 6.43
6 TRAJENTA 5 MG TABLET 10 TRAJENTA BOEHRINGER INGELHEIM 5 MG 10 TABLET 254.25
7 LINAUR 5 MG TABLET 10 LINAUR CENTAUR PHARMACEUTICALS PVT.LTD 5 MG 10 TABLET 67.52 42672.64 0.01% 0.01% N 6.75
8 LINACIP 5 MG TABLET 15 LINACIP CIPLALTD. 5 MG 15 TABLET 96.43 11717112.87 1.73% 1.73% Y 6.43 6.43
9 LINAVERGE 5 MG TABLET 15 LINAVERGE CONVERGE BIOTECH PVT.LTD 5 MG 15 TABLET 102.86 438316.36 0.06% 0.06% N 6.86
10 |LINABITE 5 MG TABLET 10 LINABITE CORONA 5 MG 10 TABLET 70.71 19649800.47 2.90% 2.90% Y 7.07 7.07
1 LINAGET 5 MG TABLET 10 LINAGET DIOS LIFESCIENCES PRIVATE LIMITED 5 MG 10 TABLET 67.14 543750.28 0.08% 0.08% N 6.71
12 [EMLINZ 5 MG TABLET 10 EMLINZ EMCURE PHARMACEUTICALS LTD 5 MG 10 TABLET 85 13857210.00 2.04% 2.04% Y 8.50 8.50
13 |LINADEL 5 MG TABLET 10 LINADEL ERGOS LIFE SCIENCES 5 MG 10 TABLET 70.71 914775.27 0.13% 0.13% N 7.07
14 |LINASHINE 5 MG TABLET 10 LINASHINE ERINYLE PHARMA 5 MG 10 TABLET 85.71 589427.67 0.09% 0.09% N 8.57
15 |LINARES 5 MG TABLET 10 LINARES ERIS LIFESCIENCES LTD 5 MG 10 TABLET 117.75 149500158.45 22.03% 22.03% Y 11.78 11.78
16 |LINASORIN 5 MG TABLET 10 LINASORIN FUSION HEALTHCARE PVT LTD 5 MG 10 TABLET 85.71 578713.92 0.09% 0.09% N 8.57
17 |XATILIN 5 MG TABLET 10 XATILIN FUSION HEALTHCARE PVT LTD 5 MG 10 TABLET 85.71 729992.07 0.11% 0.11% N 8.57
18  |LINERO 5 MG TABLET 10 LINERO INTAS PHARMACEUTICALS LTD 5 MG 10 TABLET 93.39 23008031.27 3.39% 3.39% Y 9.34 9.34
19 |LINAHENZ 5 MG TABLET 10 LINAHENZ LA RENON HEALTHCARE PVT.LTD 5 MG 10 TABLET 132.14 24828445.30 3.66% 3.66% Y 13.21 13.21
20 |LINA DKD 5 MG TABLET 10 LINA DKD LA RENON HEALTHCARE PVT.LTD 5 MG 10 TABLET 132.14 5791167.64 0.85% 0.85% N 13.21
21 GLYPANTA 5 MG TABLET 10 GLYPANTA LINCOLN PHARMACEUTICALS LTD 5 MG 10 TABLET 71.43 604726.38 0.09% 0.09% N 7.14
22 [ONDERO 5 MG TABLET 10 ONDERO LUPIN LTD 5 MG 10 TABLET 131.18
23 |LINAMAC 5 MG TABLET 10 LINAMAC MACLEODS PHARMACEUTICALS PVT.LTD 5 MG 10 TABLET 95 14744380.00 217% 217% Y 9.50 9.50
24 |LINAONE 5 MG TABLET 10 LINAONE MACLEODS PHARMACEUTICALS PVT.LTD 5 MG 10 TABLET 95 9050175.00 1.33% 1.33% Y 9.50 9.50
25 |JUSLINA 5 MG TABLET 10 JUSLINA MANKIND PHARMACEUTICALS LTD. 5 MG 10 TABLET 53.57 24476829.41 3.61% 3.61% Y 5.36 5.36
26 |DYNAGLIPTL5 MG TABLET 10 |DYNAGLIPTL |[MANKIND PHARMACEUTICALS LTD. 5 MG 10 TABLET 53.57 53424825.30 7.87% 7.87% Y 5.36 5.36
27 |LINAPRIDE 5 MG TABLET 10 LINAPRIDE MICRO LABS LTD 5 MG 10 TABLET 92.14 75089309.97 11.07% 11.07% Y 9.21 9.21
28 |LINAMIT 5 MG TABLET 10 LINAMIT MITOCH PHARMA PVT LTD 5 MG 10 TABLET 89.29 777207.36 0.11% 0.11% N 8.93
29 |LINANEXT 5 MG TABLET 10 LINANEXT MSN LABORATORIES LTD 5 MG 10 TABLET 124.71 29258419.94 4.31% 4.31% Y 12.47 12.47
30 |LINANAT 5 MG TABLET 10 LINANAT NATCO PHARMA LTD 5 MG 10 TABLET 107.14 13615099.86 2.01% 2.01% Y 10.71 10.71
31 DIABLIN 5 MG TABLET 15 DIABLIN PRIMUS REMEDIES PVT LTD 5 MG 15 TABLET 117.86 6627556.94 0.98% 0.98% N 7.86




32 |LINAPERK 5 MG TABLET 10 LINAPERK SPECTRA THERAPEUTICS PVT. LTD. 5 MG 10 TABLET 45 253665.00 0.04% 0.04% N 4.50
33 |LINALENT 5 MG TABLET 10 LINALENT TALENT INDIA 5 MG 10 TABLET 65.72 1196629.76 0.18% 0.18% N 6.57
34 |LINAXA 5 MG TABLET 10 LINAXA TORRENT PHARMACEUTICALS LTD. 5 MG 10 TABLET 92.86 87062992.28 12.83% 12.83% Y 9.29 9.29
35 |LGLIP 5 MG TABLET 10 LGLIP UNISON PHARMACEUTICALS 5 MG 10 TABLET 19.29 1093125.72 0.16% 0.16% N 1.93
36 |LIRALIN 5 MG TABLET 10 LIRALIN USV PVT LTD 5 MG 10 TABLET 85 14830970.00 2.19% 2.19% Y 8.50 8.50

Rs. Per tablet

Worked out Retail Price

1041

Excluding GST

Note: In view of DPCO Amendment Vide S.0. No. 2165(E) dated 11.05.2023, Patent Holder of Linagliptin i.e. M/s Boehringer & License holder i.e. M/s Lupin are not considered for price fixation.




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

Linagliptin 5 mg + Metformin Hydrochloride IP 1000 mg (ER) Number of Companies cosisting of Market Share of 1% & Above 7
Sum of MAT value considered for price calculation (in Lakhs) 298.98
Sum of PTR per unit considered for price calculation 70.64
Number of Packs considered 7
Average PTR 10.09
Add : 16% Retailer Margin 1.61
Retail Price (without local taxes) 11.70
% Reduction with compared to Highest Price 27.57%

Minimum Price (Rs.) 7.14
Maximum Price (Rs.) 13.93
Average of all considered (Rs.) 10.09
Retail Price (Rs.) 11.7

TOTAL MAT 30,442,099 100% M3
S.No. [T faarur B B Strength | Pack Size | Unit PTR (Rs.) [ MAT(Rs.) SKU wise |Brandwise |Qualify ( | Price Price per Unit
Pack Description BRAND Company MAT % MAT Y/IN) per Unit [(Rs.)
(ignoring  |Y=Yes (Rs.) Considered
0% MAT) [N=No
1 LINACIP M 5/1000 MG TABLET X LINACIP M CIPLA LTD. 5/1000 M([15 TABLET XR 107.14 1305179.48 4.29% 4.29% Y 7.14 7.14
2 LINABITE M 5/1000 MG TABLET[LINABITE M CORONA 5/1000 M(/10 TABLET 70.71 286870.47 0.94% 0.94% N 7.07
3 LINAGET M OD 5/1000 MG TABI[LINAGET M OD |DIOS LIFESCIENCES PRIVATE LIMITED 5/1000 M([10 TABLET 92.86 156840.54 0.52% 0.52% N 9.29
4 EMLINZ M 5/1000 MG TABLET 1{EMLINZ M EMCURE PHARMACEUTICALS LTD 5/1000 M(/10 TABLET 106.43 1172113.59 3.85% 3.85% Y 10.64 10.64
5 LINARES M FORTE 5/1000 MG T{LINARES M FOR]ERIS LIFESCIENCES LTD 5/1000 M([10 TABLET 100 1193200.00 3.92% 3.92% Y 10.00 10.00
6 LINERO M ER 5/1000 MG TABLE[LINERO M INTAS PHARMACEUTICALS LTD 5/1000 M(/10 TABLET 99.29 2485327.99 8.16% 8.16% Y 9.93 9.93
7 LINAHENZ M OD 5/1000 MG TA[LINAHENZ M OL|LA RENON HEALTHCARE PVT.LTD 5/1000 M([10 TABLET 139.29 4872224.91 16.00% 16.00% Y 13.93 13.93
8 ONDERO MET OD 5/1000 MG T/ONDERO MET C[LUPIN LTD 5/1000 M(/10 TABLET 114.93
9 DYNAGLIPT LM 5/1000 MG TAB|DYNAGLIPT LM | MANKIND PHARMACEUTICALS LTD. 5/1000 M([10 TABLET 92.86 100381.66 0.33% 0.33% N 9.29
10 |LINANEXT M 5/1000 MG TABLE|LINANEXT M MSN LABORATORIES LTD 5/1000 M(/10 TABLET ER 97.86 1102392.90 3.62% 3.62% Y 9.79 9.79
1 LINAXA M XR 5/1000 MG TABLE[LINAXA M TORRENT PHARMACEUTICALS LTD. 5/1000 M([10 TABLET 92.14 17767567.66 58.37% 58.37% Y 9.21 9.21
Rs. Per tablet
Worked out Retail Price 11.70|Excluding GST

Note: In view of DPCO Amendment Vide S.0. No. 2165(E) dated 11.05.2023, Patent Holder of Linagliptin i.e. M/s Boehringer & License holder i.e. M/s Lupin are not considered for price fixation. M/s Boehringer is not avalable in the database for the

subject formulation.




