19(3987)/2024/DP/NPPA/DIV.II

Retail

Healthcare Limited (Marketer) under DPCO, 2013 (F.No. 3987).

price fixation of Composition: Each film coated tablet contains:
Glimepiride IP 2mg + Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin
100 mg for M/s Exemed Pharmaceuticals (Manufacturer) and M/s Zydus

1 Manufacturer Name|M/s Exemed Pharmaceuticals
2 Marketer Name(|M/s Zydus Healthcare Limited (Applicant)
3 Date of Application(26.04.2024
4 Patented ComponentI Sitagliptin
5 Patent Holder|M/s MSD Pharmaceuticals Private Ltd
6 License Holder|M/s Sun Pharma
7 | Date of Patent Expiry|05.07.2022
Calculation of Retail Price
S.N.|Particulars Data Month for Rs.
PTR
A. |Retail price of Sitagliptin (100mg) excluding|Sep 23 10.63
Patent & License Holder
B. |Ceiling Price of Glimepiride 2mg (S.O.[Sep 23 5.80
1574(E) dated 31.03.2023 & 4663(E) dated
25.10.2023)
C. [Total 16.43
D. |Less: 20% of lower of A&B 1.16
E. |Calculated Price of applied FDC 15.27
F. |Claimed Price 50.00
G Recommended Price (Lower of worked out and claimed| 15.27
" |price) per tablet

17830572024



19(3988)/2024/DP/NPPA/DIV.II

Retail price fixation of Composition: Each film coated tablet contains:
Glimepiride IP 1mg + Sitagliptin Phosphate Monohydrate IP eq. to Sitagliptin
100 mg for M/s Exemed Pharmaceuticals (Manufacturer) and M/s Zydus

Healthcare Limited (Marketer) under DPCO, 2013 (F.No. 3988).

1 Manufacturer Name|M/s Exemed Pharmaceuticals

2 Marketer Name|M/s Zydus Healthcare Limited (Applicant)

3 Date of Application(26.04.2024

4 Patented ComponentI Sitagliptin

5 Patent Holder|M/s MSD Pharmaceuticals Private Ltd

6 License Holder|M/s Sun Pharma

7 | Date of Patent Expiry|05.07.2022

Calculation of Retail Price
S.N.|Particulars Data Month for Rs.
PTR
A. |Retail price of Sitagliptin (100mg) excluding|Sep 23 10.63
Patent & License Holder
B. |Ceiling price of Glimepiride 1mg tablet (S.O.[Sep 23 3.70
no 1574 (E) dated 31.03.2023)
C. [Total 14.33
D. [Less: 20% of lower of A&B 0.74
E. |Calculated Price of applied FDC 13.59
F. |Claimed Price 45.00
G Recommended Price (Lower of worked out and claimed| 13.59
" |price) per tablet

1/8306/2024



C ion of Retail Price based on Sitagliptil

2023 Data under Para 5 of DPCO, 2013

Sitagliptin 100mg Number of Companies cosisting of Market Share of 1% & Above 21
Sum of MAT value considered for price calculation (in Lakhs) 4,694.65
Sum of PTR per unit considered for price calculation 238.15
Number of Packs considered 26
Average PTR | 9.16
Add : 16% Retailer Margin 1.47
Retail Price (without local taxes) 10.63
% Reduction with compared to Highest Price 23.22%

Minimum Price (Rs.) [ 5.64
Maximum Price (Rs.) | 11.93
Average of all considered (Rs.) 9.16
Retail Price (Rs.) 10.63

TOTAL MAT 51,86,01,815 100% M3
S.No. |d® faa<or | Eaeil 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 SIAGLIDE 100 MG TABLET 15 SIAGLIDE ABBOTT HEALTHCARE PVT. LTD 100 MG 15 TABLET 178.93 14292928.40 2.76% 2.76% Y 11.93 11.93
2 ACSITA 100 MG TABLET 10 ACSITA ACMEDIX PHARMA LLP 100 MG 10 TABLET 49.29 50670.37 0.01% 0.01% N 4.93
3 SITAMAX 100 MG TABLET 10 SITAMAX AJANTA PHARMA LTD 100 MG 10 TABLET 92.5 1909940.00 0.37% 0.37% N 9.25
4 SITAPRIL 100 MG TABLET 10 SITAPRIL AJANTA PHARMA LTD 100 MG 10 TABLET 67.03 116766.26 0.02% 0.02% N 6.70
5 |SITAPAZ 100 MG TABLET 10 SITAPAZ AKESISS PHARMA (P) LTD 100 MG 10 TABLET 92.14 3738272.32 0.72% 0.72% N 9.21
6 SITALEMBIC 100 MG TABLET 15 SITALEMBIC ALEMBIC LTD 100 MG 15 TABLET 149.07 11528495.76 2.22% 2.22% Y 9.94 9.94
7 ALSITA 100 MG TABLET 10 ALSITA ALKEM LABORATORIES LTD. 100 MG 10 TABLET 77.14 22459784.49 4.33% 4.33% Y 7.7 7.71
8 SITALONG 100 MG TABLET 15 SITALONG ALTEUS BIOGENICS PVT.LTD. 100 MG 15 TABLET 182.14 762438.04 0.15% 0.15% N 12.14
9 SITAGLIP 100 MG TABLET 10 SITAGLIP ANTHEM BIOPHARMA PVT LTD 100 MG 10 TABLET 107.14 1740810.72 0.34% 0.34% N 10.71
10 |SIDIA 100 MG TABLET 10 SIDIA APRICA HEALTHCARE PVT LTD 100 MG 10 TABLET 107.14 1159040.52 0.22% 0.22% N 10.71
1" SITAGLO 100 MG TABLET 15 SITAGLO ARISTO PHARMACEUTICALS PVT.LTD 100 MG 15 TABLET 171.43 20096224.61 3.88% 3.88% Y 11.43 11.43
12 |SITABEND 100 MG TABLET 10 SITABEND BAL PHARMA 100 MG 10 TABLET 85.71 44912.04 0.01% 0.01% N 8.57
13 [SITAPIL 100 MG TABLET 10 SITAPIL CADELL HEALTH CARE PVT.LTD 100 MG 10 TABLET 142.14 256989.12 0.05% 0.05% N 14.21
14 |JANKEY 100 MG TABLET 15 JANKEY CADILA PHARMACEUTICALS LTD 100 MG 15 TABLET 144.64 2186378.24 0.42% 0.42% N 9.64
15 [SITENALI 100 MG TABLET 15 SITENALI CADILA PHARMACEUTICALS LTD 100 MG 15 TABLET 144.64 1963488.00 0.38% 0.38% N 9.64
16 |SITACIP 100 MG TABLET 10 SITACIP CIPLA LTD. 100 MG 10 TABLET 92.14 16036414.16 3.09% 3.09% Y 9.21 9.21
17 [SITABITE 100 MG TABLET 10 SITABITE CORONA 100 MG 10 TABLET 70.71 19457058.57 3.75% 3.75% Y 7.07 7.07
18 |STIG 100 MG TABLET 15 STIG DR. REDDYS LABORATORIES LTD 100 MG 15 TABLET 117.86 8654106.22 1.67% 1.67% Y 7.86 7.86
19 [SITABET 100 MG TABLET 7 SITABET EAST WEST PHARMA 100 MG 7 TABLET 88 38984.00 0.01% 0.01% N 12.57
20  [SITADYL 100 MG TABLET 10 SITADYL ELINOR PHARMA 100 MG 10 TABLET 128.57 71620.33 0.01% 0.01% N 12.86
21 EMSITA 100 MG TABLET 10 EMSITA EMCURE PHARMACEUTICALS LTD 100 MG 10 TABLET 107.07 8774065.29 1.69% 1.69% Y 10.71 10.71
22 |TERGRA 100 MG TABLET 10 TERGRA ERIS LIFESCIENCES LTD 100 MG 10 TABLET 103.57 2038982.59 0.39% 0.39% N 10.36
23 |GLURA 100 MG TABLET 10 GLURA ERIS LIFESCIENCES LTD 100 MG 10 TABLET 107.14 28466240.88 5.49% 5.49% Y 10.71 10.71
24 |SITDC 100 MG TABLET 10 SITDC FDCLTD. 100 MG 10 TABLET 85.71 959352.03 0.18% 0.18% N 8.57
25 |SITGLYPT 100 MG TABLET 15 SITGLYPT FINECURE PHARMACEUTICALS 100 MG 15 TABLET 95.36 1375186.56 0.27% 0.27% N 6.36
26 |CTASORIN 100 MG TABLET 10 CTASORIN FUSION HEALTHCARE PVT LTD 100 MG 10 TABLET 99.29 2033757.07 0.39% 0.39% N 9.93
27 |SITAZIT 100 MG TABLET 10 SITAZIT GLENMARK PHARMACEUTICALS LTD. 100 MG 10 TABLET 103.57 18570722.42 3.58% 3.58% Y 10.36 10.36
28 |QSITA 100 MG TABLET 10 QSITA HBC LIFESCIENCES PVT LTD 100 MG 10 TABLET 57.14 5687487.04 1.10% 1.10% Y 5.71 5.71
29 |SITOZA 100 MG TABLET 10 SITOZA HETERO HEALTHCARE LTD 100 MG 10 TABLET 82.14 1491410.91 0.29% 0.29% N 8.21
30  [SPIKERID 100 MG TABLET 10 SPIKERID INDCHEMIE HEALTH SPECIALITIES PVT. LTD.[100 MG 10 TABLET 70.71 149551.65 0.03% 0.03% N 7.07
31 SITARA 100 MG TABLET 10 SITARA INTAS PHARMACEUTICALS LTD 100 MG 10 TABLET 105.71 34718793.35 6.69% 6.69% Y 10.57 10.57
32 IGNALIS 100 MG TABLET 10 IGNALIS INTAS PHARMACEUTICALS LTD 100 MG 10 TABLET 96.43 17585456.95 3.39% 3.39% Y 9.64 9.64
33 [SUITGLIP 100 MG TABLET 10 SUITGLIP IPCA LABORATORIES PVT LTD. 100 MG 10 TABLET 85.71 1384645.05 0.27% 0.27% N 8.57
34 |JSITA 100 MG TABLET 10 JSITA JARUN PHARMACEUTICALS 100 MG 10 TABLET 92.14 119966.28 0.02% 0.02% N 9.21
35 [SITACOSE 100 MG TABLET 10 SITACOSE JB CHEMICALS 100 MG 10 TABLET 85.72 2697522.68 0.52% 0.52% N 8.57
36 [SITAHENZ 100 MG TABLET 10 SITAHENZ LA RENON 100 MG 10 TABLET 105.71 21719176.60 4.19% 4.19% Y 10.57 10.57
37 [SUGARAY 100 MG TABLET 15 SUGARAY LLOYD HEALTHCARE PVT.LTD 100 MG 15 TABLET 127.5 3021112.50 0.58% 0.58% N 8.50
38  [LUPISIT 100 MG TABLET 10 LUPISIT LUPIN LTD 100 MG 10 TABLET 85.71 18085409.97 3.49% 3.49% Y 8.57 8.57




39 [SITA OD 100 MG TABLET 10 SITA OD MACLEODS PHARMACEUTICALS PVT.LTD _[100 MG 10 TABLET 75.71 27104634.26]  5.23% 5.23% Y 7.57 7.57
40 [SITACLASS 100 MG TABLET 10 SITACLASS MACLEODS PHARMACEUTICALS PVT.LTD _[100 MG 10 TABLET 75.71 2228675.27|  0.43% 0.43% N 7.57

41 [MACSITA 100 MG TABLET 10 MACSITA MACLEODS PHARMACEUTICALS PVT.LTD _[100 MG 10 TABLET 75.71 12655910.73]  2.44% 2.44% Y 7.57 7.57
42 [SITADAY 100 MG TABLET 15 SITADAY MANKIND PHARMACEUTICALS LTD. 100 MG 15 TABLET 148.93 2366155161  4.56% 4.56% Y 9.93 9.93
43 [CORSITA 100 MG TABLET 10 CORSITA MEDLEY PHARMACEUTICALS 100 MG 10 TABLET 113.57 4268074.17|  0.82% 0.82% N 11.36

44 [SITANORM 100 MG TABLET 15 SITANORM MICRO LABS LTD 100 MG 15 TABLET 127.86 12096323.16]  2.33% 2.33% Y 8.52 8.52
45 [SITAPRIDE 100 MG TABLET 15 SITAPRIDE MICRO LABS LTD 100 MG 15 TABLET 127.86 15432446.28]  2.98% 2.98% Y 8.52 8.52
46 [SITATUF 100 MG TABLET 10 SITATUF MOREPEN LABORATORIES LIMITED 100 MG 10 TABLET 105.71 60571.83]  0.01% 0.01% N 10.57

47 [JANUVIA 100 MG TABLET 15 JANUVIA MSD PHARMACEUTICALS PRIVATE LTD. _ [100 MG 15 TABLET 192.86

48 [JANUVIA 100 MG TABLET 7 JANUVIA MSD PHARMACEUTICALS PRIVATE LTD. _ [100 MG 7 TABLET 192.86

49 [SITA (MSN) 100 MG TABLET 10 SITA (MSN) MSN LABORATORIES LTD 100 MG 10 TABLET 99.29 2562972.77]  0.49% 0.49% N 9.93

50 [SITANAT 100 MG TABLET 10 SITANAT NATCO PHARMA LTD 100 MG 10 TABLET 113.57 2387014.26]  0.46% 0.46% N 11.36

51 [GLIPCRIN 100 MG TABLET 15 GLIPCRIN PRIMUS REMEDIES PVT LTD 100 MG 15 TABLET 138.75 2293676.25|  0.44% 0.44% N 9.25

52 |GLIPTASAN 100 MG TABLET 7 GLIPTASAN SANATRA HEALTH CARE PVT.LTD 100 MG 7 TABLET 140 172760.00]  0.03% 0.03% N 20.00

53 [6F1C 100 MG TABLET 15 6F1C SINSAN PHARMACEUTICALS 100 MG 15 TABLET 250 280000.00]  0.05% 0.05% N 16.67

54 [SITASPEC 100 MG TABLET 7 SITASPEC SPECTRA THERAPEUTICS PVT. LTD. 100 MG 7 TABLET 78.58 405865.70]  0.08% 0.08% N 11.23

55 [ISTAVEL 100 MG TABLET 10 ISTAVEL SUN PHARMA LABORATORIES LTD. 100 MG 10 TABLET 92.5

56 [ISTAVEL 100 MG TABLET 7 ISTAVEL SUN PHARMA LABORATORIES LTD. 100 MG 7 TABLET 64.75

57 _[SITARED 100 MG TABLET 10 SITARED SUN PHARMA LABORATORIES LTD. 100 MG 10 TABLET 64.75

58 [SITARED 100 MG TABLET 7 SITARED SUN PHARMA LABORATORIES LTD. 100 MG 7 TABLET 64.75

59 [SITASYS 100 MG TABLET 10 SITASYS SYSTOPIC LABORATORIES LTD-MEM 100 MG 10 TABLET 56.43 552020231  1.06% 1.06% Y 5.64 5.64
60 [SITALENT 100 MG TABLET 10 SITALENT TALENT INDIA 100 MG 10 TABLET 127.86 443674.20]  0.09% 0.09% N 12.79

61 [SITABEST 100 MG TABLET 10 SITABEST TAS MED (INDIA) PRIVATE LTD. 100 MG 10 TABLET 92.86 192313.06]  0.04% 0.04% N 9.29

62 [SITAXA 100 MG TABLET 15 SITAXA TORRENT PHARMACEUTICALS LTD. 100 MG 15 TABLET 159.64 38589777.20]  7.44% 7.44% Y 10.64 10.64
63 [STALIX 100 MG TABLET 15 STALIX TORRENT PHARMACEUTICALS LTD. 100 MG 15 TABLET 159.64 31786718.60]  6.13% 6.13% Y 10.64 10.64
64 [SITASON 100 MG TABLET 10 SITASON UNISON PHARMACEUTICALS 100 MG 10 TABLET 46.43 1874657.68]  0.36% 0.36% N 4.64

65 [SITAWOK 100 MG TABLET 15 SITAWOK WOCKHARDT LTD 100 MG 15 TABLET 85.61 9033053.54]  1.74% 1.74% Y 5.71 5.71

66 [SITASAR 100 MG TABLET 10 SITASAR WONSET HEALTH CARE PRIVATE LIMITED _|100 MG 10 TABLET 92.86 263908.12  0.05% 0.05% N 9.29

67 [ZENSITA 100 MG TABLET 10 ZENSITA ZUVENTUS HEALTHCARE LTD 100 MG 10 TABLET 92.5 2391032.50]  0.46% 0.46% N 9.25

68 [SIGLYN 100 MG TABLET 10 SIGLYN ZYDUS CADILA - ZHL 100 MG 10 TABLET 107.14 17079830.24]  3.29% 3.29% Y 10.71 10.71
69 [SITAGLYN 100 MG TABLET 10 SITAGLYN ZYDUS CADILA - ZHL 100 MG 10 TABLET 107.14 10372009.12]  2.00% 2.00% Y 10.71 10.71

Rs. Per tablet

Worked out Retail Price

10.63

Excluding GST

Note: In view of DPCO Amendment Vide S.0. No. 2165(E) dated 11.05.2023, Patent Holder of Sitagliflozin i.e. M/s MSD Pharmaceuticals Private Ltd & License holder i.e. M/s Sun Pharma is not considered for price fixation.




