04 February 2025

9.

AN

RESEARCH DELTA

RESEARCH DELTA ADVISORS

US GENERICS - UPCOMING LOSS OF EXCLUSIVITIES: 2025-2027
]

¢ +91.9909919584
M nimish@researchdelta.com



mailto:nimish@researchdelta.com

US GENERICS — LOSS OF EXCLUSIVITIES:
2025-2027



LOE - 2025 THROUGH 2027

Loss of Exclusivity — Value and Volume
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*Includes Biosimilars Source:- Para IV Insights (Research Delta)




COMPLEX GENERICS DOMINATES THIS YEAR

Brand Sales of products going Gx
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* Sales of Complex product * Sales of Non-Complex product

*Biosimilars are considered as Complex Products Source:- Para IV Insights (Research Delta)



SOLE FTFS CONTRIBUTION INCREASES FROM 24% TO 39%

SALES BREAKUP AS PER NO OF FTFs
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*Excludes Biosimilars Source:- Para IV Insights (Research Delta)



INNOVATORS’ EXPOSURE TO GENERICS

Innovators With Highest Gx Exposure
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Janssen  Novartis  Amgen Merck  Celgene Phizer Bayer Astrazeneca ACTELION  FoldRx Alexion Boehringer Astellas
Pharma Pharma  Pharma  Ingelheim

Source:- Para IV Insights (Research Delta)



GENERICS OPPORTUNITY - INDIAN CO. DOMINATES PARA IV SPACE

Company No. of ABLAs No. of FTFs No. of Para IVs FTFs as % Para IVs
1 Teva - 30 46 65%
2 MSN Labs - 15 28 54%
3 Apotex - 14 26 54%
4 Lupin - 13 24 54%
5 Sun Pharma - 9 24 38%
6 Aurobindo - 7 23 30%
7 Zydus Cadila - 12 23 52%
8 Mylan - 14 19 74%
9 Dr Reddy's - 8 18 44%
10 Sandoz 1 10 17 59%
11 Cipla - 6 14 43%
12 Actavis - 10 13 77%
13 Alkem - 7 13 54%
14 Alembic - 9 12 75%
15 Hetero - 8 12 67%
16 Prinston Pharma - 5 10 50%
17 Biocon 1 1 9 11%
18 Microlabs - 6 9 67%
19 Amneal - 4 8 50%
20 Endo Pharma - 5 8 63%
21 Macleods - 4 8 50%
22 Torrent - 6 8 75%
23 Accord (Intas) - 5 7 71%
24 Ajanta Pharma - 2 7 29%

Source:- Para IV Insights (Research Delta)




GENERICS OPPORTUNITY - INDIAN CO. DOMINATES PARA IV SPACE

Company No. of ABLAs No. of FTFs No. of Para IVs FTFs as % Para IVs

25 Breckenridge - 4 7 57%
26 Annora Pharma - 2 6 33%
27 Fresenius Kabi 1 5 6 83%
28 Laurus Labs - 2 6 33%
29 Sciegen Pharma - 0 6 0%

30 Glenmark - 4 5 80%
31 Hikma - 1 5 20%
32 Unichem - 1 5 20%
33 USV private limited - 1 5 20%
34 Alvogen - 0 4 0%

35 Ascent Pharms - 0 4 0%

36 Azurity - 3 4 75%
37 Chemo Research - 0 4 0%

38 Mankind pharma - 1 4 25%
39 Aizant - 3 3 100%
40 Gland Pharma - 1 3 33%
41 Hec Pharma - 1 3 33%
42 Padagis - 3 3 100%
43 SigmaPharma - 2 3 67%
44 Sinotherapeutics - 0 3 0%

45 Umedica - 0 3 0%

46 Wockhardt - 1 3 33%
47 Amgen 2 0 2 0%

48 Anobri Pharma - 2 2 100%

Source:- Para IV Insights (Research Delta)




GENERICS OPPORTUNITY - INDIAN CO. DOMINATES PARA IV SPACE

Company

No. of ABLAs No. of FTFs

No. of Para IVs

FTFs as % Para IVs

49 Changzhou Pharma - 1 2 50%
50 Dexcel Pharma - 0 2 0%
51 Epic pharma - 0 2 0%
52 eVenus (Jiangsu Hengrui medicine co.) - 2 2 100%
53 Indoco Remedies - 0 2 0%
54 Inventia - 1 2 50%
55 Natco - 1 2 50%
56 Qilu Pharma - 1 2 50%
57 Sagent Pharma - 1 2 50%
58 Amerigen Pharma - 1 1 100%
59 Anchen - 1 1 100%
60 ANI Pharma - 0 1 0%
61 Apicore - 0 1 0%
62 Ascent Labs - 1 1 100%
63 Aspiro pharma - 1 1 100%
64 Biophore india - 0 1 0%
65 Celltrion 1 0 1 0%
66 Crystal pharmaceuticals - 1 1 100%
67 Fisio pharma - 1 1 100%
68 Granules India - 0 1 0%
69 Hisun pharma - 1 1 100%
70 Hi-Tech Pharma - 0 1 0%
71 Hopewell Pharma Ventures - 0 1 0%
72 Humanwell Puracap - 0 1 0%

Source:- Para IV Insights (Research Delta)




GENERICS OPPORTUNITY - INDIAN CO. DOMINATES PARA IV SPACE

Company No. of ABLAs No. of FTFs No. of Para IVs FTFs as % Para IVs
73 InnoPharma - 1 1 100%
74 Jubiliant - 1 1 100%
75 Lannett - 0 1 0%
76 Mayne Pharma - 0 1 0%
77 Noratech pharmaceuticals - 1 1 100%
78 Novugen pharma - 1 1 100%
79 Orbicular - 0 1 0%
80 Paddock - 0 1 0%
81 Perrigo - 0) 1 0%
82 Rhodes Pharma - 0 1 0%
83 Rio biopharmaceuticals - 0 1 0%
84 Saba llac Sanayi Ve Ticaret As - 0 1 0%
85 Seasons Biotechnology - 1 1 100%
86 Shanghai Zhongxi - 0 1 0%
87 Somerset - 0 1 0%
88 Sunshine pharma - 1 1 100%
89 Synthon Pharma - 0 1 0%
90 Twi Pharma - 0 1 0%
91 VGYAAN Pharmaceuticals - 0 1 0%
92 Wilshire - 1 1 100%
93 Zenara pharma - 1 1 100%
94 ZHEJIANG - 0 1 0%

Source:- Para IV Insights (Research Delta)




ANNEXURE



2025 : PRODUCTS LOSING EXCLUSIVITY

Brand Name

Generic Name

1 Adzenys XR- ODT Amphetamine 3.1,6.3,9.4,12.5,15.7,18.8 mg; Tablet Extended
2 Aptiom Eslicarbazepine Acetate 200,400,600,800 mg; Tablet, Oral
3 Auryxia Ferric Citrate EQ 210mg Iron; Tablet, Oral
4 Brilinta Ticagrelor 90, 60 mg ; Tablet, Oral
5 Complera Emtricitabine; Rilpivirine Hydrochloride; Tenofovir Disoproxil Fumarate 200MG; EQ 25MG BASE; 300MG, Tablet Oral
6 Entresto Sacubitril; Valsartan 24/26mg, 49/51mg, 97/103mg; Tablet, oral
7 Exparel Bupivacaine Liposome 266 mg/20 mL, 133 mg/10 mL ; Injectable Suspension
8 Farxiga Dapagliflozin 5,10 mg; Tablet, Oral
9 Folotyn Pralatrexate 20MG/ML; Solution, Intravenous
10 Fycompa Perampanel 2,4,6,8,10,12 mg; Tablet, Oral
11 Jynarque Tolvaptan 15 mg, 30 mg, 45 mg, 60 mg, 90 mg Tablet
12 Lumify (OTC) Brimondinie Tartrate 0.025% Ophthalmic Solution
13 Memantine Hydrochloride Extended-release And Donepezil
Namzaric Hydrochloride 10/21 mg; Capsule, Extended Release
14 Nucynta ER Tapentadol Hydrochloride 50,100,150,200,250 mg; Tablet, Extended Release
15 Opsumit Macitentan 10 mg; Tablet, Oral
16 Prezista Darunavir Ethanolate 75,150,300 mg; Tablet
17 Prolia And Xgeva (Biosimilar) Denosumab 60mg/mL, 70mg/mL; Injection, Subcutaneous
18 Ravicti Glycerol Phenylbutyrate 1.1 gm/ml; Liquid, Oral
19 23.75/95mg, 36.25/145mg, 48.75/195mg, 61.25mg/ 245mg
Rytary Carbidopa And Levodopa ; Capsule, extended release
20 Saxenda Liraglutide 18 mg/3 mL prefilled syringe Injection
21 Simbrinza Brinzolamide And Brimonidine Tartrate 1% ,0.2% ; Ophthalmic Suspension/Drops

Source:- Para IV Insights (Research Delta)




2025 : PRODUCTS LOSING EXCLUSIVITY

Brand Name Generic Name
22 Soliris (Biosimilar) Eculizumab 300 Mg; Injection
23 Spiriva Respimat Tiotropium Bromide 2.5 Mcg Per Actuation; Spray, Metered; Inhalation Aerosol
24 Stelara (Biosimilar) Ustekinumab 130mg/26ml ; Injection
25 Vyndagel Tafamidis Meglumine 20 Mg; Capsules
26 Xeljanz Tofacitinib 5, 10 Mg ; Tablet, Oral
27 Xeljanz Oral Solution Tofacitinib 1 Mg/MlI ; Oral Solution
28 Xeljanz XR Tofacitinib 11, 22 Mg ; Tablet; Extended Release

Source:- Para IV Insights (Research Delta)
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