










































































































































































  
  

  

 

  

 

 

  

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

  

 

 

   

 

 

            

       
 

 
       

 

 
 

 
  

    

 

 

 

 
 

 
 

 

 

 

 

 
  

 

           

   
 

 
    

  
 

         
  

 

            

  
    

   

 

 
       

    
 

 
     

 
 

      
 

 
     

 
 

     
 

 
  

    
 

       
 

 
    

  
 

    
 

 
    

  
 

    
 

 
    

  
 

        
 

 
     

 
 

        
 

 
     

 
 

    
 

 
       

    
 

 
       

             

               

               

     
 

 
       

 

Paragraph IV Certifications 
June 9, 2026 

DRUG NAME DOSAGE FORM STRENGTH RLD/NDA 
DATE OF 

SUBMISSION 

NUMBER OF 

ANDAs 

SUBMITTED 

180-DAY 

STATUS 

180-DAY 

DECISION 

POSTING 

DATE 

DATE OF 

FIRST 

APPLICANT 

APPROVAL 

DATE OF FIRST 

COMMERCIAL 

MARKETING BY 

FTF 

EXPIRATION 

DATE OF LAST 

QUALIFYING 

PATENT 

Terfenadine Tablets 60 mg Seldane Pre-MMA 

Teriflunomide Tablets 7 mg and 14 mg 
Aubagio 

202992 
9/12/2016 21 Eligible 6/18/2019 7/27/2018 3/12/2023 2/4/2034 

Teriparatide Injection 
250 mcg/mL, 

2.4 mL prefilled Pen 

Forteo 

21318 
7/27/2015 1 

Extinguished 

Non-Forfeiture 

11/16/2023 

11/16/2023 
11/16/2023 3/25/2025 

Testosterone Gel 1% Androgel Pre-MMA 

Testosterone Gel 1% 
Testim 

21454 
8/21/2008 1 Extinguished 3/10/2020 6/11/2008 

Testosterone Gel 1% (pump) Androgel 12/19/2008 1 Extinguished 8/24/2020 3/1/2021 

Testosterone Gel 1.62% (pump) Androgel 4/6/2012 1 Eligible 10/8/2019 8/4/2015 10/12/2018 8/30/2020 

Testosterone Gel 
1.62% (1.25 g and 

2.5 g packets) 

Androgel 

22309 
6/19/2013 1 Deferred 4/27/2026 7/12/2017 10/12/2018 10/12/2026 

Testosterone Gel 10 mg/actuation 
Fortesta 

21463 
8/14/2012 1 Deferred 8/24/2020 8/5/2015 11/9/2018 

Testosterone Topical Solution 30 mg/1.5 mL 
Axiron 

22504 
1/29/2013 1 Extinguished 8/24/2020 8/7/2017 2/19/2017 

Testosterone Undecanoate Injection 250 mg/mL 
Aveed 

22219 
6/11/2014 1 3/14/2027 

Thalidomide Capsules 50 mg and 100 mg 
Thalomid 

20785 
12/18/2006 1 Extinguished 8/13/2019 10/23/2020 

Thalidomide Capsules 200 mg 
Thalomid 

20785 
9/25/2006 1 Extinguished 8/13/2019 10/23/2020 

Thalidomide Capsules 150 mg 
Thalomid 

20785 
2/3/2014 1 Extinguished 3/18/2024 12/9/2023 

Tiagabine Hydrochloride Tablets 2 mg and 4 mg 
Gabitril 

20646 
2/1/2005 1 Eligible 8/24/2020 11/4/2011 6/10/2017 

Tiagabine Hydrochloride Tablets 12 mg and 16 mg 
Gabitril 

20646 
1/24/2014 1 Extinguished 8/24/2020 10/13/2017 6/10/2017 

Ticagrelor Tablets 90 mg 
Brilinta 

22433 
7/20/2015 16 Eligible 11/19/2019 9/4/2018 5/1/2025 4/17/2030 

Ticagrelor Tablets 60 mg 
Brilinta 

22433 
9/30/2015 3 Eligible 8/13/2019 9/4/2018 5/1/2025 4/17/2030 

Ticlopidine Hydrochloride Tablets 250 mg Ticlid Pre-MMA 

Tigecycline For Injection 50 mg per vial Tygacil 6/15/2009 1 Extinguished 8/24/2020 5/27/2015 4/9/2016 

Timolol Maleate Ophthalmic Solution 0.25% and 0.5% Timoptic Pre-MMA 

Timolol Maleate Ophthalmic Solution 0.5% 
Istalol 

21516 
10/19/2012 1 Eligible 8/10/2020 4/17/2015 4/17/2015 11/16/2018 
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Paragraph IV Certifications 
June 9, 2026 

DRUG NAME DOSAGE FORM STRENGTH RLD/NDA 
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SUBMISSION 

NUMBER OF 

ANDAs 

SUBMITTED 

180-DAY 
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180-DAY 
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POSTING 

DATE 
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APPLICANT 
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FTF 

EXPIRATION 

DATE OF LAST 

QUALIFYING 

PATENT 

Tiopronin 
Delayed-release 

Tablets 
100 mg 

Thiola EC 

211843 
10/11/2022 2 Eligible 3/6/2023 2/24/2023 2/24/2023 11/14/2038 

Tiopronin 
Delayed-release 

Tablets 
300 mg 

Thiola EC 

211843 
10/11/2022 2 Eligible 3/6/2023 2/24/2023 2/24/2023 11/14/2038 

Tiotropium Bromide 
Inhalation Powder 

Capsules 
18 mcg 

Spiriva 

21395 
5/11/2018 1 Deferred 6/26/2023 6/20/2023 8/16/2023 4/19/2030 

Tiotropium Bromide Inhalation Aerosol 
2.5 mcg per 

actuation 

Spiriva Respimat 

21936 
3/7/2023 1 4/16/2031 

Tiotropium Bromide and 

Olodaterol Hydrochloride 
Inhalation Spray 

2.5 mcg/2.5 mcg per 

spray 

Stiolto Respimat 

206756 
5/24/2024 1 10/16/2030 

Tirbanibulin Ointment 1% 
Klisyri 

213189 
12/16/2024 1 9/7/2038 

Tirofiban Hydrochloride Injection 12.5 mg/250 mL 
Aggrastat 

20913 
10/3/2018 1 

Extinguished 

Non-Forfeiture 

Deferred 

5/2/2023 

2/6/2023 

5/4/2021 

4/8/2021 5/1/2023 

Tirofiban Hydrochloride Injection 5 mg/100 mL 
Aggrastat 

20913 
8/29/2019 1 

Extinguished 

Deferred 

5/2/2023 

2/6/2023 
2/7/2023 5/1/2023 

Tivozanib Hydrochloride Capsules 0.89 mg and 1.34 mg 
Fotivda 

212904 
3/10/2025 3 11/5/2039 

Tizanidine Hydrochloride Capsules 
2 mg, 4 mg and 

6 mg 

Zanaflex 

21447 
8/10/2007 1 Deferred 8/10/2020 2/3/2012 2/3/2012 11/28/2021 

Tobramycin Inhalation Solution 300 mg/5 mL 
Tobi 

50753 
6/29/2009 1 Extinguished 8/10/2020 10/10/2013 10/19/2014 

Tobramycin Inhalation Solution 300 mg/4 mL 
Bethkis 

201820 
8/31/2017 1 

Extinguished 

Eligible 

4/18/2023 

7/2/2019 
6/26/2019 6/26/2019 9/22/2022 

Tofacitinib Citrate Tablets 5 mg 
Xeljanz 

203214 
11/7/2016 3 

Extinguished 

Eligible 

1/20/2026 

3/20/2023 
3/13/2023 12/8/2025 

Tofacitinib Citrate Tablets 10 mg 
Xeljanz 

203214 
7/24/2019 1 

Extinguished 

Eligible 

1/20/2026 

7/13/2021 
6/1/2021 12/8/2025 

Tofacitinib Citrate 
Extended-release 

Tablets 
11 mg 

Xeljanz XR 

208246 
11/7/2016 1 Extinguished 8/10/2020 3/25/2023 

Tofacitinib Citrate 
Extended-release 

Tablets 
22 mg 

Xeljanz XR 

208246 
12/28/2020 1 Eligible 8/24/2021 8/19/2021 3/14/2034 

Tofacitinib Citrate Oral Solution 1 mg/mL 
Xeljanz 

213082 
11/12/2021 1 

Extinguished 

Eligible 

1/20/2026 

10/16/2023 
9/25/2023 12/8/2025 

Tolterodine Tartrate 
Extended-release 

Capsules 
2 mg and 4 mg 

Detrol LA 

21228 
7/30/2007 1 Extinguished 8/10/2020 11/22/2016 11/11/2019 

Tolterodine Tartrate Tablets 1 mg and 2 mg 
Detrol 

20771 
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June 9, 2026 

DRUG NAME DOSAGE FORM STRENGTH RLD/NDA 
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NUMBER OF 
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EXPIRATION 

DATE OF LAST 
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PATENT 

Tolvaptan Tablets 30mg 
Samsca 

22275 
9/23/2013 1 

Extinguished 

Non-Forfeiture 

6/15/2020 

6/15/2020 
5/19/2020 

Tolvaptan Tablets 15 mg 
Samsca 

22275 
10/10/2013 1 Non-Forfeiture 5/19/2020 2/15/2022 3/10/2022 9/1/2026 

Tolvaptan Tablets 60 mg 
Samsca 

22275 
3/26/2018 1 Eligible 6/15/2020 5/19/2020 9/1/2026 

Tolvaptan Tablets 

15 mg, 30 mg, 

45 mg, 60 mg, 

90 mg 

Jynarque 

204441 
4/8/2021 1 Eligible 4/28/2025 4/23/2025 5/12/2025 4/7/2030 

Topiramate Capsules 15 mg and 25 mg 

Topamax 

Sprinkle 

20844 

9/7/2005 1 Eligible 8/10/2020 4/15/2009 4/15/2009 9/1/2019 

Topiramate Tablets 
25 mg, 100 mg and 

200 mg 

Topamax 

20505 
12/26/2001 

Topiramate Tablets 50 mg 
Topamax 

20505 
9/8/2005 1 Extinguished 8/10/2020 3/27/2009 9/26/2008 

Topiramate 
Extended-release 

Capsules 

25 mg, 50 mg, 

100 mg, 150 mg, and 

200 mg 

Qudexy XR 

205122 
12/24/2015 1 

Extinguished 

Non-Forfeiture 

12/1/2020 

8/27/2019 
3/19/2033 

Topiramate 
Extended-release 

Capsules 
200 mg 

Trokendi XR 

201635 
4/3/2014 1 Extinguished 3/6/2023 3/18/2029 

Topiramate 
Extended-release 

Capsules 

25 mg, 50 mg, and 

100 mg 

Trokendi XR 

201635 
5/12/2014 1 

Extinguished 

Non-Forfeiture 

Deferred 

3/20/2023 

3/20/2023 

11/19/2019 

11/24/2017 1/4/2023 3/18/2029 

Topiramate Oral Solution 25 mg/mL 
Epronita 

214679 
10/6/2022 1 Eligible 11/11/2024 10/31/2024 7/9/2025 8/21/2040 

Torsemide Tablets 
5 mg, 10 mg, 

20 mg, and 100 mg 

Demadex 

20136 
Pre-MMA 

Trabectedin Powder for Injection 1 mg/vial 
Yondelis 

207953 
4/23/2020 2 1/7/2028 

Tramadol Hydrochloride Tablets 50 mg 
Ultram 

20281 
Pre-MMA 

Tramadol Hydrochloride 
Extended-release 

Tablets 
100 mg 

Ultram ER 

21692 
1/8/2007 1 Eligible 8/10/2020 11/13/2009 11/13/2009 5/10/2014 

Tramadol Hydrochloride 
Extended-release 

Tablets 
200 mg 

Ultram ER 

21692 
3/28/2007 1 Eligible 8/10/2020 11/13/2009 11/13/2009 5/10/2014 

Tramadol Hydrochloride 
Extended-release 

Tablets 
300 mg 

Ultram ER 

21692 
9/25/2007 1 Extinguished 8/10/2020 9/20/2011 5/10/2014 
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Tramadol Hydrochloride 
Extended-release 

Tablets 

100 mg, 200 mg and 

300 mg 

Ryzolt 

21745 
6/18/2009 1 Eligible 8/10/2020 12/30/2011 12/30/2011 6/29/2020 

Tramadol Hydrochloride Oral Solution 5 mg/mL 
Qdolo 

214044 
9/16/2024 1 9/1/2040 

Trametinib Dimethyl Sulfoxide Tablets 0.5 mg and 2 mg 
Mekinist 

204114 
9/28/2023 1 Eligible 8/19/2024 8/6/2024 1/28/2032 

Trandolapril Tablets 
1 mg, 2 mg and 

4 mg 

Mavik 

20528 
10/4/2004 1 Extinguished 8/10/2020 6/12/2007 6/12/2007 

Trandolapril and Verapamil 

Hydrochloride 

Extended-release 

Tablets 

2 mg/180 mg and 

2 mg/240 mg 

Tarka 

20591 
11/9/2007 1 Eligible 8/10/2020 5/26/2010 2/24/2015 

Trandolapril and Verapamil 

Hydrochloride 

Extended-release 

Tablets 
1 mg/240 mg 

Tarka 

20591 
2/20/2008 1 Eligible 8/10/2020 8/30/2010 9/20/2010 2/24/2015 

Trandolapril and Verapamil 

Hydrochloride 

Extended-release 

Tablets 
4 mg/ 240 mg 

Tarka 

20591 
7/24/2007 1 Eligible 8/10/2020 5/5/2010 2/24/2015 

Tranexamic Acid Tablets 650 mg 
Lysteda 

22430 
5/24/2011 2 Eligible 8/10/2020 12/27/2012 1/3/2013 3/4/2025 

Travoprost Ophthalmic Solution 0.003% 
Izba 

204822 
12/30/2015 1 Extinguished 8/10/2020 10/10/2029 

Travoprost Ophthalmic Solution 0.004% 
Travatan 

21257 
11/28/2008 1 Extinguished 8/10/2020 12/22/2014 

Travoprost (Preserved) Ophthalmic Solution 0.004% 
Travatan Z 

21994 
2/19/2009 1 Extinguished 8/13/2019 12/2/2014 

Trazodone Hydrochloride Tablets 
50 mg, 100 mg, 

150 mg, 300 mg 

Desyrel 

18207 
Pre-MMA 

Trazodone Hydrochloride 
Extended-release 

Tablets 
150 mg and 300 mg 

Oleptro 

22411 
10/18/2010 1 Extinguished 8/10/2020 6/29/2020 

Treprostinil Sodium Injection 
10 mg/mL, 

20 mL vial 

Remodulin 

21272 
12/2/2011 1 Eligible 6/18/2019 11/30/2017 3/25/2019 3/29/2029 

Treprostinil Sodium Injection 

1 mg/mL, 2.5 mg/mL, 

and 5 mg/mL, 20 mL 

vial 

Remodulin 

21272 
12/7/2012 1 Eligible 6/18/2019 11/30/2017 3/25/2019 3/29/2029 

Treprostinil Sodium Inhalation Solution 
0.6 mg/mL, 

2.9 mL ampules 

Tyvaso 

22387 
4/13/2015 1 Extinguished 12/14/2021 12/15/2028 

Treprostinil 
Extended-release 

Tablets 
2.5 mg 

Orenitram 

203496 
12/24/2015 1 1/22/2031 

Treprostinil 
Extended-release 

Tablets 
0.25 mg and 1 mg 

Orenitram 

203496 
5/19/2016 1 1/22/2031 
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Treprostinil 
Extended-release 

Tablets 
0.125 mg and 5 mg 

Orenitram 

203496 
12/28/2020 1 8/11/2031 

Trientine Tetrahydrochloride Tablets 300 mg 
Cuvrior 

215760 
6/21/2023 1 5/3/2039 

Tretinoin Cream 
0.025%, 0.05% and 

0.1% 
Retin-A Pre-MMA 

Tretinoin Gel 0.025% 
Retin-A 

17579 
Pre-MMA 

Tretinoin Gel 0.04% 
Retin-A Micro 

20475 
12/20/2010 1 Eligible 8/10/2020 7/17/2013 9/21/2016 

Tretinoin Gel 0.1% 
Retin-A Micro 

20475 
7/8/2010 1 Eligible 8/10/2020 7/17/2013 7/31/2013 9/21/2016 

Triamcinolone Acetonide Nasal Spray 0.055 mg/Spray Nasacort AQ 12/29/2005 1 Deferred 8/10/2020 7/30/2009 7/3/2016 

Triamterene/ 

Hydrochlorothiazide 
Tablets 

37.5 mg/25 mg and 

75 mg/50 mg 

Maxzide 

19129 
Pre-MMA 

Trifarotene Cream 0.005% 
Aklief 

211527 
10/4/2023 2 5/30/2033 

Trifluridine Hydrochloride and 

Tipiracil 
Tablets 

15 mg/6.14 mg and 

20 mg/8.19 mg 

Lonsurf 

207981 
9/23/2019 4 Deferred 6/26/2023 6/13/2023 6/17/2034 

Triheptanoin Oral Liquid 100% w/w 
Dojolvi 

213687 
7/1/2024 3 4/28/2029 

Trilaciclib Dihydrochloride Powder for Injection 300 mg base/vial 
Cosela 

214200 
2/12/2025 3 11/13/2040 

Trospium Chloride 
Extended-release 

Capsules 
60 mg 

Sanctura XR 

22103 
3/2/2009 1 Deferred 8/10/2020 10/12/2012 10/12/2012 2/1/2025 

Ubrogepant Tablets 50 mg and 100 mg 
Ubrelvy 

211765 
12/26/2023 4 12/22/2041 

Ulipristal Acetate Tablets 30 mg 
Ella 

22474 
8/13/2014 1 Eligible 8/10/2020 2/13/2017 6/12/2030 

Unoprostone Isopropyl Ophthalmic Solution 0.15% 
Rescula 

21214 
5/12/2014 1 Extinguished 3/10/2020 7/9/2021 

Upadacitinib 
Extended-release 

Tablets 
15 mg 

Rinvoq 

211675 
8/16/2023 5 3/9/2038 

Upadacitinib 
Extended-release 

Tablets 
30 mg 

Rinvoq 

211675 
8/16/2023 4 3/9/2038 
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Upadacitinib 
Extended-release 

Tablets 
45 mg 

Rinvoq 

211675 
8/16/2023 3 3/9/2038 

Upadacitinib Oral Solution 1 mg/mL 
Rinvoq LQ 

218347 
3/2/2026 1 10/17/2036 

Valacyclovir Hydrochloride Tablets 
500 mg and 

1000 mg 

Valtrex 

20487 
Pre-MMA 

Valbenazine Tosylate Capsules 40 mg and 80 mg 
Ingrezza 

209241 
4/12/2021 4 Eligible 4/15/2024 4/5/2024 8/10/2040 

Valbenazine Tosylate Capsules 60 mg 
Ingrezza 

209241 
2/14/2022 1 Eligible 8/19/2024 8/7/2024 8/10/2040 

Valbenazine Tosylate Capsules 
40 mg, 60 mg and 

80 mg 

Ingrezza Sprinkle 

218390 
1/7/2025 1 8/10/2040 

Valganciclovir Hydrochloride for Oral Solution 50 mg/mL 
Valcyte 

22257 
3/21/2011 1 Extinguished 1/2/2020 3/29/2015 

Valganciclovir Hydrochloride Tablets 450 mg 
Valcyte 

21304 
12/27/2005 1 Extinguished 7/27/2020 7/28/2014 

Valsartan Tablets 
40 mg, 80 mg, 

160 mg and 320 mg 

Diovan 

21283 
12/28/2004 1 Non-Forfeiture 7/27/2020 6/26/2014 7/7/2014 6/18/2017 

Valsartan and 

Hydrochlorothiazide 
Tablets 

80 mg/12.5 mg 

160 mg/12.5 mg 

160 mg/25 mg 

Diovan HCT 

20818 
12/2/2005 1 Eligible 7/27/2020 9/21/2012 9/21/2012 6/18/2017 

Valsartan and 

Hydrochlorothiazide 
Tablets 

320 mg/12.5 mg and 

320 mg/25 mg 

Diovan HCT 

20818 
2/7/2007 1 Eligible 7/27/2020 9/21/2012 9/21/2012 6/18/2017 

Vancomycin Hydrochloride For Oral Solution 
25 mg/mL and 

50 mg/mL 

Firvanq Kit 

208910 
5/18/2020 1 Eligible 12/13/2022 11/14/2022 8/29/2023 3/13/2035 

Vardenafil Hydrochloride Tablets 2.5 mg 
Levitra 

21400 
9/4/2009 1 Deferred 7/27/2020 5/3/2012 10/3/2018 10/31/2018 

Vardenafil Hydrochloride Tablets 5 mg and 10 mg 
Levitra 

21400 
7/10/2009 1 Deferred 7/27/2020 5/3/2012 10/3/2018 10/31/2018 

Vardenafil Hydrochloride Tablets 20 mg 
Levitra 

21400 
3/5/2009 1 Deferred 7/27/2020 5/3/2012 10/3/2018 10/31/2018 

Vardenafil Hydrochloride 
Orally Disintegrating 

Tablets 
10 mg 

Staxyn 

200179 
12/22/2011 1 

Extinguished 

Eligible 

6/18/2019 

6/18/2019 
4/23/2015 10/31/2018 

Varenicline Tartrate Tablets 0.5 mg and 1 mg 
Chantix 

21928 
5/10/2010 5 Eligible 9/7/2021 8/11/2021 9/21/2021 8/3/2022 
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Paragraph IV Certifications 
June 9, 2026 

DRUG NAME DOSAGE FORM STRENGTH RLD/NDA 
DATE OF 

SUBMISSION 

NUMBER OF 

ANDAs 

SUBMITTED 

180-DAY 

STATUS 

180-DAY 

DECISION 

POSTING 

DATE 

DATE OF 

FIRST 

APPLICANT 

APPROVAL 

DATE OF FIRST 

COMMERCIAL 

MARKETING BY 

FTF 

EXPIRATION 

DATE OF LAST 

QUALIFYING 

PATENT 

Varenicline Tartrate Nasal Spray 0.03 mg/spray 
Tyrvaya 

213978 
4/21/2023 1 10/19/2035 

Vasopressin Injection 20 units/mL, 1 mL 
Vasostrict 

204485 
3/23/2018 1 

Non-Forfeiture 

Deferred 

12/28/2021 

12/28/2021 
12/15/2021 1/18/2022 1/30/2035 

Vasopressin Injection 200 units/10 mL 
Vasostrict 

204485 
6/29/2018 1 Non-Forfeiture 2/6/2023 5/6/2026 1/30/2035 

Vasopressin Injection 20 units/100 mL 
Vasostrict 

204485 
12/20/2022 1 Eligible 1/8/2024 12/6/2023 1/30/2035 

Vasopressin Injection 
40 units/100 mL and 

60 units/100 mL 

Vasostrict 

204485 
2/28/2022 1 

40 u/100 mL -

Extinguished 
8/18/2025 1/30/2035 

Vecuronium Bromide For Injection 
10 mg/vial and 

20 mg/vial 

Norcuron 

18776 
Pre-MMA 

Venetoclax Tablets 
10 mg, 50 mg and 

100 mg 

Venclexta 

208573 
4/13/2020 2 Deferred 6/9/2026 5/15/2026 1/29/2032 

Venlafaxine Hydrochloride Tablets 

25 mg, 37.5 mg, 

50 mg, 75 mg and 

100 mg 

Effexor 

20151 
11/03/2005 1 8/3/2006 6/15/2006 6/13/2008 

Venlafaxine Hydrochloride 
Extended-release 

Tablets 

37.5 mg, 75 mg and 

150 mg 

Effexor XR 

20699 
5/3/2007 1 Extinguished 7/27/2020 3/20/2017 

Venlafaxine Hydrochloride 
Extended-release 

Tablets 

37.5 mg, 75 mg and 

150 mg 

Venlafaxine 

Hydrochloride 

22104 

2/12/2009 1 Eligible 7/27/2020 8/18/2010 6/15/2006 3/20/2017 

Venlafaxine Hydrochloride 
Extended-release 

Tablets 
225 mg 

Venlafaxine 

Hydrochloride 

22104 

1/10/2011 1 Extinguished 7/27/2020 1/8/2019 3/20/2017 

Verapamil Hydrochloride 
Extended-release 

Capsules 
100 mg and 200 mg 

Verelan PM 

20943 
7/20/2006 1 Extinguished 7/27/2020 8/9/2007 6/19/2007 

Verapamil Hydrochloride 
Extended-release 

Capsules 

120 mg, 180 mg and 

240 mg 
Verelan SR Pre-MMA 

Verapamil Hydrochloride 
Extended-release 

Tablets 
180 mg Isoptin SR Pre-MMA 

Verapamil Hydrochloride 
Extended-release 

Tablets 
240 mg 

Covera HS 

20552 
Pre-MMA 

Verapamil Hydrochloride 
Extended-release 

Capsules 
300 mg 

Verelan PM 

20943 
5/19/2006 1 Extinguished 7/27/2020 8/9/2007 6/17/2007 

Vericiguat Tablets 2.5 mg 
Verquvo 

214377 
1/21/2025 5 11/26/2032 

Vericiguat Tablets 5 mg and 10 mg 
Verquvo 

214377 
1/21/2025 4 11/26/2032 
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FTF 

EXPIRATION 

DATE OF LAST 

QUALIFYING 

PATENT 

Vibegron Tablets 75 mg 
Gemtesa 

213006 
12/23/2024 4 3/22/2040 

Vilazodone Hydrochloride Tablets 
10 mg, 20 mg, and 

40 mg 

VIIBRYD 

22567 
1/21/2015 5 Eligible 7/27/2020 9/13/2019 6/4/2022 6/5/2022 

Viloxazine Hydrochloride 
Extended-release 

Capsules 
100 mg 

Qelbree 

211964 
4/2/2025 7 4/2/2035 

Viloxazine Hydrochloride 
Extended-release 

Capsules 
150 mg 

Qelbree 

211964 
4/2/2025 7 4/2/2035 

Viloxazine Hydrochloride 
Extended-release 

Capsules 
200 mg 

Qelbree 

211964 
4/2/2025 8 4/2/2035 

Vincristine Sulfate Injection 
1 mg/mL, 1 mL, 

2 mL and 5 mL vials 

Oncovin 

14103 
Pre-MMA 

Vismodegib Capsules 150 mg 
Erivedge 

203388 
3/27/2025 1 12/15/2028 

Voclosporin Capsules 7.9 mg 
Lupkynis 

213716 
1/22/2025 8 12/7/2037 

Voriconazole For Injection 200 mg/vial 
Vfend 

21267 
9/12/2008 1 Eligible 7/27/2020 5/30/2012 5/30/2012 6/2/2018 

Voriconazole Oral Suspension 40 mg/mL 
Vfend 

21630 
10/8/2010 1 Eligible 7/27/2020 5/28/2013 9/25/2013 5/24/2016 

Voriconazole Tablets 50 mg and 200 mg 
Vfend 

21266 
4/14/2008 1 Eligible 7/27/2020 4/22/2010 2/15/2011 5/24/2016 

Vortioxetine Tablets 
5 mg, 10 mg, 15 mg 

and 20 mg 

Trintellix 

204447 
10/2/2017 15 6/30/2031 

Vosoritide Powder for Injection 

0.4 mg/vial 

0.56 mg/vial 

1.2 mg/vial 

Voxzogo 

214938 
11/19/2025 1 7/11/2042 

Voxelotor Tablets 300 mg and 500 mg 
Oxbryta 

213137 
11/27/2023 2 10/12/2037 

Voxelotor 
Tablets for Oral 

Suspension 
300 mg 

Oxbryta 

216157 
11/27/2023 1 12/2/2036 

Zafirlukast Tablets 10 mg and 20 mg 
Accolate 

20547 
2/29/2008 1 Eligible 7/27/2020 11/18/2010 11/18/2010 3/18/2014 

Zaleplon Capsules 5 mg and 10 mg 
Sonata 

20859 
6/21/2005 1 Extinguished 7/27/2020 6/6/2008 6/6/2008 

Zanubrutinib Capsules 80 mg 
Brukinsa 

213217 
11/14/2023 2 1/19/2043 

Zanubrutinib Tablets 160 mg 
Brukinsa 

218785 
11/13/2025 1 1/19/2043 
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DATE OF 

SUBMISSION 

NUMBER OF 

ANDAs 

SUBMITTED 

180-DAY 

STATUS 

180-DAY 

DECISION 

POSTING 

DATE 

DATE OF 

FIRST 

APPLICANT 

APPROVAL 

DATE OF FIRST 

COMMERCIAL 

MARKETING BY 

FTF 
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Zidovudine Capsules 100 mg 
Retrovir 

19665 
Pre-MMA 

Ziprasidone Hydrochloride Capsules 
20 mg, 40 mg, 

60 mg and 80 mg 

Geodon 

20825 
2/7/2005 5 Eligible 7/27/2020 3/2/2012 3/2/2012 5/27/2019 

Zoledronic Acid Injection 
0.05 mg/mL, 

100 mL vial 

Reclast 

21817 
8/29/2008 1 Extinguished 3/10/2020 9/2/2012 

Zoledronic Acid Injection 0.8 mg (base) /mL 
Zometa 

21223 
6/11/2008 1 Extinguished 3/10/2020 9/2/2012 

Zoledronic Acid Injection 
4 mg/100 mL, 

100 mL vial 

Zometa 

21223 
1/31/2012 1 Extinguished 3/10/2020 2/5/2028 

Zolmitriptan Nasal Spray 2.5 mg/spray 
Zomig 

21450 
6/9/2016 1 Extinguished 7/27/2020 11/28/2020 

Zolmitriptan Nasal Spray 5 mg/spray 
Zomig 

21450 
11/14/2013 1 Extinguished 1/12/2021 11/28/2020 

Zolpidem Tartrate 
Extended-release 

Tablets 
6.25 mg 

Ambien CR 

21774 
2/24/2006 1 Non-Forfeiture 7/27/2020 10/13/2010 10/13/2010 6/1/2020 

Zolpidem Tartrate 
Extended-release 

Tablets 
12.5 mg 

Ambien CR 

21774 
1/19/2006 1 Non-Forfeiture 7/27/2020 12/3/2010 12/6/2010 6/1/2020 

Zolpidem Tartrate Sublingual Tablets 5 mg and 10 mg 
Edluar 

21997 
4/29/2010 1 Extinguished 7/27/2020 8/1/2016 9/24/2018 

Zolpidem Tartrate Sublingual Tablets 1.75 mg and 3.5 mg 
Intermezzo 

22328 
4/10/2012 1 Eligible 7/27/2020 6/3/2015 3/23/2016 4/15/2027 

Zonisamide Oral Suspension 100 mg/5 mL 
Zonisade 

214273 
2/4/2025 1 8/18/2038 
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