
















































































 
 

  

 

  

 

 

  

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

  

 

 

   

 

 

  
    

     

 

 
 

      

 

  

 

 

 

  

   

   

 

 

 

 

 

      

      
 

 
       

    
 

 
     

 
 

           
 

 

    
  

 
       

      
 

 
       

     
 

 
     

 
 

   
    

   

 

 
  

     

        
 

 
       

   
   

  

 

 
       

       
 

 
   

   
 

 
 

 
     

 

 
    

  
 

  

 

 

 

    

 

  

 
       

  

 

 

 

 

    

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  
 

 

      

   

 

 
       

    
 

 
     

 
 

    
 

 
  

    
 

     
 

 
       

 

Paragraph IV Certifications 
June 22, 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 

Glyburide Tablets 
1.5 mg, 3 mg, 

4.5 mg and 6 mg 

Glynase 

20051 
Pre-MMA 

Glyburide/ 

Metformin Hydrochloride 
Tablets 

1.25mg/250 mg 

2.5 mg/500 mg 

5 mg/500 mg 

Glucovance 

21178 
Pre-MMA 

Glycerol Phenylbutyrate Oral Liquid 1.1 g/mL 
Ravicti 

203284 
11/19/2013 1 Eligible 1/11/2022 12/2/2021 10/17/2025 3/9/2032 

Glycopyrrolate Tablets 1 mg 
Robinul 

12827 
8/14/2009 1 Extinguished 3/10/2020 2/3/2014 4/24/2024 

Glycopyrrolate Tablets 1.5 mg Robinul Forte 5/6/2009 1 Deferred 6/15/2020 3/12/2012 4/24/2024 

Glycopyrrolate Tablets 2 mg 
Robinul Forte 

12827 
10/12/2010 1 Eligible 6/15/2020 2/3/2014 12/21/2015 4/24/2024 

Glycopyrrolate Oral Solution 1 mg/5 mL 
Cuvposa 

22571 
6/20/2012 1 Eligible 8/24/2021 8/9/2021 1/4/2022 8/20/2023 

Glycopyrronium Tosylate Topical Cloth 2.4% 
Qbrexza 

210361 
1/13/2020 1 Deferred 4/13/2026 4/3/2026 2/28/2033 

Granisetron Hydrochloride Injection 
0.1 mg/mL, 1 mL 

single dose vial 

Kytril 

20239 
3/8/2007 1 

Granisetron Hydrochloride Injection 1 mg/mL, 1 mL vials 
Kytril 

20239 
6/1/2004 1 Eligible 6/15/2020 12/31/2007 12/31/2007 5/4/2019 

Granisetron Hydrochloride Injection 
1 mg/mL, 4 mL 

multi-dose vials 

Kytril 

20239 
7/19/2004 1 Eligible 6/15/2020 12/31/2007 12/31/2007 5/4/2019 

Granisetron Hydrochloride Transdermal System 3.1 mg/24 hrs 
Sancuso 

22198 
10/9/2015 1 Extinguished 10/22/2024 

Guaifenesin 
Extended-release 

Tablets 
600 mg and 1.2 gm 

Mucinex 

21282 
6/9/2006 1 Extinguished 11/19/2019 4/28/2020 

Guaifenesin and 

Dextromethorphan 

Extended-release 

Tablets 

600 mg/30 mg and 

1200 mg/60 mg 

Mucinex DM 

21620 
12/17/2008 1 Deferred 6/15/2020 8/31/2015 4/5/2016 4/28/2020 

Guaifenesin and 

Pseudoephedrine 

Hydrochloride 

Extended-release 

Tablets 

600 mg/60 mg and 

1200 mg/120 mg 

Mucinex-D 

21585 
12/29/2008 1 Deferred 6/15/2020 5/27/2015 12/16/2015 4/28/2020 

Guanfacine Hydrochloride 
Extended-release 

Tablets 

1 mg, 2 mg, 3 mg 

and 4 mg 

Intuniv 

22037 
12/29/2009 1 Eligible 6/29/2020 10/5/2012 12/1/2014 7/4/2022 

Halobetasol Propionate Lotion 0.05% 
Ultavate 

208183 
1/24/2018 1 Eligible 7/13/2020 6/4/2020 6/19/2033 

Halobetasol Propionate Lotion 0.01% 
Bryhali 

209355 
5/15/2019 1 11/2/2031 

Halobetasol Propionate Topical Foam 0.05% 
Lexette 

210566 
1/28/2021 1 Eligible 9/4/2023 8/11/2023 12/27/2023 11/30/2036 
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Paragraph IV Certifications 
June 22, 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 

Halobetasol Propionate and 

Tazarotene 
Lotion 0.01%/0.045% 

Duobrii 

209354 
6/11/2020 1 Extinguished 2/17/2025 6/6/2036 

Hydrocodone Bitartrate 
Extended-release 

Capsules 

10 mg, 15 mg, 

20 mg, 30 mg, 

40 mg, and 50 mg 

Zohydro ER 

202880 
2/26/2014 1 Extinguished 6/15/2020 11/1/2019 

Hydrocodone Bitartrate and 

Ibuprofen 
Tablets 2.5 mg/200 mg 

Vicoprofen 

20716 
2/24/2006 1 Eligible 7/25/2022 10/19/2007 6/10/2017 

Hydrocodone Bitartrate and 

Ibuprofen 
Tablets 5 mg/200 mg Vicoprofen 5/27/2005 1 3/18/2004 6/10/2017 

Hydrocodone Bitartrate and 

Ibuprofen 
Tablets 7.5 mg/200 mg 

Vicoprofen 

20716 
Pre-MMA 

Hydrocodone Bitartrate and 

Ibuprofen 
Tablets 10 mg/200 mg 

Vicoprofen 

20716 
3/20/2006 1 Eligible 6/15/2020 11/6/2006 6/10/2017 

Hydrocodone Bitartrate 
Extended-release 

Tablets 

20 mg, 60 mg, and 

120 mg 

Hysingla ER 

206627 
4/15/2015 1 Deferred 3/9/2021 3/1/2021 3/1/2021 12/21/2031 

Hydrocodone Bitartrate 
Extended-release 

Tablets 

30 mg, 40 mg, 

80 mg, and 100 mg 

Hysingla ER 

206627 
5/8/2015 1 Deferred 3/9/2021 3/1/2021 3/1/2021 12/21/2031 

Hydrocortisone Butyrate Cream 0.10% 

Locoid 

Lipocream 

20769 
6/28/2010 1 Eligible 6/29/2020 9/27/2013 12/5/2013 6/3/2014 

Hydrocortisone Butyrate Lotion 0.10% 
Locoid 

22076 
8/31/2016 1 Eligible 6/29/2020 11/21/2017 2/12/2018 12/19/2026 

Hydromorphone Hydrochloride 
Extended-release 

Tablets 
8 mg and 12 mg 

Exlago 

21217 
9/2/2010 1 Deferred 6/29/2020 5/12/2014 7/7/2014 

Hydromorphone Hydrochloride 
Extended-release 

Tablets 
16 mg 

Exlago 

21217 
8/2/2010 1 Deferred 6/29/2020 5/12/2014 7/7/2014 

Hydromorphone Hydrochloride Oral Solution 5 mg/5mL 
Dilaudid 

19891 
2/25/2011 1 Extinguished 1/27/2020 11/9/2020 

Hydromorphone Hydrochloride Injection 10 mg/mL 
Dilaudid-HP 

19034 
11/4/2011 1 Extinguished 6/29/2020 

Hydromorphone Hydrochloride Injection 2 mg/mL 
Dilaudid 

19034 
6/22/2011 1 Deferred 1/8/2024 4/27/2018 10/1/2018 11/9/2020 

Hydromorphone Hydrochloride Injection 
0.5 mg/0.5 mL and 

1 mg/mL 

Dilaudid 

19034 12/13/2022 1 Eligible 6/10/2024 2/9/2024 
0.5 mg-5/15/2024 

1 mg - 6/5/2024 
3/12/2034 

Hydromorphone Hydrochloride Injection 0.2 mg/mL 
Dilaudid 

19034 12/19/2023 1 Eligible 6/10/2024 2/9/2024 10/14/2024 3/12/2034 

Hydromorphone Hydrochloride Tablets 
2 mg, 4 mg, and 

8 mg 

Dilaudid 

19892 
8/5/2013 1 Deferred 6/29/2020 5/13/2016 11/9/2020 
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Paragraph IV Certifications 
June 22, 2026 

DRUG NAME DOSAGE FORM STRENGTH RLD/NDA 
DATE OF 

SUBMISSION 

NUMBER OF 

ANDAs 

SUBMITTED 

180-DAY 

STATUS 

180-DAY 
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POSTING 

DATE 

DATE OF 

FIRST 

APPLICANT 

APPROVAL 

DATE OF FIRST 

COMMERCIAL 

MARKETING BY 

FTF 

EXPIRATION 

DATE OF LAST 

QUALIFYING 

PATENT 

Hydroxyprogesterone Caproate 
Injection (Auto-

injector) 
275 mg/1.1 mL 

Makena 

21945 
9/28/2020 1 5/2/2036 

Ibandronate Sodium Injection 1 mg/mL, 3 mL Vial 
Boniva 

21858 
8/31/2007 1 Extinguished 3/10/2020 9/2/2014 

Ibandronate Sodium Tablets 150 mg 
Boniva 

21455 
5/16/2007 8 Deferred 6/29/2020 3/19/2012 3/19/2012 5/6/2023 

Ibandronate Sodium Tablets 2.5 mg 
Boniva 

21455 
5/16/2007 1 Extinguished 6/29/2020 5/6/2023 

Ibrutinib Capsules 70 mg 
Imbruvica 

205552 
12/14/2018 1 Eligible 4/6/2021 3/31/2021 10/30/2033 

Ibrutinib Capsules 140 mg 
Imbruvica 

205552 
11/13/2017 8 Deferred 4/6/2021 3/31/2021 10/24/2034 

Ibrutinib Tablets 140 mg 
Imbruvica 

210563 
11/5/2018 1 3/3/2036 

Ibrutinib Tablets 560 mg 
Imbruvica 

210563 
11/5/2018 1 Extinguished 7/8/2024 3/3/2036 

Ibrutinib Tablets 280 mg and 420 mg 
Imbruvica 

210563 
12/14/2018 1 3/3/2036 

Ibuprofen Oral Drops 40 mg/mL 

Children's Motrin 

Drops 

20603 

Pre-MMA 

Ibuprofen Oral Suspension 50 mg/1.25 mL 

Concentrated 

Motrin Infant 

Drops 

20812 

6/29/2007 1 12/20/2011 

Ibuprofen Oral Suspension 100 mg/5 mL (Rx) Motrin Pre-MMA 

Ibuprofen Oral Suspension 100 mg/5 mL (OTC) Children's Motrin Pre-MMA 

Ibuprofen Chewable Tablets 50 mg and 100 mg 

Children's 

Motrin, Junior 

Strength Motrin 

20601 

Pre-MMA 

Ibuprofen Lysine Injection 
10 mg/mL, 

2 mL vials 

Neoprofen 

21903 
10/1/2010 1 

Extinguished 

Deferred 

4/18/2023 

6/29/2020 
3/30/2016 3/20/2021 

Ibuprofen and Acetaminophen Tablets 125 mg/250 mg 

Advil Dual Action 

with 

Acetaminophen 

211733 

3/28/2024 2 Eligible 5/13/2024 4/26/2024 5/7/2024 7/9/2041 
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DRUG NAME DOSAGE FORM STRENGTH RLD/NDA 
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DATE OF LAST 
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PATENT 

Ibuprofen and 

Diphenhydramine 

Hydrochloride 

Capsules 200 mg/25 mg 
Advil PM 

21393 
2/16/2016 

Ibuprofen and 

Diphenhydramine Citrate 
Tablets 200 mg/38 mg 

Advil PM 

21394 
12/28/2017 1 Extinguished 4/18/2023 5/30/2022 

Ibuprofen and Famotidine Tablets 800 mg/26.6 mg 
Duexis 

22519 
12/6/2011 1 Extinguished 8/24/2021 7/18/2026 

Ibuprofen and 

Pseudoephedrine 

Hydrochloride 

Oral Suspension 
100 mg/ 15 mg per 

5 mL 

Children's Motrin 

Cold 
Pre-MMA 

Ibuprofen and 

Pseudoephedrine 

Hydrochloride 

Tablets 200 mg/30 mg 
Advil Cold and 

Sinus 
Pre-MMA 

Ibuprofen Potassium and 

Pseudoephedrine 

Hydrochloride 

Capsules 200 mg/30 mg 
Advil Cold and 

Sinus 
12/27/2004 1 Extinguished 6/29/2020 

Icatibant Injection 10 mg/mL 
Firazyr 

22150 
8/25/2015 2 Extinguished 8/13/2019 7/15/2019 

Icosapent Ethyl Capsules 1 g 
Vascepa 

202057 
7/26/2016 4 Eligible 6/15/2020 5/21/2020 11/4/2020 4/29/2030 

Icosapent Ethyl Capsules 500 mg 
Vascepa 

202057 
8/29/2017 1 Non-Forfeiture 12/1/2020 9/11/2020 9/9/2022 4/29/2030 

Idelalisib Tablets 100 mg and 150 mg 
Zydelig 

205858 
3/23/2022 1 Deferred 3/2/2026 2/17/2026 9/2/2033 

Ifosfamide For Injection 1 g/vial and 3 g/vial 
Ifex 

19763 
Pre-MMA 

Ifosfamide Injection 
50 mg/mL, 20 mL 

vials and 60 mL vials 
Ifex Pre-MMA 

Ifosfamide/ Mesna 
For Injection/ 

Injection Kit 

1 g/vial; 100 mg/mL, 

10 mL vials and 

3 g/vial; 100 mg/mL, 

10 mL vials 

Ifex/ Mesnex Kit 

19763 
Pre-MMA 

Ifosfamide/ Mesna Injection/ Injection Kit 

50 mg/mL, 20 mL 

and 60 mL vials; 100 

mg/mL, 10 mL vial 

Ifex/ Mesnex Kit Pre-MMA 

Iloperidone Tablets 

1 mg, 2 mg, 4 mg, 

6 mg, 8 mg, 10 mg, 

and 12 mg 

Fanapt 

22192 
5/6/2013 1 Extinguished 6/18/2019 11/15/2016 

Imatinib Mesylate Tablets 100 mg and 400 mg 
Gleevec 

21588 
3/12/2007 1 Non-forfeiture 6/18/2019 12/3/2015 2/1/2016 11/23/2019 
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Imatinib Mesylate Capsules 400 mg Gleevec 1/24/2014 1 Extinguished 3/10/2020 1/16/2019 

Imiquimod Cream 5% 
Aldara 

20723 
10/17/2006 1 Eligible 6/29/2020 2/25/2010 2/25/2010 8/24/2010 

Imiquimod Cream 2.5% 
Zyclara 

22483 
6/17/2014 1 12/11/2029 

Imiquimod Cream 3.75% 
Zyclara 

22483 
8/8/2012 1 Non-Forfeiture 7/16/2019 7/30/2020 12/11/2029 

Inclisiran Sodium Injection 284 mg/1.5 mL 
Leqvio 

214012 
12/22/2025 1 8/25/2036 

Indocyanine Green For Injection 25 mg/vial 

Spy Agent Green 

Kit 

211580 

11/28/2022 1 Extinguished 4/14/2025 8/4/2035 

Indomethacin 
Extended-release 

Capsules 
75 mg 

Indocin SR 

18185 
Pre-MMA 

Ingenol Mebutate Gel 0.05% 
Picato 

202833 
1/27/2016 2 Eligible 8/13/2019 1/9/2019 7/6/2027 

Ingenol Mebutate Gel 0.015% 
Picato 

202833 
1/27/2016 2 Eligible 8/13/2019 1/7/2019 7/6/2027 

Ipratropium Bromide Inhalation Aerosol 0.21 mg/Inh 
Atrovent HFA 

21527 
12/29/2023 1 Eligible 3/2/2026 2/23/2026 1/17/2030 

Irbesartan Tablets 
75 mg, 150 mg and 

300 mg 

Avapro 

20757 
5/25/2004 1 Non-Forfeiture 6/29/2020 3/30/2012 3/30/2012 6/7/2015 

Irbesartan and 

Hydrochlorothiazide 
Tablets 

150 mg/12.5 mg and 

300 mg/12.5 mg 

Avalide 

20758 
11/10/2004 1 Eligible 6/29/2020 3/30/2012 3/30/2012 6/7/2015 

Irbesartan and 

Hydrochlorothiazide 
Tablets 300 mg/25 mg 

Avalide 

20758 
6/6/2006 1 Eligible 6/29/2020 3/30/2012 6/7/2015 

Irinotecan Hydrochloride Injection 
20 mg/mL, 2 mL and 

5 mL vials 

Camptosar 

20571 
7/26/2004 1 Extinguished 6/29/2020 2/20/2008 5/1/2020 

Isavuconazonium Sulfate For Injection 372 mg/vial 
Cresemba 

207501 
9/6/2024 2 Extinguished 1/5/2026 10/31/2025 

Isavuconazonium Sulfate Capsules 74.5 mg 
Cresemba 

207500 
9/6/2024 2 9/14/2027 

Isavuconazonium Sulfate Capsules 186 mg 
Cresemba 

207500 
9/6/2024 4 9/14/2027 

Isotretinoin Capsules 30 mg 
Absorica 

21951 
12/31/2012 1 

Eligible 

Deferred 

4/20/2021 

4/6/2021 
3/31/2021 3/31/2021 9/21/2021 

Isotretinoin Capsules 40 mg 
Absorica 

21951 
12/31/2012 1 

Extinguished 

Deferred 

4/20/2021 

4/6/2021 
3/31/2021 3/31/2021 9/21/2021 
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Isotretinoin Capsules 20 mg 
Absorica 

21951 
1/7/2013 1 

Eligible 

Deferred 

4/20/2021 

4/6/2021 
3/31/2021 3/31/2021 9/21/2021 

Isotretinoin Capsules 10 mg 
Absorica 

21951 
6/20/2013 1 

Eligible 

Deferred 

4/20/2021 

4/6/2021 
3/31/2021 3/31/2021 9/21/2021 

Isotretinoin Capsules 35 mg 
Absorica 

21951 
11/25/2015 1 Deferred 4/6/2021 3/31/2021 3/31/2021 9/21/2021 

Isotretinoin Capsules 25 mg 
Absorica 

21951 
5/16/2016 1 Deferred 4/6/2021 3/31/2021 3/31/2021 9/21/2021 

Istradefylline Tablets 20 mg and 40 mg 
Nourianz 

22075 
8/13/2025 1 1/28/2028 

Itraconazole Capsules 100 mg 
Sporanox 

20083 
Pre-MMA 

Itraconazole Oral Solution 10 mg/mL 
Sporanox 

20657 
5/3/2013 1 Eligible 6/29/2020 10/30/2015 9/18/2018 6/18/2019 

Ivabradine Tablets 5 mg and 7.5 mg 
Corlanor 

206143 
10/15/2019 6 Eligible 1/11/2022 12/30/2021 10/5/2022 2/22/2026 

Ivacaftor Tablets 150 mg 
Kalydeco 

203188 
6/10/2020 1 8/13/2029 

Ivacaftor Oral Granules 
25 mg, 50 mg and 

75 mg 

Kalydeco 

207925 
4/13/2022 1 2/27/2033 

Ivermectin Lotion 0.50% 
Sklice 

202736 
9/1/2017 1 Eligible 6/15/2020 5/6/2020 11/30/2020 10/12/2027 

Ivermectin Cream 1% 
Soolantra 

206255 
12/30/2016 1 Eligible 1/2/2020 9/13/2019 10/14/2019 3/13/2034 

Ivosidenib Tablets 250 mg 
Tibsovo 

211192 
7/20/2022 1 6/7/2039 

Ixabepilon Injection 

15 mg/vial and 

45 mg/vial, single-

use vials 

Ixempra Kit 

22065 
4/16/2012 1 Extinguished 4/18/2023 2/8/2022 

Ixazomib Citrate Capsules 
2.3 mg, 3 mg and 

4 mg 

Ninlaro 

208462 
11/20/2019 1 11/20/2029 

Ketoconazole Foam 2% 
Extina 

21738 
7/30/2009 1 Eligible 6/29/2020 8/25/2011 8/25/2011 10/19/2018 

Ketoprofen Capsules 
25 mg, 50 mg and 

75 mg 

Orudis 

18754 
Pre-MMA 

Ketorolac Tromethamine Injection 
15 mg/mL and 

30 mg/mL 

Toradol 

19698 
Pre-MMA 

Ketorolac Tromethamine Ophthalmic Solution 0.45% 
Acuvail 

22427 
8/24/2011 1 Eligible 6/29/2020 2/10/2014 8/15/2029 

Ketorolac Tromethamine Ophthalmic Solution 0.4% 
Acular LS 

21528 
1/28/2005 1 Extinguished 6/29/2020 11/5/2009 5/5/2011 
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Ketorolac Tromethamine Tablets 10 mg 
Toradol 

19645 
Pre-MMA 

Ketorolac Tromethamine Nasal Spray 15.75 mg/spray 
Sprix 

22382 
3/12/2012 1 Extinguished 3/10/2020 12/25/2018 

Ketotifen Fumarate Ophthalmic Solution 0.025% 
Zaditor 

21066 
12/23/2004 1 Eligible 7/27/2020 5/9/2006 7/3/2006 1/13/2019 

Lacosamide Oral Solution 10 mg/mL 
Vimpat 

22255 
10/29/2012 3 Extinguished 4/18/2022 3/17/2022 

Lacosamide Tablets 

50 mg, 100 mg, 

150 mg, and 

200 mg 

Vimpat 

22253 
10/29/2012 14 Extinguished 4/18/2022 3/17/2022 3/17/2022 

Lacosamide Injection 10 mg/mL, 20 mL 
Vimpat 

22254 
6/30/2016 1 Extinguished 3/10/2020 3/17/2022 

Lacosamide 
Extended-release 

Capsules 
100 mg and 150 mg 

Motpoly XR 

216185 
2/10/2026 1 6/5/2040 

Lacosamide 
Extended-release 

Capsules 
200 mg 

Motpoly XR 

216185 
12/29/2025 1 6/5/2040 

Lactic Acid, Citric Acid and 

Potassium Bitartrate 
Vaginal Gel 1.8%/1%/0.4% 

Phexxi 

208352 
2/28/2023 1 Extinguished 7/8/2024 3/15/2033 

Lactulose Oral Syrup 10 g/15 mL 
Cephulac 

17657 
Pre-MMA 

Lactulose Oral Syrup 10 g/15 mL 
Chronulac 

17884 
Pre-MMA 

Lamivudine Tablets 100 mg Epivir-HBV 10/31/2007 1 Extinguished 3/10/2020 5/18/2016 

Lamivudine Tablets 150 mg and 300 mg Epivir 10/16/2007 1 Extinguished 10/5/2021 11/17/2009 

Lamivudine and Zidovudine Tablets 150 mg/300 mg Combivir 6/26/2007 1 Eligible 10/5/2021 5/25/2011 2/3/2012 5/18/2016 

Lamivudine Oral Solution 10 mg/mL Epivir 11/22/2011 1 Eligible 4/6/2021 10/31/2014 3/5/2015 3/20/2018 

Lamotrigine Tablets 
25 mg, 100 mg, 

150 mg and 200 mg 

Lamictal 

20241 
Pre-MMA 

Lamotrigine Chewable Tablets 
2 mg, 5 mg and 

25 mg 

Lamictal CD 

20764 
Pre-MMA 

Lamotrigine 
Orally Disintegrating 

Tablets 

25 mg, 50 mg, 

100 mg, and 

200 mg 

Lamictal ODT 

22251 
12/21/2009 1 Deferred 10/5/2021 7/15/2013 1/4/2029 

Lamotrigine 
Extended-release 

Tablets 

25 mg, 50 mg, 

100 mg, 200 mg, 250 

mg, and 

300 mg 

Lamictal XR 

22115 
2/12/2014 1 Extinguished 4/7/2020 6/14/2028 
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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 

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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