Paragraph IV Patent Certifications

October 6, 2015

DRUG NAME DOSAGE FORM STRENGTH RLD DATE OF
SUBMISSION
Abacavir Sulfate Tablets 300 mg Ziagen 1/28/2009
Abacavir Sulfate and Tablets 600 mg/300 mg |Epzicom 9/27/2007
Lamivudine
Abacavir Sulfate, Tablets 300 mg/150 Trizivir 3/22/2011
Lamivudine and Zidovudine mg/300 mg
Abiraterone Acetate Tablets 250 mg Zytiga 4/28/2015
Acarbose Tablets 25mg,50 mg |Precose 3/22/2005
and 100 mg
Acetylcysteine Injection 200 mg/mL, 30 |Acetadote 4/4/2012
mL vials
Acetaminophen Injection 1000 mg/100 Ofirmev 4/7/2011
mL (10 mg/mL)
Acetaminophen Extended-release 650 mg Tylenol
Tablets
Acetaminophen and Tablets 325 mg/ 37.5 Ultracet
Tramadol Hydrochloride mg
Acetaminophen/ Aspirin/ Tablets 250 mg/250 Excedrin [J
Caffeine mg/0] (migraine)
65 mg
Acyclovir Sodium Injection 50 mg/mL, 10 |Zovirax
mL and 20 mL
vials
Adapalene Topical Gel 0.30% Differin 9/15/2009
Adapalene and Benzoyl Gel 0.1%/2.5% Epiduo 12/30/2011
Peroxide
Adefovir Dipivoxil Tablets 10 mg Hepsera 6/8/2010
Adenosine Injection 3 mg/mL, 20 mL |Adenoscan 4/16/2005
and 30 mL vials
Albuterol Sulfate Oral Syrup 2 mg(base)/T1  |Ventolin
5mL
Albuterol Sulfate Extended-release 4 mg and 8 mg |Volmax
Tablets
Albuterol Sulfate Inhalation Solution 0.021% and Accuneb 10/19/2005
0.042%
Albuterol Sulfate/ Inhalation Solution 0.083%/ 0.017% |Duoneb
Ipratropium Bromide
Albuterol Sulfate Inhalation Aerosol 0.09 mg base |Pro-Air HFA  |5/18/2012
per actuation
Alcaftadine Ophthalmic Solution |0.25% Lastacaft 7/30/2014
Alendronate Sodium* Oral Solution 70 mg/75 mL Fosamax 9/7/2007
Alendronate Sodium Tablets 5 mg, 10 mg, 35 |Fosamax
mg, 40 mg and
70 mg
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Alendronate Sodium and Tablets 70 mg/2800 IU |Fosamax Plus |11/20/2007
Cholecalciferol and 70 mg/5600 |D
U
Alfuzosin Hydrochloride Extended-release 10 mg Uroxatral 6/12/2007
Tablets
Aliskiren Hemifumarate Tablets 150 mg and 300 | Tekturna 12/13/2013
mg
Aliskiren Hemifumarate and |Tablets 150 mg/12.5 Tekturna HCT |3/7/2014
Hydrochlorothiazide mg, 150 mg/25
mg, 300
mg/12.5 mg,
300 mg/25 mg
Almotriptan Malate Tablets 6.25 mg and Axert 12/8/2005 [
12.5 mg
Alosetron Hydrochloride Tablets 0.5mgand 1 Lotronex 12/2/2010
mg
Alprazolam Orally Disintegrating |0.25 mg, 0.5 Niravam 12/27/2005
Tablets mg, 1 mg and 2
mg
Alprazolam Tablets 0.25mg, 0.5 Xanax
mg, 1 mg and 2
mg
Ambrisentan Tablets 5 mg and 10 mg |Letairis 2/9/2015
Amifostine For Injection 500 mg/vial Ethyol 4/16/2004
Amlodipine Besylate Tablets 2.5mg, 5 mg Norvasc
and 10 mg
Amlodipine Besylate and Tablets 2.5mg/10 mg, |Caduet 9/17/2009
Atorvastatin Calcium 2.5 mg/20 mg
and 10 mg/40
mg
Amlodipine Besylate and Tablets 2.5mg/40 mg |Caduet 9/17/2009
Atorvastatin Calcium
Amlodipine Besylate and Tablets 5mg/10 mg, 5 |Caduet 12/29/2006
Atorvastatin Calcium* mg/20 mg, 5
mg/40 mg, 10
mg/10 mg, 10
mg/20 mg and
10 mg/80 mg
Amlodipine Besylate and Tablets 5 mg/80 mg Caduet 4/7/2009
Atorvastatin Calcium
Amlodipine Besylate and Capsules 2.5 mg/10 mg, 5|Lotrel 6/9/2004
Benazepril Hydrochloride mg/10 mg, 5
mg/20 mg and
10 mg/20 mg
Amlodipine Besylate and Capsules 5 mg/40 mg and |Lotrel 11/17/2006
Benazepril Hydrochloride 10 mg/40 mg

DOCKET

_ ARM

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Paragraph IV Patent Certifications
October 6, 2015

DRUG NAME DOSAGE FORM STRENGTH RLD DATE OF
SUBMISSION
Amlodipine Besylate and Tablets 5 mg/20 mg and |Azor 2/11/2008
Olmesartan Medoxomil 10 mg/40 mg
Amlodipine Besylate and Tablets 10 mg/20 mg Azor 3/31/2008
Olmesartan Medoxomil and 5 mg/40 mg
Amlodipine Besylate and Tablets 5 mg/160 mg Exforge 10/22/2007
Valsartan
Amlodipine Besylate and Tablets 5 mg/320 mg Exforge 11/26/2007
Valsartan
Amlodipine Besylate and Tablets 10 mg/160 mg |Exforge 10/1/2007
Valsartan
Amlodipine Besylate and Tablets 10 mg/320 mg |Exforge 11/9/2007
Valsartan
Amlodipine, Tablets 5mg/12.5 Exforge HCT |9/14/2009
Hydrochlorothiazide and mg/160 mg, 5
Valsartan! mg/25 mg/160
mg, 10 mg/25
mg/160 mg and
10 mg/25
mg/320 mg
Amlodipine, Tablets 10 mg/12.5 Exforge HCT |10/22/2009
Hydrochlorothiazide and mg/160 mg
Valsartan!
Amoxicillin and Clavulanate |Extended-release 1000 mg/62.5 |Augmentin XR |1/21/2009
Potassium Tablets mg
Aprepitant Capsule 40 mg, 80 mg |Emend 11/3/2008
and 125 mg
Arformoterol Tartrate Inhalation Solution Eq. 0.015 mg Brovana 10/1/2009
base/2 mL
Argatroban Injection 100 mg/mL, 2.5 |Argatroban 9/24/2007
mL vials
Argatroban in Sodium Injection 1 mg/mL, 50 mL |Argatroban 12/16/2011
Chloride vials
Aripiprazole Oral Solution 1 mg/mL Abilify 12/20/2007
Aripiprazole Tablets 2 mg, 5mg, 10 |Abilify 11/15/2006
mg, 15 mg, 20
mg and 30 mg
Aripiprazole Orally Disintegrating |10 mg, 15 mg, |Abilify 11/15/2006
Tablets 20 mg and 30
mg
Armodafinil Tablets 50 mg, 150 mg Nuvigil 7/24/2009
and 250 mg
Armodafinil Tablets 100 mg Nuvigil 9/8/2009
Armodafinil Tablets 200 mg Nuvigil 9/3/2009
Asenapine Maleate Sublingual Tablets 5 mg and 10 mg |Saphris 8/13/2013
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Aspirin and Dipyridamole Extended-release 25 mg and 200 |Aggrenox 2/1/2007
Capsules mg
Atazanavir Sulfate Capsules 100 mg and 150 |Reyataz 3/19/2010
mg
Atazanavir Sulfate Capsules 200 mg Reyataz 2/16/2010
Atazanavir Sulfate Capsules 300 mg Reyataz 7/20/2009
Atenolol Tablets 25mg,50 mg |Tenormin
and 100 mg
Atenolol/ Chlorthalidone Tablets 50 mg/25 mg Tenoretic
and 100 mg/25
mg
Atovaquone* Oral Suspension 750 mg/5 mL Mepron 10/20/2009
Atovaquone and Proguanil |Tablets 62.5 mg/25 mg |Malarone 9/14/2010
Hydrochloride
Atovaquone and Proguanil |Tablets 250 mg/100 mg |Malarone 4/3/2009
Hydrochloride
Atomoxetine Hydrochloride |Capsules 10 mg, 18 mg, |Strattera 5/29/2007
25 mg, 40 mg,
60 mg, 80 mg
and 100 mg
Atorvastatin Calcium Tablets 10 mg, 20 mg, |Lipitor
40 mg and 80
mg
Azelaic Acid Gel 15% Finacea 7127/2012
Azelastine Hydrochloride Nasal Spray 0.125 mg Astelin 11/14/2005
base/spray
Azelastine Hydrochloride Nasal Spray 205.5 mcg/spray|Astepro 12/15/2011
Azelastine Hydrochloride Ophthalmic Solution |0.05% Optivar 12/13/2006
Azelastine Hydrochloride Nasal Spray 137 mcg/50 Dymista 6/13/2014
and Fluticasone Propionate mcg per spray
Azithromycin for Injection 500 mg/vial Zithromax 6/17/2011
Azithromycin Ophthalmic Solution 1% Azasite 3/3/2011
Balsalazide Disodium Tablets 11g Giazo 11/5/2013
Bendamustine Injection 25 mg/vial and |Treanda 6/4/2013
Hydrochloride 100 mg/vial
Bendamustine Injection 90 mg/mL, 0.5 |Treanda 6/19/2014
Hydrochloride mL and 2 mL in
single-dose vials
Bepotastine Besilate Ophthalmic Solution |1.5% Bepreve 9/9/2013
Betamethasone Valerate Foam 0.12% Luxiq 8/10/2007
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Betaxolol Ophthalmic Solution |0.5%(base) Betoptic
Bexarotene Capsules 75 mg Targretin 6/6/2011
Bimatoprost Ophthalmic Solution [0.01% Lumigan 4/5/2011
Bimatoprost Ophthalmic Solution |0.03% Lumigan 12/22/2008
Bimatoprost Topical Solution 0.03% Latisse 5/3/2010
Bivalirudin For Injection 250 mg/vial Angiomax 9/1/2009
Brimonidine Topical Gel 0.33% Mirvaso 12/15/2014
Bortezomib* For Injection 3.5 mg/vial Velcade 11/20/2008
Brimonidine Tartrate Ophthalmic Solution |0.1% Alphagan P 12/20/2006
Brimonidine Tartrate Ophthalmic Solution |0.15% Alphagan P 11/03/2006
Brimonidine Tartrate Ophthalmic Solution |0.2% Alphagan
Brimonidine Tartrate and Ophthalmic Solution |0.2%/0.5% Combigan 11/21/2008
Timolol Maleate
Bromfenac Sodium Ophthalmic Solution [0.07% Prolensa 7/26/2013
Budesonide Enteric Coated 3mg Entocort EC 2/1/2008
Capsules
Budesonide Nasal Spray 0.032 mg (32 Rhinocort 5/14/2007
mcg)/spray
Budesonide Inhalation Suspension|0.25 mg/2 mL  |Pulmicort 9/15/2005
and 0.5 mg/2 Respules
mL
Budesonide Inhalation Suspension|1 mg/2 mL Pulmicort 5/28/2010
Respules
Budesonide Extended-release 9mg Uceris 3/11/2013
Tablets
Buprenorphine Sublingual Film 2 mg/0.5 mg Suboxone 10/15/2012
Hydrochloride and Naloxone and 8 mg/2 mg
Hydrochloride
Buprenorphine Sublingual Film 4 mg/1 mg Suboxone 5/14/2013
Hydrochloride and Naloxone
Hydrochloride
Buprenorphine Sulingual Film 12 mg/3 mg Suboxone 3/26/2014
Hydrochloride and Naloxone
Hydrochloride
Buprenorphine Sublingual Tablets 1.4 mg/0.36 mg |Zubsolv 10/22/2013
Hydrochloride and Naloxone and 5.7 mg/1.4
Hydrochloride Dihydrate mg
Buprenorphine Sublingual Tablets 8.6 mg/2.1 mg |Zubsolv 7/24/2015

Hydrochloride and Naloxone
Hydrochloride Dihydrate
NEW

and 11.4 mg/2.9
mg
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