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Drug Recall Details Contact Date Drug Recall
Class*
Estriol USP Micronized Subpotent If you have questions January Class
62991215906, 62991215903, about this recall, Letco 2020
62991215905, 62991215902 Medical LLC, 1-800-239-
5288.
Dutasteride cGMP Deviations If you have questions January Class Il
5026828213 about this recall, AVKARE, | 2020
Inc, 1-931-292-6222
Testosterone Cypionate cGMP Deviations If you have questions January Class
06275601740,06275601540, about this recall, Sun 2020
06275601640 Pharmaceutical Industries,
Inc., 1-609-495-2800.
Sumatriptan Succinate Failed Impurities/Degradation If you have questions January Class
06275652169, 06275652188 Specifications; out-of-specification about this recall, Sun 2020
results obtained for related Pharmaceutical Industries,
substance. Inc., 1-609-495-2800.
Ranitidine Impurities If you have questions January Class
06255969060, 06255969005 about this recall, Appco 2020

Pharma LLC, 1-732-253-
7735.

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Ranitidine Impurities If you have questions January Class
03780819601,03780819604 about this recall, AAA 2020

Pharmaceutical, Inc, 1-

609-288-6060.
Blisovi Fe 1.5/30 Failed tablet If you have questions January Class
06818086611 about this recall, Lupin 2020

Pharmaceuticals Inc, 1-

410-576-2000.
Estriol Presence of impurities If you have questions January Class Il
07642004936,07642004937, about this recall, 2020
07642004938 Asclemed USA Inc, 1-310-

320-0100.
Ranitidine Presence of impurities If you have questions January Class
06846224860,68486224860, about this recall, 2020
06846224801, 68486224860, Glenmark
06846224930, 68486224860, Pharmaceuticals Inc, 1-
06846224901, 68486224860, 888-721-7115.
06846224920, 68486224860,
06846224805, 68486224860
Ranitidine Presence of impurities If you have questions January Class
06220777332 about this recall, Granules | 2020

India Limited, 1-877-770-

3183.
Myorisan® Unit dose mispackaging If you have questions January Class
06174830213 about this recall, Akorn, 2020

Inc, 1-800-932-5676.

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Ranitidine Presence of impurities If you have questions January Class
06068726069 about this recall, American | 2020

Health Packaging, 1-800-

707-4621.
Amantadine Hydrochloride Presence of foreign substance If you have questions | December | Class Il
5974669901 about this recall, Jubilant | 2019

Cadista Pharmaceuticals,

Inc. 1-410-860-8500
25% Dextrose® Labeling error If you have questions | December | Class Il
00409177510 about this recall, Pfizer | 2019

Inc1-877-225-9750
Vancomycin Hydrochloride Product discoloration If you have questions December | Class
05515020420 about this recall, 2019

AuroMedics Pharma LLC,

888-238-7880.
Lidocaine Hcl Presence of foreign substance If you have questions December | Class I
70004072309 about this recall, SCA 2019

Pharmaceuticals, LLC, 1-

877-550-5059.
Zantac® Presence of impurities If you have questions December | Class I
06671597362, about this recall, Sanofi- 2019

06671597363,60671597368,

00597012201 00597012208,
00597012213 00597012237,
00597012240 00597012254,

Aventis U.S. LLC, 1- 800-
633-1610

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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00597012261 00597012281,
00597012296

Regular Strength Zantac® Presence of impurities If you have questions December | Class I
05026922225, 06775115101, about this recall, Sanofi- 2019

06775115201, 06775115202, Aventis U.S. LLC, 1- 800-

06815125840 633-1610

Maximum Strength Zantac® Presence of impurities If you have questions December | Class I
00597012101, 00597012106, about this recall, Sanofi- 2019

00597012108, 00597012109, Aventis U.S. LLC, 1- 800-

00597012111, 00597012124, 633-1610

00597012138, 00597012150,

00597012164, 00597012166,

00597012168, 00059701218,

00597012180, 00597012182,

00597012185, 00597012190,

0059701294

Regular Strength Zantac® Presence of impurities If you have questions December | Class I
04116703000, 04116703001, about this recall, Sanofi- 2019

04116703003, 04116703005,
04116703006, 04116703007,
04116703008,00526922025

Aventis U.S. LLC, 1- 800-
633-1610

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Cool Mint Tablets Maximum Presence of impurities If you have questions December | Class Il
Strength Zantac® about this recall, Sanofi- 2019
00597012006,00597012008, Aventis U.S. LLC, 1- 800-
00597012009,00597012024, 633-1610
00597012038,00597012050,
00597012076, 00597012078
00597012080,00597012082,
00597012087, 04116703201,
04116703202, 04116703203
04116703204,04116703205
04116703206, 04116703207
Ibuprofen Presence of foreign substance If you have questions | December | Class Il
068788726801 about this recall, Preferred | 2019
Pharmaceuticals Inc 1-
714-777-3729
Lidocaine hcl Presence of foreign substance If you have questions December | Class I
05515016505 about this recall, 2019
AuroMedics Pharma, 1-
888-238-7880
Ranitidine Presence of impurities If you have questions December | Class
04229172460, 04229172530, about this recall, AVKARE, | 2019
Inc, 1-931-292-6222
Ranitidine Presence of impurities If you have questions December | Class
06516225306, 06516225310, about this recall, Amneal 2019

06516225318, 06516225350,

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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06516225311, 06516225430, Pharmaceuticals, Inc., 1-
06516225410, 06516225425, 908-947-3120
06516266490, 05374625310,
05374625402
Ranitidine Presence of impurities If you have questions | December | Class I
068788707803, 068788707806 about this recall, Preferred | 2019
Pharmaceuticals Inc 1-
714-777-3729
Ranitidine Presence of impurities If you have questions December | Class I
05591009279 about this recall, 2019
Dolgencorp LLC, Inc, 1-
615-855-4000
Ranitidine Presence of impurities If you have questions December | Class I
05965114460, 059651145-30, about this recall, 2019
06586243174, 05965114405, Aurobindo Pharma, 1-866-
850-2876
Walgreens Sodium Chloride Lack of Assurance of Sterility If you have questions | November | Class Il
Ophthalmic Solution about this recall, Altaire | 2019
00363019313 Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
Walgreens Sodium Chloride Lack of Assurance of Sterility If you have questions | November | Class Il
Ophthalmic Ointment about this recall, Altaire | 2019
00363750050

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16

Walgreen's Lubricant Eye Lack of Assurance of Sterility If you have questions | November | Class Il
Ointment, Mineral Oil about this recall, Altaire | 2019
00363019150 Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
Equate Support Harmony Lack of Assurance of Sterility If you have questions | November | Class I
Lubricant Eye Drops about this recall, Altaire | 2019
04903514510 Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
Equate Support Advanced Lack of Assurance of Sterility If you have questions | November | Class I
04903588549 about this recall, Altaire | 2019
Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
Equate Support Advanced Lack of Assurance of Sterility If you have questions | November | Class Il
Lubricating Eye Drops about this recall, Altaire | 2019
04903588254 Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
Equate Support Advanced Lack of Assurance of Sterility If you have questions | November | Class I
Lubricant Gel Drops about this recall, Altaire | 2019

0903588252

Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Equate Sterile Lubricant Stye Lack of Assurance of Sterility If you have questions | November | Class I
Ointment about this recall, Altaire | 2019
04903587550 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Equate Restore Tears Lubricant | Lack of Assurance of Sterility If you have questions | November | Class Il
Eye Drops Twin Pack about this recall, Altaire | 2019
04903518949 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Equate Restore PM Nighttime Lack of Assurance of Sterility If you have questions | November | Class I
Lubricant Eye Ointment about this recall, Altaire | 2019
04903519150 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Equate Night & Day Restore Lack of Assurance of Sterility If you have questions | November | Class Il
Tears Lubricant Eye Pack about this recall, Altaire | 2019
04903588359 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Equate Eye Allergy Relief Drops | Lack of Assurance of Sterility If you have questions | November | Class Il
4903587413 about this recall, Altaire | 2019

Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Equate Eye Allergy Relief Drops | Lack of Assurance of Sterility If you have questions | November | Class Il
04903588713 about this recall, Altaire | 2019

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16

Equate Comfort Gel Lubricant Lack of Assurance of Sterility If you have questions | November | Class Il
Eye Gel about this recall, Altaire | 2019
04903519749 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Puralube Petrolatum Ophthalmic | Lack of Assurance of Sterility If you have questions | November | Class I
Ointment® about this recall, Altaire | 2019
00574402535 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Polycin (bacitracin zinc and Lack of Assurance of Sterility If you have questions | November | Class I
polymyxin B sulfate) Ophthalmic about this recall, Altaire | 2019
Ointment® Pharmaceuticals, Inc, 1-
00574402135 631-722-5988 Ext 16
Tetcaine (Tetracaine Lack of Assurance of Sterility If you have questions | November | Class Il
Hydrochloride) Ophthalmic about this recall, Altaire | 2019
Solution® Pharmaceuticals, Inc, 1-
05479950215 631-722-5988 Ext 16
CVS Health Preservative Free Lack of Assurance of Sterility If you have questions | November | Class Il
Lubricant Eye Drops® about this recall, Altaire | 2019

50428302958

Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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TRP Stye Relief® Lack of Assurance of Sterility If you have questions | November | Class I
01731201413 about this recall, Altaire | 2019
Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
TRP Pink Eye Relief® Lack of Assurance of Sterility If you have questions | November | Class Il
01731201315 about this recall, Altaire | 2019
Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
TRP Blur Relief Lack of Assurance of Sterility If you have questions | November | Class I
01731200211 about this recall, Altaire | 2019
Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
Perrigo Sulfacetamide Sodium Lack of Assurance of Sterility If you have questions | November | Class Il
Ophthalmic Ointment® about this recall, Altaire | 2019
00574419035 Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
Perrigo Sterile Neo-Polycin HC Lack of Assurance of Sterility If you have questions | November | ClasslI
(neomycin and polymixin B about this recall, Altaire | 2019

sulfates, bacitracin zinc and
hydrocortisone acetate)
Ophthalmic®
00574414435

Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Perrigo Neo-Polycin neomycin Lack of Assurance of Sterility If you have questions | November | Class I
and polymixin B sulfates and about this recall, Altaire | 2019
bacitracin zinc Ophthalmic Pharmaceuticals, Inc, 1-
Ointment® 631-722-5988 Ext 16
0574425035
Perrigo Neomycin and Polymixin | Lack of Assurance of Sterility If you have questions | November | Class Il
B Sulfates and Dexamethasone about this recall, Altaire | 2019
Ophthalmic® Pharmaceuticals, Inc, 1-
0574416035 631-722-5988 Ext 16
Perrigo Bacitracin Ophthalmic Lack of Assurance of Sterility If you have questions | November | Class I
Ointment® about this recall, Altaire | 2019
0574402235 Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
Ofloxacin Ophthalmic Solution Lack of Assurance of Sterility If you have questions | November | Class Il
05939014005 about this recall, Altaire | 2019
Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
OCuSOFT Tetravisc Tetracaine | Lack of Assurance of Sterility If you have questions | November | ClasslI
HCI 0.5% Sterile Anesthetic® about this recall, Altaire | 2019
05479950505 Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
OCuUSOFT Tetravisc Tetracaine | Lack of Assurance of Sterility If you have questions | November | Class Il
HCI 0.5% Sterile Anesthetic about this recall, Altaire | 2019

05479950501®

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16

OCuSOFT Tetravisc Forte Lack of Assurance of Sterility If you have questions | November | Class Il
Tetracaine HCI 0.5 % Sterile about this recall, Altaire | 2019
Anesthetic® Pharmaceuticals, Inc, 1-
05479950405 631-722-5988 Ext 16
OCuUSOFT Tetravisc Forte Lack of Assurance of Sterility If you have questions | November | Class I
(Tetracaine HCI) 0.5% Sterile about this recall, Altaire | 2019
Anesthetic® Pharmaceuticals, Inc, 1-
05479950401 631-722-5988 Ext 16
OCuUSOFT Tears Again Sterile Lack of Assurance of Sterility If you have questions | November | Class Il
Lubricant Eye Drops® about this recall, Altaire | 2019
05479990430 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Ocusoft Tears Again Lubricant Lack of Assurance of Sterility If you have questions | November | Class Il
Eye Drops ® about this recall, Altaire | 2019
05479990415 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
OCuSOFT Homatropine Lack of Assurance of Sterility If you have questions | November | Class Il
Hydrobromide Ophthalmic about this recall, Altaire | 2019

Solution®
05479943105

Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Ocusoft Goniosoft Hypromellose | Lack of Assurance of Sterility If you have questions | November | Class I
2.5% Opthalmic Demulcent about this recall, Altaire | 2019
Solution® Pharmaceuticals, Inc, 1-
05479950315 631-722-5988 Ext 16
OCuSOFT Flucaine Lack of Assurance of Sterility If you have questions | November | Class Il
Proparacaine Hydrochloride and about this recall, Altaire | 2019
Fluorescein Sodium Ophthalmic Pharmaceuticals, Inc, 1-
Solution® 631-722-5988 Ext 16
05479950721
OCuSOFT Eye Wash Sterile Lack of Assurance of Sterility If you have questions | November | Class I
Isotonic Buffered Solution® about this recall, Altaire | 2019
05479956501 Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
OCuSOFT Eye Wash Sterile Lack of Assurance of Sterility If you have questions | November | Class Il
Isotonic about this recall, Altaire | 2019
05479956559 Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
Natural Ophthalmics Women's Lack of Assurance of Sterility If you have questions | November | ClasslI
Tear Stimulation Dry Eye Drops® about this recall, Altaire | 2019
06877010315 Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
Natural Ophthalmics Tear Lack of Assurance of Sterility If you have questions | November | Class Il
Stimulation Forte Dry Eye about this recall, Altaire | 2019

Drops®

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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06877010415 Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16

Natural Ophthalmics Ortho-K Lack of Assurance of Sterility If you have questions | November | Class Il
Thin Eye Drops® about this recall, Altaire | 2019
06877014415 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Natural Ophthalmics Ortho-K Lack of Assurance of Sterility If you have questions | November | Class I
Thick Comfort Gel about this recall, Altaire | 2019
06877014315 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16

Natural Ophthalmics Cataract Lack of Assurance of Sterility If you have questions | November | Class I
Eye Drops® about this recall, Altaire | 2019
06877013015 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16

Natural Ophthalmics Allergy Lack of Assurance of Sterility If you have questions | November | Class Il
Desensitization Eye Drops® about this recall, Altaire | 2019
06877012015 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Nano Tears XP Clear Emollient Lack of Assurance of Sterility If you have questions | November | Class I
Lubricant Gel Drops® about this recall, Altaire | 2019
05939014351 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.

Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Nano Tears TF Clear Emollient Lack of Assurance of Sterility If you have questions | November | Class Il
Lubricant Gel Drops® about this recall, Altaire | 2019
05939014249 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Nano Tears TF Clear Emollient Lack of Assurance of Sterility If you have questions | November | Class Il
Lubricant Gel Drops® about this recall, Altaire | 2019
05939014156 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Lubricant Eye Drops Moisturizing | Lack of Assurance of Sterility If you have questions | November | Class Il
Twin Pack® about this recall, Altaire | 2019
00363018549 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
iSolutions NanoTears HA Lack of Assurance of Sterility If you have questions | November | Class Il
Preservative Free Multi - Dose about this recall, Altaire | 2019
Lubricant Gel Drops® Pharmaceuticals, Inc, 1-
05939020810 631-722-5988 Ext 16
iSolutions Nano Tears XP Clear | Lack of Assurance of Sterility If you have questions | November | Class Il
Emollient Lubricant Gel Drops® about this recall, Altaire | 2019
05939014310 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
iSolutions Nano Tears TF Clear | Lack of Assurance of Sterility If you have questions | November | Class Il
Emollient Lubricant Gel Drops® about this recall, Altaire | 2019
05939014213

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16

iSolutions Nano Tears TF Clear | Lack of Assurance of Sterility If you have questions | November | Class Il
Emollient Lubricant Gel Drops® about this recall, Altaire | 2019
05939014152 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
iSolutions Nano Tears MXP Lack of Assurance of Sterility If you have questions | November | Class I
Forte Clear Emollient Lubricant about this recall, Altaire | 2019
Gel Drops® Pharmaceuticals, Inc, 1-
05939014756 631-722-5988 Ext 16
iSolutions Nano Tears MXP Lack of Assurance of Sterility If you have questions | November | Class Il
Forte Clear Emollient Lubricant about this recall, Altaire | 2019
Gel Drops® Pharmaceuticals, Inc, 1-
05939014410 631-722-5988 Ext 16
iSolutions Nano Tears MO Clear | Lack of Assurance of Sterility If you have questions | November | Class Il
Emollient Lubricant Drops® about this recall, Altaire | 2019
05939014510 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
iSolutions ActivEyes Nighttime Lack of Assurance of Sterility If you have questions | November | Class I
Lubricant Eye Ointment® about this recall, Altaire | 2019

05939019050

Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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FreshKote Lubricant Eye Drops® | Lack of Assurance of Sterility If you have questions | November | Class I
01582110115 about this recall, Altaire | 2019
Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
Altaire Sterile Eye Wash® Lack of Assurance of Sterility If you have questions | November | Class Il
05939017513, 05939017535, about this recall, Altaire | 2019
05939017518 Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
Altaire Homatropaire Lack of Assurance of Sterility If you have questions | November | Class I
Homatropine Hyrdobromide about this recall, Altaire | 2019
Opthalmic Solution® Pharmaceuticals, Inc, 1-
05939019205 631-722-5988 Ext 16
Altaire Goniotaire Hypromellose | Lack of Assurance of Sterility If you have questions | November | Class Il
2.5% Opthlamic Demulcent about this recall, Altaire | 2019
Solution® Pharmaceuticals, Inc, 1-
05939018213 631-722-5988 Ext 16
Altaire Fluorescein Sodium with | Lack of Assurance of Sterility If you have questions | November | Class Il
Proparacaine Hydrochloride about this recall, Altaire | 2019
Ophthalmic Solution Pharmaceuticals, Inc, 1-
05939020505® 631-722-5988 Ext 16
Altaire Diclofenac Sodium Lack of Assurance of Sterility If you have questions | November | Class Il
Opthalmic Solution® about this recall, Altaire | 2019

5939014905

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.




Blue Cross
Blue Shield
Blue Care Network

of Michigan

Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16

Altaire Diclofenac Sodium Lack of Assurance of Sterility If you have questions | November | Class Il
Opthalmic Solution® about this recall, Altaire | 2019
05939014902 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Altaire Ciprofloxacin Ophthalmic | Lack of Assurance of Sterility If you have questions | November | Class I
Solution® about this recall, Altaire | 2019
05939021710 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Altaire Ciprofloxacin Ophthalmic | Lack of Assurance of Sterility If you have questions | November | Class I
Solution® about this recall, Altaire | 2019
05939021702 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Altaire Ciprofloxacin HCI Lack of Assurance of Sterility If you have questions | November | Class Il
Ophthalmic Solution® about this recall, Altaire | 2019
05939021705 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
Altacaine (Tetracaine Lack of Assurance of Sterility If you have questions | November | Class Il
Hydrochloride) Ophthalmic about this recall, Altaire | 2019

Solution ®
05939018113

Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.




Blue Cross
Blue Shield
Blue Care Network

of Michigan

ActivEyes Sterile Altalube Lack of Assurance of Sterility If you have questions | November | Class I
Ointment® about this recall, Altaire | 2019
05939019850 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
ActivEyes Preservative Free Lack of Assurance of Sterility If you have questions | November | Class Il
Multi-Dose Lubricant Gel Drops® about this recall, Altaire | 2019
05939014852 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
ActivEyes Preservative Free Lack of Assurance of Sterility If you have questions | November | Class I
Multi-Dose Lubricant Drops® about this recall, Altaire | 2019
05939014652 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
ActivEyes Sterile Altalube Lack of Assurance of Sterility If you have questions | November | Class Il
Ointment® about this recall, Altaire | 2019
05939019850 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
ActivEyes Preservative Free Lack of Assurance of Sterility If you have questions | November | ClasslI
Multi-Dose Lubricant Gel Drops® about this recall, Altaire | 2019
05939014852 Pharmaceuticals, Inc, 1-

631-722-5988 Ext 16
ActivEyes Preservative Free Lack of Assurance of Sterility If you have questions | November | Class Il
Multi-Dose Lubricant Drops® about this recall, Altaire | 2019

05939014652

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.




Blue Cross
Blue Shield
Blue Care Network

of Michigan

Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16

ActivEyes Lubricant Eye Lack of Assurance of Sterility If you have questions | November | Class Il
Ointment® about this recall, Altaire | 2019
05939018950 Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
ActivEyes Altachlore Solution Lack of Assurance of Sterility If you have questions | November | Class I
05939018313® about this recall, Altaire | 2019
Pharmaceuticals, Inc, 1-
631-722-5988 Ext 16
ActivEyes Altachlore Sodium Lack of Assurance of Sterility If you have questions | November | Class I
Chloride Hypertonicity Opthalmic about this recall, Altaire | 2019
Ointment® Pharmaceuticals, Inc, 1-
05939018450 631-722-5988 Ext 16
Ranitidine impurity detected If you have questions | November | Class Il
05140709705 about this recall, Golden | 2019
State Medical Supply Inc.
1-805-477-9866
Novitium Pharma Ranitidine® impurity detected If you have questions | November | Class Il
07095400120 about this recall, Novitium | 2019

07095400140
07095400210
07095400240

Pharma LLC. 1-855-204-
1431

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.




Blue Cross
Blue Shield
Blue Care Network

of Michigan

Rite Aid Pharmacy Maximum Possible contamination If you have questions | November | Class Il
Strength Ranitidine ® about this recall, Apotex | 2019

01182260522 Inc. 1-800-706-5575

01182260518

Equate Maximum Strength Possible contamination If you have questions | November | Class Il
Ranitidine® about this recall, Apotex | 2019

04903511706 Inc. 1-800-706-5575

Rite Aid Pharmacy Maximum Possible contamination If you have questions | November | Class I
Strength Ranitidine® about this recall, Apotex | 2019

01182261074 Inc. 1-800-706-5575

Equate Maximum Strength Possible contamination If you have questions | November | Class Il
Ranitidine® about this recall, Apotex | 2019

04903510007 Inc. 1-800-706-5575

04903510000

Walgreens Regular Strength Possible contamination If you have questions | November | Class Il
Wal-Zan 75 Ranitidine® about this recall, Apotex | 2019

00363102903 Inc. 1-800-706-5575

Walgreens Maximum Strength Possible contamination If you have questions | November | Class Il
Wal-Zan 150 Ranitidine® about this recall, Apotex | 2019

00363103007
00363103006

Inc. 1-800-706-5575

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.




Blue Cross
Blue Shield
Blue Care Network

of Michigan

Alprazolam tablets Presence of foreign substance If you have questions | November | Class I
00378400305 about this recall, Mylan | 2019
Pharmaceuticals. 1-304-
599-2595
Ranitidine tablets Impurity detected in product. If you have questions | November | Class Il
00363001061 ,00363001062 about this recall, Dr. |2019
,00363001001, 04903540461, Reddy's Laboratories, Inc.
04903540413,04903540465, 1-309-375-9900
03014250534, 03014250550,
00150062076, 06984287130,
06984287180,06984287137,
03014213130, 06386848230,
06386848260, 04359880862
04359880865, 07171320302
07171320305, 05789671524,
01167384940, 05511113160,
05511140434, 00363013130
00363013180, 06386848024
06386848050, 05789671705
Ranitidine capsules Impurity detected in product. If you have questions | November | Class I
05511112960, 05511112905, about this recall, Dr.|2019

05511113030, 05511113001

Reddy's Laboratories, Inc.
1-309-375-9900

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.




Blue Cross
Blue Shield
Blue Care Network

of Michigan

Atorvastatin calcium Presence of foreign substance If you have questions | November | Class I
06050525808 about this recall, Apotex, | 2019

Inc. 1-800-706-5575
Gatifloxacin Ophthalmic Labeling error If you have questions | November | Class I
Solution® about this recall, Sandoz, | 2019
06131467225 Inc. 1-609-627-8500
Neomycin and Polymyxin B Incorrect or missing package insert If you have questions | November | Class I
Sulfates and Dexamethasone about this recall, Sandoz, | 2019
Ophthalmic Suspension Inc. 1-609-627-8500
06131463006
Bimatoprost Ophthalmic Solution | Incorrect or missing package insert If you have questions | November | Class I
00781620675 about this recall, Sandoz, | 2019

Inc. 1-609-627-8500
Testosterone Cypionate Injection | Labeling error If you have questions | November | Class I
05253662501 about this recall, Arbor | 2019

Pharmaceuticals. 1-866-

284-8792
Ranitidine tablets Empty bottles If you have questions | November | Class Il
05591009279 about this recall, | 2019

AuroMedeics Pharma

LLC.

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.




Blue Cross
Blue Shield
Blue Care Network

of Michigan
Ranitidine hydrochloride Impurities If you have questions | November | Class I
capsules about this recall, AvKare, | 2019
04229173550,04229173650 Inc. 1-931-292-6222
Estradiol vaginal inserts Impurities If you have questions | November | Class I
06846271188 about this recall, Glenmark | 2019
Pharmaceuticals. 1-888-
721-7115
Prasugrel tablets® Failed dissolution specification If you have questions | November | Class Il
00378518593 about this recall, Mylan | 2019
Pharmaceuticals. 1-304-
599-2595
Ibuprofen suspension Presence of foreign substance If you have questions | November | Class I
05167213858,05167221308, about this recall, Taro | 2019
51672138509,05167221301, Pharmaceuticals. 1-866-
6709132104 923-4914
Leucovorin Calcium Presence of particulate matter If you have questions | October Class
05074246450 about this recall, Ingenus | 2019
Pharmaceutical. 1-877-
748-1970
Pioglitazone Hydrochloride Superpotent If you have questions | October Class Il
03334205407 about this recall, Macleods | 2019

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.




Blue Cross
20 Blue Shield
Y\ Blue Care Network
® ®  of Michigan

Pharmaceuticals Ltd, 91-
22-6676-2800

Dextroamphetamine Sacharate, | Superpotent Drug: Amphetamine If you have questions | October Class
Amphetamine Aspartate, Mixed Salts 20mg have been found about this recall, | 2019
Dextroamphetamine Sulfate and | to be out of specification for weight Aurobindo Pharma USA
Amphetamine Sulfate and thickness. Inc. 1-732-839-9400
01310707301
Fentanyl Citrate® Potential contamination If you have questions | October Class Il
49452003206 about this recall, Spectrum | 2019
Laboratory Products. 1-
800-772-8786
Ascorbic Acid Labeling issue If you have questions Class Il
07159150050 about this recall, Atlas | October
Pharmaceutical. 1-410- | 2019
860-8500
Pantoprazole Sodium Delayed Discoloration on edges of tablets If you have questions | October Class
Release about this recall, Jubilant | 2019
05974628490 Cadista Pharmaceuticals,
Inc. 1-410-860-8500
Vivitrol® Mislabeling If you have questions | September | Class Il
65757030001 about this recall, Alkermes, | 2019

Inc. 1-800-848-4876

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.




Blue Cross
20 Blue Shield
Y\ Blue Care Network
® ®  of Michigan

Relpax® Microbial contamination If you have questions | September | Class Il
00049234005, 00049234045 about this recall, Pfizer | 2019
Inc1-877-225-9750
Hydrocortisone cream with aloe, | Potential microbial contamination If you have questions | August Class Il
Hydrocortisone about this recall, US| 2019
00363062003, 00363062004 Pharmaceuticals Inc. 1-
888-337-7464
Lisinopril and hydrochlorothiazide | Brownish/blackish stains on the If you have questions | August Class
tablets tablets about this recall, Lupin | 2019
68180051801, 68180051802 Limited 1-866-587-4617
Nitrofurantoin Failed dissolution specifications If you have questions | August Class
monohydrate/macrocrystals about this recall, Alvogen, | 2019
capsules Inc. 1-866-770-3024
47781030301
Macrobid Urinary Tract Failed dissolution specifications If you have questions | August Class
Antibacterial about this recall, Alvogen, | 2019
52427028501 Inc. 1-866-770-3024
Aspirin and extended-release Failed impurities/degradation If you have questions | August Class
dipyridamole capsules specifications about this recall, American | 2019
60687030532 Health Packaging 1-614-
492-8177

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.

Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Doxycycline hyclate Failed dissolution specifications If you have questions | August Class
62584069321 about this recall, American | 2019
Health Packaging
Neomycin 3.5 mg/g / polymyxin Insufficient quality If you have questions |July2019 | Classll
10000 usp units/g / about this recall, H.J.
dexamethasone 1 mg/g Harkins Company 1-805-
ophthalmic ointment 929-1333
52959040701
Diphenhydramine Contamination If you have questions |July2019 | Classll
49035033002, 49035033096, about this recall, LNK
49035033045 International  1-631-543-
3787
Norethindrone and ethinyl Failed Impurities If you have questions |July2019 | Classll
estradiol about this recall, Lupin
68180090313 Pharmaceuticals  1-800-
399-2561
Milrinone lactate Bags have the potential to leak If you have questions |July Class
00409277602, 00409277623 about this recall, Pfizer Inc. | 2019
1-800-879-3477
Fluorouracil injection Glass Particles If you have questions |June Class |
63323011710, 63323011719, about this recall, Fresenius | 2019

63323011728, 63323011761,
63323011761, 63323011769,
63323011718, 63323011720,

Kabi 1-888-386-1300

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.




Blue Cross
20 Blue Shield
Y\ Blue Care Network
® ®

of Michigan

63323011751, 63323011759,
63323011768
Heparin Sodium® Not potent If you have questions |June Class
00264958720 about this recall, Braun | 2019
Medical Inc 1-800-523-
9676
Estradiol vaginal inserts Defective delivery If you have questions |June Class Il
68462071171, 68462071188 about this recall, Glenmark | 2019
Pharmaceuticals Inc
1-201-684-8000
Zyflo Cr® Failed dissolution If you have questions |June Class
10122090212, 10122090220 about this recall, Chiesi | 2019
USA, 1-919-678-6611
Pramipexole dihydrochloride Possible cross contamination If you have questions | May Class
68084079325, 68084097425 about this recall, American | 2019
Health Packaging, 1-800-
707-4621
Zileuton® Failed dissolution If you have questions | May Class
66993048532 about this recall, Chiesi | 2019
USA, 1-919-678-6611

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.

Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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of Michigan

Testosterone Lack of sterility If you have questions | May Class Il
69699170230, 69699170210 about this recall, Pharm D. | 2019

Solutions 1-713-790-1693
Hydrocodone bitartrate and Contamination with burkholderia If you have questions | May Class Il
homatropine methylbromide oral about this recall, Torrent | 2019
solution Pharma Inc 1-800-912-
59741026216, 13668057710 9561
Risperidone Contamination with burkholderia If you have questions | May Class
23155031751 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561
Cetirizine hydrochloride Contamination with burkholderia If you have questions | May Class Il
23155029251, 23155029252, about this recall, Torrent | 2019
13668059607, 13668059611 Pharma Inc 1-800-912-

9561
Phenylephrine hydrochloride Contamination with burkholderia If you have questions | May Class
00536138912, 00536138935, about this recall, Torrent | 2019
00904768822 Pharma Inc 1-800-912-

9561
Bisacodyl Contamination with burkholderia If you have questions | May Class
00536135501, 00536135512 about this recall, Torrent | 2019

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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® ®

of Michigan

Pharma Inc 1-800-912-

9561
Hydrocortisone acetate Contamination with burkholderia If you have questions | May Class
suppositories about this recall, Torrent | 2019
59741030101, 59741030124, Pharma Inc 1-800-912-
59741030112 9561
Memantine hydrochloride Contamination with burkholderia If you have questions | May Class
39328055112 about this recall, Torrent | 2019
13668057309 Pharma Inc 1-800-912-

9561
Lactulose solution Contamination with burkholderia If you have questions | May Class Il
13668058008, 13668058012, about this recall, Torrent | 2019
13668057408, 13668057412, Pharma Inc 1-800-912-
13668057410 9561
Pseudoephedrine Hydrochloride | Contamination with burkholderia If you have questions | May Class
00536185085, 00536185097 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561
Diphenhydramine hydrochloride | Contamination with burkholderia If you have questions | May Class Il
00536077085, 00536077097 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.

Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Guaifenesin & dextromethorphan | Contamination with burkholderia If you have questions | May Class
hydrobromide about this recall, Torrent | 2019
00536097085, 00536097097 Pharma Inc 1-800-912-

9561
Guaifenesin Contamination with burkholderia If you have questions | May Class
00536082585, 00536082597 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561
Acetaminophen Contamination with burkholderia If you have questions | May Class
00536012285, 00536012297 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561
Phenobarbital Contamination with burkholderia If you have questions | May Class
16571033016 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561
Guaifenesin, Codeine Phosphate | Contamination with burkholderia If you have questions | May Class Il
& Pseudoephedrine about this recall, Torrent | 2019
Hydrochloride Pharma Inc 1-800-912-
16571030116 9561
Guaifenesin AC Contamination with burkholderia If you have questions | May Class
16571030216 about this recall, Torrent | 2019

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Pharma Inc 1-800-912-

9561
Acetic Acid Contamination with burkholderia If you have questions | May Class
64980042415 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561
Hyoscyamine sulfate Contamination with burkholderia If you have questions | May Class Il
39328004715, 39328004816 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561
Cyproheptadine hydrochloride Contamination with burkholderia If you have questions | May Class
39328004416 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561
Bisacodyl Contamination with burkholderia If you have questions | May Class
00904505812, 00904505860 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561
Pedia Relief Contamination with burkholderia If you have questions | May Class Il
00904505020 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.

Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Robafen dm cough sugar free Contamination with burkholderia If you have questions | May Class
clear about this recall, Torrent | 2019
00904630620 Pharma Inc 1-800-912-

9561
Oxymetazoline Hydrochloride Contamination with burkholderia If you have questions | May Class
00904571130, 00904571135 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561
Pseudoephedrine hydrochloride | Contamination with burkholderia If you have questions | May Class Il
00536185085, 00536185097 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561
Banofen Contamination with burkholderia If you have questions | May Class
904517416 about this recall, Torrent | 2019

Pharma Inc 1-800-912-

9561
Robafen DM Contamination with burkholderia If you have questions | May Class
00904005300, 00904005316 about this recall, Torrent | 2019
00904005309 Pharma Inc 1-800-912-

9561

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Robafen AC Contamination with burkholderia If you have questions | May Class
00904647916 about this recall, Torrent | 2019
Pharma Inc 1-800-912-
9561
Risperidone Contamination with burkholderia If you have questions | May Class
13668058906 about this recall, Torrent | 2019
Pharma Inc 1-800-912-
9561
Pecgen dmx Incorrect labeling instructions If you have questions | May Class |
52083063016 about this recall, Novis PR | 2019
1-800-727-6711
Cefdinir for oral suspension Metal piece identified in the product If you have questions | May Class Il
68180072310, 68180072320 bottle about this recall, Lupin | 2019

Pharmaceuticals Inc 1-
410-576-2000

Articaine Hydrochloride and Mislabeling If you have questions | May Class
Epinephrine Bitartrate® about this recall, | 2019
66312060116 Septodont Inc 1-717-286-

0100
Losartan Potassium tablets Presence of an impurity If you have questions | May Class Il
23155064503, 231550645009, about this recall, Heritage | 2019

23155064510, 23155064603,
23155064610, 23155064609,

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.

Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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23155064403, 23155064410, Pharmaceuticals Inc 1-
23155064409 866-901-DRUG (3784)
Amitiza® 24 mcg capsules were found in a 8 If you have questions | May Class
64764008060, 64764024010, mcg about this recall, | 2019
64764024060 Mallinckrodt
Pharmaceuticals  1-314-
654-2000
Losartan Potassium tablets Presence of an impurity If you have questions | May Class
60429031610, 60429031690, about this recall, Golden | 2019
60429031630, 60429031810, State Medical Supply Inc
60429031890, 60429031830 1-800-284-8633 ext. 215
Divalproex sodium Exposed above 50% relative humidity | If you have questions | April Class
00904636345, 00904636361 levels about this recall, Major | 2019
Pharmaceuticals  1-800-
875-0123 option 5
Losartan Potassium tab Presence of an impurity If you have questions | April Class Il
68788004809 about this recall, Preferred | 2019
Pharmaceuticals Inc 1-
714-777-3729
Carvedilol tablets Label Mix-up If you have questions | April Class
65841061605 about this recall, Zydus | 2019

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.

Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Pharmaceuticals  1-877-
993-8779
Ketorolac tromethamine Lack of sterility If you have questions | April Class
25021070101, 25021070102 about this recall, Sagent | 2019
Pharmaceuticals  1-866-
625-1618
Acyclovir tablets Label mix-up If you have questions | April Class
68382079101, 68382079106, about this recall, Zydus | 2019
68382079116, 68382079105, Pharmaceuticals  1-877-
68382079110, 68382079130 993-8779
Fentanyl transdermal system, 12 | Label mix-up If you have questions | April Class |
mcg/h about this recall, Alvogen | 2019
47781042347 1-866-770-3024
Losartan Potassium/hctz Presence of an impurity If you have questions | April Class
70518156000 about this recall, Remedy | 2019
Repack 1-866-845-3791
Losartan Potassium and Presence of an impurity If you have questions | April Class
hydrochlorothiazide tablets about this recall, Torrent | 2019
13668011610, 13668011674, Pharmaceuticals  1-800-
13668011630, 13668011690, 912-9561

13668011710, 13668011774,
13668011730, 13668011790,

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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13668011810, 13668011874,
13668011830, 13668011890

Losartan Potassium Presence of an impurity If you have questions | April Class
68645049454 about this recall, Legacy | 2019
Pharmaceutical Packaging
LLC 1-314-813-1555

Losartan Potassium Presence of an impurity If you have questions | April Class !!
50268051715, 50268051615 about this recall, Avkare | 2019

Inc 1-931-292-6222
Losartan Potassium Presence of an impurity If you have questions | April Class
13668011310, 13668011390, about this recall, Torrent | 2019
13668011374, 13668040990, Pharmaceuticals  1-800-
13668040930, 13668040910, 912-9561

13668040974, 13668011510,
13668011574, 13668011530,

13668011590
Gavilyte- N Labeling incorrectly classified If you have questions | March Class
43386-0050-19 about this recall, Lupin | 2019
Pharmaceuticals  1-800-
399-2561
Combigan Trace amounts of an impurity If you have questions | March Class
00023921103, 00023921110, about this recall, Ecolab 1- | 2019
00023921105, 00023921115 800-433-8871

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.

Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Pravastatin Sodium Foreign tablet in bottle If you have questions | March Class
68462-0196-05, 68462-0196-90 about this recall, Glenmark | 2019

Pharmaceuticals, Inc. 201-

684-8000
Losartan Trace amounts of impurity If you have questions | March Class
70518-0588-01 about this recall, Remedy | 2019

repack Inc 1-886-845-

3791
Phenobarbital The label contains the incorrect If you have questions | March Class Il
70166-0536-02 expiration date about this recall, Lohxa | 2019

LLC 1-800-641-5564
Losartan Potassium Impurity found If you have questions | March Class Il
31722-0702-30 about this recall, Pharma | 2019

Pac 1-805-929-1333
Volumex Lack of assurance If you have questions | March Class
50914-7720-08 about this recall, Iso-Tex | 2019

Diagnostics 1-800-477-

4539
Hydrocortisone and Acetic Acid Sub Potent Drug If you have questions | March Class
50383-0301-10 about this recall, call Akon | 2019

Inc. 1-800-477-4539

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Losartan Potassium Trace amounts of impurity If you have questions | February Class
68645-0578-54 about this recall, Call | 2019

Legacy 1-877-538-8443
Losartan Presence of Impurity If you have questions | February Class Il
Potassium/Hydrochlorothiazide about this recall, Call| 2019
13668-0118-10, 13668-0118-74, Torrent Pharmaceuticals
13668-0118-30,13668-0118-90, 1-800-912-9561
13668-0117-10, 13668-0117-74,
13668-0117-30, 13668-0117-90,
13668-0116-10, 13668-0116-74,
13668-0116-30, 13668-0116-90
Losartan Potassium Presence of an impurity If you have questions | February Class Il
13668-0113-10, 13668-0113-90, about this recall, Call | 2019
13668-0113-74, 13668-0409-10, Torrent Pharmaceuticals
13668-0409-74, 13668-0409-30, 1-800-912-9561
13668-0409-90, 13668-0115-10,
13668-0115-74, 13668-0115-30,
13668-0115-90
Valsartan Presence of an impurity If you have questions | February Class
52343-0122-30, 52343-0123-90, about this recall, Call | 2019
52343-0124-90, 52343-0125-90 Preferred Pharmaceuticals

1-855-544-9419
Losartan Potassium Presence of an impurity If you have questions | February Class Il
68788-6882-03, 68788-6882-09 about this recall, Call | 2019

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Preferred Pharmaceuticals
1-855-544-9419

Valsartan Trace amounts of an impurity If you have questions | February Class
60687-0139-01 about this recall, call | 2019
Aurobindo 1-800-912-
9572
Losartan Potassium Trace amounts of an impurity If you have questions | February Class Il
31722-0702-05, 31722-0702-30, about this recall, call | 2019
31722-0702-90, 31722-0702-10, Aurobindo 1-800-912-
31722-0702-60, 50268-0517-15, 9572
50268-0513-15, 50268-0514-15,
68645-0577-54
Alprazolam Failed impurities/degradation If you have questions | January Class
51079-0788-20 about this recall, call Mylan | 2019
1-888-406-9305
Ceftriaxone for Injection Presence of Particulate Matter: If you have questions |January Class |
68180-0611-01 Product complaints received of grey | about this recall, Lupin | 2019
flecks, identified as shredded rubber | Pharmaceuticals Inc.
particulate matter from the stopper 111 S Calvert St Fl 21ST
observed in reconstituted vials Baltimore, MD 21202-6174
Vecuronium Bromide for Injection | Presence of Particulate Matter: If you have questions |January Class |
10 mg Foreign matter identified as glass about this recall, Sun | 2019

47335-0931-44

detected in Vecuronium Bromide for
Injection.

Pharmaceutical Industries,
Inc.

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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270 Prospect Plains Rd
Cranbury, NJ 08512-3605
OZURDEX Deviations: A silicone particulate was | If you have questions January Class
0023-3348-07 noted in Ozurdex about this recall, Allergan, | 2019
PLC.
5 Giralda Farms
Madison, NJ 07940-1027
(714) 246-4500
Estradiol Vaginal Inserts 68462- | Defective Delivery System: Customer | If you have questions | January Class
711-71 complaints of malfunctioning plunger | about this recall, Glenmark | 2019
68462-711-88 of the applicator Pharmaceuticals Inc., USA
750 Corporate Dr
Mahwah, NJ 07430-2009
Dianeal Low Calcium Lack of Assurance of Sterility: If you have questions January Class
00941-0424-52 Confirmed customer complaints for about this recall, Baxter 2019
Lot #: Y281477 leaks on the tubing Healthcare Corporation
Expiration: 02/2020 1 Baxter Pkwy
Deerfield, IL 60015-4625
Cefdinir for Oral Suspension Deviations: Product  complaints | If you have questions January Class
USP received indicating reconstituted | about this recall, Lupin 2019
125mg/5mL suspension was observed to be thick | Pharmaceuticals Inc.
68180-0722-10 111 S Calvert St FI 21ST
68180-0722-20 Baltimore, MD 21202-
6174

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.

Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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866-587-4617

Cidofovir Injection 375mg Lack of Assurance of Sterility: | If you have questions January Class
23255-0216-31 complaints received about dried | about this recall, Heritage | 2019
powder on the outside of bottle Pharmaceuticals, Inc.
1 Tower Center Blvd Ste
1700
East Brunswick, NJ
08816-1145
732) 429-1000
Cephalexin for Oral Suspension | Deviation; manufacturing batch record | If you have questions January Class
USP could not be located about this recall, Lupin 2019
68180-0124-01 Pharmaceuticals Inc.
68180-0124-02 111 S Calvert St FI 21ST
Baltimore, MD 21202
866-587-4617
Valsartan tablets USP 320 mg Deviations: FDA lab confirmed | If you have questions January Class Il
65862-0573-05 presence an impurity, N- | about this recall, 2019
65862-0573-90 nitrosodimethylamine (NDEA) | Aurobindo Pharma USA
contained in the APl wused to]|Inc.

manufacture the product above the
interim acceptable daily intake level of
0.083 parts per million.

279 Princeton Hightstown
Rd

East Windsor, NJ 08520-
1401

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.




Blue Cross
<D Blue Shield
Y\ Blue Care Network
® ®

of Michigan

732-839-9400

Valsartan and Deviations: FDA lab confirmed If you have questions January Class
Hydrochlorothiazide tablets presence an impurity, N- about this recall, 2019
65862-0549-10 nitrosodimethylamine (NDEA) Aurobindo Pharma USA
65862-0549-90 contained in the API used to Inc.
65862-0549-99 manufacture the product above the 279 Princeton Hightstown
interim acceptable daily intake level Rd
of 0.083 parts per million East Windsor, NJ 08520
732- 839-9400
Amlodipine and Valsartan Deviations: FDA lab confirmed | If you have questions January Class
Tablets USP 10 mg/320 mg presence an impurity, N- | about this recall, 2019
65862-0740-03 nitrosodimethylamine (NDEA) | Aurobindo Pharma USA
65862-0740-30 contained in the APl wused to]|Inc.
65862-0740-90 manufacture the product above the | 279 Princeton Hightstown
interim acceptable daily intake level of | Rd
0.083 parts per million. East Windsor, NJ 08520-
1401
732 839 9400
EEMT (esterified estrogens and | The combination of esterified | If you have questions January Class
methyltestosterone estrogens and methyltestosterone is | about this recall, Syntho 2019

15310-0010-01

used to treat symptoms of
menopause such as hot flashes, and

Pharmaceuticals, Inc.
230 Sherwood Ave

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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vaginal
irritation.

dryness, burning, and

Farmingdale, NY 11735-
1718

631-755-9898

Olmesartan Medoxomil and Failed dissolution specifications If you have questions January Class
Hydrochlorothiazide Tablets, 40 about this recall, Teva 2019
mg/25 mg Pharmaceuticals USA
00093761756 1090 Horsham Rd
00093761798 North Wales, PA 19454-
1505
888-TEVA-USA (888-838-
2872)
Fluocinolone Acetonide Topical Failed Impurities/Degradation | If you have questions January Class Il
Solution, USP, 0.01 %, 60 mL Specifications: Expansion of October | about this recall, Contact: | 2019

bottle

Lot #: S700214, Exp Apr-19;

S700447, Exp Jun-19; S700787,

Exp Oct-19; S701057, Exp Nov-
19; S800107, Exp Feb-20;

S800266, Exp Mar-20; S800524,

Exp May-20; S800791
Kul Exp Jul-20

2018 recall due to elevated out of
specification results for total impurities
that have been chemically identified
as oxidative degradation products of
the fluocinolone active
pharmaceutical ingredient

LUPIN SOMERSET
400 Campus Dr
Somerset, NJ 08873-1145

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.

Class 3 Recall:

Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Ezetimibe and Simvastatin Presence of Foreign Substance: If you have questions January Class
Tablets 10mg/80 mg, 1000-count | Product complaint of black speckles | about this recall, Contact: | 2019
bottles observed on tablets. Dr. Reddy's Laboratories,
Inc.

Lot #: 43E021 and 43E023, Exp. 107 College Rd E
01/2020 Princeton, NJ 08540-6623
Losartan potassium and This product is being recalled due to th| If you have questions November | Class |
hydrochlorothiazide presence of an impurity, N- about this recall, Contact 2018
1000mg/25mg tablets nitrosodiethylamine. NDEA occurs Sandoz Inc. at 1-800-525-

naturally in manufacturing processes | 8747 Monday-Friday 8:30
ONLY Lot: JB8912 and could cause cancer based on AM — 5:00 PM (EST) or

laboratory test results. No adverse email

effects related to this recall have been | ysdrugsafety.operations@

reported to date. novartis.com.
Montelukast Sodium 10Mg This medicine is made by Camber If you have questions September | Class |

Pharmaceuticals, Inc. This medicine | about this recall, call 2018

is being recalled

because sealed bottles labeled as
Montelukast sodium tablets, 10 mg,
30-count bottle from

Camber were found to instead
contain 90 tablets of losartan
potassium tablets, 50 mg. This
could result in a life-threatening
condition.

Camber Pharmaceuticals
Med Line at 1-866-495-
1995

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.
Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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Diphenoxylate Hydrochloride and
Atropine Sulfate tablets, 2.5
mg/0.025 mg (Lomotil).

This medication is made by
Greenstone LLC, a wholly owned
subsidiary of Pfizer, Inc. This
medication is being recalled due to
super potency. The use of the
impacted super potent product when
used as labeled has a low probability
of being associated with adverse
events of limited severity such as
lethargy, skin flush, and drowsiness.
Serious adverse events such as
coma and respiratory depression are
improbable.

If you have questions
about this recall, please
contact Pfizer Customer

Support at 800-879-3477.

January
2018

Class |

EpiPen and EpiPen Jr Auto-
Injector

This medication is made by Mylan.
This medication is being recalled due
to failure to activate the device or
increased force needed to activate
due to a potential defect in a supplier
component. The potential defect
could make the device difficult to
activate in an emergency. This could
result in a life-threatening condition.

If you have questions
about this recall, please
contact your physician,
pharmacy or Mylan
Customer Relations at
800-796-9526 or

customer.service@mylan.

com.

May 2017

Class |

* Drug Recall Class

Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious
adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.
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* Drug Recall Class
Class 1 Recall: Reasonable probability that using the drug will cause serious adverse health consequences or death.

Class 2 Recall: Using the drug may cause temporary or medical reversible adverse health consequences, the probability of serious

adverse health consequences is remote.
Class 3 Recall: Using the drug is not likely to cause adverse health consequences.

NOTE: This is not a complete list of all recalls. Please see FDA.gov >Drugs>Drug Safety and Availability> Drug Recalls for additional information.



