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NEWLY AVAILABLE GENERICS 

Generic Name/ 
Dosage Form Brand Name Manufacturer Indication 

Barium sulfate 2% oral 
suspension Readi-cat 2 Bracco 

Diagnostics 
For use in computed tomography (CT) of the abdomen to delineate the gastrointestinal 
(GI) tract in adult and pediatric patients 
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NEW DRUG ENTITIES/STRENGTHS/COMBINATIONS 

Drug Name Generic Name Description Comments 

ammonia N-13 3.75 mCi to 
37.5 mCi/mL intravenous 
syringe               

ammonia n-13                   
New syringe version of diagnostic agent used in PET 
imaging of the heart. It was previously only available 
as a vial. 

New Entity 

Injectafer 100 mg iron/2 mL 
intravenous solution                       ferric carboxymaltose          

New smaller package size of 100 mg/2mL to 
accommodate younger patients. Was previously only 
available as 750 mg/15 mL. Indication was expanded 
to pediatric patients aged 1 year and older, in 
11/2021, for patients who have an intolerance or 
unsatisfactory response to oral iron or non-dialysis 
dependent CKD.  

New package size 
 

Tascenso ODT 0.25 mg 
disintegrating tablet                             fingolimod lauryl sulfate      

New ODT version of fingolimod having the same 
indication of relapsing forms of MS in patients 10 
years and older weighing less than or equal to 40 kg. 

New entity 

Caplyta 10.5 mg capsule                                                lumateperone tosylate          

New lower strength capsules likely to be used in 
patients with moderate to severe hepatic impairment. 
It was previously only available as a 42 mg capsule. 
Caplyta was previously only indicated in schizophrenia 
but has a new indication for bipolar I and II as of 
12/2021. 

New dosage strength 

Caplyta 21 mg capsule                                                  lumateperone tosylate          

New lower strength capsules. It was previously only 
available as a 42 mg capsule. Caplyta was previously 
only indicated in schizophrenia but has a new 
indication for bipolar I and II as of 12/2021. 

New dosage strength 

carmustine 50 mg 
intravenous solution                                  carmustine                     New strengths of carmustine. Was previously only 

available as 100 mg vials. 
New strength 
 

carmustine 300 mg 
intravenous solution                                 carmustine                     New strengths of carmustine. Was previously only 

available as 100 mg vials. New strength 



 

Page 4 www.performrx.com 

www.performrx.com 

4 www.performrx.com 
200 Stevens Drive, Philadelphia, PA 19113 
Copyright © PerformRx LLC 2022. All Rights Reserved 
 

Drug Name Generic Name Description Comments 

Flumist Quad 2022-2023 
10exp6.5-7.5 FF unit/0.2 mL 
nasal spray syringe 

Flu vacc qv live 2022(2-
49yrs) Influenza vaccine 2022-2023 vaccine 

Qwo 1.84 mg subcutaneous 
solution  

collagenase C. Histolyt-
aaes 

New cosmetic drug used to treat moderate to severe 
cellulite in the buttocks of adult women. New entity 

Qwo 0.92 mg subcutaneous 
solution       

collagenase C. Histolyt-
aaes 

New cosmetic drug used to treat moderate to severe 
cellulite in the buttocks of adult women. New entity 

quetiapine 150 mg tablet quetiapine fumarate                 
New strength of quetiapine having the same 
indications (Schizophrenia, PTSD, Bipolar disorder, 
GAD, etc). 

New Strength 

Zoryve 0.3% topical cream roflumilast                         
First topical PDE-4 inhibitor approved for plaque 
psoriasis, including intertriginous areas, in patients 12 
years and older. 

New Route, Dosage Form and Strength 

Entadfi 5 mg-5 mg capsule                                              finasteride/tadalafil 
Combination of finasteride and tadalafil indicated to 
initiate treatment of the signs and symptoms of BPH in 
men with an enlarged prostate for up to 26 weeks. 

New Combination 

Calquence (maleate) 100 mg 
tablet Acalabrutinib maleate          

New tablet dosage form of acalabrutinib, a medication 
used to treat various types of non-Hodgkin lymphoma, 
previously only in capsule form 

New Dosage Form 

fluorodopa F-18 0.42 
mCi/mL to 8.33 mCi/mL 
intravenous solution        

Fluorodopa f-18                     

New radiopharmaceutical injection is indicated for use 
in positron emission tomography (PET) to visualize 
dopaminergic nerve terminals in the striatum for the 
evaluation of adult patients with suspected 
Parkinsonian syndromes (PS) 

New Entity 

fluorodopa F-18 1 mCi/mL 
to 40 mCi/mL intravenous 
solution             

Fluorodopa f-18                     

New radiopharmaceutical injection is indicated for use 
in positron emission tomography (PET) to visualize 
dopaminergic nerve terminals in the striatum for the 
evaluation of adult patients with suspected 
Parkinsonian syndromes (PS) 

New Entity 
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Drug Name Generic Name Description Comments 

pirfenidone 534 mg tablet                                              Pirfenidone                                        

New strength for pirfenidone, a drug indicated in 
adults for the treatment of mild to moderate 
idiopathic pulmonary fibrosis; was previously only 
available as 267 mg, 801 mg tablets 

New Strength 

Xaciato 2 % vaginal gel      Clindamycin phosphate  
New dosage form of xaciato, approved for treatment 
of bacterial vaginosis; previously oral clindamycin or 
vaginal ovules only available dosage forms 

New Dosage Form 
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NEW INDICATIONS (EXISTING DRUGS) 

†Bolded items reflect newly approved indication; strikethrough of removed indication/age limit/etc. 

Brand Name Generic Name/ Dosage 
Form Manufacturer Newly Approved Indication† 

Benlysta 
Belimumab 200 mg/mL 
IV/SQ autoinjector, syringe; 
120, 400 mg IV/SQ vial 

GlaxoSmithKline 

B-lymphocyte stimulator (BLyS)-specific inhibitor indicated for the treatment of: 
• patients aged 5 years and older with active, autoantibody-positive systemic lupus 

erythematosus (SLE) who are receiving standard therapy 
• adult patients aged 5 years and older with active lupus nephritis who are receiving 

standard therapy 

Stelara 

Ustekinumab injection, 45 
mg/0.5 mL and 130 mg/26 
mL; 45 mg/0.5 mL and 90 
mg/mL prefilled syringes 

Janssen 

Human interleukin-12 and -23 antagonist indicated for the treatment of: 
Adult patients with: 

• moderate to severe plaque psoriasis (Ps) who are candidates for phototherapy or 
systemic therapy 

• active psoriatic arthritis (PsA) 
• moderately to severely active Crohn’s disease (CD) 
• moderately to severely active ulcerative colitis 

Pediatric patients 6 years and older with: 
• moderate to severe plaque psoriasis, who are candidates for phototherapy or systemic 

therapy 
• active psoriatic arthritis (PsA) 

Myfembree 
relugolix 40 mg, estradiol 1 
mg, and norethindrone 0.5 
mg oral tablets 

Myovant 
sciences 

Myfembree is a combination of relugolix, a gonadotropin-releasing hormone (GnRH) receptor 
antagonist, estradiol, an estrogen, and norethindrone acetate, a progestin, indicated in 
premenopausal women for the: 

• management of heavy menstrual bleeding associated with uterine leiomyomas (fibroids) 
• management of moderate to severe pain associated with endometriosis 

Nubeqa Darolutamide 300 mg oral 
tablet Bayer healthcare 

Nubeqa is an androgen receptor inhibitor indicated for the treatment of adult patients with: 
• non-metastatic castration-resistant prostate cancer (nmCRPC) 
• metastatic hormone-sensitive prostate cancer (mHSPC) in combination with docetaxel 
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Brand Name Generic Name/ Dosage 
Form Manufacturer Newly Approved Indication† 

Xofluza baloxavir marboxil 40, 80 
mg oral tablet Genentech 

An influenza virus polymerase acidic (PA) endonuclease inhibitor indicated for: 
• Treatment of acute uncomplicated influenza in patients who have been symptomatic for 

no more than 48 hours and who are: 
o otherwise healthy adults and pediatric patients 12 5 years of age and older, 

OR 
o adults and pediatric patients 12 years of age and older who are at high-risk of 

developing influenza-related complications. 
• Post-exposure prophylaxis of influenza in patients 5 years of age and older following 

contact with an individual who has influenza 

Enhertu fam-trastuzumab 
deruxtecan-nxki 100 mg vial Daiichi Sankyo 

HER2-directed antibody and topoisomerase inhibitor conjugate indicated for the treatment 
of: 

• adult patients with unresectable or metastatic HER2-positive breast cancer who have 
received a prior anti-HER2-based regimen either: 

o in the metastatic setting, or 
o in the neoadjuvant or adjuvant setting and have developed disease recurrence 

during or within six months of completing therapy 
• adult patients with unresectable or metastatic HER2-low (IHC 1+ or IHC 2+/ISH-) breast 

cancer who have received a prior chemotherapy in the metastatic setting or developed 
disease recurrence during or within 6 months of completing adjuvant chemotherapy.  

• adult patients with unresectable or metastatic non-small cell lung cancer (NSCLC) whose 
tumors have activating HER2 (ERBB2) mutations, as detected by an FDA-approved test, 
and who have received a prior systemic therapy 

o This indication is approved under accelerated approval based on objective 
response rate and duration of response. Continued approval for this indication 
may be contingent upon verification and description of clinical benefit in a 
confirmatory trial 

• adult patients with locally advanced or metastatic HER2-positive gastric or 
gastroesophageal junction adenocarcinoma who have received a prior trastuzumab-based 
regimen 
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Brand Name Generic Name/ Dosage 
Form Manufacturer Newly Approved Indication† 

Mirena levonorgestrel-releasing 
intrauterine system Bayer Healthcare 

Mirena is a progestin-containing intrauterine system (IUS) indicated for: 
Prevention of pregnancy for up to 7 8 years  
• Treatment of heavy menstrual bleeding for women who choose to use intrauterine 

contraception as their method of contraception for up to 5 years 
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RECALLS  

Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

Nifedipine WSP 0.2% Ointment, 60 gram 
tubes, Rx only, Valor Compounding 
Pharmacy,  2461 Shattuck Ave., Berkeley, CA 
94704 

Class I D-1286-2022 Class I Drugs 

Lot #: 
06162022@30
, BUD 
12/13/2022 

Insulin Glargine (Insulin glargine-yfgn) 
Injection, 100 units/mL (U-100), 3 mL 
prefilled pens (NDC 49502-394-71), 
packaged in cartons of 5 prefilled pens (NDC 
49502-394-75), Rx only, Manufactured by: 
Mylan Pharmaceuticals Inc., Morgantown, 
WV 15317, Manufactured for: Mylan 
Specialty L.P., Morgantown, WV 

Class I Drugs Lot #: BF21002895, Exp. 
Date Aug 2023 

Labeling: Missing label: Label 
missing from some prefilled  pens. 

Mylan 
Pharmaceutic
als Inc 

Propofol Injectable Emulsion, 1 g/100 mL 
(10 mg/mL), packaged in 100 mL per glass 
fliptop vial (NDC 0409-4699-54) further 
packaged in a tray of 10 vials (NDC Carton: 
0409-4699-24), Rx only, Distributed by 
Hospira, Inc., Lake Forest, IL 60045 USA 

Class I Drugs Lot #: DX9067, Exp 
5/1/2023 

Presence of particulate matter: 
particulate identified as a beetle. Pfizer Inc. 

SUSTANGO (Pendenadril Tytrate Blend) 
Capsules, 400 mg, 10-count blisters per 
carton, Formulated by: Male FX Labs, 
Bangor, ME, ASIN X0024468I9. 

Class I Drugs Lot DAP272109, Exp: 
4/1/2026 

Marketed Without an Approved 
NDA/ANDA: Analytical testing 
showed the presence of tadalafil. 

Ultra 
Supplement 
LLC 

SANGTER Energy Supplement Capsules, 
3000mg x 7 grain, 7-count blister pack 
within a carton, Distributed by: Distributor 
RFR, LLC, (800) 519-0204 Miami 33172 FL, 
USA; UPC 0 705632 523285 

Class I Drugs Lot: 48656, Exp. 01/2025 

Marketed Without An Approved 
NDA/ANDA: FDA analysis found 
the product to be tainted with 
sildenafil. 

Distributor 
RFR, LLC. 
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Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

M Hand Sanitizer Ethyl Alcohol Antiseptic 
80%v/v, Topical Solution 128 oz/3,785 mL, 
Made in Mexico by: Grupo Plast-Y-Kosas S.A. 
de C.V. Puebla 105 Col. Rodriguez Reynosa, 
Tam, Mexico C.P. 88630, NDC Code:  77797-
001-01, Distributed by: Medek, LLC 315 E. 
Business Hwy 83 Alamo, TX 78516, NDC 
Code: 75432-001-02. 

Class I Drugs All lots 

Chemical Contamination and 
Subpotent Drug: FDA analysis 
found product to contain 
methanol and below label claim 
for ethanol. 

MEDEK LLC 

Divalproex Sodium Delayed-Release Tablets, 
USP 500mg, Rx Only, 100 Tablets, 
Distributed by: Sun Pharmaceutical 
Industries, Inc., Cranbury, NJ 08512, 
Manufactured by: Sun Pharmaceutical 
Industries, Ltd., Halol-Baroda Highway, 
Halol- 389 350, Gujarat, India,  NDC 62756-
798-88. 

Class II Drugs Lot: HAC1312A, EXP. 
05/2024 

Failed Dissolution Specifications: 
Failure occurred during routine 
stability testing of dissolution test. 

SUN 
PHARMACEUT
ICAL 
INDUSTRIES 
INC 

Testosterone Gel 1% (25mg 
testosterone/2.5g of gel) 2.5 g per unit dose, 
Rx Only, 30 unit-dose packets per box. 
Manufactured by: Actavis Laboratories UT, 
Inc., Salt Lake City, US 84108, USA, 
Distributed by: Actavis Pharma, Inc., 
Parsippany, NJ 07054, USA, Sachet NDC 
0591-3216-17, Carton NDC 0591-3216-30 

Class II Drugs Lot: 1403180, EXP. 
10/2022 

Superpotent Drug: Out of 
specification assay result was 
obtained during stability testing. 

Teva 
Pharmaceutic
als USA Inc 

Lansoprazole Delayed-Release Orally 
Disintegrating Tablets, 15 mg, 100-count 
blisters per carton, 10 Packs of 10 Tablets 
Each, Rx Only, Distributed by: Dr. Reddy's 
Laboratories, Inc., Princeton, NJ 08540, 

Class II Drugs Lot T2100514, Exp 
01/2023 

FAILED DISSOLUTION 
SPECIFICATIONS 

Dr. Reddy's 
Laboratories, 
Inc. 
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Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

Made in India, blister barcode 4359856079, 
NDC 43598-560-78 
Lansoprazole Delayed-Release Orally 
Disintegrating Tablets, 35 mg, 100-count 
blisters per carton, 10 Packs of 10 Tablets 
Each, Rx Only, Distributed by: Dr. Reddy's 
Laboratories, Inc., Princeton, NJ 08540, 
Made in India, blister barcode 4359856179, 
NDC 43598-561-78 

Class II Drugs Lot T2100515, Exp 
01/2023 

FAILED DISSOLUTION 
SPECIFICATIONS 

Dr. Reddy's 
Laboratories, 
Inc. 

Irbesartan Tablets, USP, 150mg, 90- count 
bottles, Rx only, Manufactured by: Jubilant 
Generics Ltd. Roorkee- 247661, India, 
Marketed by: Jubilant Cadista 
Pharmaceuticals Inc. Salisbury, MD 21801, 
USA, NDC 59746-448-90 

Class II Drugs Lot #: IB220023A, exp. 
date 08/2022 Failed dissolution specifications. 

Jubilant 
Cadista 
Pharmaceutic
als, Inc. 

Irbesartan Tablets, USP, 75 mg, 90- count 
bottle, Rx only, Manufactured by: Jubilant 
Generics Ltd. Roorkee- 247661, India, 
Marketed by: Jubilant Cadista 
Pharmaceuticals Inc. Salisbury, MD 21801, 
USA, NDC 59746-447-90 

Class II Drugs 
Lot #: IB120012A, 
IB120013A, IB120014A 
Exp. date 08/2022 

Failed Dissolution Specifications. 

Jubilant 
Cadista 
Pharmaceutic
als, Inc. 

Naftifine Hydrochloride Gel, USP 1%, 
packaged in cartons with: a) Net Wt. 90g 
tube (NDC 0115-1510-48), b) Net Wt. 40g 
tube (NDC 0115-1510-63), c)  Net Wt. 60g 
tube (NDC 0115-1510-58), Rx only, 
Manufactured by: Tolmar, Inc., Fort Collins, 
CO, 80526, Distributed by: Amneal 
Pharmaceuticals LLC, Bridgewater, NJ 08807 

Class II Drugs 

Lot #: a) 12070A, Exp 
5/2023; 11801A, Exp 
9/2022; b) 12386A, Exp 
8/2023; 11800A, Exp 
9/2022; c) 11940A, Exp 
12/2022 

Failed Impurities/ degradation 
specifications: Out-of-
Specification test results obtained 
for Unspecified Impurity Relative 
Retention Time 

Tolmar, Inc. 
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Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

Matzim LA (Diltiazem Hydrochloride) 
Extended-Release Tablets, 180 mg, 30-count 
bottle, Rx Only, Manufactured by: Actavis 
Laboratories FL, Inc., Fort Lauderdale, FL 
33314, USA; Distributed by: Actavis Pharma, 
Inc., Parsippany, NJ 07054, USA; NDC 52544-
691-30. 

Class II Drugs Lot 1411593A, Exp 09/22 
Failed Dissolution Specifications: 
below specification limits for 
dissolution. 

Teva 
Pharmaceutic
als USA Inc 

Matzim LA (Diltiazem Hydrochloride) 
Extended-Release Tablets, 240 mg, 30-count 
bottles, Rx Only, Manufactured by: Actavis 
Laboratories FL, Inc., Fort Lauderdale, FL 
USA 33314, USA, Distributed by: Actavis 
Pharma Inc., Parsippany, NJ 07054 USA; NDC 
58544-692-30. 

Class II Drugs Lot 1411596A, Exp 09/22 
Failed Dissolution Specifications: 
below specification limits for 
dissolution. 

Teva 
Pharmaceutic
als USA Inc 

Telmisartan and Hydrochlorothiazide Tablets 
USP, 80 mg/25 mg, 30 Tablets, Rx Only, 
Manufactured by: Glenmark 
Pharmaceuticals Ltd., Plot no 2, Phase-2, 
Pharma Zone, SEZ Pithampur, District Dhar, 
Madhya Pradesh 454775, India, 
Manufactured for: Glenmark 
Pharmaceuticals Inc, USA, Mahwah, NJ 
07430, NDC 68462-842-13. 

Class II Drugs 

Lots 17210935 & 
17210936., Exp Date  
05/2023    Lot 17211206, 
Exp Date 06/2023       Lots 
17211652, 17211655 & 
17211658, Exp Date 
08/2023 

Packaging : Blister package issues. 
Glenmark 
Pharmaceutic
als Inc., USA 

Telmisartan and Hydrochlorothiazide Tablets 
USP, 80 mg/12.5 mg, 30 Tablets, Rx Only, 
Manufactured by: Glenmark 
Pharmaceuticals Ltd., Plot no 2, Phase-2, 
Pharma Zone, SEZ Pithampur, District Dhar, 
Madhya Pradesh 454775, India, 
Manufactured for: Glenmark 

Class II Drugs 

Lots 17210929 & 
17210930, Exp Date  
05/2023;       Lot 
17211203, Exp Date 
06/2023 &     Lots 
17211643, 17211646 & 

Packaging : Blister package issues. 
Glenmark 
Pharmaceutic
als Inc., USA 
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Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

Pharmaceuticals Inc,m USA, Mahwah, NJ 
07430, NDC 68462-841-13. 

17211649, Exp Date  
08/2023 

Triple Antibiotic Ointment, Bacitracin zinc, 
Neomycin sulfate, Polymixin B sulfate, First 
Aid Antibiotic, Triple Antibiotic Ointment, 
144 packets per box, Net wt. per packet 0.5 
g, Honeywell Safety Products, NDC 0498-
0750-36. 

Class II Drugs Part# 231209G 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

Bisacodyl Suppositories, Fast Acting 
Stimulant Laxative, 100 suppositories per 
box, 10 mg each, Health Star, NDC 57896-
443-01. 

Class II Drugs Part# 444-01-HST 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

Naphcon A eye drops, Naphazoline HCl 
0.025% and Pheniramine Maleate 0.3%, 
Redness Reliever and Antihistamine Eye 
Drops, Sterile, 15 mL (0.5 FL OZ) bottle per 
box, Alcon, a Novartis company, NDC 0065-
0085-15. 

Class II Drugs Part# 0065008515 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

Systane, Lubricant Eye Drops, Polyethylene 
Glycol 400 0.4% Lubricant, Propylene Glycol 
0.3% Lubricant, Original, Long Lasting Dry 
Eye Relief, Sterile, a) 15 mL (0.5 FL OZ) NDC 
0065-0429-15, b) 30 mL (1 FL OZ) NDC 0065-
0429-30, bottle per box, Alcon Surgical Inc.       

Class II Drugs Part# a) 0065042915, b) 
0065042930 

CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

Eye-stream, eye wash solution, sterile, 4 FL 
OZ (118 mL) bottle per box, Alcon, NDC 
0065-0530-04.   

Class II Drugs Part# 0065053004 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 
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Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

Systane Balance, Lubricant Eye Drops, 
Propylene Glycol 0.6% lubricant, Restorative 
Formula, Sterile, 10 mL (1/3 FL OZ) bottle 
per box, Alcon, NDC 0065-1433-02.   

Class II Drugs Part# 0065143302 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

Systane Zaditor, ketotifen fumarate 
ophthalmic solution 0.035%, Antihistamine 
eye drops, Eye Itch Relief, up to 12 Hours, 
Sterile, 30 day supply, 5mL (0.17 FL OZ) 
bottle per box, Alcon, NDC 0065-4011-05.   

Class II Drugs Part# 0065401105 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

Debrox, Carbamide Peroxide, Earwax 
Removal Aid, 0.5 FL OZ (15 mL) bottle per 
box), MedTech Products Inc., NDC 63029-
321-01. 

Class II Drugs Part# 04203710478 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

Miralax (Polyethylene Glycol 3350), Powder 
for Solution, Osmotic Laxative, 30 Once-
Daily Doses, Net WT 17.9 OZ (510 g) bottle, 
Bayer Healthcare Pharmaceuticals, NDC 
11523-7234-4. 

Class II Drugs Part# 11523723404 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

GenTeal Tears, Lubricant Eye Ointment, 
Night-Time Ointment, Sterile, 3.5 gm (0.12 
FL OZ) per box, Alcon, NDC 0065-0518-01. 

Class II Drugs Part# 30065051801 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

Pataday, Once Daily Relief, Olopatadine 
hydrochloride ophthalmic solution 0.2%, 
Antihistamine, Eye Allergy Itch Relief, Once 
Daily, Sterile, 2.5 mL (0.085 FL OZ) bottle per 
box, Alcon, NDC 0065-8150-01. 

Class II Drugs Part# 00065815001 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 
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Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

A&D Original Ointment, Diaper Rash 
Ointment & Skin Protectant, 16 oz. Jar, 
Bayer Healthcare Pharmaceutica, NDC 
11523-0096-3. 

Class II Drugs NA 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

Dakin's Solution, a) sodium hypochlorite 
0.125%, quarter strength, NDC 0436-0672-
16, b) sodium hypochlorite 0.25%, half 
strength, NDC 0436-0936-16, c) sodium 
hypochlorite 0.5% full strength, NDC 0436-
0946-16, Antimicrobial, 473 mL (16 fl oz) 
bottle, Century Pharmaceuticals, Inc.   

Class II Drugs NA 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

Asthmanefrin Racephinephrine Inhalation 
Solution Bronchodilator, For temporary 
relief of mild symptoms of intermittent 
asthma, Preservative Free, Sterile, For Oral 
Inhalation Only, 30 vials per box, Nephron 
Pharmaceuticals Corporation, NDC 0487-
2784-01.   

Class II Drugs NA 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

Racepinephrine Inhalation Solution, USP 
2.25%, Bronchodilator, For Oral Inhalation 
Only, Sulfite Free, Preservative Free, 30 x 0.5 
mL Sterile Unit-of-Use Vials, each in a foil 
pouch, per carton, Nephron Pharmaceuticals 
Corporation, NDC 0487-5901-99. 

Class II Drugs NA 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

Sterile Alcohol Prep Pads, Sterile, Latex Free, 
100 large pads per box, manufactured for: 
Dynarex Corporation, NY 10962, NDC 67777-
121-16. 

Class II Drugs Part# 1116 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 
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Alcohol Swabsticks, Antiseptic, 50 4" 
saturated individual packets per box, 
Manufactured for: Dynarex Corporation, NY 
10962, Made in Mexico, NDC 67777-300-01 
(current NDC)  NDC# 67777-120-10 
(discontinued) 

Class II Drugs Part# 1203 
CGMP Deviations: products were 
stored outside the drug label 
specifications. 

Mckesson 
Medical-
Surgical Inc. 
Corporate 
Office 

Lorazepam Injection, USP, 2mg/mL, 1 mL 
vial,  25 vials per carton, RX Only, 
Manufactured by West-Ward Eatontown, NJ 
07724, Carton NDC# 0641-6044-25, Vial 
NDC# 0641-6044-01 

Class II Drugs 

Lot # 060064, Exp.   
06/2023, 070084, Exp. 
07/2023, 070126, Exp. 
07/2023,  080091, Exp. 
08/2023,  080060, Exp. 
08/2023 

Failed Impurities/Degradation 
Specifications: Out-of-
specification results observed for 
total related compounds during 
testing of retain samples. 

Hikma 
Pharmaceutic
als USA Inc. 

Ativan Injection (lorazepam injection, USP), 
2mg/mL, 1 mL vial,  25 vials per carton, RX 
Only, Manufactured by West-Ward 
Eatontown, NJ 07724, Carton NDC# 0641-
6001-25, Vial NDC# 0641-6001-01  

Class II Drugs Lot # 060064Z, Exp. 
06/2023 

Failed Impurities/Degradation 
Specifications: Out-of-
specification results observed for 
total related compounds during 
testing of retain samples. 

Hikma 
Pharmaceutic
als USA Inc. 

Lorazepam Injection, USP, 2mg/mL, 1 mL 
vial,  25 vial per carton, Rx Only, Novaplus, 
Manufactured by Hikma Berkeley Heights, 
NJ 07922. Carton NDC# 0641-6048-25, Vial 
NDC# 0641-6048-01 

Class II Drugs Lot # 070088, exp. date 
07/2023 

Failed Impurities/Degradation 
Specifications: Out-of-
specification results observed for 
total related compounds during 
testing of retain samples. 

Hikma 
Pharmaceutic
als USA Inc. 

Lorazepam Injection, USP, 4mg/mL, 1 mL 
vial,  25 vial per carton, Rx Only, Novaplus, 
Manufactured by Hikma Berkeley Heights, 
NJ 07922. Carton NDC# NDC# 0641-6045-25, 
Vial NDC# 0641-6045-01 

Class II Drugs Lot # 070096, exp. date 
07/2023 

Failed Impurities/Degradation 
Specifications: Out-of-
specification results observed for 
total related compounds during 
testing of retain samples. 

Hikma 
Pharmaceutic
als USA Inc. 

Prednisone Tablets USP, 20 mg, 100-count 
bottle, Rx Only, Manufactured by: Strides 
Pharma Science Ltd., Bengaluru - 562106, 

Class II Drugs Lot #: 7248988B, Exp 
9/2023 

Presence of foreign tablet: 2.5 mg 
tablet in a 20 mg bottle of 
Prednisone Tablets 

Strides 
Pharma Inc. 
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India, Distributed by: Strides Pharma Inc., 
East Brunswick, NJ 08816, NDC 64380-785-
06. 
FentaNYL Citrate in 0.9% Sodium Chloride 1 
mg per 100 mL (10 mcg per mL) IV bags, Rx 
only, SterRx, 141 Idaho Ave., Plattsburgh, 
NY, 12903, NDC 70324-327-01. 

Class II Drugs Lot #: CHI, Exp. Date Dec 
22, 2022 Lack of Assurance of Sterility SterRx, LLC 

fentaNYL Citrate in 0.9% Sodium Chloride, 
2.5 mg per 250 mL, (10 mcg per mL) IV bags, 
Rx Only, SterRx, 141 Idaho Avenue, 
Plattsburgh, NY  12903, NDC 70324-327-02. 

Class II Drugs Lot #: CHL, Exp. Date Dec 
29, 2022 Lack of Assurance of Sterility SterRx, LLC 

Difluprednate Ophthalmic Emulsion 0.05%, 
For Ophthalmic Use Only, Sterile, 5 mL 
bottles, Manufactured by Cipla Ltd., India, 
Manufactured for: Cipla USA, Inc., NJ 07059, 
NDC 69097-341-35. 

Class II Drugs Lot # DEG3LC2, Exp 
05/2023 

Lack of Assurance of Sterility: 
Complaints received of defective 
container closure. 

CIPLA 

Rifampin Capsules, USP, 150 mg, 30 count 
HDPE bottles, Rx Only, Manufactured for 
Lupin Pharmaceuticals, Inc., Baltimore, MD, 
21202  NDC: 68180-658-06 

Class II Drugs Lot #A200170, exp. date 
December 2023 

CGMP Deviations:OOS result was 
observed in 1-Methyl-4-Nitroso 
Piperazine (MNP) impurity. 

Lupin 
Pharmaceutic
als Inc. 

Fulvestrant Injection 250mg/5mL (50 
mg/mL), Contains 2 Single-Dose Prefilled 
Syringes, Rx Only, Product of India, 
Manufactured by: Cadila Healthcare Limited, 
Ahmadabad, India, Distributed by: Zydus 
Pharmaceuticals (USA ) Inc.m Pennington, NJ 
08534, NDC 70710-1688-8. 

Class II Drugs Lot # B200076; Exp 31 JAN 
2024 

Failed Impurities/Degradation 
Specifications 

Zydus 
Pharmaceutic
als (USA) Inc 

Avant Foaming Hand Sanitizer, ethanol 62%, 
a) 18 fl. oz. bottle (530 mL), b) 1000 mL (33.9 
fl. oz.) pouch, c) 55 gallon drum, Fragrance 

Class II Drugs 
[Product number], lot 
code, expiry:    a) [46016] 
Lot 722770, exp 07/22  b) 

CGMP Deviations: product 
manufactured using deionized 
water from a system lacking 

Aire-Master of 
America Inc 
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Free, Manufactured for B4 Brands, Lisbon, 
Iowa 62253 

[46017] Lot 722995-exp 
07/22, 727370-exp 07/23, 
727898-exp 09/23, 
728005-exp 08/23, 
729522-exp12/23, 
730412-exp 03/24, 
730861-exp 04/24  c) 
[46138] Lot 725188-exp 
12/22 

appropriate microbial control post 
deionization.   

Avant Foaming Hand Sanitizer Ophardt, 
Fragrance Free, 1000 mL (33.9 fl. oz.) per 
plastic carton, Manufactured for B4 Brands, 
Lisbon, Iowa 52253 

Class II Drugs 
Product Number 46076 
Lot 722896-exp 07/22, 
722996-exp 07/22 

CGMP Deviations: product 
manufactured using deionized 
water from a system lacking 
appropriate microbial control post 
deionization.   

Aire-Master of 
America Inc 

Stage 2-Ophardt Foaming Hand Sanitizer, 
Fragrance-Free, 1000 mL (33.9 fl. oz.) per 
bottle, Manufactured for 2XL Corporation, 2 
Gateway Ct, Ste A, Bolingbrook, IL 60440 

Class II Drugs 

Product Number 46101, 
Lots 722712-exp 07/22, 
724755-exp 11/22, 
725054-exp 12/22 

CGMP Deviations: product 
manufactured using deionized 
water from a system lacking 
appropriate microbial control post 
deionization.   

Aire-Master of 
America Inc 

Protect U Guard Foaming Hand Sanitizer 
Ophardt, Fragrance Free, 1000 mL (33.9 fl. 
oz.) per carton, Manufactured for Protect U 
Guard, Tampa 33606. 

Class II Drugs Product Number 46112, 
Lots 722782 -exp 08/22 

CGMP Deviations: product 
manufactured using deionized 
water from a system lacking 
appropriate microbial control post 
deionization.   

Aire-Master of 
America Inc 

Protect U Guard Foaming Hand Sanitizer, 
Fragrance Free, 18 fl/oz. (530 mL) per bottle, 
Manufactured for Protect U Guard, Tampa, 
FL 33606 

Class II Drugs Product Number 46111, 
Lot 722781-exp 09/22 

CGMP Deviations: product 
manufactured using deionized 
water from a system lacking 
appropriate microbial control post 
deionization.   

Aire-Master of 
America Inc 
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Common Sense Fragrance Free Hand 
Sanitizer, 250 Gallon Tote,  Microbe 
Solutions, LLC, 344-5 Route 9, Suite 237, 
Lanoka Harbor, NJ 08734 

Class II Drugs 
Product Number 46137, 
Lot 724640-exp 11/22, 
729955-exp 01/24 

CGMP Deviations: product 
manufactured using deionized 
water from a system lacking 
appropriate microbial control post 
deionization.   

Aire-Master of 
America Inc 

PrednisoLONE Oral Solution USP, 15 mg per 
5 mL, 240 ml bottle, Rx Only, HI-TECH 
PHARMACAL CO., INC., Amityville, NY 11701. 
NDC: 50383-042-24 

Class II Drugs Lot#  379804, Exp. 
8/31/2023 

Defective Container: Product has 
incomplete induction seals. Akorn, Inc 

Acetaminophen Injection, 10 mg/mL, 1,000 
mg/100 mL, 100 mL VIAFLO container bag, 
Single Dose Container, For Intravenous Use 
Only, Rx Only, Baxter Healthcare 
Corporation, Deerfield, IL 60015 USA; NDC 
36000-306-60 

Class II Drugs 

Lots: 20K19G64T1, Exp 
10/31/2022; 21K23G65, 
21K25G65, 21K26G65, 
21K29G67, Exp 
10/31/2023; 21L10G65, 
21L13G66, 21L14G66, 
21L15G65, Exp 
11/30/2023 

Temperature Abuse: Product 
distributed in refrigerated trucks 
with labels attached to pallets 
indicating "Refrigerate Upon 
Arrival", however product is 
labeled to be stored in a 
controlled room temperature 
environment. 

Baxter 
Healthcare 
Corporation 

Ketorolac Tromethamine Injection, USP 60 
mg/2 mL (30 mg/mL), packaged in 2 mL 
single dose vials, Rx Only, Nephron 
Pharmaceutical Corporation 4500 12th 
Street Extension West Columbia, SV 29172, 
NDC 0487-6232-01 

Class II Drugs Lot#: 023011 Exp 
8/31/2022 

cGMP Deviations: deviations 
leading to potential cross-
contamination. 

Nephron Sc 
Inc 

PF-Neostigmine Methylsulfate Injection, 
USP, 3 mg/3 mL (1 mg/mL), One 3 mL Unit-
Dose Vial, packaged in 30 x 3 mL Sterile Unit-
Dose Vials per carton, Rx Only, Nephron 
503B Outsourcing Facility, 4500 12th Street 
Extension, West Columbia, SC 29172; NDC 
69374-932-33 

Class II Drugs Lot: NE1057A, Exp. 
10/23/2022 

CGMP Deviations: Potential for 
cross-contamination due to 
product carryover during 
manufacturing. 

Nephron 
Sterile 
Compounding 
Center LLC 
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Trisodium Citrate 0.5% Solution, (0.5%/4L), 
contains Per Liter: Sodium 140 mmol/L, 
Chloride 86 mmol/L, Citrate 18 mmol/L, 
4000 mL IV bag, packaged in 1 x 1 IV bag per 
carton, Rx Only, Nephron 503B Outsourcing 
Facility, 4500 12th Street Extension, West 
Columbia, SC 29172; NDC 69374-910-04 

Class II Drugs 
Lots: TC2007D, Exp. 
8/26/2022; TC2010A, Exp. 
9/25/2022 

CGMP Deviations: Potential for 
cross-contamination due to 
product carryover during 
manufacturing. 

Nephron 
Sterile 
Compounding 
Center LLC 

PF-0.125% Bupivacaine HCl Injection, USP, 
625 mg/500 mL (1.25 mg/mL), 500 mL bag, 
packaged in 10 x 1 IV Bag per case, Rx Only, 
Nephron 503B Outsourcing Facility, 4500 
12th Street Extension, West Columbia, SC 
29172; NDC 69374-970-05 

Class II Drugs 
Lots: BH2003A, Exp. 
8/19/2022; BH2011A, Exp. 
11/9/2022 

CGMP Deviations: Potential for 
cross-contamination due to 
product carryover during 
manufacturing. 

Nephron 
Sterile 
Compounding 
Center LLC 

PF-Labetalol HCl Injection, USP, 20 mg/4 mL 
(5 mg/mL), One 4 mL Unit-Dose Vial, 
packaged in 30 x 4 mL Sterile Unit-dose Vials 
per carton, Rx Only, Nephron 503B 
Outsourcing Facility, 4500 12th Street 
Extension, West Columbia, SC 29172; NDC 
69374-946-34 

Class II Drugs Lot: LB2005A, Exp 
3/2/2023 

CGMP Deviations: Potential for 
cross-contamination due to 
product carryover during 
manufacturing. 

Nephron 
Sterile 
Compounding 
Center LLC 

Juice Beauty, The Organic Solution, SPF 8, 
Joyful Lip Moisturizer, Hydratant pour les 
Levres, NET WT 0.15 oz (4.25 g) per tube,  
Active Ingredient: Zinc oxide 4%, 
Manufactured for Juice Beauty, Inc., 709 
Fifth Ave., San Rafael, California 94901-3566 

Class III Drugs 
Lot#: 90121-20321 Exp: 
11/2023 
 

Failed Dissolution Specifications Eco Lips, Inc 

Juice Beauty, The Organic Solution, SPF 8, 
Naturally Clear Lip Moisturizer, Hydratant 
pour les Levres, NET WT 0.15 oz (4.25 g) per 
tube,  Active Ingredient: Zinc oxide 4%, 

Class III Drugs 
Lot #: 90122-21015, Exp: 
01/24; Lot#: 90122-20356, 
Exp: 12/23 

Failed Dissolution Specifications Eco Lips, Inc 
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Manufactured for Juice Beauty, Inc., 709 
Fifth Ave., San Rafael, California 94901-3566 
Crest 3D White Fluoride Anticavity 
Toothpaste, Advanced Triple Whitening, 
0.243% sodium fluoride, Net Wt. 5.6 oz (158 
g) a) Individual carton, UPC 0 37000 598534; 
b) 5-count Bundle, UPC 037000171867, 
Distributed. By Procter & Gamble, 
Cincinnati, OH 45202. 

Class III Drugs 

Lot: a) 13191707B4, Exp. 
10/31/2023; 
b)13511707Y1, Exp. 
10/31/2023. 

Labeling: Missing label: the 
product tube was missing a label 
and contained a different 
formulation. 

The Procter & 
Gamble 
Company 

Tacrolimus Ointment, 0.1%, For 
Dermatological Use Only, Not for 
Ophthalmic Use, Rx Only, a) 30 g tube, NDC 
68462-534-35, b) 60 g tube, NDC 68462-534-
65, c) 100 g tube, NDC 68462-534-94, 
Manufactured for: Glenmark 
Pharmaceuticals Inc., USA, Mahwah, NJ 
07430, Product of India. 

Class III Drugs 

Lot #s:   a) 15200058, 
15200066, 15200067, Exp 
06/2022; 15200075, Exp 
07/2022; 15200094, Exp 
08/2022; 15200119, 
15200120, 15200122, Exp 
09/2022; 15200131, 
15200132, Exp 10/2022; 
15200133, 15200134, 
15200136, 15200139, Exp 
11/2022; 15210033, 
15210035, 15210036, 
15210038 Exp 01/2023; 
15210092, 15210094, 
15210097, 15210099, Exp 
03/2023; 15210100, 
15210101, 15210104, Exp 
04/2023; 15210122, Exp 
05/2023; 15210148, 
15210149, 15210153, 
15210155, 15210157, 

Defective Container: Tube split 
from side seam 

Glenmark 
Pharmaceutic
als Inc., USA 



 

Page 22 www.performrx.com 

www.performrx.com 

22 www.performrx.com 
200 Stevens Drive, Philadelphia, PA 19113 
Copyright © PerformRx LLC 2022. All Rights Reserved 
 

Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

15210158, Exp 06/2023; 
15210173, 15210174, 
15210176, 15210177, 
15210178, 15210179, Exp 
07/2023; 15210184, 
15210186, Exp 08/2023; 
15210214,  Exp 09/2023; 
15210225, 15210226, 
15210228, 15210230, 
15210231, Exp 10/2023; 
15220001, 15220002, Exp 
12/2023.    b) 15200092, 
Exp 08/2022; 15200114, 
15200115, Exp 09/2022; 
15200123, 15200124, Exp 
10/2022; 15200142, 
15200144, Exp 11/2022; 
15210014, 15210015, 
15210021, Exp 12/2022; 
15210031, Exp 01/2023; 
15210055, Exp 02/2023; 
15210073, 15210075, Exp 
03/2023; 15210117, 
15210118, Exp 04/2023; 
15210144, 15210147, 
15210160, 15210162, Exp 
06/2023; 15210171, Exp 
07/2023; 15210187, 
15210190, 15210191, 
15210193, Exp 08/2023; 
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15210212, Exp 09/2023; 
15210244, 15210247, Exp 
11/2023; 15220007, Exp 
12/2023; 15220019, 
15220028, Exp 01/2024; 
15220032, 15220034, 
15220053, Exp 02/2024; 
15220062, 15220064, 
15220072, Exp 03/2024.    
c) 15200065, Exp 06/2022; 
15200108, 15200109, Exp 
09/2022; 15200125, Exp 
10/2022; 15200148, 
15200149, 15200150, Exp 
11/2022; 15210007, 
15210009, 15210012, 
15210018, Exp 12/2022; 
15210049, Exp 02/2023; 
15210076, 15210077, 
15210089, Exp 03/2023; 
15210112, 15210114, Exp 
04/2023; 15210124, 
15210125, 15210127, Exp 
05/2023; 15210169, 
15210170, Exp 07/2023; 
15210196, 15210199, Exp 
08/2023; 15210204, 
15210206, 15210207, 
15210210, Exp 09/2023; 
15210248, Exp 11/2023; 
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15220004, 15220013, 
15220014, 15220015, Exp 
12/2023; 15220025, 
15220026, Exp 01/2024. 

Azacitidine for Injection 100mg/vial 
Lyophilized Powder, Rx Only, Mfd. in 
Romania By: Sindan Pharma SRL For 
BluePoint Laboratories, NDC 68001-313-56 

Class III Drugs Lot: FE22001A, Exp 
01/2024 

Subpotent Drug - Out of 
specification (OOS) result 
obtained during monitoring 
stability study for Assay. Results 
below specification. 

Teva 
Pharmaceutic
als USA Inc 

Lamotrigine Tablets, USP 100 mg, 1000-
count bottles, Rx Only, Manufactured for: 
AvKARE, Inc. Pulaski, TN 38478, NDC 42291-
367-10, UPC 3 42291 36710 4 

Class III Drugs 

Lot #: 42581 Exp. 12/2024; 
42484 Exp. 11/2024; 
41204 Exp. 05/2024; 
38723 Exp. 02/2023; 
37623 Exp. 10/2022 

Labeling: Label Error on Declared 
Strength   AVKARE Inc. 

Azacitidine for Injection, 100 mg Lyophilized 
Powder, Single-Dose Vials, Rx Only, 
Manufactured by:  Intas Pharmaceuticals 
Limited, Pharmez, Ahmedabad-382 213 
India.  Manufactured for BluePoint 
Laboratories.  NDC 68001-0313-56 

Class III Drugs Lot #: FE22001A, Exp. 
Date 01/2024 Subpotent Drug 

Amerisource 
Health 
Services LLC 

Acetaminophen 325 mg tablets,  packaged 
in a) 100-count bottle (NDC 71399-8024-01); 
b) 1000-count bottle (NDC 71399-8024-02), 
Akorn Pharma Manufactured for: Akorn 
Pharma, Inc., Fairfield, NJ 

Class III Drugs 

Lot #: AXA2001, AXA2002, 
AXA2003, AXA2004, 
AXA2005, AXA2006, 
AXA2007, AXA2008, 
AXA2009, AXA2010, 
AXA2011, AXA2012, 
AXA2013, AXA2014, Exp 
Feb-23; AKK2021, 
AKK30421, AKK40421, 
AKK50421, AKK60421, 

Failed Tablet/Capsule 
Specifications: Imprint "AP 325" is 
missing from the tablet. 

Akron 
Pharma, Inc. 
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AKK70421, AKK80421, 
AKK90421, Exp Mar-24; 
AKL10421, AKL20421, 
AKL10521, AKL20521, 
AKL30521, AKL40521, 
AKL50521, AKL60521, 
AKL70521, AKL80521, 
AKL90521, Exp Apr-24; 
AKM10521, Exp Apr-24; 
AKA10621, AKA20621, 
AKA30621, AKA40621, 
AKA50621, AKA60621, 
AKA70621, AKA80621, 
AKA90621, Exp May-24; 
AKB10621, Exp May-24 

Acetaminophen 500 mg tablet, Extra 
Strength, packaged in a) 100-count bottle 
(NDC 71399-8022-01), b) 1000-count bottle 
(NDC 71399-8022-02), Akorn Pharma 
Manufactured for: Akorn Pharma, Inc., 
Fairfield, NJ 

Class III Drugs 

Lot#: AXA2014, Exp Feb-
23; AXB2001, Exp Nov-22; 
AXB2002, AXB2003, 
AXB2004, AXB2005, 
AXB2006, AXB2007, 
AXB2008, AXB2009, 
AXB2010, AXB2011, Exp 
Dec-22; AXB2012, 
AXB2013, AXB2014, 
AXB2015, AXB2016, 
AXB2017, AXB2018, 
AXB2019, AXB2020, 
AXB2021, AXB2022, 
AXB2023, AXB2024, 

Failed Tablet/Capsule 
Specifications: Imprint "AP 325" is 
missing from the tablet. 

Akron 
Pharma, Inc. 
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AXB2025, AXB2026, 
AXB2027, Exp Feb-23 

Zynrelef (bupivacaine and meloxicam), 400 
mg bupivacaine and 12 mg meloxicam single 
dose application, packaged in a kit, Rx only, 
Manufactured for Heron Therapeutics, Inc., 
San Diego, CA, NDC 47426-301-02 

Class III Drugs Lot #: 01126739, Exp 
7/31/2023 

Defective Delivery System: An 
incorrect 10 mL (12 mL) Luer (slip) 
syringe packaged in one lot of 
Zynrelef 400 mg/12 mg kit 

HERON 
THERAPEUTIC
S, INC. 

 

 
*Please refer to FDA website for further information at: http://www.fda.gov/Safety/Recalls 

http://www.fda.gov/Safety/Recalls
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CURRENT DRUG SHORTAGES 

Below is the list of drugs listed by the FDA as currently in shortage . Please refer to the FDA website for 
more information at: https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm  
 
Generic Name or Active Ingredient 
 
Amifostine Injection   
Amino Acids   
Amoxapine Tablets   
Atropine Sulfate Injection   
Azacitidine for Injection   
Azithromycin (Azasite) Ophthalmic Solution 1%   
Bacteriostatic 0.9% Sodium Chloride Injection   
Bacteriostatic Water for Injection   
Belatacept (Nulojix) Lyophilized Powder for Injection   
Belladonna and Opium Suppositories   
Bumetanide Injection   
Bupivacaine Hydrochloride and Epinephrine Injection   
Bupivacaine Hydrochloride Injection   
Calcium Disodium Versenate Injection   
Calcium Gluconate Injection   
Cefazolin Injection   
Cefixime Oral Capsules   
Cefotaxime Sodium Injection   
Cefotetan Disodium Injection   
Chlordiazepoxide Hydrochloride Capsules   
Chloroprocaine Hydrochloride Injection   
Conivaptan Hydrochloride (Vaprisol) in 5% Dextrose Plastic Container   
Continuous Renal Replacement Therapy (CRRT) Solutions   
Cortisone Acetate Tablets   
Cyclopentolate Ophthalmic Solution   
Cytarabine Injection   
Dacarbazine Injection   
Desmopressin Acetate Nasal Spray   
Dexamethasone Sodium Phosphate Injection   
Dexmedetomidine Injection   
Dextrose 10% Injection   
Dextrose 25% Injection   
Dextrose 5% Injection   
Dextrose 50% Injection   
Diazepam Rectal Gel   
Diflunisal Tablets   
Digoxin Injection   
Diltiazem Hydrochloride Injection   

https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm
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Disopyramide Phosphate (Norpace) Capsules   
Dobutamine Hydrochloride Injection   
Dopamine Hydrochloride Injection   
Echothiophate Iodide (Phospholine Iodide) Ophthalmic Solution   
Enalaprilat Injection   
Epinephrine Injection, 0.1 mg/mL   
Epinephrine Injection, Auto-Injector   
Erythromycin Ophthalmic Ointment   
Fentanyl Citrate (Sublimaze) Injection   
Floxuridine for Injection   
Fludarabine Phosphate Injection   
Fluorescein Injection   
Flurazepam Hydrochloride Capsules   
Fluvoxamine ER Capsules   
Furosemide Injection   
Gentamicin Sulfate Injection   
Guanfacine Hydrochloride Tablets   
Heparin Sodium and Sodium Chloride 0.9% Injection   
Hydromorphone Hydrochloride Injection   
Hydroxypropyl (Lacrisert) Cellulose Ophthalmic Insert   
Ibutilide Fumarate Injection   
Indigotindisulfonate Sodium Injection   
Iodixanol Injection   
Iohexol Injection   
Iomeprol injection   
Iopromide (Ultravist) Injection   
Isoniazid Injection   
Ketamine Injection   
Ketoprofen Capsules   
Ketorolac Tromethamine Injection   
Leucovorin Calcium Lyophilized Powder for Injection   
Leuprolide Acetate Injection   
Lidocaine Hydrochloride (Xylocaine) and Dextrose Injection Solution-Premix Bags   
Lidocaine Hydrochloride (Xylocaine) Injection   
Lidocaine Hydrochloride (Xylocaine) Injection with Epinephrine   
Lipid Injection   
Lithium Oral Solution   
Lorazepam Injection   
Mannitol Injection   
Mepivacaine Hydrochloride Injection   
Methyldopa Tablets   
Methylprednisolone Acetate Injection   
Metronidazole Injection   
Midazolam Injection   
Morphine Sulfate Injection   
Multi-Vitamin Infusion (Adult and Pediatric) 
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Nizatidine Capsules 
Paclitaxel Injection (protein-bound particles) 
Pantoprazole Sodium for Injection 
Parathyroid Hormone (Natpara) Injection   
Pentostatin Injection   
Physostigmine Salicylate Injection   
Potassium Acetate Injection   
Potassium Chloride Concentrate Injection   
Promethazine (Phenergan) Injection   
Propofol Injectable Emulsion   
Protamine Sulfate Injection   
Remifentanil Injection   
Rifampin Capsules   
Rifampin Injection   
Rifapentine Tablets   
Ropivacaine Hydrochloride Injection   
Semaglutide (Ozempic) Injection   
Semaglutide (WEGOVY®) Injection   
Sincalide (Kinevac) Lyophilized Powder for Injection   
Sodium Acetate Injection   
Sodium Bicarbonate Injection   
Sodium Chloride 0.9% Injection Bags   
Sodium Chloride 14.6% Injection   
Sodium Chloride 23.4% Injection   
Sodium Chloride Injection USP, 0.9% Vials and Syringes   
Sodium Phosphates Injection   
Sterile Water for Injection   
Streptozocin (Zanosar) Sterile Powder   
Sufentanil Citrate Injection   
Sulfasalazine Tablets   
Technetium TC-99M Mebrofenin Injection   
Technetium Tc99m Succimer Injection (DMSA)   
Teprotumumab-trbw   
Thiothixene Capsules   
Triamcinolone Acetonide Injectable Suspension   
Triamcinolone Hexacetonide Injectable suspension   
Trimethobenzamide Hydrochloride Capsules   
Valproate Sodium Injection   
Vandetanib Tablets   
Vecuronium Bromide for Injection 
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