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NEWLY AVAILABLE GENERICS 

Generic Name/ 
Dosage Form Brand Name Manufacturer Indication 

Meclizine 50 mg oral 
tablet Antivert Rising 

Pharmaceuticals 

• Prevention and treatment of nausea, vomiting, or dizziness associated with motion 
sickness 

• Treatment of vertigo associated with diseases affecting the vestibular system 

Plerixafor 24 mg/1.2 ml 
subcutaneous vial Mozobil Fresenius Kabi 

• To be used in combination with granulocyte-colony stimulating factor (G-CSF) to 
mobilize hematopoietic stem cells (HSCs) to the peripheral blood for collection and 
subsequent autologous transplantation in patients with non-Hodgkin’s lymphoma 
or multiple myeloma 
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NEW DRUG ENTITIES/STRENGTHS/COMBINATIONS 

Drug Name Generic Name Description 

Zejula 100, 200, 300 mg oral tablet niraparib tosylate  New tablet formulation (caps only available 100 mg). No new indications or dosing.  
Hulio 40 mg/0.8 ml subcutaneous 
auto-injector  adalimumab-fkjp  New drug launch, biosimilar adalimumab. 

Hulio 20 mg/0.4 ml, 40 mg/0.8 ml 
subcutaneous prefilled syringe adalimumab-fkjp  New drug launch, biosimilar adalimumab. 

Adalimumab-fkjp 20 mg/0.4 ml, 40 
mg/0.8 ml subcutaneous prefilled 
syringe 

adalimumab-fkjp  New drug launch, biosimilar adalimumab. Unbranded  Hulio with lower pricing.  

Idacio 40 mg/0.8 ml subcutaneous 
auto-injector adalimumab-aacf  New drug launch, biosimilar adalimumab. 

Idacio 40 mg/0.8 ml subcutaneous 
prefilled syringe adalimumab-aacf  New drug launch, biosimilar adalimumab. 

Rezzayo 200 mg intravenous 
solution rezafungin acetate Once-weekly IV treatment of candidemia and invasive candidiasis in adults with limited or no 

alternative treatment options. 
Cyltezo 40 mg/0.8 ml  
subcutaneous prefilled syringe adalimumab-adbm Humira biosimilar. Only available in low concentration strengths.  

Cyltezo 10 mg/0.2 ml, 20 mg/0.4 ml 
subcutaneous prefilled syringe adalimumab-adbm Humira biosimilar. Only available in low concentration strengths.  

Rystiggo 280 mg/2 ml 
subcutaneous Solution 

rozanolixizumab-
noli 

Indicated for the treatment of generalized myasthenia gravis (gMG) in adult patients who are 
anti-acetylcholine receptor (AChR) or anti-muscle-specific tyrosine kinase (MuSK) antibody 
positive.  

Suflave 178.7 g oral solution 

peg 3350/sodium 
sulfate/potassium 
chloride/magnesiu
m/sodium chloride 

New bowel prep treatment option that is touted to be better tasting than other pre-
colonoscopy treatments. Meant to improve palatability for patients with a taste that’s similar to 
a lemon-lime sports drink.  

Elevidys intravenous kit  delandistrogene 
moxeparvovec-rokl 

First gene therapy for the treatment of ambulatory pediatric patients 4 through 5 years of age 
with Duchenne muscular dystrophy (DMD) with a confirmed mutation in the DMD gene. 
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Drug Name Generic Name Description 

Indication is approved under accelerated approval based on expression of micro-dystrophin 
observed in patients treated with Elevidys.  

Adalimumab-adaz 40 mg/0.4 ml 
subcutaneous auto-injector adalimumab-adaz Humira biosimilar. Unbranded version of Hyrimoz. High concentration strength.  

Adalimumab-adaz 40 mg/0.4 ml 
subcutaneous prefilled syringe adalimumab-adaz Humira biosimilar. Unbranded version of Hyrimoz. High concentration strength.  

Hyrimoz 40 mg/0.4 ml, 80 mg/0.8 
ml subcutaneous auto-injector adalimumab-adaz Humira biosimilar. High concentration strength. 

Hyrimoz 10 mg/0.1 ml, 20 mg/0.2 
ml, 40 mg/0.4 ml, 80 mg/0.8 ml 
subcutaneous prefilled syringe 

adalimumab-adaz Humira biosimilar. High concentration strength. 

Yuflyma 40 mg/0.4 ml 
subcutaneous auto-injector adalimumab-aaty Humira biosimilar. Only available in high concentration strength. 

Yusimry 40 mg/0.8 ml 
subcutaneous auto-injector adalimumab-aqvh Humira biosimilar. Only available in low concentration strength. 

Hadlima 40 mg/0.4 ml, 40 mg/0.8 
ml subcutaneous prefilled syringe adalimumab-bwwd Humira biosimilar. Available in both high and low concentration strengths. 

Hadlima PushTouch 40 mg/0.4 ml, 
40 mg/0.8 ml subcutaneous auto-
injector 

adalimumab-bwwd Humira biosimilar. Available in both high and low concentration strengths. 

Litfulo 50 mg oral capsule ritlecitinib 
New JAK inhibitor indicated for the treatment of individuals 12 years of age and older with 
severe alopecia areata. Joins Olumiant as the only FDA-approved treatments for alopciea 
areata, however, unlike Olumiant this can be used adolescents (12+). 

Austedo XR 6 mg/12 mg/24 mg 
extended release oral tablet pack deutetrabenazine New titration pack for Austedo XR 

Abrysvo 120 mcg/0.5 ml 
intramuscular solution  

respiratory 
syncytial virus 
vaccine 

New RSV vaccine from Pfizer for the prevention of lower respiratory tract disease (LRTD) caused 
by respiratory syncytial virus RSV in individuals 60 years and older. Will compete with Arexvy.  

Adstiladrin 300,000,000,000 vp/ml 
intravesical suspension 

adstiladrin 
intravesical 

Novel gene therapy for the treatment of adult patients with high-risk, Bacillus Calmette-Guérin 
(BCG)-unresponsive non-muscle invasive bladder cancer (NMIBC) with carcinoma in situ (CIS) 
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Drug Name Generic Name Description 

with or without papillary tumors. It is administered every 3 months and target's the patient's 
own bladder wall cells to enhance natural defenses against cancer. 

Arexvy 120 mcg/0.5m 
intramuscular suspension 

respiratory 
syncytial virus 
vaccine, 
adjuvanted 

New RSV vaccine from GSK for the prevention of lower respiratory tract disease (LRTD) caused 
by respiratory syncytial virus (RSV) in individuals 60 years of age and older.  Will compete with 
Abrysvo. 

Roctavian 20,000,000,000,000 
vg/ml intravenous suspension 

valoctocogene 
roxaparvovec-rvox 

First gene therapy for the treatment of adults with severe hemophilia A (congenital factor VIII 
(FVIII) deficiency with FVIII activity < 1 IU/dL) without antibodies to adeno-associated virus 
serotype 5 (AAV5) detected by an FDA-approved test. 

Brenzavvy oral tablet 20 mg bexagliflozin New SGLT2 inhbitor for type 2 diabetes. 
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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† 

Leqembi 
lecanemab-irmb 200 mg/2 
mL, 500 mg/5 ml 
intravenous vials 

Eisai 

Treatment of Alzheimer’s disease. Treatment with Leqembi should be initiated in 
patients with mild cognitive impairment or mild dementia stage of disease, the 
population in which treatment was initiated in clinical trials. There are no safety 
or effectiveness data on initiating treatment at earlier or later stages of the 
disease than were studied.  
This indication is approved under accelerated approval based on reduction in 
amyloid beta plaques observed in patients treated with LEQEMBI. Continued 
approval for this indication may be contingent upon verification of clinical 
benefit in a confirmatory trial. 

Liletta levonorgestrel 52 mg 
intrauterine system AbbVie 

• Prevention of pregnancy for up to 8 years 
• Treatment of heavy menstrual bleeding for up to 5 years in patients who 

choose intrauterine contraception as their method of contraception 

Leqvio inclisiran 284 mg/1.5 ml 
subcutaneous syringe Novartis 

Adjunct to diet and maximally tolerated statin therapy for the treatment of 
adults with primary hyperlipidemia, including heterozygous familial 
hypercholesterolemia (HeFH) or clinical atherosclerotic cardiovascular disease 
(ASCVD), who require additional lowering of to reduce low-density lipoprotein 
cholesterol (LDL-C) 
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RECALLS  

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

Artificial Tears (Carboxymethylcellulose 
Sodium) Lubricant Eye Drops, 10 MG in 1 ml, 
1/2 fl oz (15 ml) bottle, Distributed by. 
EzriCare, LLC, Lakewood, NJ, NDC 79503-
0101-15. 

Class I Drugs 

Lot #: PCMI005, Exp. date 
AUG-2024; PCMJ001, 
PCMJ002, PCMJ004, 
PCMJ005, PCMJ006, 
PCMJ008, PCMJ009, 
PCMJ010, PCMJ011, 
PCMJ012, PCMJ013, 
PCMJ014, PCMJ015, 
PCMJ016, Exp. date MAR-
2025 

Non-Sterility: FDA analysis found 
unopened products to have 
bacterial contamination. 

Global Pharma 
Healthcare 
Private 
Limited 

Delsam Pharma's ARTIFICIAL TEARS 
(Carboxymethylcellulose Sodium) Lubricant 
Eye Drops, 10 MG in 1 ml, 1%, 1/2 fl oz (15 
ml) bottle, Distributed By: Delsam Pharma 
Llc, Bronx, New York 10467, NDC 72570 121 
15. 

Class I Drugs 

Lot #: PCMH001, 
PCMH002, PCMH005, 
PCMH007, Exp. date NOV-
2023 

Non-Sterility: FDA analysis found 
unopened products to have 
bacterial contamination. 

Global Pharma 
Healthcare 
Private 
Limited 

Albuterol Sulfate Inhalation Aerosol, 90 mcg, 
200 Metered Inhalation, net content 6.7 g 
canister packaged in a box, Rx only, 
Manufactured by: Cipla Ltd, Indore SE Z, 
Pithampur, India, Manufactured for: Cipla 
USA, Inc., 10 Independence Boulevard, Suite 
300, Warren, NJ, 07059, NDC 69097-142-60 

Class I Drugs 

Lot # IB20045, IB20055, 
IB20056, IB20057, 
IB20059, IB20072, Exp 
Nov. 30, 2023 

Defective container: empty inhaler 
and leakage observed through the 
inhaler valve due to partially 
missing bottom seat (gasket). 

Cipla USA, Inc. 

Amphotericin B Liposome for Injection, 
50mg/vial, Rx only, Distributed by Sun 
Pharmaceutical Industries, Inc. Cranbury, NJ 
08512, Manufactured by Sun 
Pharmaceutical Medicare Limited, Baska 

Class II Drugs 
Lot # BAD0089A, Exp 
01/2025; BAD0330A, Exp 
07/2025 

Subpotent drug 

SUN 
PHARMACEUT
ICAL 
INDUSTRIES 
INC 
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Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

Ujeti Road, Ujeti, Halol-389350, Gujarat, 
India, NDC 62756-0233-01 
Kanjo Arnica Cream, 2 oz. gel & cream NDC# 
80551-201-02 Mfg. For: Acutens,Inc. 
Sheridan, WY 82801 

Class II Drugs Lot # 2446, exp. date Mar-
24 cGMP deviations 

Homeocare 
Laboratories, 
Inc. 

Arnica Cream, 2 oz. NDC# 61727-114-02 
Mfg. For: Brazmedics, LLC New York, NY 
10021 

Class II Drugs Lot # 2446, exp. Mar-24 cGMP deviations 
Homeocare 
Laboratories, 
Inc. 

Bebelyn Colics, 0.50 fl. oz. distributed by 
Pharmadel LLC New Castle, DE 19720 NDC# 
55758-036-01 

Class II Drugs Lot # 2414, exp. date Sep-
24 cGMP deviations 

Homeocare 
Laboratories, 
Inc. 

Babelyn Diarrhea, 0.50 fl. oz. distributed by 
Pharadel LLC NDC# 55758-035-01 Class II Drugs Lot # 2413, exp. date Sep-

24 cGMP deviations 
Homeocare 
Laboratories, 
Inc. 

DoloEar, 0.50 fl. oz. distributed by Pharadel 
LLC NDC# 55758-035-15 Class II Drugs Lot # 2423, exp. date Nov-

24; 2445, exp. date Apr-25 cGMP deviations 
Homeocare 
Laboratories, 
Inc. 

SnoreStop Naso Spray Bulk, liquid 
distributed by Green Pharma NDC# 61152-
199-99 

Class II Drugs Lot # 2436, exp. date: 
unknown cGMP deviations 

Homeocare 
Laboratories, 
Inc. 

StellaLife Peppermint Dental Rinse, 16 oz. 
bottles NDC# 69685-103-16 Class II Drugs 

Lot # 2357B,2333, exp. 
date Sep-2; 2367C, 2367D, 
exp. date Nov-23; 2367E, 
2367F, exp. date Jan-24; 
2395A, 2406, exp. date 
Feb-2; 2395B, exp. date 
Mar-24; 2395C, exp. date 
Apr-24 

cGMP deviations 
Homeocare 
Laboratories, 
Inc. 
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Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

StellaLife Coconut Dental Rinse, 16 oz. 
bottles NDC# 69685-113-16 Class II Drugs Lot # 2396, exp. date Apr-

24 cGMP deviations 
Homeocare 
Laboratories, 
Inc. 

StellaLife Dental Spray, 1 fl. oz.  NDC# 
69685-101-02 Class II Drugs 

Lot # 2335, exp. date Sep-
23; 2364, exp. date Nov-
23; 2408, exp. date Feb-24 

cGMP deviations 
Homeocare 
Laboratories, 
Inc. 

StellaLife Dental Gel, 1 fl. oz.  NDC# 69685-
102-02 Class II Drugs 

Lot #2334, exp. date Sep-
23; 2363, exp. date Nov-
23; 2365, exp. date Jan-24 

cGMP deviations 
Homeocare 
Laboratories, 
Inc. 

StellaLife Dental Gel, 1 fl. oz.  NDC# 69685-
112-01 Class II Drugs 

Lot #2407, exp. date Feb-
24; 2409A, exp. date Apr-
24; 2409B, exp. date May-
24 

cGMP deviations 
Homeocare 
Laboratories, 
Inc. 

Endometrin (progesterone) Vaginal Insert 
100mg, packaged in a carton of 21 vaginal 
inserts with 21 disposable vaginal 
applicators, Manufactured for: Ferring 
Pharmaceuticals Inc., Parsippany, NJ 

Class II Drugs AA200A, AA201A, Exp. 
12/2025 

cGMP deviations: potential for 
Microbial Contamination of Non-
Sterile Products 

Ferring 
Pharmaceutic
als Inc 

Tramadol Hydrochloride Tablets, USP 50 mg, 
Unit Dose 100-Count Tablets Rx only, 
Manufactured by: Sun Pharmaceutical 
Industries Ltd. Survey No. 259/15, Dadra-
396 191, (U.T. of D & NH), India. Distributed 
by: Sun Pharmaceutical Industries, Inc. 
Cranbury, NJ 08512, Distributed by: Major 
Pharmaceuticals Livonia, MI 48152 USA, 
NDC 0904-7179-61 

Class II Drugs Lot #: M04343, Exp. 
04/2024 

Packaging defect: blister 
packaging inadequately sealed. 

The Harvard 
Drug Group 

Losartan Potassium Tablets, USP, 25 mg, 
1000 film coated tablets per bottle, Rx Only, 
Manufactured by: Vivimed Life Sciences 

Class II Drugs Lot#: 7901903A, exp. date 
04/2024 

Presence of Foreign Substance: 
Presence of a small piece of blue 
plastic embedded in the tablet. 

Strides 
Pharma Inc. 
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Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

Private Limited, Plot No. 101, 102, 107 & 
108, SIDCO Pharmaceutical Complex, 
Alathur, Kanchipuram- 603 110, Tamilnadu, 
India, NDC 64380-933-08 
Tizanidine Tablets, USP, 4 mg, 100 Tablets 
(10 tablets x 10 unit dose blister packs) per 
carton, Rx Only, Packaged and Distributed 
by: American Health Packaging, Columbus, 
Ohio 43217, NDC 68084-645-01 (carton), 
barcode (01) 003 68084 645 11 2. 

Class II Drugs Lot 1004835, Exp 
7/31/2023 

Failed Dissolution Specifications: 
this repackaged product was 
recalled by the manufacturer, Dr. 
Reddy's Laboratories, Inc., due to 
out of specification results for 
dissolution. 

Amerisource 
Health 
Services LLC 

Tizanidine Hydrochloride Tablet 4mg, 
packaged in a) 20 count-bottles (NDC 68788-
7781-2), b)30-count bottles (NDC: 68788-
7781-3), c) 60-count bottles, (NDC: 68788-
7781-6), d) 90-count bottles (NDC: 68788-
7781-9), e) 120-count bottles (NDC: 68788-
7781-8), Rx only, Mfg: Dr. Reddy's 
Laboratories Limited. 

Class II Drugs 

Lot#: a) H1621S, Exp: 
12/31/2023; b) H2321C, 
Exp: 12/31/2023; c) 
H0421B, Exp: 12/31/2023; 
d) H1721E, H1921T, 
H3121M, Exp: 
12/31/2023, e) H2021G, 
Exp: 12/31/2023 

Failed Stability Specifications 
Preferred 
Pharmaceutic
als, Inc. 

Artificial Tears (Carboxymethylcellulose 
Sodium) Lubricant Eye Drops, 10 MG in 1 ml, 
1/2 fl oz (15 ml) bottle, Distributed by. 
EzriCare, LLC, Lakewood, NJ, NDC 79503-
0101-15. 

Class II Drugs 

Lot #: PCMH009, 
PCMH010, PCMH011, 
PCMH012, PCMH013, 
PCMH014, PCMH015, 
PCMH016, exp. date Nov-
2023; PCMI001, PCMI002, 
PCMI003, PCMI004, 
PCMI006, PCMI 07, PCMI 
008, Exp. date AUG-2024; 
PCMJ003, PCMJ007, Exp. 
date MAR-2025 

CGMP Deviations: All other lots of 
eye drops are being recalled due 
to CGMP Deviations because they 
were manufactured in the same 
facility under the same conditions 
as the lots found to be 
contaminated. 

Global Pharma 
Healthcare 
Private 
Limited 
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Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

Delsam Pharma's ARTIFICIAL TEARS 
(Carboxymethylcellulose Sodium) Lubricant 
Eye Drops, 10 MG in 1 ml, 1%, 1/2 fl oz (15 
ml) bottle, Distributed By: Delsam Pharma 
Llc, Bronx, New York 10467, NDC 72570 121 
15. 

Class II Drugs 

Lot #: PCMH003, 
PCMH004, PCMH006, 
PCMH008, Exp. date NOV-
2023 

CGMP Deviations: All other lots of 
eye drops are being recalled due 
to CGMP Deviations because they 
were manufactured in the same 
facility under the same conditions 
as the lots found to be 
contaminated. 

Global Pharma 
Healthcare 
Private 
Limited 

Allergy, Fexofenadine Hydrochloride Tablets, 
180 mg, packaged in a) 30-count cartons 
(NDC 72288-847-39), and b)150-count 
cartons (NDC 72288-847-47 and 72288-847-
37), Distributed By: Amazon.com Services 
LLC., 410 Terry Avenue N., Seattle, WA 
98109. 

Class II Drugs 

Lot # a) 2GR0329, Exp. 
date 04/24 Lot # b) 
2DR0472, Exp. date 02/23; 
2MR0417, Exp. date 07/24 

Failed Impurities/Degradation 
Specifications 

L. Perrigo 
Company 

Non-Drowsy Allergy Relief, Fexofenadine 
Hydrochloride Tablets, 180 mg, 150-count 
cartons, Distributed By: BJ's Wholesale Club, 
25 Research Drive, Westborough, MA 
01581.  NDC 68391-847-47 

Class II Drugs 

Lot #:2DV1863, 2HV2698, 
Exp. date 12/23; 2GV1583, 
Exp. date 02/24; 2GV1950, 
2HV2697, Exp. Date 
01/24. 

Failed Impurities/Degradation 
Specifications 

L. Perrigo 
Company 

Allergy Relief, Fexofenadine Hydrochloride 
Tablets, 180 mg, 15-count cartons, 
Distributed By: Adusa Distribution, LLC, 
Salisbury, NC 28147.  NDC 72476-847-22 

Class II Drugs Lot #: 2JE2185, Exp. date 
01/24 

Failed Impurities/Degradation 
Specifications 

L. Perrigo 
Company 

Allergy Relief, Fexofenadine Hydrochloride 
Tablets, 180 mg, 30-count cartons, 
Distributed By: CVS Pharmacy, Inc., One CVS 
Drive, Woonsocket, RI 02895. NDC 69842-
0914-39 

Class II Drugs Lot #: 2DV1925, Exp. date 
06/23 

Failed Impurities/Degradation 
Specifications 

L. Perrigo 
Company 

aller-ease, Fexofenadine Hydrochloride 
Tablets, 180 mg, 30-count cartons, Packaged Class II Drugs Lot #: 2ER0285,Exp. date 

01/24 
Failed Impurities/Degradation 
Specifications 

L. Perrigo 
Company 
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Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

For: Your Military Exchanges, By: Perrigo 
Company, Allegan, MI USA 49010. NDC 
55301-847-39 

Allergy ALLER-FEX, Fexofenadine 
Hydrochloride Tablets, 180 mg, 180-count 
cartons, Packaged by: Perrigo, 515 Eastern 
Ave., Allegan, MI 49010 USA. NDC 63981-
847-48 

Class II Drugs 

Lot #: 2DV1487, 2DV1870, 
2DV1871, 2DV1873, 
2EV1676, 2GV2132, 
2HV2679, Exp. date 12/23; 
2DV2000, exp. date 11/23; 
2LV1573, 2MV1314, Exp. 
date 04/24; 2FV1764, 
2FV1765  2FV1766, 
2GV1579, 2GV1937, 
2GV1941 , 2GV1942, 
2GV2157, 2HV1886, 
2HV1997, 2HV2019,  
2HV2047, Exp. 
datev02/24; 2EV1666, 
2EV1667, 2EV1668, 
2EV1670, 2EV1671, 
2EV1672,  2EV1674, 
2EV1677, 2EV1678, 
2HV2017, Exp. date 01/24. 

Failed Impurities/Degradation 
Specifications 

L. Perrigo 
Company 

allergy relief, Fexofenadine Hydrochloride 
Tablets, 180 mg, packaged in a)15-count 
cartons (NDC 79481-0847-0), b)30-count 
cartons (NDC 79481-0847-1), and c) 45-
count cartons (NDC 79481-0847-2), 
Distributed by: MEIJER DISTRIBUTION, INC., 
GRAND RAPIDS, MI 49544. 

Class II Drugs 

Lot #: a) 2JE1882, Exp. 
date 01/24 b) 2FV1918, 
2ER0411, Exp. date 01/24; 
2GV1902, Exp. date 04/24; 
2CR0652, 2DR0465, Exp. 
date 12/23; 2GR0329, Exp. 
date 04/24 c)2CR0653, 
2DR0466, Exp. date 12/23; 

Failed Impurities/Degradation 
Specifications 

L. Perrigo 
Company 
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Product Description Classification Product Type Code Info Reason for recall Recalling Firm 

2ER0287, 2ER0412, Exp. 
date 01/24 

Fexofenadine Hydrochloride Tablets, 180 
mg, 100-count cartons, Distributed by: 
Perrigo, Allegan, MI 49010. NDC 45802-847-
78 

Class II Drugs Lot #: 2DR0351, Exp. date 
12/23 

Failed Impurities/Degradation 
Specifications 

L. Perrigo 
Company 

Fexofenadine Hydrochloride Tablets, 180 
mg, packaged in a) 30-count cartons (NDC 
0113-0847-39), and b) 45-count cartons 
(NDC 0113-0847-95), Distributed by: Perrigo, 
Allegan, MI 49010. 

Class II Drugs 

Lot #: a) 2DV1869, 
2EV1613, 2EV1614, Exp. 
date 12/23; 2EV1820, 
2FV1943, Exp. date 01/24; 
2GV1893, Exp. date 04/24. 
Lot #: b) 2CR0653, 
2DR0466, Exp. date 12/23, 
2ER2087, Exp. date 01/24 

Failed Impurities/Degradation 
Specifications 

L. Perrigo 
Company 

allergyrelief, Fexofenadine Hydrochloride 
Tablets, 180 mg, packaged in a)30-count 
cartons (NDC 56062-847-39); and b) 45-
count cartons (NDC 56062-847-95), 
Distributed by: Publix Super Markets, Inc., 
3300 Publix Corporate Parkway, Lakeland, FL 
33811. 

Class II Drugs 

Lot #: a) 2CR0652, 
2DR0464, 2DR0465,Exp. 
Date 12/23; 2ER0285, Exp. 
Date 01/24. b) 2DR0466, 
Exp. Date 12/23; 2ER0412, 
Exp. Date 01/24; 
2GR0330, Exp. Date 04/24 

Failed Impurities/Degradation 
Specifications 

L. Perrigo 
Company 

allergy relief, Fexofenadine Hydrochloride 
Tablets, 180 mg, packaged in a)15-count 
cartons (NDC 11673-617-22), b)30-count 
cartons (NDC 11673-617-39), c)70-count 
cartons (NDC 11673-617-01), and d)150-
count cartons (11673-617-47), Distributed 
by: Target Corporation, Minneapolis, MN 
55403. 

Class II Drugs 

Lot #: a) 2HE2032, 
2JE1882, 2JE2185 Exp. 
Date 01/24; b) 2DR0464, 
2ER0410, Exp. Date 12/23; 
2ER0286, 2ER0411, Exp. 
Date 01/24 c)  2DR0467, 
2DR0468, 2DR0469, 
2ER0288, Exp. Date 12/23 
d) 2ER0414, Exp. Date 

Failed Impurities/Degradation 
Specifications 

L. Perrigo 
Company 
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01/24, 2GR0333, Exp. 
Date 02/24 

Picnic, Fexofenadine Hydrochloride Tablets, 
180 mg, Antihistamine, 90-count cartons, 
Distributed by: Thirty Madison, Inc., New 
York, NY 10001. NDC 45 tablets: 80159-112-
03 

Class II Drugs Lot#: 2DR0471, Exp. Date 
12/23 

Failed Impurities/Degradation 
Specifications 

L. Perrigo 
Company 

Allergy Relief, Fexofenadine Hydrochloride 
Tablets, 180 mg, packaged in a) 30-count 
cartons (NDC 36800-691-39), b)45-count 
cartons (NDC  36800-691-95), and 90-count 
cartons (NDC 36800-691-75), Distributed by: 
Topco Associates LLC, Elk Grove Village, IL 
60007. 

Class II Drugs 

Lot #: a) 2FV1948, 
2ER0285, 2ER0411, Exp. 
Date 01/24 b)2CR0653, 
Exp. Date 12/23 
c)2GR0331, Exp. Date 
04/24 

Failed Impurities/Degradation 
Specifications 

L. Perrigo 
Company 

Original Eye Drops; Redness Reliever; 
(Tetrahydrozoline HCl), 0.05%, 0.5 FL OZ 
(15mL); distributed by a) Original Formula 
Eye Drops, DG health, DISTRIBUTED BY OLD 
EAST MAIN CO, 100 MISSION RIDGE, 
GOODLETTSVILLE, TN 37072, UPC 0 95072 
00556 5; b) Publix, DISTRIBUTED BY PUBLIX 
SUPER MARKETS, INC, 3300 PUBLIX 
CORPORATE PARKWAY, LAKELAND, FL 
33811, UPC 0 41415 01076 5; c) sterile eye 
drops, Original Formula, sunmark, 
Distributed by McKesson, 6555 State 
Highway 161, Irving, TX 75039, UPC 0 10939 
16733 0, NDC 49348-037-29; d) TopCare 
health, DISTRIBUTED BY TOPCO ASSOCIATES 
LLC, ELKGROVE VILLAGE, IL 60007, UPC 0 

Class II Drugs 

Lot #: a) RG21F01, Exp: 
6/30/2023; b) RG21F01, 
Exp: 6/30/2023; c) 
RG21F01, Exp: 6/30/2023; 
d) RG21F01, RG21F02, Exp 
6/30/2023; e) RG21F02, 
RG21F03, Exp 6/30/2023; 
f) RG21F02, Exp 
6/30/2023; g) RG21F02, 
Exp 6/30/2023; h) 
RG21F02, Exp 6/30/2023; 
i) RG21F02, Exp 
6/30/2023; j) RG21F02, 
Exp 6/30/2023; k) 
RG21F02, Exp 6/30/2023; 
l) RG21F02, Exp 

CGMP Deviations: good 
manufacturing deficiencies related 
to a lack of documentation of the 
fill line. 

K.C. 
Pharmaceutic
als, Inc 
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36800 03639 0; e) Eye Drops, Original 
Formula, GoodSense, Distributed By: Geiss, 
Destin & Dunn, Inc., Peachtree City, GA  
30269, UPC 1 80410 00015 6, NDC 50804-
141-01; f) sterile eye drops, Circle K, Product 
manufactured for: Lil' Drug Store Products, 
Inc., 9300 Earhart Lane SW, Cedar Rapids, IA  
52404 Proudly distributed by Circle K Stores 
Inc., UPC 1 94283 65185 8; g) Sterile Eye 
Drops, Regular Formula, Lil Drug Store, 
Product manufactured for: Lil' Drug Store 
Products, Inc., 9300 Earhart Lane SW, Cedar 
Rapids, IA 52404; UPC 3 66715 68324 3; h) 
Tetrahydrozoline Ophthalmic Solution, 
Rugby, Distributed by: Rugby Laboratories, 
17177 N Laurel Park Drive, Suite 233, 
Livonia, MI 48152, UPC 3 05361 21794 5, 
NDC 0536-1217-94, i) Leader, DISTRIBUTED 
BY CARDINAL HEALTH, DUBLIN, OHIO 43017, 
UPC 0 96295 13645 6, NDC 70000-0454-1; j) 
REDNESS RELIEF EYE DROPS, CAREone, 
Distributed by: FOODHOLD USA, LLC, 
LANDOVER, MD 20785; UPC 0 41520 86531 
1, NDC 41520-431-05; k) Eye Drops, Original 
Formula, Good Neighbor Pharmacy, 
Distributed By AmerisourceBergen, 1300 
Morris Drive, Chesterbrook, PA 19087, UPC 
0 87701 14975 7, NDC 24385-075-05; l) Eye 
Drops, ORIGINAL FORMULA, Walgreens, 
DISTRIBUTED BY: WALGREEN CO., 200 

6/30/2023; m) RG21F03, 
Exp 6/30/2023; n) 
RG21F03, Exp 6/30/2023; 
o) RG21F03, Exp 
6/30/2023; p) RG21F03, 
Exp 6/30/2023 
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WILMOT RD., DEERFIELD, IL 60015, UPC 3 
11917 20076 7; m) CVS Health, Distributed 
by: CVS Pharmacy, Inc., One CVS Drive, 
Woonsocket, RI 02895, UPC 0 50428 36131 
3; n) H-E-B, MADE WITH PRIDE & CARE FOR 
H-E-B, SAN ANTONIO, TX 78204, UPC 0 
41220 43747 4; o) redness relief, Original 
Redness Reliever Eye Drops, meijer, DIST. BY 
MEIJER DISTRIBUTION INC., GRAND RAPIDS, 
MI 49544, UPC 0 41250 82916 4, NDC 
41250-814-01; p) Eye Drops, ORIGINAL, Best 
Choice, PROUDLY DISTRIBUTED BY: VALU 
MERCHANDISERS, CO., 5000 KANSAS AVE, 
KANSAS CITY, KS 66106, UPC 0 70038 47011 
3     
Dry Eye Relief Lubricant Eye Drops, (Glycerin 
0.2%, Hypromellose 0.2 %, Polyethylene 
glycol 400 1%), 0.5 FL OZ (15mL) bottle, 
packaged in a) equate, DISTRIBUTED BY: 
Walmart Inc., Bentonville, AR  72716, 2-0.5 
FL OZ (15 mL) Bottles, 1 FL OZ (30 mL) 
TOTAL, UPC 6 81131 36701 1, NDC 49035-
280-02; b) DG health, DISTRIBUTED BY OLD 
EAST MAIN CO., 100 MISSION RIDGE, 
GOODLETTSVILLE, TN 37072, UPC 0 95072 
02656 0; c) sunmark, Distributed By 
McKesson, 6555 State Highway 161, Irving, 
TX  75039, UPC 0 10939 62144 3, NDC 
49348-037-29; d) TopCare health, 
DISTRIBUTED BY TOPCO ASSOCIATES LLC, 

Class II Drugs 

Lot #: a) LT21FO2, 
LT21F03, Exp 6/2023; b) 
LT21FO2, LT21F03, Exp 
6/2023; c) LT21FO2, 
LT21F03, Exp 6/2023; d) 
LT21FO2, LT21F03, Exp 
6/2023; e) LT21F02, Exp 
6/2023; f) LT21F02, Exp 
6/2023; g) LT21F03, Exp 
6/2023; h) LT21F03, Exp 
6/2023; i) LT21F03, Exp 
6/2023 

CGMP Deviations: good 
manufacturing deficiencies related 
to a lack of documentation of the 
fill line. 

K.C. 
Pharmaceutic
als, Inc 
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ELK GROVE VILLAGE, IL 60007, UPC 0 36800 
36100 3; e) HealthMart, Distributed by 
McKesson, 6555 State Highway 161, Irving, 
TX 75039, UPC 0 52569 13715 4; f) exchange 
select Artificial Tears, Manufactured for your 
Military Exchanges by: KC Pharmaceuticals, 
Inc., Pomona, CA 91768, UPC 6 14299 05620 
6; g) meijer, DIST. BY MEIJER DISTRIBUTION, 
INC., GRAND RAPIDS, MI 49544, UPC 7 
13733 29692 2, NDC 41250-718-01; h) H.E.B, 
MADE WITH PRIDE AND CARE FOR H.E.B, 
SAN ANTONIO, TX 78204, UPC 0 41220 
43741 2; i) GeriCare, Distributed by: 
Gericare Pharmaceuticals Corp., 1650 63rd 
St., Brooklyn, NY 11204, UPC 3 57896 18405 
6, NDC 57896-181-05     
Big Machine Distillery Hand Sanitizer Non-
Sterile Solution Alcohol Antiseptic 80% 
Topical Solution, Produced and Distributed 
by Big Machine Distillery 1800 Abernathy 
Road Lynnville, TN 38472 a) 50 mL UPC 8 
59105 00452 5; b) 100 mL UPC 8 59105 
00453 2; c) 375 mL; d) 1/2 gallon; e) 1 
gallon; f) 5 gallon; g) 55 gallon; i) 
Indianapolis Motor Speedway 50 mL UPC 8 
59105 00452 5; j) Indianapolis Motor 
Speedway 375 mL UPC 8 59105 00454 9; k) 
Indianapolis Motor Speedway 1 gallon UPC 8 
59105 00451 7; l) The Contributor 50 mL; m) 
Tony Kanaan Last Lap 100 mL; n) Tony 

Class II Drugs All lots remaining within 
expiry. 

CGMP Deviation: impurities 
exceed allowable limits. 

Tenn South 
Distillery LLC 
dba Big 
Machine 
Distillery 
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Kanaan Last Lap 375 mL; o) Trexis Insurance 
50 mL; p) Team Penske 50 mL; q) Middle 
Tennessee State University Lightning 50 mL. 
Sunitinib Malate Capsules, 12.5 mg, 28-
count bottles, Rx only, Manufactured By: 
Teva Pharmaceuticals USA, Inc., Parsippany, 
NJ  07054, NDC 0093-8199-28 

Class II Drugs Lot # 100037220, Exp 
10/2024 

Failed Moisture Limits: Water 
(moisture) content above the 
approved product specifications. 

Teva 
Pharmaceutic
als USA Inc 

Atropine Sulfate Injection, USP 8 mg per 20 
mL (0.4 mg per mL), 20 mL Multiple Dose 
Vials,  Rx only, Manufactured for: Accord 
Healthcare, Inc. Durham, NC 27703 
Manufactured by: Intas Pharmaceuticals 
Limited Ahmedabad-382 210, India, NDC 
16729-512-43. 

Class II Drugs 
Lot #: M2210154 Exp. 
date 06/2025; M2212575 
Exp. date 08/2025 

Presence of Particulate Matter: 
Particulate matter identified as 
fiber. 

Accord 
Healthcare, 
Inc. 

Bivalirudin for Injection 250 mg, 10 Single-
Dose Vials, Rx Only, Manufactured for: 
Accord Healthcare, Inc. Durham, NC 27703 
Manufactured by: Intas Pharmaceuticals 
Limited Ahmedabad-382 210, India, NDC 
16729-275-67. 

Class II Drugs Lot #: M2212070 Exp. 
date 08/2024 

Presence of Particulate Matter: 
Particulate matter identified as 
fiber. 

Accord 
Healthcare, 
Inc. 

0.9% Sodium Chloride Injection USP, 1000 
mL Excel Plus Container, Rx only, B. Braun 
Medical Inc. Bethlehem, PA 18018-3524 
USA, NDC 0264-5802-00 

Class II Drugs 
Lot#: 0061858305, 
0061858306 Exp 
3/31/2025 

Lack of assurance of sterility: bags 
have the potential to leak. 

B. Braun 
Medical Inc. 

Tiagabine Hydrochloride Tablets, 2 mg, 30-
count bottle, Distributed by Sun 
Pharmaceutical Industries. Inc. Cranbury NJ 
08512, Manufactured by: Sun 
Pharmaceutical Industries Limited Halol-

Class II Drugs Lot HAC3339A, Expires 
07/2023 

Failed Impurities: Out of 
Specification (OOS) result 
observed during Related 
Substances testing 

SUN 
PHARMACEUT
ICAL 
INDUSTRIES 
INC 
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Baroda Highway, Halol-389 350, Gujarat, 
India. NDC#:  62756-200-83 
Tizanidine Tablets USP, 4 mg, 1000-Count 
bottle, Rx Only, Manufactured by Dr. 
Reddy's Laboratories Limited Srikakulam - 
532 409 India. NDC 55111-180-10 

Class II Drugs Lot: T2100585, T2100586, 
T2100587, Exp 12/2023 

Failed dissolution specification: 
Out of specification results 
observed in 24-month long term 
stability testing. 

Dr Reddy's 
Laboratories 
Limited 

Famotidine Tablets, USP, 20mg, 200-count 
bottle within a carton, Distributed by: 
Glenmark Therapeutics Inc., USA,  Mahwah, 
NJ 07430, Made in India, NDC 72657-113-20. 

Class II Drugs FA2022001B, Exp 03/2025 

Labeling: Label Error on Declared 
Strength: some cartons labeled 
and containing 20 mg may have an 
external label placed on the side 
of the carton indicating strength 
as 10 mg. 

Glenmark 
Therapeutics, 
Inc. 

Sodium Bicarbonate in 5% Dextrose 
Injection, 150 mEq per 1,000 mL (12.6 mg 
per mL), 1,000 mL Single Dose bag, packaged 
in 1000 mL x 6 units per case, SterRx, 141 
Idaho Ave., Plattsburgh, NY  12903, NDC 
70324-326-01.  

Class II Drugs 

Lot #: 489344, Exp 25-Jul-
23; 489352, Exp 26-Jul-23; 
489361, Exp 27-Jul-23; 
489387, 491647, Exp 28-
Jul-23; 492181, Exp 29-Jul-
23; 492199, 492201, Exp 
2-Aug-23; 492210, 
492228, Exp 3-Aug-23; 
492236, 492244, Exp 4-
Aug-23; 492261, Exp 5-
Aug-23; 492279, 492287, 
Exp 8-Aug-23; 492295, 
492308, Exp 9-Aug-23; 
492957, 492965, Exp 19-
Sep-23; 492973, 492981, 
Exp 20-Sep-23; 494194, 
494207, Exp 21-Sep-
23;494215, 494223, Exp 

Lack of Assurance of Sterility SterRx, LLC 



 

Page 20 www.performrx.com 

www.performrx.com 

20 www.performrx.com 
200 Stevens Drive, Philadelphia, PA 19113 
Copyright © PerformRx LLC 2023. All Rights Reserved 
 

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

22-Sep-23; 494231, 
495200, Exp 23-Sep-23; 
495218, 495453, Exp 26-
Sep-23; 495470, 495488, 
Exp 27-Sep-23; 495496, 
495509, Exp 28-Sep-23; 
495517, 495525, Exp 29-
Sep-23; 495533, Exp 30-
Sep-23; 495699, 495701, 
Exp 3-Oct-23; 495710, 
495728, Exp 4-Oct-23; 
496106, 497491, Exp 15-
Nov-23; 497504, 497512, 
Exp 16-Nov-23; 497521, 
497539, Exp 22-Nov-23; 
497547, 497555, Exp 23-
Nov-23; 497563, Exp 24-
Nov-23; 497571, Exp 29-
Nov-23; 497598, Exp 30-
Nov-23; 497619, 498363, 
Exp 1-Dec-23; 498371, 
498380, 498398, Exp 5-
Dec-23; 498401, Exp 6-
Dec-23; 498419, 498427, 
Exp 7-Dec-23; 498435, Exp 
8-Dec-23; 498443, 
498451, Exp 12-Dec-23; 
498460, Exp 13-Dec-23; 
498478, Exp 14-Dec-23; 
498507, Exp 24-Jan-24; 
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498515, 498523, Exp 25-
Jan-24; 498531, 498540, 
Exp 26-Jan-24; 498558, 
Exp 27-Jan-24; 498574, 
Exp 30-Jan-24; 498582, 
499665, Exp 31-Jan-24; 
500355, 500363, Exp 1-
Feb-24; 500371, 500380, 
Exp 2-Feb-24; 500398, 
500401, Exp 3-Feb-24; 
500419, 500427, Exp 6-
Feb-24; 500435, 500443, 
Exp 7-Feb-24; 500451, 
500460, Exp 8-Feb-24; 
500478, Exp 9-Feb-24 

Norepinephrine 4 mg per 250 mL (16 mcg 
per mL) in 0.9% Sodium Chloride, 250 mL 
Single Dose bag, packaged in 250 mL x 12 
units per case, Rx only, SterRx, 141 Idaho 
Ave., Plattsburgh, NY  12903, NDC 70324-
552-01.   

Class II Drugs 

Lot #: 490062, Exp 22-Jul-
23; 490151, Exp 28-Jul-23; 
490732, Exp 6-Aug-23; 
491591, Exp 17-Aug-23; 
491604, Exp 18-Aug-23; 
494418, Exp 16-Nov-23; 
494426, Exp 17-Nov-23; 
494434, Exp 23-Nov-23; 
496755, Exp 25-Nov-23; 
497424, Exp 3-Dec-23; 
497432, Exp 4-Dec-23; 
497441, 497459, Exp 7-
Dec-23; 498005, Exp 10-
Dec-23; 499075, Exp 22-
Jan-24; 499083, 499091, 

Lack of Assurance of Sterility SterRx, LLC 
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Exp 25-Jan-24; 499391, 
Exp 26-Jan-24; 501964, 
Exp 23-Mar-24; 501972, 
Exp 28-Mar-24; 501981, 
Exp 30-Mar-24; 501999, 
Exp 6-Apr-24; 502001, Exp 
7-Apr-24 

Norepinephrine 8 mg per 250 mL (32 mcg 
per mL) in 0.9% Sodium Chloride, 250 mL 
Single Dose bag, packaged in 250 mL x 12 
units per case, Rx only, SterRx, 141 Idaho 
Ave., Plattsburgh, NY  12903, NDC 70324-
577-01. 

Class II Drugs 

Lot #: 490071, Exp 30-Jul-
23; 490089, Exp 4-Aug-23; 
490118, 490126, Exp 5-
Aug-23; 490169, Exp 10-
Aug-23; 491276, Exp 11-
Aug-23; 491284, Exp 12-
Aug-23; 491612, Exp 18-
Aug-23; 497467, Exp 8-
Dec-23; 497475, Exp 9-
Dec-23; 499104, Exp 18-
Jan-24; 499112, Exp 19-
Jan-24; 499121, 499278, 
Exp 20-Jan-24; 499358, 
Exp 21-Jan-24; 502019, 
Exp 24-Mar-24; 502027, 
Exp 29-Mar-24; 502035, 
Exp 5-Apr-24; 503513, Exp 
18-Apr-24; 504217, Exp 
20-Apr-24 

Lack of Assurance of Sterility SterRx, LLC 

Norepinephrine 16 mg per 250 mL (64 mcg 
per mL) in 0.9% Sodium Chloride, 250 mL 
Single Dose bag, packaged in 250 mL x 12 
units per carton, Rx only, SterRx, 141 Idaho 

Class II Drugs 

Lot #: 490097, Exp 3-Aug-
23; 490142, Exp 10-Aug-
23; 491292, Exp 13-Aug-
23; 494442, Exp 26-Nov-

Lack of Assurance of Sterility SterRx, LLC 
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Ave., Plattsburgh, NY  12903, NDC 70324-
602-01. 

23; 496763, Exp 30-Nov-
23; 496771, Exp 1-Dec-23; 
497408, Exp 2-Dec-23; 
497416, Exp 3-Dec-23; 
499438, Exp 28-Jan-24; 
501032, Exp 8-Feb-24; 
501059, Exp 15-Feb-24; 
502043, Exp 28-Mar-24; 
502051, Exp 31-Mar-24; 
503505, Exp 4-Apr-24; 
504031, Exp 7-Apr-24; 
504250, Exp 19-Apr-24 

Norepinephrine 32 mg per 250 mL (128 mcg 
per mL) in 0.9% Sodium Chloride, 250 mL 
Single Dose bag, packaged in 250 mL x 12 
units per case, Rx only, SterRx, 141 Idaho 
Ave., Plattsburgh, NY  12903, NDC 70324-
702-01.   

Class II Drugs Lot #: 490100, Exp 27-Jul-
23 Lack of Assurance of Sterility SterRx, LLC 

Fingolimod Capsules, 0.5 mg, 30-count 
bottle, Rx Only, Manufactured by: Alkem 
Laboratories Ltd., INDIA; Distributed by: 
Ascend Laboratories, LLC, Parsippany, NJ  
07054, NDC 67877-476-30. 

Class II Drugs Lot 22122841, Exp August 
2025 Failed Dissolution Specifications 

Ascend 
Laboratories, 
LLC 

SUCCINYLcholine Chloride 200 mg/10mL (20 
mg/mL), 10 mL BD Syringe, Rx Only, 
Advanced Compounding Solutions, 4 
Constitution Way Ste L Woburn, MA 01801-
1042; NDC: 71546-083-10 

Class II Drugs Lot # 20230524-23C29D, 
Exp 21SEP2023 

CGMP Violations- that spaces 
adjacent to the production area 
may have been compromised at 
the time of production. 

New England 
Life Care, Inc. 
dba Advanced 
Compounding 
Solutions 

PHENYLephrine HCl 10mg added to 0.9% 
Sodium Chloride 250mL, 250 mL IV Bag @60 Class II Drugs Lot # 20230524-6FBB77, 

Exp 21OCT2023 
CGMP Violations- that spaces 
adjacent to the production area 

New England 
Life Care, Inc. 
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Total volume), RX only, Advanced 
Compounding Solutions, 4 Constitution Way 
Ste L Woburn, MA 01801-1042, NDC: 71546-
450-25; 

may have been compromised at 
the time of production. 

dba Advanced 
Compounding 
Solutions 

ROcuronium Bromide 50 mg/5 mL ( 10 
mg/mL), 5mL Syringe, RX Only, Advanced 
Compounding Solutions, 4 Constitution Way 
Ste L Woburn, MA 01801-1042, NDC: 71546-
090-05 

Class II Drugs Lot # 20230524-530F73, 
Exp 21OCT2023 

CGMP Violations- that spaces 
adjacent to the production area 
may have been compromised at 
the time of production. 

New England 
Life Care, Inc. 
dba Advanced 
Compounding 
Solutions 

Vancomycin HCl 1.5 g added to 0.9% Sodium 
Chloride 500 mL, 500 mL IV Bag (515 total 
volume), Rx Only, Advanced Compounding 
Solutions, 4 Constitution Way Ste L Woburn, 
MA 01801-1042, NDC 71546-310-50; 

Class II Drugs Lot # 20230524-0113AB, 
Exp 22AUG2023 

CGMP Violations- that spaces 
adjacent to the production area 
may have been compromised at 
the time of production. 

New England 
Life Care, Inc. 
dba Advanced 
Compounding 
Solutions 

PANCREAZE (pancrelipase) Delayed-Release 
Capsules, 100-count bottles, Rx only, Rx 
only, Manufactured by VIVUS LLC, Campbell, 
CA 95008, UPC: N3 62541-401-10 5, NDC 
62541-401-10, 

Class III Drugs Lot #: 102101, Exp: 31 July 
2024 Failed Stability Specifications Vivus, Inc. 

Amlodipine Besylate Tablets, USP 10 mg, 
1000-count bottles, Rx only, Manufactured 
for: Lupin Pharmaceuticals, Inc. Baltimore, 
Maryland 21202 U.S, Manufactured by: 
Lupin Limited, Aurangabad 431 210 India, 
NDC 68180-721-03   

Class III Drugs Lot #: A102887, Exp. 
6/2023 

Subpotent Drug: Out-of-
Specification test results observed 
in assay test at 21-month long 
term stability study. 

Lupin 
Pharmaceutic
als Inc. 

Loteprednol Etabonate Ophthalmic 
Suspension, 5 mg/mL (0.5%), packaged as 
one bottle in a carton in a) 10 mL bottle 
(NDC# 62756-232-55) and b) 15 mL bottle 
(NDC # 62756-232-56), Rx only, Distributed 

Class III Drugs 

Lot#: a) BAC0334A, Exp 
06/2023; BAC0532A, Exp 
11/2023 BAD0407A, Exp 
08/2024 BAD0425A, Exp 
08/2024; b) BAC0335A, 

Superpotent Drug: Out of 
Specification (OOS) results 
observed for unit dose content. 

SUN 
PHARMACEUT
ICAL 
INDUSTRIES 
INC 
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by: Sun Pharmaceutical Ind., Inc., NJ 08512, 
Manufactured by: Sun Pharmaceutical 
Medicare Ltd., India. 

Exp 06/2023, BAC0533A, 
Exp 10/2023, BAD0148A, 
Exp 03/2024, BAD0320A, 
Exp 07/2024 

 

 
*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 
 
0.9% Sodium Chloride Irrigation 
Albuterol Sulfate Inhalational Solution 
Alprostadil (Muse) Suppository 
Amifostine Injection   
Amino Acids   
Amoxapine Tablets 
Amoxicillin Oral Powder for Suspension 
Amphetamine; Dextroamphetamine 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 Gluconate Injection 
Capecitabine Tablets   
Carboplatin Injection 
Cefixime Oral Capsules   
Cefotaxime Sodium Injection   
Cefotetan Disodium Injection 
Chloramphenicol Sodium Succinate Injection 
Chloroprocaine Hydrochloride Injection 
Chlorothiazide Oral Suspension 
Cisplatin Injection 
Clindamycin Phosphate Injection 
Clonazepam Tablets 
Collagenase Ointment 
Conivaptan Hydrochloride (Vaprisol) in 5% Dextrose Plastic Container   
Conjugated Estrogens/Bazedoxifene (DUAVEE) Tablet, Film Coated 
Cyclopentolate Ophthalmic Solution   
Cytarabine Injection   
Dacarbazine Injection   
Desmopressin Acetate Nasal Spray   
Dexamethasone Sodium Phosphate Injection   

https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm


 

 

27 www.performrx.com 
200 Stevens Drive, Philadelphia, PA 19113 
Copyright © PerformRx LLC 2023. All Rights Reserved 
 

Dexmedetomidine Injection   
Dextrose 10% Injection   
Dextrose 25% Injection   
Dextrose 5% Injection   
Dextrose 50% Injection   
Diazepam Rectal Gel   
Diflunisal Tablets   
Difluprednate Ophthalmic Emulsion 
Digoxin Injection   
Diltiazem Hydrochloride Injection   
Dimercaprol (Bal in Oil) Injection 
Disopyramide Phosphate (Norpace) Capsules   
Dobutamine Hydrochloride Injection   
Dopamine Hydrochloride Injection   
Dulaglutide (Trulicity) Injection 
Echothiophate Iodide (Phospholine Iodide) Ophthalmic Solution   
Edetate Calcium Disodium Injection 
Enalaprilat Injection   
Epinephrine Injection, 0.1 mg/mL   
Erythromycin Ophthalmic Ointment   
Etomidate Injection 
Fentanyl Citrate (Sublimaze) Injection   
Fludarabine Phosphate Injection   
Fluorescein Injection 
Flurazepam Hydrochloride Capsules   
Furosemide Injection   
Gentamicin Sulfate Injection   
Guanfacine Hydrochloride Tablets   
Heparin Sodium and Sodium Chloride 0.9% Injection 
Hydrocortisone Sodium Succinate Injection  
Hydromorphone Hydrochloride Injection   
Hydroxypropyl (Lacrisert) Cellulose Ophthalmic Insert   
Ibutilide Fumarate Injection   
Indigotindisulfonate Sodium Injection   
Isoniazid Injection 
Isoniazid Tablets 
IV Fat Emulsion   
Ketamine Injection   
Ketorolac Tromethamine Injection   
Leucovorin Calcium Injection  
Lidocaine Hydrochloride (Viscous) Oral Topical Solution 
Lidocaine Hydrochloride (Xylocaine) and Dextrose Injection Solution-Premix Bags   
Lidocaine Hydrochloride (Xylocaine) Injection   
Lidocaine Hydrochloride (Xylocaine) Injection with Epinephrine   
Liraglutide Injection 
Lisdexamfetamine Dimesylate Capsules 
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Lorazepam Injection   
Lutetium Lu 177 Vipivotide Tetraxetan (Pluvicto) Injection 
Mannitol Injection   
Mepivacaine Hydrochloride Injection  
Methamphetamine Hydrochloride Tablets 
Methotrexate Injection 
Methotrexate Tablets 
Methyldopa Tablets  
Methylphenidate Hydrochloride Extended Release Tablets  
Methylprednisolone Acetate Injection   
Metronidazole Injection   
Midazolam Injection   
Morphine Sulfate Injection   
Multi-Vitamin Infusion (Adult and Pediatric) 
Neomycin Sulfate Tablets 
Nizatidine Capsules 
Oxybutynin Chloride Syrup 
Oxytocin Injection 
Palifermin (Kepivance) Lyophilized Powder for Injection 
Pantoprazole Sodium for Injection 
Parathyroid Hormone Injection   
Penicillin G Benzathine Injectable Suspension 
Physostigmine Salicylate Injection   
Potassium Acetate Injection   
Potassium Chloride Concentrate Injection   
Quinapril and Hydrochlorothiazide Tablets 
Quinapril Hydrochloride Tablets 
Remifentanil Injection   
Rifampin Capsules   
Rifampin Injection   
Rifapentine Tablets 
Rocuronium Bromide Injection 
Ropivacaine Hydrochloride Injection   
Semaglutide (Ozempic) Injection   
Semaglutide (Wegovy) 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  
Somatropin Injection 
Sterile Water for Injection 
Sterile Water for Irrigation   
Streptozocin (Zanosar) Sterile Powder   
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Sucralfate Tablets 
Sufentanil Citrate Injection   
Sulfasalazine Tablets   
Technetium TC-99M Mebrofenin Injection  
Tirzepatide Injection   
Triamcinolone Acetonide Injectable Suspension   
Triamcinolone Hexacetonide Injectable suspension   
Trimethobenzamide Hydrochloride Capsules   
Valproate Sodium Injection   
Vecuronium Bromide for Injection 
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