FDA Drug Recall

Avet Pharmaceuticals Inc. Issues Voluntary Nationwide Recall of Tetracycline HCl Capsules USP, 250 mg and
500 mg Due to Failed Dissolution Specifications
April 16, 2020
Avet Pharmaceuticals Inc. (“Avet”), based in East Brunswick, New Jersey, is initiating a voluntary recall of the
following lots of Tetracycline HCl Capsules USP, 250 mg and 500 mg, 100-count bottles listed in the table below to
the consumer/user level.

These drug products are manufactured by Avet Pharmaceuticals Labs Inc. and distributed under the Heritage
Pharmaceuticals Inc. label. The voluntary recall is being initiated due to low out of specification dissolution test
results.
Low dissolution results in less tetracycline available in the body to fight infection. This can lead to treatment failures.
For patients with compromised immune systems and the elderly, who may be taking tetracycline to treat a serious
infection such as pneumonia, there is a reasonable probability that if there is not enough tetracycline in the body to
fight the infection, this could result in rapid progression of the infection and death. To date, Avet has not received
adverse event reports or complaints related to this event.

Tetracycline HCl Capsules USP, 250 mg and 500 mg are indicated in the treatment of infections caused by
susceptible strains of the designated organisms, including upper and lower respiratory infections, skin and soft tissues
infections, infections caused by Rickettsiae, as adjunctive therapy in severe acne. The recalled Tetracycline HCl
Capsules 250 mg and 500 mg lots were distributed to wholesalers and distributors Nationwide in United States
between August 2019 and March 2020.
Avet is notifying its distributors and customers by a separate notification to distributors and through Qualanex and is
arranging for the return of all recalled products. Consumers should contact their doctor for further guidance and
potential change of treatment before they stop taking this drug product. Pharmacies and healthcare facilities that have
the drug product subject to this recall should immediately stop dispensing this drug product.
Consumers with questions regarding this recall should contact Qualanex at 1-888-424-4341. Monday – Friday, 8:00
am – 5:00 pm, EST and or recall@qualanex.com. Consumers should contact their physician or healthcare provider if
they have experienced any problems that may be related to taking or using this drug product.
Adverse reactions or quality problems experienced with the use of this product may be reported to the FDA's
MedWatch Adverse Event Reporting program either online, by regular mail or by fax.
•
•

Complete and submit the report Online
Regular Mail or Fax: Download form or call 1- 800-332-1088 to request a reporting form, then complete and return to
the address on the pre-addressed form, or submit by fax to 1-800-FDA-0178
This recall is being conducted with the knowledge of the U.S. Food and Drug Administration.
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