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URGENT RECALL of Venlafaxine Extended-Release Tablets, 150 mg

(Retail Level)
01/16/25

From:

Rama Joga Eranki

Sr. Vice President, Quality & Compliance
Appco Pharma, LLC

262 0Old New Brunswick Road, Suite N,
Piscataway, NJ 08854

Dear Retailer,

This is to inform you of a product recall involving Venlafaxine Extended-Release Tablets, 150 mg, White to off
white, round shaped coated tablet, debossed with “AC 406” on one side and plain on other side, UPC#343598943909,
Lot# 2402101UR

See enclosed product label (Container label and Pack insert) in attachment#1a &1b for ease in identifying the

product at retail level.

This recall has been initiated due to no embossing details (No Tablet ID) on both sides of few tablets.
Consumption of this product does not pose any risk to safety or health. We reassure you that despite this oversight,

the safety and efficacy of the product remain uncompromised.

Immediately examine your inventory and quarantine the subject product to recall. In addition, if you may have
further distributed this product, please identify your customers/retail pharmacies and notify them at once of this
product recall. Your notification to your customers may be enhanced by including a copy of this recall notification

letter. Promptly complete the attached recall stock response form even if you have no product to return.

Mode of prepaid return label receipt can be specified according to your preferences. (Email/Address). Typically,
when opting for prepaid return labels, you can choose to receive them electronically via email or have physical
copies mailed to your address. Please ensure to provide valid email address/mailing address to receive prepaid

return labels in a timely manner

This recall shall be carried out at retail level. Your cooperation in promptly returning the product is greatly

appreciated.

Appco Pharma LLC
262 Old New Brunswick Road, Suite M, N, B-1, F, Piscataway, NJ 08854
Tel: 732-253-7735 Fax: 732-469-1000
info(@appcopharma.com www.appcopharma.com
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Please complete and return the enclosed response form (recall stock response form) as soon as possible to

recallinfo@appcopharma.com. For further inquiries, contact us at 732-253-7735 X 119 (M-F 9:00AM -5:00 PM).

For adverse reactions or quality problems experienced with the use of this product, contact firm’s website or to
the FDA’s Med Watch Adverse Event Reporting Program either online, by regular mail or by fax:

Complete and submit the report Online: www.fda.gov/medwatch/report.htm

Regular Mail or Fax: Download form www.fda.gov/Med Watch/getforms.htm 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 made with the knowledge of the Food and Drug Administration

Sincerely,

M ox\1 6 Cardand

Rama Joga Eranki
Sr. Vice President, Quality & Compliance
Appco Pharma, LLC

Appco Pharma LLC
262 Old New Brunswick Road, Suite M, N, B-1, F, Piscataway, NJ 08854
Tel: 732-253-7735 Fax: 732-469-1000
info@appcopharma.com www.appcopharma.com




Attachment-1a

Product Container label

NDC 43598-943-90

Venlafaxine
Extended-Release

Tablets
150 mg

Pharmacist: Disaerhs'a the

Guide to eéchapaﬁent

Rx only
90 Tablets

Dr.Reddy’s &%

Each tablet contains venlafaxng hydrochloride USP equivalent
to 150 mg venltataxine in an extended release formulation

Store a1 25°C (77°F}; excursions permitted to 15710 30°C (39° to
86°F) [see USP Controlied Room Temperature].

Protect from meisture and humidity.
Usual Dasage: Orice daily. Refer to package insert for prescribi

abon.

Dispense in a tight container with child-resistant closure.

Kaep this and all medications aut of reach of children.

Manofactured by: Distributed by:

Appeo Pharma LLC De. Redidy's Laboratories Inc.
Piscataoray, NJ 05854 USA Princetan, NJ 08540 USA
Rev. 02/2021
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