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URGENT: DRUG RECALL

(UPDATED: PREVIOUSLY MARKET WITHDRAWAL)
ONDANSETRON ORALLY DISINTEGRATING TABLETS USP 4mg
3 X 10’s blister Pack
(NDC 68462-157-13)

December 29, 2025

Dear Pharmacy, Wholesale and Retail Customer:

This is to inform you that Glenmark is initiating a voluntary recall at the Retail level involving the

following prescription product:

Ondansetron Orally Disintegrating Tablets USP 4 mg

;‘; Product name with Strength Batch No. NDC Code | Pack Size 5:&
Ondansetron Orally 3X 10’s April
: Disintegrating Tablets USP 4 mg 19251311 | 68462-157-13 blister 2027

The recall to the retail level of the above-identificd Ondansetron Orally Disintegrating Tablets
USP 4 mg batch is being initiated duc to Market complaints reccived for the blisters that were not

fully sealed and tablets falling out.

The investigation conducted identified the root causc as a portion of Heat Seal Lacquer (HSL)
found missing from the printed lidding foil supplied by the lidding foil supplier. The root cause is
specific to one batch of lidding foil roll. which was only used for the packing of the complaint
batch # 19251311. Since the defect was applicable to a limited portion of the batch, Glenmark
initiated a market withdrawal of Ondansetron Orally Disintegrating Tablcts USP 4 mg, batch #
19251311, effective from November 11, 2025,
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