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URGENT: DRUG RECALL
Diltiazem Hydrochloride Extended Release Capsules 60 mg, 90 mg and 120 mg
(100’s Bottles pack Container)
NDC: 68462-850-01 (60 mg), 68462-851-01 (90 mg) & 68462-562-01 (120 mg)
(Glenmark)
November 1, 2024

Dear Pharmacy, Wholesale and Retail Customer:

This is to inform you of that Glenmark is initiating a voluntary recall to the Retail level involving
the following prescription product:

Diltiazem Hydrochloride Extended Release Capsules 60 mg, 90 mg & 120 mg (100’s Pack
Container)

S. No. NDC Batch # Pack Size Expiry
1. 68462-851-01 17222452 100 capsules 11/2024
2. 68462-562-01 17222470 100 capsules 11/2024
3. 68462-850-01 17222544 100 capsules 11/2024
4. 68462-562-01 17222547 100 capsules 11/2024
5. 68462-562-01 17230304 100 capsules 12/2024
6. 68462-562-01 17230598 100 capsules 02/2025
7. 68462-851-01 17230607 100 capsules 02/2025
8. 68462-562-01 17230680 100 capsules 11/2024
9. 68462-850-01 17230784 100 capsules 03/2025
10. 68462-850-01 17231080 100 capsules 04/2025

The recall to the retail level of the above identified product batches for Diltiazem Hydrochloride
Extended Release Capsules has been initiated by Glenmark out of an abundance of precaution
because the results of certain finished product analysis does not comply with the Agency's current

recommended limit of "N-Nitroso-Desmethyl-Diltiazem™ i.e. 0.074 ppm.
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Sincerely,

GLENMARK PHARMACEUTICALS INC., USA

Thomas Callaghan Thomas Callaghan o serre omens aaoe
Executive Director - Regulatory Affairs, North America

US Agent for Glenmark Pharmaceuticals Limited

Enclosure(s):

Product Labels

Recall Return Response Form
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