The Board of Pharmacy has received notice of the following product recall. The Board strongly encourages
pharmacies to immediately review their quality assurance and recall policies and procedures to determine if any

corrective action is required.

URGENT: DRUG RECALL: Pravastatin Sodium Tablets, USP 80 mg container pack (Tablets) (Bottle pack, 90’s) NDC:

68462-198-90

This is to inform you of a voluntary recall to Retail level involving the following drug product: Pravastatin Sodium

Tablets, USP 80 mg

NDC Product Name Batch Number Expiry Date
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17211525 Jul-24
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17211535 Jul-24
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17211549 Jul-24
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17211787 Aug-24
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17211801 Aug-24
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17212041 Sep-24
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17212088 Oct-24
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17212106 Oct-24
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17212346 Nov-24
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17212345 Nov-24
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17220053 Dec-24
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17220054 Dec-24
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17220055 Dec-24
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17220309 Jan-25
68462-198-90 PRAVASTATIN SODIUM TABLETS, USP 80MG 90'S 17220310 Jan-25

Recall of these batches have been initiated as an abundance of caution against the Out of Specification
results for the test of dissolution (By UV) for the batches 17210413 & 17210903, reported at shelf life time
point in the long term stability (commercial batches). Batches 17210413 & 17210903 are not part of recall as
these have been expired.

Please see details of product batches listed in above table and refer enclosed product labels for ease in
identifying the product. Glenmark Pharmaceuticals Inc. initiated shipment of this product (from 15 batches)
from September 14, 2021.

Examine your inventory and if you have any inventory available pertains to batch specified in above table then
quarantine it immediately.
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