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Drug Recall
DATE OF RECALL: December 26, 2024
DRUG NAME: Astagraf XL, Prograf

RECALLING FIRM: Astellas

Mass General Brigham

REASON FOR RECALL: Astellas announced a voluntary, consumer level recall of one lot of Astagraf XL
(tacrolimus) extended-release capsules and one lot of Prograf (tacrolimus) capsules because some

bottles may contain empty capsules.

FDA LINK: https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/astellas-pharma-us-

inc-issues-voluntary-nationwide-recall-one-lot-prografr-05mg-tacrolimus-and-one

OTHER DETAILS: N/A

RECALLED PRODUCT:

30 capsules per bottle

Product Description NDC Number Lot Number Expiration Date
® .
PROGRAF® (tacrolimus) 0.5 mg 0469-0607-73 0E3353D 03/2026
capsules 100 capsules per bottle
ASTAGRAF XL® (tacrolimus extended-
release capsules) 0.5 mg capsules 0469-0647-73 OR3092A 03/2026

Mass General Brigham Health Plan includes Mass General Brigham Health Plan, Inc.
and Mass General Brigham Health Insurance Company.
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