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.

Dr. Reddy's Laboratories is recalling:
Lansoprazole Delayed-Release ODT

This recall is being initiated due to out-of-specification results observed in dissolution test in lot
# T2100514 of Lansoprazole Delayed Release ODT during long term stability testing.
Additionally, the lot#T2100515 is also being recalled as a precautionary measure as it was
manufactured from the same common blend as of the OOS lot#T2100514. Refer to the product
lots to be recalled in the table below.

Product Name Lot Expiration NDC Number
Number Date

Lansoprazole Delayed Release Orally
Disintegrating tablets, 15mg, 10 x 10 blister 72100514 ||01/2023 43598-560-78

count

Lansoprazole Delayed Release
Orally Disintegrating tablets, 30mg, 10 x 10 72100515 ||01/2023 43598-561-78
blister count

Risk Assessment: Due to higher dissolution results, the therapeutic concentration of the drug
may fluctuate marginally during the day. However, it may not alter the therapeutic benefit and
is unlikely to cause any serious adverse effects to the patients consuming the subject lot
T2100514 and other impacted lot T2100515.

The product distribution dates: March 26, 2021 — September 8, 2021.
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