The Board of Pharmacy has received notice of the following product recall:

LUBIPROSTONE, AMITIZA, 8 MCG CAPSULES FOR ORAL USE, NDC NUMBER 64764-080-60, LOT
NUMBER 3229691-61, EXPIRATION DATE 01/2022

LUBIPROSTONE, AMITIZA, 24 MCG CAPSULES FOR ORAL USE, NDC NUMBER 64764-240-60, LOT
NUMBER 3200626-61, EXPIRATION DATE 02/2022

Takeda Pharmaceuticals U.S.A. Inc is recalling the above product due to a customer’s complaint
for each lot. One complaint was for potential mixed strengths of Amitiza (lot 3229691-61) in the
same bottle, and another complaint was for a labeling mix issue where the bottle was labeled
with the incorrect strength (lot 3200626-61). Takeda shipping lot 3229691-61 to direct
customers on 23 Oct 2018 and lot 3200626-61 on 01 Nov 2018. This recall is to the
retail/pharmacy level.

The Board of Pharmacy strongly encourages pharmacies to immediately review their quality
assurance and recall policies and procedures to determine if any corrective action is required.



