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

AMNEAL PHARMACEUTICALS LLC is recalling NIZATIDINE ORAL SOLUTION, 15 MG/ML, NOC
60846-301-15, distributed under the GEMINI LABORATORIES label. This recall is being carried
out due to potential N-Nitrosodimethylamine (NOMA) amounts exceeding the levels
established by the FDA. This recall is being made to the Consumer Level and affects the lots
identified below. First Distribution date: January 1, 2019.

INOC Lot |Expiration Date
60846-301-15 l06598004A l04/2020
60846-301-15 lo6599001A l12/2020
60846-301-15 106599002A 112/2020

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.




