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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. 

Lupin Pharmaceuticals Inc. is recalling lot H002512 Expiry March 2022 of Gatifloxacin 
Ophthalmic Solution, 0.5% to retail level. Out of an abundance of caution, this product lot is 
being recalled due to an out of specification result observed in a water loss test at the 9-month 
long term stability time point. Increased water loss value might affect the assay content, 
evaporation of water from this liquid preparation may alter drug concentration. 

The recalled lot was distributed between December 22, 2020 and March 1, 2021 to 
wholesalers, distributors, and super markets (food) nationwide. 

Gatifloxacin Ophthalmic Solution, 0.5% is supplied as: 

Strength NDC Pack Description 

0.5% 68180-435-01 2.5mL 

Gatifloxacin Ophthalmic Solution, 0.5% is yellow (pale 
yellow) sterile solution in a 5 mL white, low-density 
polyethylene (LDPE) bottle fitted with a white low-density 
polyethylene (LDPE) nozzle and sealed with a tan colored 
high-density polyethylene (HDPE) cap. 
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