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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. 

Teva Pharmaceuticals USA Inc. is recalling three lots of AirDuo® Digihaler® (fluticasone 
propionate and salmeterol) Inhalation Powder to the RETAIL LEVEL. These lots were distributed 
under the labels for Teva Pharmaceuticals USA Inc. 

NDC Lot 
Exp. 

Date 
Product Name Size Shipping Dates 

59310-
111-06 AFR16A 01/2022 

AirDuo® Digihaler® 55/14 

(fluticasone propionate 55 mcg 
and salmeterol 14 mcg) 
Inhalation Powder 

60 METERED 
INHALATIONS 09/15/2020 -

03/03/2020 

59310-
129-06 AFR17A 01/2022 

AirDuo® Digihaler® 113/14 

(fluticasone propionate 113 
mcg and salmeterol 14 mcg) 
Inhalation Powder 

60METERED 
INHALATIONS 09/15/2020 -

03/05/2021 

59310-
136-06 AFR18A 11/2021 

AirDuo® Digihaler® 232/14 

(fluticasone propionate 232 
mcg and salmeterol 14 mcg) 
Inhalation Powder 

60 METERED 
INHALATIONS 09/15/2020 -

03/11/2021 

This recall is being initiated because during routine stability testing of these lots, results for 
Salmeterol were below the approved specification limits. It is important to note that 
Fluticasone Propionate stability testing results are within approved specification limits. At the 
time of commercial release to the market, these three lots met all release requirements. 
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