
Chlorhexidine Gluconate Oral Rinse, 0.12% (16 oz) RECALL (4/16) 

Reason/Information:  

Akorn issued an Urgent Product Recall on the following materiel (See Image on Message under Additional Documentation/Attachment). 
Reason: An out-of-specification result (for multiple batches) for an unknown impurity of Chlorhexidine gluconate. 

Disposition / Instructions:  

Actions required by the customer:  
 
--Examine inventory and quarantine product subject to recall. The recalled products can be returned to Akorn for credit at the address listed 
(See Image on Message under Additional Documentation/Attachment).  
 
--If customers have further distributed this product, forward this notification (See Image on Message under Additional 
Documentation/Attachment) to those customers as it is a Retail Level Recall. If the product is returned, do not destroy it and forward it to 
Akorn, as instructed using the Verification Form (See Image on Message under Additional Documentation/Attachment):  
 
------Indicate, by checking the space provided on the form (See Image on Message under Additional Documentation/Attachment), that 
customer will return all remaining units in possession within 30 calendar days of this notification (See Image on Message under Additional 
Documentation/Attachment). Returned materiel should be addressed to: Akorn C/O Qualanex, LLC, 1410 Harris Road, Libertyville, IL 60048, Att: 
Chlorhexidine Recall.  
 
------For proper credit return the enclosed Verification Form (See Image on Message under Additional Documentation/Attachment) (along with 
the return of the product, if product return is involved) within 30 days. In order to ensure proper credit, place account number on the enclosed 
form (See Image on Message under Additional Documentation/Attachment) in the space provided.  
 
------Whether or not customers have remaining inventory, complete and return the enclosed Verification Form (See Image on Message under 
Additional Documentation/Attachment) by mail or by fax 847-737-3719. If no inventory remains, check the appropriate box, sign and return to 
Akorn, Inc. attention.  
 
If customers have any question related to the product being recalled, call Akorn, Inc. Customer Service at 800-932-5676 (menu option #1), 
Monday to Thursday, 7 a.m. to 6 p.m. (Central Standard Time), and Friday 7 a.m. to 5 p.m. (Central Standard Time). Customers may also call 
800-932-5676 or 847-279-6190. 

Item Information: 
 
NSN (FSC-NIIN):         6505 - 013782884 
Part Number:            50383072016 
Nomenclature:         CHLORHEXIDINE GLUCONATE ORAL RINSE, 0.12% - 16 OZ BOTTLE 
UI:                     BT 
Manufacturer:           AKORN, INC. 
Distributor:                HI-TECH PHARMACAL CO. LTD 
 
LOT / SN: ALL 
 
NSN (FSC-NIIN):        6505 – 015295284 
Part Number:            50383072016 
Nomenclature:         CHLORHEXIDINE GLUCONATE ORAL RINSE, 0.12% - 16 OZ BOTTLE 
UI:                     BT 
Manufacturer:           AKORN, INC. 
Distributor:                HI-TECH PHARMACAL CO. LTD 
         
LOT / SN: ALL 
 
NSN (FSC-NIIN):        6505 – NS1 
Nomenclature:         PERIORX CLORHEXIDINE GLUCONATE ORAL RINSE, 0.12% - 16 OZ BOTTLE 
UI:                     EA 
Manufacturer:           AKORN, INC. 
Distributor:                DISCUS DENTAL LLC 
 LOT / SN: ALL 



NSN (FSC-NIIN):        6505 – NS2 
Nomenclature:         ORIS CLORHEXIDINE GLUCONATE ORAL RINSE, 0.12% - 16 OZ BOTTLE 
UI:                     EA 
Manufacturer:           AKORN, INC. 
Distributor:                DENTSPLY PROFESSIONAL 
LOT / SN: 348295  628146  629690 
 
 
 
Additional information and documentation can be found by clicking here 
 
 

 

http://www.usamma.amedd.army.mil/assets/apps/nala_qaweb/attachments/MMQC-16-1371_1.pdf
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