California Medical Device Y&
Recall Information

Recall Name

Nidek Medical Products, Inc. Recalls Mark 5 Nuvo, Nuvo 8, and Nuvo Lite Oxygen

Concentrators
Due To Possible Capacitor Failure
Recall Date Product Description Recalling Firm Recall Reason

5/01/12 Mark 5 Nuvo, Nuvo 8, and Nidek Medical Products, Inc. | Capacitor

Nuvo Lite Oxygen Birmingham, AL failure could
Concentrators result in fire
hazard
el Product Identification Distribution Affected Dates
Class
I Mark 5 Nuvo, Nuvo 8, and CA, nationwide Shipped
Nuvo Lite Oxygen January 1, 2004
Concentrators through May,
2010

Serial Numbers affected:
e 042-10000 thru
102-09335

Serial Number is located on
the rear of the concentrator

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm309420.htm



http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm309420.htm

