California Medical Device

And Drug Recall Information

V

Recall Name

Nephron Pharmaceuticals Recalls EZ Breathe Atomizer
Due to Possible Manufacturing Defect

Recall Date Product Description Recalling Firm Recall Reason
4/30/13 Sold as, or within...: Nephron Potential for a quarter-
_ Pharmaceuticals Corp. | inch diameter washer
» EZ Breathe Atomizer Orlando, FL becoming dislodged,
Model #EZ-100 Device; or which could result in a
e Ashmanefrin Starter Kit choking hazard.
(combo drug/device)
NDC 0487-2784-10
Recall Class Product Identification Distribution Affected Dates

Affected Atomizer Serial
Number Ranges (located on
battery door):

e 1206034476 — 1206069065
e 1209069180 — 1209069202
e 1207003710 — 1207038299
e 1209069203 — 1209069460
e 1207046505 — 1207081124
e 1210000001 — 1210103680
e 1208027421 — 1208062155
e 1210104001 — 1210104044
e 1209000001 — 1209069179

Suspect Kit Lots Recalled:

e R2029A ¢ R2042A
e R2029B e R2045A
e R2039A ¢ R2047A

CA, nationwide

Distributed from

August 3, 2012
through April 24, 2013

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm355016.htm

http://www.ezbreatheatomizer.com/2013/important-ez-breathe-atomizer-information.html
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