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DEPAJUMENT OF HEALTH AND HUMAN SERVICES 
FOOD'AND'.DRVGAfjMfNISTRATION 

DISTRICT ADDRESS AND PHONE NUMBER 

US Customhouse, Rm 900 2nd & Chestnut St 
Philadelphia, PA 19106 
(215) 597-4390 Fax: (215) 597-0875 
Industry Information: www.fda.gov/oc/industry 

DATE{S) Of INSPECTION 

04/09/2015 - 04/24/2015* 
FEINUMBER 

2523209 

.NAME 1\~DTfT.l.EOf IIIDIVlll.Ui\~ J1:l V\I:JOM f!Ef'_Qf!T ,lli.~.U.FCI 

TO: Alicia Nakonetschny, President and CEO 
:·F,I~~~~Mll 

Custom Ultrasonics,: Inc. 
SJI'{Ee:T.AOOflEss 

144 Railroad Dr 
CITY, STATE, ZIP CODE, COUNTRY 

Ivyland, PA 18974-1449 
TYPE ESTABLISHMENT INSPECTED 

Medical Device Manufactuter 

Observation Annotations 

Observation 1: Promised to correct. 

*DATES OF INSPECTION: 
04/09/2015(Thu), 04/10/2015(Fri), 04/13/2015(Mon), 04/l4/2015{Tue), 04/l6/2015(Thu), 04/17/2015(Fri), 04/22/2015(Wed), 
04/23/20 l5(Thu ), 04/24/20 15(Fri) 

SEE REVERSE 
OF THIS PAGE 

EMPLOYEE(S) SIGNATURE / r l . 
Bri~n S. Keefer, Investig~tor .~.. '~.::...J/~~·~ 
Danlel W. Johnson, Investlgator /C~""" ·· · .· . 

~;.,.' .· 7/'ti~. ' 

DATElSSUED 

04/24/2015 
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