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WARNING LETTF3 

Mr. Brian Chhen 
Pmsident - 
BWjld Im-pmt#;l 
2357 Bedford Avenue 
Bcllmorc, pkw York 11710 

Dear Mr. Cohen; . 

. 



I ,. 

h additjon, ifyou market, in the manna hescribexl above, -act lenses with daims that 
cause than to be “d&c& within the lneaning of 21 USC 0 321(h), then they arc 
mi+ibr;uided undo 21 U.S.C. 0 352(f)(l) bequse their labeling does not bczw adequate 
directias Iii use. 

‘lItis letter is not intended to identify all vid~au~ of the Act that apply to the mark&g of 
. yourplano tbitcd contact lcmxs. It is your &nags responsjmityb emzurethat t?wss products 

are in*ccqdianct tith Ihc Act and FDA ~QUI&IWL . 

Ronaldiwann, Branch Chief 
’ Dental, ENT, and Ophthalbic DNices &inch (HFZ-331) 

osce of campliamlca 
Ccrdnr for Devices and Radiologjcal Fhhh 
2098’~ffRoad 
RodcnlIa,h9D20850 ’ . 

If you hiwe any qw5tiont, phse cmtact MT- SW~IXQ 

oliicc of c!oqhee 
CeitefisDcviasand * 

RzuWogicalHcrltb 
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