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T㏐s is to acknoⅵedge receipt ㅇf your Jurle 18, 2010, doctlrnent, ⅳ1ㅍch was flled pursuant to the regⅲ laUons

요)r the adα llⅲstraUon and en± orcerllent of the RadiaUon Contro1 for Health and Safe㏉  
」
'ct of 1 968 (Uι

]e 21,

code of Federal Regu1η tlons, Stlbchapter J) as they pertalll to Iⅲ Ual Prod·uct Report teqlurelnents

Ybur docunlent has been assigned an accession nulnbe“  ̇of 1010312-000, and has been classiΠ ed as a(㈌ I,uUa1

Product Report ⓕursuant to Part 1002, Subpart B of the Regulat10n t˙ efdrenced abo、 vel

Ftlrtl,er, tlle sublluttal h㎱  been assigjtled an lllfDrmal subject Utle of “This subIIusslon ⅲ a(㈌ 工luUal Pj oduct

Report. These UtlL㏉ /Peㅍpheral Laser Products ulclude designated mode1 ㎩mⅡy Scanner ⅶ th IIIode1(s)

Rc alS can— F’
 

’.

Tl,ts acknoⅵ edgerllent does not constltute approval of tlle docunlent. Ybu wiⅡ  be contacted if any qμ estlons

oI cornrγlents aⅱ se concertltng your docuIIlent.

Please note that your nrrn is reqⅲred tㅇ  subIIut an 」
'nnual Report to CI)RH every year by Septernber 1.

AU Radlolo錤caI Iξ cpo± ts may be prepared ushlg FDA's Electrolllc Stlbllussions sㅇ ㎙ⅳη㏄ w㏐ch can be

do”m1oaded 竹 h」±느∠

'노

표쪼쯔쪼 
±dag으끄스Ξor工ndtlsL포 I FDAeStlbtmtter∠ 보cm108165 ht꼬 . For more ⅲ±ormaUon on

the F工 )A' s eSubitlutter program please see the foⅡ oㄲing 'ν ebsites :

Radlologl∽1 Health —

Electrorlic Subrnissiorls (instead of paper reports) —

tllt.htm

F工 )ι

' Electronic Subnlissions Gate、
/ay —

Thank you for your cooperation. If any qtlestlons ot concerns aⅱ se du, hlg our revie'N of your report, 'Ne ㄲλⅡ

notl㏉ you. If you 1lave any questlons, contact us at (301) 796-5710.

Sⅲcere”  Yours,

Robet· t J. Doyle

Electt˙ otuc Pt˙o ducts Branch

Dl●lsion of 'Iatllnloglap”  QuahtτΓ and RadlaUon Ptogralns
Offlce of Cornrnuⅲ caUon, Educatlon, and RadlaUon Progt˙ arns

http: / /w'T'7: fda· gov/Radiation— EnlitttngProducts / def¼ ult h“n


