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RALCO S .R,L 
% Ml'. Daniel Kmnm, P.E. 
Regul atory Engineer 
Kamm & Associates 
8870 Ravcllo Ct 
NAPLES FL 34114 

Re: KlI0856 

1'.11G \ G 

Food and Drug Admini'stration 
J 0903 Nc"V llampshire Avenue 
Documtnl COIll!'ul Room - W066-CiG09 
Silver Sptlng. Mu 20993-0002 

Trade/Device Name: Rl04/A, RlO8 mld RlOS F Manual X-Ray Collimators 
Regulation Number: 21 CFR 892.1610 
Regulation Name: Diagnostic x-ray beam limiting device 
Regulatory Class: II 
Product Coele: !ZX 
Dated: August 7, 2011 
Received: August 8, 2011 

Dear Mr. Kamm: 

We have reviewed your Section 510(k) prcmm'kct notification of intent to market dle device 
referenced above and have detennined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
comrnerce prior to May 28, 1976, the enactment date oftl1e Medical Dcvice Amendments, or to 
devices that havo been reclassified in accordance with th0 provisions of the Federal I:ood, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PlvIA). 
You may, therefore, market the device, subject 10 the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for alll1ual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

IfyoUt device is classified (sec above) into class II (Special Controls), it may be subject to such 
additional controls. Existing major regulations affecting your device can be found in Title 21, 
Code of Federal Reg,!lations (CFR), Parts 800 to 895_ In addition, FDA may publish further 
allllOUl1cemcnts concerning your device in. the Federal Register. 

Please be advised that FDA's lssuance of a substantial equivalence determination does not mean 
that FDA has made a dctermir\ation that your device complies with other requirements of the Ac! 
or allY Federal statutes arrd regulations administered by other Federal agencies. You must 
comply with all the Act's requirements, including, but not limited to: registration and listing (21 
CF'R Part S(7); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of 
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mcdieal device-related adverse events) (21 CFR 803); al),1 good manufacturing pra(:tice 
requirements as set forth in the quality systems (QS) rcgLllation (21 CFR Part 820). This letter 
will allow you to begin nl<trkcling your device as described in your Section 51 O(k) prcmarket 
notification. The FDA finding of substantial cqLllvalence of your device to a legally marketed 
predicate device results in a classification for your device al1d thus, pClmits your device to 
proceed to the market. 

If you desire spcci lic advice for yoU!' device On our labeling regulation (21 CFR Parts 80 I 'lnc! 
809), please contact the Office oUn Vitro Diagnostic Device EvalLlation and Safety at (30 I) 796-
5450. Also, please nole the regulation entitled, "Misbranding by reference to prema.rke! 
notification" (21 CFR Part 807.97). For questions regarding the repOltiIlg of adverse events 
under the MDR regulation (21 CFR Pl\li 803), please go to . 
http:// www.fda.gov/Medi calDevices/S af0tyJRI:W0t\~P ro hi em! defaul t.htra for the CD RH' 8 Office 
of Surveillmce and BiomctricslDivision of Postmarket Survei Hal1ce. 

You may obtain oUler general information OIl your responsibilities under tbe Act '11:0111 the 
Division of Small Mmufacturers, lntemational and COllsun,er Assistance at its toll-free number 
(800) 638·2041 or (301) 796-7100 or at its Internet address 
http;I/w,vw. fda. gov / cdrhlinc!ustry/ support/index.htm\. 

Enclosure 

Sincerely Yours, 

~5;0tf 
Mary S Pastel, Sc.D. 
Director 
Division of .Ra.diolagical Devices 
Office ann Vitro Diagnostic Device 
Evaluation mel Safety 

Center fOl"Devices ancl.Radiological Health 
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Indications for Use 

5i0(k) Number (if known): Ki1(J res-i) 
Device Name: RiD4/A, RiD8 and R1D8 F Manual X-Ray Collimators 

Indications For Use: 

R104/A, R108 and RiD8 F Manual X-Ray Collimators are intended for LIse in diagnostic 
radiographic/f/L1oroscopic applications. 

Prescription Use -L 
(Part 21 CFR 801 Subpart 0) 

ANDIOR Over-The-Counter Use -"' 
(21 CFR 807 Subpart C) 

(PLEASE DO NOT WRITE BELOW THiS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD) 
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