
 

CAPINTEC, INC. 
 

DECLARATION OF CONFORMITY 
THE EC DIRECTIVE AND CE MARKING 

 
We, Capintec, Inc. 

620 Alpha Drive 
Pittsburgh, PA  15238 
Phone: 412-963-1988 
Fax: 412-963-0610 

 
declare under our sole responsibility that the product CRC-ULTRA RADIOISOTOPE DOSE 
CALIBRATOR (including use with Okidata Microline 320, Epson Roll, Epson Slip, HP DeskJet 
940c Inkjet and Epson Stylus C86 Inkjet printers) to which this declaration relates is in 
conformity with the Medical Device Directive 93/42/EEC. 
 
This product is in conformity with the following standards or other normative documents 
following: 
 

1. EN61010-1 
2. EN60601-1-2 

 
Certified to Annex V of the Directive 93/42/EEC on Medical Devices 

0413
Dose Calibrators, Class I with measuring function 
Certified through Intertek Semko AB, Notified Body MDD 
CE Mark as shown denotes conformance to the above statement. 

 
The Technical Construction File is maintained at: 

Capintec, Inc. Phone: 412-963-1988 
620 Alpha Drive Fax: 412-963-0610 
Pittsburgh, PA  15238 

 
The authorized representative located within the Community is: 

Aries 
44 bis, Bd Felix Faure 
92323 Chatillion Cedex 

 
Date of issue: 9/6/06 
 
Place of issue: 

Capintec, Inc. 
620 Alpha Drive 
Pittsburgh, PA  15238 

 
 
 
___________________________________________ 
Mary Anne Dell, Vice President & General Manager 

620 Alpha Drive • Pittsburgh, PA  15238  U.S.A. • (412) 963-1988  FAX (412) 963-0610 


