
CE DECLARATION OF CONFORMITY 

We, SmartHealth, Inc. (dba SmartPractice) of 3400 East McDowell Road, Phoenix, Arizona, USA 
declare under our sole responsibility that the following Class I Finn Chamber Products for skin 
testing described below are in conformity with the applicable provisions of Medical Devices 
Directive 93/42/EEC of 14 June 1993 concerning the medical devices and its Annex VII as 
amended as per 2007/47/EU. 

 Finn Chambers on ScanPor packaged as (patch test strip/box, chamber size)
25 (5x2), 8 mm; 100 (5x2), 8 mm; 50 (5x1), 8 mm; 200 (5x1), 8 mm; 150 (1x1), 8 mm;
200 (1x1), 12 mm (Large); 100 (1x1), 18 mm (Extra Large)

 Finn Chambers OPEN packaged as (patch test strip/box, chamber size)
50 (5x2), 8 mm

 Finn Chambers AQUA packaged as (patch test strip/box, chamber size)
100 (5x2), 8 mm

 Finn Chambers, loose, packaged as (package size, chamber size)
1000 chambers, 8 mm; 200 chambers, 12 mm (Large); 100 chambers, 18 mm (Extra Large)

 Filter Paper Discs packaged as (package size, disc size)
1000 discs, 8 mm; 200 discs, 8 mm; 200 discs, 12 mm (Large); 100 discs, 18 mm (Extra
Large)

 Finn Chamber ATOPY packaged as (patch test strip/box, chamber size)
50 (5x1), 12 mm

Phoenix, Arizona 

_________________________              Date: May 7, 2020 
Elena Renaud 
Director of Regulatory Affairs 
SmartHealth, Inc. 
3400 East McDowell road 
Phoenix, AZ, 85008 USA 
Phone: +1 (602) 225-0595 x 7290 
e-mail: erenaud@smarthealth.com

Expiration date: May 25, 2021  

Note: Our Authorized Representation within EU is Dr. Ebeling & Assoc. GmbH lsestrasse 5 ꞏ 20144 Hamburg Germany
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