EC Declaration of Conformity

according to Medical Devices in EC Medical Devices Directive 93/42/EEC
We, FIVICS Co., LTD.
(Kweonseon—Dong)#42, 668 Beongil, Kweonseon—Ro, Kweonseon—-Gu,
Suwon—City
Gyeonggi—Do, KOREA.
declare under our sole responsibility that the product

Product - ORGANIC GUARD
Type Designation(s) : ORGANIC GUARD
Serial No. - N/A (prototype)

Year of Manufacture : 2016
to which this declaration relates is in conformity with the following standard(s) or
other normative document(s);

EN ISO10993-10 Biological Evaluation of Medical Devices
(2010) Part 10 : Skin Irritation Test

following provisions Directive(s) :
93/42/EC Directive on the approximation of the laws of Member States relating
to Medical Devices (OJL207 23.7.98)

Signed : Date © 15, June, 2016
o -
Name : JONGDAE-BAEK Position : President

Manufacturer : FIVICS CO., LTD.

Address : (Kweonseon—-Dong)#42, 668 Beongil, Kweonseon—Ro, Kweonseon—Gu,
Suwon-City, Gyeonggi—-Do, KOREA.

Place and date of issue (name and signature or equivalent making of authorized
person)






