CE Technical File

laration of Conformity

gjian Medical Apparatus Co., Ltd.
Zhangian Road, Jiangyan 225500, Taizhou,Jiangsu, China

ealthcare GmbH
Representative: skus-Str. 112 40470 Dusseldorf Germany

Product Name: ion System
UMDNS Code:

Classification (MDD Anne,
Conformity Assessment Rollte: V.3 VIL3 of IVD 93/42/EEC
We herewith declare that the above mentioned pnodi@s meet the transposition into national
law, the provisions of the following EC Coungil Directives and Standards. All supporting
documentations are retained under the premises.of the manufacturer.

] RECTIVES ,
General applicable directives:

Medical Device Directive: COUNCAL D!RECTEVE 93!42/EEC concemmg medical devices
(MDD 93/42/EEC) amended by 2007!47/‘EC

Standard Applied: : '

ENS80:2008 EN1041:2008 EN ISO 1_3-35485:201:21AC-22009

EN ISO 14971:2007

Notified Body: TUV SUD Product Service GmbggWF‘str 65, %ggg@
Munchen, Gan'f!any" %

NB Identification number; 0123

(EC) Certificate(s): G2 11 06 93445 006

Expire date of the ﬂ,g;iwéﬁieﬁf -04 10

Place, Date oﬂ 5 Ll o ‘?ggm 2017-6-10 . v

Signature:

Name:

Position: Managmg Directo



