
JIANGSU ZHENGKANG MEDICAL APPARATUS CO.,LTD
nfifrEtrri#ffiama\fl

Address : Sanhekou,Zhenglu town,Changzhou city,Jiangsu,china
TEL: +86-519-88672658 FAX: +8&510-88671088

EC Seclaratiou of Conformity

Manufacturer; Jiangsu Zhengkang Medical Apparatus Co., Ltd
Sanhekou. Zhenglu tov/n, Changzhou city, Jiangsu, china

Representative: Shanghai lnternational Holding Corp. GmbH (Europe)
E ittestrasse 80, 20537 Hamburg,Germeny

l\odur:t Niure; Disposahle Stcrile llypodcrnric Nccdlcs

Mr.rtlcl Nunrber: 0.4rnm , 0.45mm . 0.5mm . 0.55nrm . 0.6mm. 0.7mm . 0.8mm , 0.9mm . 1 ,0mm ,
l.2nm

With the brand Euroftled

UMI)NS code: Ii929

Classification {MDD, Annex lX): lla. rule 6

Conformity A$stjssrnent Roule:Annex V.3

We herewith deelare that the above msntioned products msei &e lransposition into nalicnel law, lhe
provisions of ihe following EC Council Diraciives and Standards. All supporiing documentations are retained
under the premi$es of the manufacturer.

DIRECTIVES

General applicable directives:

Medical Device Direciive: COUNCIL DIRECTIVE g3l42lEEC of 14 June 1993 conceming medical devio8s
(M0D g3/4?SEC).

Standard Applied; See attached liEt ol (harrnonis€d - EN) standards far which documented evidence o,
compliance can be provided.

ReportNo.: 713335548

Notified Body: TUV SUD Product Service GmbH, Ridhrst€be 65, 80339,M0nchen, Germany

ldentification number: 0123

(EC) Cerlific.te(s): CL 073425 0012 Rev 00

Expire data

Start of CE

Place, Date

Signature:

Name:

Position:

of the Certi{icate: 2428-12-31

Ma*ing : 2024-05-21
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Songren. Xu

General Managor

Cha ngzhou, 2024-05-21

Addresg ; Sanhekou,Zhenglu town,Changzhou city,JiangEu,china

€i6 (TEt) , +86-519-88672658 €& (FAX) : +8&519-88871088

E-mail: info@china-zhengkang.com 6111fi (Zip Code) : 213115
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