
The validity of the certificate can be checked  through www.udemltd.com.tr.  The CE  mark shown on the right
can only be used under the responsibility of the manufacturer with the completion of EC Declaration of
Conformity for all the relevant Directives. This certificate remains the property of UDEM International Certification
Auditing Training Centre Industry and Trade Co. Ltd. to whom it must be returned upon request. The above
named firm must keep a copy of this certificate for 15 years from the registration of certificate. This certificate
only covers the product(s) stated above and UDEM  must be noticed in case of any changes on the product(s)

Initial Assessment Date      :  13.02.2018

Registration Date         :  14.02.2018

Reissue Date/No         :   -

Expiry Date                                     :  13.02.2023

Certificate Number      : M.2018.106.N3621

ATTESTATION CERTIFICATE
FOR MEDICAL DEVICE DIRECTIVE

Technical file of the company mentioned below has been observed.

MDD 93/42/EEC Medical Device Directive Annex VII has been taken as references
for these processes.

UDEM International Certification

Auditing Training Centre Industry

and Trade Inc.Co.

Company Name      : Shanghai Zhenghua Medical Equipment Co., Ltd.

Company Address                   : No.38,GuAi Rd.,Pudong District,Shanghai City,China

Related Directives and Annex     : MDD 93/42/EEC  Medical Device Directive/Annex VII
                                                           Class I Non-Sterile

Related Standards      : EN 60601-1:2006/A1:2013;EN 60601-1-2:2015
                                                           EN 60601-2-41:2009;EN 62471:2008

Product Name                     : Shadowless Operating Lamp

Report No and Date                     :  NIMU-CE2292A1159EL

Product Brand/Model/Type          : EXHLED D+S 6500/6500,EXHLED D+S 6500,EXHLED B+S 6500,
                                                            EXHLED D 6500/6500,EXHLED D 6500,EXHLED B 6500,EXHLED M 6500,
                                                            EXHLED EM 6500,EXHLED D+PS 6500,EXLED7500/5500,EXLED7500/7500,
                                                            EXLED5500/5500,EXLED7500,EXLED5500,EXLED M 5500,EXLED EM 5500,
                                                            EXLED PS 7500,EXLED PS+TV 7500/5500,EXLED W 7500,EXLED W 5500,
                                                            EXLED S 7500,EXF700/500,EXF700/700,EXF500/500,EXF700,EXF500,
                                                            EXF M 500,EXF M 700,EXF EM 700,EXF EM 500

Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Çankaya – Ankara – TURKEY

E-mail: info@udemltd.com.tr    www.udem.com.tr
Phone: +90 0312 443 03 90  Fax: +90 0312 443 03 76


