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2 THIS IS TO CERTIFY THAT. ACCORDING TO THE EUROPEAN COUNCIL DIRECTIVE 93/42/EEC WE. HERE
B AT OBELIS S.A. (O.EA.RC.) PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE
EUROPEAN AUTHORIZED REPRESENTATIVE (EC REP} OF:

NAME: TAN SIN LIAN [NDUSTRIES SDN. BHD.

ADDRESS: NO. 1-14, JALAN INDAH 2. TAMAN INDAH. JALAN HAJl ABDULLAH. 834000 MUAR. JOHOR. MALAYS(A

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.
The Manufacturer declares that the Class | = devices comply with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations as per the Europsani
Council Directive 83/42/EEC article 14 requirements, including the EC Declaration of Conformi CCOTGIDG O ANNeX
Vi) confirming that their Class | medical devices. as stipulated here below, are fulfilii

the European Council Directive 93/42/EEC. [
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The notification of the following medical devices has been completed by bbelis S, EARC) on-thex1 2th of \
September 2000 in compliance with the European Council Directive 93/42/EE rticle} 4 rge’LUgeme‘n‘ré‘.
Z, =

CLASS [ MEDICAL DEVICE(S):: PLEASE SEE ANNEX A - LIST OF DEVICES (1 P
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As of the 13th of September 2000, and as long as the Manufacturar will consinue corn\gl_
mentioned requirements™*, he therefore: {

- Is required to &ffix the CE marking on these devices;

- May place these devices in the European community teritory,
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Tand provided that the product classification will not be rejected bythe compstent authorities

& Accress: Bd. Général Wahis 53-1080 Brussais | Ragisieres Offce Adcress: AV, de Tevuieren 34 B44-1040 Brussess - Becium
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PAI SU QUAN NUGC CHXHCN VIET NAM
TAI MA-LAI-XI-A
CHUNG NHAN / HOP PHAP HOA LANH SU
CONSULAR AUTHENTICATION
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Annex A" — List of devices

(Article 9, section 1 of the Directive 83/42/EEC on medicai davices)
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