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ZERTIFIKAT & CERTIFICATE ¢

Benannt durch/Designated by

¥ ¥ Zentralstelle der Lénder &
, N 4 fiur Gesundheitsschutz 2
o r——— o) bei Arznelmitteln und =
'i(* i W Medizinprodukten £
* 4K ZLG-BS-244.10.08

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex || excluding (4)
(Devices in Class lla, Ilb or 1l1)

No. G1 061155 0014 Rev. 02

Manufacturer: TERANG NUSA (MALAYSIA) SDN. BHD.
2, Jalan 8, Pengkalan Chepa 2, Industrial Zone
16100 Kota Bharu, Kelantan
MALAYSIA

Product Category(ies): Sterile Surgical Gloves
Sterile Radiation Reducing Surgical Gloves

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex 1.

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Ill devices an additional Annex |l (4) certificate is |
mandatory. All applicable requirements of the testing and certification regulation of TUV SUD Group
have to be complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?a=cert:G1
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Valid from: 2021-02-19
Valid until: 2024-05-26

Date, 2021-02-19 c
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CERTIFIED TRUE COPY / BEGLAUBIGTE KOPIE

Dia Fotokopie stimmt mit dem Original/ Christoph Dicks

Arimaacladbigien Abschrift (iberein Head of Certification/Notified Body
This is to certify that this is a true copy

of the original document
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Gunther Zeiller, CAR
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TOV SUD Product Service GmbH + Certification Body - Ridlerstrale 65 » 80339 Munich « Germany



CONSULADO DE CHILE EN KUALA LUMPUR
EL CONSUL DE CHILE QUE SUSCRIBE
CERTIFICA LA AUTENTICIDAD DE LA FIRMA DE

------------------------

ALONSO GUTIERREZ
Consul de Chile

Actuacién N° 2 t Arancel Art. N°, Yo
Derechos US$ 42— Diferencia 10% _T; 2
Total percibido en US$: _ A3, 2 —
Pagado en moneda del pais: RM__S .

Kuala Lumpur 5/ "lf/ 2

Art. 42/6 Reglapdénto Consular
“Sin Hlas”




