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TER/lftc NU'A#
EC DECLARATION OF CONFORMITY

We herewith declare that the following product meet the provisions of Council Directivc
93l42lEEC of l4 June 1993 concerning medical dcvices as amended by Directive 2007147lEC and
all supporting documentation is retaincd at thc premise ofthe manufbcturcr.

Kota Bharu. Malavsia. 28'h November 20 | 6

RahX'u MZ
Management Representative

EC Certificate(s) Gr l6 08 6l rs5 014

Manufacturer
Address

TERANG NUSA SDN. BHD.
l. Jalan 8, Pengkalan Chepa 2.

Industrial Zonc,
16I00 Kota Bharu. Kelantan.
MALAYSIA

European
Representative

ULMA INTERNATIONAL GMBH
Pfaffenweg 35,
89231 Neu-Ulm,
GERMANY
Tel : 0049-731-926043-0

Brand SUR-G-GLOV

Product Description Sterile Surgical Cloves Prepowdered

Classification
(Ml)l) 931,12. Anncx IX)i

IIa (Rule 7)

Conlormity Assessment Annex Il excluding 4

Standards
EN 455-l:2000, EN 455-2:2009 and EN 455-3:2006
ISO lll37-l:2006, ISO 14971:2009, ISO 10993-l:2009,
ISO 10282:2002. ISO 15223-l:2012 and ISO 11607-l:2006

Notified Body
TiiV SUD Product Service GmbH,
Zertifizierstelle,
RidlerstraRe 65,
80339 Miinchen, Germany
(cE 0123)

Start of CE-Marking and MDD
Compliance

29 July 1997
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TERANG NUSA Sdn. ahd (164501_X)
1. ialai A, Pengkalan Chepa 2lnduslralZone 16100 Kola Bharu. Malavsra

Iel + 6A9 774 7 17 1 Fax : + 6a9 77 4 7157 enlarl sales@lerangnlsa com

w.te.angnusa.com
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