
7ERAT{G N|USA

C E RTI FI CATE O F CON FO R M I TY

Wc hcrcwith declare that thc lollowing product mcct thc provisions ol Council Dircctivc
93l42lEEC o[ l4 Junc 1993 conccrning mcdical deviccs as amcndcd by Dircctivc 200714718C
and all supp0rting documcntation is rctaincd at tho promisc oI thc manulaclurcr.

EC Certificatc(s) Gr l6 08 6l I s5 014

Manufacturcr
Address

TERANG NUSA SDN. BHD,
l, Jalan 8, Pengkalan Chepa 2,
Industrial Zone,
16100 Kota Bharu. Kelantan.
MALAYSIA

Europcan
Rcprcscntativc

ULMA INTERNATIONAL GMBH
Pfaffenweg 35
89231 Neu-Ulm
GERMANY
Tel : 0049-73 I -926(X3-0

Ilrand SENSIFLEX PLUS

Product Dcscription Sterile Surgical Gloves Powderfree

Lot No. N/A

Classification
(l\41)l) 93/42, Antrx lX): lla (Rule 7)

C0nfi)rmity Assessmenl Annex ll excluding 4

Standards
ISO 15223-l:2012, EN 455-l:2000, EN 455-2:2015
and EN 45$f,:2015
ISO 14971:2009, ISO 10993-l:2009, ISO 10282:2002,
ISO | 1607-l:2006 and ISO I | 137-l:2006

Notificd Body T0V SUD Product Service GmbH.
Zertifizierstelle,
RidlerstraRe 65,
80339 Miinchen, Germany
(cE 0r23)

Start of CE-Marking and MDD
Comnliancc

29 .luly 1997
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Kota Bharu, Malaysia, 23'd November 2016

{A*,
ft/Manascr

TERANG NUSA Sdn. Bhd. (141501-x)

1 , Jalan L Pengkalan C hepa 2 Industrial Zone, 16100 Kota tharu, N4alaysia.

Iet. + ffis7747171 Fax.160s7747757 enrail : gAlgq@l9la!g!UsAi8!0
www.terangnusa.com
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