
KOSSAN INTERNATIONAL SDN. BHD. rZX:N.',r:

EU DECLARATION OF CONFORMITY

Kossan Internat:oral Sdn. Bhd.
Wisma Kossan, Lot 782, Jalan Sungai Putus,
Off gatu 3 3/., Jalan Kapar,
42100 Klan9,
Selangor Darul Ehsaa, Malaysia.

Under the sole responsibility as a manufacturer, declare that the foliowing product
described hereafteri

POWDER FREE LATEX EXAMTNATION GLOVES
NA?URAL COLORED, NON-STTR:I!

Basa€ Ur:-Ol: 955 525660 NE PF L Ls
is in conformity with the

1) Medical Device Regulation (aaS) 20171745, under Class I f4edical Devlce per
set out in Rule 1 and Rtlle 5 of Annex VIII, complying with the European
standards:N 455-1:2000, EN 455-2:2O15, EN 455-3t2015, and EN 455-4i2009.
Ii is lntended to be worn on the hand for medical purposes to provide a barrier
against potentially infections mate.ials and other contaminants.

2) Personal Protective Eq.ipment Regulation (EU) 2076/425" utuet
Category III isk per set out in Annex l, complying with the Europeaa standards
EN 420 | 2003+A1:2009, EN ISO 374-1:2016+A1i2018, EN ISO 374-5:2016. tt
is identical to the PPE which is subject to the EU Type Examination (lvlodule B)
under certificale number 2777l 1163O-01/E0O-00 issued by Notified Body:

SATRA Technology Europe Llmited (2777)
Bracetown Business Park, Clo.lee, Dublin 15, D15 YN2P, Ire'and

and is subjecf to the annual conformity assessment procedure which is based on
internal production contro, plLrs supervised product checks at raadom intervals
(Module C2) under surveillance of the Notified Body:

SATRA Technology Europe Limited (2777)
Bracetown Bos:ness Park, Clonee. Dublin 15, D15 YN2P, Ireland

The above-mentioned prodoct demonstrates fulfilment to the essentia! health
and safety requirements set out in Annex II of PPE Regulation (EU) 2A16/425.

Signature
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Position
Date
Slgned and on

Selanaot. Malavsia

Senior 14anager,
15 Aprjl 2021

behalf of: Kossan

Issue Place
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