
KOSSAN INTERNATIONAL SDN. BH D. rss:orors4ao(ursrza,M)

EU DECLARATION OF CONFORMITY

Kossan International Sdn. Bhd.
Wisma Kossan, Lot 782, lalan Sungai Putus,
OFF Satu 3 3/4,.lalan Kapar,
42100 Klang,
5L angor Darul -".r-, Ya ays a.

lJnder the sole responsibilty as a manufactuTer/ declare that the following produai
descr bed he.ealler:

POWDER FREE NITRILE EXAMINATION GLOVES
BLUE, WHITg/ INDIGO AND BLACK COLORED, NON-STERILE

Basic UDI-DI:955 525660 NE PF N LW

s in conformity with the

1) Med:cal Device Regulation (EU) 2Ol7/745, under Class I lvledical Device per
set olrt in Rule 1 and Rule 5 ol Annex VII{, complying with the European
standards EN 455-1r2020. EN 455 2:2015, EN 455-3i2015. and EN 455-4:2009.
IL is intended to be worn on the hand for medical purposes to provide a barrier
against potentrally lnfections materials and olher contaminanls,

And

2) Personat protective Equipment Regulation (EU) 2016l425, under
Category lil rlsk per set out in Annex l, complying with ihe European standards
EN ISO 21.420:2020, EN ISO 374-1:2016+A1:2018, EN 1SO 374-5:2016. It is
identical to lhe PPE (product reference PFN) which is subject to the EU Type
Examlnaton (l,1odule B) under certificate numbet 2777 / 1OO75-07l E00-0O
ssued by Notiiied Bodyl

SATRA :echnology Europe Llmited (2777)
Bracetown Blrsiness Park, Clonee, Dublin 15, Dl5 YN2P, Ireland

and is subject to the annual aonformlty assessmenl procedure which is based on
lnternal p.odlction conlaol plus supervsed product checks at random ,ntervals
(Module C2) !nder surveillance of the Not fied Body:

SATRA Technolo9y Europe Lim'ted (2777)
Bracetown Business Park, Clonee, Dubiin 15, D15 YN2P, Ireland

The above-rientioned product dernonstrates fulfilment to the essential health
and safety requiremerts set out in Annex II of PPE Regulation (EU) 2016/425.

Signature
Name
Position
Date
Signed and

KOSSAN INTER{A'IONAL sDN.8HD. ielio1ors..o(ri311s $t a 
'lbnchu 

o, htn* 6tuu,
Wismn l(ossAN, Loi732,lal6n 5u naai Plrus. ofi aat! 3:r1, Jalrn &par,42100 Klan&SelangoL Mataysta
1 +603-3291265-/ r +603 3291 0584 nw.kossan.com.my

on behalf ofr Kossan Interaaiional Sdn. Bhd.

J^J^4
Cho Sow Fong -/
Senior lYanager, Regulatory Affairs

Issue Place
Stamp:

03 February 2022
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