
KOSSAN INTERNATIONAL SDN. B H D.,os:ororeooo{zrrrrr.m

EU DECLARATION OF CONFORMITY

Kossan Iaternational Sdn. Bhd.
Wisma Kossan, Lot 782, Jalan Sungai Putus,
Off Batu 3 3/4, Jalan (apar,
42100 Klang,
Selangor Darul Ehsan, Ivlalaysla.

Under the sole responsibilaty as a manufacturer. declare that ihe fo,lowing product described
hereafter:

POWDER FREE NTTRILE EXAMINATION CLOVES
BLUE/ WHITE AND BLACX COLORED, NON.ST€RILE,

LOW DgRMAfITIS POTENT]AL

Basic IJDI-DI:955 525660 NE PF D LA

ls rn conformily with the

1) lledical Device Reg!lation (EU\ 20171745, under Class I lvtedica Device per set out
in Rlrle 1 and Ru e 5 of Annex VIII, co..ply nq wtth the European standards EN 455
1:2020, EN 155-2:2A15, EN 455'3r2015. and EN 455 4:2009 lt is intended to be worn
on the hand for medical pLrrposes to provlde a barrier against potentially infections
mater als and other contaminants,

2) personal Protective Equipment R€gulation (EU) 2o16l425f under Category III rjsk
per set out in Annex I, complying with the European standards EN ISO 21420t2020, EN
ISO 374- 1r 2016+A1:2018, EN ISO 374-5:20t6, lt is identical to the ppE (p.oduct
reference PFN LD) which is subject to the aU Type Examination (Module 3) under
certificate number 2777 /1OO!3-O5/EOO-OO issued by Notified Body:

SATRA Technology Europe Limit€d (2777)
Bracetown Business Park, Clonee, Dubljn 15, D15 YN2P, lreland

and is subject to the annual conformity assessment procedure whjch is based on the qualiay
assurance of the production process (14odule D) under sLlrveillance of the Notiaied Bodyi

BSI Group The Netherlands B,V. (2797)
Say Bu lding, John !1. Keynesplein q, 1066 EP Amsterdam,
Th€ Nelherlands

The above mentioned product demonstrates fulfilment to the essential healih and safety
requiremenls set ouL in Annex 1i ol PPE Regulatlon (EU) 2016/425.

Signature
Name
Position
Daie
Signed and

@
Senior Managir, Regulatory Affairs
30 September 2021

Selanaor. Malavsia
lssue Place
Sla.npl
xossaN

on behdll ofi Kossan Interl1.tional Sdn. E,hd. Wlsma KOSSAN,

oft Batu 3Y+ J

Selan8or,

KOSSAN INTERNATTONAL SDN. BtlD. i 4uro&ao rr71nts.M) a ro|shlc'y o!rottu cnur
Wr5n)a KOssAr.l, Lot 732,jalai 5!naai Putus, Ofl Batu 33/.,1!.n Kapar,,12100 KlanS, Serangor, Mairysi3.
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