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Issued to: Kossan International Sdn Bhd

Wisma Kassan, Lot 782
Jalan Sungai Putus, Off Batu 3 3/4

] Jalan Kapar
| | TecHNnOLOGY 42100 Klang
== Selangar Darul Ehsan
Malaysia

Notified Body: 2777 SATRA customer number: P1343

EU Type-Examination Certificate

Certificate number: 2777/10015-03/E00-00

This EU Type-Examination Certificate covers the following product group(s) supported by testing to the relevant
standards/technical specifications and examination of the technical file documentation:
Following the EU Type-Examination this product group has been shown to satisfy the applicable essential health and
safety requirements of Annex Il of the PPE Regulation (EU) 2016/425 as a Category Il product.

Product Reference Description

PFN Disposable powder free nitrile glove available in white, blue and indigo. Non-Sterile

Sizes: 5/6 (XS) to 10/11 (XXL)

Classification:
EN ISO 374-1: 2016 (Type B) Level EN374-4: 2013 Degradation %
*4% Chlorhexidine Digluconate 6 19.0
40% Sodium Hydroxide (K) 6 -42.9
10-13% Sodium Hypochlorite 6 14.7
50% Sulphuric Acid 6 -20.5
10% Acetic Acid 4 66.7
5% Ethidium Bromide 6 3.4
37% Formaldehyde (T) 3 5.0
65% Nitric Acid (M) 0 97.6
50% Glutaraldehyde 6 274
0.1% Phenol 6 33.8
30% Hydrogen Peroxide (P) 2 22.8
1.5% Methanol in water 6 21.9
70% Isopropanol 0 62.2
35% Ethanol 0 38.8
99% Acetic Acid (N) 0 93.9
(' 25% Ammonium Hydroxide (O) 1 -52.0

3% Povidone-iodine 6 33.7
10% Sodium Percarbonate 6 15.4
* Permeation rate 7pg/cm?/min
EN ISO 374-5: 2016
Protection against Bacteria & Fungi Pass
Protection against viruses Pass

Standards/Technical specifications applied:
EN 420: 2003+A1: 2009; EN 1SO 374-1:2016+A1:2018; EN ISO 374-5:2016

Technical reports/Approval documents:
SATRA: SPC0216113/1327/SMcD/RS, SPC0216113/1327, PRC0250570/1640/SPT, CHM0248297/1630/EN/E,
CHMO0248297/1630/EN/D/Issue 2, CHM0257198/1719/SMcD/A, CHM0257198/1719/SMcD/B, CHM0257198/1719/SMcD/C,
CHMO0257198/1719/SMcD/D

Signed on behalf of SATRA: @ Hannah Coe Q&L_ Quincey Brown

Date first issued: 21/04/2018
Date of issue: 25/03/2019 Expiry date: 21/04/2023
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TERMS AND CONDITIONS

The following conditions apply in addition to SATRA’s standard terms and conditions of business and
those given in the current certification agreement.

The certificate holder is licensed to mark the products detailed within this certificate in accordance with
Annex V (Module B) of the Regulation (EU) 2016/425 of the European Parliament and of the council of
9th March 2016 on personal protective equipment once you have drawn up an EU declaration of product
conformity. Please note:

1. Where the product is classified as category Il then CE Marking of production is reliant on
current compliance with Regulation 2016/425 module C2 or Module D. (Except that specifically
produced to fit an individual user).

2. Full details of the certification and product are contained within the manufacturer's technical
documentation.

3. Where a translation of this certificate exists, the English language version shall be considered
as the authoritative text.

4, Certification is limited to production undertaken at the sites listed in the manufacturers technical
documentation.

5. Ongoing manufactured product shall be consistent with the product(s) certified and listed on
this certificate.

6. The Manufacturer shall inform SATRA of any changes to the certified product or technical
documentation.

7. This certificate shall be kept together with the relevant technical documentation in a safe place
by the client named on this certificate. Production of this certificate and other documentation
may be required by a representative of the EC member state government.

8. This certificate relates only to the condition of the testable items at the time of the certification
procedure and is subject to the expiry date shown.

9. SATRA Technology reserves the right to withdraw this certificate if it is found that a
condition of manufacture, design, materials or packaging have been changed and
therefore no longer comply with the requirements of Regulation 2016/425.
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Prekiad z anglického jazyka

Vydéno komu: Kossan International Sdn Bhd
Wisma Kossan, Lot 782 Jalan

%TRA Sungai Putus, Off Batu 3 3/4
Jalan Kapar
TECHNOLOGY e Reue
Selangor Darul Ehsan

Malajsie

Notifikovana osoba: 2777 Cislo klienta organizace SATRA:P1343

Osvédéeni EU o prezkouseni typu

Osvédéeni Gislo: 2777/10015-03/E00-00

Toto Osvédéeni EU o pfezkousdeni typu se tyka nasledujici skupiny / nasledujicich skupin vyrobkil na zakladé zkousek
provedenych podle pfislu§nych norem /technickych specifikaci a pfezkoumani souboru technické dokumentace:
Po provedeni pfezkouseni typu EU se prokazalo, Ze tento vyrobek spliiuje v8echny pfislusné zakladni zdravotni a
bezpeénostni pozadavky Pfilohy |l Naiizeni (EU) 2016/425 o OOP jako vyrobek kategorie lIl.

Oznadeni vyrobku: Popis:

PFN Jednorazové nepudrované nitrilové rukavice, dostupné v bilé, modré a indigové. Nesterilni

Velikosti: Klasifikace:

5/6(XS) az10/11 (XXL) i
ENISO374-1:2016/Typ C Urovelfi EN374-4:2013 % degradace

* 4% Chlorhexidin diglukonat 6 19,0
40% Hydroxid sodny (K) 6 -42.9
10-13% Chlornan sodny 6 14,7
50% Kyselina sirova 6 -20,5
10% Kyselina octova 4 66,7
5% Ethidium bromide 6 34
37% Formaldehyd (T) 3 5,0
65% Kyselina dusiéna (M) 0 97,6
50% Giutaraldehyd 6 27,4
0,1% Fenol 6 33,4
30% Peroxid vodiku (P) 2 22,8
1,6% Metanol ve vodé 6 21,9
70% lzopropanol 0 62,2
35% Etanol 0 38,8
99% Kyselina octova (N) 0 93,9
25% Hydroxid amonny (O) 1 -52,0
3% Jodovany povidon 6 33,7
10% Peruhli¢itan sodny 6 15,4
* Rychlost permeace: 7 pg/cm?/min

ENISO 374-5:2016

Odolnost vici bakteriim a plisnim Vyhovuje
Odolnost vGéi virdm Vyhovuje

Pouzité normy/Technické specifikace:
EN 420: 2003+A1:2009; EN 1SO 374-1:2016+A1:2018; EN ISO 374-5:2016

Technické zpravy /Schvalovaci dokumenty:
SATRA: SPC0216113/1327/SMcD/RS,SPC0216113/1327, PRC0250570/1640/SPT,CHM0248297/1630/EN/E,
CHM0248297/1630/EN/D/issue 2, CHM0257198/1719/SMcD/A, CHM0257198/1719/SMcD/B, CHM0257198/1719/SMcD/C, CHM0257198/
1719/SMcD/D

Podpis za spol. SATRA: necitelné Hannah Coe necitelné Quicey Brown
Datum prvniho vydani: 21.4. 2018
Datum vydani: 25.3. 2019 Platnost do: 21.4. 2023

Stranai ze 2

SATRA Tachnology Europe limited.Bracetown Business Park Clonee D15YN2P. Irska republika




PODMINKY

Kromé& standardnich obchodnich podminek organizace SATRA a podminek stanovenych v aktualni smlouvé o
certifikaci plati i nasledujici podminky.

Drzitel osvéd&eni je opravnén znaéit vyrobky uvedené v tomto osvédéeni v souladu s Pfilohou V (Modul B)
Nafizeni Evropského parlamentu a Rady ze dne 9. bfezna 2016 (EU) 2016/425 o osobnich ochrannych
prostfedcich, jakmile vyhotovi ES Prohlageni o shodé vyrobku. Vezméte laskavé na védomi nasledujici:

1. Je-li vyrobek zafazen do kategorie Ill, pak je zna&eni CE vyrobk( zavislé na aktualni shodé s
Nafizenim 2016/425, Modul C2 nebo Modul D. (S vyjimkou pfipadd, kdy se vyrabi konkrétné pro
urgitého uzivatele).

2 Kompletni podrobné informace o certifikaci a vyrobku jsou obsaZeny v technické dokumentaci

vyrobce.
3. Existuje-li pfeklad tohoto osvéd&eni, bude anglicka verze povazovana za smérodatnou (oficialni).
4. Certifikace je omezena na vyrobu provadénou v zavodech uvedenych v technické dokumentaci.
5. Nadale vyrabé&né vyrobky museji odpovidat vyrobku certifikovanému a uvedenému v tomto

osvédéeni / vyrobklm certifikovanym a uvedenym v tomto osvédceni.

6. Vyrobce musi informovat organizaci SATRA o veskerych zménach certifikovaného vyrobku nebo
technické dokumentace.

7. Klient uvedeny na tomto osvéd&eni musi osvédéeni uloZit s pfislusnou technickou dokumentaci na
bezpe&ném misté. Zastupce vlady &lenského statu ES mlze pozadovat pfedioZeni tohoto osvédéeni
a jiné dokumentace.

8. Toto osvédéeni se vztahuje pouze ke stavu testovatelnych pfedmétd v dobé procesu certifikace a
vztahuje se na né uvedené datum, do kdy je platné.

9. SATRA Technology si vyhrazuje pravo stahnout tento certifikat, pokud se zjisti, Ze se zménily
podminky vyroby, navrhu, materialli & baleni, a tudiZ jiz nejsou v souladu s pozadavky
Nafizeni 2016/425.
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Tlumo¢nicka dolozka

Jako tlumoénice jazyka ceského a anglického ustanovena dekretem Krajskeho soudu v Praze z¢ dne 15.
listopadu 1991, &.5. Spr. 698/91 stvrzuji, zc mnou provedeny picklad souhlasi s textem pfipojenc¢ listiny.
Tlumocnicky ukon je zapsan v deniku pod pof. ¢. 57?4 dne 20 . 7. 2019,

Translator’s Glause:*

Asa certified-translator{lo English appointed by the decision of the Regional Court in Prague on November 15,
1991, file. L\J(ﬁ'f.ﬂSpr. 698/91, | hereby certity that my translation corresponds with the original attachcd document.
The translation’is recorded in the translator’s book of records under No. ¢ 4q7 on 2J.7¢ ., 2019

I'fumocnice Translator






