EU DECLARATION OF CONFORMITY

The Manufacturer

ANSELL HEALTHCARE EUROPE N.V.

RIVERSIDE BUSINESS PARK, BLOCK J

BOULEVARD INTERNATIONAL 55

B-1070 BRUSSELS =
BELGIUM ’

declares under his sole responsibility, that the PPE described hereaﬁer:

GAMMEX® Latex Textured

Products manufactured till: [30/09/2019]

PPE to be used against category lll risks

EN IS0 374-1:2016 EN ISQ 374-5:2016
Type B

VIRUS

KPT

is in conformity with the provisions of Regulation (EU) 2016/425 and with the European harmonized
standards EN ISO 374-1:2016, EN ISO 374-5:2016, EN 420:2003 + A1:2009 and is identical to the PPE
which is subject to the EU-Type examination (Module B, Annex V of the Regulation), under certificate”
number 032/2019/0836, issued by the Notified Body:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

and is subject to the procedure set out in Annex VIIl (Module D) of the Regulation under the supervision of
the Notified Body:

BSI GROUP THE NETHERLANDS B.V. (2797)

SAY BUILDING, JOHN M. KEYNESPLEIN 9, 1066 EP
AMSTERDAM

NETHERLANDS

W |

Guido Van Duren
Director - Regulatory affairs
Ansell

Place: Brussels
Date: 25/07/2019



EU DECLARATION OF CONFORMITY

The Manufacturer

ANSELL HEALTHCARE EUROPE N.V.

RIVERSIDE BUSINESS PARK, BLOCK J

BOULEVARD INTERNATIONAL 55

B-1670 BRUSSELS -
BELGIUM

declares under his sole responsibility, that the PPE described hereafter:

GAMMEX® Latex Textured
PPE to be used against category Il risks

EN ISO 374-1:2016 EN IS0 374-5:2016
Type B

VIRUS

KPT

is in conformity with the provisions of Regulation (EU) 2016/425 and with the European harmonized
standards EN ISO 374-1:2016, EN I1SO 374-5:2016, EN 420:2003 + A1:2009 and is identical to the PPE
which is subject to the EU-Type examination (Module B, Annex V of the Regulation), under certificate
number 032/2019/08386, issued by the Notified Body:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

and is subject to the procedure set out in Annex VIII (Module D) of the Regulation under the supervision of
the Notified Body:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM '

Guido Van Duren

Director - Regulatory affairs
Ansell

Place: Brussels
Date: 01/10/2019



Preklad z anglického jazyka
1 EU PROHLASENI O SHODE

Vyrobce

ANSELL HEALTHCARE EUROPE N.V.

RIVERSIDE BUSINESS PARK, BLOCK J

BOULEVARD INTERNATIONAL 55

B-1070 BRUSSELS

BELGIUM \ =

prohlasuje na svoji vlastni odpovédnost, zZe nize uvedeny OOP:

GAM M EX® LateX TeXtu red (latexové s texturou)

Viyrobky vyrobené do: [30.09. 2019]

OOP k pouziti proti rizikiim kategorie Il

EN iSO 374-1:2016 EN 180 374-5:2016
Type B
'5 VIRUS

je ve shodé s ustanovenimi nafizeni (EU) 2016/425 a s evropskymi harmonizovanymi normami EN ISO
374-1:2016, EN 1SO 374-5:2016, EN 420:2003 + A1:2009 a je totozny s OOP, na ktery se vztahuje certifikét

¢islo 032/2019/0836 k ES piezkouseni typu (Modul B, Priloha V uvedeného nafizeni) vydany notifikovanou
osobou:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIE

a provadéji se u néj postupy stanovené v Piiloze Vill (Modul D) uvedeného nafizeni pod dohledem
notifikované osoby:

BSI GROUP THE NETHERLANDS B.V. (2797)

SAY BUILDING, JOHN M. KEYNESPLEIN 9, 1066 EP
AMSTERODAM

NIZOZEMSKO

neditelné

Guido Van Duren
Reditel — Regulatorni zalezitosti
Ansell

Misto: Brusel
Datum: 25.07.2019



| EU PROHLASENI O SHODE

Vyrobce

ANSELL HEALTHCARE EUROPE N.V.

RIVERSIDE BUSINESS PARK, BLOCK J

BOULEVARD INTERNATIONAL 55

B-1070 BRUSSELS

BELGIUM ' =

prohladuje na svoji vlastni odpovédnost, Ze nize uvedeny OOP:

GAMMEX® Latex Textured
OOP k pouziti pfoti rizikim kategorie lli

EN I1SO 374-1:2016 EN IS0 374-5:2016
Type B

: VIRUS

KPT

je ve shodé s ustanovenimi nafizeni (EU) 2016/425 a s evropskymi harmonizovanymi normami EN 1SO
374-1:2016, EN ISO 374-5:2016, EN 420:2003 + A1:2009 a je totozny s OOP, na ktery se vztahuje certifikat

gislo 032/2019/0836 k ES prezkouseni typu (Modul B, Piiloha V uvedeného nafizeni) vydany notifikovanou
osobou:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIE

a provadéji se u ngj postupy stanovené v Piiloze VIl (Modul D) uvedeného natizeni pod dohledem
notifikovane osoby:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIE

necitelné

Guido Van Duren
Reditel — Regulatorni zaleZitosti
Ansell

Misto: Brusel
Datum: 01.10.2019



Tlumoénicka dolozka

Jako tlumognice jazyka Cesk¢ho a anglického ustanovené dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &.j. Spr. 698/91 stvrzuji, Ze mnou provedeny pieklad souhlasi s textem p¥ipojeng listiny.
Tlumo&nicky vikon je zapsan v deniku pod pof. &. €829 dne 2%. 7. 2020.
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The translatlon is recorded in the translators book of records under No. 4429 on 22 7. 2020
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Tlumo¢nice / Translator




