AHAQZH ZYMMOP®QZHZ EE

KatookeuaoTig

ANSELL HEALTHCARE EUROPE N.V.
RIVERSIDE BUSINESS PARK, BLOCK J
BOULEVARD INTERNATIONAL 55
B-1070 BRUSSELS

BELGIUM

ONAWVEI Pe aTTOKAEIOTIKE TOU €uBUVN 6Tl TO PHECO ATOUIKAG TTPOOTACIOG TTOU TTEPIYPAQPETAI KATWO!I:

HyFlex® 11-727

Mapaywyn mpoidvrwv ano: [2024/12/05]

MEOO aTOUIKAG TTPOCTACIAC VIO TIPOCTACIA ATTO KIVOUVOUG
Kartnyopia Il

EN388: 2016

4X428B

is in conformity with the provisions of Regulation (EU) 2016/425 and with the standards EN 388:2016
+A1:2018, EN ISO 21420:2020 and is identical to the PPE which is subject to the EU-Type examination
(Module B, Annex V of the Regulation), under certificate number 032/2022/0458.03, issued by the
Notified Body:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

Kal urtokelTal otn dladikaaia mou opiletal ato Mapdptnua VI (Evéotnta IN) Tou kavoviopou.

?

Guido Van Duren

AleuBuvTAG - KavovioTiKa @¢pata
Director - Regulatory affairs
Ansell

Tomog: BpugéAdeg
Hupepopnvia: 2024/12/05



AHAQZH ZYMMOP®QZHZ EE

KataokeuaoTig

ANSELL HEALTHCARE EUROPE N.V.
RIVERSIDE BUSINESS PARK, BLOCK J
BOULEVARD INTERNATIONAL 55
B-1070 BRUSSELS

BELGIUM

ONAWVEI PE aTTOKAEIOTIKE TOU €UBUVN 6Tl TO PHECO ATOUIKAG TTPOCTACIOG TTOU TTEPIYPAQPETAI KATWO!I:

HyFlex® 11-727

lMapaywyn mpoidvrwv amé: [2024/11/05] kai uéxpi: [2024/12/04]

MEOO aTOUIKAG TTPOCTACIAC VIO TIPOCTACIA ATTO KIVOUVOUG
Katnyopia Il

EN388: 2016

4342B

OUHHOoPPWVETAI TTPOG TIG dIaTaEEIS Tou kKavoviopou (EE) 2016/425 kai TTpog Ta eUPWTTATKA EVAPHOVICHEVA
nipdturta EN 388:2016 +A1:2018, EN 1SO 21420:2020, ival &€ TTAVOPOIOTUTIO HE TO HECO ATOUIKAG
TIPOOTACIOC TTOU UTTOKeITal o€ e€€Taon TuTtou EE (Evétnta B, Mapdptnua V Tou Kavoviopou), He aplOpd
mioTortoInTIkou 032/2022/0458.02, ekd0BEVTOG ATTO TOV KOIVOTTOINHEVO OPYAVIOHO:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

Kal urtokelTal otn dladikaaia mou opiletal ato Mapdptnua VI (Evéotnta IN) Tou kavoviopou.

Y

Guido Van Duren

AleuBuvTAG - KavovioTiKa @¢pata
Director - Regulatory affairs
Ansell

Tomog: BpugéAleg
Huepopnvia: 2024/11/05



AHAQZH ZYMMOP®QZHZ EE

KataokeuaoTig

ANSELL HEALTHCARE EUROPE N.V.
RIVERSIDE BUSINESS PARK, BLOCK J
BOULEVARD INTERNATIONAL 55
B-1070 BRUSSELS

BELGIUM

ONAWVEl Pe aTTOKAEIOTIKE TOU €uBUVN 6Tl TO PHECO ATOUIKAG TTPOCTACIOG TTOU TTEPIYPAQPETAI KATWO!I:

HyFlex® 11-727

lMapaywyn mpoidvrwv amé: [2022/03/23] kai péxpi: [2024/11/04]

MEoO aTOWIKAG TIPOOTACIAG VIO TIPOOTACIA ATTO KIVOUVOUG
Katnyopia Il

EN388: 2016

4342B

OUHHOoPPWVETAI TTPOG TIG dIaTAEEIS Tou Kavoviopou (EE) 2016/425 kail TTpog Ta eUPWTTATKA EVAPHOVICHEVA
nipdturta EN 388:2016 +A1:2018, EN 1SO 21420:2020, ival &€ TTAVOPOIOTUTIO HE TO HECO ATOUIKAG
TIPOOTACIAC TTOU UTTOKeITal o€ e€€Taon TUTTou EE (Evétnta B, Mapdptnua V Tou Kavoviopou), He aplOpod
moTortoInTIkou 032/2022/0458, ekd0BEVTOG aTid TOV KOIVOTTOINHEVO OPYAVIOHO:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

Kal urtokelTal ot dladikaaia mou opiletal ato Mapdptnua VI (Evotnta IN) Tou kavoviopou.

2 =

Guido Van Duren

A1guBuvTng - KavovioTikd @¢paTa
Director - Regulatory affairs
Ansell

Tomog: BpugéAdeg
Hupepopnvia: 2022/03/23



AHAQZH ZYMMOP®QZHZ EE

KatooKeuaoTig

ANSELL HEALTHCARE EUROPE N.V.
RIVERSIDE BUSINESS PARK, BLOCK J
BOULEVARD INTERNATIONAL 55
B-1070 BRUSSELS

BELGIUM

ONAWVEl Pe aTTOKAEIOTIKE TOU €uBUVN 6Tl TO PECO ATOUIKAG TTPOCTACIOG TTOU TTEPIYPAQPETAI KATWO!I:

HyFlex® 11-727

lMapaywyn mpoidvrwv amé: [2019/03/14] kai uéxpi: [2022/03/22]

MEoO aTOWIKAG TIPOOTACIAG VIO TIPOOTACIA ATTO KIVOUVOUG
Katnyopia Il

EN 388

4342B

OUHHOP@WVETAI TTPOG TIG dlaTdEelg Tou kavoviopou (EE) 2016/425 kai TTpog Ta eUPWTTATKA EVAPHOVIGHEVA
nipoTuTta EN 388:2016, EN 420:2003 + A1:2009, gival € TTAVOHOIOTUTIO HE TO HECO ATOHIKNAG TIPOOTACIOG
TToU UTtokeITal o€ e€étaon 1Urou EE (Evotnta B, Mapdptnua V Tou Kavoviopou), Je apiBué moTormoinTiKou
032/2019/0419.02, ekd0BEVTOG ATTO TOV KOIVOTTOINHEVO OPYOVIOHO:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

Kal urtokelTal ot dladikaaia mou opiletal ato Mapdptnua VI (Evéotnta IN) Tou kavoviopou.

e

Guido Van Duren

A1guBuvTng - KavovioTikd @¢paTa
Director - Regulatory affairs
Ansell

Tomog: BpugéAdeg
Hupepopnvia: 2019/03/14



AHAQZH ZYMMOP®QZHZ EE

KataoKeuaoTng

ANSELL HEALTHCARE EUROPE N.V.
RIVERSIDE BUSINESS PARK, BLOCK J
BOULEVARD INTERNATIONAL 55
B-1070 BRUSSELS

BELGIUM

ONAWVEI Pe aTTOKAEIOTIKE TOU €UBUVN 6Tl TO HECO ATOUIKAG TTPOCTACIOG TTOU TTEPIYPAPETAI KATWO!I:

HyFlex® 11-727

lMapaywyn mpoidviwv éwg: [2019/03/13]

MEoO aTOWIKAG TIPOOTACIAG VIO TIPOOTACIA ATTO KIVOUVOUG
Karnyopia I

OUMHop@WVETal TTPOG TIG dlaTdgelg Tou kavoviopou (EE) 2016/425 kail TTpog Ta eUPWTTATKA EVAPHOVIHEVA
mipoturta EN 420:2003 + A1:2009, gival € TTAVOHOIOTUTTO PE TO HECO QTOHIKNG TTPOCTACIAG TTOU UTTOKEITAI
o€ e¢éraon Tumou EK, pe apiBpud motomoinTtikou 032/2014/1226, ekd0BEVTOG ATTO TOV KOIVOTTOINHEVO
opyaviopo:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

Kal urtokelTal ot dladikaaia mou opiletal ato Mapdptnua VI (Evéotnta IN) Tou kavoviopou.

2=

Guido Van Duren

A1guBuvTng - KavovioTikd @¢paTa
Director - Regulatory affairs
Ansell

Tomog: BpugéAleg
Hpepopnvia: 2014/09/10



