AHAQZH ZYMMOP®Q2HZ EE

KaTaokeuaoTnc

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

BELGIUM

ONAWVEI e anokAEIOTIKN Tou €uBUVN OTI TO HECO ATOUIKNG NPOCTACIAC NOU NEPIYPAPETAl KATWO!:

HyFlex™ 11-727

Mapaywyn npoiovrwv ano: [2026/07/20]

MEoo aToWIKNG NPOOTACIAC YId NPOCTACia ano KivoUVoug
Katnyopia II

EN388: 2016

4X42C

OUMHOPPWVETAl NPog TIG dIaTA&eIC Tou kavoviopou (EE) 2016/425 kai npog Ta eupwnaika evapUovIoPEVa
npoTuna EN 388:2016 +A1:2018, EN ISO 21420:2020+A1:2024, €ival d€ NavopoIOTUNO L€ TO HECO
aTOMIKNC NPOaTaaciac nou unokerTal o eE€taon TUnNou EE (EvoTtnTa B, Mapdptnua V Tou kavoviouou),
ME apiBuo mioTonoinTikou 032/2026/0403, ekd0BEVTOC anod TOV KOIVOMOINKUEVO OpyavIoUO:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

Kal unokerral atn diadikacia nou opiletal oo Mapaptnua VI (EvotnTa M) Tou kavoviopou.

e

Guido Van Duren

AlguBuvTnG - KavovioTika Ogpata
Director - Regulatory affairs
Ansell

Tonog: Bpu&eAeg
Huepopnvia: 2026/07/20



AHAQZH ZYMMOP®Q2HZ EE

KaTaokeuaoTnc

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

BELGIUM

ONAWVEI e anokKAEIOTIK Tou €uBUVN OTI TO HECO ATOUIKNG NPOCTACIAC NOU NEPIYPAPETAl KATWO!:

HyFlex® 11-727

Mapaywyn npoiovtwv ano: [2024/12/05] kai pexpi: [2026/07/19]

MEoo aToWIKNG NPOOTACIAC YId NPO0TACia ano KivoUvVoug
Katnyopia II

EN388: 2016

4X42B

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 unokerral atn diadikacia nou opiletal oo Mapaptnua VI (EvotnTa M) Tou kavoviouou.

Y

Guido Van Duren

AlguBbuvTnG - KavovioTika Ogpata
Director - Regulatory affairs
Ansell

Tonog: Bpu&eAeg
Huepounvia: 2024/12/05



AHAQZH Z2YMMOP®Q2HZ EE

KaTaokeuaoTnc

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

BELGIUM

ONAWVEI UE anokAEIoTIKR Tou €uBUvVn OTI TO HECO ATOUIKNG NPOCTACIAC NOU NEPIYPAPETAl KATWO!:

HyFlex® 11-727

Mapaywyn npoiovrwv ano: [2024/11/05] kai uexpi: [2024/12/04]

MEoo aToWIKNG NPOOTACIAC YId NPOCTACia ano KivoUVoug
Katnyopia II

EN388: 2016

4342B

OUMMOPPWVETAI NPog TIG dIaTA&EIC Tou kavoviopou (EE) 2016/425 kai npog Ta eupwnaika evapuovIoPEVa
npoTuna EN 388:2016 +A1:2018, EN ISO 21420:2020, sival e navopoIOTUNO KE TO JECO ATOMIKNAG
npooTaciag nou unokeiTal o€ €€taon Tunou EE (EvotnTa B, Mapaptnua V Tou kavoviopou), Je apiBuo
noTonoinTikoU 032/2022/0458.02, ekd0BEVTOC and Tov KOIVOMOINUEVO OpYavICHO:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

Kal unokerral atn diadikacia nou opiletal oo Mapaptnua VI (EvotnTa M) Tou kavoviouou.

S

Guido Van Duren

AlguBbuvTnG - KavovioTika @gpata
Director - Regulatory affairs
Ansell

Tonog: Bpu&eAeg
Huepopnvia: 2024/11/05



AHAQZH ZYMMOP®Q2HZ EE

KaTaokeuaoTnc

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

BELGIUM

ONAWVEI e anokAEIOTIKN Tou €uBUVN OTI TO HECO ATOUIKNG NPOCTACIAC NOU NEPIYPAPETAl KATWO!:

HyFlex® 11-727
Mapaywyn npoiovtwv ano: [2022/03/23] kai pexpi: [2024/11/04]

MEoo aToWIKNG NPOOTACIAC Yid NPOoTACia ano KivoUvVoug
Katnyopia II

EN388: 2016

(=

S
4342B

OUMMOPP®VETAI NPog TIG dIaTAEEIC Tou kavoviopou (EE) 2016/425 kai npog Ta eupwnaika evapuovIoHEVA
npoTuna EN 388:2016 +A1:2018, EN ISO 21420:2020, sival e navopoIOTUNO PE TO JECO ATOMIKNAG
npooTaciag nou unokeiTal os eEgTaon Tunou EE (EvoTtnTa B, MapdpTnua V Tou kavoviopou), e apiBpo
noTonoinTikou 032/2022/0458, ekd0BEVTOC and Tov KOIVOMOINKEVO OPYAVIOHO:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

Kal unokerral atn diadikacia nou opiletal oo Mapaptnua VI (EvotnTa M) Tou kavoviouou.

S

Guido Van Duren

AlguBuVTNG - KavoviaTika OgpaTa
Director - Regulatory affairs
Ansell

Tonog: Bpu&eAeg
Huepounvia: 2022/03/23



AHAQZH Z2YMMOP®Q2HZ EE

KaTaokeuaoTng

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

BELGIUM

ONAWVEI PE anOKAEIOTIKN Tou EuBUVN OTI TO ECO ATOWMIKNAG NPOCTACIAG NMOU NEPIYPAPETAl KATWOI:

HyFlex® 11-727
Mapaywyn npoiovrwv ano: [2019/03/14] kai uexpi: [2022/03/22]

MEoo aToWIKNG NPOOTACIAC YId NPOoTACia ano KivoUVoug
Katnyopia II

EN 388

4342B

OUMHOPPWVETAl NPog TIG dIaTAEEIC Tou kavoviopoU (EE) 2016/425 kai npog Ta eupwnaika evapUovIoPEVa
npoTuna EN 388:2016, EN 420:2003 + A1:2009, sival &€ NavopolOTUNO HE TO PECO ATOMIKNG
NpOOTACIAG Nou UnokeiTal og eE€Taon TUNou EE (EvoTtnTa B, NMapdpTtnua V Tou Kavoviopou), Je apiBuo
nioTonoinTikoU 032/2019/0419.02, ekd0BEVTOC and ToV KOIVOMOINKUEVO OpYavICHO:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

Kal unokerral atn diadikacia nou opiletal oo Mapaptnua VI (EvotnTa M) Tou kKavoviopou.

y

Guido Van Duren

AlguBuUVTNG - KavovioTika OgpaTa
Director - Regulatory affairs
Ansell

Tonog: Bpu&eAeg
Huepopnvia: 2019/03/14



AHAQZH 2YMMOP®Q2HZ EE

KaTaokeuaoTng

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

BELGIUM

ONAWVEI PE anOKAEIOTIKN Tou euBUVN OTI TO ECO ATOUIKNAG NPOCTACIAG NMOU NEPIYPAPETAl KATWOI:

HyFlex® 11-727

Mapaywyn npoiovtwv ewc: [2019/03/13]

MEoo aToWIKNG NPOOTACIAC YId NPOCTACia ano KivoUVoug
Katnyopia II

OUMHOPPWVETAl NPog TIG dIaTAEeIC Tou kavoviopou (EE) 2016/425 kal Npoc Ta eupwndika eVapuUovIoPEVa
npotuna EN 420:2003 + A1:2009, €ival &€ NavopoIOTUMNO |E TO PJECO ATOMIKNAG NPOCTACIAC MOU UMNOKEITAl
ot €E€Taon TUNou EK, pe apiBud miotonoinTikou 032/2014/1226, ekd0BEVTOC and Tov KOIVOMOINUEVO
opyaviopo:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIIJNAARDE
BELGIUM

Kal unokerral otn diadikacia nou opiletal oo Mapaptnua VI (EvotnTa M) Tou kavoviouou.

e

Guido Van Duren

AlguBuUVTNG - KavovioTika OgpaTa
Director - Regulatory affairs
Ansell

Tonog: Bpu&eAeg
Huepopnvia: 2014/09/10



