EC AEKJTAPALNA 3A CbOTBETCTBUE

Mpounssogurten

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

BELGIUM

OeKJlapupa Ha CBOSI OTFTOBOPHOCT, Ue onncaHuTte no-gony JIMNC:

HyFlex® 11-727

MNpoaykTu, npounssegeHu ot: [2024.11.05]

JIMNC 3a ynoTtpeba cpelly puckose oT Kateropwugd Il

EN388: 2016

4342B

CbOTBETCTBa Ha pa3nopenb6uTte Ha PernameHT (EC) 2016/425 u c EBponenckurte
XapMoHusnpaHum ctaHgapt EN 388:2016 +A1:2018, EN ISO 21420:2020 1 e NOeHTUYEH C
JIMC, konto ca npegMeT Ha TUNOBO n3nuTeaHe Ha EC (Moayn B, NMpuno>xxeHue V Ha

PernaMeHTa); cbc cepTtucdukaTt Homep 032/2022/0458.02, uspageH ot HotuduumpaHums
opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M e npegMeT Ha npoueayparta, onucaHa B NMpunoxenue VI (Moayn C) Ha PernaMeHTa.

2 =

Guido Van Duren
Director - Regulatory affairs
Ansell

MsacTo: bplokcen
OaTta: 2024.11.05



EC AEKJTAPALNA 3A CbOTBETCTBUE

Mpounssogurten

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

BELGIUM

OeKJlapupa Ha CBOS1 OTFTOBOPHOCT, Ue onncaHuTte no-gony JIMNC:

HyFlex® 11-727

Mpoayktun, npomnssegeHun ot: [2022.03.23] n go: [2024.11.04]

JINC 3a ynoTpeba cpelly puckose oT Kateropwus Il

EN388: 2016

4342B

CbOTBETCTBA Ha pa3nopenbuTte Ha PernameHT (EC) 2016/425 n c EBponenckurte
XapMoHusnpaHum ctaHgapt EN 388:2016 +A1:2018, EN ISO 21420:2020 1 e NOEHTUYEH C
JIMNC, Konto ca npegMeT Ha TUNOoBO n3snuteaHe Ha EC (moayn B, NMpuno>xxeHne V Ha

PernaMeHTa); cbc ceptucdukaTt Homep 032/2022/0458, uspapeH ot HotudunumpaHums
opras:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M e npegMeT Ha npoueayparta, onucaHa B MNMpunoxenue VI (Moayn C) Ha PernameHTa.

Y

Guido Van Duren
Director - Regulatory affairs
Ansell

MacTo: bplokcen
OaTa: 2022.03.23



EC AEKNTAPALNA 3A CbOTBETCTBUE

Mpoussogurten

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

BELGIUM

OeKJlapupa Ha CBOSI OTFTOBOPHOCT, Ue onncaHuTte no-gony JIMNC:

HyFlex® 11-727

Mpoayktu, npounssegeHu ot: [2019.03.14] n go: [2022.03.22]

JIMNC 3a ynotpeba cpelly puckose oT Kateropwugd Il
EN 388

4342B

CbOTBETCTBa Ha pa3nopenb6uTte Ha PernameHT (EC) 2016/425 u c EBponenckurte
XapMoHu3upaHu ctaHpgapt EN 388:2016, EN 420:2003 + A1:2009 1 e upeHtuueH c JIMNC,
KOUTO ca npegMeT Ha TMNoBo usnuteaHe Ha EC (Moayn B, NMpuno>xeHne V Ha PernameHTa);
cbc cepTudmKat Homep 032/2019/0419.02, nspaneH ot HotnduumpaH1a opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M e npegMeT Ha npoueayparta, onucaHa B MNMpunoxenue VI (Moagyn C) Ha PernameHTa.

z =

Guido Van Duren
Director - Regulatory affairs
Ansell

MsacTo: bplokcen
OaTta: 2019.03.14




EC AEKJTAPALNA 3A CbOTBETCTBUE

MpounssoguTten

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

BELGIUM

LeKJlapupa Ha CBOS1 OTFTOBOPHOCT, Ue onncaHuTte no-gony JIMNC:

HyFlex® 11-727

MNpoayktu, npounssegeHu go: [2019.03.13]

JIMNC 3a ynotpeba cpelly puckose oT Kateropwugd Il

CcbOTBeTCTBa Ha pa3nopenobuTte Ha PernameHT (EC) 2016/425 n c EBponenckurte
XapMoHu3upaHu ctaHpapt™ EN 420:2003 + A1:2009 un e npeHtuueH c JINC, kouto ca
npeaMeT Ha TUNOBO M3nuTBaHe Ha EO; cbec cepTudukat HoMep 032/2014/1226, uspaneH
oT HoTndunumnpaHusa opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M e npeagMeT Ha npoueayparta, onncaHa B MNMpunoxeHue VI (Mmogyn C) Ha PernameHTa.

S

Guido Van Duren
Director - Regulatory affairs
Ansell

MacTo: bplokcen
OaTa: 2014.09.10



