EC AEKJIAPALUA 3A CbOTBETCTBUE

[MpoussoauTen

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

BELGIUM

JeKknapupa Ha CBOsi OTFTOBOPHOCT, Ye onucaHute no-gony JIMNcC:

HyFlex™11-423

lpoayktn, nponsseaenHu ot: [2026/03/17]

JTNC 3a ynoTtpeba cpelly puckose oT kateropus II

EN388: 2016 EN 407
4X32B XTXXXX

CbOTBETCTBA Ha pa3nopenbute Ha PernameHT (EC) 2016/425 n c EBponeinckutTe XxapMoHU3MpaHu
ctaHgaptv EN 388:2016 +A1:2018, EN407:2020 , EN ISO 21420:2020 n e naeHTtuyeH c JINC, kouto
ca npeaMeT Ha TunoBo u3nuTeaHe Ha EC (Moayn B, MpunoxeHne V Ha PernameHTa); CbC cepTudukar
HoMmep 032/2026/0129, ngageH ot HotuduumMpaHus opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

1 e NpeaMeT Ha npoueaypaTa, onvcaHa B Mpunoxenue VI (moayn C) Ha PernameHTa.

A

Guido Van Duren
Director — Regulatory affairs
Ansell

MsacTo: bprokcen
[Oata: 2026/03/17



EC AEKJIAPALUNA 3A CbOTBETCTBUE

MNpounssoauTen

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

BELGIUM

JAeKknapupa Ha CBOs OTFTOBOPHOCT, Ye onucaHute no-gony JIMNcC:

HyFlex® 11-423

lpoayktn, nponssegenn ot: [2024/06/24] n go: [2026/03/16]

JTNC 3a ynoTtpeba cpelly puckose oT kateropus II

EN388: 2016 EN 407
4X32B X1IXXXX

CbOTBETCTBA Ha pasnopenbute Ha PernameHT (EC) 2016/425 n c EBponeinckutTe XxapMoHU3MpaHu
ctaHgaptv EN 388:2016 +A1:2018, EN407:2020 , EN ISO 21420:2020 n e naeHTtuuyeH c JINC, kouto
ca npeaMeT Ha Tunoso m3nuteaHe Ha EC (Moayn B, MpunoxeHne V Ha PernameHTa); cbC cepTudukar
HoMmep 032/2021/1224.02, n3pgageH oT HoTuduumpaHns opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

1 e NpeaMeT Ha npoueaypaTa, onvcaHa B Mpunoxenue VI (moayn C) Ha PernameHTa.

e

Guido Van Duren
Director — Regulatory affairs
Ansell

MsacTo: bprokcen
[Oata: 2024/06/24



EC AEKJIAPALIUA 3A CbOTBETCTBUE

[MpoussoauTen

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

BELGIUM

JeKnapupa Ha CBOSl OTTOBOPHOCT, Ye onuncaHute no-agony JIMC:

HyFlex® 11-423

lpoayktn, nponssegenu ot: [2021/11/19] n go: [2024/06/23]

JINC 3a ynoTtpeba cpelly puckose oT kaTeropus III

EN388: 2016 EN 407
4X32B X1IXXXX

CbOTBETCTBA Ha pasnopenbute Ha PernameHT (EC) 2016/425 n c EBponeinckutTe XxapMoHU3MpaHu
ctaHgaptv EN 388:2016 +A1:2018, EN407:2020 , EN ISO 21420:2020 n e naeHTtuyeH c JINC, kouto
ca npeaMeT Ha Tunoso m3nuteaHe Ha EC (Moayn B, MpunoxeHne V Ha PernameHTa); cbC cepTudukar
HoMmep 032/2021/1224, n3papneH ot HotuduumMpaHus opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

N e npeaMeT Ha npoueayparta, onucaHa B lMpunoxenue VIII (moayn D) ot PernameHTa noa Haasopa
Ha HoTudumumpaHns oprax:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE

W BELGIUM

Guido Van Duren
Director — Regulatory affairs
Ansell

MsacTo: bprokcen
[Oata: 2021/11/19



EC AEKJIAPALUNA 3A CbOTBETCTBUE

[MpoussoauTen

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

BELGIUM

JAeKknapupa Ha CBOs OTFTOBOPHOCT, Ye onucaHute no-gony JIMNC:

HyFlex® 11-423

lpoayktn, nponssegenu ot: [2018/12/06] n pgo: [2021/11/18]

JINC 3a ynoTtpeba cpelly puckose oT kaTeropus III
EN 388 EN 407

=
%

4X32B X1IXXXX

CbOTBETCTBA Ha pasnopenbute Ha PernameHT (EC) 2016/425 n c EBponeickutTe XxapMOHU3MpaHu
ctaHgaptv EN 388:2016, EN 407:2004, EN 420:2003 + A1:2009 un e naeHTtuuyeH c JIMNC, kouTo ca
npeameT Ha TMNoBo usnuteaHe Ha EC (Moayn B, MpunoxeHne V Ha PernameHTa); CbC cepTudukat
Homep 032/2018/2095, nspaneH ot HoTudmumMpaHns opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

N e NnpeaMeT Ha npoueaypaTta, onucaHa B Mpunoxerue VII (mogyn C2) ot PernameHTa noa Haa3opa
Ha HoTuduumpaHmsa opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE

W BELGIUM

Guido Van Duren
Director — Regulatory affairs
Ansell

MsacTo: bprokcen
[Oata: 2018/12/06



EC AEKJIAPALNA 3A CbOTBETCTBUE

[MpoussoguTen

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

BELGIUM

AeKnapuvpa Ha CBOS OTFOBOPHOCT, Ye onucaHute no-gony JIMNc:

HyFlex® 11-423

lpoayktn, npousseaexn go: [2018/12/05]

JINC 3a ynoTtpeba cpelly puckose oT kaTeropus III
EN 388 EN 407

(=
E &

4332 X1IXXXX

CbOTBETCTBA Ha pasnopenbute Ha PernameHT (EC) 2016/425 n c EBponeinckutTe XapMOHU3MpaHu
ctaHgaptv EN 388:2003, EN 407:2004, EN 420:2003 + A1:2009 un e naeHTtuyeH c JINC, kouTo ca
npeaMeT Ha TMNOBO M3nuTBaHe Ha EO; cbe cepTudmkat Homep 032/2014/1273, nsganeH ot
HoTudunumpaHmsa opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

n e NpeaMeT Ha npoueaypaTta, onucaHa B lNpunoxenue VII (moayn C2) oT PernameHTa noa Haa3opa
Ha HoTuduumpaHus oprax:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIINAARDE

W BELGIUM

Guido Van Duren
Director — Regulatory affairs
Ansell

MsacTo: bprokcen
JaTa: 2014/09/18



