EC OEKJIAPAUWA BACBOTBETCTBMWE

MponM3BOOUTEDN

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

BELGIUM

JeKknapumpaHacBOA OTroOBOPHOCT,4Ye ONMUCAaHUTE NO-
nony JINC:

HyFlex™ 11-727

MMpoaykTtu, npomsaBengeH oT:[2026/07/20]

JITNTC 3aynoTtTpebacpewy puyucKkKoBe 0T
KaTeropwuwal

EN388: 2016

4X42C
cCboTBeTCTBaHapaa3dnopeadbuTte Ha PernamednT (EC)2016/425
M c EBponenMcCKUTE XapMOHU3IUPpaHU cTaHOoapTW ENS388:2016
+A1:2018, EN ISO 21420:2020+A1:2024 1 e uoeHTMYeH c JINIC,komnTO Ca
npeaoMeT Ha TUMNoBO M3anmutTeaHe Ha EC(mo oy n B,
MpunoxeHnmeVHaPernamMmeHTa)ycbc cepTUuDUKAaT HoOMEDP
032/2026/0403, » 3 nafdeH oT HoTudUMUMpPaAaHUA OPT aH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIUNAARDE
BELGIUM

LeagoypaTta,onmcaHa-BIllpunoxeHune Vi
eHTaAa.

Guido Van Duren
Director — Regulatory affairs
Ansell

MacTo:bptokcen
I aTa:2026/07/20



EC OEKJIAPAUWA BACBOTBETCTBMWE

MponM3BOOUTEDN

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

BELGIUM

JeKknapumpaHacBOA OTroOBOPHOCT,4Ye ONMUCAHUTE NO-
nony JINC:

HyFlex® 11-727

lMTpoayKkTu, npomi3BengeH oT:[2024/12/05] u [ o0:[2026/07/19]

JITNTC 3aynoTtTpebacpewy puyucKoOoBEe 0T
KaTeropwuwal

EN388: 2016

4X42B

cboTBeTCTBaHapas3nopenburTte Ha PernamednT (EC)2016/425
M cEBponenMcKUTE XapMOHU3IUPpaHU cTaHOoapTW ENS388:2016
+A1:2018, EN ISO 2142012020 M e uaoeHTUMYyeH CcJINNIC,konTo canpepgmeT
Ha TUNoBO M3nNnnuTBaHe Ha EC(mMmoaoynB llpunoxXxeHWeVHa
PernameHTa)cbc cepTUudDMUKaT HoMe p 032/2022/0458.03,
M3papeH oT HoTudbHMuuMpaHUa Oopr adH:

CENTEXBEL (0493)

TECHNOLOGIEPARK 70

B-9052 ZWIUNAARDE

BELGIUM
MenpeagMeT HanpoueagypaTa,onmcaHa BIllpunoxeHune Vi
(MoaoyncC HaPernameHTa

Guido Van Duren
Director — Regulatory affairs
Ansell

MacTo:bptokcen
IdaTa:2024/12/05



EC OEKJIAPAUWA BACBOTBETCTBMHWE

MponM3BOOAUTEDN

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

BELGIUM

JeKknapumpaHacBOA OTroOBOPHOCT,4Ye ONUCAaHUTE NO-
nony JINC:

HyFlex® 11-727

lMpoayKkKTu, npomi3BengeH oT:[2024/11/05] u [ 0:[2024/12/04]

JITNTC 3aynoTtTpebacpewy puMucKoOoBEe 0T
KaTtTeropwuall

EN388: 2016

4342B

cboTBeTCTBaHapas3nopenburTte Ha PernamednT (EC)2016/425
M c EBponenMcKMUTE XapMOHU3IUPpaHU cTaHOoapTW EN388:2016
+A1:2018, EN ISO 21420:2020 M e naoeHTU4YeH cJINNMC,konTo canpeameT
Ha TUnoBo ManutBaHe Ha EC(MmoaoynB lMpunoxeHMWeVHa
PernameHTa)cbc cepTUudDHUuKaT HoMe p 032/2022/0458.02,
M3papeH oT HoTudbHMuuMpaHUa Oopr adH:

CENTEXBEL (0493)

TECHNOLOGIEPARK 70

B-9052 ZWIUNAARDE

BELGIUM
MenpeagMeT HanpoueagypaTa,onmcaHa BIllpunoxeHue VI
(MoaoyncCHaPernameHTa.

Guido Van Duren
Director — Regulatory affairs
Ansell

MacTo:bptokcen
IdaTa:2024/11/05



EC OEKJIAPAUWA BACBOTBETCTBMWE

MponM3BOOAUTEDN

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

BELGIUM

JeKknapumpaHacBOA OTroBOPHOCT,4Ye ONUCAHUTE NO-
nony JINC:

HyFlex® 11-727

lMTpoayKkTu, npomi3BengeH oT:[2022/03/23] u [ 0:[2024/11/04]

JITNTC 3aynoTtTpebacpewy puMucKoOoBEe 0T
KaTeropwuwal

EN388: 2016

4342B
cboTBeTCTBaHapas3nopeadbuTte Ha PernamedHnT (EC)2016/425
M cEBponenMcKMUTE XapMOHU3IUPpaHU cTaHOapTW EN388:2016
+A1:2018, EN ISO 21420:2020 M e moeHTMUWYeHCIJINIC,konTOoO cCanpeagmMmeT
Ha TunoBo ManumtBaHe Ha EC(MmoaoynB lMpunoxeHMWeVHa
PernameHTa),cbc cepTunuduMuKaT HoMe p 032/2022/0458, u 3 paneH
oT HoTudDUuUuMpPaAaHMUA OPT aHtH

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIUJNAARDE
BELGIUM

uLegpypaTta,onmcaHa - BIllpunoxeHue Vi
eEHTaAa.

Guido Van Duren
Director — Regulatory affairs
Ansell

MacTo:bptkcen
I aTa:2022/03/23



EC OEKJIAPAUWA BACBOTBETCTBMWE

MpouM3BOOAUTEDN

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

BELGIUM

JeKknapuMmpaHacBOA OTroBOPHOCT,4Ye ONMUCAaHUTE NO-
pnony JIMNC:

HyFlex® 11-727

lMpoaykTu, npomi3BengeH  orT:[2019/03/14] u 1 o:[2022/03/22]

JITNTC 3aynoTtTpebacpewy puMucKkKoBEe 0T
KaTtTeropwuall

EN 388
4342B
cboTBeTCTBaHapasnopenbutTte Ha PernamednT (EC)2016/425
M c EBponenMcKUTEe XapMOHMU3IUPaAaHU cTaHApgapTMW EN388:2016, EN
420:2003 + A1:2009 M e opeHTUYeH CcJINC,KkonTo canpeagmMeT Ha
TunoBo ManumtBaHe Ha EC(moaynB llpunoxeHunueVHa
PernameHTa),cbc cepTudumkat Home p 032/2019/0419.02,
M3gapeHoT HoTudbuummpaHma opr aHt
CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIUNAARDE
BELGIUM
MenpeamMeT HanpoueagypaTa,onncaHaBIllpunoxeHueVl
(MoapgyncCHaPernameHTa

Guido Van Duren
Director — Regulatory affairs
Ansell

MacTo:bptokcen
I aTa:2019/03/14



EC OEKJIAPAUWA BACBOTBETCTBMWE

[fponvsBoOoOoMTERN

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

BELGIUM

JeKknapumpaHacBOA OTroBOPHOCT,4Ye ONMUCAaHUTE NO-
nony JINC:

HyFlex® 11-727

MMpoaykTtu, npomszBengeHu 4o:[2019/03/13]

JITNTC 3aynoTtTpebacpewy puycKkKoBEe 0T
KaTeropwuall

cbpoTBeTCTBaHapas3nopeadbuTte Ha PernamednT (EC)2016/425
M cEBponemMcCKUTE XapMOHMU3IMUPaAaHU cTaHZapTW EN420:2003 +
A1:2009 M e MoeHTUWYeHC CcJINMNC,koMTOoO canpeaMeT Ha TUNOBO
Mm3anntBaHe Ha EO;cbc cepTuudbmMukaT HomMme p 032/2014/1226
M3napeH oT HoTudbUuumMmpaHMsa opr atH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIUJNAARDE
BELGIUM

ueaoypaTta,onmMcaHaBIllpunoxXeHwue Vl
eHTa

Guido Van Duren
Director — Regulatory affairs
Ansell

MacTo:bptokcen
IdaTa:2014/09/10



