EC AEKJIAPALUUNA 3A CbOTBETCTBUE

NMpownssoauTen

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

BELGIUM

AeK/lapupa Ha CBOA OTrOBOPHOCT, Ye OonmMcaHnTe no-40sy Nnec:

HyFlex® 11-727

lpogykTu, nponssegeHu ot: [2022.03.23]

JIMNC 3a ynoTtpeba cpeLy puckose ot Kateropus II

EN388: 2016

4342B

CbOTBETCTBa Ha pa3nopeabute Ha PernameHT (EC) 2016/425 n ¢ EBponeiickuTe
XapMoHu3npaHu ctaHgapTv EN 388:2016 +A1:2018, EN ISO 21420:2020 1 e ngeHTNYEH ¢
NMNC, konTo ca npeaMeT Ha TUNOBO M3nuTeaHe Ha EC (moayn B, MNMpunoxeHwne V Ha
PernameHTa); cbc ceptudumkaT Homep 032/2022/0458, nspgaseH ot HotmeuuympaHumsa opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M e npegMeT Ha npoueayparta, onvcaHa B lMpunoxeHue VI (moayn C) Ha PernameHTa.

¥ =

Guido Van Duren
Director - Regulatory affairs
Ansell

Msicto: bprokcen
[aTta: 2022.03.23



EC AEKJIAPALUUNA 3A CbOTBETCTBUE

NMpownssoauTen

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

BELGIUM

AeK/lapupa Ha CBOA OTrOBOPHOCT, Ye OonmMcaHnTe no-40Jy nnec:

HyFlex® 11-727

lpoayktu, nponssegeHu oT: [2019.03.14] n go: [2022.03.22]

JIMNC 3a ynoTtpeba cpeLy puckose ot Kateropus II
EN 388

4342B

CbOTBETCTBa Ha pa3nopeab6buTe Ha PernameHT (EC) 2016/425 v ¢ EBponevickuTe
XapMoHu3unpaHu ctaHgaptn EN 388:2016, EN 420:2003 + A1:2009 n e ngeHtunyeH c JIMNc,
KOUTO Ca NpeaMeT Ha TUNnoBo usnmteaHe Ha EC (moayn B, NpunoxeHwne V Ha PernameHTa);
CbC cepTudumkat Homep 032/2019/0419.02, nspgapeH ot HotueumnumpaHms opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M e npegMeT Ha npoueaypaTta, onvcaHa B lMpunoxeHue VI (moayn C) Ha PernameHTa.

Y

Guido Van Duren
Director - Regulatory affairs
Ansell

Msicto: bptrokcen
AaTta: 2019.03.14



EC AEKJIAPALUUNA 3A CbOTBETCTBUE

NMpownssoauTen

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

BELGIUM

AeKnapupa Ha cBo OTFOBOPHOCT, Ye onncaHuTe no-gony JIMcC:

HyFlex® 11-727

lpogykTu, nponssegeHu go: [2019.03.13]

JTMNC 3a ynoTpeba cpeLy puckose ot Kateropus II

CbOTBETCTBA Ha pa3nopenbute Ha PernameHT (EC) 2016/425 n ¢ EBponenckuTte
XapMoHu3snpaHu ctaHgapT EN 420:2003 + A1:2009 n e naeHTtnueH c JIMNC, kouTo ca npeamer
Ha TUMOBO U3nNuTBaHe Ha EO; cbc cepTndukat Homep 032/2014/1226, nspapeH ot
HoTnéwunumpaHms opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

” e NnpeaMeT Ha nNpoLleaypaTa, onuncaHa B lpunoxeHue VI (moayn C) Ha PernameHTa.

i

Guido Van Duren
Director - Regulatory affairs
Ansell

MscTo: bptokcen
[aTta: 2014.09.10



