EC OEKNAPALNA 3A CbOTBETCTBUE

MpoussoguTen

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

BELGIUM

AeKrapupa Ha CBOSi OTTOBOPHOCT, Ye onucaHuTe no-gony J1MC:

AlphaTec® 55-308

lpodykmu, npouseedeHu om: [2022/03/07]

JIMNC 3a ynotpeba cpeLuy puckoe oT kateropus 11

EN ISO 374-5

VIRUS

2016

CbOTBETCTBA Ha pasnopenduTte Ha PernamenT (EC) 2016/425 n ¢ EBponeicknte XxapMOHU3MpaHu
ctangapTth EN ISO 21420:2020, EN 1SO 374-5:2016 v e ngeHtnyeH c JIMNC, kouto ca npegMeT Ha TUMOBO
nsnuteaHe Ha EC (Moayn B, MpunoxeHue V Ha PernameHTa); cbe cepTudmkat Homep 032/2022/0349,
n3gageH ot Hotndpmumpanmna oprax:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

1 e NpeaMeT Ha npoueaypaTta, onucana B Mpunoxenwve VIII (mogyn D) ot PernameHTa nog Hagsopa Ha
Hotndmumpanms opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

2 =

Guido Van Duren
Director — Regulatory affairs
Ansell

MacTo: bptokcen
Jarta: 2022/03/07



EC OEKNAPALNA 3A CbOTBETCTBUE

MpounssoauTen

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

BELGIUM

AeKrapupa Ha CBOSi OTTOBOPHOCT, Ye onucaHuTe no-gony J1MC:

AlphaTec® 55-308

lMpodykmu, npoussedeHu om: [2019/07/31] u do: [2022/03/06]

JIMNC 3a ynotpeba cpeLuy puckoe oT kateropus 11

EN 1SO 374-1:2016
TYPEA

KLMNPT

JKLOPT

CbOTBETCTBA Ha pa3nopeadute Ha PernamenT (EC) 2016/425 n ¢ EBponeiickute XxapMOHU3MpaHm
ctaHgapTv EN ISO 374-1:2016 Type A (KLMNPT) u e naeHtnden c JNC, kouTo ca npeameT Ha TUNOBO
nsnuteaHe Ha EC (moayn B, MpunoxeHue V Ha PernamenTa); cbe ceptudpmkaT Homep 032/2019/0843,
nsgageH ot HotudpuumpaHusa opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

1 e NpeaMeT Ha npoueaypaTta, onucana B Mpunoxenue VIII (mogyn D) ot PernameHTa noa Hagsopa Ha
HoTtudmumpanua opram:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

Y

Guido Van Duren
Director — Regulatory affairs
Ansell

MacTo: bptokcen
HaTta: 2019/07/31



EC OEKNAPALNA 3A CbOTBETCTBUE

MpounssoauTen

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

BELGIUM

AeKrapupa Ha CBOSi OTTOBOPHOCT, Ye onucaHuTe no-gony J1MC:

AlphaTec® 55-308

lMpodykmu, npouseedeHu om: [2019/05/07] u do: [2019/07/30]

JIMNC 3a ynotpeba cpeLyy puckose oT kKaTeropus |

EN 1SO 374-1:2016
TYPEA

KLMNPT

JKLOPT

CbOTBETCTBA Ha pa3nopeadute Ha PernamenT (EC) 2016/425 n ¢ EBponeiickute XxapMOHU3MpPaHm
ctaHgapTv EN ISO 374-1:2016 Type A (KLMNPT) u e naeHtnden c JNC, koo ca npeameT Ha TUNOBO
nsnuteaHe Ha EC (moayn B, MpunoxeHue V Ha PernamenTa); cbe ceptudpmkaT Homep 032/2019/0843,
nspageH ot HotudpmumpaHna opran:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

1 e NpeaMeT Ha npoueayparta, onucana B MNpunoxexue VIl (mogyn D) ot PernamenTta nog Haasopa Ha
Hotudmumpanua opras:

BSI (0086)
KITEMARK COURT DAVY AVENUE KNOWLHILL
MILTON KEYNES MK5 8PP UNITED KINGDOM

2=

Guido Van Duren
Director — Regulatory affairs
Ansell

MacTo: bptokcen
HaTta: 2019/05/07



EC OEKNAPALNA 3A CbOTBETCTBUE

MpoussoguTen

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

BELGIUM

AeKrapupa Ha CBOS OTTOBOPHOCT, Ye onucaHuTe no-gony J1MC:

AlphaTec® 55-308

lpodykmu, npoussedeHu 0o: [2019/05/06]

JIMNC 3a ynotpeba cpelyy puckose oT KaTeropus |
EN 374 EN 374 EN 388

ACJKL 3101

CbOTBETCTBA Ha pasnopenodute Ha PernamenT (EC) 2016/425 n ¢ EBponeiicknte XapMOHU3MPaHW
ctanHgapTti EN 374:2003, , EN 388:2003 u e ngeHtun4eH c JIMNC, kouto ca NnpeameT Ha TUMOBO U3NUTBaHE
Ha EO; cbc ceptudpmkat Homep 03213891, nsgageH ot HotmdmumpaHmsa opraH:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

1 e npegMmeT Ha npoueayparta, onncaHa B Mpunoxexue VIl (mogyn D) ot PernameHnTta nog Hagsopa Ha
HoTudmumpanua opram:

BSI (0086)
KITEMARK COURT DAVY AVENUE KNOWLHILL
MILTON KEYNES MK5 8PP UNITED KINGDOM

S

Guido Van Duren
Director — Regulatory affairs
Ansell

MacTo: bptokcen
HaTta: 2013/12/12



