OEKNAPALUUA COOTBETCTBUA CTAHOAPTAM EC

MpoussoauTenb

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

BELGIUM

3aaBnsieT No4 CBOK UCKTIOUUTESIbHYIO OTBETCTBEHHOCTb, UTO CN3, onucaHmnme KotToporo
npuBeneHoO HMXKe:

AlphaTec®38-612

Mpoaykuwus, narotasnmsaemas c: [2021/11/08]

CU3, npuMeHaeMble ana 3awmnTtbl oT KaTteropusa lll puckos

EN ISO 374-A1:2016 EN ISO 374-5:2016

EN388: 2016 Type

BCFLSPT
1010X

cooTBeTCTBYeT TpeboBaHUAM PernameHnTta (EBponenckoro Cotosa) 2016/425 u
ctaHpapToB EN 388:2016 +A1:2018, EN ISO 21420:2020, EN ISO 374-1:2016, EN ISO 374-
5:2016, a Takxxe ngeHtndyeH CU3, npoLuegLieMy TUNOBbI€ UCMbITAaHUA, YCTAHOBIEHHbIE
EBponenckum Coto3oM (MoayJsib B, npunoxeHune V PernamMeHTa); B COOTBETCTBUU C
cepTudmkatom Homep 032/2021/1159, BbiAAHHBIM HOTUDULIMPOBAHHBLIM OPraHOM:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M nogBepraeTcda npouenype, UsnoXKeHHom B npunoxxeHum VIl (mogynb C2) PernaMeHTa
nog KOHTPOJs1IeM HOTUMDULNPOBAHHOIO OpraHa:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE

W BELGIUM

Guido Van Duren

PykoBoauTtenb oThoesia HOpMaTUBHO-NMpaBoBoro perynupoBaHusa (Director - Regulatory affairs)
Ansell

MecTonono)xeHue: bproccenb
JdaTta: 2021/11/08



OEKNAPALUUA COOTBETCTBUA CTAHOAPTAM EC

MpoussoauTenb

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

BELGIUM

3aaBNngeT nog CBOK UCKIIOUYUTENbHYIO OTBETCTBEHHOCTb, UTO CUN3, onncaHue KoToporo
npmnBegeHoO HUXe:

AlphaTec® 38-612

Mpoaykuus, narotasamsaemas c: [2020/11/17] m go: [2021/11/07]1

CU3, npuMeHaeMble ana 3awmnTbl oT KaTteropusa lll puckos

EN I1SO 374-5:2016 E N 388 EN ISO 374-1:2016

Type A

BCFLPST
1010X

cooTBeTCTBYeT TpeboBaHUAM PernameHnTta (EBponenckoro Cotosa) 2016/425 u
ctanHpaptoB EN ISO 374-5:2016, EN 388:2016, EN 420:2003 + A1:2009, EN ISO 374-1:2016,
a TakXe npgeHtuyeH CU3, npowegLieMy TUNOBbI€ UCMbITAHNSA, YCTAHOBJIEHHbIE
EBponenckum Corwsom (Moaynb B, npunoxxeHmne V PernamMeHTa); B COOTBETCTBUU C
cepTudmnkaTtoMm HoMep 032/2018/0525.02, BblAaHHbIM HOTUDULIMPOBAHHbLIM OPraHOM:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

U nogBepraeTcs npoueaype, n3noXxXeHHom B npunoxxeHuu Vil (Mmogynb C2) PernaMeHTa
noa KOHTPOJs1IeM HOTUMULUNPOBAHHOIO OpraHa:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE

W BELGIUM

Guido Van Duren

PykoBoauTenb oThoesia HoOpMaTUBHO-NpaBoBoro perynuposaHusa (Director - Regulatory affairs)
Ansell

MecTononoxeHue: bproccenb
JdaTta: 2020/11/17



OEKNTAPALUUA COOTBETCTBUA CTAHOAPTAM EC

MpoussoauTenb

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

BELGIUM

3aaBnsieT Noa CBOK UCKIOUNTESIbHYIO OTBETCTBEHHOCTb, UTO CUN3, onncaHne KoToporo
npmnBegeHoO HUXe:

AlphaTec® 38-612

Mpoaykuusa, narotasamBaemas c: [2018/04/21] u go: [2020/11/16]

CU3, npuMeHaeMble ana 3awmnTtbl oT KaTteropusa lll puckos

EN IS:2016 E N 388 EN IS(1)_y2L7e4XI:2016
BCFLPST

1010X

cooTBeTCcTBYeT TpeboBaHMAM PernameHTta (EBponenckoro Coisa) 2016/425 u
ctaHpapToB EN ISO 374-5:2016, EN 388:2016, EN 420:2003 + A1:2009, EN ISO 374-1:2016,
a TakXe ngeHtuyeH C13, npowenLieMy TUNoBbI€ UCMbITAHNSA, YCTAaHOBJIEHHbIE
EBponenckum Coro3oM (Moaynb B, npunoxxeHune V PernaMeHTa); B COOTBETCTBUM C
cepTudmnkaTtom HoMep 032/2018/0525, BblAaHHbIM HOTUDULMPOBAHHbLIM OPraHOM:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

WU nogBepraeTcs npoueaype, n3noXxXeHHon B npunoxxeHuu Vil (Mmogynb C2) PernaMeHTa
noa KOHTPOJsIeEM HOTUMDULUNPOBAHHOIO OpraHa:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE

W BELGIUM

Guido Van Duren

PykoBoauTtenb oThoesia HOpMaTUBHO-NpaBoBoro perynupoBaHusa (Director - Regulatory affairs)
Ansell

MecTononoxeHue: bproccenb
[OaTa: 2018/03/19



OEKNTAPALUUA COOTBETCTBUA CTAHOAPTAM EC

MpoussoauTenb

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

BELGIUM

3aaBnsieT Noa CBOK UCKIOUNTENIbHYIO OTBETCTBEHHOCTb, UTO CUN3, onncaHne KoToporo
npmnBegeHoO HUXe:

ChemTek™ 38-612

Mpoaykuuns, nsaroraeansaemas go: [2018/04/20]

CU3, npnMeHaeMble ana 3awmnTbl oT KaTteropusa lll puckos
EN 388 EN 374 EN 374

1010 BCDFL

cooTBeTCTBYeT TpeboBaHuUAM PernameHTta (EBponenckoro Cotosa) 2016/425 u
ctanpapToB EN 388:2003, EN 420:2003 + A1:2009, EN 374:2003, , a TakK)Xe ngeHTU4YeH
CU3, npolwiegLieMy TUNOBbIE UCMbITaHUSA, YCTaHOBJIeHHble EBponenckmm CoBeTOM; B
COOTBETCTBUU C cepTUdUKaTtoM EBponenckoro Coseta Homep 032/2014/1580, BbiAaHHbIM
HOTUDPUNLUPOBAHHBIM OPraHOM:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M nogBepraeTca npouenype, UsnoXKeHHou B npunoxxeHum VIl (mogynb C2) PernaMeHTa
nog KOHTPOJsIeEM HOTUMDULUNPOBAHHOIO OpraHa:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE

W BELGIUM

Guido Van Duren

PykoBoauTenb oThoesia HoOpMaTUBHO-NMpaBoBoro perynupoBaHusa (Director - Regulatory affairs)
Ansell

MecTononioxeHue: bproccenb
JdaTta: 2014/11/19



