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, onucaHmne KotToporo
npuBeneHoO HMXe:

AlphaTec® 87-085

Mpoaykuus, narotasnmsaemas c: [2024/10/04]

CU3, npuMeHaeMble ana 3awmnTbl oT KaTteropusa lll puckos

EN ISO 374-1:2016 EN I1SO 374-5:2016

EN388: 2016 Type B
KLT

1010X

cooTBeTCTBYeT TpeboBaHUAM PernameHnTta (EBponenckoro Cotosa) 2016/425 u
ctaHpapToB EN 388:2016 +A1:2018, EN ISO 374-1:2016, EN ISO 374-5:2016, a TakXXe
maoeHTUueH CN3, npollealemMy TUMNOBbIE UCTMbITaHUA, YCTAaHOBJIEHHble EBpOonenckmnm
Corw3oM (Moaynb B, npunoxeHue V PernamMeHTa); B COOTBETCTBUMU C cepTUDUKATOM HOMeEP
032/2024/0535, BbiAaHHLIM HOTUMULUPOBAHHLIM OPraHoOM:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M noaBepraeTcsa npouenype, nsnoXXeHHomn B npunoxeHuu VIll (mopynb D) PernameHTa nop,
KOHTPOJZIEM HOTUMDULUNPOBAHHOIO OpPraHa:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE

W BELGIUM

Guido Van Duren

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

MecTononoxeHue: bproccenb
JaTta: 2024/10/04



OEKNTAPALUUA COOTBETCTBUA CTAHOAPTAM EC

MpoussoauTenb

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

BELGIUM

3aaBisieT No4 CBOK UCKTIOUUTESIbHYIO OTBETCTBEHHOCTb, UTO CN3, onucaHmne KotToporo
npuBeneHoO HMXe:

AlphaTec® 87-085

Mpoaykuwus, narotasinBaemas c: [2022/03/04] n no: [2024/10/03]

CU3, npuMeHaeMble ana 3awmnTbl oT KaTteropusa lll puckos

EN ISO 374-1:2016 EN I1SO 374-5:2016

EN388: 2016 Type B
KLT

2010X

cooTBeTCTBYeT TpeboBaHnAM 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 TakXKe ngeHtuueH CU3, npowiealiemMy TMNOBbIE UCMbITAHUSA, YCTAHOBJIEHHbIE
EBponenckum Coro3oM (Moaysib B, npunoxeHune V PernamMeHTa); B COOTBETCTBUU C
cepTudmnkatom HoMep 032/2022/0331, BbiAaHHbIM HOTUDULIMPOBAHHBIM OPraHOM:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M noaBepraercsa npouenype, nsnoXXeHHomn B npunoxeHuu VIl (mopynb D) PernameHTa nop,
KOHTpPOJIEM HOTUMDULUNPOBAHHOIO OpPraHa:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE

W BELGIUM

Guido Van Duren

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

MecTononoxeHue: bproccenb
[daTta: 2022/03/04



OEKNAPALUUA COOTBETCTBUA CTAHOAPTAM EC

MpoussoaguTenb

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

BELGIUM

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

AlphaTec® 87-085

Mpoaykuus, naroraeinBaemas c: [2021/04/09] v no: [2022/03/03]

CU3, npuMeHaeMble ana 3awmnTtbl oT KaTteropusa lll puckos

EN ISTOng4é'I:2016 EN IS:201G EN 388
KLT
2010X

cooTBeTCcTBYeT TpeboBaHUAM PernameHTa (EBponenckoro Coiosa) 2016/425 u
ctaHpapToB EN ISO 374-1:2016, EN ISO 374-5:2016, EN 388:2016, EN 420:2003 + A1:2009,
a TakXe npgeHtuyeH CU3, npowegLieMy TMNoBbI€ UCMbITAHNSA, YCTAHOBJIEHHbIE
Esponenckum Coro3oM (Moaynb B, npunoxxeHune V PernaMeHTa); B COOTBETCTBUM C
cepTudmkatom Homep 032/2019/0079.03, BbiAaHHbIM HOTUDULUPOBAHHBIM OPraHoOM:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M noaBepraeTca npouenype, U3noXXeHHomn B npunoxeHuu VIll (mopynb D) PernamMmeHTa nop,
KOHTPOJIEM HOTU(DPULMPOBAHHOIO OpraHa:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE

W BELGIUM

Guido Van Duren

PykoBoautenb oThoesla HOpMaTUBHO-NpaBoBoro perynupoBaHusa (Director - Regulatory affairs)
Ansell

MecTononoxeHue: bproccenb
[OaTa: 2021/04/09



OEKNAPALUUA 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:

AlphaTec® 87-085

Mpoaykuus, narotaeamneaemas c: [2021/01/11] u go: [2021/04/08]

CU3, npuMeHaeMble ana 3awmnTtbl oT KaTteropusa lll puckos

EN ISTOng4é1:2O16 EN IS:2016 EN 388
KLT
2010X

cooTBeTCTBYeT TpeboBaHMAM PernameHnTta (EBponenckoro Cotosa) 2016/425 u
ctanHpaptoB EN ISO 374-1:2016, EN ISO 374-5:2016, EN 388:2016, EN 420:2003 + A1:2009,
a TakXe ngeHtuyeH CU3, npowlegLieMy TUNoBbI€ UCMbITAHNA, YCTAHOBJIEHHbIE
Esponenckum Corwsom (Moaynb B, npunoxxeHne V PernamMeHTa); B COOTBETCTBUU C
cepTudmkatom Homep 032/2019/0079.02, BbiAaHHbIM HOTUDULUPOBAHHBIM OPraHoOM:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M noaBepraeTcsa npouenype, N3noXXeHHomn B npunoxeHuu VIll (mopynb D) PernameHTa nop,
KOHTPOJIEM HOTU(DPULMPOBAHHOIO OpraHa:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE

W BELGIUM

Guido Van Duren

PykoBoautenb oThoesia HopMaTUBHO-NMpaBoBoro perynupoBaHusa (Director - Regulatory affairs)
Ansell

MecTononoxeHue: bproccenb
JdaTa: 2021/01/11



OEKNTAPALUUA COOTBETCTBUA CTAHOAPTAM EC

MpoussoauTenb

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

BELGIUM

3aaBnseT Nnoa CBOK UCKIOUNTESIbHYIO OTBETCTBEHHOCTb, UTO CUN3, onncaHne KoToporo
npmnBegeHoO HUXe:

AlphaTec® 87-085

Mpoaykuus, narorasanBaemas c: [2019/07/31] u po: [2021/01/10]

CU3, npnMeHaeMble ana 3awmnTtbl oT KaTteropusa lll puckos

EN ISTOng4é'I:2O16 EN IS:2016 EN 388
KLT
2010X

cooTBeTCTBYeT TpeboBaHUAM PernameHnTta (EBponenckoro Cotosa) 2016/425 u
ctaHpaptoB EN ISO 374-1:2016, EN ISO 374-5:2016, EN 388:2016, EN 420:2003 + A1:2009,
a TakXXe npgeHtuyeH CU3, npowleglieMy TUNoBble UCTbITAaHNSA, YCTAHOBJIEHHbIE
EBponenckum Coro3oM (Moaysib B, npunoxeHune V PernamMeHTa); B COOTBETCTBUU C
cepTudmnkatom Homep 032/2019/0079, BblAAHHBIM HOTUMDULUPOBAHHBLIM OPraHOM:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M noaBepraeTcsa npouenype, N3noXXeHHoun B npunoxeHuu VIll (mopynb D) PernameHTa nop,
KOHTpPOJZIEM HOTUMDULUNPOBAHHOIO OpraHa:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE

W BELGIUM

Guido Van Duren

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

MecTononioxeHue: bproccenb
JdaTta: 2019/07/31



OEKNAPALUUA COOTBETCTBUA CTAHOAPTAM EC

MpousBopguTenb

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

BELGIUM

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

AlphaTec® 87-085

Mpoaykuus, narotasamBaemas c: [2019/07/25] u no: [2019/07/30]

CU3, npuMeHaeMble ana 3awmnTtbl oT KaTteropusa lll puckos

EN Is%gz4é'l:2016 EN IS:2016 EN 388
KLT
2010X

cooTBeTCTBYeT TpeboBaHnAM PernameHnTta (EBponenckoro Cotosa) 2016/425 u
ctanHpaptoB EN ISO 374-1:2016, EN ISO 374-5:2016, EN 388:2016, EN 420:2003 + A1:2009,
a TakXe npeHtuyeH CU3, npowleglieMy TUNoBble UCMbITAaHUA, YCTAaHOBJIEHHbIE
EBponenckum Coro3oM (Moaysib B, npunoxeHune V PernamMeHTa); B COOTBETCTBUU C
cepTudmnkatom Homep 032/2019/0079, BblAAHHBLIM HOTUMDULUPOBAHHBLIM OPraHOM:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M noaBepraeTcsa npouenype, N3noXXeHHomn B npunoxeHuu VIll (mopynb D) PernameHTa nop,
KOHTpPOJZIEM HOTUMPULUNPOBAHHOIO OpraHa:

BSI GROUP THE NETHERLANDS B.V. (2797)
SAY BUILDING, JOHN M. KEYNESPLEIN 9, 1066 EP
AMSTERDAM

W NETHERLANDS

Guido Van Duren

PykoBoauTenb oThoesia HopMaTUBHO-NpaBoBoro perynupoBaHusa (Director - Regulatory affairs)
Ansell

MecTononioxeHue: bproccenb
JaTa: 2019/07/25



OEKNAPALUUA COOTBETCTBUA CTAHOAPTAM EC

MpoussoaguTenb

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

BELGIUM

3aaBnseT Nnog CBOK UCKIOUNTESIbHYIO OTBETCTBEHHOCTb, UTO CUN3, onncaHue KoToporo
npmnBegeHO HUXe:

AlphaTec® 87-085

Mpoaykuus, narorasinBaemas c: [2019/01/17] v go: [2019/07/24]

CUN3, npuMeHdaeMble ansa 3awunTbl oT KaTteropusa Il puckos

EN Is%gz4é1:2016 EN IS:2016 EN 388
KLT
2010X

cooTBeTCTBYeT TpeboBaHUAM PernameHTta (EBponenckoro Cotosa) 2016/425 u
ctaHpaptoB EN ISO 374-1:2016, EN ISO 374-5:2016, EN 388:2016, EN 420:2003 + A1:2009,
a TakXKe npeHtunyeH CU3, npowleglieMy TUNoBbI€ UCTbITAHUA, YCTAHOBJIEHHbIE
EBponenckum Coro3oM (Moaysib B, npunoxeHune V PernamMeHTa); B COOTBETCTBUU C
cepTudmnkKaTtom Homep 032/2019/0079, BblAAHHBIM HOTUMDULUPOBAHHBLIM OPraHOM:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

M noaBepraeTcsa npouenype, n3noXXeHHomn B npunoxeHuu VIll (mopynb D) PernamMmeHTa nop,
KOHTpPOJZIEM HOTUMDULUNPOBAHHOIO OpPraHa:

S

Guido Van Duren

PykoBoautenb oThoesia HopMaTUBHO-NMpaBoBoro perynupoBaHusa (Director - Regulatory affairs)
Ansell

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

MecTononioXxeHue: bproccenb
JdaTta: 2019/01/17



OEKNAPALUUA COOTBETCTBUA CTAHOAPTAM EC

MpoussopguTenb

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 KotToporo
npmnBegeHO HUXe:

G12P

Mpoaykuuns, narotasansaemas go: [2019/01/16]

CUN3, npuMeHdaeMble ansa 3awunTbl oT KaTteropusa Il puckos
EN 388 EN 374 EN 374

2010

cooTBeTCTBYeT TpeboBaHUAM PernameHTta (EBponenckoro Cotosa) 2016/425 u
ctanHpapToB EN 388:2003, EN 420:2003 + A1:2009, EN 374:2003, , a TakK)Xe ngeHTU4YeH
CU3, npolwiegLieMy TUNOBbIE UCMbITaHUSA, YyCTaHOBJIeHHble EBponenckmm CoBeTOM; B
COOTBEeTCTBUMU C cepTudmnkatom EBponenckoro Coeeta HoMep CE 619842, BbiaaHHbIM
HOTUNLUUPOBAHHBIM OPraHOM:

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

M noaBepraeTcsa npouenype, N3noXXeHHomn B npunoxeHuu VIll (mopynb D) PernameHTa nop,
KOHTpPOJZIEM HOTUMDULUNPOBAHHOIO OpraHa:

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

S

Guido Van Duren

PykoBoautenb oThoesia HopMaTUBHO-NMpaBoBoro perynupoBaHusa (Director - Regulatory affairs)
Ansell

MecTononioXxeHue: bproccenb
JdaTta: 2015/01/07



