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

BELGIUM

ABALITATARI N ABSIFIR ERE SN AR

AlphaTec® 19-024

EHamiEcia HEF [2021/10/27]

T Fh#Fcategory IIXEEAIPPE

EN386: 2016 EN 511 EN ISOy3p7e4 -1:2016 EN ISO 374-5:2016 EN 407

e
AKLM PT

31228 121 32XX4X

is in conformity with the provisions of Regulation (EU) 2016/425 and with the standards EN
388:2016 +A1:2018, EN 511:2006, EN ISO 21420:2020, EN 1SO 374-1:2016, EN 1SO 374-5:2016,
EN407:2020 and is identical to the PPE which is subject to the EU-Type examination (Module
B, Annex V of the Regulation), under certificate number 032/2021/1091, issued by the

Notified Body:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

FRETIZABIMEVI (HRIRD) FrEAiERs:

W CENTEXBEL (0493)
TECHNOLOGIEPARK 70

Guido Van Duren

B-9052 ZWIJNAARDE

Director - Regulatory aff§F-GIUM

Ansell

ie: Brussels

HEF: 2021/10/27
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ANSELL HEALTHCARE EUROPE N.V.
RIVERSIDE BUSINESS PARK, BLOCK J
BOULEVARD INTERNATIONAL 55
B-1070 BRUSSELS

BELGIUM

ABRLATRTARI N ABSIFIREHE SRS

7= BA

Alphatec®

EN ISO 374-1:2016
Type A

IEFF5EkEiA HEE [2020/01/01] and till: [2021/10/26]

T Fh#Fcategory IXEEAIPPE

EN 388

19-024

d

AKLMPT

3122B

EN 407  ENG5]]  ovseszeseoe
&) (13
32XX4X 121

is in conformity with the provisions of Regulation (EU) 2016/425 and with the standards EN
ISO 374-1:2016, EN 388:2016, EN 407:2004, EN 420:2003 + A1:2009, EN 511:2006, EN 1SO 374-
5:2016 and is identical to the PPE which is subject to the EU-Type examination (Module B,
Annex V of the Regulation), under certificate number 032/2018/2167, issued by the Notified

Body:
CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM
FRETFIZIGIHEVI (HE5RD) FrEfIfers:

W CENTEXBEL (0493)
TECHNOLOGIEPARK 70

Guido Van Duren B-9052 ZWIJNAARDE

Director - Regulatory affBFLGIUM
Ansell

S Brussels
HHf: 2020/01/01
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ANSELL HEALTHCARE EUROPE N.V.
RIVERSIDE BUSINESS PARK, BLOCK J
BOULEVARD INTERNATIONAL 55
B-1070 BRUSSELS

BELGIUM

ABALIT ARSI ABGIFiREHE SN AR

Alphatec® 19-024

BB mEcta EET [2018/12/19] and till: [2019/12/31]

FIFBhiFcategory HIXF&EAIPPE

EN IS?VZ’:Z:-A'I:ZO'IG EN 388 EN 407 EN 511 EN ISO 374-5:2016

) (&) (1] @

AKLMPT
3122B  32XX4X 121

is in conformity with the provisions of Regulation (EU) 2016/425 and with the standards EN
ISO 374-1:2016, EN 388:2016, EN 407:2004, EN 420:2003 + A1:2009, EN 511:2006, EN 1SO 374-
5:2016 and is identical to the PPE which is subject to the EU-Type examination (Module B,
Annex V of the Regulation), under certificate number 032/2018/2167, issued by the Notified
Body:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

FRETFIZIGIHEV! (HE5RD) FrEfIfeErs:

W BSI (0086)
KITEMARK COURT DAVY AVENUE KNOWLHILL

Guido Van Duren MILTON KEYNES MKS5 8PP UNITED KINGDOM

Director - Regulatory affairs
Ansell

e Brussels
HHA: 2018/12/19
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ANSELL HEALTHCARE EUROPE N.V.
RIVERSIDE BUSINESS PARK, BLOCK J
BOULEVARD INTERNATIONAL 55
B-1070 BRUSSELS

BELGIUM

ABALIT ARSI ABGIFiREHE SN AR

Scorpio 19-024

EFRIZE: [2018/12/18]

T Fh#Fcategory IXEEAIPPE

EN 407 EN 511 EN 374 EN 374

¥ (L% 2

3222 32XX4X 121 AKL

is in conformity with the provisions of Regulation (EU) 2016/425 and with the standards EN
388:2003, EN 407:2004, EN 420:2003 + A1:2009, EN 511:2006, EN 374:2003, and is identical to
the PPE which is subject to the EC Type examination; under certificate number 03213527
issued by the Notified Body:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

EASTENEET, FERNEMMHEL (C28%) FrlERIER:
CENTEXBEL (0493)
W TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE

Guido Van Duren BELGIUM
Director - Regulatory affairs
Ansell

e Brussels
HHf: 2013/07/12




