DIKJARAZZJONI TA" KONFORMITA TAL-UE

[I-Manifattur

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

BELGIUM

jiddikjara fuq ir-responsabbilta unika tieghu, li I-PPE deskritt hawn taht:

AlphaTec® 55-308

Il-prodotti mmanifatturati f' : [2022/03/07]

PPE li ghandu jintuza kontra kategorija Il r-riskji

EN388: 2016 N e & 018 EN ISO 374-5
JKLOPT
VIRUS
3101A

huwa konformi mad-dispozizzjonijiet tar-Regolament (UE) 2016/425 u mal-istandards
armonizzati Ewropej EN 388:2016 +A1:2018, EN ISO 21420:2020, EN I1SO 374-1:2016, EN I1SO
374-5:2016 u huwa identiku ghall-PPE |i huwa suggett ghall-Ezami tat-Tip tal-UE (Modulu B,
Anness V tar-Regolament), taht in-numru tac-certifikat 032/2022/0349, mahrug mill-Korp
Notifikat:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

u huwa suggett ghall-procedura stabbilita fl-Anness VIII (Modulu D) tar-Regolament taht is-
supervizjoni tal-Korp Notifikat:

W CENTEXBEL (0493)
TECHNOLOGIEPARK 70

Guido Van Duren B-9052 ZWIJNAARDE
Director - Regulatory aff§iEdGIUM
Ansell

Post: Brussell
Data: 2022/03/07



DIKJARAZZJONI TA” KONFORMITA TAL-UE

[I-Manifattur

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

BELGIUM

jiddikjara fuq ir-responsabbilta unika tieghu, li I-PPE deskritt hawn taht:

AlphaTec® 55-308

Il-prodotti mmanifatturati f : [2019/07/31] u sa: [2022/03/06]

PPE li ghandu jintuza kontra kategorija Il r-riskji

EN ISO 374-5 EN ISO 374-1:2016 EN 388

Type A

JKLOPT

VIRUS

3101A

huwa konformi mad-dispozizzjonijiet tar-Regolament (UE) 2016/425 u mal-istandards
armonizzati Ewropej EN 1SO 374-5:2016, EN ISO 374-1:2016, EN 388:2016, EN 420:2003 +
A1:2009 u huwa identiku ghall-PPE li huwa suggett ghall-Ezami tat-Tip tal-UE (Modulu B,
Anness V tar-Regolament), taht in-numru tac-certifikat 032/2019/0843, mahrug mill-Korp
Notifikat:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

u huwa suggett ghall-procedura stabbilita fl-Anness VIII (Modulu D) tar-Regolament taht is-
rp Notifikat:

W CENTEXBEL (0493)

Guido Van Duren TECHNOLOGIEPARK 70

Director - Regulatory aff879052 ZWIINAARDE
Ansell BELGIUM

Post: Brussell
Data: 2019/07/31



DIKJARAZZJONI TA’ KONFORMITA TAL-UE

[I-Manifattur

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

BELGIUM

jiddikjara fuq ir-responsabbilta unika tieghu, li [-PPE deskritt hawn taht:

AlphaTec® 55-308

Il-prodotti mmanifatturati f : [2019/05/07] u sa: [2019/07/30]

PPE li ghandu jintuza kontra kategorija Il r-riskji

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

JKLOPT

VIRUS

3101A

huwa konformi mad-dispozizzjonijiet tar-Regolament (UE) 2016/425 u mal-istandards
armonizzati Ewropej EN 1SO 374-5:2016, EN ISO 374-1:2016, EN 388:2016, EN 420:2003 +
A1:2009 u huwa identiku ghall-PPE li huwa suggett ghall-Ezami tat-Tip tal-UE (Modulu B,
Anness V tar-Regolament), taht in-numru tac-certifikat 032/2019/0843, mahrug mill-Korp
Notifikat:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

u huwa suggett ghall-procedura stabbilita fl-Anness VIII (Modulu D) tar-Regolament taht is-
rp Notifikat:

W BSI (0086)

KITEMARK COURT DAVY AVENUE KNOWLHILL

Guido Van Duren MILTON KEYNES MK5 8PP UNITED KINGDOM
Director - Regulatory affairs

Ansell

Post: Brussell
Data: 2019/05/07



DIKJARAZZJONI TA" KONFORMITA TAL-UE

[I-Manifattur

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

BELGIUM

jiddikjara fuq ir-responsabbilta unika tieghu, li [-PPE deskritt hawn taht:

AlphaTec® 55-308

ll-prodotti mmanifatturati sa: [2019/05/06]

PPE li ghandu jintuza kontra kategorija Il r-riskji
EN 374 EN 374 EN 388

ACJKL 3101

huwa konformi mad-dispozizzjonijiet tar-Regolament (UE) 2016/425 u mal-istandards
armonizzati Ewropej EN 374:2003, , EN 388:2003, EN 420:2003 + A1:2009 u huwa identiku
ghall-PPE li huwa suggett ghall-Ezami tat-Tip tal-KE; taht in-numru tac-certifikat 03213891
mahrug mill-Korp Notifikat:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

u huwa suggett ghall-procedura stabbilita fl-Anness VIII (Modulu D) tar-Regolament taht is-
supervizjoni tal-Korp Notifikat:

W BSI (0086)
KITEMARK COURT DAVY AVENUE KNOWLHILL

. MILTON KEYNES MK5 8PP UNITED KINGDOM
Guido Van Duren
Director - Regulatory affairs
Ansell

Post: Brussell
Data: 2013/12/12



