DECLARATIE DE CONFORMITATE UE

Producatorul

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

BELGIUM

declara pe propria raspundere ca EIP descris in cele ce urmeaza:

MICROFLEX™ 94-242

Produsele fabricate incepand cu: [2026.01.22]

EIP de utilizat impotriva riscurilor de categoria III

EN 16350 EN |s%gz4é1:2o1s EN ISO 374-5
J K P T VIRUS

is in conformity with the provisions of Regulation (EU) 2016/425 and with the standards EN
16350:2014, EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 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 032/2026/0031, issued by the Notified Body:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

si face obiectul procedurii definite in anexa VIII (Modulul D) la Regulament sub supravegherea
organismului notificat:

CENTEXBEL (0493)

TECHNOLOGIEPARK 70
W B-9052 ZWIJNAARDE
BELGIUM
Guido Van Duren

Director - Regulatory affairs
Ansell

Loc: Bruxelles
Data: 2026.01.22



DECLARATIE DE CONFORMITATE UE

Producatorul

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

BELGIUM

declara pe propria raspundere ca EIP descris in cele ce urmeaza:

MICROFLEX® 94-242

Produsele fabricate pana la: [2026.01.21]

EIP de utilizat impotriva riscurilor de categoria III

EN 16350 EN |s%gz4é1:2o16 EN ISO 374-5
J K P T VIRUS

este in conformitate cu prevederile Regulamentului (UE) 2016/425 si cu standardele EN
16350:2014, EN ISO 21420:2020, EN ISO 374-1:2016, EN ISO 374-5:2016 si este identic cu EIP
care face obiectul examinarii de tip UE (modulul B, anexa V la Regulament), conform
certificatului numarul 032/2022/0768 eliberat de organismul notificat:

CENTEXBEL (0493)
TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

si face obiectul procedurii definite in anexa VIII (Modulul D) la Regulament sub supravegherea
organismului notificat:

CENTEXBEL (0493)

TECHNOLOGIEPARK 70
B-9052 ZWIJNAARDE
BELGIUM

Guido Van Duren

Director - Regulatory affairs
Ansell

Loc: Bruxelles
Data: 2022.07.26



