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DECLARATION of CONFORMITY

EU Declaration of Conformity

Manufacturer: ISOFIELD SDN BHD No.6, Jalan Gudang 16/9, 40200, Shah Alam, Malaysia
Authorized representative: ISOFIELD (IRELAND) LIMITED Charter House 5 Pembroke Row Dublin 2, Dublin DO2FW61, Ireland

Declares under their sole responsibility that the PPE described below

is in conformity with the provision Annex IX of the PPE Regulation (EU) 2016/425 and with the European standards EN ISO
21420:2020+A1:2024, EN I1SO 374-1:2016+A1:2018, EN I1SO 374-2:2019, EN ISO 374-4:2019, EN ISO 374-5:2016 and is subject to
the type examination procedure set out in Annex V (Module B) of the regulation under certificate number CE-PM-250515-013-01-
9A , issued by the Notified Body CCQS Certification Services Limited (NB 2834), Block 1 Blanchardstown Corporate Park,
Ballycoolin Road, Blanchardstown, Dublin 15, D15 AKK1, Ireland and conformity to type based on quality assurance of the
production process (Module D) under the surveillance of the same Notified body.
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Sua Yi Chen 1105 [STERILETR]
Quality Manager



D rield
DECLARATION of CONFORMITY

UK Declaration of Conformity

Manufacturer: ISOFIELD SDN BHD No.6, Jalan Gudang 16/9, 40200, Shah Alam, Malaysia
Authorized representative: ISOFIELD LTD, Hyperion House, The oaks, Fordham Road, Newmarket, Suffolk, CB8 7XN, United Kingdom

Declares under their sole responsibility that the PPE described below

is in conformity with the provision Annex IX of the PPE Regulation 2016/425, as amended to apply in GB and with the European
Harmonized standards EN ISO 21420:2020+A1:2024, EN 1SO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN I1SO 374-4:2019, EN ISO
374-5:2016 and is subject to the type examination procedure set out in Annex V (Module B) of the regulation under certificate
number CA-PM-250808-001-01-9A , issued by the Approved Body CCQS UK Limited (AB 1105), 25 Wilton Road, Pimlico, London,
SW1V 1 LW, United Kingdom and conformity to type based on quality assurance of the production process (Module D) under the
surveillance of the same Approved body.
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Sua Yi Chen 1105 [STERILETR]
Quality Manager



