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EU DECLARATION OF CONFORMITY
Regal・ (ling Medical Device Rcgulation(Ⅳ lDR)(2017/745)and PersOnal Protective

Equipnlcnt(PPE)Regulation(2016/425)

Mrnulhcturer
lVume & Addre.s,r:

Smart Glove Corporation Sdn Bhd
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European Authorized Renresentative
Nume & Addrc,s.s:

Mdi Europa CmbH
Langenhagener Str. 7 l

30855 Langenhagetr, Germatty
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CONFORMITY ASSESSMENT PROCEDURE

Regulation (EU) 20171745: Annex ll+ lll
Harrnonized standards: EN 455-l'.2020^ EN 455-2:2015. EN 455-3:2015. EN 455-4:2009

Regulation (EU) 20 I 61 425:
Harnronized srandards: EN 420:2003+Al:2009. EN ISO 314-l:2016+4l:2018. EN 374-2:2014. EN

ISO i7:1-5:l0l(r. EN 1652i. ISO 16604.
l'lre notitled body SA lll.A'l'echnology lrurope Ltd. number 2777 perfonned the EU type exarnination
(Module B) and issued EU type-exanrination certificate number 2777112322-021807-01.
l'he PPE is sub.iect to the confonnity assessment procedure based on internal production control plus
supervised product checks at random intervals (Module C2) under surveillance of the notified body
SATRA I'echnology Europe Ltd, nurnber 2777.

\\'e lrerebl declare that tlre above-nrentioned product meets the provision of tlie Regulation (EU)
20111145 ancl RegLrlation (ELJ) 2016/.125. This declaration of confornrity is issued under the sole

responsibilities of Snrafi Clove Corporation Sdn Bhd.

Autlrorised Signatorl

Naine: Ms. Poppv Farah Rosa

Function: QA/RA Manager
Date: 09/08/2021
Place: Klang, Malaysia
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