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CERTIFICATE OF COMPLIANCE

CERTIFICATE No. 0244

MANUFACTURER

MANUFACTURER ADDRESS

REGULATION(S)

NORMATIVE(S)

DEVICE NAME(S)
TF-ID WITH ISSUE DATE

DURIO PPE SDN. BHD.

No. 16, Jalan Temenggong
81100 Johor Bahru, Johor
Malaysia

MDR (EU) 2017/745 - Class |, Rule 1

EN 14683:2019, EN I1SO 13485;2016

Durio Surgical Mask (Non-sterile, Disposable)
DPS-TF-01/ROO

Based upon the review of the Technical File and Declaration of Conformity the
devices are deemed to meet the requirements of the above Medical Device
Directive and hence fullfil the requirements of (EU) 2017/745. It is the sole respon-
sibility of the Manufacturer of the device(s) 1o perform all the necessary activi-
fies before placing .the device(s) on the market. The Manufacturer is also
responsible to maintain efficient internal production conirol to ensure the
device(s) are in compliance with the regulartory requirements.
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DATE OF ISSUANCE
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May 28", 2022




