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i

Essential Principles
erformance of Medical Devices
Study Group 1 Final Document

5.7 Chemicel, physical and biological properties

5.7.1.The devices should be designed and manufactured
i such a way as to ensure the characteristics and
performance referred to in Clauses 1 t0 6 of the ‘General
Requirements'. Particular attention should be paid to:

AL
Fio,

LR OVl VL L ATRRTE (0] ) EEGEE] ~ the choice of materials used, particularly as regards
I BT A TR ! toxicity and, where appropriate, flammaility,

ERBATE

~ the compatibility between the materials used and
biological tissues, cells, body fluids, and specimens,
taking account of the intended purpose of the device.

WRE . WATE. AL 3 ~ the choice of materials used should reflect, where
[appropriate, matters such as hardness, wear and fatigue
strength.
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