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Part 10. Method of test for toxicity to cells in culture of extracts
from medical devices

Evaluation des risques biologiques du matériel médical
Partie 10. Méthode d’essai de la toxicité du matériel médical sur les cellules d’extraits en culture

Bewertung der von medizinischen Geriten ausgehenden biologischen Gefahren
Teil 10. Verfahren zur Priifung auf Zellschéddigung in Zellkulturextrakten von medizinischen Geréten
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'Foreword

This Part of BS 65736 has been prepared under the direction
of the Health Care Standards Committee, It is one of a
series of methods of test for assessing the biological hazards
of medical devices that directly contact body tissues or
substances that are to be introduced to the body other than
orally. The other Parts of BS 5736 are as follows™.
Part 1 Guide for the selection of biological methods of
test
Part 2 Method of testing by tissue implantation
Part 3 Method of test for systemic toxicity; assessment
of acute toxicity of extracts from medical devices
Part 4 Method of test for intracutaneous reactivity of
extracts from medical devices
Part b Method of test for systemic toxicity; assessment
of pyrogenicity in rabbits of extracts from medical
devices ‘ Q
Part 6 Methods of test for sensitization; assessment of
the potential of medical devices to produce delayed
contact dermatitis .
Part 7 Method of test for skin irritation of extracts from
medical devices
Part 8 Method of test for skin irritation of solid medical
devices
Part 9 Method of test for eye irritation
Part 1 provides guidance on the selection of recommended
methods of test for the initial assessment of biological
hazards in medical devices. Each subsequent Part of
BS 5736 describes a method of test recommended for the
testing of particular categories of medical devices, and
reference to Part 1 is required as a basis for the use of all
other Parts.

Compliance with a British Standard does not of itself
confer immunity from legal obligations.
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