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National foreword

This British Standard reproduces verbatim ISO 7197:1997 and implements it
as the UK national standard. It supersedes BS 6788-1:1986 which is
withdrawn.

The UK participation in its preparation was entrusted to Technical Commaittee
CH/24, Neurosurgical implants, which has the responsibility to:

— aid enquirers to understand the text;

— present to the responsible international/European committee any
enquiries on the interpretation, or proposals for change, and keep the UK
interests informed;

— monitor related international and European developments and
promulgate them in the UK.

A list of organizations represented on this committee can be obtained on
request to its secretary.

Cross-references

The British Standards which implement international or European
publications referred to in this document may be found in the BSI Standards
Catalogue under the section entitled “International Standards Correspondence
Index”, or by using the “Find” facility of the BSI Standards Electronic
Catalogue.

A British Standard does not purport to include all the necessary provisions of
a contract. Users of British Standards are responsible for their correct
application.

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

Summary of pages

This document comprises a front cover, an inside front cover, pages 1 and ii
the ISO title page, pages ii to iv, pages 1 to 11 and a back cover.

This standard has been updated (see copyright date) and may have had
amendments incorporated. This will be indicated in the amendment table on
the inside front cover.

Amendments issued since publication

Amd. No. Date Comments
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Second edition
1997-11-01

%

Neurosurgical implants — Sterile, single-
use hydrocephalus shunts and components

Implants pour neurochirurgie — Systémes de dérivation et composants
stériles, non réutilisables, pour hydrocéphalie
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4 General requirements for hydrocephalus shunts and accessory
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Test methods

Unit container packaging

Marking of devices and information supplied by the manufacturer
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Accompanying documentation

Figure 1 — Example of a test rig for determining opening and
closing pressures and influence of outlet pressure

Figure 2 — Configuration for testing valves for freedom from reflux

Figure 3 — Example of test rig for determination of
long-term functional stability

Descriptors: Medical equipment, disposable equipment, sterile equipment, surgical implants
specifications, tests, marking packaging, instructions.
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