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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.
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Endoscopes — Medical endoscopes and endotherapy
devices —

Part 4:
Determination of maximum width of insertion portion

This
widt

2.1
The

2.2
Mea

For

Scope
International Standard specifies a method of measurement of the maximuim ‘insert]

h of medical endoscopes and certain endoscopic accessories.

Test conditions

Test environments
test environment conditions shall be as follows:
femperature: from 15 °C to 35 °C;
Felative humidity: from 45 % to 75 %j;

htmospheric pressure: from 86 kPa to 106 kPa:

Accuracy of measuring instruments
suring instruments with a mininmim accuracy of 0,05 mm shall be used (e.g. by a vernig

measurement of the peripheral length, in French size, measuring instruments with

accufracy of 0,5 mm shall be used*(e.g. by a tape measure or a similar tool).

3 Method of meaSurement

3.1

For

perp
and

General

measurement of the millimetre indication, the maximum diameter of a circumsc
endicular to the nominal axis of the insertion portion shall be measured [refer to
Figure 1b)]. This maximum diameter is defined as the largest diameter measured in

perp

ion portion

r caliper).

A minimum

ribed circle

Figure 1a)
all sections

endicular to the nominal axis nlnng the lpngfh of the insertion portion

For measurement ofthe French size indication, the maximum peripherallength of a section perpendicular
to the nominal axis of the insertion portion shall be measured. The maximum peripheral length is
defined as the largest peripheral length measured in all sections perpendicular to the nominal axis
along the length of the insertion portion.

Flexible endoscopes shall be measured with the insertion portion straight.

3.2

Millimetre indication

To obtain millimetre indication:

a) measure the maximum diameter of a circumscribed circle;
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b) if an endoscope utilizes a detachable hood, measure the maximum diameter of the endoscope both
with and without the detachable hood [refer to Figure 1a) and Figure 1b)];

c) the unit of measurement shall be millimetres.

3.3 French size indication

To obtain the French size indication:

a) if the section of the insertion portion is circular, the French size is calculated by multiplying the
measured diameter by three;

b) ifthe s¢
(U) of t

Fr

where U is {

W
T

Figul

he minimum length of the circumscribed curve, in millimetres.

a) without detachable hood

b) with hood

ction of the insertion portion is noncircular (refer to Figure 2) measure the minimum length
he circumscribed curve and calculate the French size, Fr, utilizing the following fdrmula:

M

‘e 1 —Examples of measurement of maximum diameter of a flexible endoscope

d

Figure 2 — Examples of non-circular insertion portion sections
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