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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 8:
Particular requirements for capsule endoscopes
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IEC f$0601-1—2, Medical electrical equipment —=Part 1-2: General requirements for basic safety g

Scope

s and gives requirements for them.

Normative references

titutes requirements of this document. For dated referencees, only the edition cited

8600-1:2015, Endoscopes — Medical endoscopes and endotherapy devices — Part
irements

B8600-4, Endoscopes — Medical endoscopes and“endotherapy devices — Part 4: Deter]
mum width of insertion portion

rmance — Collateral Standard: Electroniagnetic disturbances — Requirements and tests

Terms and definitions

he purposes of this document, the terms and definitions given in ISO 8600-1, ISO 860
wing apply

ind [EC maintainterminological databases for use in standardization at the following a

SO Online brewsing platform: available at https://www.iso.org/obp

EC Electropedia: available at http://www.electropedia.org/

document applies to capsule endoscopes used for clinical practice. The document defifes relevant

following documents are referred to in the text in such a way that some or all of their content

hpplies. For

ited references, the latest edition of the referenced document (including any amendmerts) applies.

1: General

mination of

nd essential

0-6 and the

ddresses:

maximum diameter
max i i feiri i is of capsule-

shaped body

Note

3.2

1 to entry: Note to entry 1: The maximum diameter is measured in millimetres.

maximum length

max
Note

3.3

imum length at the longer axis of capsule-shaped body

1 to entry: Note to entry 1: The maximum length is measured in millimetres.

recording time
time in which observation images can be recorded under the environments stated in the instruction

man

ual
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4 Requirements

4.1 General

The requirements given in ISO 8600-1:2015, Clause 4 apply where applicable.

4.2 Requirements specific for capsule endoscopes

4.2.1 Maximum diameter

The maxim

4.2.2 Maj

The maxim

4.2.3 EM

Capsule eng

5 Testin

5.1 Gene

For testing,

im diameter shall not be larger than that stated in the instruction manual.

kKimum length

im length shall not be larger than that stated in the instruction manual.

C/EMI

oscopes shall conform to IEC 60601-1-2.

g

ral

the requirements in ISO 8600-1:2015, Clause 5 apply where applicable.

5.2 Testing specific for capsule endoscopes

5.2.1 Maj

The requirg

5.2.2 Maj
The requirg

For measur
endoscope

measured 4
millimetre.

kimum diameter

ments of ISO 8600-4 apply.

kKimum length
ments of ISO 8600-4'apply.

ement of the maximum length, the maximum length of the longer direction of the caf
chall be measured (see Figure 1). This maximum length is defined as the longest le
llong the longer direction of the capsule endoscope. The unit of measurement sha

e B

sule
hgth
1 be

Key
l

T
T
|

maximum length

Figure 1 — Example of measurement of the maximum length of longer direction of a capsule

endoscope

© ISO 2021 - All rights reserved


https://standardsiso.com/api/?name=06e94fa77134b18e6e49400924a55ca4

ISO 8600-

5.2.3 Field of view and direction of view

8:2021(E)

Direction of view and field of view of a capsule endoscope should be determined in accordance with
method B in the ISO 8600-3.

6 Marking

6.1 General

The requirements given in ISO 8600-1:2015, Clause 6 apply, where applicable.

6.2 | Minimum marking specific for capsule endoscopes

EacH individual capsule endoscope shall have at least the following minimum marking:

a) model number and/or other mark sufficient to identify the capsule endoscppe and its m3

b) maximum diameter and maximum length, measured in millimetres;

c) field of view and/or direction of view, where such identification is necessary for the inte
the capsule endoscope;

d) Jotnumbers or serial numbers, if applicable;

e) pxpiration date for use.

7 [Instruction manual

7.1 | General

The fequirements given in ISO 8600-1;2015, Clause 7 apply where applicable.

7.2 | Information specific for.capsule endoscopes

The nstruction manual for ¢apsule endoscopes shall contain the following information:

a) [he technology for-data transfer (e.g. radio transmission, body communication) b
capsule endoscopeand receiving unit;

b) Modulation faethod and transmitting and receiving frequency characteristic of capsule
hnd receiving units when applicable;

c) recording time;

d) ptorage environment (temperature and humidity);

nufacturer;

nded use of

etween the

endoscopes

e) type and rated watt-hours of batteries.

8 Packaging

The requirements given in ISO 8600-1:2015, Clause 8 apply.
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