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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.

Draft International Standards adopted by the technical committees are
circulated to the member bodies for voting. Publication as an International
Standard requires approval by at least 75% of the member bodies casting
a vote.

International Standard ISO 10943 was prepared by Techncial Committee
ISO/TC 172, Optics and optical instruments, Subcommittee SC 7,
Ophthalmic optics and instruments.

Annex A forms an integral part of this International Standard. Annexes B
and C are for information only.
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INTERNATIONAL STANDARD   © ISO ISO 10943:1998(E)

1

Ophthalmic instruments — Indirect ophthalmoscopes

1   Scope

This International Standard, together with ISO 15004, specifies minimum requirements and test methods for hand-held,
spectacle-type, and head-worn indirect ophthalmoscopes for observing indirect images of the eye fundus.

This International Standard takes precedence over ISO 15004, if differences exist.

This International Standard is not applicable to condensing lenses used for indirect ophthalmoscopy or to accessories.

This International Standard is not applicable to table-mounted instruments such as Gullstrand ophthalmoscopes and
their derivatives, nor to ophthalmoscopes primarily intended for image capture and/or processing such as those based
on scanning laser techniques.

2   Normative references

The following standards contain provisions which, through reference in this text, constitute provisions of this
International Standards.  At the time of publication, the editions indicated were valid.  All standards are subject to
revision, and parties to agreements based on this International Standard are encouraged to investigate the possibility
of applying the most recent editions of the standards indicated below. Members of IEC and ISO maintain registers of
currently valid International Standards.

ISO 15004:1997, Ophthalmic instruments — Fundamental requirements and test methods

IEC 60601-1:1988, Medical electrical equipment — Part 1: General requirements for safety

3   Définitions

For the purposes of this International Standard, the following definitions apply.

3.1
indirect ophthalmoscope
optical instrument used with a condensing lens (hand-held or integral) to examine the eye, particularly the media and
the fundus, by producing a real intermediate image which is viewed by the observer

3.2
monocular indirect ophthalmoscope
monocular ophthalmoscope which provides an illumination system and which is used with a condensing lens (hand-
held or integral) in order to direct appropriately focused light into the patient's eye

NOTE - Such instruments may include corrective lenses or eyepieces to aid focusing by the observer of the real
intermediate image produced by the condensing lens.
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