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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-58: Particular requirements for the basic safety
and essential performance of lens removal devices
and vitrectomy devices for ophthalmic surgery

FOREWORD

1) The International Electrotechnical Commission (IEC) is a worldwide organizatio atlo comprising
all national electrotechnical committees (IEC National Committees). The{ obje promote
international co-operation on all questions concerning standardization in th ields. To
this end and in addition to other activities, IEC publishes International/Standards, \echnicalNSpéecifications,

Technical Reports, Publicly Available Specifications (PAS) and Guides (he “IEC

Publication(s)”). Their preparation is entrusted to technical committegs ittee interested
in the subject dealt with may participate in this preparatory wo ernmental and non-
governmental organizations liaising with the IEC also participa " collaborates closely
with the International Organization for Standardization (IS@ conditions determined by
agreement between the two organizations

2) The formal decisions or agreements of IEC on technical nearly as possible, an international
consensus of opinion on the relevant subjé ommiftee has representation from all
interested IEC National Committees.

3) IEC Publications have the form of recommehdation arnational us€ and are accepted by IEC National
Committees in that sense. While all reasonabte effo ade to ensure that the technical content of IEC

Publications is accurate, IEC cannot be i he way in which they are used or for any
misinterpretation by any end user.

between any IEC Publicah : ing._nationpal or regional publication shall be clearly indicated in
the latter.

5) IEC itself does pOt provige any 2
assessment ser i
. ; v

services carried ou

rmity. Independent certification bodies provide conformity
¥ to IEC marks of conformity. IEC is not responsible for any

ire€tors, employees, servants or agents including individual experts and
and IEC National Committees for any personal injury, property damage or

indispensable fox the cogrect application of this publication.

9) Attention is drawn tovthe possibility that some of the elements of this IEC Publication may be the subject of
patent rights. IEC shall not be held responsible for identifying any or all such patent rights.

International standard |EC 80601-2-58 has been prepared by subcommittee 62D:
Electromedical equipment, of IEC technical committee 62: Electrical equipment in medical
practice, and subcommittee SC 7: Ophthalmic optics and instruments of ISO technical
committee 172: Optics and photonics.

This second edition cancels and replaces the first edition of IEC 80601-2-58 published in 2008.

It is published as a double logo standard.
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The text of this standard is based on the following documents:

FDIS Report on voting
62D/1151/FDIS 62D/1161/RVD

Full information on the voting for the approval of this standard can be found in the report on
voting indicated in the above table. In ISO, the standard has been approved by 12 P members
out of 12 having cast a vote.

This publication has been drafted in accordance with the ISO/IEC Directives, Part 2.

In this standard, the following print types are used:

— Requirements and definitions: roman type.

— Test specifications: italic type.

— Informative material appearing outside of tables, such as notes, exampfie ) i sthaller type.

— TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STANDARD,(IN TH R STANDARD OR AS
NOTED: SMALL CAPITALS.

In referring to the structure of this standard, the ter

The verbal forms use
Directives, Part 2f

- Hmay” is us
test.

An asterisk (*) as the first character of a title or at the beginning of a paragraph or table title
indicates that there is guidance or rationale related to that item in Annex AA.

A list of all parts of the IEC 60601 series, published under the general title Medical electrical
equipment, can be found on the IEC website.

The committee has decided that the contents of this publication will remain unchanged until
the stability date indicated on the IEC web site under "http://webstore.iec.ch" in the data
related to the specific publication. At this date, the publication will be

e reconfirmed,
e withdrawn,
e replaced by a revised edition, or

e amended.
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INTRODUCTION

LENS REMOVAL DEVICES and VITRECTOMY DEVICES are used widely in ophthalmology to perform
anterior-segment and posterior-segment surgery on the human eye. Commercial use of these
MEDICAL ELECTRICAL EQUIPMENT devices began in the early 1970s. This International Standard
defines particular requirements for BASIC SAFETY and ESSENTIAL PERFORMANCE of LENS
REMOVAL DEVICES and VITRECTOMY DEVICES, comprising an equipment console, surgical
HANDPIECES and ACCESSORIES connected to this ME EQUIPMENT.

In many parts of the world LENS REMOVAL DEVICES and VITRECTOMY DEVICES are used in
combination by ophthalmic surgeons to perform combined anterior-segment (lens removal)
and posterior-segment (vitreoretinal) surgical PROCEDURES to maximize surgical outcomes.
For this reason both LENS REMOVAL DEVICES and VITRECTOMY DEVICES Qvered in this
International Standard.

standard should be documented in the RISK MANAGE
associated with the product have been considered fully

O
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