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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

The International Electrotechnical Commission (IEC) is a worldwide organizatio izatioh,comprising
all national electrotechnical committees (IEC National Committees). i
international co-operation on all questions concerning standardization in th

this end and in addition to other activities, IEC publishes Internationa 3 , R p
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
governmental organlzatlons Ilalsmg with the IEC also participa

Publications is accurate, IEC cannot be
misinterpretation by any end user.

between any IEC Publicati
the latter.

IEC itself does p6t provige any a
assessment ser i
i i by indebe

services carried ou

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

All users should epsiyre ave the Yatest edition of this publication
No liability sh ireCtors, employees, servants or agents including individual experts and
members of ifs techhjcalco ittess and IEC National Committees for any personal injury, property damage or

other damage of a Ana atgoever, whether direct or indirect, or for costs (including legal fees) and
expenss arising \Qut of the publication, use of, or reliance upon, this IEC Publication or any other IEC

indispensable fox the coyrect application of this publication.

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.

This consolidated version of the official IEC Standard and its amendment has been prepared
for user convenience.

IEC 80601-2-58 edition 2.1 contains the second edition (2014-09) [documents 62D/1151/FDIS

and 62D/1161/RVD] and its amendment 1 (2016-10) [documents 62D/1364/FDIS and 62D/1370/

RVD].

In this Redline version, a vertical line in the margin shows where the technical content is
modified by amendment 1. Additions are in green text, deletions are in strikethrough red text. A
separate Final version with all changes accepted is available in this publication.
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International standard |IEC 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.

It is published as a double logo standard.
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.

AW

— Informative material appearing outside of tables, such as notes, examptes\angd>xeferenges: in smaller type.

Normative text of tables is also in a smaller type.

— TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STAN
NOTED: SMALL CAPITALS.

1S PARTICYLAR STANDARD OR AS

References to clayses\within this d are preceded by the term “Clause” followed by the
clause number. Wi

The verbal fo gndard conform to usage described in Annex H of the ISO/IEC
Directive purposes of this standard, the auxiliary verb:
“shall pliance with a requirement or a test is mandatory for compliance
with this ste

— “should” means~that compliance with a requirement or a test is recommended but is not
mandatory for compliance with this standard;

— “may” is used to describe a permissible way to achieve compliance with a requirement or
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.
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The committee has decided that the contents of the base publication and its amendment 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.

n indicates
correct
sing a

IMPORTANT - The 'colour inside' logo on the cover page of this publicati
that it contains colours which are considered to be usefu
understanding of its contents. Users should therefore print{'\

colour printer.

©
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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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INTRODUCTION TO THE AMENDMENT

This amendment modifies the content of the second edition of IEC 80601-2-58 published in
2014. This Amendment constitutes a technical revision.

This amendment includes the following significant technical changes with respect to the
second edition:

a) integration of updated definition of ESSENTIAL PERFORMANCE and updating the ESSENTIAL
PERFORMANCE analysis;

b) undating collateral and general standard references to align with amendments to the
general standard and other collateral standards;

@%

c) addition of symbols to standard;
d) update of EMC requirements.

N
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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

201.1 Scope, object and related standards

Clause 1 of the general standard? applies, except as follows:

201.1.1 * Scope

Replacement:

HAZARDS inherent in the AN i tion of ME EQUIPMENT or ME SYSTEMS
within the scope of this standard specific requirements in this standard

NOTE See also 4.
201.1.2  Object

Replacement:

S lar ndard is to establish particular BASIC SAFETY and ESSENTIAL
PERFORMANCE i for LENS REMOVAL DEVICES and VITRECTOMY DEVICES for ophthalmic
surgery (as.defiged\ | .3.208 and 201.3.217) and associated ACCESSORIES that can be
connected to the ME EQUIPMENT and are to be tested together or individually.

201.1.3 * Collateral standards

Addition:

This particular standard refers to those applicable collateral standards that are listed in
Clause 2 of the general standard and Clause 201.2 of this particular standard.

IEC 60601-1-2:2007 applies as modified in Clause 202.—All—other—published—collateral
i ' i - IEC 60601-1-3, IEC 60601-1-10,
IEC 60601-1-11, and IEC 60601-1-12 do not apply.

T The general standard is IEC 60601-1, Medical electrical equipment — Part 1: General requirements for basic

safety and essential performance
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201.1.4 Particular standards

Replacement:

In the IEC 60601 series, particular standards may modify, replace or delete requirements
contained in the general standard and collateral standards as appropriate for the particular
ME EQUIPMENT under consideration, and may add other BASIC SAFETY and ESSENTIAL
PERFORMANCE requirements.

A requirement of a particular standard takes priority over the general standard.

For brevity, IEC 60601-1 is referred to in this particular standard as the “general standard”.

Collateral standards are referred to by their document number.

The numbering of clauses and subclauses of this particular stand Q that of
the general standard with the prefix “201” (e.g. 201.1 in this stand e tontent
of Clause 1 of the general standard) or applicable collateral

where x is the final digit(s) of the collateral standard docyum q . 02.4 in this

particular standard addresses the content of Clause <4
standard, 203.4 in this particular standard addresse

“Amendment” means
collateral standard is a

, due to the fact that definitions in the general
3.139, additional definitions in this standard are
. Additional annexes are lettered AA, BB, etc., and

“wy "

20x, where “x” is the number of the collateral standard, e.g. 202 for
IEC 60601-1-3, etc.

The term “this standard” is used to make reference to the general standard, any applicable
collateral standards and this particular standard taken together.

Where there is no corresponding clause or subclause in this particular standard, the clause or
subclause of the general standard or applicable collateral standard, although possibly not
relevant, applies without modification; where it is intended that any part of the general
standard or applicable collateral standard, although possibly relevant, is not to be applied, a
statement to that effect is given in this particular standard.

201.2 Normative references

NOTE Informative references are listed in the bibliography beginning on page 32.

Clause 2 of the general standard applies, except as follows:
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Replacement:

IEC 60601-1-2:20072, Medical electrical equipment — Part 1-2: General requirements for basic
safety and essential performance — Collateral standard: Electromagnetic—ecompatibitity
disturbances — Requirements and tests

Addition:

IEC 60601-2-2, Medical electrical equipment — Part 2-2: Particular requirements for the basic
safety and essential performance of high frequency surgical equipment and high frequency
surgical accessories

IEC 60601-2-22, Medical electrical equipment — Part 2-22: Particular.fiequirements for the
basic safety and essential performance of surgical, cosmetic, therapeutic and~diagnostic laser
equipment

CISPR 11, Industrial, scientific and medical equipment — RadtiQ\fre slisturbance
characteristics — Limits and methods of measurement

ISO 17664:2004, Sterilization of me
manufacturer for the processing of res

For the purpos
except as follows:

ASPIRATION
drawing fluid or ga it of the eye by use of suction

201.3.202
DIATHERMY
surgical technique using high frequency (HF) electrical currents to stop bleeding in tissue

Note 1 to entry: Diathermy is used, for example, to coagulate blood or bind tissues together.

Note 2 to entry: The terms “cautery” or “coagulation” have also been used in this context.

201.3.203
DRAIN CONTAINER
sealed container (or bag) in which aspirated fluid is collected
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