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1)

INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-60: Particular requirements for the basic safety
and essential performance of dental equipment

FOREWORD

The Internat|ona| Electrotechmcal Comm|SS|on (IEC) |s a worIdW|de orgamzatlon for stiandardization comprising
to promote
international co-operation on all questions concerning standardization in the el S e ic fields. To
this end and in addition to other activities, IEC publishes International Starfdards { pecifications,
Technical Reports, Publicly Available Specifications (PAS) and Guids as “IEC
Publication(s)”). Their preparation is entrusted to technical committees; a i i{tee interested
in the subject dealt with may participate in this preparatory work. iona| smehtal and non-
governmental organizations liaising with the IEC also participate i ation. collaborates closely

agreement between the two organizations.

The formal decisions or agreements of IEC on technical mat
consensus of opinion on the relevant subjects since e
interested IEC National Committees.

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

transparently to the maximuym \ dl and regional publications. Any divergence
between any IEC Publicatiot regional publication shall be clearly indicated in

IEC itself does not proyid a i wity. Independent certification bodies provide conformity
assessment serviges and, i 3 s Q IEC marks of conformity. IEC is not responsible for any
services carried@ ati i

All users should engure edition of this publication

, employees, servants or agents including individual experts and
EC National Committees for any personal injury, property damage or

International standard IEC 80601-2-60 has been prepared by a Joint Working Group of
subcommittee 62D: Electrical equipment in medical practice of IEC technical committee 62:
Electrical equipment in medical practice and subcommittee 6: Dental equipment of ISO
technical committee 106: Dentistry.

The text of this particular standard is based on the following documents:

FDIS Report on voting
62D/964/FDIS 62D/984/RVD

Full information on the voting for the approval of this particular standard can be found in the
report on voting indicated in the above table. In ISO, the standard has been approved by 16
P-members out of 17 having cast a vote.

This publication has been drafted in accordance with the ISO/IEC Directives, Part 2.
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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, examples and references: in smaller type.
Normative text of tables is also in a smaller type.

— TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STANDARD, IN THIS PARTICULAR STANDARD OR AS
NOTED: SMALL CAPITALS.

In referring to the structure of this standard, the term

“clause” means one of the seventeen numbered divisions within the
inclusive of all subdivisions (e.g. Clause 7 includes subclauses 7.1, 7.2

able of contents,

— “subclause” means a numbered subdivision of a clause (e.g. 7 3 .1 are all
subclauses of Clause 7).

References to clauses within this standard are preceded by the Qwed by the
clause number. References to subclauses within this partic '

In this standard, the conjunctive “or” is used as an “ine
combination of the conditions is true.

— “may” is used to de

test.
An asterisk (*) a

indicates that thereg

¢ reconfirmed,

¢ withdrawn,

* replaced by a revised edition, or
* amended.
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-60: Particular requirements for the basic safety
and essential performance of dental equipment

201.1 Scope, object and related standards

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

201.11 Scope

Replacement:

DENTAL UNITS, DENTAL PATIENT CHAIRS, DENTAL HANDPIECES
hereafter referred to as DENTAL EQUIPMENT.

e ME EQUIPMENT only, or to
ME SYSTEMS only, the title and conten of at claus or sub BeAvill say so. If that is not the

HAzARDS inherent in the intended p ysia
anoa

NOTE See also 4.2 of the

201.1.2 .@

Replacement:

The objec ' icular standard is to establish BASIC SAFETY and
ESSENTIAL PER p efments for DENTAL EQUIPMENT (as defined in 201.3.202.)

201.1.3

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 60601-1-3, IEC 60601-1-92) and IEC 60601-1-103) do not apply. All other published
collateral standards in the IEC 60601-1 series apply as published.

1) The general standard is IEC 60601-1:2005, Medical electrical equipment — Part 1: General requirements for
basic safety and essential performance.

2) |EC 60601-1-9:2007, Medical electrical equipment — Part 1-9: General requirements for basic safety and
essential performance — Collateral Standard: Requirements for environmentally conscious design

3) IEC 60601-1-10:2007, Medical electrical equipment — Part 1-10: General requirements for basic safety and
essential performance — Collateral Standard: Requirements for the development of physiologic closed-loop
controllers
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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 content
of Clause 1 of the general standard) or applicable collateral ith fix “20x”
where x is the final digit(s) of the collateral standard docuym . 02.4 in this

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

"Addition" means that the text of this
the general standard or applicable coll

"Amendment" means
collateral standard is

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

Subclauses, fig les which are additional to those of a collateral standard are

numbered starti 0x, where “x” is the number of the collateral standard, e.g. 202 for
IEC 60601-1-2,"2Q3 fox 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

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

IEC 60664-1:2007, Insulation coordination for equipment within low-voltage systems — Part 1:
Principles, requirements and tests

IEC 60825-1, Safety of laser products — Part 1: Equipment classification and requirements
Addition:

IEC 60601-2-2:2009, 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

For the purposes of this document, the terms and definitions given in IEC 60601-1:2005,
IEC 60601-2-2:2009 and ISO 1942 apply, except as follows:

NOTE An index of defined terms is found beginning on page 31

Addition:

201.3.201
DENTAL ELECTRICAL MOTOR
handheld part of the DENTAL HANDPIECE electrically powered by the DENTAL UNIT

201.3.202
DENTAL EQUIPMENT
ME EQUIPMENT with any combination of DENTAL HANDPIECES, DENTAL UNITS,

DENTAL PATIENT CHAIRS and DENTAL OPERATING LIGHTS
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