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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-30: Particular requirements for the basic safety and essential
performance of automated non-invasive sphygmomanometers

FOREWORD

this end and in addltlon to other activities, IEC publishes International
Technical Reports, Publicly Available Specifications (PAS) and Guides

governmental organizations liaising with the IEC also partlmpate i
with the International Organization for Standardization (ISO
agreement between the two organizations.

and are accepted by IEC National
Committees in that sense. While all reasonable effqrts \ t re that the technical content of IEC
Publications is accurate, IEC cannot be ) the way in which they are used or for any
misinterpretation by any end user.

the latter.

5) IEC itself does nof _provide
assessment serw i
services carried out by i

8) AttentionN ¥ to ative references cited in this publication. Use of the referenced publications is
indispensabte_forthe sorreef application of this publication.

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

This Consolidated version of IEC 80601-2-30 bears the edition number 1.1. It consists of
the first edition (2009) [documents 62D/721/FDIS and 62D/737/RVD], its corrigendum 1
(January 2010) and its amendment 1 (2013) [documents 62D/1072/FDIS and
62D/1079/RVD]. The technical content is identical to the base edition and its
amendment.

In this Redline version, a vertical line in the margin shows where the technical content
is modified by amendment 1. Additions and deletions are displayed in red, with
deletions being struck through. A separate Final version with all changes accepted is
available in this publication.

This publication has been prepared for user convenience.
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International standard IEC 80601-2-30 has been prepared by a Joint Working Group of IEC
subcommittee 62D: Electrical equipment, of IEC technical committee 62: Electrical equipment
in medical practice and ISO subcommittee SC3: Lung ventilators and related equipment, of
ISO technical committee 121: Anaesthetic and respiratory equipment.

This edition constitutes a major technical revision as well as an alignment with the third
edition of IEC 60601-1. Specific technical changes include: expansion of the scope to include
all AUTOMATED SPHYGMOMANOMETERS including those where the PATIENT is the OPERATOR,
identification of ESSENTIAL PERFORMANCE, new clinical accuracy requirements, additional
mechanical strength requirements and prohibition of OPERATOR accessible 'Luer' connectors in
the PNEUMATIC SYSTEM.

This publication is published as a double logo standard.

This publication has been drafted in accordance with the ISO/IEC Dirg

In this standard, the following print types are used:

— Requirements and definitions: roman type.
— Test specifications: italic type.

eferences: in smaller type.

ARTICULAR STANDARD OR AS

Directives, Part2. Fonthe purposes of this standard, the auxiliary verb:

“shall” means that compliance with a requirement or a test is mandatory for compliance
with this standard,;

— “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

« reconfirmed,;
« withdrawn;

« replaced by a revised edition, or
« amended.

NOTE The attention of National Committees is drawn to the fact that equipment manufacturers and testing
organizations may need a transitional period following publication of a new, amended or r IEC publication in
which to make products in accordance with the new requirements and to equip themselves for ¢cenducting new or
revised tests. It is the recommendation of the committee that the content of this
implementation nationally not earlier than 3 years from the date of publication for i signed and
not earlier than 5 years from the date of publication for equipment already in prod

IMPORTANT - The “colour inside” logo on the cover p
that it contains colours which are considered to be useful orregt understanding
of its contents. Users should therefore print this p)zhc\' i ojour printer.

&
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INTRODUCTION

The minimum safety requirements specified in this particular standard are considered to
provide for a practical degree of safety in the operation of an AUTOMATED
SPHYGMOMANOMETER.

The requirements are followed by specifications for the relevant tests.

Following the decision taken by subcommittee 62D at the meeting in Washington in 1979, a
"General guidance and rationale" section giving some explanatory notes, where appropriate,
about the more important requirements is included in Annex AA.

It is considered that knowledge of the reasons for these requirementsill not wnly facilitate

O
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INTRODUCTION TO THE AMENDMENT

This amendment deals primarily with editorial corrections and clarifications, clarifies
requirements for operation in the loss of SUPPLY MAINS and references new and updated
collateral standards.

To meet needs for change which were identified by users of this particular standard, it was
necessary to amend the standard before the previously approved maintenance cycle date.

@%
S
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-30: Particular requirements for the basic safety and essential
performance of automated non-invasive sphygmomanometers

201.1 Scope, object and related standards

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

201.1.1 Scope

Replacement:

BLOOD PRESSURE without arterial puncture.

NOTE 1 Equipment that performs indirect measurement o
directly measure the BLOOD PRESSURE. It only gStim

This standard specifies requirements fo
this ME EQUIPMENT and its ACCESSORI
DETERMINATION.

HAzARDS inherent in the intended physiological function of ME EQUIPMENT or ME SYSTEMS
within the scope of this standard are not covered by specific requirements in this standard
except in 201.11 and 201.105.3.3, as well as 7.2.13 and 8.4.1 of IEC 60601-1.

NOTE 2 See also 4.2 of the general standard.
201.1.2 Object

Replacement:

The object of this particular standard is to establish particular BASIC SAFETY and ESSENTIAL
PERFORMANCE requirements for an AUTOMATED SPHYGMOMANOMETER as defined in 201.3.201.

1) The general standard is IEC 60601-1:2005, Medical electrical equipment — Part 1: General requirements for
basic safety and essential performance, including Amendment 1:2012.
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201.1.3 Collateral standards

Addition:

This particular standard refers to those applicable collateral standards that are listed in
Clause 2 of IEC 60601-1 and Clause 2 of this particular standard.

IEC 60601-1-2 is amended by this particular standard. IEC 60601-1-3 does not apply. All
other published collateral standards in the IEC 60601-1 series apply as published.

201.1.4 Particular standards

Replacement:

ME EQUIPMENT under consideration,
PERFORMANCE requirements.

the general standard with the prefix “201" (e.g in this standard addresses the content
of Clause 1 of the general standard) ateral standard with the prefix “20x”
where x is the final digit( andardvdocument number (e.g. 202.4 in this
4 of the 60601-1-2 collateral standard,

"Amendmen S the clause or subclause of the general standard or applicable
collateral standard_i ended as indicated by the text of this particular standard.

Subclauses, figures or tables which are additional to those of the general standard are
numbered starting from 201.101. However due to the fact that definitions in the general
standard are numbered 3.1 through 3.139, additional definitions in this standard are
numbered beginning from 201.3.201. Additional annexes are lettered AA, BB, etc., and
additional items aa), bb), etc.

Subclauses or figures which are additional to those of a collateral standard are numbered
starting from 20x, where “x” is the number of the collateral standard, e.g. 202 for IEC 60601-
1-2, 203 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
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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 53.
Clause 2 of the general standard applies, except as follows:

Amendment of the following references:

IEC 60601-1-2:2007, Medical electrical equipment — Part 1-2: General re expents for basic
safety and essential performance — Collateral standard: Electromag patibility —
Requirements and tests

IEC 60601-1-6:2010, Medical electrical equipment — Part 1-6: Gen
safety and essential performance — Collateral standard: Usabilit
Amendment 1:2013

IEC 60601-1-8:2006, Medical electrical equipment — 8. Generalxeqlirements for basic
safety and essential performance — Collateral st ; qerakveguirements, tests and
guidance for alarm systems in medical electric
Amendment 1:2012

Addition:

IEC 60068-2-64:2008
band random anq j

basic safety and esSsential performance of high frequency surgical equipment and high
frequency surgical accessories

IEC 62366:2007, Medical devices — Application of usability engineering to medical devices

ISO 594-1:1986, Conical fittings with a 6 % (Luer) taper for syringes, needles and certain
other medical equipment — Part 1: General requirements

ISO 594-2:1991, Conical fittings with 6 % (Luer) taper for syringes, needles and certain other
medical equipment — Part 2: Lock fittings

ISO 81060-2:20132), Non-invasive sphygmomanometers — Part 2: Clinical—validation
investigation of automated measurement type

2}_To be published-




