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Foreword

This European Standard (EN 1060-3:1997/A1:2005) has been prepared by Technical Committee CEN/TC 205
“Non-active medical devices”, the secretariat of which is held by DIN.

This Amendment to the European Standard EN 1060-3:1997 shall be given the status of a national standard,
either by publication of an identical text or by endorsement, at the latest by June 2006, and conflicting national
standards shall be withdrawn at the latest by June 2006.

This document has been prepared under a mandate given to CEN by the European Commission and the
European Free Trade Association, and supports essential requirements of EU Directive(s).

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to implement this European Standard: Austria, Belgium, Cyprus, Czech Republic,
Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania,
Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Slovakia, Slovenia, Spain, Sweden, Switzerland
and United Kingdom.
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Revised text

Page 4

2 Normative references
Add new references

EN 1060-4:2004, Non-invasive sphygmomanometers — Part 4: Test procedures to determine the overall
system accuracy of automated non-invasive sphygmomanometers

EN 60601-2-30:2000, Medical electrical equipment — Part 2-30: Particular requirements for the safety,
including essential performance, of automatic cycling non-invasive blood pressure monitoring equipment
(IEC 60601-2-30:1999)

Delete reference to EN 60601-2-30:1995

Page 5

3 Terms and definitions

For the purposes of this European Standard, the terms and definitions given in EN 1060-1, EN 1060-2,
EN 60601-1 and the following apply.

Add a new definition for "short term automatic mode".
3.7

short term automatic mode
mode in which as many automatic measurements as possible are made within a specified time period.
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Page 7

7.3.1 Internal electrical power source

a) Automated, cyclical measuring non-invasive blood pressure systems in which the cuff pressure is
generated by an electrical pump shall comply with 56.7 ¢) 1) and 2) of EN 60601-2-30:2000;

b) Non-cyclical measuring non-invasive blood pressure systems in which the cuff pressure is generated
by an electrical pump shall comply with 56.7 c) 2) of EN 60601-2-30:2000

7.3.2 External electrical power source

a) Blood pressure measuring systems in which the cuff pressure is generated by an electrical pump
shall comply with 49.3 of EN 60601-2-30:2000;

b) For devices operated in manual mode 49.3 a) only applies.

Page 10

7.9 Overall system accuracy
Replace the whole subclause by;

"Except for short term automatic mode and devices in which blood pressure is determined manually with the
aid of a stethoscope, the following 6vetall system accuracy values shall apply:

a) maximum mean error of measurement: £-5 mmHg, (+ 0,7 kPa);
b) maximum experimental standard. deviation:; 8-mmHg.(1,1-kPa).

Testing shall be performed in accordance with EN 1060-4.

Upon request the manufacturer shall provide evidence to the Notified Body that these requirements are met.

Page 27

Annex A

Delete the whole annex.

Page 31

Annex ZA
Page 29

Change the title to “Relationship between this European Standard and the Essential Requirements of EU
Directive 93/42/EC Medical Devices”.
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Replace the standard paragraphs before Table ZA.1 by the following text:

“This European Standard has been prepared under a mandate given to CEN by the European Commission
and the European Free Trade Association to provide a means of conforming to Essential Requirements of the
New Approach Directive 93/42/EC Medical Devices.

Once this standard is cited in the Official Journal of the European Communities under that Directive and has
been implemented as a national standard in at least one Member State, compliance with the clauses of this
standard given in Table ZA confers, within the limits of the scope of this standard, a presumption of conformity
with the corresponding Essential Requirements of that Directive and associated EFTA regulations.”

Page 30

Replace 8.2 with 9.2 in the second column of row 7.3.

Page 31

Delete the row referring to Annex A in Table ZA.1.
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