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Medicinska električna oprema - 2-25. del: Posebne varnostne zahteve za
elektrokardiografe - Dopolnilo A1 (IEC 60601-2-25:1993/A1:1999)

Medizinische elektrische Geräte - Teil 2-25: Besondere Festlegungen für die Sicherheit 
von Elektrokardiographen  (IEC 60601-2-25:1993/A1:1999)

Appareils électromédicaux - Partie 2-25: Règles particulières de sécurité des 
électrocardiographes  (CEI 60601-2-25:1993/A1:1999)

Medical electrical equipment - Part 2-25: Particular requirements for the safety of 
electrocardiographs  (IEC 60601-2-25:1993/A1:1999)

11.040.55 Diagnostična oprema Diagnostic equipment

ICS:

Ta slovenski standard je istoveten z: EN 60601-2-25:1995/A1:1999
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– 2 – 60601-2-25 Amend. 1 © IEC:1999(E)

FOREWORD

This amendment has been prepared by subcommittee 62D: Electromedical equipment, of IEC
technical committee 62: Electrical equipment in medical practice.

The text of this amendment is based on the following documents:

FDIS Report on voting

62D/309/FDIS 62D/314/RVD

Full information on the voting for the approval of this amendment can be found in the report on
voting indicated in the above table.

___________

Page 3

CONTENTS

Replacement:

44  Overflow, spillage, leakage, humidity, ingress of liquids, cleaning, sterilization,
disinfection and compatibility ......................................................................................... 25

SECTION ONE – GENERAL

Page 11

1.3  Particular Standards

Replace the first paragraph of the Addition by the following:

This Particular Standard refers to IEC 60601-1 (1988): Medical electrical equipment – Part 1:
General requirements for safety as amended by its amendment 1 (1991) and amendment 2
(1995). The General Standard takes into account IEC 60601-1-2 (1993), Medical electrical
equipment – Part 1 General requirements for safety – 2. Collateral Standard: Electromagnetic
compatibility – Requirements and tests.

Page 17

6  Identification, marking and documents

This clause of the Particular Standard applies except as follows:

6.1  Marking on the outside

Replace the existing title by the following:

Marking on the outside of EQUIPMENT or EQUIPMENT parts

Delete 6.1 l) and text.
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60601-2-25 Amend. 1 © IEC:1999(E) – 3 –

6.8.2  Instructions for use

aa)  Advice shall be given on the following:

In 1) replace the defined term TYPE B ELECTROCARDIOGRAPHS by TYPE B APPLIED PARTS.

In 3) replace the defined term TYPE BF OR CF ELECTROCARDIOGRAPHS by TYPE BF OR CF APPLIED
PARTS.

Page 19

Addition:

13) Where relevant, a statement that the EQUIPMENT is protected against malfunction caused
by electrosurgery.

17  Separation

Replacement:

This clause of the Particular Standard applies, except as follows:

17 h)  second dash of the General Standard does not apply because it is covered by 51.101
and 51.102

Delete 17.101 and text.

Page 21

19.3  Allowable values

Delete 19.3 Item a), Additional item: 1) and Table 101, as they are covered by the General
Standard.

Page 23

SECTION FIVE – PROTECTION AGAINST HAZARD
FROM UNWANTED OR EXCESSIVE RADIATION

36  Electromagnetic compatibility

Replacement:

IEC 60601-1-2 applies, except as follows:

36.201.1.1

Replacement:

The EQUIPMENT shall comply with the requirements of CISPR 11, group 1, class A or B
depending on the environment of intended use.
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