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DEVELOPMENT OF MALAYSIAN STANDARDS 

 

The Department of Standards Malaysia (STANDARDS MALAYSIA) is the national 

standardisation and accreditation body. 

 

The main function of the Department is to foster and promote standards, 

standardisation and accreditation as a means of advancing the national economy, 

promoting industrial efficiency and development, benefiting the health and safety of 

the public, protecting the consumers, facilitating domestic and international trade and 

furthering international cooperation in relation to standards and standardisation. 

 

Malaysian Standards are developed through consensus by committees which 

comprise of balanced representation of producers, users, consumers and others with 

relevant interests, as may be appropriate to the subject in hand. To the greatest 

extent possible, Malaysian Standards are aligned to or are adoption of international 

standards. Approval of a standard as a Malaysian Standard is governed by the 

Standards of Malaysia Act 1996 (Act 549). Malaysian Standards are reviewed 

periodically. The use of Malaysian Standards is voluntary except in so far as they are 

made mandatory by regulatory authorities by means of regulations, local by-laws or 

any other similar ways. 

 

The Department of Standards appoints SIRIM Berhad as the agent to develop 

Malaysian Standards. The Department also appoints SIRIM Berhad as the agent for 

distribution and sale of Malaysian Standards. 

 
For further information on Malaysian Standards, please contact: 
 
Department of Standards Malaysia OR SIRIM Berhad 
Level 1 & 2, Block C4, Parcel C (Company No. 367474 - V) 
Federal Government Administrative Centre  1, Persiaran Dato’ Menteri 
62502 Putrajaya  P.O. Box 7035, Section 2 
MALAYSIA  40911 Shah Alam 
  Selangor D.E. 
 
Tel:  60 3 88858000  Tel:  60 3 5544 6000 
Fax: 60 3 88885060  Fax: 60 3 5510 8095 
 
http://www.standardsmalaysia.gov.my     http://www.sirim.my  
 
E-mail: central@standardsmalaysia.gov.my
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NATIONAL FOREWORD 
 
 
The adoption of the IEC Standard as a Malaysian Standard was recommended by the 
Technical Committee on Anaesthetic/Respiratory and Electromechanical Devices under the 
authority of the Medical Devices Industry Standards Committee. 
 
This Malaysian Standard is identical with IEC 60601-2-49:2006, Medical electrical equipment 
- Part 2-49: Particular requirements for the safety of multifunction patient monitoring 
equipment, published by the International Electrotechnical Commission (IEC). However, for 
the purposes of this Malaysian Standard, the following apply: 
 
a) in the source text, “this International Standard” should read “this Malaysian Standard”; 
 
b) the comma which is used as a decimal sign (if any), to read as a point;  
 
c) references to International Standards should be replaced by equivalent Malaysian 

Standards as follows: 
 
Referenced International Standards Corresponding Malaysian Standards 
 
IEC 60601-1, Medical electrical 
equipment - Part 1: General 
requirements for safety 

MS IEC 60601-1, Medical electrical 
equipment - Part 1: General requirements for 
basic safety and essential performance 
 

IEC 60529, Degree of protection 
provided by enclosures (IP code) 
 

MS IEC 60529, Degree of protection 
provided by enclosures (IP code) 
 

d) the basis IEC 60601-2-49 is printed in English and French languages. However, only the 
English version is retained for this Malaysian Standard. 

 
Compliance with a Malaysian Standard does not of itself confer immunity from legal 
obligations. 
 
NOTE.  IDT on the front cover indicates an identical standard i.e. a standard where the technical content, structure, 
and wording (or is an identical translation) of a Malaysian Standard is exactly the same as in an International 
Standard or is identical in technical content and structure although it may contain the minimal editorial changes 
specified in clause 4.2 of ISO/IEC Guide 21-1. 
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INTERNATIONAL ELECTROTECHNICAL COMMISSION 

 

 
 

MEDICA L ELECTRICA L EQUIPMENT – 

 
Part 2-49: Particular requirements for the safety 
of multifunction patient monitoring equip ment 

 

 
 

FOREW ORD 
 

1)   The  International  Electrotechnical  Commission  (IEC)  is  a  world wide  organizat ion  for  standardization  com prising 

all    na t ional   elec trotechnical   com m it tees   (IEC   Nat ional   Comm ittees). The  objec t   of   I EC   is   to   promo te 
international  co-operat ion  on  all  questions  concerning  s tandardization  in  the  electrical and  elec tronic  f ields. To 
this  end  and  in  addition  to  other  activ ities,  IEC  publishes  Internat ional  S tandards,  Technical  Specif icat ions, 
Techn i cal   R eports,   Public ly   Availab le   Specificat ions   (PAS)   and   Guides   (hereafter  referred  to  as  “IEC 
Publicat ion(s)”).  Their  preparation  is  entru sted to  technical  com mittees;  any  IEC  National  Com m ittee interested 

in   the   subject   dealt   with   m ay   part icipate   in   this   preparato ry   work.   International,   governm ental   and   non- 
governm ental  organizat ions  liaising  with  the  IEC  also  partic ipate  in  this  preparat ion.  IEC  col laborates  clo sely 

with  the  Internat ional  Organizat ion  for  Standardizat ion  (ISO)  in  accordance with  conditions  determined  by 
agreem ent between the t wo organizat ions. 

2)   The form al decisions o r ag reem ents o f IEC on technical mat ters  express, as  nearly as possible,  an internat iona l 

consensu s  of  opinion  on  the  relev ant  subjects  since  each  technical  com mit tee  has repre sentat ion  from al l 
interes ted IEC National Committees. 

3)   IEC  Publications  hav e  the  form  of  recom m endations  for  international  use  and  are  accep ted  by  IEC  National 
Com m it tees  in  that  sense.  W hile  all   reasonable  efforts  are  m ade  to  ensure  that  the  technical  content  of  IEC 
Publicat ions   is   accurate,   IEC  cannot  be  held  respon sible  for  the  way  in  which  they  are  us ed  or  for  any 

m isinterpretation by any end user. 

4)   In  order  to  prom ote  international  uniform ity,  IEC  National  Comm ittees  undertake  to  apply  IEC  Publications 

transparently  to  t he  m axim um   extent   possible  in  their  nat ional   and  regional   publ icat ions. Any  div ergence 
between  any  I EC Publicat ion  and  the corresponding national  or  regional  publication shall   be clearly indicated in 

the latter. 

5)   IEC   provides   no  m arking  procedure   to   indicate  its   approval  and  cannot  be  rendered  re sponsible  for  any 
equipment declared to be in conform ity with a n IEC Publica t ion. 

6)   All users should ensure that they have the latest edition o f this publicat ion. 

7)   No  l iabili ty  shall   at tach  to  IEC  or  its  d irec tors,  em ployees,  servants  or  agents  including  individual  experts  and 

m em bers  of  its  technical  committees  and IEC National  Comm ittees  for  any personal  inj ury,  property dam age or 
other  dam age  of  any  nature  wha tsoev er,  whether  direct  or  indirec t,  or  for  costs  (including  legal  fees)  and 

expense s   arising  out   of   the  publication,   use  of,   or  reliance  upon,   this  IEC  Publicat ion  or  any  o ther  IEC 
Publicat ions. 

8)   Attention  is  drawn  to  the  Norm ative  references  cited  in  this  publication.  Use  of  the  referenced  publications  is 

indispensable for the correct applicat ion of this publication. 

9)   Attention  is  drawn  to  the  possibili ty  that  som e  of  the  elem ents  of  this  IEC  Publicat ion  may  be  the  subj ect  of 

patent rights. IEC shall no t be held responsible for identifying any or al l such patent rights. 

 
In t e r n a t ion al   S tandard  IE C 60601-2-4 9  has  b e en   p re pare d  b y  su b com m itt e e   6 2D:  Ele c tro- 
m edi cal equ ipm ent, o f IEC te ch n i cal co m m ittee 62 : Ele c t r i ca l equipmen tin medi ca l p rac t i ce . 

 
This biling ual ve rsion (2006 -01) replaces th e English ve rs ion . 

 
The te xt o f this s tand ard is b as e d upo n t h e follo wing d o c um ents : 

 
FDIS Report on vot ing 

62D/409/FDIS 62D/412/RVD 
 

 
Full  in form a tio n  o n  th e  vo tin g  fo r  th e  a pp rova l  o f  th i s  s tandar d  can  b e  f o u nd  in  the  r e por t  on 
vo tin g ind i ca t e d in th e abo ve ta b le . 

 
The Fren ch v e rs ion o f this s tanda rd has no t bee n v o te d up on .  
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This publication has been drafted in accordance with the ISO/IEC Directives, Part 2. 

 
In this Particular Standard the following print types are used: 

 

– requirements, compliance with which can be tested, and definitions: in roman type; 
 

– notes, explanations, advice, introductions, general statements, exceptions and references: in smaller type; 
 

– test specifications, headings of subclauses and headings of items: in italic type; 
 

– TERMS DEFINED IN CLAUSE 2 OF THE GENERAL STANDARD OR THIS PARTICULAR STANDARD: SMALL 

CAPITALS. 
 

The committee has decided that the contents of this publication will remain unchanged until the 
maintenance result 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. 
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