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Preface

This Standard was prepared by the Australian members of the Joint Standards Australia/Standards 
New Zealand Committee HE-003 , Medical Electrical Equipment,  to supersede AS/NZS 3200.2 .24:1999, 
Particular requirements for safety — Infusion pumps and controllers (IEC 60601-2-24:1998,  MOD).

After consultation with stakeholders in both countries,  Standards Australia and Standards New 
Zealand decided to develop this Standard as an Australian Standard rather than an Australian/New 
Zealand Standard.

The obj ective of this Standard is  to specify basic safety and essential performance requirements for 
infusion pumps,  infusion pumps for ambulatory use,  syringe or container pumps, volumetric infusion 
controllers and volumetric infusion pumps.  The minimum specified safety requirements provide a 
practical degree of safety to assist operators using the equipment.

This Standard amends and supplements the general Standard IEC 60601-1,  Medical electrical equipment 
— Part 1: General requirements for basic safety and essential performance.

This Standard is  an adoption with national modifications,  and has been reproduced from, IEC 60601-2-
24:2012  (ED.  2 .0) ,  Medical electrical equipment ─ Part 2-24: Particular requirements for the basic safety 
and essential performance of infusion pumps and controllers.  Appendix ZZ lists the variations for the 
application of this Standard in Australia.

As this document has been reproduced from an International Standard, the following applies:

(a)  In the source text “this particular Standard” should read “this Australian Standard”.

(b)  A full point substitutes for a comma when referring to a decimal marker.

Australian or Australian/New Zealand Standards that are identical adoptions of international 
normative references may be used interchangeably.  Refer to the online catalogue for information on 
specific Standards.

The terms “normative” and “informative” are used in Standards to define the application of the 
appendices to which they apply.  A “normative” appendix is  an integral part of a Standard, whereas an 
“informative” appendix is  only for information and guidance.

iiAS 60601 .2 .2 4: 2 01 8

© Standards Australia Limited 2 01 8
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INTERNATIONAL ELECTROTECHNICAL COMMISSION  
____________ 

 
MEDICAL ELECTRICAL EQUIPMENT –  

 
Part 2-24:  Particular requirements  for the basic safety and  essential   

performance of infusion  pumps and  control lers  
 
 

FOREWORD 

1 )  The  I n ternati onal  E lectrotechn i cal  Commission  ( I EC)  i s  a  worl dwide  organ ization  for s tandard ization  compris i ng  
a l l  nati onal  e l ectrotechn ical  commi ttees  ( I EC National  Comm i ttees).  The  ob ject  of I EC i s  to  promote  
i n ternati ona l  co-operation  on  a l l  questions  concern i ng  standard i zati on  i n  the  e l ectri cal  and  e l ectron ic fi e l ds.  To  
th i s  end  and  i n  ad d i ti on  to  other acti vi ti es,  I EC publ i shes  I n ternational  Standards,  Techn ical  Speci fi cati ons,  
Techn ical  Reports,  Publ i cl y  Avai l abl e  Speci fi cati ons  (PAS)  and  Gu i des  (hereafter referred  to  as  “ I EC 
Publ i cation(s )” ) .  Thei r preparation  i s  en trusted  to  techn ical  commi ttees;  any I EC  National  Commi ttee  i n terested  
i n  the  subj ect  deal t  wi th  may parti cipate  i n  th i s  preparatory work.  I n ternational ,  governmental  and  non-
governmental  organ i zations  l i a i s i ng  wi th  the  I EC a l so  parti ci pate  i n  th i s  preparati on .  I EC col l aborates  cl osel y 
wi th  the  I n ternational  Organ ization  for Standard ization  ( I SO)  i n  accordance  wi th  cond i t i ons  determ ined  by 
agreement  between  the  two organ i zati ons.  

2)  The  formal  decis ions  or ag reements  of I EC on  techn ical  matters  express,  as  nearl y as  possi ble,  an  i n ternational  
consensus  of opin ion  on  the  re l evant subjects  s i nce  each  techn ical  commi ttee  has  representati on  from  a l l  
i n terested  I EC National  Committees.   

3)  I EC Publ i cati ons  have  the  form  of recommendations  for i n ternational  use  and  are  accepted  by  I EC  National  
Comm i ttees  i n  that  sense.  Whi l e  a l l  reasonable  efforts  are  made  to  ensure  that  the  techn ical  con tent  of I EC  
Publ i cations  i s  accurate,  I EC  cannot be  he l d  respons ibl e  for the  way i n  wh ich  they are  used  or for any 
m is i n terpretation  by any end  u ser.  

4)  I n  order to  promote  i n ternati onal  u n i form i ty,  I EC National  Commi ttees  undertake  to  app ly I EC Publ i cations  
transparen tl y to  the  maximum  exten t possib l e  i n  thei r national  and  reg i onal  publ i cati ons.  Any d i vergence  
between  any I EC Publ i cation  and  the  correspond i ng  national  or reg i onal  publ i cati on  sha l l  be  cl earl y i n d icated  i n  
the  l atter.  

5)  I EC i tsel f does  not  provide  any attestati on  of conform i ty.  I ndependent  certi fi cati on  bod ies  provi de  conform i ty 
assessment services  and ,  i n  some  areas,  access  to  I EC marks  of conform i ty.  I EC i s  not  respons i ble  for any 
services  carri ed  ou t  by i ndependent  certi fi cation  bod i es.  

6)  Al l  users  shou ld  ensure  that  they have  the  l atest  ed i ti on  of th i s  publ i cati on .  

7)  No  l i abi l i ty shal l  attach  to  I EC or i ts  d i rectors,  employees,  servan ts  or agents  i ncl ud ing  i n d ivi dual  experts  and  
members  of i ts  techn ical  commi ttees  and  I EC Nati onal  Commi ttees  for any personal  i n j u ry,  property damage  or 
other damage  of any nature  whatsoever,  whether d i rect  or i nd i rect,  or for costs  ( i ncl ud i ng  l egal  fees)  and  
expenses  ari s i ng  ou t  of the  publ i cation ,  use  of,  or rel i ance  upon ,  th i s  I EC Publ i cati on  or any other I EC  
Publ i cations.   

8)  Atten tion  i s  d rawn  to  the  Normative  references  ci ted  i n  th i s  publ i cation .  Use  of the  referenced  publ i cations  i s  
i nd i spensable  for the  correct appl i cati on  of th i s  publ i cation .  

9)  Atten tion  i s  d rawn  to  the  possib i l i ty that  some of the  e l ements  of th i s  I EC Publ i cation  may be  the  sub ject  of 
patent  ri gh ts.  I EC shal l  not  be  hel d  responsibl e  for i denti fyi ng  any or a l l  such  paten t ri gh ts .  

I n ternational  s tandard  I EC  60601 -2-24  has  been  prepared  by I EC subcommittee  62D:  
E lectromed ical  equ ipment,  of I EC  techn ical  committee  62 :  E lectrica l  equ ipment i n  med ical  
practice.  

Th is  second  ed i ti on  cancels  and  replaces  the  fi rst ed i ti on  of I EC  60601 -2-24  publ ished  in  
1 998.  Th is  ed i tion  consti tu tes  a  techn ical  revis ion  accord ing  to  I EC 60601 -1 : 2005+A1 :201 2  
wi th  new clause  numbering ,  i nclud ing  usabi l i ty and  a larms.  

The  text of th is  particu lar standard  i s  based  on  the  fol lowing  documents:  

FDIS  Report  on  voti ng  

62D/1 026/FDIS  62D/1 039/RVD  

 
Fu l l  i n formation  on  the  voti ng  for the  approval  of th is  particu lar standard  can  be  found  i n  the  
report on  voti ng  i nd icated  i n  the  above tab le .  

AS 60601.2.24:2018

© Standards Australia Limited 2018

Full document details: AS 60601.2.24-2018

http://www.avadocuments.com/doc/as-60601-2-24-2018
http://www.avadocuments.com/doc/as-60601-2-24-2018


60601 -2-24    I EC: 201 2  – 5  – 

Th is  publ ication  has  been  drafted  i n  accordance wi th  the  I SO/IEC  D irecti ves,  Part 2 .  

I n  th is  s tandard ,  the  fol l owing  pri n t types  are  used :  

– Requ irements  and  defin i ti ons:  roman  type.  

– Test specifications:  italic type.  

– I n formative  materi al  appeari ng  ou ts ide  of tab les,  such  as  notes,  examples  and  references:  i n  smal l er type.  

Normative  text  of tabl es  i s  a l so  i n  a  smal l er type.  

–  TERMS DEFINED  I N  CLAUSE  3  OF  THE  GENERAL STANDARD ,  I N  TH IS  PARTICULAR STANDARD OR AS  

NOTED :  SMALL CAPITALS .  

I n  referring  to  the  s tructu re  of th is  s tandard ,  the  term  

– “clause”  means  one  of the  seventeen  numbered  d ivis ions  wi th in  the  table  of con ten ts,  
i ncl us ive  of a l l  subd ivis ions  (e. g .  Clause  7  i ncludes  subclauses  7. 1 ,  7 . 2 ,  etc. ) ;  

– “subclause”  means  a  numbered  subd ivis ion  of a  cl ause  (e. g .  7 . 1 ,  7 . 2  and  7 . 2. 1  are  a l l  
subclauses  of C lause  7) .  

References  to  clauses  wi th in  th is  s tandard  are  preceded  by the  term  “Clause”  fo l l owed  by the  
clause  number.  References  to  subclauses  wi th in  th is  particu lar standard  are  by number on l y.  

I n  th is  standard ,  the  con j unctive  “or”  i s  used  as  an  “ inclus ive  or”  so  a  statement i s  true  i f any 
combination  of the  cond i ti ons  i s  true.  

The  verbal  forms  used  in  th is  standard  conform  to  usage  described  in  Annex H  of the  I SO/I EC  
Di rectives,  Part  2 .  For the  purposes  of th is  s tandard ,  the  auxi l i ary verb:  

– “shal l ”  means  that compl iance  wi th  a  requ irement or a  test i s  mandatory for compl iance  
wi th  th is  standard ;  

– “shou ld ”  means  that compl iance  wi th  a  requ irement or a  test  i s  recommended  but  i s  not 
mandatory for compl iance  wi th  th is  standard ;  

– “may”  i s  used  to  describe  a  perm issib le  way to  ach ieve  compl iance  wi th  a  requ i rement or 
test.  

An  asterisk (*)  as  the  fi rst character of a  ti tl e  or at the  beg inn ing  of a  paragraph  or table  ti tle  
i nd icates  that there  is  gu idance or rationale  re lated  to  that i tem  in  Annex AA.  

A l i s t of a l l  parts  of the  I EC  60601  series,  publ ished  under the  general  ti tl e  Medical electrical 
equipment,  can  be  found  on  the  I EC  websi te.  

The  committee  has  decided  that the  con ten ts  of th is  publ ication  wi l l  remain  unchanged  un ti l  
the  stabi l i ty date  i nd icated  on  the  I EC web s i te  under "h ttp: //webstore. iec.ch"  i n  the  data  
re lated  to  the  speci fic  publ ication .  At  th is  date,  the  publ ication  wi l l  be  

•  reconfi rmed ,  

•  wi thdrawn ,  

•  rep laced  by a  revised  ed i tion ,  or 

•  amended .  
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I NTRODUCTION  

This  particu lar standard  deals  wi th  the  safety of I NFUSION  PUMPS  and  I NFUSION  CONTROLLERS .  
The  re lationsh ip  between  th is  particu lar standard ,  I EC 60601 -1 : 2005+A1 : 201 2,  and  the  
col l atera l  s tandards  i s  expla ined  i n  1 . 3 .  

The  safe  use  of I NFUSION  PUMPS  and  control lers  is  primari l y the  responsibi l i ty of the  OPERATOR.  
I t  i s  a lso  recogn ized  that OPERATORS  shou ld  be  tra ined  i n  the  operation  of MEDICAL ELECTRICAL  

EQU IPMENT and  that safe  use  of the  MEDICAL  ELECTRICAL EQUIPMENT can  on l y be  ach ieved  i f i t  i s  
operated  i n  accordance  wi th  the  MANUFACTURER’S  i nstructions  for use.  The  m in imum  speci fied  
safety requ i rements  are  cons idered  to  provide  a  practical  degree  of safety i n  operation .  I t  i s  
the  responsibi l i ty of the  MANUFACTURER  to  ensu re  that the  requ irements  of th is  particu lar 
standard  are  re l i abl y implemented .  Th is  parti cu lar standard  has  been  developed  i n  
accordance  wi th  these  princip les.  
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MEDICAL ELECTRICAL EQUIPMENT –  
 

Part 2-24:  Particular requirements  for the basic safety and  essential   
performance of infusion  pumps and  control lers  

 
 
 

201 . 1  Scope,  object and  related  standards  

Clause  1  of the  general  s tandard 1  appl ies,  except as  fol lows:  

201 .1 . 1  Scope  

Replacement:  

Th is  Particu lar Standard  appl ies  to  the  BASIC SAFETY  and  ESSENTIAL  PERFORMANCE  of I NFUSION  

PUMPS  and  VOLUMETRIC I NFUSION  CONTROLLERS ,  hereafter referred  to  as  ME  EQUIPMENT.  

Th is  standard  appl ies  to  ADMIN ISTRATION  SETS  i n sofar as  the ir characteri stics  i n fl uence the  
BASIC SAFETY  or ESSENTIAL  PERFORMANCE  of I NFUSION  PUMPS  and  VOLUMETRIC  I NFUSION  

CONTROLLERS .  However th is  standard  does  not speci fy requ i rements  or tests  for other aspects  
of ADMIN ISTRATION  SETS  

I f a  clause  or subclause  is  speci fical l y i n tended  to  be  appl icable  to  ME  EQUIPMENT  on l y,  or to  
ME  SYSTEMS  on l y,  the  ti tl e  and  con tent of that cl ause  or subclause  wi l l  say so.  I f that i s  not the  
case,  the  clause  or subclause  appl ies  both  to  ME  EQUIPMENT  and  to  ME  SYSTEMS ,  as  re levant.  

HAZARDS  i nherent i n  the  i n tended  phys io log ical  function  of ME  EQUIPMENT  or ME  SYSTEMS  
wi th in  the  scope of th is  standard  are  not covered  by speci fic requ i rements  i n  th is  standard  
except i n  7 . 2. 1 3  and  8 . 4. 1  of the  general  standard .  

NOTE  See  al so  4 . 2  of the  general  s tandard .  

This  particu lar s tandard  speci fies  the  requ i rements  for ENTERAL NUTRITION  PUMPS ,  I NFUSION  

PUMPS ,  I NFUSION  PUMPS  FOR AMBULATORY USE ,  SYRINGE  OR CONTAINER  PUMPS ,  VOLUMETRIC 

I NFUSION  CONTROLLERS  and  VOLUMETRIC I NFUSION  PUMPS ,  as  defi ned  in  201 . 3. 204,  201 . 3 . 206,  
201 .3 . 207,  201 . 3. 220,  201 . 3. 222  and  201 . 3. 223.  

These  particu lar s tandard  does  not appl y to  the  fol lowing :  

a)  devices  speci fica l l y i n tended  for d iagnostic or s im i l ar use  (e. g .  ang iography or other 
pumps  permanen tl y con trol led  or supervised  by the  OPERATOR) ;  

b)  devices  for extracorporeal  ci rcu lation  of b lood ;  

c)  implan table  devices;  

d )  ME  EQUIPMENT  speci fical l y i n tended  for d iagnostic  use  wi th in  u rodynam ics  (measurement 
of pressure-volume re lationsh ip  of the  u ri nary b ladder when  fi l l ed  through  a  catheter wi th  
water) ;  

e)  ME  EQUIPMENT speci fical l y i n tended  for d iagnostic use  wi th in  male  impotence testing  
(measurement of amount of l i qu id  i n fused ,  necessary to  main ta in  a  preset pressure  l evel  
for main tain ing  pen i l e  erection :  cavernosometry,  cavernosography);  

f)  devices  covered  by I SO  28620.  

————————— 
1  The  general  s tandard  i s  I EC 60601 -1 : 2005+A1 : 201 2,  Medical electrical equipment –  Part 1 :  General 

requirements for basic safety and essential performance.  
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201 .1 . 2  Object  

Replacement:  

The obj ect of th is  particu lar standard  i s  to  establ ish  particu lar BASIC SAFETY  and  ESSENTIAL 

PERFORMANCE  requ irements  for ENTERAL NUTRITION  PUMPS ,  I NFUSION  PUMPS ,  I NFUSION  PUMPS  

FOR AMBULATORY USE ,  SYRINGE  OR CONTAINER  PUMPS ,  VOLUMETRIC I NFUSION  CONTROLLERS  and  
VOLUMETRIC  I NFUSION  PUMPS ,  as  defi ned  i n  201 . 3. 204,  201 . 3. 206,  201 . 3 . 207,  201 .3 . 220,  
201 .3 . 222  and  201 . 3. 223.  

201 .1 .3  Col lateral  standards  

Addition:  

This  particu lar standard  refers  to  those  appl icable  col lateral  standards  that are  l i s ted  i n  
Clause  2  of the  general  s tandard  and  Clause  201 . 2  of th is  particu lar standard .  

I EC 60601 -1 -2 : 2007,  I EC 60601 -1 -6: 201 0  and  I EC  60601 -1 -8: 2006  appl y as  mod i fied  in  
Clauses  202,  206  and  208  respective l y.  I EC  60601 -1 -3  does  not apply.  Al l  other publ ished  
col lateral  s tandards  in  the  I EC  60601 -1  series  appl y as  publ ished .  

201 .1 .4  Particu lar standards  

Replacement:  

I n  the  I EC  60601  series,  particu lar standards  may mod ify,  replace  or delete  requ irements  
con tained  i n  the  general  standard  and  col l atera l  standards  as  appropriate  for the  particu lar 
ME  EQUIPMENT  under cons ideration ,  and  may add  other BASIC SAFETY  and  ESSENTIAL  

PERFORMANCE  requ i rements.  

A requ irement of a  particu lar standard  takes  priori ty over the  general  s tandard .  

For brevi ty,  I EC 60601 -1  i s  referred  to  i n  th is  particu lar standard  as  the  general  standard .  
Col lateral  standards  are  referred  to  by thei r document number.  

The  numbering  of cl auses  and  subclauses  of th i s  particu lar s tandard  corresponds  to  that of 
the  general  standard  wi th  the  prefix  “201 ”  (e. g .  201 . 1  in  th is  s tandard  addresses  the  con ten t 
of C lause  1  of the  general  standard)  or appl icable  col lateral  standard  wi th  the  prefix “20x”  
where  x i s  the  fi nal  d i g i t(s)  of the  col latera l  s tandard  document number (e. g .  202.4  i n  th is  
particu lar standard  addresses  the  con ten t of C lause  4  of the  60601 -1 -2  col lateral  standard ,  
203.4  i n  th is  particu lar standard  addresses  the  content of Clause  4  of the  60601 -1 -3  col lateral  
standard ,  etc. ) .  The  changes  to  the  text of the  general  standard  are  speci fi ed  by the  use  of 
the  fol lowing  words:  

"Replacement"  means  that the  clause  or subclause  of the  general  standard  or appl icable  
col l atera l  s tandard  i s  replaced  completel y by the  text of th is  particu lar s tandard .  

"Add i ti on "  means  that the  text of th is  particu lar standard  i s  add i tional  to  the  requ irements  of 
the  general  s tandard  or appl icable  col latera l  standard .  

"Amendment"  means  that the  clause  or subclause  of the  general  s tandard  or appl icable  
col l atera l  s tandard  i s  amended  as  i nd icated  by the  text of th is  particu lar s tandard .  

Subclauses,  figures  or tab les  wh ich  are  add i ti onal  to  those  of the  general  standard  are  
numbered  starti ng  from  201 . 1 01 .  However,  due  to  the  fact that defi n i ti ons  i n  the  general  
standard  are  numbered  3. 1  through  3 . 1 39,  add i tional  defin i tions  i n  th is  standard  are  
numbered  beg inn ing  from  201 . 3. 201 .  Add i ti onal  annexes  are  lettered  AA,  BB,  etc. ,  and  
add i tional  i tems  aa) ,  bb) ,  e tc.  
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Subclauses ,  figures  or tables  wh ich  are  add i ti onal  to  those  of a  co l lateral  s tandard  are  
numbered  starting  from  20x,  where  “x”  i s  the  number of the  col lateral  s tandard ,  e. g .  202  for 
I EC 60601 -1 -2 ,  203  for I EC  60601 -1 -3,  etc.  

The  term  "th is  s tandard "  i s  used  to  make  reference to  the  general  s tandard ,  any appl icable  
col lateral  s tandards  and  th is  particu lar standard  taken  together.  

Where  there  is  no  correspond ing  clause  or subclause  i n  th is  particu lar standard ,  the  clause  or 
subclause  of the  general  s tandard  or appl icable  col lateral  s tandard ,  a l though  possib l y not  
re levant,  appl ies  wi thou t mod i fication ;  where  i t  i s  in tended  that any part  of the  general  
standard  or appl icable  col lateral  s tandard ,  a l though  poss ib l y re levant,  i s  not to  be  appl ied ,  a  
statement to  that effect i s  g iven  in  th is  particu lar standard .  

201 .2  Normative references  

Clause  2  of the  general  s tandard  appl ies ,  except as  fo l l ows:  

Replacement:  

I EC 60601 -1 -2 : 2007,  Medical electrical equipment – Part 1 -2:  General requirements for basic 
safety and essential performance – Collateral standard: Electromagnetic compatibility – 
Requirements and tests 

I EC 60601 -1 -6: 201 0,  Medical electrical equipment – Part 1 -6: General requirements for basic 
safety and essential performance – Collateral standard: Usability  

I EC  60601 -1 -8: 2006,  Medical electrical equipment – Part 1 -8:  General requirements for basic 
safety and essential performance – Collateral standard: General requirements,  tests and 
guidance for alarm systems in  medical electrical equipment and medical electrical systems  

Addition:  

I EC 60601 -1 : 2005,  Medical electrical equipment – Part 1 :  General requirements for basic 
safety and essential performance  

Amendment 1 : 201 2  

ISO 3696: 1 987,  Water for analytical laboratory use – Specification and test methods 

I SO 7864,  Sterile  hypodermic needles for single  use  

I SO  8536-4,  Infusion equipment for medical use – Part 4:  Infusion sets for single use,  gravity 
feed  

201 .3  Terms and  defin i tions  

For the  purposes  of th is  document,  the  terms  and  defin i ti ons  g i ven  i n   
I EC 60601 -1 : 2005+A1 : 201 2 ,  appl y,  except as  fol lows:  

NOTE  An  i ndex of defi ned  terms i s  found  beg inn ing  on  page  57.  

Replacement:  

201 .3.8  
APPLIED PART  
part of ME  EQUIPMENT,  i nclud ing  the  i n fus ion  l i qu id  pathway,  that i n  NORMAL  USE  necessari l y 
comes  i n to  physical  con tact  wi th  the  PATIENT  for ME  EQUIPMENT  to  perform  i ts  function  
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Addition:  

201 .3.201  
ADMINISTRATION  SET  

accessory that convey(s)  l i q u id  from  the  suppl y vi a  the  ME  EQUIPMENT  to  the  PATIENT  

201 .3.202  
ADMINISTRATION  SET CHANGE INTERVAL  
time recommended  by the  MANUFACTURER  of the  ME  EQUIPMENT  for us ing  the  ADMIN ISTRATION  

SET  

201 .3.203  
INTENDED BOLUS  

d iscrete  quanti ty of l i qu id  wh ich  is  i n tended  to  be  del i vered  by the  ME  EQUIPMENT  

201 .3.204 
ENTERAL NUTRITION  PUMP  
I NFUSION  PUMP where  the  l i qu id  i s  used  for en teral  nu tri ti on  

201 .3.205  
FREE  FLOW  
un in tended  fl ow to  a  PATIENT  th rough  an  ADMIN I STRATION  SET  wh ich  i s  not control led  by the  
I NFUSION  PUMP ,  for example,  due  to  the  un in tended  effects  of gravi ty/pressure  by the  removal  
of the  ADMIN ISTRATION  SET  from  the  I NFUSION  PUMP  

201 .3.206  
INFUSION  PUMP  
ME  EQUIPMENT  i n tended  to  regu late  the  fl ow of l i q u ids  i n to  the  PATIENT  u nder pressure  
generated  by the  pump  

Note  1  to  en try:  The  I NFUSION  PUMP  may provide  one  or more  of the  fol l owing  types  of fl ow:  

– type  1 :  con ti nuous  i n fus ion ;  

– type  2 :  non-conti nuous  i n fus ion ;  

– type  3:  d i screte  del i very of a  bol us ;  

– type  4 :  PROFI LE  PUMP ;  

201 .3.207  
INFUSION  PUMP FOR AMBULATORY USE  

I NFUSION  PUMP  i n tended  to  be  carried  conti nuous l y by the  PATIENT  

201 .3.208  
INTERMEDIATE  RATE  
test rate  for the  comparison  of d i fferen t ki nd  of pumps  
  

Note  1  to  en try:  The  speci fi c  l evel  of the  rate  d i ffers  for various  types  of equ ipment:  

– for VOLUMETRIC  I NFUS ION  PUMP  and  VOLUMETRIC  I N FUSION  CONTROLLER ,  set  the  rate  to  25  m l /h ;  

– for SYRI NGE  OR CONTAI NER PUMP ,  set  the  rate  to  5  m l /h ;  

– for I N FUSION  PUMPS  FOR AMBULATORY USE ,  set  the  rate  speci fi ed  by the  MANUFACTURER  as  typical  for the  
ME  EQU IPMENT .  

201 .3.209  
KEEP OPEN  RATE   
KOR  
l ow predeterm ined  rate(s)  to  wh ich  the  I NFUSION  PUMP  reverts  under speci fi ed  cond i tions  wi th  
the  object of keeping  the  PATIENT LI NE  open  
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Note  1  to  en try:  The  abbreviation  KVO (Keep-Vein -Open )  i s  common ly used  as  a  synonym  of KOR.  

201 .3.21 0  
MAXIMUM  INFUSION  PRESSURE  
maximum  pressure  wh ich  can  be  generated  by the  I NFUSION  PUMP  u nder cond i ti ons  of tota l  
occlus ion  at  the  end  of the  PATIENT LI NE  

201 .3.21 1  
MINIMUM  RATE  

l owest  rate  selectable  by the  OPERATOR,  bu t not less  than  1  m l /h  

* 201 .3.21 2  
MAXIMUM  SELECTABLE  RATE  

h ighest rate  selectable  by the  OPERATOR  i f h i gher than  the  I NTERMEDIATE  RATE  

* 201 .3.21 3  
MINIMUM  SELECTABLE  RATE  

l owest rate  selectable  by the  OPERATOR  i f l ower than  the  MIN IMUM  RATE  

201 .3.21 4 
OCCLUSION  ALARM  THRESHOLD  

value  of the  phys ical  q uanti ty at  wh ich  the  occlus ion  a larm  is  acti vated  

201 .3.21 5  
PATIENT END  
that  end  of the  PATIENT LI NE  where  connection  to  the  PATIENT  takes  p lace  

201 .3.21 6  
PATIENT LINE  

that  part of the  ADMIN ISTRATION  SET  between  the  ME  EQUIPMENT  and  the  PATI ENT  

201 .3.21 7  
REGION  OF  CONTROL  
that part of the  ME  EQUIPMENT  wi th in  wh ich  fl ow regu lation ,  flow shut-off or a i r detection  
occurs,  wi th in  the  body of the  ME  EQUIPMENT  or remotel y  

201 .3.21 8  
PROFILE  PUMP  
INFUSION  PUMP  i n tended  for control led  i n fus ion  of l i qu ids  in to  the  PATIENT  by means  of a  
programmed  sequence  of de l i very rates  

201 .3.21 9  
SUPPLY LINE  

that  part of the  ADMIN ISTRATION  SET  between  the  l i qu id  suppl y and  the  ME  EQUIPMENT  

201 .3.220  
SYRINGE  OR CONTAINER PUMP   
INFUSION  PUMP  i n tended  for con trol l ed  i n fus ion  of l i qu ids  i n to  the  PATIENT  by means  of one  or 
more  s ing le  action  syringe(s)  or s im i lar con tainer(s)  (e. g .  where  the  cartridge/bag  i s  emptied  
by posi ti ve  pressure  appl ied  to  the  cartri dge/bag)  i n  wh ich  the  del i very rate  i s  ind icated  i n  
volume per un i t  of t ime or un i ts  related  to  d rug  dosage.  

201 .3.221  
UNINTENDED BOLUS  

un in tended  d iscrete  quan ti ty of l iq u id  wh ich  is  del i vered  after re lease  of an  occlus ion   

AS 60601.2.24:2018

© Standards Australia Limited 2018

Full document details: AS 60601.2.24-2018

http://www.avadocuments.com/doc/as-60601-2-24-2018
http://www.avadocuments.com/doc/as-60601-2-24-2018


 – 1 2  – 60601 -2-24    I EC: 201 2  

201 .3.222  
VOLUMETRIC  INFUSION  CONTROLLER  
ME  EQUIPMENT  i n tended  to  regu late  the  fl ow of l i q u id  in to  the  PATIENT  u nder posi ti ve  pressure  
generated  by gravi tational  force  i n  wh ich  the  del i very rate  i s  i nd icated  by the  ME  EQUIPMENT  i n  
volume per un i t  of t ime  

201 .3.223  
VOLUMETRIC  INFUSION  PUMP  
I NFUSION  PUMP  i n  wh ich  the  de l i very rate  i s  i nd icated  in  volume per un i t of time  or un i ts  re lated  
to  d rug  dosage,  bu t exclud ing  SYRINGE  OR CONTAINER PUMPS  

201 .4 General  requirements  

Clause  4  of the  general  s tandard  appl ies  except as  fo l l ows.  

201 .4.3  ESSENTIAL PERFORMANCE  

Additional subclause:  

201 .4.3. 1 01  Addi tional  ESSENTIAL PERFORMANCE  requ i rements  

Add i ti onal  ESSENTIAL  PERFORMANCE  requ i rements  are  found  in  the  subclauses  l i sted  i n  
Table  201 . 1 01 .  

Table  201 . 1 01  – Distributed  ESSENTIAL  PERFORMANCE  requ i rements  

Requ i rement  Subclause  

Accuracy tests  for VOLUMETRIC  I NFUS ION  CONTROLLERS ,  
VOLUMETRIC  I NFUSI ON  PUMPS  and  SYRING  OR CONTAI NER PUMPS  

201 . 1 2. 1 . 1 02  

Accuracy tests  for I NFUSION  PUMPS  FOR AMBULATORY USE  type  1  201 . 1 2. 1 . 1 03  

Accuracy tests  for I NFUSION  PUMP FOR AMBULATORY USE  type  2  201 . 1 2 . 1 . 1 04  

Accuracy tests  for I NFUSION  PUMP type  3  201 . 1 2. 1 . 1 05  

Accuracy tests  for I NFUSION  PUMP  type  4  201 . 1 2. 1 . 1 06  

Accuracy tests  for I NFUSION  PUMP  type  5  201 . 1 2. 1 . 1 07  

Protection  against  UN INTENDED  BOLUS  vol umes  and  occlus ion  201 . 1 2 . 4 . 4 . 1 04  

ALARM  S IGNALS  of H IGH  PRIORITY  accord ing  to  Tabl e  208. 1 01  

NOTE  For ALARM  CONDITIONS  resu l ti ng  from  ME  EQU IPMENT  
fa i l u re  no  EMC and  envi ronmental  testi ng  i s  necessary.  

208. 6. 1 . 2 . 1 01  

 

201 .4.7  *  S INGLE  FAULT CONDITION  for ME  EQUIPMENT  

Addition :  

S I NGLE  FAULT CONDITIONS  occurring  i n  those  protective  systems speci fied  i n  201 . 1 2 . 4. 4. 1 01 ,  
201 . 1 2. 4 . 4 . 1 02,  201 . 1 2 .4 . 4. 1 05  and  201 . 1 2. 4. 4. 1 07  shal l  become obvious  to  the  OPERATOR 

wi th in  the  ADMIN ISTRATION  SET CHANGE  I NTERVAL .   

NOTE  Acceptable  methods  of complying  wi th  th i s  requ i rement are,  for example:  

1 )  a  safety system  check i n i ti ated  and  contro l l ed  by the  ME  EQU I PMENT ,  fi rst  at  the  beg i nn i ng  of the  ADMI N I STRATION  

SET  CHANGE  I NTERVAL ,  and  then  repeated  conti nuousl y as  warran ted ;  

2)  one  or more  protecti ve  systems checks  i n i ti ated  by the  OPERATOR  and  con trol l ed  by the  ME  EQU IPMENT  wi th i n  
the  ADMIN I STRATION  SET  CHANGE  I NTERVAL ,  wi th  the  OPERATOR  i n i ti ati ng  checks  before  or d u ri ng  the  i n fus ion ;  
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3)  a  safety system  check carried  ou t  by the  OPERATOR  a t  l east  once  wi th i n  the  ADM IN I STRATION  SET CHANGE  

I NTERVAL  (see  the  21
st
 d ashed  i tem  of 201 . 7 . 9. 2 . 1 01 ).  

The  fol lowing  are  not regarded  as  SINGLE  FAULT CONDITIONS ,  bu t are  regarded  as  NORMAL 

CONDITIONS :  

– l eakage  from  the  ADMIN ISTRATION  SET  and/or the  l i qu id  suppl y;  

– depletion  of the  I NTERNAL  ELECTRICAL POWER SOURCE ;  

– m ispos i tion ing  and /or i ncorrect  fi l l i ng  of a  d rop  chamber;  

– a i r i n  the  SUPPLY LI NE  or that part of the  ME  EQUIPMENT  wi th in  wh ich  fl ow regu lation ,  flow 
shu t-off or a i r detection  occurs;  

– pu l l i ng  on  the  PATIENT LI NE  (see  I SO  8536-4).  

201 .5  General  requirements  for testing  of ME  EQUIPMENT  

Clause  5  of the  general  s tandard  appl ies,  except as  fo l l ows:  

201 .5.2  Number of samples  

Addition:  

The  MANUFACTURER  shal l  define  the  number of samples  of I NFUSION  PUMP /  I NFUSION  

CONTROLLERS  and  ADMIN ISTRATION  SET(S)  wi th  regard  to  accuracy in  the  techn ical  
documentation .  

Compliance is checked by review of the technical documentation 

201 .6  Classi fication  of ME  EQUIPMENT  and  ME  SYSTEMS  

Clause  6  of the  general  s tandard  appl ies,  except as  fo l l ows:  

201 .6.6  Mode of operation  

Replacement 

ME  EQUIPMENT  sha l l  be  cl assi fi ed  for CONTINUOUS  OPERATION .  

201 .7  ME  EQUIPMENT  i denti fication,  marking  and  documents  

Clause  7  of the  general  s tandard  appl ies,  except as  fo l l ows:  

201 .7.2 . 1  M in imum requ i rements  for marking  on  ME  EQUIPMENT  and  on  
in terchangeable  parts  

Addition:  

The  ME  EQUIPMENT  shal l  be  marked  wi th  an  arrow or other appropriate  symbol  i nd icating  the  
correct d i rection  of fl ow i f the  ADMIN ISTRATION  SET  can  be  incorrectl y l oaded ;  

Compliance is checked by inspection.  

201 .7.2 .4  ACCESSORIES  

Addition:  
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I f detachable  l i qu id  reservoirs  or PATIENT  LINE(S)  of speci fic s izes  or brands,  or conta in ing  
speci fic concentrations  of d rugs  need  to  be  used  to  main tain  safe  NORMAL USE  of the  
ME  EQUIPMENT ,  then  relevan t markings  shal l  be  fixed  or i nd icated  i n  a  prom inent p l ace  on  the  
ME  EQUIPMENT  wh ich  e i ther i den ti fy those  cond i tions  or provide  l ocation  of such  in formation .  

Compliance is checked by inspection.  

201 .7.9 .2  Instructions  for use  

Additional subclause:  

201 .7.9 .2. 1 01  Addi tional  instructions  for use  

The i nstructions  for u se  sha l l  a lso  i nclude  the  fo l l owing :  

– the  I NTENDED USE  i nclud ing  envi ronment cond i ti ons;  

– a  warn ing  of the  consequences  of the  use  of unsu i table  ADMIN ISTRATION  SET(S) ;  

–  perm i tted  ME  EQUIPMENT  orien tation  and  methods  and  precau tions  concern ing  i ts  
mounting ,  for example,  stabi l i ty on  a  pole,  i f appl icable;  

– *  i nstructions  regard ing  ADMIN ISTRATION  SET CHANGE  I NTERVAL to  main tain  the  speci fi ed  
performance;  

– i nstructions  regard ing  the  use  of clamps  on  an  ADMIN ISTRATION  SET ,  the  avoidance of FREE  

FLOW  cond i tions  and  the  procedure  to  be  fo l l owed  when  chang ing  l i qu id  con ta iners ;  

– where gravi ty i s  re levant  to  performance,  the  acceptable  height  range  of the  l i qu id  
con tainer above  the  PATIENT  and/or pump;  

– the  means  provided  to  protect the  PATIENT  from  a i r i n fus ion ;  

– a  s tatement of the  MAXIMUM  I NFUSION  PRESSURE  generated  by the  ME  EQUIPMENT;  

– a  s tatement of the  OCCLUSION  ALARM THRESHOLD of the  ME  EQUIPMENT ;  

– a  statement of the  maximum  time for acti vation  of the  occlusion  a larm  when  the  
ME  EQUIPMENT  i s  operati ng  at the  MIN IMUM  RATE ,  I NTERMEDIATE  RATE  and  the  MIN IMUM  

SELECTABLE  RATE  and   at  the  m in imum  and  maximum  selectable  OCCLUSION  ALARM  

THRESHOLD  (see  201 . 1 2. 4 .4 . 1 04).  The MANUFACTURER  shal l  a lso  state  that temperature  and  
l  l eng th  of ADMIN ISTRATION  SET  affect  the  time,  i f appl icable;  

– a  statement of the  UNINTENDED BOLUS  at  the  I NTERMEDIATE  RATE  a t  the  m in imum  and  
maximum  OCCLUSION  ALARM  THRESHOLDS  (see  a lso  201 . 1 2 . 4 . 4 . 1 04) ;  

–  a  statement regard ing  management of the  en trapped  UNINTENDED BOLUS  before  occlus ion  
re lease;  

– precautions  requ i red  wi th  d rop  detectors ,  for example  wi th  respect to  p lacement,  cl ean l i -
ness,  l i qu id  l evel ,  ambien t l i gh t;  

– *the  typical  operating  time when  the  ME  EQUIPMENT  i s  operati ng  from  the  I NTERNAL  

ELECTRICAL POWER SOURCE  at the  I NTERMEDIATE  RATE  and ,  for  VOLUMETRIC I NFUSION  PUMPS  
and  VOLUMETRIC I NFUSION  CONTROLLERS ,  a lso  at   the  MAXIMUM  SELECTABLE  RATE  wi th  a  new 
and  fu l l y charged  battery;  

– a  s tatement of KEEP OPEN  RATE(S) ,  and  when  in i tiated ;  

– a  l i st  of a larms  and  thei r operating  cond i ti ons;  

– * i f appl icable ,  a  warn ing  that  under certain  ci rcumstances  the  speci fied  accuracy may not 
be  maintained  and  deta i l s  of those  ci rcumstances .  

– *reference  to  a  gu ide  on  the  HAZARDS  associated  wi th  the  i n terconnection  of other in fus ion  
systems or ACCESSORIES  to  the  PATIENT LINE ;  

–  the  rate  obtained  when  the  prime/purge  or BOLUS  con trol  i s  operated ,  and  a  statement of 
any a larm  d isabled ;  

– the  selectable  rate  range  and  the  i ncrements  of se lection ;  
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– i f appl icable,  gu idance on  tests  to  perm i t the  OPERATOR to  check the  correct function ing  of 
a larm(s)  and  the  operational  safety of the  ME  EQUIPMENT ;  

– data  as  evaluated  by the  test methods  of 201 . 1 2. 1 . 1 02  to  201 . 1 2 . 1 . 1 09  at the  rates  
i nd icated  in  Table  201 . 1 02 ,  i nclud ing  an  explanation  for the  OPERATOR of the  data  
presentation ;  

– *the  maximum  volume that  may be  i n fused  under SINGLE  FAULT CONDITIONS ;  

–  a  l i st of the  a l lowed  ADMIN ISTRATION  SET(S)  wi th  thei r stated  accuracy i n  accordance wi th  
the  test methods  mentioned  in  201 . 1 2. 1 ;  

– i f chang ing  between  d i fferen t a l l owed  ADMIN ISTRATION  SETS  can  resu l t i n  an  unacceptable  
RISK  i f no  changes  are  made to  the  ME  EQUIPMENT ,  a  statement regard ing  the  procedure  to  
be  fo l lowed  to  guarantee  the  stated  accuracy shal l  be  i ncluded ;  

– the  range  of i n fus ion  rates  and  the  cond i ti ons  (e. g .  temperature)  for wh ich  the  stated  
accuracy i s  va l i d ;  

– a  l i st  of ACCESSORIES  (e. g .  d rop  sensor)  for use  wi th  the  ME  EQUIPMENT  wh ich  are  
necessary to  main tain  the  accuracy stated  in  accordance wi th  the  test methods  men tioned  
i n  201 . 1 2. 1  and  safe  use;  

– I f appl icable ,  description  of how the  ME  EQUIPMENT  operates  i f communication  i s  l ost  wi th  
the  remote  control  device.  

NOTE  I f the  ME  EQUIPMENT i s  part  of a  ME  SYSTEM,  the  descripti on  can  be  part  of the  i nstruction  for use  of 
the  ME  SYSTEM)  

– *For PROFILE  PUMPS  the  programmed  sequence of de l i very rates.  

201 .7.9.3  Techn ical  description  

Additional subclause:  

201 .7.9.3. 1 01  Addi tional  techn ical  description  

The techn ica l  description  shal l  i ncl ude  the  fo l l owing :  

– *the  sensi ti vi ty of the  ai r detector,  i f i ncluded  to  comply wi th  201 . 1 2. 4. 4 . 1 07,  over the  
speci fied  range  of rates  for a  s i ng le  bubble.  For I NFUSION  PUMP FOR AMBULATORY USE  us i ng  
i nsu l i n ,  the  sens i ti vi ty of the  a i r detector cou ld  e. g .  be  expressed  as  the  maximum  
underinfusion  unti l  triggering  of the  a i r detector (or s im i l ar)  i f a i r detection  i s  provided .  

– i f appl icable,  the  PROCESS  for ca l i bration  of the  ME  EQUIPMENT;  

–  a  description  of any battery charg ing  system ;  

– a  functional  description  of the  means  provided  to  protect the  PATIENT  from  overin fusion  
and ,  where  appl icable,  underinfus ion  resu l ti ng  from  ME  EQUIPMENT  error or partia l  or tota l  
b lockage  of the  ADMIN ISTRATION  SET ;  

– The  MANUFACTURER  shal l  d isclose  the  identi fication  of ADMIN ISTRATION  SET(S)  used  for a l l  
the  tests  i n  th is  s tandard ,  

– I f the  ME  EQUIPMENT  cannot be  programmed  in  volume per un i t  time,  and  does  not d isplay 
the  rate  in  volume per un i t  t ime,  the  formu la  for calcu lati ng  volume per un i t  time.  

Compliance is checked by inspection  of the technical description.  

201 .8  Protection  against electrical  HAZARDS  from  ME  EQUIPMENT  

Clause  8  of the  general  s tandard  appl ies  except as  fol lows:  

201 .8.3  C lassification  of APPLIED  PARTS  

Additional subclause:  
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201 .8.3. 1 01  Addi tional  requ irements  for classi fication  of APPLIED  PARTS  

APPLIED  PARTS  of an  I NFUSION  PUMP  shal l  be  TYPE  BF  or TYPE  CF  APPLIED  PARTS .  

Check compliance by inspection.  

201 .9  Protection  against MECHANICAL HAZARDS  of  ME  EQUIPMENT  and  
ME  SYSTEMS  

Clause  9  of the  general  s tandard  appl ies.  

201 . 1 0  Protection  against unwanted  and  excessive radiation  HAZARDS  

Clause  1 0  of the  general  standard  appl ies .  

201 . 1 1  Protection  against excessive temperatures  and  other HAZARDS  

Clause  1 1  of the  general  standard  appl ies  except as  fol l ows:  

201 .1 1 .6.3  *  Spi l lage  on  ME EQUIPMENT  and  ME SYSTEMS  

Replacement:  

ME  EQUIPMENT  and  ME  SYSTEMS  requ i ri ng  the  hand l i ng  of l i qu ids  i n  NORMAL  USE  sha l l  be  so  
constructed  that spi l l age  does  not  wet parts  that cou ld  resu l t  i n  a  HAZARDOUS  SITUATION .  

Compliance is checked by the test according to IEC 60529 IPX1  or better:  

After these PROCEDURES,  the ME  EQUIPMENT is to pass the appropriate dielectric strength and 
LEAKAGE CURRENT tests and is to show no signs of wetting of uninsulated electrical parts or 
electrical insulation of parts that could result in  a  HAZARDOUS SITUATION  and is to maintain  
BASIC SAFETY and ESSENTIAL PERFORMANCE  

201 .1 1 .6.5  Ingress  of water or particu late  matter in to  ME EQUIPMENT  and  ME SYSTEMS  

Addition:  

Covers  and  other parts,  for example,  battery compartment covers,  wh ich  can  be  removed  
wi thout the  a i d  of a  TOOL ,  are  left  i n  pos i ti on  du ring  the  test.  Where  carrying  pouches  are  
speci fied  by the  MANUFACTURER  as  form ing  part  of the  protection  against i ngress  of l i qu ids ,  
then  the  test i s  carried  ou t wi th  the  ME  EQUIPMENT  i n  the  carrying  pouch.  Where  no  such  
speci fication  exists  then  the  carrying  pouch  is  removed  prior to  the  test.   

ME  EQUIPMENT  sha l l  be  appropriate  to  the  environment of use  and  at  least I PX2.  

Replacement of compliance statement:  

After these PROCEDURES,  the ME  EQUIPMENT is to show no signs of bridging of insulation (or 
electrical components)  that could result in  a  HAZARDOUS  SITUATION  in  NORMAL  CONDITION  or in  
combination with a  SINGLE  FAULT CONDITION  (based on a  visual inspection)  followed by the 
appropriate  dielectric strength and LEAKAGE   CURRENT tests.  

Compliance is checked by inspection and by application of the tests of IEC 60529.  Verify that 
BASIC SAFETY and ESSENTIAL  PERFORMANCE are maintained.  
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201 .1 1 .8  In terruption  of the  power supply /  SUPPLY MAINS  to  ME EQUIPMENT  

Addition:  

Additional subclauses:  

201 .1 1 .8. 1 01  Power supply/SUPPLY  MAINS  i n terruption  TECHNICAL  ALARM  CONDITIONS  

201 .1 1 .8 .1 01 . 1  SUPPLY  MAINS  i n terruption  TECHNICAL  ALARM  CONDITION  

For  ME  EQUIPMENT  that i s  powered  from  the  SUPPLY MAINS  on l y,  i f the  ME  EQUIPMENT  i s  i n  
operation  and  there  is  an  accidental  d isconnection  or fa i l u re  of the  SUPPLY MAINS  the  
ME  EQUIPMENT  shal l  g i ve  an  ALARM S IGNAL  of LOW PRIORITY.  U nder that  cond i ti on ,  the  ALARM 

S IGNAL  shal l  be  main tained  for at  l east 3  m in  or un ti l  power i s  restored ,  wh ichever is  the  l ess.  

NOTE  ME  EQU I PMENT  may stop  i n fus ion .  

Compliance is checked by inspection and functional tests.  

201 .1 1 .8 .1 01 .2  INTERNAL  ELECTRICAL  POWER  SOURCE  d epletion  
TECHNICAL  ALARM  CONDITION  

ME  EQUIPMENT  wh ich  u ti l i zes  an  I NTERNAL ELECTRICAL POWER SOURCE  ei ther as  a  primary or 
standby suppl y shal l  g ive  an  ALARM  SIGNAL  of LOW PRIORITY  a t  l east 30  m in  before  del i very 
ceases  due  to  battery exhaustion .  

The  visual  ALARM S IGNAL  i nd ication  does  not appl y to  I NFUSION  PUMP FOR AMBULATORY USE  e . g .  
us ing  i nsu l i n .  

Compliance is checked by inspection and functional tests when the ME  EQUIPMENT is operated 
at the INTERMEDIATE RATE  and with a  new and fully charged battery.  

I f the  SUPPLY MAI NS  and  the  I NTERNAL ELECTRICAL  POWER SOURCE  both  fa i l  the  ME  EQUIPMENT  
shal l  g i ve  an  ALARM  S IGNAL  of HIGH  PRIORITY  and  cease  del i very.  The  a larm  shal l  be  
mainta ined  for the  duration  of at l east 3  m in .  

Th is  requ irement does  not  appl y to  I NFUSION  PUMP  FOR AMBULATORY USE  e . g .  us ing  i nsu l i n .  

Compliance is checked by inspection and functional test.  

201 . 1 2  *Accuracy of controls  and  instruments  and  protection  against 
hazardous  outputs  

Clause  1 2  of the  general  standard  appl ies  except as  fol lows:  

201 .1 2. 1  Accuracy of controls  and  instruments  

Additional subclauses:  

201 .1 2. 1 . 1 01  *General  formula  

The ME  EQUIPMENT  shal l  main tain  the  MANUFACTURER 'S  s tated  accuracy or better over the  
recommended  ADMIN ISTRATION  SET CHANGE  I NTERVAL .  

Compliance is checked,  using the tests prescribed in  201 . 12. 1 . 102 to 201 . 12. 1 . 108,  to verify 
the accuracy of the ME  EQUIPMENT according to its defined type and the MANUFACTURER'S  
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