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Medical electrical equipment - Part 2-12: Particular requirements for basic safety and
essential performance of critical care ventilators

Contents Page
20D o0 ) v
INErOAUCHION .ciiiieie et —————————— vii
201.1 Scope, object and related standards.........ccoevmmmmmriinnniinnsen————— 1
2 0 P I 0 ) 1
200 s 0 0] ) 1 3
201. 1.3 Collateral standards........cccccrrinniinsnsmrmrrr s ————————— 3
201. 1.4 Particular standards .......cccoccimmemrmms s ———————————————————— 3
201.2 NOrmative referenCes .....cccocciiiiissermmrrisss s anse 4
201.3 Terms and definitions.......cccconiiimniiim e ——————— 6
201.4 General reqUIremMEeNtsS......cccceiiiiiiiiiinsermrr i ——————— 25
201.5 General requirements for testing of ME equipment ............cocccvvncinerenisinennnns 29
201.6 Classification of ME equipment and ME SYStemMS ........cccvveminssssrsrnssisnssnissssneenns 30
201.7 ME equipment identification, marking and documents ..........ccccccrmrrrrniiisinnes 30
201.8 Protection against electrical hazards from ME equipment..............ccccuscunnen 37
201.9 Protection against mechanical hazards of ME equipment and ME systems 37
201.10 Protection against unwanted and excessive radiation hazards.................. 41
201.11 Protection against excessive temperatures and other hazards .................. 41
201.12 Accuracy of controls and instruments and protection against hazardous

0D L 01 45
201.12.1 Accuracy of controls and inStruments.........ccccerriinnninssssrr—— 45
201.13 Hazardous situations and fault conditions for ME equipment...................... 63
201.14 Programmable electrical medical systems (PEMS) ........cccccoeerininsssinnneensnennnnns 65
201.15 Construction of ME eqQUIPMENE ......c..ccveviiiiinmmnnnsissmenissssssssssss s sssnes 66
201. 16 ME SYSTLOIMIS ccuueemeennennnnnnnnnnnnnnnnnnnnsnnsnnnssnsssnsssnsssnssssssssssssssssssssssssssssssssssssssssssssssnsssnsssnss 70
201.17 Electromagnetic compatibility of ME equipment and ME systems............... 70
201. 1071 GAS CONNECHIONS..cccemiieeiieniennennnnnnnnnnnnnnnsnnnsnnnssnnssnnssnnssssssnsssnsssnsssnsssnsssssssnsssnssnnssnnssnns 70
201. 102 Requirements for the VBS and accesSSOries.........ccccvmmmmmmmssnmsssssssssssssssssssinn, 74
201. 103 Spontaneous breathing during loss of ventilation ..........ccccuvivmmiiiiinnniiinnnn 76
201. 104 Indication of duration of operation..........cccovimmimimnnni i ———— 76
201. 105 Functional CONNECEION .........eeviiiiueiminnisinnississnesisssssisss s s s s sssasnes 77
201. 106 DiSPlay LOOPS..eeirrrriiiiiiiinsminrrr s 77
201. 107 Timed ventilatory PAUSE ....cccviiriiinmmmmrrrisssrr s ssss s 78
202 Electromagnetic disturbances — Requirements and tests..........ccceusrinerennnns 80
206 L0 10 72 81



208 General requirements, tests and guidance for alarm systems in medical

electrical equipment and medical electrical systems..............ooinniinsisssisssnnns 83
Annex C (informative) Guide to marking and labelling requirements for

ME equipment and ME SYSEEIMS .......coccvinniimsennnssmsssssssss s s ssssss e 86
Annex D (informative) Symbols on marking..........cccccoovciiisnennnninsssssnsssssssssnn 92
Annex AA (informative) Particular guidance and rationale.........cccoccmrrriniiiiiiiinennnnennn 94
Annex BB (informative) Data interfaces ..o, 134
Annex CC (informative) Reference to the IMDRF essential principles and labelling

BUIAANCES.cuumiiiiiiiiiiiiemenr s annre 143
Annex DD (informative) Reference to the essential principles ...........c.ccocniiinnennnns 146
BibliOography ... —————— 149
Alphabetized index of defined terms.........cccciniimmrninnirn e ———— 154



		2026-07-12T00:03:19+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




