DIN EN ISO 80601-2-67:2021-06 (E)

Medical electrical equipment - Part 2-67: Particular requirements for basic safety and
essential performance of oxygen-conserving equipment (ISO 80601-2-67:2020)

Contents Page
D000 0 0 X2 11T 00 g =)0 ) 4
) o) 5
L0 0L 0T L U 00 ) 6
201.1 *Scope, object and related standards ... ——————————————————— 8
00 I 0 9 0 B U0 A o ) o) (Lo 10
201.3 Terms and defiNItiONS ... ———————————————————— 11
201.4 General reqUIreMeENtS.......cciiirmsmsmsmsmsmsssmsmsmssssssssssssssssssnas w12
201.5 General requirements for testing of ME eqUIPMENT .......covvsssssssessssssnmsssssssssssssssssssssssssssssssssasens 14
201.6 Classification of ME equipment and ME SYSLEINS ........couusssssssssssssssssssssssssssssssssssssssssssssssssssasasassssss 15
201.7 * ME equipment identification, marking and doCUMENLS .........ccuuvevcsmsmnmmsmsmsmsssssmsssssssssssssssssssasens 15
201.8 Protection against electrical hazards from ME eqUIPMENL ........ccccoevunsnsmsmsssssssssssssssssssssssssssssssasens 22
201.9 Protection against mechanical hazards of ME equipment and ME SYSEtemS ........c.cuuusesessssssusens 22
201.10 Protection against unwanted and excessive radiation hazards............uo. 23
201.11 Protection against excessive temperatures and other hazards.........ccoonssrsisesennns 23
201.12 Accuracy of controls and instruments and protection against hazardous

L0 0 25
201.13 Hazardous situations and fault cONditionS........——————— 28
201.14 Programmable electrical medical systems (PEMS) .........cocounesmssssssssasans 28
201.15 Construction of ME eqUIPMENL ... sssssssssssssssssssssassssssssssssssssssssasasasaes 29
201.16 B DR A 23 11 R 29
201.17 Electromagnetic compatibility of ME equipment and ME SYStems ........c.uuusmsesssssssessns 29
2071.101 GAS CONNECHIONS. ..ucitsurursmsnssmsmsmssssssssssssssssssssssssssssssssssss et sas s Es s oSSR AR EA SR AR AR R R R RR AR RE AR R AR ERER AR RE AR R AR R AR R SR RERRR SR RS 29
201.102 Requirements for parts and ACCESSOTIES ........oummmmsmsmsmsmsmsmssmssssssssssssssssssssssssasssssssssssssssssssasasasass 30
201.103 Oxygen pressure regUlators ... —————————— 32
202 Electromagnetic disturbances - Requirements and tests.........cuusscsnnssnsenns 32
202.4.3.1 * CONFIGUIALIONS ..uirerrnsssssssssssss s sasass 32
LT 1 o) | . 33
Annex C (informative) Guide to marking and labelling requirements for ME equipment and

B T A =1 11 . 34
Annex D (informative) Symbols 0n MAarKing ... 39
Annex AA (informative) Particular guidance and rationale ... —————— 39
Annex BB (informative) Reference to the IMDRF essential principles and labelling

) B )1 Lo 49
Annex CC (informative) Reference to the essential princCiples ... 53
Annex DD (informative) Reference to the general safety and performance requirements........... 56
Annex EE (informative) Terminology — Alphabetized index of defined terms........cococeeirvrvennnenene 60

L3310 L0 a1 0] 4, 63




		2024-05-22T01:09:18+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




