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Medical electrical equipment - Part 2-70: Particular requirements for basic safety and
essential performance of sleep apnoea breathing therapy equipment

Contents Page
) Q) . vi
05 00 11T ) o vii
201.1 Scope, object and related StaNAards ........c—————————————— 1
0 T 0 Y o0 ) PP 1
0 0 2 0 ) ot PP 2
201.1.3Collateral STANAATAS. ....ovcreeeemeereeereesessersesseessesseese s seessessessse s s s s s s s s e s s Re b aebn e senans 2
2071.1.4 PartiCular STANAATAS ......cvueeeeeereererreesee e seesse s ssss s s e s s e bR R 3
201.2 NOIMAtiVe Fef@IeNCES. .o AR AR 4
201.3 Terms and defiNitioNS ... ———————————————"—"———— 5
201.4 General reqUITEIMENTS ... AR AR RS 20
201.4.3 ESSENLIAL PETFOTINIANICE ..onreeereeereeereeeeeemseesseesseesssesssesssessssesssssssssssssssessssssssssssssssasssesssss s e sssesssessssssssesssessssssssssaesanes 20
201.4.3.101 Additional requirements for essential PerformanCe..... o eonenneenseenseeseesseesseesssesssesnes 20
201.4.6 ME equipment or ME system parts that contact the patient ..o 21
201.5 General requirements for testing of ME eqUIPMENE ........covuvenesermsmsmssssssssssssssssmsssssssssssssssssssssssans 21
201.5.101 Additional requirements for general requirements for testing of ME equipment.......c...ccuc..... 21
201.5.1011 Gas floWwrate SPECIfICAtIONS .....cucereesreer e sses s s s 21
201.5.101.2  Sleep apnoea breathing therapy equipment tESTING EITOTS ...cvunreereererreesserseessessessesssesesssesnns 21
201.6 Classification of ME equipment and ME SYSEEMS.......onmmmmsmsssssmsmmmssssssssssssssssssssssssssssssssssssssssss 22
201.7 ME equipment identification, marking and dOCUMENLS........cccocvmmsmsmsmssssssssssssmssssssssssssssssssssssns 22
201.7.1.2 Legibility Of MATKINGS c.oovveereeereeereeeseesseesseesssessessseesssessssssesssessssssssssssssssssssssssssssss s e sssesssessssssssssssessssssssssasesanes 22
201.7.2.4.101 Additional reqUIremMenNts fOr ACCOSSOTIES . .....crwunreurienrerreenrerneesreissesseresesserssi e ssssssse s sasesssssesans 22
201.7.2.101  Additional requirements for marking on the outside of ME equipment or

ME eqQUIPIMENT PATLS ...t s s s 23
201.7.4.3 UNItS Of MEASUIEIMIENT ...ccuuieueerieureeseesreeeessesssessesssessasssessesssessses s s s s s se s s sssbsse b ses s e ts bbb s basns s 23
200.7.9.2 INSETUCELIONS fOI USE coreueereerreeeeureeresseessesseessesssesssssessssssesssssssssssssessse s s ssssssesssesss s sssssessassssssssssasessssassssessnesnas 23
201.7.9.2.1.101 Additional general reqUIreMeNtS ... 24
201.7.9.2.2.101 Additional requirements for warnings and safety NOtiCeS ........umnirnissnsssnsssane. 24
201.7.9.2.5.101 Additional requirements for ME equipment deSCription ........cueoreeneeserneceseensesseessesseesseenne 25
201.7.9.2.9.101 Additional requirements for operating iNStrUCtiONS......coureeereenreereeseeseessersecsseeseeseessessessseenne 25
201.7.9.2.12 Cleaning, disinfection, and SEEITIIZALION ........wowereenmeerseeseesseessessessessssssssesssssssesssssssssssssessssssssees 25
201.7.9.2.13.101 Additional requirements fOr MAINTENANCE ......coecereerreerreerreersserersessseesssessessseesseesseessssasesanes 25
201.7.9.2.14.101 Additional requirements for accessories, supplementary

equipmMent, USEd MAterTal ...ttt ce e ses e s ss e s bbb et ees 26
201.7.9.3.1.101 Additional general reqUITEIMENTES ........coucueeeeeeseesseessmerssessseesssesssessesssesssessssssssesssssssessssssssssasesanes 26
201.8 Protection against electrical hazards from ME eqUIPMENt ........vvnsssnssssssssssmssssssssssssssssssns 27
201.9 Protection against mechanical hazards of ME equipment and ME SYStems .........c.cuuusesesesenes 27
201.9.6.2.1.101 Additional requirements for audible aCOUStIC ENETZY .....ocoveurrrnrerreererreererneeereeseeserseseesseenne 28
201.10Protection against unwanted and excessive radiation hazards ..., 30
201.11Protection against excessive temperatures and other Razards...........unnn. 30
201.11.1.2.2  Applied parts not intended to supply heat to @ patient ........eeneeeseneceseenseeseesesseesseens 30
201.11.6.6Cleaning and disinfection of ME equipment OF ME SYSEEIM ......uwrveneeneernseessesssesssssssssssssssssssssssssssesanes 30



201.11.7 Biocompatibility of ME equipment and ME SYSEEITLS .......ccurureeseenmernmeessesssesssssssssssssssssssssssssssssssssssssssans 31
201.11.8 Additional requirements for interruption of the power supply/supply mains to

J D= 17414 1 =] P 32
201.12 Accuracy of controls and instruments and protection against hazardous outputs........... 32
201.12.1 Accuracy of controls and INSEIUMENES ... eereeeemeesreeeseeeseesesssesssessssesssssssssssesssssssssssesssssssssssassssssssssans 32
201.12.1.101 Stability of static airway pressure accuracy (1ong-term acCuracy)......eeeseeseesseesseeenns 32
201.12.1.102 Stability of dynamic airway pressure accuracy (short-term accuracy) .........oeseeenn. 34
B0 0 O 0 R 00 o U 34 Lo o =N 34
201.12.1.102.2  Bi-level positive airway pressure mode, pressure stability.......eeereneenseesseeeseeenn: 35
201.12.1.103 MaXimUIM flOWTALE ...cuierrerrererseissreseessesssss e ssss st s ssse s s sss s s s sss s sss s s snsanes 38
201.12.4 Protection against hazZardous OULPUL......ccereereererneeserees s ssesse s ssessessessssssssssssssesssssessssanes 41
201.12.4.101 Measurement Of QITWAY PIESSUTE .....wwneenmeessessssssssssssssssssssssssssssssasssessssssssssssesssssssssssasssessssssans 41
201.12.4.102 Maximum limited presSSure Protection dEVICE ... emmeenmeesseesseesssesssessessssesssssssesssessssssnss 41
B0 2 OIS T O10 T (=] o) =T U 4 ¥ TP 42
201.13 Hazardous situations and fault conditions 42
201.14 Programmable electrical medical Systems (PEMS) ........ccunmmmsmsssmsmsmsssssssssssssssssssssasans 42
201.15 Construction of ME @QUIPIMIENL ..........covsmsmssessisssssssssssssssssssssssssasssssssssssssssssssssssssssssssssssssssssssssasasasassssss 43
201.15.101 1LY €06 TS0 T 0T=) o L o) o U0 PP 43
201.16 ME SYStems.......cccuessesesussssesnssens 43
201.17 Electromagnetic compatibility of ME equipment and ME SYStEMS.......ccuususssssmsisssssssssssssssasans 43
201.101 Breathing gas pathway connectors 44
20710101 GENETAL.eueuieeeiereeeeeeesreeseessetsesseeseeeseesses e sssee s s ee s s R A s £ R SRR SRR bbb snr s 44
201.101.2 Other NAMEA POITS .. s SRS R R 44
201.101.2.1 PALIENE-CONNECTLION POTE et sss s saens 44
201.101.2.2 GAS QUEPUL PO Tunirererereresesssissssssssssss st ssss st st s s s ssssssssssssnsnsans 44
201.101.2.3 Flow-direction-Sensitive COMPONENLS......owweeernsesnsssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssass 45
201.101.2.4  Accessory access CONNECLION POTL . 45
20110125 OXYGEN INIBE CONNECLOT .oneerreereeereeeeeeseesseesssesssesssesssesssessssssssssssssssss s sssssssess s s ssssssss s sssasssessssssans 45
201, 101.2.5.1 LOW PIeSSUICuuuuiinmeurirnesiessssssssssssssssssssssssssssssssssssssssssssssssssssasssssssssssssasssssssssss st sssssssssssssssssssssassssssasessnsssns 45
2070.101.2.5.2 High PrESSUTE...ureieuiereuseesreeseessetseesseeesssesssesssssssssassse s ssssssassse s sss st s s n s s seb s e s s et s b s s s bnraes 46
201.102 Requirements for the breathing gas pathway and accessories .46
I 0 =5 4T =) TP 46
2071022 LaDEIING cccoeeeerreeereeeseeesseesseessessssessesssesssesssessssesssssssessssssssesssesssesssessssssssssssessses s sssasssesssessssesssssssassssssssssssasssessssssans 46
207.102.3 HUMIAIICATION c.utrvrreeeeeereiseseesrteseessessessseesesssesssessssssesseesse s sssessessse s b s s E s s st se bbb ennas 47
201.102.4 Breathing SYStEM fIILEr (BSE) ... ereenseseessessessesssssssssssssssssssssssssssssssssssssssssssassssssssssssssssssssssssssusesssanes 47
201.103 Functional CONNECEION. ... s 47
20T 103,71 GENETAL..cucuieereereeerieeesreeseessetsesseeseeseesse s ssseeees s s s es e s RS s £ R eE A nE R SRR et b bbb 47
201.103.2 Functional connection to SUPPOIt reMOte SUPEIVISION .uuveueeseereermeesrensseesseessessessseessessesssessseesseesass 47
202  Electromagnetic disturbances — Requirements and tests 48
202.4.3.1 Configurations ... 48
202.5.2.2.1 Requirements applicable to all ME equipment and ME systems 48
202.8.1.101 Additional general requirements 48
206  Usability ....cconnsminscsissnnnns 48




211 Requirements for medical electrical equipment and medical electrical

systems used in the home healthcare environment .49
211.4.2.3.1 Continuous operating conditions..........ccuuersrsesenes 49
Annex C (informative) Guide to marking and labelling requirements for

ME equipment and ME SYSEEIMIS ....cvcvnnmsmsmssssssssssisssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssasass 50
201.C.1 Marking on the outside of ME equipment, ME Systems Or their Parts......eeeseesseesseeens 50
201.C.2Accompanying dOCUMENLS, BENETAL ... e eereemeeseereersrerssessseeeseesssessseessessssssssesssesssessssssssssssessss s sssesssessssssnss 50
201.C.3 Accompanying documents, INSLIUCLIONS fOT USE .....vuureereeereeereeeseeseesseesssesssesssessseessssssssssssssesssssssssssesssessssssnss 51
201.C.4 Accompanying documents, teCRNICAl AESCTIPLION........uueeueerreereererseeseeseessesssessssses e sssssssssssssssessssssessssanes 53
Annex AA (informative) Particular guidance and rationale w55
W B 153 4 1S5 =) U o 0 e (o PP 55
AA.2  Rationale for particular clauses and SUDCIAUSES........c.ouueerreerreeereeeememseesssersess e seesseesseesseesseesssssessseees 56
AA2.1 — 0 O 0T o TN 56
AA2.2 — 201.3.207 —= AULO CPAP cuueeeeeerrsrersseissersesssssssssssssssssssssssssssssssssssss s ssss st sssssssesssssssssssssassssasens 57
AA2.3 — 201.3.208 — Automatic StArt/StOP fUNCLION ......oweoveeereeereeeseeseesseesssesssessseessessssssssssssssssssssssssssseses 58
AA2.4 — 201.3.254 — RAIMP MOUE ..cuneereereeereeereeeseemseesseessessesssesssessssssssssssssssssssss s sssasssessssssssssssssssessssssssssseses 58
AA25 — 201.4.3.101 — Additional requirements for essential performance ... 58
AA2.6 — 201.4.6 — ME equipment or ME system parts that contact the patient..........ccoveereneennee 59
AA2.7 — 201.5.101.2 — Sleep apnoea breathing therapy equipment testing errors ... 59
AA2.8 — 201.7.1.2 — Legibility Of MATrKiNgGS... et ssesssesssessssssssssssssssssssssssssseess 59
AA29 — 201.7.9.3.1.101 — Additional general reqUIr€mMeENtS .......ccocreureeueeeeereeserseesseeseessessesseessessseanes 59
AA2.10 — 201.9.6.2.1.101 — Additional requirements for audible acoustic energy ... 60
AA2.11 — 201.11.6 — Cleaning and disinfection of ME equipment or ME SYStemM ........couuomeeneerrrerseens 60
AA2.12 — 201.12.1 — Accuracy of controls and iNStrUMENTS .........cccrereureeuseeneeeseesesseessessssssessessssssessseanes 63
AA2.13 — 201.12.1.102.2 — Bi-level positive airway pressure mode, pressure stability.........c...... 63
AA2.14 — 201.12.1.103 — MaxXimum flOWTALE ....coveererrerreesrresneessisnesssssessssssssssssssssssssssssssssssssssssssssssssssssssssssnes 63
— c)2) 63
AA2.15 — 201.12.4.102 — Maximum limited pressure protection deVICe............eorenseeseenseuseennes 63
Annex BB (informative) Data interface requirements.......c.os————————— 65
BB.1 Background and PUIPOSE.......cmmmmmsssmssssssssssssssassssss 65
BB.2 Data definition ... sssssssssssssssassssssssssssssssssssasassssssssssnsssssasas 66
Annex CC (informative) Reference to the IMDREF essential principles and

labelling guidances.......cconnnnmmsssssa— .. 69
Annex DD (informative) Terminology — alphabetized index of defined terms 73
BiblIoGraphy ... 77




		2026-07-08T19:08:54+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




