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Assistive products for tissue integrity when lying down - Part 1: General

requirements

Contents Page
0T =T o '
L Yo 11T o vi
1 £ T o o1 1
2 Normative referenCes ... s 2
3 TermsanddefinitioNs ... e 3
4 General requirements and Safety ...........cccceeeciirrrcrrenr s e 7
4.1 General reqUIrEMENES .......cooccccciiiiiei i ccccrser e e s sssn e e e s e s s s snms e e e e s e e s s smnmn e e e e e eesn s snnneeenesansssnnnn 7
4.2 0 =Y 4 o[- o T 8
4.2.1 General reqUIrEMENTS .......coociicciieiiiier s cseeere e s s s s s ssssss e e e e e e s s s s sssmn e e e e e es s s s s snmne e e e e easnsssmnnneenesnnsnsnnnn 8
4.2.2 Consideration regarding intended USEe .........cooiiiicccceiriiin e ssesr e annes 8
4.2.3 Intended use statement ... e 8
4.3 APTI risk Management ... 9
4.4 F N o I BT T=E= 1] 1 SRR 9
441 (€7 4 =T - T 9
4.4.2 Design requirements in relation to persons with cognitive impairment ...........cccccoiiiiiiiiees 9
4.5 [ LT Ty oo 41 o) =S 9
4.6 L0 11 0T L= = 10 - oo 9
4.7 Foreseeable MISUSE ... s e e 9
4.8 TeSt CONAILIONS ... e s s e s e 10
4.9 Lifting and Carrying Means ......cciiiiiiicccicsccimiirissccsssceres s ssssssssssmsse s s s s s ssssssmss s e e s essasssnmnenessesssssnnnns 10
5 Safety requIremMents ... —————————— 10
5.1 Requirements for information supplied by the manufacturer ...........cccoocovciiniiiciiiniicnnicieenn, 10
511 1.7 4 =T - TP 10
5.1.2 APTItraceability .........ccccciiiiiiiiniiiiiinr i ———— 1
51.3 Education and training ..........cccciiiii s ————— 1
51.4 Pre-sale information ... e 1
5.1.5 L LT =Y T o g0 F= 1 o o R 12
5.1.6 Service information and INSPECtioN ... ————— 13
5.1.7 = 1 0T | 11 4T 13
5.1.8 Marking of user weight and maximum 10ad ... s 13
5.1.9 = Lo 1 Vo [ 11T X SR 14
5.2 APTI that can be dismantled ... 14
5.21 General reqUIrEMENES .......ciiiciiiiiiiir s 14
5.2.2 SMAll PAIES ..o 14
5.2.3 Fasteners and CONNECLIONS ... s s 14
5.3 ReSIStaNCe t0 COMTOSION ... s s mmn e e 14
5.4 Noise and VIbration ... s 14
5.5 Sound audible aCOUSEIC @NEIGY .......ccccoireeciriierrrrrrsrr e rrrsre e rssrr e e sre e s sne e s s me e s s s smr e e snsameeenans 15
5.6 [ 7= = T LT T L= o 15
5.7 FEEADACK ... s n e nnns 16
6 L F= T 0] 4 = 1] 1 3/ S 16
6.1 =Y =T - | 16
6.2 FIammability ..o 17
6.3 Moulded parts used as enclosures for electrical equipment ..........ccconiiiiiiiciccceee, 17



7 Mechanical safety ... ————————— 17
71 Prevention of traps for the human body ..o — 17
7.2 Safety of moving and folding parts ..........cccociiiin i ———————— 18
7.3 A= T T T=Yo I o 07T 4113 - 19
7.4 Surfaces, corners, edges and protruding Parts .........ccccccccvererierrrssrerrsssreresssee e 19
7.5 Folding and adjusting mechanisms ............oo e 19
7.6 Instability Razard ............ooo e an e s e nnnnns 20
7.7 Temperature of parts that come into contact with human skin ...........ccccccvimriniiiccccccecenene, 20
7_8 Ergonomic principles ................................................................................................................. 21
7.9 Additional consideration ............coo i 21
8 Safety of electrical @qUIPMENL ... . 21
8.1 General electrical reqUIremMents ... 21
8.2 Electromagnetic compatibility .........cccoooommiiiiiinic e ——— 22
8.21 (7= 1= - | 22
8.2.2 0T E=T=T {0 o = 22
8.2.3 8 0] 410 11 22
8.24 Power frequency magnetic field immunity ... 22
8.3 I 10T I 3T | =Y S 22
8.4 Interruption of power supply/supply mains to an APTI ... 23
8.5 Hold t0 run activation ... s s e 23
8.6 Emergency stop fUNCLIONS ... ————— 23
9 Biocompatibility ..o —————— 24
9.1 Biocompatibility and toXiCity ........ccccvvicmiiiiiic e ——— 24
9.2 14 = L = T 24
10 L0 o o1 = 14113 F=1 1) o SR 24
10.1 I 0T I 4T | =Y S 24
10.2 Cleaning and diSinfeCtion ... s ne e e e s 24
10.3 Cross infection and microbial contamination ... 25
Annex A (informative) General infformation ... ——————— 26
Annex B (informative) Environmental and consumer related guidance ...........cccccciiiiiniiiiicnninninnnninns 30
Annex C (informative) Periodic iNSPeCioN ... e e 34
=71 o1 To T | o 1 1Y/ 35



		2026-05-11T15:33:01+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




