DIN EN ISO 10079-2:2014-09 (E)

Medical suction equipment - Part 2: Manually powered suction equipment (ISO
10079-2:2014)

Contents Page
] =Y T o o 3
1 8T o o1 4
2 Normative referenCes ... 4
3 TermsanddefinitioNs ... e 4
4 General reqUIrEMENLS .......ooiiiiiiiicciiir s crsec it e e s s s s sss e e e s re s s s s sssn e e e e e ee s s s nnmn e e e e eessn s snnmeneesansssnnnn 6
4.1 RiSK ManNagement ... e 6
4.2 L0 L= ] 1 7
4.3 Clinical investigation ... e s e e e e a e annn 7
4.4 Biophysical or modelling reSearch ... s e 7
5 Cleaning, disinfection and sterilization ..o —————— 7
6 DeSign reqUIreMENtS ........ccoiiieiiiiiisierisir s 7
6.1 Collection CONLAINET ... e m e s mn e e e e e 7
6.2 0o 1 1= 2 o TN 8
6.3 85T T2 4o o I8 0] o1 4T Y 8
6.4 Vacuum level iNdiCators ...t 9
7 (0 T=Y =14 [oT g b 1IN = L1141 04 1T 0 £ SRS 9
71 [ E-T=30 0 0 oY= - 1T o SRS 9
7.2 Dismantling and reassembly ... ——————_—— 9
7.3 1= o g =T o= 1= o Lo T LS 9
7.4 853 = 1 o1 SRS SRR 9
7.5 Protection deVICES ... 10
7.6 IMMErSION IN WALEK ... e mmn e e e e e mmnnns 10
8 Physicalrequirementsforfieldandtransportusesuctionequipment ...........ccccoeeecmrricccerrecceen. 10
8.1 a1 11 .4 =T 4 E=1 oo = 10
8.2 1 T 10
9 Performancerequirementsforvacuumlevelandflowrate ........ccccccoecccimmriiniccccccceeee s 1
9.1 Y= 121U T4 T oY 11
9.2 L === 11 gl i Lo T - - 1
9.3 Pharyngeal SUCLION ... s s 1
10 (*)Resistancetoenvironmentofsuctionequipmentforfieldand/ortransportuse ....................... 1
10.1 Operating coNditioNS .......ccoiciiiiiiiiiiri e ——————————— 1
10.2 85 Lo -V - PR 11
1 1T T ] 3 1
1.1 L0 LT3 01 B0 1] o T - PSP 1
11.2 o [ 4 =1 0 1 S 1
11.3 EqUIipMeENt OF CArTyiNg CASE .....cciiiiiiiiiciirecirirsiessssssssmsrse s sssssssssssssen e s e s ssssssssmsnsssnessssssssnnnnssesssssnnnns 12
12 Information to be supplied by the manufacturer ...........cccociiiiiininniic 12
Annex A (normative) Test Methods ..o ———————— 14



Annex B (informative) Rationale statement ...........ccco i ————— 20

Annex C (informative)Lumensizeanditseffectonflowrate ...........ccccorireooirircccnnccce e 21
Annex D (informative) Schematic of suction equipment ... 22
L5310 e [ =1 ] 4 /PR 25

Annex ZA RelationshipbetweenthisEuropeanStandardandtheEssential
RequirementsofEUDirective93/42/EEC 23 ... s s sssne s



		2024-05-09T04:07:54+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




