DIN EN 13795:2013-10 (E)

Surgical drapes, gowns and clean air suits, used as medical devices for patients,
clinical staff and equipment - General requirements for manufacturers, processors
and products, test methods, performance requirements and performance levels
(includes Amendment A1:2013)

Contents Page
[0 =3 T o o 3
L) o T LU T3 T 4
1 £ o - PSS 5
2 Normative refer@nNCes ... ——————— 5
3 Terms and definitions ..o ———————— 5
4 Performance reqUIremMents ... e 8
5 =55 ' 1
6 Manufacturing and processing reqUIiremMents ...........ccccccrcermrrinnsssssssssereee e ssssssssssessessssssssssannns 1
7 Information to be supplied by the manufacturer or processor .........ccccovvecciiiecrrenrinnsccccsneeenes 1

Annex A (informative) Details of significant changes between this European Standard and the

Previous @ditioN ... e 13
Annex B (normative) Test methods ... ———— 15
Annex C (informative) Prevention of infection in the operating room ...........cccccvmriiii s cccccecee s 17
Annex D (informative) Information on further characteristics ..........cccocciiriiiiccccicrr s 18

Annex ZA (informative) |Relationship between this European Standard and the Essential
Requirements of EU Directive 93/42/EEC on Medical Devices" .........ccciiiiiiiiciiincmnnnnicscceas 20

271 o] Lo - T o T/ 22



		2026-06-27T06:18:45+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




