DIN EN ISO 11135-1:2007-08 (E)

Sterilization of health care products - E thylene oxide - Part 1: Requirements for the
development, validation and routine control of a sterilization process for medical
devices (ISO 11135-1:2007)

Contents Page
o T =31 oY (o 3
e Yo 11T 4o Y o 4
1 £ o o - S 6
2 NOIMALIVE FEfEIrENCES .....cceu i i rrrr e e s s s s e e e s s s aaa s rereasnaas s s e e ressnanssss e reeannnnnnassnssseennnnn 7
3 Terms and defiNItiONS .......ccceeeiiiiiiiiii e rssmas s e e e rerssssaasa e rrensnnssssssssnreenesnnnnnnen 7
4 Quality management SYStEMS .........coc i n e 14
4.1 0o Yo 0] 40 7= 1= 1o o 14
4.2 Management reSPONSIbIlity ..........coooooiriiiicii i 14
4.3 g o Yo [0 To3 A=Y= ] [F2= 1 Ao Y o T 14
4.4 Measurement, analysis and improvement — Control of nonconforming product...................... 15
5 Sterilizing agent characterization ... 15
5.1 £33 =Y 4 {2 T =T 1] L 15
5.2 Microbicidal effeCtIVENESS .......iiieeeiiiiiiiiii e s s s s resssss s e e e asnssssss s ressnsnsssssssssnnans 15
5.3 1Y LT T =Y = o3 15
54 Environmental coONSIAErations ........ciiceeiiiiiiiiiii i rsss s rrsss s s s s s ra s s ana s e nnsa s sanasssennnnssnes 15
6 Process and equipment characterization ... 15
6.1 Process CharacteriZzation ...........cccciiiieeiiiie s e e e s e s na s s e e s e e na e rennas s e nnna e s emasnrrennnnnren 15
6.2 Equipment characterization.............ccccccccciriririririrrrrsrsssssss s s e s 16
7 g o Yo [0 To3 A0 L= 1 0 1 4 oY o 17
71 (€721 0 1= - | 17
7.2 Product safety and performance............o.ccoiiiiiiiiicsir e 17
7.3 Microbiological quUality.........ccciciiiiiiiiii i ———————————— 17
7.4 00 Yo 0] 40 7= 1= 1o o 18
8 g 0 X2 =YT I o [ 0 11 o o 18
9 B - 1 1 e = o o O 19
9.1 Installation qualification.........ccooo e e 19
9.2 Operational qUAlIfiCAtioN..........ciiiiic e s 19
9.3 Performance qualification................uiiiiiic e 19
9.4 Varying load configurations ... e 21
9.5 Review and approval of validation............ccccciiiiiiiicccccccire e sssr e nmn e e e snnn 21
10 Routine monitoring and CONLIOl........ ... smne e re s s s smme e e e e e e snnn 23
11 Product release from SteriliZation...........ocveeeiiiiemiiiieeiiireiiree i rressssressserrens s renssssresnssssrensssressnnsnres 24
12 Maintaining process effeCtivVeNess .........oovc i 24
12.1 L CT=Y 0 1= - | 24
12.2 Maintenance of eqQUIPMENL ... e mmn e e s e 24
0 T & =Y o 11 F: 11T o o O 24
0 SO X171 3 o= o o o T 1 Vo 25
Annex A (normative) Determination of lethal rate of the sterilization process — Biological

indicator/bioburden apPProach ... s nn e e ee e aann 26
Annex B (normative) Conservative determination of lethal rate of the sterilization process —

L@ 1V7=Y 0 (] [ =T o] o1 - T o T SO 28
Annex C (informative) General QUIdANCE ..........cceriiiiiiiicciiirrere s ccsserr e e s sssse s e e s s ssanme e e e e e ess s snmmennnees 30
L= T1 o 1o o = ] 137/ 46
Annex ZA (informative) Relationship between this European Standard and the Essential
Requirements of EU Directive 93/42/EEC Medical deViCes .........cccocmrmririiiccssssmmrensisssssssssssessssssssssssssssssnsnas 47



Annex A (normative) Determination of lethal rate of the sterilization process -- Biological
indicator/bioburden approach ... ———— 26

Annex B (normative) Conservative determination of lethal rate of the sterilization process --

L0 1Y 3 (] =T ] o] o T- T TN 28
Annex C (informative) General QUIdANCE .........coiicccceeimiiiiiicccceerr e ssss s s s sss s e e e e ss s s s mnne s essnsannn 30
=1 o7 [T Yo | = T o 17/ 46
Annex ZA (informative) Relationship between this European Standard and the Essential

Requirements of EU Directive 93/42/EEC Medical deViCes ........ccccccvvmmrmrrrisicssmenerenssssssssnnenes 47
NOrMative refEreNCeS ... ——————— 7



		2024-05-02T20:20:22+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




