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Sterilization of health care products - Moist heat - Part 1: Requ irements for the
development, validation and routine control of a sterilization process for medical

devices

Contents Page
[ 0T, o T o \'
11 o T 1T o2 T o vi
1 T o - 1
11 g T L= T o L= PP 1
1.2 o LT =TT 3 1
2 NOIrMAtive refErEeNCEeS .......ooiciiiiii e an e n e mnn e s 2
3 Terms and definitioNs ... 3
4 Quality management system elements .........cccoccicnin e ——————— 10
4.1 DocUmMENtAtioN ... .. ————————————————————————————————— 10
4.2 Management responsibility ..........cccoiiiini e ————————— 10
4.3 Product realization ... s 10
44 Measurement, analysis and improvement -- Control of non-conforming product ................ 10
5 Sterilizing agent characterization ..o —— 1
5.1 £33 021 4 1 4T T Vo [ | OSSP 1
5.2 Microbicidal effeCtiveness ... 11
5.3 Materials effeCts ......ooiicciii s 11
5.4 Environmental consideration ... 1
6 Process and equipment characterization ... 1
6.1 PrOCESS .o ———aaaaaaaaaaaaaaaaaan 1
6.1.1 LT 7= - | RPN 1
6.1.2 Saturated SteaAM ProCESSES ......cccciiiiiiiiiiieiir s mn e e e e e s e e nnnns 12
6.1.3 Contained ProducCt PrOCESSES ......ccccccciciiiiiiiiiiiiimnr e ms e e s sms e e e s s e s s s mmn e e e e e s s e mnnns 12
6.2 = 8T o T =T 31 13
7 Product definition ... s 14
8 Process definition ... 15
9 2 11 o P 14 e o 17
9.1 LT 7= - | PPN 17
9.2 Installation qualification (IQ) ........cccociiriiiiiini e ———————————— 17
9.21 o T 4 =T 0 17
9.2.2 INSLAIAtION ... ————————————— 17
9.2.3 T T e 17
9.3 Operational qualification (OQ) .......cccoiieerriiiiser e e 18
9.4 Performance qualification (PQ) ......cccccciiiiiimminir e 18
9.5 Review and approval of validation ........ccccccceiccccciecmiiniiiscscsssecere s csssse e smne e e e ssesnnnns 19
10 Routine monitoring and control ............... i —————— 20
1 Product release from sterilization ... ———— 21



12 Maintaining process effectiveness ..........cccoccmiiniiiiinin e ———— 21

121 Demonstration of continued effectiveness ... 21
12.2 = o= 111 ¢ T 1T o 21
12.3 Maintenance of eqUIPMENT ... e 21
124 ReqUALIfICAtioN .......eeee e 22
12.5 Assessment of Change ... ———————————— 22
Annex A (informative) GUIdANCE .........oii i ccccserr e sssse s s s s e s sssne e e e s e s s mnn e e e e e e e s snnnmeneeeensnsnnnn 23
Annex B (informative) Process definition based on inactivation of the microbial population in its
natural state (bioburden-based method) ... ——— 27
Annex C (informative) Process definition based on the inactivation of a reference microorganism
and a knowledge of bioburden on product items to be sterilized (combined
bioburden/biological indicator based method) .........cccovcmiiiiiicci e —— 28
Annex D (informative) Conservative process definition based on inactivation of reference
microorganisms (overkill method) ... ——— 29
Annex E (informative) Operating CYCIES ... cccsssmrr s s sssss e s s s s ssss s e e e s s s s smn e e e nnsnnnnn 31
=1 o7 [T Yo =T o 17/ 36



		2026-04-19T12:24:12+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




