ISO 11137-1:2025-04 (E)

Sterilization of health care products - Radiation - Part 1: Requirements for the
development, validation and routine control of a sterilization process for medical

devices
Contents Page
| 20) oS30 o 0O iv
0300 o0 6 10 U o) o 00O viii
1 SCOPC ...tk 1
2 VLD o0 4 B T AT =Y L= =) 0 Lo <Y 3 2
3 Terms AN AEFIITTIONIS ...t 2
4 (T2 1 1) o 1 O 9
5 Sterilizing agent CharaCteriZaATION ...
5.1 Sterilizing agent. ...
5.2 Microbicidal effectiveness..........................
5.3 Material effects ...
5.4 Environmental considerations
6 Process and equipment characteriZation ... 10
6.1 Process
6.2 B QUUIPDITIEINIT e 10
7 ProAUCE AeFIIETION .......oooooooeeee oo sse e 11
8 PrOCESS A@FIMETION........oooo oo 12
8.1  Establishing the maximum acceptable d0Se, D,y g 12
8.2  Establishing the sterilization d0Se, Dy oy ...ttt 12
8.3 Specifying the maximum acceptable dose and the sterilization dose ... 12
8.4 Transference of maximum acceptable, verification or sterilization dose between
D= T0 D U (0] 0 WY 0) 01 o] <1
8.4.1 Transference of maximum acceptable dose...........cccieen
8.4.2 Transference of verification dose or sterilization dose
9 T/ 1 b ) o OO
9.1 Installation qualification (TQ) ...
9.2 Operational qUAlIfICAtION (OQ) ..t
9.3 Performance qualification (PQ)..............
9.4 Review and approval of validation
10 Routine monitoring and CONMEIOL. ...t 16
11 Product release from SteriliZation ...t 17
12 Maintaining Process ffeCtiVEIESS ...t
12.1 Demonstration of continued effectiveness..
12.1.1 General .o
12.1.2 Frequency of determinations of bioburden..
12.1.3 Frequency of sterilization dose audits.....
100 =Y oF= o) 1t (o) o 1
12.3  Maintenance Of EQUIPIMIEIIT ... s
12.4 Requalification of equipment
12.5  ASSESSIMENT Of CRATNZE ..ottt
Annex A (informative) Guidance on this dOCUIMENT ... 21
BIDLEOZIAPIY ...t 37



		2026-06-12T08:42:01+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




