
 
 - 1 - 

DIN EN 13060:2025-10 (E) 
 
 
Sterilizers for medical purposes - Small steam sterilizers - Requirements and testing 
 
 
Contents            Page 
 
 
European foreword  .......................................................................................................................................... 6 
 
Introduction  ...................................................................................................................................................... 8 
 
1 Scope  ............................................................................................................................................... 9 
 
2 Normative references ..................................................................................................................... 9 
 
3 Terms and definitions  .................................................................................................................. 11 
 
4 General  .......................................................................................................................................... 23 
4.1 Product definition  ......................................................................................................................... 23 
4.2 Equipment development .............................................................................................................. 24 
4.3 Calibration  ..................................................................................................................................... 24 
 
5 Equipment design and construction  .......................................................................................... 25 
5.1 Safety and security  ...................................................................................................................... 25 
5.1.1 General requirements  .................................................................................................................. 25 
5.1.2 Electromagnetic interference  ...................................................................................................... 26 
5.1.3 Risk control and usability  ........................................................................................................... 26 
5.2 Chamber  ........................................................................................................................................ 27 
5.2.1 Dimensions  ................................................................................................................................... 27 
5.2.2 Doors  ............................................................................................................................................. 27 
5.2.3 Chamber integrity  ......................................................................................................................... 28 
5.2.4 Pressure vessels  .......................................................................................................................... 28 
5.2.5 Uniformity of conditions  .............................................................................................................. 28 
5.2.6 Ancillary equipment and components  ....................................................................................... 28 
5.3 Materials  ........................................................................................................................................ 29 
5.4 Interlocks  ...................................................................................................................................... 29 
5.5 Test connections  .......................................................................................................................... 30 
5.6 Vibration  ........................................................................................................................................ 30 
5.7 User interfaces  ............................................................................................................................. 31 
5.8 Transport  ....................................................................................................................................... 31 
 
6 Indicating, monitoring, controlling and recording  .................................................................... 32 
6.1 General  .......................................................................................................................................... 32 
6.2 Automatic control  ......................................................................................................................... 32 
6.3 Software  ........................................................................................................................................ 33 
6.4 Control and monitoring system  .................................................................................................. 34 
6.5 Failure  ............................................................................................................................................ 35 
6.5.1 General  .......................................................................................................................................... 35 
6.5.2 Fault  ............................................................................................................................................... 36 
6.5.3 Power failure  ................................................................................................................................. 36 
6.5.4 Other failures  ................................................................................................................................ 36 
6.6 Instrumentation  ............................................................................................................................ 37 
6.7 Indicating devices  ........................................................................................................................ 38 
6.7.1 General  .......................................................................................................................................... 38 
6.7.2 Sterilizer chamber temperature indicating instrument  ............................................................ 38 
6.7.3 Sterilizer chamber pressure instrument  .................................................................................... 38 
6.7.4 Jacket pressure indicating instrument  ...................................................................................... 39 
6.7.5 Loading side of the sterilizer  ...................................................................................................... 39 
6.7.6 Double ended sterilizer  ................................................................................................................ 40 



 
 - 2 - 

6.7.7 Cycle counter  ............................................................................................................................... 40 
6.7.8 Air leak indication  ........................................................................................................................ 41 
6.8 Recorders  ..................................................................................................................................... 41 
6.8.1 General  ......................................................................................................................................... 41 
6.8.2 Recorders producing analogue records  ................................................................................... 42 
6.8.3 Recorders producing digital records  ........................................................................................ 43 
6.9 Process  ......................................................................................................................................... 46 
6.9.1 General  ......................................................................................................................................... 46 
6.9.2 Sterilization temperature, sterilization temperature band, holding time  ............................... 46 
6.9.3 Time-temperature relationships  ................................................................................................. 46 
6.9.4 Equilibration time  ........................................................................................................................ 46 
 
7 Services and local environment  ................................................................................................. 47 
7.1 General  ......................................................................................................................................... 47 
7.2 Sterilizing agent and sterilant  .................................................................................................... 47 
7.3 Electrical supply  .......................................................................................................................... 47 
7.4 Water  ............................................................................................................................................. 47 
7.4.1 General  ......................................................................................................................................... 47 
7.4.2 Water supply for steam generation in the sterilizer  ................................................................. 47 
7.4.3 Water used other than for steam generation  ............................................................................ 48 
7.5 Steam  ............................................................................................................................................ 48 
7.5.1 External steam supply  ................................................................................................................ 48 
7.6 Vacuum  ......................................................................................................................................... 48 
7.7 Drains  ............................................................................................................................................ 48 
7.8 Lighting  ......................................................................................................................................... 49 
7.9 Compressed air  ............................................................................................................................ 49 
7.10 Air and inert gases  ...................................................................................................................... 49 
7.11 Ventilation  .................................................................................................................................... 49 
 
8 Emissions  ..................................................................................................................................... 49 
8.1 Electromagnetic emissions  ........................................................................................................ 49 
8.2 Noise  ............................................................................................................................................. 49 
8.3 Heat emission  .............................................................................................................................. 50 
 
9 Test instrumentation  ................................................................................................................... 50 
 
10 Performance and assessment  .................................................................................................... 51 
10.1 General  ......................................................................................................................................... 51 
10.2 Chamber integrity  ........................................................................................................................ 52 
10.2.1 General  ......................................................................................................................................... 52 
10.2.2 Air leakage rate  ............................................................................................................................ 52 
10.3 Attainment of conditions  ............................................................................................................ 52 
10.4 Performance verification  ............................................................................................................ 53 
10.5 Drying  ........................................................................................................................................... 53 
10.6 Microbiological performance  ..................................................................................................... 53 
10.7 Pressure change  .......................................................................................................................... 53 
10.7.1 General  ......................................................................................................................................... 53 
10.7.2 Dynamic sterilizer chamber pressure test  ................................................................................ 54 
 
11 Information supplied by the manufacturer  ............................................................................... 54 
11.1 General  ......................................................................................................................................... 54 
11.2 Information to be made available prior to purchase  ................................................................ 54 
11.3 Marking  ......................................................................................................................................... 59 
11.3.1 Marking of the pressure vessel  .................................................................................................. 59 
11.3.2 Marking of the sterilizer and the packaging  ............................................................................. 59 
11.4 Label  ............................................................................................................................................. 60 
11.5 Instructions for use  ..................................................................................................................... 60 
11.6 Technical description  .................................................................................................................. 61 
 
Annex A (normative) Test programme  ....................................................................................................... 62 
 
A.1 Categories of tests  ...................................................................................................................... 62 



 
 - 3 - 

A.2 Type tests  ...................................................................................................................................... 62 
A.3 Works test  ..................................................................................................................................... 63 
A.4 Installation tests  ........................................................................................................................... 63 
A.5 Test programme  ........................................................................................................................... 63 
A.6 Rationale for the tests (informative)  ........................................................................................... 65 
 
Annex B (normative) Test equipment  .......................................................................................................... 68 
 
B.1 Test equipment  ............................................................................................................................. 68 
B.2 Temperature sensors  ................................................................................................................... 68 
B.3 Thermometric recording instrument  .......................................................................................... 68 
B.4 Pressure measurement and recording instrument  ................................................................... 69 
B.5 Test equipment for the performance of the air leakage test  ................................................... 70 
B.6 Process challenge device (PCD) and chemical indicator for narrow lumen .......................... 71 
B.7 Process challenge device and chemical indicator for simple hollow item  ............................ 71 
B.8 Balance for load dryness test  ..................................................................................................... 72 
 
Annex C (normative) Test loads  .................................................................................................................. 73 
 
C.1 Test loads  ...................................................................................................................................... 73 
C.2 Porous load  ................................................................................................................................... 73 
C.3 Solid load, unwrapped  ................................................................................................................. 75 
C.4 Solid load, single wrapped  .......................................................................................................... 75 
C.5 Solid load, double wrapped  ........................................................................................................ 75 
 
Annex D (normative) Test procedures  ........................................................................................................ 76 
 
D.1 Test procedures  ........................................................................................................................... 76 
D.2 Air leakage test  ............................................................................................................................. 77 
D.3 Dynamic sterilizer chamber pressure test  ................................................................................. 78 
D.4 Empty chamber test  ..................................................................................................................... 79 
D.5 Solid load test  ............................................................................................................................... 79 
D.6 Narrow lumen test  ........................................................................................................................ 79 
D.7 Simple hollow item test  ............................................................................................................... 80 
D.8 Small porous load test  ................................................................................................................. 81 
D.9 Full porous load test (single and double wrapped)  .................................................................. 82 
D.10 Small porous items test (single and double wrapped)  ............................................................. 83 
D.11 Solid load dryness test  ................................................................................................................ 84 
D.12 Porous load dryness test (small and full, single and double wrapped)  ................................. 84 
D.13 Small porous items dryness test (single and double wrapped)  .............................................. 85 
D.14 Microbiological test for solid loads  ............................................................................................ 85 
D.15 Microbiological test for narrow lumens  ..................................................................................... 86 
D.16 Microbiological test for simple hollow item  .............................................................................. 86 
D.17 Microbiological test for small porous loads  .............................................................................. 86 
D.18 Microbiological test for full porous loads .................................................................................. 87 
D.19 Microbiological test for small porous items  .............................................................................. 87 
 
Annex E (informative) Monitoring system  .................................................................................................. 88 
 
E.1 General  .......................................................................................................................................... 88 
E.2 Principle  ........................................................................................................................................ 88 
E.3 Equipment  ..................................................................................................................................... 89 
 
Annex F (informative) Suggested maximum limits of contaminants in and specifications for water 

for steam sterilization  .................................................................................................................. 92 
 
F.1 Suggested maximum limits of contaminants in and specifications for water for steam 

sterilization  ................................................................................................................................... 92 
 
Annex G (informative) Load support systems  ........................................................................................... 93 
 
Annex H (informative) Illustrations of the interrelationship between control and recording  ............... 94 



 
 - 4 - 

 
H.1 Overview  ....................................................................................................................................... 94 
H.2 Illustration 1  ................................................................................................................................. 94 
H.3 Illustration 2  ................................................................................................................................. 96 
H.4 Illustration 3  ................................................................................................................................. 97 
 
Annex I (informative) Environmental aspects  ......................................................................................... 100 
 
I.1 Environmental impact  ............................................................................................................... 100 
I.2 Steam  .......................................................................................................................................... 100 
I.3 Product life cycle  ....................................................................................................................... 101 
 
Annex ZA (informative) Relationship between this European Standard and the General Safety and 

Performance Requirements of Regulation (EU) 2017/745 aimed to be covered  ................. 102 
 
Bibliography  ................................................................................................................................................ 120 
 


		2026-04-29T02:02:15+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




