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Sterilization of medical devices — Requirements for medical devices to be
9 DIN EN 556-1 designated "STERILE" — Part 1: Requirements for terminally sterilized medical
devices
DIN EN 556-1 Sterilization of medical devices — Requirements for medical devices to be
10 | Corrigendum 1: designated "STERILE" — Part 1: Requirements for terminally sterilized medical
2006-12 devices Corrigenda to DIN EN 556-1: 2002-03
11 | DINENISO 111381 Steri!ization of health care products — Biological indicators — Part 1: General
requirements
1 |oINEN IS0 111383 ‘Ste'rilization of he'alth care prf).duc.ts — Biological indicators — Part 3: Biological
indicators for moist heat sterilization processes
13 | DINEN 15O 11607-1 Packaging fort.ermina.lly sterilized medical de?vices; Part 1: Requirements for
materials, sterile barrier systems and packaging systems
Sterilization of health care products — Microbiological methods — Part 1:
14 | DINEN IS0 11737-1 fization produicts = Microblolog!
Determination of a population of microorganisms on products
Sterilization of medical devices — Microbiological methods — Part 2: Tests of
15 | DIN ENISO 11737-2 |sterility performed in the definition, validation and maintenance of a
sterilization process
Sterilization of health care products — general criteria for characterization of a
16 | DIN EN ISO 14937 sterilizing agent and development, validation and routine control of a
sterilization process
Washer-disinfectors — Part 1: General requirements, terms and definitions and
17%* | DIN EN ISO 15883-1
tests
18% | DIN EN ISO 15883-2 | Washer-disinfectors — Part 2: Cleaning disinfection devices
Washer-disinfectors — Part 5: Test soils and methods for demonstratin
19 | DIN ISO/TS 15883-5 er-aist &
cleaning efficacy
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Processing of health care products — Information to be provided by the
20 |DINENISO 17664 medical device manufacturer for the processing of medical devices (ISO

17664:2017)

21 | DIN EN ISO 17665-1

Sterilization of health care products — Moist heat — Part 1: Requirements for
the development, validation and routine control of a sterilization process for
medical devices

22 | DIN ISO/TS 17665-2

Sterilization of health care products — Moist heat — Part 2: Guidance on the
application of ISO 17665-1

23 | FDA guideline

Reprocessing Medical Devices in Health Care Settings: Validation Methods and
Labeling — Guidance for Industry and Food and Drug Administration Staff, June
9, 2017

Guideline of DGKH,

Guideline of DGKH, DGSV und AKI for the validation and routine control of

245 | DGSV and AKI, automated cleaning and disinfection processes for thermostable medical
thermostable devices | devices, Zentralsterilisation Suppl. 2017
Sterilization of health care products — General requirements for
25 |ISO 14937 characterization of a sterilizing agent and the development, validation and
routine control of a sterilization process for medical devices
26 |1s0 15883-1 Washer-disinfectors, Part 1: General requirements, terms and definitions and

tests

27 |1S0O 15883-2

Washer-disinfectors, Part 2: Requirements and tests for washer-disinfectors
employing thermal disinfection for surgical instruments, anaesthetic
equipment, bowls, dishes, receivers, utensils, glassware, etc.

28 |1SO 17664

Sterilization of medical devices — Information to be provided by the
manufacturer for the processing of resterilizable medical devices

29 |I1SO 17665-1

Sterilization of health care products — Moist heat — Part 1: Requirements for
the development, validation, and routing control of a sterilization process for
medical devices

KRINKO-BfArM-

Recommendation
30t .
Reprocessing

Medical Devices

Hygiene requirements for the reprocessing of medical devices —
recommendation of Commission for Hospital Hygiene and Infection
Prevention (KRINKO) at the Robert Koch Institute (RKI) and the Federal
Institute for Drugs and Medical Devices (BfArM) Bundesgesundheitsbl. 2012,
55:1244-1310

19 FESBELGRR

=R HheansES
JrS95— 8008-41, -42, -43, -45, -46, 47, -54, -55, -81, -903. -905
Sundt™ BT EW®EIE Y b+ 9009-940, -950. -960. -970, -980, -990
AV /N> F (BFIFAWTHEE) 1001-03, -04. -05. -06
AE)—RE 8008-410, -420
2081-11, -12, -21, -23, -24 2135-03, -04 2142-03 2151-03
2082-10. -20 2138-01. -03 2145-02, -03 2160-03
RE b LA 2083-01, 1‘2?‘_1‘83‘ 05, - 2139-03 2146-03 2161-03
2133-03 2140-01, -03 2150-03 9009-934
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3 |L. MISOREBIL—A VEERREEFHR*TA4E., TOERFHKT4E. IR PERICO
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BEENIALIMYH L., A-VEIEKT 15 BETIEES, 10° C~
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BE A —D—DEBRFRITR S THRERFEMBLTLLESL,
21 Scanturian® B Bhik &
FIE E L2 BE iS5
ABEFLAICHREZRHAVV-RETES., MM E%% - RELESROD
BESYVICEE, Y14V ILERBLET,
-Ff=l%-
B)EADBNFMAS vIICHREEZHAWIKETESZET, BLTLE
WEREX, TORENLAICEZ., Y1 V)L ZFHBLET, SCANLAN®ZR
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HYET, EEBATHOBEOENKRAICEMLEVELESIZ, BER
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1573, AKTPREERLET. KUYLET, 10° C~ N
1 550 C 1 53 e
, |37M. BWKTPFREERLET. KUY LET, 10° C~ |
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BRHas [07F
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iRK (40°CHB) T2/oRiTI3EFET., KTIYLFET, 40° CH |2 /»E
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22 Scanturian® BB DO RILFAEICRET 515K

UTODBULEBAEEZZEMNTS=0D%%E - MEAEDIRIEA. 1S0 17025 DERE % =2 (+ - JMIIHE
FRICE > TEBESNE Lz, COBRIETIE, ROERKEEHA FSA UDFERIAFEL -,

HETOLREREET 57=0IC, ROBBELUMBNERShFEL.

i ID
TILhE 0.2 %M Neodisher FA (Dr. Weigert)
23 0.8 %®M Endozime (Ruhof Corp.)
FRFNF 0.1 %@ Neodisher Z (Dr. Weigert)
s ID
T - RELESR HAMO. LS-1000
#wESvVY BEGZL
BETOCRE®RIET S0, ROBIMERASAFEL:,
s ID
_ _— Consolidated Sterilizer Systems
A—t7L=7 SR-24A-ADVPRO

BUEMZREICABRORRKBEWICMA T, AEBLFEALTIESL,

MBFEDRIEZTOEIF. A—F—HOEFEELELGY FT, Scanlan® /EDHULE(Z(F, SFE
FHEEE, #B., TOEADHEAEHLENBELTWWAEELHYET, AEE., 21— —HHER
HEL-BUBAEZEIEKERLTIOTIEHY T A,
JyYy—X., #f. HYEZESH. BUEFIBEICE > THELEINIERENERTEDL I L Z2HRT
HoblF, A —Y—HDEREHLYET, FTEShBIHER, JOER, YY—REIY Fa—H—
BAEYZHIE, REE. RSFT D2 &K, REBHICKYEBEHRMFITSNTHNET,

23 Scanturian®EEH L UVHAS FS514
BUEDOKRIEX. ROEESIUHA FSAVIZEDWTITbhELT,

BB pxaxvrES B4 b
&S
Designing, Testing, and Labeling Reusable Medical Devices for Reprocessing in
1 |AAMITIR12 Health Care Facilities: A Guide for Medical Device Manufacturers, 7 September

2010.

A compendium of processes, materials, test methods, and acceptance criteria
for cleaning reusable medical device

ANSI/AAMI/ISO 11138- | Sterilization of Health Care Products — Biological Indicators - Part 1: General

2 |AAMITIR30

1 Requirements.

A ANSI/AAMI/ISO 11138- | Sterilization of Health Care Products — Biological Indicators - Part 3: Biological
3 Indicators for Moist Heat Sterilization Processes.

s ANSI/AAMI/ISO 11607- | Packaging for Terminally Sterilized Medical Devices - Part 1: Requirements for
1 Materials, Sterile Barrier Systems, and Packaging, Amendment 1.
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6 ANSI/AAMI/1SO 11607- | Packaging for Terminally Sterilized Medical Devices - Part 1: Requirements for
1 Materials, Sterile Barrier Systems, and Packaging.
Washer-disinfectors, Part 1: General requirements, terms and definitions and
7 |1SO 15883-1
tests
Washer-disinfectors -- Part 5: Test soils and method for demonstrating
8 ISO 15883-5 . .
cleaning efficacy
Sterilization of Health Care Products — Moist Heat - Part 1: Requirements for
ANSI/AAMI/ISO 17665- L. . . d .
9 1 the Development, Validation and Routine Control of a Sterilization Process for
Medical Devices.
Comprehensive Guide to Steam Sterilization and Sterility Assurance in Health
10 | ANSI/AAMI ST79 .
Care Facilities.
Guidance for Industry and Food and Drug Administration Staff, Reprocessing
EDA Guidance Medical Devices in Health Care Settings: Validation Methods and Labeling,
11 Document issued on March 17, 2015, U.S. Department of Health and Human
March 17, 2015 . . . . . .
Services, Food and Drug Administration, Center for Devices and Radiological
Health, Office of Device Evaluations.
Sterilization of medical devices — Information to be provided by the
12 |I1SO 17664 . - . .
manufacturer for the processing of resterilizable medical devices
United States Pharmacopeia 42, National Formulary 37, 2019. <1035>
13 | USP <1035>

Biological Indicators for Sterilization.
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