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Regelwerke e DINEN 556-1: 2002, Sterilisation von Medizinprodukten - Anforderungen an
References Medizinprodukte, die als ,STERIL* gekennzeichnet werden - Teil 1: Anforde-

rungen an Medizinprodukte, die in der Endverpackung sterilisiert wurden (ein-
schl. Berichtigung 1: 2006).

DIN EN 556-1: 2002, Sterilization of medical devices - Requirements for medi-
cal devices to be designated ,,STERILE" - Part 1: Requirements for terminally
sterilized medical devices.

e DINENISO 11135: 2020, Sterilisation von Produkten fur die Gesundheitsfur-
sorge - Ethylenoxid - Anforderungen an die Entwicklung, Validierung und Len-
kung der Anwendung eines Sterilisationsverfahrens fir Medizinprodukte

DIN EN ISO 11135: 2020, Sterilization of health-care products - Ethylene oxide -
Requirements for the development, validation and routine control of a sterili-
zation process for medical devices.

e ANSI/AAMI/ISO 11135: 2014/A1: 2018, Sterilization of health-care products -
Ethylene oxide - Requirements for the development, validation and routine
control of a sterilization process for medical devices.
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DIN EN ISO 17664-1: 2021, Aufbereitung von Produkten fur die Gesundheitsfir-
sorge - Vom Medizinprodukt-Hersteller bereitzustellende Informationen fir die
Aufbereitung von Medizinprodukten - Teil 1: Kritische und semikritische Medli-
zinprodukte.

DIN EN ISO 17664-1: 2021, Processing of health care products - Information to
be provided by the medical device manufacturer for the processing of med-
ical devices - Part 1: Critical and semi-critical medical devices.

ISO 17664-2: 2021, Aufbereitung von Produkten fUr die GesundheitsfUrsorge -
Vom Medizinprodukt-Hersteller bereitzustellende Informationen fUr die Aufbe-
reitung von Medizinprodukten - Teil 2: Nicht kritische Medizinprodukte.

ISO 17664-2: 2021, Processing of health care products - Information to be pro-
vided by the medical device manufacturer for the processing of medical
devices - Part 2: Non-critical medical devices.

ANSI/AAMI/ISO 17664: 2017, Processing of health care products - Information
fo be provided by the medical device manufacturer for the processing of
medical devices.

DIN EN ISO 17665-1: 2006, Sterilisation von Produkten fUr die Gesundheitsfur-
sorge - Feuchte Hitze - Teil 1: Anforderungen an die Entwicklung, Validierung
und Lenkung der Anwendung eines Sterilisationsverfahren for Medizinpro-
dukte.

DIN EN ISO 17665-1: 2006, Sterilization of health care products - Moist heat -

Part 1: Requirements for the development, validation and routine control of
a sterilization process for medical devices.

ANSI/AAMI/ISO 17665-1: 2006 (reapproved 2013), Sterilization of health care
products - Moist heat - Part 1 Requirements for the development, validation
and routine control of a sterilization process for medical devices.

ANSI/AAMI ST67: 2019, Sterilization of health care products - Requirements
and guidance for selecting a sterility assurance level (SAL) for products lo-
beled ,sterile".

ANSI/AAMI ST79: 2017 (with amendment Al: 2020, A2: 2020, A3: 2020, A4:
2020), Comprehensive guide to steam sterilization and sterility assurance in
health care facilities.

AAMI TIR30: 2011 (reapproved 2016), A compendium of processes, materials,
test methods, and acceptance criteria for cleaning reusable medical de-
vices.

AAMI TIR12: 2020, Designing, testing, and labeling medical devices infended
for processing by health care facilities - A guide for medical device manu-
facturers.

ASTM F3208: 2020, Standard guide for selecting test soils for validation of
cleaning methods for reusable medical devices.
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ASTM F3293: 2018, Standard guide for application of test soils for the valida-
tion of cleaning methods for reusable medical devices.

ASTM F3321: 2019, Standard guide for methods of extraction of test soils for
the validation of cleaning methods for reusable medical devices.

FDA guidance: 2015, Reprocessing Medical Devices in Health Care Settings -
Validation Methods and Labeling (including Annex E updated 2017).

KRINKO/RKI/BfArM Empfehlung: 2012, Anforderungen an die Hygiene bei der
Aufbereitung von Medizinprodukten (Bundesgesundheitsblatt 55: 1244-1310).

KRINKO/RKI/BfArM recommendation: 2012, Hygienic requirements for pro-
cessing of medical devices (Bundesgesundheitsblatt 55: 1244-1310).

RDS 007: 2020, Vom Hersteller bereitzustellende Informationen fur die Aufbe-
reitung von Medizinprodukten — Auswahl und Dokumentation der Nachwei-
serbringung.

RDS 007: 2020, Information to be provided by the manufacturer for the pro-
cessing of medical devices - selection and documentation of provision of
evidence.

Anmerkung

Remark

FUr die Effizienzkontrolle der Reinigung wird die zwischenzeitlich verdffentlichte
ANSI/AAMI ST98: 2021 infolge bereits verbreitet diskutierter problematischer In-
halte sowie mehrerer Widerspriche zum ZLG-Dokument RDS 007:2020 bewusst
nicht berUcksichtigt.

For efficiency control of cleaning, the meanwhile published ANSI/AAMI ST98:
2021 is consciously not considered with respect to problematic content already
widely discussed as well as several contradictions to ZLG document RDS 007:
2020.
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