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LUnder certain classifications of risk, the World Health Organization (WHO), or local regulatory authorities
recommend special Creutzfeldt-Jakob disease (CJD/TSE) inactivation processing procedures. Consult WHO
and local regulations for further information.
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B BELINMEEE - AAMITIR12, AAMI TIR30, AAMI TIR34, ANSI/AAMI ST79,
ANSI/AAMI ST81, ISO 17664 1 "Reprocessing Medical Devices in
Health Care Settings: Validation Methods and Labeling Guidance for
Food and Drug Administration Staff".
m 5%E : 3M Rapid Multi-Enzyme Cleaner(70503), Prolystica 2X
Concentrate Enzymatic Presoak And Cleaner (1C33), Prolystica 2X

Concentrate Neutral Detergent(1C32)
B EE)E5s5— Miele PG 8535

® SRENR ERITEY
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B EELINMERE ¢ AAMITIR12, ANSI/AAMI ST77, ANSI/AAMI ST79,
ANSI/AAMI ST81, ISO 17664, ISO 17665-1 and "Reprocessing Medical
Devices in Health Care Settings: Validation Methods and Labeling

Guidance for Food and Drug Administration Staff".
B JBEHE : Kimguard KC600 One-Step wrap

m AIMZERHES SR A - Aesculap Sterilcontainer systems
JN446(Bottom), JK486(Lid), MD344(Filter).

B ERHEAZ  AMSCO Eagle 3023-S Vacamatic Prevacuum

Steam Sterilizer.
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No. 57, Park Ave 2, Science Park, Langenhagener Stralle 71
Hsinchu, 300, Taiwan. 30855 Langenhagen, Germany
TEL: +886-3-5773351 TEL: +49-511-3908 9530
FAX: +886-3-5777156 FAX: +49-511-3908 9539

E-MAIL: tw.service@unitedorthopedic.com
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AAMI TIR12 : Designing, testing, and labeling reusable medical devices for
re-processing in health care facilities: A guide for medical device
manufacturers.

AAMI TIR30 : A compendium of processes, materials, test methods, and

acceptance criteria for cleaning reusable medical devices.

3. AAMI TIR34: Water for the reprocessing of medical devices

10.

11.

12.

ANSI/AAMI ST77 : Containment devices for reusable medical device
sterilization.

ANSI/AAMI ST79 : Comprehensive guide to steam sterilization and sterility
assurance in health care facilities.

ANSI/AAMI ST81 : Sterilization of medical devices—Information to be
provided by the manufacturer for the processing of resterilizable medical
devices.

ASTM F565 : Standard Practice for Care and Handling of Orthopedic
Implants and Instruments.

ISO 11607-1: Packaging for terminally sterilized re-usable instruments .
ISO 15223-1 : Medical devices- Symbols to be used with medical device
labels, labeling and information to be supplied - Part 1:General requirements.
ISO 17664: Sterilization of re-usable instruments -Information to be
provided by the manufacturer for the processing of resterilizable re-usable
instruments.

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.

Reprocessing Medical Devices in Health Care Settings: Validation Methods
and Labeling Guidance for Food and Drug Administration Staff, 2015.
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