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mERIN (EV): TURRAU M GRERIER) X2 /0B DBIENBEH DN TS REEEDHIRITF /I BEITMZZDMDIER
ZAET D)

® KE(FDA): TURRAUNMIZUNIEZED, 2IHBEHNRD SN TLVS (AAMI STI8)

DGKH, DGSV, AKI and VAH RF%k% AUNDE <3
EU DGKH, DGSV, AKI B &t B INDE <3
FDA AAMI ST98 RFXERVBEE®RS BRINDE <6.4
FDA/EU ISO 15883-5/ AAMI ST98 B &t TOC <12

TOC : £F# k=% (Total Organic Carbon)
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H 24l (1ISO 15883-5 : 2021)

B %% Validation| ZH T HELE (B4R 2) -

Protein (2> /\08) >3 yg/cm2 26,4 Ug/ocm2

TOC (ZFHRFER) 26 ug/cm2 212 pg/cm2
Carbohydrate (fR7K{E4) 20,9 ug/ocm2 >18 (g/cm2
Hemoglobin (NE4S OEY) 210 pg/cm2 222 (g/cm2
AdeE\f)s[m? trlijosphate (ATP) > 10 femtomoles (fmol) of ATP/cm2 > 22 femtomoles (fmol) of ATP/cm2
(FT/23) %)

Endotoxin(TZRkF2) > 2,2 EU/device 20 EU/device

ISO 15883-5 : 2021 4.4.3 Assay Criteria
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3. ;&3 (Disinfection)
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AAMI TIR68

Low and intermediate-level disinfection in healthcare settings for medical devices and patient care equipment and sterile processing

environmental surfaces

(@) souins

Table 3—General listing of devices by category

Non-critical items

Semi-critical items

Critical items

Patient care equipment

Hospital beds, traction equipment
Keyboards, touch screens, mouse
Blood glucose meters
Stethoscopes

Blood pressure measuring
equipment and holders

Infusion pumps and poles

Light cords connected to video
monitors and processes
Signaling equipment

Oximeters

Tonometers

Cervical diaphragm rings
Cryosurgical instruments
Endo-cavity probes
Gastrointestinal endoscopes (non
therapeutic)

Speculums

Respiratory therapy equipment
Respiratory eguipment
Anesthesia equipment
Endotracheal tubes
MNon-invasive flexible and rigid
fiber optic endoscopes
Laryngoscope blades
Bronchoscopes

Surgical instruments
Laparoscopes
Implantable devices
Power equipment
Laparoscopic equipment
Arthroscopes
Intravascular endoscopes
Scalpels

Therapeutic endoscopes

AAMI TIR 68 : 2018/ (R) 2022
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A,fiE 3000

e A,fE600
RKR® (f81: 1 min 90 °C) (481 :5 min 90 °C)
EU
5-log red: £ &
P HE 5-log reduction + 3-log reduction: ¥4
NDT) 0 L

{EJK#: 6-log reduction.

BKHE
6-log reduction: ¥4

FDA th/K#E: 6-log reduction: ., L
4 H + 3-logred: ¥4 INTTII L

R@B®E  \HFUYL
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4. B (Sterilization)
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BEENYT—3Y

351 B L3N FA RSN TOER
sterilization

validated process|used to render product free from viable microorganisms

NOTE In a sterilization process, the nature of microbial inactivation is exponential and thus, the survival of a
microorganism on an individual item can be expressed in terms of probability. While this probability can be reduced to
a very low number, it can never be reduced to zero [see sterility assurance level (3.50)].

3.60

validation
documented procedure for obtaining, recording and interpreting the results required to establish that a

process will consistently yield [product complying with predetermined specification

BRmIREEHLITTELS, SRS

ELTKRONIEHZFR-T_&
88 : 1SO 17665-1 2006
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MEMEHRIEL NIL(SAL)

3.50

sterility assurance level

SAL

probability of a single viable microorganism occurring on an item after sterilization

NOTE

assurance of sterility, an SAL of 107" has a lower value but provides a grea

1073,

Solutions

The term SAL takes a quantitative value, generally 1075 or 1073,

VWhen applying this quantitative value to

SALIF# BT R A T106

HLLIF103&EhTLVS

er assurance of sterility than an SAL of

8 : 1SO 17665-1 2006
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RERBRE~NDEEFMA DA EELELD 102f- 50.999%
10 (EEIEREEL~IV)SAL” 99.9999%
“sterility assurance level

1 EEMERI LA (sterility assurance level - SAL)
DEEFA L-EEERSR (D= 1 FoREmons)

2R BEREKIZEN L-RENLOEH BRERIPEIR

S https://www.yoshida—pharm.co.jp/infection—control/text/text02.html I 4 Sl

@ Solutions 38



https://www.yoshida-pharm.co.jp/infection-control/text/text02.html

SELLE Y

B AIREICHLTEVMMEZEZ T HEE (SE#E)

B N\AAAThILA T —43—(BI)
Geobacillus Stearothermophilus® 3 i1 (< 1X10% CFU)
Bacillus:D (121°C) = 0.02~3.0%
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BEDINFGA—E— GERIURHE)

EU 134 °C 3 min Dynamic

ISO 17665-1
3 -4 min Dynamic 15-30 min (|SO 17665-2)
FDA 132 °C AAMI TIR12
15 - 25 min Gravity

N=THAYIVEICKDEE/N)T—3ay GF—/N\—FILED—FETHY . BN DEHEZL OBINEH T SEHEEIEEL. D2
BEEREFRELTSALLANILEER T 57574 Bl:Biological Indicator)

£0T. TDEHOBMTHRERENHRTEN L, BEORBHM TLABATETN\SEERZIENTED

A—N\—FIVEICKDEE/N)T—230 (HABIH L TE A HERE YA IILEERL., [EEENSER . ZLTDEEZRD.,
ZDDED12EDNIBIEREICKYSALL AN ILEZER T 5%/ DIE: B DI0%MNIE R T HEF)

ERRIGICETHRERIEDTARS1 2021 / —fHiZ A BREREFFRITEDEUL SolutionsZTHERL

@D“Wm S . TUFLORERE . 134°C T8 (7L U EBEHOSA LHE ESEE104) o
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BEE D 3R4& : ANSI/AAMI ST77 and ST79

@ Solutions 43



5. 247 A4ILTAN
(Lifecycle Test)
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Life cycle testing
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Reuse Life./Labeling FDA
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o EU MDR ANNEX | General Safety and Performance Requirement 6.
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Reuse Life /FDAHAFE VR

@ Solutions

L. Reuse Life

The labeling should either 1) inform the user how many times the device can be
reused, based on testing: or 2) provide the user with a mechanism or method to
ascertain whether the device has exceeded its use life. In the latter case, the labeling
should 1dentify a method to establish that the device 1s still within performance
specifications, as well as instructions for appropriate disposal of devices that fail. For
example:

» labeling that refers to a device design feature. such as a built-in, automatic
pre-check function:

» labeling that identifies a performance test that should be passed prior to reuse:

= labeling that recommends visual inspection along with acceptance or failure
criteria (e.g.. unacceptable deterioration such as corrosion, discoloration,
pitting, cracked seals).

FDA Guidance : Reprocessing Medical Devices in Health Care Settings: Validation Methods and Labeling

47



Labeling” FDAHAH VR

Figure B.1—Template: Processing instructions (reusable medical devices)

Manufacturer: <Manufacturer name> Method: <ref> Symbol: <sym>

Device(s): <list by catalogue number and device description, or generic type>

CAUTIONS <cautions re inappropriate chemicals, parameters, points of particular attention>

Limitations on reprocessing: || <the number of reprocessing cycles permitted or other indications of end of life>

INSTRUCTIONS

Point of use: <instructions/cautions:>

Preparation for <instructions/cautions>

decontamination:

Cleaning—Automated: <instructions/cautions. Include equipment/materials/parameters>
Cleaning—Manual: <instructions/cautions. Include equipment/materials/parameters>
Disinfection: <instructions/cautions. Include equipment/materials/parameters>
Drying: <instructions/cautions. Include equipment/materials/parameters>
Maintenance, inspection, <instructions/cautions. Include equipment/materials/parameters>
and testing:

Packaging: <instructions/cautions. Include materials/methods:>

ANSI/AAMI ST81: 2004 /(R)2016 Sterilization of medical devices - Information to be provided by the manufacturer for the processing of re-sterilizable medical devices
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JIS T 0993-1 4.7R 4.8
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T BEER

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

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

ANSI/AAMI ST98: Cleaning validation of health care products—Requirements for development and validation of a cleaning process for
medical devices; 2022

ASTM F3208-20: Standard Guide for Selecting Test Soils for Validation of Cleaning Methods for Reusable Medical Devices; 2020
ISO 15883-5: Washer-disinfectors - Part 5: Performance requirements and test method criteria for demonstrating cleaning efficacy; 2021

DGKH, DGSV, AKI und VAH: Leitlinie zur Validierung der manuellen Reinigung und manuellen chemischen Desinfektion von
Medizinprodukten; 2013

DGKH, DGSV und AKI: Leitlinie zur Validierung und Routinetiberwachung maschineller Reinigungs und thermischer
Desinfektionsprozesse fur Medizinprodukte; 2014

ISO 11737-1: Sterilization of health care products - Microbiological methods - Part 1: Determination of a population of microorganisms on
products; 2018

ISO 11737-2: Sterilization of health care products - Microbiological methods - Part 2: Tests of sterility performed in the definition, validation
and maintenance of a sterilization process; 2019
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DIN EN 14561: Chemical disinfectants and antiseptics - Quantitative carrier test for the evaluation of bactericidal activity for
instruments used in the medical area - Test method and requirements (phase 2, step 2) ; 2006

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

Class Il Special Controls Guidance Document: Medical Washers and Medical Washer-Disinfectors; Guidance for the Medical
Device Industry and FDA Review Staff; 2002

AAMI TIR12:Designing, testing, and labeling medical devices intended for processing by health care facilities: A guide for
device manufacturers; 2020

ISO 14937: Sterilization of health care products - General requirements for characterization of a sterilizing agent and the
development, validation and routine control of a sterilization process for medical devices; 2009

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; 2006

ANSI/AAMI ST77: Containment devices for reusable medical device sterilization; 2013
ANSI/AAMI ST79: Comprehensive guide to steam sterilization and sterility assurance in health care facilities; 2017
EN 285: Sterilization — Steam sterilizers — Large sterilizers; 2021
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