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BB Rk 7 & CIRBRRH B SR HTEEPEH SN Tw2008URTH 5. L L, BREEHGEERICB T 554
WAL S NIRRT SE S 03 0 722 EAp 5, 2020 4EIC ST B A T [BRBEHHHE OIS 2020] Z3EL, 2D
HCERASE D HAF 1WA U 73l HE 2 5 0 72, AFRENTIE 2020 AE D FEFE LI T 1 F 4 2 45 TR S 72 AN R RCK 0
AR, ARVEEIECE 2 B A TUCE R 1T o 72, AdREH D [BRBEH AR OFHITEE 2020 & WAL, WOK O Tl 2k #E
(1, 2 /R¥3) 22 FILTHY, AROFERICED L) IMFR L. b, 2 OfsHISUBRETH B 74 % ER I
(Z—=H=) A7) DT <, FHEAL S N7 BER TRl S AR S MRk ot 6 BRI 8 Y) 7 JH #3358 % 8 5E
TAHLODNFRE LT ) TINSAMET - Z2R2LEAMIEEL LTGIHEINLZEZHMEL TV,

F 98 VIRl ZE#E T, BRI OYRIEMREZ ED 5. KHRITRT 3FOMEE: (FAXRY Y g ViR, ¥—
7z ARER, T4 TRE) OB, $ANRY Y g VRRBIIHEE B ERORBIEMIIRZFET 5 ) R TRHTH 5.
=7, =7 2 ARBE L EREISEVEREETH 0, BARRICER T 4. HERE R SEHEEARLOY A,
AL D L 72382 RIS, FAXRY Y a YRR Y — 7 2 AABE EET 5 2 LT LW, HEWH L
WRHIIE TH 2 7 A THERIE, 2T TR KMo GO FHEATTTRETH ), I — 7 = AR %
D%, b, HAERGINTVLREESH% ETSINAH-MICBOTRAMEL 2V E ), §TICERSENHEOF
filif&$t 2020 (ZHEHL L CHFAl S M7z BRI O W T 7 AR S OBz LHE Ll L e L.

—77, BREOWMH L OWEHR BV Td, HaUONIBREH 2 EoMm b I SN 5. H#EORRRIR DK
AR (R, RGO E, AR O Z VORI T 5 8H) THES N, MROMERRIORIE
FnFORE (REFMBER OALZORPIEE) THES TS, —OMEmOMERREBRIZEEDOER A K7 4 ki
TEOOLNTEDY, KE - EU O/ F A FEBH O O A @ BREICECTENER S Tw a5 2 &
5, ThHDHEEBRIZOWTIMEE LTEEEReERL: HiE ZEHER.

®1 REESEOFMEE

AR oo Pseudomonas aeruginosa ATCC 15442 % ED#E & ¥ A2 2 3 > HEk=5loglo, ¥—7 1 X
HER - 71 TREBE=4logomP €D

& A VAR Feline calicivirus FO & EDT A LR & H# I~ D g L HBR=4logo, H— 7z XHR - 74 7R
E&=3logio il ¥ 3

RN R e Clostridioides difficile ATCC 9689 % E DA% H X2 T 3 RER=4logro, F—7 2 XA -
74 THBE=3logo b I3

HEE (k2
1. ARV Y 3 Vil

WSS GRS D 03% 7 VIETIVT I ¥ Wil =8:1:1) RiHHSM (H#EHE 3% LMIREH 3% 7 ¥ Ik
TVZTIY i RE=8:1:1) OF (20+1CAY), &R (1, 5 R 105 H 4 L) \AKRBENZ EET 5.

C ORI T AME & LT, P. aeruginosa (ATCC 15442, NBRC 3919 % &) J U Staphylococcus aureus
(ATCC 6538, 209 P 7 &) OFFHERRR, A F 2V YidER T R KB (MRSA) R4 VN4 AT AT E
B (CRE) %Otz Hv%. #FH#1X 107 colony forming units (CFU)/mL Ml L& 3%,

7AWV AE LTld, Feline calicivirus F9 % Adenovirus T5 & &EZ W 5. #1387 4 )V Zwid =4 logw DA D35
LML L) EETS.

e LT, C difficile (ATCC 9689, ATCC 43598 7 &) OREMEREA AT L3R EH V5. PIFEH =L 10°
CFU/mL U L5 5.

2. H—7 x AR

LY ARY Y g ViRBICEROBAEY % v, FESEHE O 3 A il 2 058 vTRE 2 R B2 L3R4 L 72 S 2B 3 10~50 ul
BU)AVFAATRAT Y LA ST UCHR X5, AW - 5 S HESE 50~100 uL % #7E
WTLT, CEOEHIER (1, 5 R0 572 E) BodBMEms ERT 5.
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3. U4 TR

BWIRHEAS (B R 2Ly CREUE L2 EE =) RTI52F v 7y v—L Bl RYVAFLY) OF
HOFEETY) TIZHH 50 uL Z2& VIR, XIHHLTH T LTRSS, TORICHBEEEZERIELTAL ST
e DRI 2 —E DK ETHR T 5. EEOMEHRREARZ ISR ET) 7 ORNERMED 2 ERT 2. 747
HRIC X 2B O E WX L5511, FBEPSOFED ) 7 ORKMARBED S €T 5.

x2 HEHBREHME

YPINRLT g HEBR Y—7 1 ZHER 71 THER
#E (P. aeruginosa % &)
STRBED 71 IV (Feline calicivirus % &)
MEZFR (C. difficile % &)
e B A 10 ~ 50 uL OWEMREHT - 818 A % S N
: HEE . aTHE  MEYERE > Cen e | SOULDWEMREFET RS L1
FRAE | g77 1 Db ciRRl SLLEEICS0~ 100 WL DHER | g eummany (7 OB
EWAEET
1ERERE 20x1C & &
1EFHRERE 1, 5, 1090k é&E
v )7— JUIALTARY, AT LAMEE | #ERM, T73XFv v —LEE
#E =5 logio #E =4 logio
EoREHE A4 ILA =4 logio YA ILX =3 logio
MBI =4 logio MEZFR =3 logio

BEICET 3 FHEICOVWTOEESIE
AAERIE NI,

& 5 AABRET I S O BRI BT 2 HEFIHICOWTUUFIZE Y. &b, Lok o

FK2IZOWTIEIMIETH Y, BANRREBFEICOWTIEINE 1~3 2B E1Cdl R &M TERT L

HERICHTZ2BERER

- ARBRIIZBIR L7 BREERRICIN R T, BEBRIE O RFAMNZ B 80 709 S A - S80I AR % & & ARG AE W) TR 2 2
ENHETDH B

- REITS UT, SO R/ NERRILRE (MIC) FoiBrzEmL Td Rwy

- R 2 BEMINE, BRIERZES S MBS NS S Dl 2 HETHES 2 L, fliE Fluo
BT T & 57215 EN17126 % EN17846, & % \»13 EPA-MB28-08" (ASTM E2839") @ & 9 7% BR#ERRERIEIZHED &
LERET AL

- AAMEDFRIERE (FEAIER] - logn reduction fli55) 2%3E S T W R WIGEITFERIH A FHAR Rt 2 5 #8012 H)
W5 %

CRBRIGE AP OBR L 2L, HHEEHEIrOL 2L

- ARBRICAE 3 2 B, A SO R REGE T OHEIRITHEVEMEICAI L 221 8: - HETEH 52 &

© T A TRREREAT ) B 3 OFRHERRERIEIZHE U700k, FEEN 2 KM L 72305, & 5 Wiz BGEIGE IO
HEREDTTEITHEH 2 &

ARG EERCHRES(FREICE T 2EEER

- BERIE O 2 W, B LT, HBEEOAMMEEZIEL CHEET A2 L

- BERIE OB BRAGYE 2 Al (ORI L) TE AL ZAMT 52 L, IPAIROFMAE NS 1T Tnwbs 2 L%
W29 5 2 & (PRI OB FIE 4 2 S H)

- BT CERY) AT AENE, oM E TORMEORMLZYS ML TEL 2L

W OME, vy MES, AR EoEICET e L, RaoMiE 2 I Kmy s 2 &

- [ B it B I SE AR R YRR R A AV AR B TR L SE O H IS B W T, REF D A MR TRBR 2 EE 5 5581213,
A7 L 7= AR SO AR oMoz L B M o B REEE R 2T 5 2 &

- BRI E R R O WA AR T & W E B O % EY) 2 ik TR 2 AL, To T, 2Rk
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EN 13727: 2012; Chemical disinfectants and antiseptics. Quantitative suspension test for the evaluation of bacte-
ricidal activity in the medical area. Test method and requirements (phase 2, step 1)

EN 13624: 2013; Chemical disinfectants and antiseptics. Quantitative suspension test for the evaluation of fungi-
cidal or yeasticidal activity in the medical area. Test method and requirements (phase 2, step 1)

EN 14476: 2013+A1: 2015; Chemical disinfectants and antiseptics. Quantitative suspension test for the evaluation
of virucidal activity in the medical area. Test method and requirements (Phase 2/Step 1)

prEN 14348: 2004; Chemical disinfectants and antiseptics. Quantitative suspension test for the evaluation of
mycobactericidal activity of chemical disinfectants in the medical area including instrument disinfectants. Test
methods and requirements (phase 2, step 1)

EN 17126: 2018; Chemical disinfectants and antiseptics-Quantitative suspension test for the evaluation of spori-
cidal activity of chemical disinfectants in the medical area-Test method and requirements (phase 2, step 1)
EN 17387: 2021; Chemical disinfectants and antiseptics. Quantitative test for the evaluation of bactericidal and
yeasticidal and/or fungicidal activity of chemical disinfectants in the medical area on non-porous surfaces
without mechanical action. Test method and requirements (phase 2, step 2)

EN 16777: 2018 Chemical disinfectants and antiseptics-Quantitative non-porous surface test without mechanical
action for the evaluation of virucidal activity of chemical disinfectants used in the medical area-Test method
and requirements (phase 2/step 2)

ASTM EZ2197: 2017; Standard Quantitative Disk Carrier Test Method for Determining Bactericidal, Virucidal,
Fungicidal, Mycobactericidal, and Sporicidal Activities of Chemicals

AOAC 961.02-1964 (2013); Germicidal spray products as disinfectant

ASTM E1053: 2020; Standard Test Method to Assess Virucidal Activity of Chemicals Intended for Disinfection
of Inanimate, Nonporous Environmental Surfaces

OECD No0.187 guidelines; OECD No0.187 GUIDANCE DOCUMENT ON QUANTITATIVE METHODS FOR
EVALUATING THE ACTIVITY OF MICROBICIDES USED ON HARD NON-POROUS SURFACES Series
on Testing and Assessment No. 187 Series on Biocides No. 6

EPA Efficacy Testing Standards; EPA Efficacy Testing Standards for Product Data Call-In Responses

EPA guidelines 810.2200 Product Performance; EPA Product Performance OCSPP 810.2200: Disinfectants for
Use on Hard Surfaces—Efficacy Data Recommendations

EPA-MB31-07 Standard Operating Procedure; Quantitative Method for Testing Antimicrobial Agents Against
Spores of C. difficile on Hard, Non porous Surface

EN16615: 2015; Chemical disinfectants and antiseptics. Quantitative test method for the evaluation of bactericidal
and yeasticidal activity on non-porous surfaces with mechanical action employing wipes in the medical area
(4field test). Test method and requirements (phase 2, step 2)

EN17846: 2023; Chemical disinfectants and antiseptics-Quantitative test method for the evaluation of sporicidal
activity against Clostridioides difficile on non-porous surfaces with mechanical action employing wipes in the
medical area (4-field test)-Test method and requirements (phase 2, step 2)

ASTM E3363-23; Standard Test Method for Quantitative Performance Evaluation of Antimicrobial Towelettes
EPA Draft Guidance to Support Registration of Pre-saturated/Impregnated Antimicrobial Towelettes for Dis-
infection Claims

EPA-MB28-08 Procedure for the Production and Storage of Spores of Clostridioides difficile for Use in the Effi-
cacy Evaluation of Antimicrobial Agents

ASTM E2839-21; Standard Practice for Production and Storage of Spores of C. difficile for Use in Efficacy Eval-
uation of Antimicrobial Agents

ASTM 1054-21; Standard Practices for Evaluation of Inactivators of Antimicrobial Agents
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AEA1 HEROMDHFMAVShTWIYINS Y 3 L HER*
-1 = A AL Fes
EN T %@2@?01 2 ﬁ’g‘%ﬁ = ET\T1 417%1 gJO%S %&‘ﬁﬁ%@% ;&%ﬁ’a;&ji
+A2 : 2015 EN13624 : 2021 +A2: 2019 EN14348 : 2005 | EN17126 : 2018
S. aureus A. brasiliensis Adenovirus type 5 M. terrae C. difficile
R P. agruginosa C. albicans Poligvirus typ§1 M. avium B. subtilis
E. hirae Murine Norovirus B. cereus
(Vaccinia virus) *6
JHEFEREIK fEK (& 375ppm)
fER bR 2 8:1:1
HEE  af  WEmR Y
TEfR (%) MENE N - N N
CFU/mL or TCIDso/mL 1.5 ~5x107 1.5 ~5x10°% =107 1.5~5x108 1.5 ~5x10°
AhnarmaE*s 0.03% > miE7IL 73> (BSA) (c)
(TER&+IEE) 0.3%BSA+0.3% ¥Mm¥k (d)
1ERRE* 4°C~ 30C 4C~ 30T 4°C~ 30C 20C 4°C~ 30C
1 PR *5 =5min =5min =5min =60min =15min
EOREHE =5 logio =4 logio =4 logio =4 logio =4 logio
=3

*1 0 BN EERE D Phase2/step1 suspension test MHERT, surface disinfection DEEICEWTHES WA BMEERT.
2 EARFICHEEE LSS LD, HEEOEREEHEND 1.25FICHANTS. FRULVESEDIRESIR, 9721 OEREEIE

BEIhTW3.

*3 . iEREM (¢ clean), BHHEM (d; dirty) ORRHVAZEFME EHIRL /-
*4X—H—DHRICHE S HEORDEEANE L,
ORMICE ST, RER60MIn £ TARBINTWLWS,
*6 : vaccinia virus I T > ANO—T I 1 IV ZADHDFHAICH T BHET 1L X,

BHEE1CICTITY.
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EN16615 : 2015

EN17846 : 2023

ASTM E3363-23

MHRWEN

S. aureus
P. aeruginosa
E. hirae
C. albicans

C. difficile

S. aureus
P. aeruginosa

* v U7 — (ERY)

KL RAMILE N
EIEE =)L (20X 50cm)

EIEE =)L (20X 50cm)

NRNYM (FSRFy 78 () :
RUZXFL ), EFE150mm)

ANMERME (&

0.03% BSA (c)

0.35% BRI T ¥ X, 0.25%BSA,

1 R DR ) 0.3% BSA+0.3% Mk (d) 0.08% 4 L F >~
WEMETE 50uLx1 I 7 (T1:5x5cm) 10uLX5 & (HBED 5 &R
BB v T — 51 fHE : 7.0X10°5 ~2.25%x108 4 6 5065
V) B 0 7.0X10% ~ 2.95% 107 7.0xX10 2.25%X10 1X10

HEERTA TICEE 2.3-2.5kg, EH 12.1 X8.6cm DELH ¢,

FFIERETHES, TL—hED

MRS A HARICIEAK W%, EHRET
= ‘ BET Y 7 % 2sec LAICFET—HFES € 3. S5EARICIAERL. (—EEN
T#16 ~8sec (3~ 4secx2[@))
55% /X)L 45%PET AN 55% /X)L T A5%PET AN
ERBE (17.5x28cm) (CZ5E 16mL &8 | (16.5X30cm) (CE5% 16mL 278 ERBEHRE

ERBEAHEITOE S

ERBAMBIEZOEE

21.5+3.5T,

21.5+3.5T,

fRRIR, FR 1 ~5min=15sec (/A 60min) | 1~ 30min*10sec (F&* 60min) BE
B e i > %8 | ST U 7 (T1): 24 logro

R AEMIEEET 7 (To~Ta): | BEWFEEEIVT (T2~T4): Z4.5 logio*e
35 50CFU LIF/T U7 FH S0CFU /T V7

)

*1:c I3ESEM (clean), dI37E%EME (dity) &R7.
a BT ORF 24> PRICEEEH I N TWIEMGE, AETHDIZ L ERT.
a : Draft Guidance to Support Registration of Pre-saturated/Impregnated Antimicrobial Towelettes for Disinfection Claims

BlEk4 HEED

FRAfiC AV B RO S ()

HH

B

o

LS

EN 13727 : 2012 Chemi-
cal disinfectants and anti-
septics — Quantitative sus-

the . py75q 18

pension  test for

- mEEEY

evaluation of bactericidal

activity in the medical area

- BRILRILEW

— Test method and require-

ments (phase 2, step 1)

s 7ILa—ILEE

AT EZVLIBEREHERT I VA

LYFr, ¥R=,

K1Y VILRN— K80, K

TUIEREEF UL, BBEAET7IVO—IVER
ETFLMEa GE1 + > REmidssE)

LyFy, #R=,

KIVILX— k80

FARBF NI L, H2T7—t (BEEK
F BB KT S A)

LoFs, #R=,

K1VILAX— b 80

ALY Y LB (AT =) LIESE)

ASTM E1054 Standard
Practices for Evaluation of

Inactlvators of Antimicrobial

Agents

- A9k (AT )

AV 7a/N/ =)L (FZILO—ILEE)

coanxY YUY (EF7FH4 KEE)

LYF+RYIILN=K, ZZI2F MY

T LR, BHEME, KUY VILN-H80, V7

OF%X cY >

)L

LYF+RYIILNR—=bN, FLABF b

FAWES, K VUILNX—+80, XXLINY

R VIAN— k80, HFHIEBEUTADHR

- ffl& LT EN13727 3 & U ASTM E105421 b 5 {L5kiN & sh Ik 5 % 58#
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& ZERHR: BAOXRRARAGRCS T2 HAOHBRTE (F TROHARYE - BREER, BAXARREBRLFINSETME

BRELTHETIEDOTII ALY

¥ —7 1 ARER 74 THER
A AR
EERARARRVOEITAD TIy hTAI—HAD
FREEMERR A E RREIERESBR T A
(EEIR T ARERSHES) (BABEMBIEESS)
p S. aureus S. aureus
RN E. coli E. coli
7 (HhiEgE 27 2L XS MR ZF > L X% No.2B
U7 - (REEY) (4% 20 mm) (26X152%0.8 ~ 1.2 mm)
ANETHE (BEREMEDRFTDRE) 1.5% BSA 0.3% BSA
WMEMETE 10uL 10uL
ERERR
HREX YU T-HYMENE =1.25% 1096 0.5%x10% ~2.5%107
=6.25%x 106
Y- NE2HERTRHED S Y (1508) &
ERAE AT UHA NICEEBL, ErS5FEEDPTEVED
120#8/min TL—IL L% 53 E& ¢ 3
TRE 100pL ERBELEE
1ERBE, B 5min HEEI) %, HERIB{EKR%E Smin &
. =2 s
TR 5 ba‘t’f;f RREEMME* =20 logo
)

*a@BUTORF 1AL FMRICEH SN TWVWEIENY, BETHBZEERT.
HAFESMRETIESR [(REEZEETSZIVI Y b T4/ —HORTHE] (FIIEEHDK

*a; BABEMBIRESS -

BEM (bHZA 35 JISLO803) 15X10cm iC 1.5 fFED 0.125% 0.25M V) ABEEENR (pH7.2) £&R L, REREM
ERBICHEM S R BRIBALICKEF T 2 ERBOEAMNM L, HREM TR EM - HBRIEGLICERF T 3 EEHOEH

W E DE)

- RBRAEZEOHMIE, SERHAGIEDIRFONELZERIS L
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