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A B R B - Pseudomonas aeruginosa ATCC 15442 7x EOfflE 2 A= v v g v
B =5loglo. —7 = AR - 7 4 TR =4log 0 A X E B

o A v AEh - Feline calicivirus F9 7 ED 7 A L X% H 2V Y 3 Vil =4log.
Y—7 2 AR - 7 4 TR = 3log o A X B

BN E - Clostridioides ditficile ATCC 9689 7z O EfEfa % A= v g v ilEx
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ZOBRICEAT 2MIE & LTld. P aeruginosa (ATCC 15442, NBRC 39197 &) k¥
Staphylococcus aureus (ATCC 6538, 209 P7x &) OfF#ERke, A F > ) VilE#E e 7 F v RE

(MRSA) 71 v 3~ 4 LTt tERG A H R (CRE) 75 & DMK EZ v 5, W56 R 12107

colony forming units (CFU) /mLE k& § %,

7 A AL LTlE. Feline calicivirus F9%Adenovirus T672 & Z#H W5, #UIFHE 7 ALV ZEiT
= 4log DAL BGoND LI EE T 5,
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2. —7 = 2R
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1. EN 13727:2012; Chemical disinfectants and antiseptics. Quantitative suspension test for the
evaluation of bactericidal activity in the medical area. Test method and requirements (phase 2, step 1)

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

3. 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)

4. 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)

5. EN 17126:2018; Chemical disinfectants and antiseptics - Quantitative suspension test for the
evaluation of sporicidal activity of chemical disinfectants in the medical area - Test method and
requirements (phase 2, step 1)

6. 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)

7. 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)

8. ASTM E2197:2017; Standard Quantitative Disk Carrier Test Method for Determining Bactericidal,
Virucidal, Fungicidal, Mycobactericidal, and Sporicidal Activities of Chemicals

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

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

11. OECD No.187 guidelines; OECD No.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

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

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

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

15. 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 (4- field test). Test method and requirements (phase 2, step 2)



16. 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)

17. ASTM E3363-23; Standard Test Method for Quantitative Performance Evaluation of
Antimicrobial Towelettes

18. EPA Draft Guidance to Support Registration of Pre-saturated/Impregnated Antimicrobial
Towelettes for Disinfection Claims

19. EPA-MB28-08 Procedure for the Production and Storage of Spores of Clostridioides difficile for
Use in the Efficacy Evaluation of Antimicrobial Agents

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

21. ASTM 1054-21; Standard Practices for Evaluation of Inactivators of Antimicrobial Agents



BIR1. HBROMAFHEAVSNTNSIHARY Y3 HER™

FHAERNR HERDR FOLMIAZNE BAHEEERNR FEFRazhR
EN13727:2012 EN13624:2021 EN14476:2013 EN14348:2005 EN17126:2018
+A2:2015 ) +A2:2019 ' '
S. aureus A. brasiliensis Adenovirus type 5 M. terrae C. difficile
) P. aeruginosa C. albicans Poliovirus typel M. avium B. subtilis
POE Y
E. hirae Murine Norovirus B. cereus
(Vaccinia virus ) e
SHEFERRK fEK (HEE375ppm)
YERLER" 8:1:1
HEBEE  BEY  MEMR .
VEARKF (FI%) MEM= 7 6
~ ~ > 7 —~ 8 — 6
CFU/mL or TCIDso/mL 1.5~5x10 1.5~5x10 =10 1.5~5x10 1.5~5x10
mnarEE 0.03% I METIVIZ (BSA) (c)
(VERRERE) 0.3%BSA + 0.3%3E[MER(d)
VEFIRE 4°C~30°C 4°C~30°C 4°C~30°C 20°C 4°C~30°C
VEFRRSRI ™ <5min <5min <5min <60min <15min
EREHE =5 logyo =4 logyo =4 logyo =4 logyo =4 logyo
)
*1: BRIV EXERIEDPhase2/stepl suspension test AT, surface disinfectionDZEAHCHVWTIRESIN I EZRT .
*2: YERRFICESBE L R2 LS. HEFEORE I D1.25B(CFAR T2 FIRURVESEOBSE. 97 : 2 1 1 OERLEERNFRINTVS,

*3: SEIREMF(c; clean) . TEREMF (d; dirty) DRENRZ BRI B ZHIRU,

*4: X—H—DHEZIAESH ECRDEEFARIE L.
*SARTRICED T, BE6OMINETERINTWLD,

B}

RTE+1°CICTITI,

*6: vaccinia virus(EI>ARO— T4 )L ADHDHAICH T BEEIAIL R,




AR2. HSROMAHFMCAVNSNTVSY —TIAHER

AR - REERIR FUAZHR FBMBEEMR Esdinkt S
EN17387 ASTM E2197 AOAC961.02 EN16777 ASTM E1053 ASTM E2197 AOAC961.02 ASTM E2197 ASTM E2197
:2021 :2017 :2013 :2018 :2020 :2017 :2013 :2017 12017
S. aureus S. aureus S. aureus Adenovirus type 5 Adenovirus T4 or T5 Adenovirus 5 M. bovis (BCG) ® M. terrae B. subtilis
P. aeruginosa P. aeruginosa P. aeruginosa Murine Norovirus EED1290ILA"? SBT3 C. spologenes
Py E. hirae E. hirge " S. enterica Vaccinia virus C. difficile *c
AN C. albicans C. albicans T. mentagrophytes *poliol&fEAAT]
A. brasiliensis A. niger
T. mentagrophytes
FrU7— ATIVARF=WNTARY AT IVARF=ITAR) SEERARTARISA (AT ILARF=IT1RY HIARANM ATIVAZAF =T 4R [SBEERATA RISR  ATILVARF =T ARY | AT IVAZAF=IVT 4RI
FNaEmE 0.03%BSA(c) 0.35%NF > or B 0.03%BSA(c) 0.35% N> or B 0.35%NTh> or B 0.35% N> or B |0.35% MR or B
(IEEMEYRT O 0.3%BSA + 0.3%21m IFZ, 0.25%BSA, 5% M5& 0.3%BSA + 0.3%21m IFXZ, 0.25%BSA, I$2Z, 0.25%BSA, 5% M55 I$2Z, 0.25%BSA, I$2Z, 0.25%BSA,
) Bk(d) 0.08%4LF> Bk(d) 0.08%4LF> 0.08%4LF> 0.08%4LF> 0.08%4LF>
BIIR1% HHEE : 21051 4555 *a B 0.1~3.2x10° | 24log, o€ FHHRHT] 4,863 3.5-4.5 *a 4 % 4.55.5 *a 67 *
B BE . 210515 1x10 1 s 10 1x10 21x10 1x10 10
ERE2% 100uL 50pL bih=) 100pL 2mL 50pL bi:h =) 50pL 50pL
. 21.5+3.5C BE 18~25%1°C 20+2C BE
VEFIRE. FRE BE X e HE X EE yENE
e IS 1-5(60)min+10sec = <10min ° Smin+10sec WE = <10min ® BE i
A= =59/60 3L
; #E: 25 logyo . 3 batch ™ =3 log10 @ . 10/10 ZEi . .
ERERE - 24| @ - z4 lo . z 2 . 24| @ 26| ¢
BE:24 log,, 910 BE: 10/10 5B Gio 2 batch ™ 3 log10 2 batch *® 0910 0910
2 batch
E) *1; Salmonella enterica D¥FE. 0.1~3.2x10°

*2; ASTM E1053 [CBVTIREEIN TLVBVirustER UK
Adenovirus, Type4(VR-4) ,Type5(VR-5);
Herpes simplex virus, Typel, F(1) (VR-733);
Rhinovirus, Type37,151-1 (VR-1147) ,Typeld (VR-284);
*3; ASTM E2197 [CBVTIREEIN TLBVirustBR UK
Adenovirus5 VR-1516; Canie Parvovirus, cornell-780916-80 (VR-2017);
Human Rhinovirus37 (VR-1147) or 14 (VR-284); Human Rotavirus, Wa strain (VR-2018);
*4: cld EHEE(clean) | dIZBHREM (dirty) BRI,
*a,*b,*c (FELATORFIAY MNACEREHEN TS RETHDLETRT .

a: OECD No.187 guidelines,

Canie Parvovirus, cornell-780916-80 (VR-2017); Cytomegalovirus ,AD-169 (VR-538);
Influenza A, A/Hong Kong/8/68 (VR-544), PR-8(VR-95);
Rotavirus, Wa strain (VR-2018);

Feline calicivirus, F-9 (VR-782);

b: EPA Efficacy Testing Standards &0 EPA guidelines 810.2200 Product Performance,

Murine norovirus ;
Vaccinia, WR strain (VR-119)

Murine Norovirus S99 or MNV-1

TSI (G2 THEFF TR TLVD . FEHBRIE TARTESN TV RSB FRAZFER T BT

Feline calicivirus, F-9 (VR-782);
Respiratory syncytial virus, Long strain (VR-26)

Hepatitis A virus, HM-175 (VR-1402)

C: EPA-MB31 Standard Operating Procedure

Hepatitis A virus, HM-175 (VR-2093)
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SR - RS - AR RERIER

EN16615:2015 EN17846:2023 ASTM E3363-23
S. aureus C. difficile S. aureus
P. aeruginosa P. aeruginosa
SRR g g
E. hirae
C. albicans
FrU7— (#EEIRT) RUILASREINTIENEEEZIL (20 x 50cm) B|EEZL (20 x 50cm) RN (FSAFYHRBIRIZFL ), EE 150 mm)
INBEEE
r 1 N 0.03% BSA (¢) . o . .
\é?iﬁﬁ&iwlﬁqld) 0.3% BSA + 0.3%ZEMEK (d) 0.35%ER I+ X, 0.25%BSA, 0.08%FLF>
EE
WEYETE 50uL x 1TU7 (T1: 5x5cm) 10pL x 553 (FBEDSERT)
BRIV T — I & : 7.0 x 10°~2.25 x 108
- 7.0 x 10*~2.25 x 10° 1x10°06>
EmE B3 : 7.0 x 10°~2.25 x 10’ X X X

AFNEIETHES, TU—MeSEARICIEIEE. AT
SHERERAE BIRIER I/ SICEZ2.3-2.5kg. [KFI12.1x8.6cmOiEx#HiE, IEEIVUT7E2secIANCFEI T—FELE 3, SEAARIC3AEIEC
(—EEHTHI6~8sec (3~ 4secx2M@))

— 55%/ )L F45%PET AR @#A(17.5%28cm)ICEER16mMLES | 55%/ UL F45%PETE#4(16.5x30cm)(CEER16mMLE S DR ——
fan SEEHBHIZ0EE SREHREITOFE SRR
. 21.543.5°C 21.543.5°C
aE. R ’ ’ o
e i 1~5min+15sec (&AX60min) 1~30min+10sec (F&A60min) R
R EYIERETYT (T1): 2 5 logo(fE). 24 logy (B2R) |MEYHERETY7 (T1): 24 logyg > 4.5 log.. @
- AEMIEEETUT (T2 ~T4): FI50CFULT/TIU7 WAYIIEHERETYY (T2 ~T4): F50CFULT/IU7 = %> 10910
)

*1: cld iEFREMF(clean) | dIETHREMF (dirty) 2RI
*ald B AT ORF A MRICEEEHEINTVRRM. RETHBIEETRT .

a: Draft Guidance to Support Registration of Pre-saturated/Impregnated Antimicrobial Towelettes for Disinfection Claims
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HE
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EN 13727:2012 Chemical disinfectants and antiseptics
— Quantitative suspension test for the evaluation of
bactericidal activity in the medical area — Test method
and requirements (phase 2, step 1)

BERS
4HRTE D NEERRRARE TS 4R
LAY
BITFA R
BUERILEY

73—V

LIF  HIRZD L IRUVILAR =180, RFZIVEREE S R L
AERGIET V- IVERETFL U ABEY) GEAA>SREEER])

LEF> HIRZ> . IRUVILAR—K80

FAGREEF MDA h55—C (BEMEKERDOIBEEEKSR
jitaelnwayc))

L3F>, BiRzZ>, RUYILAR—K80

ASTM E1054 Standard Practices for Evaluation of
Inactlvators of Antimicrobial Agents

ARIYIIAZOLIEEY) (4ER7EZDLESE)

JONFS T (EJ7F4 REE)

-3AU%& (\OY>3H)

-AVT0IJ=)L (P I-IVER)

LIF2+RUVIINR=N 222 FND AR, BH#E
RUYILR—K80. 2707 FAR>

LEF> + RUYILR =B AL EEF NID L

FARRES. IRUVILR—R80. ZF ALY

RUVILA—= K80, HIFIEELL TADABIR

-HlELTEN137278LUASTM E1054°DSREM BRI D% T #



fhiE
2515k . BROEFEUFICH I dMmORERTE
CE : ToitErE BEREEQ AARBERAFZESEMIZERELTHEETZEOTRAL)

H—-J1 A5 ER PEPEY
FHE FIMIA e
ERE/MEEIRU A . e .
U OO DA NI E R Ty NI4 BB R
N /| pluny /. ) 5 | % W S= I~ sa= NN \EA%
GERIBBAAERG D) (BRGIFAERITZESHARIAY) (BAREEMNIEES
SR S. aure.us Adenovirus T4 or Tili S. aure.us
E. coli ®SD1291(ILA* E. coli
i _ . 27U AR No.2B
IJ — fE ~ Ei Gl E’R &= 0 NI _g’i
Fr7— (FERY) ATV AFEMR (EE20 mm) HIAEARNI (EZE100 mm) (26 x 152 x 0.8~1.2 mm)
TS E
(IEEMERTP DR 1.5% BSA 0.3% BSA Ffzl& 5% FSB 0.3% BSA
E)
WEYET = 10pL 200pL 10pL
BZIRBIPUT —HIZDM EmERL
PRI = RIh 21.25%10° >10%8~6:3 0.5%10°~2.5x107
Y2
£6.25x10°
3 —Ne2MERTFIEDHEN(1509) R UH 1 RICEE
VERFE AWE HU. EDSEZNMFIRVES12088/minTL—)L %5
FEEHE3
ERES 100pL 2mL SRBHR=E
WE22+2°C
VEFREE. B5RS 5min 10minAX HEEDE, HERIEAZEMINILE
SBORR BEFERE
R 22 logio 23 log RESEIEET 2 2.0 lo
3 batch B 10 e = <0 10010
)

*1; DMVABRENRHRERSE (BERBFARR TERAIRSIAY) [CEVWTGREENTOSVirustER UK
Adenovirus, Type4(VR-4) ,Type5(VR-5); Canie Parvovirus, cornell-780916-80 (VR-2017); Cytomegalovirus ,AD-169 (VR-538); Feline calicivirus, F-9 (VR-782);
Herpes simplex virus, Typel, F(1) (VR-733); Influenza A, A/Hong Kong/8/68 (VR-544), PR-8(VR-95); Murine norovirus ; Respiratory syncytial virus, Long strain
Rhinovirus, Type37,151-1 (VR-1147) ,Typel4 (VR-284); Rotavirus, Wa strain (VR-2018); Vaccinia, WR strain (VR-119)
*alFE LT ORFIAS MAICEEHSNTVREM . ETHDEZRT .
*a; BABIEMB T RESS - ARNEHERETES (BREZEFEIZVIVE DM 4E0EFE%E ]

(RTUEFEHOXTIREAE (MREA3FIIS L0803) 15x10 ¢ mIC1.5fF2100.125% 0.25MOABSEER (pH7.2)Z2&R0. R BIRRICINEFE O IZABRIE A L ICAF I 2R OE AT
e, BRI THEROGHERER L (AT I 24 RHROEAMEEDE)

SRERVTEZF O, RERFRNEDIRITONEEZSRI DL





