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1. [FU&IC

2009F(CWHO (H RREHE) & EEMEZICSITDFEBEBENARS
AU T WHOHARS A V) ZHKRL, BEBEERFEDORHIEICTILI—I
N—2DEGZHFEHEBHICLIDFRAEER<HERLFLLZ . WHOH A
RIAVDEBROBNR EEREENBYBIAZIVI TEVLWFEGERE
I3 EE  FRALEDETELENEITDILICL EEEERREHE EE
DREZEBIRIT BT EICHIFET,

%OD_H—C&\%E?E%TEE%I_J ErEF(L%Xl') j;t[u&jtt:&;é%/lbn(g [r_
MEBEDOKELRMNHTHY . FEELEDIV S SAT7VABLEEHIF2ERD
—’Dc‘_’_HUigo

INSOTENDS. ZILI—IVRAIF. ZOREDRDEDILEBNS . FRn
PEAREDZEEUCHRENIGERITZTENEZTLVEZEZISNFT,

EEXRJ=-LSIYIIE. FRNZERITDEZBENELTHE SN LI

TUEBUYDR T SN YRBREDRERD ZHIFEDE DT LRI REDRE
B FERNICEEBLEL.
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WHTT

o FICEWOfcLE. FOENSTRENIKVKIICEEDHMZRFETHY
x99,

EARODKEV. HBDIVEHERIOMBREISHIEL A,

RERELTIVEVY, PIEVBIAVIFIV. PSUNVZREGL.
FRNCEBLTWVWET,

FIRBICRE DN T ES>ELEREFRERRTT .

3. RS KFTMHER

B 2 :EBYHS2ELTI00mMLPICIOLNAFYI VTV IVEIE0. 287 SH,
BEIELT ITY /=),
ZOMAENYELT TURUY PIEVBIAVIFIL. PSSV,
MRUAFIIFUYPUMEREBIUEUIL, E’OXO0—-2AEZH,

S 8 EEFRNSOHINCEYDS I EDRETRERICESVH G 5.

4. SHEE * IR

FIEDOHE

5. Hi& - RE

BEZFICH, IBRFTLSGLELETEREIAD
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6. tEXOd—-ILSY IV DIRMETIR
6-1 HBiEHEICT T Bin vitro TDFZES] - Time-Kill5®{5& (ASTM E2315-03)

EERXRI=WSYIINIDOKREZ. KEFDA-TFMTEEREBERPEDRREMRELT
BESNTVR25EHKICDOVWTEHELE LIz, B IF KEHBR - M RHH R (ASTM) B ESD
BASTM E2315-03(Time-Kill 58) ? (CR->TITVEL (FELBHR) . Time-Kill BT
(F &HBDIin vitroCORIEZFFMH T 2 ENTEFT,

< EBRSREREEE >
MICROBIOTEST, Inc., Virginia (United States)

<7 &E>

9.5mMLOEERI—WS I I (ICHEHERO.SmMLZNA. 20 ~21 CICRF LD
SISMBERTER L. FRE. CORGRZPHAICEUTHERZLEDFUZ, D
TMLZEREEXRIBHTREREEL. BERICEHZAELF U,

<#E R>
EERI=-WSIY T F15BEDERT. RBUCIXRTOMBESKLUEEZSLOg
D EgAETEFRU,

<KEICH VI DFIRESH OFMELE>

KETIE. FDA (Food and Drug Administration: KEEREERRB) PEERAEFESEE S
(LD I B EMNRIREE (TFM : Tentative Final Monograph for Health-Care Antiseptic Drug
Products) 2EH T3, KEINTERAEMHEEERTTHICIE. TEMICEEBISNARELEBL
TWBLENHD, TEMEE#HTSH TCASTM (American Society for Testing and Materials : KE
HE& - MEHRS) PEFNAEEETED TS, ASTM E2315-03 (Time-Kill &E&) I£. RBERT
e EHAREERIE. BROBRVEEKHZIIETHEDHENRETMET 260D,

YoV S EEXT-ASYTIL18RIER 6/16 52-0671-02-4PDF
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xR1 EERTI-WSIY IV OBFEMEICH T 2HREH (Time-Kill HER)

Zl;jt(Jll:;c\tZri'a;m/a\ann?A:TCC 19606 3.8 x 10° 15# 6.58 >99.999
QZZZEZ]%;Z ?{%'ézzszss 8.2 x 10° 15# 6.91 >99.999
;Ira\/emjofbl;lgu\?;z—;l%enzae ATCC 19418 1.1 x10° 15% 5.04 >99.999
Bt i S 20x107  15% 730  >99999
chﬂli;%hia coli ATCC 11229 1.7 x 107 15#% 7.23 >99.999
7 -
Z ch};“"ﬁm coli ATCC 25922 1.0x 10" 15% 7.00 >99.999
el ol s - 24x107 5% 738 >99.999
E(Teﬁzt?lﬁneumoniae ATCC 4352 1.5 X 10 15% 7.18 >99.999
f’iﬂionas acruginosa ATCC 15442 1.4 x 107 15# 7.15 >99.999
ﬁﬂims aeruginosa ATCC 27853 1.0 x 107 15% 7.00 >99.999
gﬁlﬂ%ﬁﬂi?& 7002 21 x 107 15 # 7.32 >09.999
ste;a’;f rcescens ATCC 14756 1.9 x 107 15% 7.28 >99.999
sﬁ;l%,ﬁ;fchﬁ,m ATCC 6538 1.1x10"  15% 7.04 >99.999
gi;a%z;;[jz}fsmus ATCC 29213 4.0 x 10° 15% 6.60 >99.999
fagﬂjzciiidwmmis ATCC 12228 6.5 x 10° 15# 6.81 >99.999
T o 27844 39x105  15% 559  >99.999
g ;le'l{ogc:clujfaim;;?;ﬂsi:rréjg p0070 33X 10° 15% 5.52 >99.999
% @%;fzc}iwmm aTcc 15305 79 % 10° 5% 6.90 >09.999
EZE@Z,Z’ l/;:te}ulgj,:‘lr?C% 7468 1.4 %107 15% 715 Heelger
ggﬂ%t%i%ﬁogenes ATCC 19615 39 x 10° 15 # 6.59 >09.999
o TR TR oo 37x10°  15% 657  >99.999
e e e 88x10° 15 694  >99.999
Eﬁ;ﬁﬁus pneumoniae ATCC 33400 1.9 X 10° 15% 5.28 >99.999
u ?Zgéf'gg;aﬁ?co 26512 3.8 x 10° 15% 5.58 >99.999

HoTH FIVEHS X 6 b
Candida albicans ATCC 10231 6.5x10 15% 6.81 >99.999
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6-2 ZEEAMERICKH T Sin vitro TOFRET :
Time-Kill535k (ASTM E2315-03)

EERI=NWSIY TV DOSEERMERICH T 2RENZTFMUTUIC. MR F KE
R MBS (ASTM) BYEDHBDASTM E2315-03 (Time-Kill 3E) (CECTITWVE LI,

<HF &E>

9.5mMLOEERI—=ISY T CHARERO.SMLZNA. 20CICRFLENS 158
BRUBOMBEERSERUC AR CORBRGRZFNAICBUTIERZ DR U,
COIMLZEBEXREBMCREREEL. BERICEHZATELEUI,

<{E B>
EERI=IWSIYITITEMRSAPVREZIFUSHETZEBEAIMMRICHLTE. 15
MEDIEFAT5.0Log o)A EOE#HZ - TE XU,

&2 EERI-LSY IV OFEEAMMERICH T 25REA (Time-Kill 58)

=. w%ﬁﬁ a NV NEZA)S 0,
HAEE (CFU/mL) fERIFE  XHEDE EPE(%)
N 15% >6.37 >99.999
AF ) Fif € 7K B (MRSA) 470%108
Methicillin-resistant Staphylococcus aureus ATCC 700698
30% >6.37 >99.999
, _ 158 >593  >99.999
N>R TR IR E (VRE) 1.70x108
Vancomycin-resistant Enterococcus faecalis ATCC 51299 :
30% >5.93 >99.999
) " 158 >6.67 >99.999
IN>O AU ERRERE (VRE) 9.40%10°
Vancomycin-resistant Enterococcus faecalis ATCC 51575 .
30%® >6.67 >99.999
) ‘ 15% >6.75 >99.999
N AR ERE (VRE) 1.12x10°
Vancomycin-resistant Enterococcus faecium ATCC 51559 )
30% >6.75 >99.999
o 15% >6.99 >99.999
LA AR E (MDRP) 1.96x10°
Multidrug-resistant Pseudomonas aeruginosa GTC 2017 '
30% >6.99 >99.999

YIRS EEZI-IUST TV ERIER 8/16 52-0671-02-4PDF
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6-3 F[EMEBAICW T Sin vitro TDFKZES : prEN13727

EEXRO=WSIYIIDOKREHZ. MNEE(ELZE R (CEN) N ED DRMNIREPrEN
137273 1> TEHELE L2 (P.1088) . prEN13727 I3 RBEN TREAEBELRL
DER] TNRIZUHTICBIT2RENZFM I 25EAT. FIEESHATRERESG (BT
WE:0.03%7 )L =) FT5.0L0g | ( DEHBEMHNERINTVET,

<HBREMEER> Hygiene Nord GmbH., Greifswald(Germany)

<AB &>

HAERTMLEAEYEIMLOESKICEERI=ILST TIV1Z8mLIIZ . 20£1TC
CRFLBHSISBBIUI0RBEERTEF UL, CORMARZDHHF SBFUTIER
ZlESHcE BEL ERERZEROI U, EREFIOEa/mYEICF. 0.03%7ILT=
VEBWV [RREG]TEF0.3%E Y IRMERS LV 0.3% 7 IV T=VEAVELU. BH.
PrEN13727 TR FIEHBESHEUTIEREZFITOHBRDBHNERINTVERIT A XK
HBRTERDIENEDRVPseudomonas aeruginosa ICDWVWTIE. [NRFRHEITH
HEBETUVELR,

<E B>

EEZXI=IWSYTIVTE. prENT3I727DWVTNDERHET (BR/FAR) TH. HERULIET
NCOMEICHULT, 1SWBEDIFRTEYN HEUEAME 25) THY . prEN13727DEXK
N1y T} el OF-N O ral

&3 EERI-WSIYIIIOSFEMEICK T SFES (prEN13727)

THER % o mER HBESE RO

s 15% >5.17 >99.999
;ngeﬁjichia coli K12 NCTC 10538 210x10" &R

30% >5.17 >99.999

15 >5.05 >99.999
1.60x107  ER

GpE 30% >5.05 >99.999

Pseudomonas aeruginosa ATCC 15442 15% >5.47 >09.999
420x107 TR

30%® >5.47 >99.999

S rer TR 15% >5.08 >99.999
A eeess 1.70x107 &R

aphylococcus aureus 30%® >5.08 >99.999

e - 15% >5.33 >99.999
?njei—(;?o:clc;?;rzz\ioC 10541 3.00x1 07 LS

30% >5.33 >99.999

[EN(European Norm) #1#&]

FriZ#E{bZES (CEN) »EEEL. BME ISR ET IR RMP Y —EXERILT I ED ML,
CENIEEAL N—EIIENFRIRICEML B R EY —ERFRMBTIEHEI, $H5, LEXT—ILSTTILT I,
FIEHEFOTFMELETHS. prEN13727HLUENT1500IC DV TDHEET TS,

YIRS EEZI-IUST TV ERIER 9/16  52-0671-02-4PDF
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6-4 T[EDAIVAICHT Bin vitro TOFREERIR : DVV&RKIAA RS 1>

EERXRI=ISTYITIVIDEEDAIVAICHIT D RNEENRZE . RV DIREHER L TH D
DVV&RKIHA RS A UV CRE>TIHELE LI (P.8BER) . DVVARKIHA RS AV TldZENZE
NOIBEDA JLVRAITHUT . A L AERMT4.0Log, (LA EDFA (BRMDF4E:199.99%
BlE)DERHSNIEHBE . ZDEANFDA I RACHUTEN THDEHESNET,

<fBREfEEEE> MICROMUN GmbH., Greifswald (Germany)

<A &>

IYUNITBEFEHTE. EERI=SYIIVIDRR. OVHBFINE. S9A IV A KR
811 DEETESL. 2021 COAKBHR T, 0.5, 1.0, 2.58 K US.00BERI EE Uiz, £z,
IUNIBEEARUBEVESETIF. EERT=IWSTYTIVIDRER.ZKEBK. U1V Ak
81T NDBETREL. AHRDFHTHREITVWEUIC (AR CNSDREGRZMREE
B THRL. SOV ST —Z2AVTHRBROMRESEEHZR/SLLLELIZ. D
HBIRBRZE. ZNTNODA VAT LT DIBEMAACIEBEL. CO 1 VFaN—9 —THEEL
FUI BER. DAV ABRDEREZEHRU. U1 )L AR (TCIDso) ZEELFE U,

< B>
EERI—ILSY IV E30MRIDEREERT. DVVARKIHA RS A Y DISEY A L2
ESORBULTNTOIAJLRADTCIDs %4.0Log oLl HEA T BE LI,

R4 EERI-WSIYTIV1 DFEBIAIRICHT BFELHR

TYAVABRE 0\ it T

(LogTCIDso/100mL) &7 HEHDE  HOE (%)
945 = P4 Lz 2.37x10° &L 30% >4.85+0.20 >99.99
VAIESHA AR, G Pl 5.62x10° &Y 30% >523+0.19 >99.999
By RIETHID A I Z* 4.90x10° L 308 >422+022 >99.99
(BVDV : HCV{LE)
Bovine viral diarrhea virus, strain Paplitz 4.90x10° Hh) 30 =3.92+0.24 99.99
a0 L R (SARSHES) 5.69x10° KL 30% =420+0.15 >99.99
Bovine coronavirus 6.53x10° #Y  30% =456+020 >99.99
LTI LRAHING R 1.35%10° &L 30% >4.88+021 >99.99
Influenzavirus Type A (HIN1) 1.00x10° #Y  30% >475%+026 >99.99
B TLT Y (LZAHEN] )R 5-69%10° AL 30% >420+0.15 >99.99
L s D) 1.33x10° #Y  30% >457+022 >99.99
AR AR E 4.90x10° &L 30 >4.17+0.16 >99.99
LR ST ) 3.20%10° #Y)  30% >4.98+0.18 >99.99
ErEREYLZ 1R 8.71x10° HL  30% 4294017 >99.99
Human immunodeficiency virus Type 1
(HIV-1) 8.71x10° B 30%  4.17+0.18 >99.99

% DVV&RKIATIRZ1> “Limited virucidal activity” $81ZJ1JLX

YIRS EEZI-IST TV ERIER 10/16  52-0671-02-4PDF
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(LogTCIDso/ 100mL) (LogTCIDso/100mL)
8.0 8.0
70 —— 2 INTBEREL 70 —— 2NV BEREL
—o— A NI BARBH) —o— ZLINJBERHY
7 J
1 1
iy W
2 2
i fifi
) )
x4 3
g il
& 1&

0.0 I I I I I I 0.0 I I I I I
0 1 2 3 4 5 6 0 1 2 3 4 5 6
1ERRERE (5) TERRERE (5)
B1 99YZ7 9/ IVRICHT BRE LR B2 FOA/IAETHRDAIVRICHTS
TEETNR
(LogTClIDso/100mL) (LogTClIDso/100mL)
8.0 8.0
70 —— L NUBEARLL 70 —— 2 NTHEERLL
—o— LN BT B —— 2L INUEETH)
7 6.0 7 6.0
A A
% 50 % 50
4.0 % 4.0
2 B
% 3.0 g 3.0
& 20 - R fRHER  f8 20
10 - - 10
0.0 [ [ [ [ [ [ 0.0 [ [ [ [ [
0 1 2 3 4 5 6 0 1 2 3 4 5 6
TEFRRER () TR (%)
K3 BAYVIIVIVYOCLIVAAHSNDE BE4 ERBEEAZVAIVRAICHTBREEL
[CX T BAE LR PIES
<DVV&RKIHLKF1 >

[R1YIILRTRIREER RS (DVV) LU ONILN DR RRT (RKD ICEBERICH I DIV T 25
HEBIDORERICAETEHIRT12 (U T.DVVARKIAIR 1Y) | CARIN IV ARE LR E I BN
BEL TR NTE (TVRFILE) OERERBREMHICMATOBZEY BFHOVEDELTHIFSNET, Fi5HES
BlDOTAIWZARE LD RETHE T 27- 0 DIZHRERAERAEEL T FRMNZHEERE R (CEN) P EDHDEN14476% K
ERER-#EHE S (ASTM) AEHBASTM E1052-96 Tl 22 /7 BDETFIETHhhEE Ao E>T. DVV&RKIH
ARTAUNE ZDMDIBEREREE LR TH, LWEFEREBEELLin vitroRER B ETHBENZ D,

%7=. DVV&RKIAIRTA L Tl 71 ILZADIEE (T ANO—TDHE) ICEBUEEYNIIL AN EDHSNTHI, T
SANO-T LIV RICHL TERI THBEEIE[Limited virucidal activity (BREFXT1IVZiEM) %, /> T2xO0-T
TV THE R THBEEIF [ Virucidal activity (F71ILXEM) | 2R TEET 6. Zh T hDIEZE A
IVRIZIFL T IV RS (TCID o) T4.0L0g o A EDFE DD BOSN/IBE . ZDORENL IV ZTHLEI T
HELHIESNET,

EEZT—ILSTTIL1 DIAILARE{LEER L. [Limited virucidal activity | DFEEZETILRICHL TIToTVE
T o BB BN TIE. [Limited virucidal activity | DIEIETAILXIZIFL T.DVVERKIAAR 1 DE#EETYT LT
WU FFRIILZ (HBV. HCV) BLUHIVO LI LI ANO—T IV ICHL TO DD H B KK TEET,
® [Limited virucidal activity ] DAL R

TIIZTIAINZ, T IAILZIETRITAIVZ(BVDV i HCV BT ILR)

YV SH EEXT-USYTIVIERIER 11/16 52-0671-02-4PDF
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6-5 BEEEBRETIVICKT Bin vivoTDFREH : EN1500

RRMIESE(LEE A (CEN) BED DEMNIRAEEN 15007 (CEDE . BBEDBLETIL
EUT—FEHOABE CERSEEFRICHULT. EERA=WSY TV ZERL. ZD
FEAHZFFMUFELIZ(P.10SRR) . BE. N TIE. BB’ CRENFIEHES (Hygienic
handrub) (CER T 2FEHEHSIF.EN1500DEREBEZMICT BN HIET,

<EBREHENEEZ>
Hygiene Nord GmbH., Greifswald (Germany)

<75 &E>

HEAERICFZDPEEFTTRL. RBNICFEZEFTRITRUIL. ABRARELCEERT—
ST 7Z HBRELTAYFO/N/—)L(60vol%) ZRAWVIcFIEESDRIZL T FD
BEDSRESNBZEMZAT LR U, Flc. ZORHBRSTEICEIORLF —N—FTT A V%
RAWFRUL,

=% & FIEHEEORIBICETZMB IR D H60v0I% 1Y TO/IN/—ILERWTESND
. BEEBIIS BT

EEXT3—ILST T
Escherichia coli K12 NCTC 10538 ; 1.10x 10°CFU/mL

S EEZT-AST DM (3mLX 1E, 30%)
(5 & . =
ST MR (BmL X 2[E, 60%)

€1v70/5/—Ju (60vol%)

4% FVJIVLX—h80 + 0.5% SDS + 0.4% LI F> +
0.5% FAMERF I L + 3% HHR=>

36+1°C 48KfE

VATV DFSFIRGARTE

YIRS EERI-IUST TV ERIER 12/16 52-0671-02-4PDF
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<E B>

EEZXO=WSIY T Z30MREERALCBEONBRAMER  WEBTHDYTON
/=L (60vol%) Z60MWREEALILBEEDONERMELE . BREDROSNF LR
(P=0.012) . 2O EICK) . EERD=IWSTYTIVTIF. ENTS500DEKREIBZFCT &

AHIBALE Uz,
ES
6.0
50
4.0
o)
4
B 30
/}\
&
20
1.0
0.0
eEEXO—-ISP TV 60vol% 1v7a/x/—Ib
3mL/30%# 3mLx2[a/60%

mean+S.D.,n=15  Y4)La7 V> DHEERIBEVRTE
*k:P{E:P=0.012; BEEK%#:P=0.1

5 BEERI—-ILSTYTILT1DEN1500ICEIKFRAIHRER

< prEN13727 >

HBREANTEGEHEBEL TTIMME A E. WA THELAABRRICEFTNE (BR%EMH:0.03%
TIVTI BHREMH 0.3% 7IVTI+0.83% FHRIMEK) ZFML. BESNZRE - FHARBEICHNT
EERCRRUREERASE S, FRVBITIHBELEEMGFT T3logDBIN . FIRHBEICIHIERSE
T T5Log DB KHENB,

< EN1500 >

EREEEEDOFREI»SREMDORBEEGETICEEENEL -FRESHROMNETMETS
Fito MBEDBFLEETNELTRBRATAVS, WHRAEELTE0vOI% IV TO/N/—ILHIEESNTH
Y OHBERZICSIZRBB VI MEBREAVTESNAELNOE RSNV ENEREN TS,

PS5V SH EEXT-USYTILIERIER 13/16 52-0671-02-4PDF 10



FIEHSRAREE7ILI-LITIV

EE2D-L ST

7. EEROD=ILSY IV DIREFE

EERI=WSIYTINZERUCHROIDERENRICOVT. BEKEFARICIIBE
KO REFEZFHDLE LTz,

<A &>
BEE72ORBENAISBIC. STV FILTECT cmlBE DR BB EERE U,
BOULDFEBKZHBREAMICE L. 3OMERBELKEBEHIEH LI, COKER—
N=9F )V THERY HEWM->cBE%R.30¥. 608 . 90 BLU 1200 B DHEESTE
Corneometer CM825 (Courage+Khazakatt®) TRIELE LI,

SERR(EERD=WSIY IV SIUBHA KR, tttRA, titEB) ZiBECtHE
SFEABRBMAICERUEI U, CORMFZLHERTI120EVRL. JVMO—ILE. @5
ZHULBVLBDELFEUR,

REZEMD3I0N%E. BEKEFHL. SHRBA L. FRRICHEIW o IcBER. 30#.60
B OOMB LV 1 208 DBEETBZAELE L,

ARBKDRFEEDIOREERFLTOHTROEL,

AREKSRFFEE (%) = A BX100

A KEFNS30/, 60#. I0BBRIU120MELDHESEDTY

B:kamBE%k (0¥E) DHETE

REKDRFFEDR(ER (%) =D CX100

C: AR ZEMBIDABKDRETEE
D: B ZEMEDAEBKD RERE

11 HSriR S EEXT-LSYTIL BURIER 14/16 52-0671-02-4PDF
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<#E B>
Kk
Kk

(%) sk %

160

140
A
= 120
7K
n
It 100
BE
o 80
%.[r;
= 60

40

20

0

arda—Jb BEEZO-LSTTI MRS fthkt BA fthtt B

mean = S.D.,n=7 SZSELEBRE
*: P<0.05. sk:P<0.01

6 JEFIEESAICLIABKIRGEDEL

EERI=-LWSYIZEREMTHEAABERLTCVBVIYNO—)LPHHEEA
BRUBKWBHKDRIFENER(P<0.01) [CEBINLELIc. Fle. EEXRI=ISTI TV
EHHRKRBEDE THERE (P<0.05)H'RHSNF LI,

@ ik

1) World Health Organization. WHO Guidelines on Hand Hygiene in Health Care. (2009)

2) Designation : E2315-03 (Reapproved 2008) Standard Guide for Assessment of Antimicrobial Activity
Using a Time-Kill Procedure

3) Chemical disinfectants and antiseptics - Quantitative suspension test for the evaluation of bactericidal
activity in the medical area - Test method and requirements (phase2, step1).

4) Leitlinie der Deutschen Vereinigung zur Bekampfung der Viruskrankheiten(DVV) e.V. and of Robert-
Koch-Institut (RKI) zur Prifung von chemischen Desinfektionsmitteln auf Wirksamkeit gegen Viren in
der Humanmedizin® Fassung vom 1. August 2008

5) Chemical disinfectants and antiseptics. Hygienic handrub. Test method and requirements (phase 2/
step 2)

PV EEXT-SY VI BRIER 15/16 52-0671-02-4PDF



FIOESAEZETIV IV (F28ERR)

Drug Information 2o17z1o0rz0a1 %58 mtwmsvem ttl]-ll's Jl’1

B & & | ECxI-LsynLl | BNOEES 2619 | mEmnz | vSvatan

(FFSIBFVEIREDIERDELLIED . BIEADREC D P TLIED)
1. ROANRERLEWVWZE

AEIXEARBN DD IJOINAF I I VLK T UILF—ERERI LI EN B D A,
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