% % 20244F10 A AT (5530, TR Asis R) A e g i o
% 20234E12 H 2ET (BE20) 879619
:ggéﬁff L FTRY L% | 4T > lL.5%
- B HH it
(FI2FT T 7N a iR 77 4 —#10mL | 771 4 — % 25mL
—3 H & I s | - KBRFES | 22700AMX00708 | 22700AMX00709
NS 2. m15%E5m 77 AVT—F 10m e e | 2
— H & I — TRV MLE% | A TAY Vi.5%
NS . m15%us87P AVT— 25, T | orm
——itmy - I — 77 —510mL | 771 4 — % 25mL
”7*J J@ i%1.5% ORESMH 71) ’7 ’;10mL AR | 23000AMX00472 | 23000AMX00473
ey T e I — A 201846 /1
N2 7). #1.5%0RESH P IV T— 25,
Olanedine. Solution 1.5% Antiseptic Applicators
Olanedine. Solution 1.5% OR Antiseptic Applicators
14. BHEDIXE
2. B3R (ROBEICEHEELEWI L) 14.1ﬁ=¥mﬁlﬁﬁéiﬂ;0)}ie
AFI ORI LBBOEDBERE D & 2 14101 [, #F5E. IR, H (NE. S, SE) SR LANC b,
3. MR - SR RE ORI MR L5 2k,
3.1 5 14.1.2 AIEEE (FMAIZ SRl U5 A, BHH) ISHHLZ
FANGERE R & 7 — by Ny FVROAY) =TS HE SR, VT AUSEEAOMNC X ) Uik RES LR 2 BE DD B
el BUBHT~DRFINC £ 22 X L TV v, [16.2.250]
AT M) AT ) ATRT | AT 1413 FBUCHA L 22 ko BED s DLAF Y U HAICE
Wi, 1.5/)‘(¢J+&fﬂ 1.5/)‘(%%)71 1‘5/(10R7F1ﬁkﬂ:] 1.5/0DOR'(|§H?3=ﬂ:J WL BT AL D S a v 2 EIRASREL L 72 & O s
TIVT=5 | TTVT=5 | TTVT=5 | TTVT=Y HY . HEEA~OEHIZHE L ShTV2,
10mL. Zoml 10mL ZomL 14.1.4 AHFHFES, BHOE FHMT 2 L,
FTIRNXYVTNFTAX YT NFTAF VI N TAF VT Y 14.1.5 7L<§IJ7§§EE&ZF%®1@®*EH§Eb:ﬁ% CREL VXD EE
BB |7 va v (s Vva v (s vavBE | v VR THZ L, o TR - MBI 72880, IEHIIKRTE Pt
0.150g 0.375g 0.150g 0.375g L. eIl Br 2 )‘Z)ﬁ«@&\ﬁ’a’:;%té L,
FVFFTTFL R0 EFEY FF T F L »(20) 14.1.6 EHAICEL CTiX. AHO2LW- K DEITAZ &
K)AFL70EL 2y 20)|EY 4 F2TOE L L(Q20) 14.1.7 BB R OBEHIZ, 7+ — 20 nC b,
Fya—)v, Fra/-§-|rJ)a—iL, gyuxsna 14.1.8 FEA MM ERIZIERINY FVAPL L5 FET
7 Ny, KEEIEF MY T T=, TTYILT AT Tk —AHETIZL, KPCRIET 5 2 &,
o | A TR FIvA*Y Fili. D-v > 14.1.9 7+ — A A RS SO/ RIS BT 5 2 k.
RN

Z k=, BV LT
a—)v (ET ALY,
55, FVva/)-6-57 b
VL KEEEF MY AL K

i 1 L)

K
3.2 BH DMK
FTIRTVW | ATATV VM| ARV V| ATV VR
i 4 1.5% M | 1.5% %M |1.5%0Ri#M|1.5%ORi#
- TINr=8 | TTVr—=4 | TTY =8 | TSI —%
10mL 25mL 10mL 25mL
A~ s e s B ; "
gk | TEBOERENIOWT | oo mep s

k14111 BEEOMMIZ—RIRY & L, fHZIE#EeH,IZ

4. REER TR
FHERGL (FWE) DRBEDHE

6. Fﬁ}fﬂlﬁﬁﬁs

EN ks

HEEAT 5,

8. EELEKRIERE

fEHZ

B L Cidy AHI OB R 5 2 b i o BEALEE

FEDOHMIZOWTHIIHERT 52 Lo

9. BENERE2EI2BEICHT IR
9.1 AHHE - BIEEEDH 2 8%
9.1.1 EYBEBEDEREEDH 3 8E (RFOBKSD X UBBIED
BEEBED H 5 BEERL)
9.1.2 IHREDT7LIX —KEDBEE. KEEDH 3 EE
9.1.3 7OIANAZ YT UBIENCH UBRBEDEERD & 5 BE
9. 6 ®ELi
B EOB MR OCRFLREOF RN EZEE L. oM
EPJJ:M?BT?“% Lo BRI v b EAWBWER LTI
BATT 52 e HESNTWEY,

9.7 INRZ%
INBEE R b S & L 72K O
L TV,

1. BlIER

G E R L L2 IRIR

KOS %bﬂé EWDHHDOT, Bl 5

RO NI E

1.2 %@M@E‘H’EFH

I Tk A 7 S R AL E 2 AT 5

BRI FE

-4

/f

R
&

0.1~

5% A i

i

R B

S FBALALEE, B EBALE D 5

) A At LA

gﬁ)%bﬂé_ LWL,

14110 RFVEAM I, ARIDHIRS 2 T TES. BF & OB
R A | RN

BT AT L,

16. EYEIEE

16.1 MeiRE

16.1.1 HILBFHBEITFENDEREICL ZKIE
PEREEE T COWALSEFMMBIT P EQORB AT A XTIy T
I CPRIEEL 5% % PRI O R FIZEA L 24 R. mEh 4 7 &
XUV UEEIEE2HIR27FIIZ BV CER PR (0.050ng/mL) #
WTHole Eim TIR%EZ MR 72256 0% & M i 120,053~
1.536ng/mLC&H > 72 &Ai0. SFER #4720 & MUEH IZFED S, ML
T R OIS AT R SRR & 72 ) L B A 1681RFH] 2
WZIE WS o ERE b g T BRASH & 7 - 727,

*16.1.2 BERAICK BZRE

BERABEICAF I A XY v a yERGER (1%, 1.5%. 2%)
IR R ORI EAG L 7o, G A 7 2% 9 ViR
666IH6ABIII BV TER TIREM TH -7, Em FREHZ 722
1) O i e ML I FE 120 136 /2 0°0. 276ng/mL T - 7299,

16.2 RN

16.2.1 &£ FE®/Z AV -EEMH
t bR % F\7oin vitro B R & PR O &G . VO T A
XUV UL 5% OWINERIZ2.34% THh - 729,

16.2.2 v M EFBBEKEERS
MCEERR A 7 4 % 2 / Dy a YL 5% % T v Mo
R I MR T L 7oAk e, IR R o84 L ex T, [ﬂl(ﬁ&
ORI BRI 1355 < L WO REIDUR I3 s & e 2 R L 729
[14.1.2&H]

16.3 9%

16.3.1 &£ hIEABKEEE
t MIEIC BT 572 ABREEIZ0.1~ IOug/mL@QE. BWw
T99.0% L 1Thh, ZORREIZKL, WHHTHo7 (n
vitro. “VH5ENTEE) 7,

16.3.2 T v b’“*“BIE.%}H ®s5
UCHER A I A ¥ Yy 7V a VR 5% % 5 v }““i[w)E%’*
FERE I MR A% L 72 Ry sl s 588067, BIE. H

BIN - S N TN N %%ﬂéﬂﬁ£ [ PN &Fﬁ’b@@ﬁ
RO STz, FRMLERRO Lotz Ty PEROIEE L

i‘?éi@)ji)%blﬁﬁ)jiﬁﬁ-ttrui TR BERS3A1 9 % AR E
XRBD o 729,

16.3.3 tHRZ7 v PR TS
RS v MR TS LziER. BRI & Fkdic
Do T2,

aRE D RAT %



16.4 {3

b b S ORI 7OV F VR VR F DO L E oA
MPBBRDSENTDY, F I 32X T oREBHICITEDR SRS
CYP2D6. CYP2E1l. CYP3A4/5}% O"CYP4A/4F (CYP4F12) 7%
545 2 & d%n vitroiBRIC & D gL S 7z,

16.5 HEtt

UCHEERRA A F LV v Vv a VIR 5% % 5 v N RO, XD
TR TICH G- LA R BUOIre o EEHRIERIE 7 v M2BW»
TWREEHZALAEPTH) ., A XTRIEFTH - 721010,
16.7 EHHEER

v MNFIZzayv—2n% iz vitrod{BIZX D, A5 4AF LY
Y 1ZCYP2D6. CYP2B6 ONCYP3A4IZxf L CTHgWHEMEH % 7R
L7z, ZOMOCYPsTHE (CYP1A2, 2A6. 2C8, 2C9. 2C19
FO2EL) 1R A ERERIZRED SNk o729,

16.8 Z M1tk

16.8.1 HEIBM TOEYEREDOLE (Fv 1)

HEE S MBS OIEFEEICA T AT U HBERL 5% iE 4 7 &
T IHERRL 5% OR % HLIAE R 3% 5- L 7246 R Coax X FAUCIE[H
FETH 721,

17. ERERECIE

17.1 B3R RLMICET 258

17.1.1 ERE DHEHE

RN &5t G b L 72 S0 A AL HE Bl AT B I bR BR IC B v
T A I7AF Vv a YERIERL.5% (F 7 4T Vil
1.5%). 0.5% 7 al~x3 Y7 Vo riiim (CHG) i3k
# (75 R) & WBEfr & L CHEER R O BRI i A L 7o
B PE ST R SE 159261 (4 5 4V iBRL . 5% © 23781,

CHGH : 2366, 77 & REE : 11961)) OfEHiE, UTokBh T
HY . EEHBEOCRELLTE T4 Y VHFTWL.5% D T T £ RISk
L EMYESHGEE S N (E17-1),

BITERIZEIBE L. 4 94 Y lFHL.5%81.3% (3/23761) .

CHG®:0.8% (2/237#1). 75 & KE0.8% (1/12061) Th -7

T T AT L. 5% HE O BIVE R @ AL ALBEL. 3% (3/237
Bl) THo7?,

F17-1 JEE R O BRI B B &3-S OMIH % (FAS)

TIARY : -
W sk | CHGH 77 e R
[pgir]
BATH 2.799+0.514 | 2.748+0.543 | 2.748+0.576
(474) (471) (238)
BEAI1057 7 0.285+0.728 | 0.521+0.803 | 1.528+0.780
(474) (471) (238)
75 L REE L OBEME 1.243
[95% 1 HEIX ] @ [1.100,1.386]
P<0.001
CHGHE & DB 0.235
[95% {5 #EIX ] @ [0.118,0.353]
(5]
BATH 5.211+1.128 | 5.299+1.102 | 5.159=1.291
(471) (472) (236)
HEAIL057 1 2.811+1.450 | 2.826+1.360 | 4.504+0.993
(472) (470) (237)
7T L REE L OBEME 1.706
[95% 1 HEIX ] @ [1.505,1.907]
P<0.001
CHGHE & DB 0.016
[95% fE#EIX ] @ [-0.159,0.191]

P+ A (LogwCFU/cm?)  (BEBRIEATED

a) PG, PERETHT R ORI I & [EERD R, e & R L L7zl
ARRET W

17.1.2 RSB IHEHAR (HEBFMBEEERNRE L -REMHED
HER)

JEIESE T T OWALRR T HEAT T 5E D B 10661 % xf & L 7- A%
PALEERALATIRHEILEERIC BT, A7 8%V v 7 vay
FRAREL . 5% 3IX10% R ¥ N> 3 — Nt ChHiES) & T (7
MiF) DRI 8AT L7,

FIVESEBEE &, & 7 4 > IHHL . 5%H5.8% (3/5261) T,
BR300 RO B R J 38 ) SO ALE e O3 FH AL 2 ) FE Rk )™
#161 (1.9%) THo72%,

18. FxhEEIF

18.1 fERA%RF

PERBETE T I S vz s, OB E L, K
G OREE - BN 7 —REOBIEIZ X 0 o M E R DAy
s SR LEMEEZ RT EEIAbN b, 72, 0.016%
DEOEEETIE, & 28 B L ) B G <&, JLi S
HLEZERZLNDLYT,

*18.2 HREEA

FIARFTT N VBEORBE NI T OEY) TH D,

B ETEH & SN S KRN ISR REER 2R o
CHFRITERA IR AR S v,

CAEREIII R RS v,
C BHHEOL AR % R~ 305, SRS L D S350,
= E O ANV AR LTI R .

18.3 %071 % BT (T 5 SHBRALHR
18.3.1 HEME (BERURRUERKIEERE) ICXHY 2REER (n

vitroSRER)

VBRI E TR L 724 T 4 F 2T 0 7V R % T e B R A
G728, BRIETEZ 21 S8 7B % 5528 L o 35l % )
5E L 720 BEIHOD A 5 N Wi/ NIRFE & S/ MR IRIEE (MBC) & L7z,
AF ) Vi E LT RO ERE (MRSA) &0 7 MY ERIEE.
NV av AT VTR (VRE) % &OIEEKNIE. Micrococcus
B &7 T NhEEERE (165RFR) (23 LT, 30F[IALE T0.0014
~>0.35%. 14[ELiET<0.00068~0.17% OMBC% 7~ L 72

) ANT T ) LR, Cutibacterium® 7 & D 75 ARV H
(20F/R) 12k LTy 3088 K M1 43 AL TE ©<0.00068~0.17%+ 3
AT ALE T <0.00068~0.011% PMBC % 7~ L 726
Acinetobacter’&. KlnWw. ¥kWEW. Serratia marcescens.
Klebsiella pneumoniae’s £ 75 AR (136 #E) 1267 LT,
3085 Iz N1 43 i AL ¢ <0.00068~>0.70% . 343 il ALi&E ¢ <0.00068
~0.043% ODMBC % 7Rk L 72202V,

%18.3.2 EE (BEEW) (CHY3HEMER (n vitroiABR)

Candida albicans% &G EEREREA (6RIFE) (23t L C30F0 L&
T0.087~>0.70%. 357 [HALIE TO.0027~0.043%. 1057 A ALiE T<
0.00068~0.043% . 3053 HALE T <0.00068~0.011% DMBC% 7~ L 725
Aspergillus brasiliensis. Microsporum canis’ i < KIREH (5
B (23 L C30F IALE T0.011~>0.35% . 347 HALiE T0.0027
~0.35%. 1043FALE T0.0027~0.022% . 304 [ ALiE T0.0014
~0.0054% ODMBC % 7rk U720 Aspergillus brasiliensis (1) K
UMicrosporum canis (1##) (&, 0.70%. 307 FALE T b KA
< g &ﬁxo 7:22)0

18.3.3 A IV AT B%H (in vitroRER)

FIAFT IV a YBIERL 5%, T RuU—-T 2 HT 5
TANWATHDLA Y TNVEZFAT ANV A L, (EHRR155 L
T EEAME (Log reduction) 4L EOARTGALIEH %78 L 72,

—J T RO =T ARTH) I A VAR LTk, {EH
FFI105CH 85 WAE LRI R L AR S o 729,

18.3.4 MEFR~Y Y ARBICKT BHREH (n vivoitER)

B Lo~y A e PR (HfEA3.5cm®) & L HBREE &
B TR SR 2 F R L 720 AT 2F D0 70 a VR

1.5% 10uL%MMEHE GBI T LE Y LT, ArE o RemEH
SRt AR A HEAAE LR S AR IR L., S ha
L, EREHE RO, FORE. Staphyiococcus aureus
ATCC 6538, MRSA ATCC 33591, Staphylococcus epidermidis
ATCC 12228, Enterococcus faecalis ATCC 51575 (VRE),
Corynebacterium diphtheriae ATCC 13812, Acinetobacter
baumannii ATCC BAA-747K NPseudomonas aeruginosa
ATCC 27853754 IR L. AT AF TP v 7V a VW
1.5% & A0 EOFIIHRE L, TN21199.96%. >99.99% .
>99.99%. >99.99%. >99.99%. >99.99%. 99.99% T & -
720 F 72, Serratia marcescens ATCC 14756 K NBurkholderia
cepacia NBRC 14074759 {icxt L, A9 xFv Vv 7 a
YRR . 5% BATI RO HEWEIL. F12199.93%.
99.78% T - 722,

18.3.5 A=V A HIVEEEER EBBEICX T 2HKEN (n vivoFiER)

FIARFTI N T R 5% EATETIE, BALI0G R
V6% DO WT OB IC B W T S M AR EBAREL Y &
BRHEBOEE R IRD %388, ZDLog reductionlZ¥EAI 1055 T
3.41, 6 T3.70TH » /2%,

*18.4 WA OEMFHIEFMHHR

74T VHEBEL.5%0R REHFK]) £1.5%0PB2045G 7
F— N (K] DStaphylococcus aureus ATCC 29213,
MRSA ATCC 33591, Staphylococcus epidermidis ATCC
12228, Brevibacterium epidermidis ATCC 35514, Micrococcus
luteus ATCC 4698, Enterococcus faecalis ATCC 29212,
Enterococcus faecalis ATCC 51575 (VRE). Corynebacterium
minutissimum ATCC 23348. Acinetobacter baumannii ATCC
19606, Escherichia coli ATCC 25922, Klebsiella pneumoniae
ATCC 13883, Pseudomonas aeruginosa ATCC 27853, Serratia
marcescens ATCC 14756, Candida albicans ATCC 90028 & U8
Cutibacterium acnes ATCC 1182712%) ¥ % /NS H Ik i
(MIC) MR in vitro WK (Time-killiE) #*
1T o 7oAt ey WA O A W 09 R Sk 25 Hfe RR S /2%,

1E) 1.5%0PB2045GH 7 — Fix. AR H 4 T 4TV {E#
1.5%0RE [Al—THRMAOD-~ > = b=, KY)EZ L7 a—
W GRT ALY 2 EERVEAITHY ., AT XY VIHBH
1.5% & O AWM R EATER STV 55,

19. BRI ACET 2E{EZRIFR
— SRR AT AF TV v v a vEHE (Olanexidine Gluconate)
1b5244 © 1-(3,4-Dichlorobenzyl)-5-octylbiguanide mono-D-gluconate
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20. WWuLWEa

2017Ux& FENTRE L T 20T, AR E THE L Z2W»wI &,

20.2 DT OBEIEHEH L 22 Lo
7ux&—@%WK%ﬁﬁ%ﬂTwé%A
ARSI Y FVRD L CId 7 + — 21238
PRNLTV D56

22. ‘A%

(FF7%T 1 .5%HER7 7Y r—510mL)
10mL 3074
(FZ7%TU®1.5%EER7 7 r—525mL)
25mL  304%

(72T 2#K1.5%0REZEA7 7Y r—210mL)
10mL 304

(X722 >#1.5%0REER7 7Y —45225mL)
25mL 3074

*23. FEXH

D) BRSFRSE T, APER S ERE OKFE4EH H © 2015457
H3H. CTD2.6.4.6.5 : OPB-2045G04001)

2) $HEOEE, Ml HARSVEHESEFSMERE. 20155 12 (3) -
137-148

3) BRAIFELIR T, AR - SEWENRE GREE4EH O 20154E7
HBH CTD2.7.2.2.2.2)

4) BRFHSETY, AEER - SEWEhEE ORFE4EH H - 2015487
HSH CTD2.7.2.2.2.3)

5) BRIIFRBETY; ARkl - SEmEhiE C&RE S : OPB-
2045G04007)

6) BRAIFELIR T, ALEHR - SEWMENRE GREE4EH O 20154E7
H3H. CTD2.6.4.4.1)

7) GRRIFELEE T ARl S EhRE GRGEAEH O 1 201547
H3H. CTD2.6.4.4.2 : OPB-2045G04002)

8) MRAIFEIE Ty HLNEHR - SEWEIRE (GKEEAEH H 201547
H3H. CTD2.6.4.5.2 : OPB-2045G04003)

9) BRAIFEIRTY, ALEER - SEWMENRE GREE4EH O 201547
H3H. CTD2.6.4.5.2 : OPB-2045G04004)

10) GRAIFESE Ty ANERL - SEBhEE OKEE4EH H - 20154E7
H3H. CTD2.6.4.6.1)

1) GRRIFEEET Y HPVER - SEmEhEE ORFE4EA H © 20154E7
H3H. CTD2.6.4.6.2)

12) GORIRELSR T, ARG - SEmEhRE GRRE4EH O 20154E7
HBFI CTD2.6.4.7 : OPB-2045G04005)

13) GAIRBLEE TS ALEkl - EEhRE GRGE4EH O : 201547
H 3H. CTD2.6.4.7 : OPB-2045G04006)

14) BRRIFBEET Y, HPUEE - SEEhEE CERE S © OPB-
2045GF 4 >~ 104001)

15) Hagi A., et al. : Antimicrob Agents Chemother. 2015 :
59 (8) : 4551-4559

16) Sakagami Y., et al. : J Pharm Pharmacol. 1999 ; 51 (2) :
201-206

17) Sakagami Y., et al. : J Pharm Pharmacol. 2000 : 52 (12) :
1547-1552

18) MRISFISE T, APart © 3ERh3E URRZAEH H - 201547
H3H. CTD2.6.2.2.2 : OPB-2045G02001)

19) Seyama S., et al. : Biol Pharm Bull. 2019 ;42 (3) :512-515
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24) BISFRSETY ALNER SR OKEREH H ¢ 2015457
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