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fiR AT G 8 1) ANAFEEHFENT — &2 fOZEOMOR—2 T A - DR

N AR EHT — 2 R OZE DM DOR—R T A > OFE % g 85I >V Tkt
M EEZ AV TEN L, BRI YL OFOREEZR T LT,

2) FEWEhRE DFAT
BIE SN EIRE R OB SN EYEIRE /T A —% (Day 0 X' 7 : Cmax,
Tmax) (Z2WT, RlFHEFEZAWTERN L,
il 2 D #EHE D Cmax IZ-OVWT, Day 0 (FEHEHRIAI) 12132 Day 7 (KAl otk
FRE L, SEbHEEEHOTER L,

3) LeVEDOfRMT
HEFLIHBIGE TICBIT 2 HEFSR (TEAE) L3952 & &L, ICH HEEIK
FIFESE A AGER (MedDRA/) Ver.24.0 \ICCa—F 4 7 Lz, HEFRLAIIHRE
BIKSFE (SOC) MOEAFE (PT) ZlicoMEL., REMEEAZBRERED & ICEERH
L7-, EERAEFRGILGEEZ R LT,
B S OFEARAEIL, SRR EEZHWTER LT, F - A SR 0 sl
R, FEHEMEN, REEBOL 7 VT — 7 V&2 ER LT,
PSA BN A L BEE R OARFRE 5575 D OB LRI DWW CREBHEFH = E2 v
TEM LT,
HIRFTRIE, SRS OLER,/ BEICOWTEYAHIEL T OEE2HH L,

4) Z DO DOFEHT
WZBWOFMOMNTIL, ICBWEIHMD R 27 %, Sl &2 ANTEY L, F
To. AT OBEZLER Lo, REERGEIEAF DA 27250 T, Wilcoxon
signed rank test 47> 7=,
i RGN OMEATIZ, FERICBITA R a7 %, K EL AV TENLE, £
To. AT OBE AL Lo, REEREIE KK DA 27250 T, Wilcoxon
signed rank test 17 - 7=,

RS R

1) SEMBIREFAOFEA CRB REART X G52 )

BE

de =2
S8

(NOETERT — 2 RUVZDMDR—R 5 1 Vo DF§E)

BEFRBINLMETHY | Pl CEAOMECEERZE, LTRT) 1£64.1213.95%, &
1% 153.94+6.24cm, {£H % 57.9612.15kg Th o 7=,

DADAT—IZMA 34 (15.0%), VA 17 f5i] (85.0%) TH-o7z,

DAOFER (GBA7) R OREREOBAIL, REINHANAVROAFETHY | KEEE
DHEEIL, A7V —="VFFT47.4548.6 cm?2, Day 0 T 49.1+48.7cm2 TH > 7=,

1 B 720 O BTSRRI, AKIE HIC 1.320.5 [BITH Y Fal A REk T
KT 9.84+4.0 [A], AAIT9.63.5 0], 1[AH 7=V Offi HEIFIEUERIAIC 8.1+6.1g,
AF|T 7.2+6.0g, Kol B ITEHERE]C 76.1+59.2g. AK|T 63.1+:49.3g TH 7=,
Ny oo 7 ofEEIE, AHEHE - (REMDS 12 ] (60.0%) ., T —E R ZE DMH
% 44 (20.0%) THo7z,

migh A fOZ& Y —)LBEH#TE

PEAERLAE 72 1 3AA 2 7 BERG LB omiER 2 o= — LBEHERIL, LT
DD EBY THoT,

MR A s =4 — VIREOHER

(ng/mL)

700

600 -

500

- RERA (=17)
- 4& (n=17)
FiEHSERZE

400 -

300 -—

—

200

100

0

ERIERSHRINE CRERSBIRNE SRERSHRONE
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EBNEE/INS A — 4
S84 g e L I R L A HE B C 303,650 ng/mL (#i[H : 5.881~1112.000 ng/mL) .
AFHIT 305.078 ng/mL (#iP : 5.175~871.000 ng/mL) TH 7=,
F o, Ferm MAE R BERERE] (Roufl) (IAERERIAIC 4.0 FERE], AT 2.0 KT
HoToM, B 2, 4, 6 RO MIET A b=V — LVREZIWTHORA HI2IE
EFWIRETH - T,
Fc e S PP R B O VERUAN 3t D ARKIDOITLL T O/ Z7 7D L0 ThoT-,
B & O s iR OEERIANC T A AFOIX 1 RE Th o7,

MmAEP R b =2 — VRE DTN T A —F

A LA AF
SR AR YR 303.650+£365.357 305.078+297.342
Cmax (%50 (n=17) (n=17)
(ng/mL) B 190.500 253.000
L/~ K] [5.881~1112.000] [5.175~871.000]
S AR YR 3.9+1.7 3.441.7
Tmax (F1%0) (n=17) (n=17)
() L fiE 4.0 2.0
[/ h~fe K] [2.0~6.0] [2.0~6.0]

fEH A ha =Y — VRED (R FEERH])

2.5

n=17

FE(E+HREEE

2

1.5

1

0.5

0

@@@ !ﬁ@ & s
7 o @gﬁ

& F

2) TRV (Z2aVEMRNT X G AE)

BRI VE R A 5 B-RF I 2/20 1] (10.0%) . AFI% 5-FZ 1/19 61 (5.83%) 788 BT,
PEUERLAI P - I3z G 2. IFiER EARE 1 B (5.0%) . AFIP 50 TIEFLIR %
1% (5.3%) ThH-oiz,

BHHILIZE T AEFRG, HTHZ2E0ERERAEFZRIIRDO N7,



RIVEH ORI

28 L) 5 IR AR 5 F
RIlVEH oFEHH (n=20) (n=19)
B (FE) B (FE)
SN 2 (10.0%) 1 (5.3%)
RRYLE R K OVE/E thE FLIRZE 0 (0%) 1 (5.3%)
NS 0 (0%) 0 (0%)
AR R R KM= 2 — g RF— 0 (0%) 0 (0%)
1A R H I 0 (0%) 0 (0%)
P HA If. 0 (0%) 0 (0%)
H R X 0 (0%) 0 (0%)
B 0 (0%) 0 (0%)
L 0 (0%) 0 (0%)
JHRATE SR BE SRR E 0 (0%) 0 (0%)
FREF J OV PRk =B 0 (0%) 0 (0%)
e R R 1 (5.3%) 0 (0%)
FLEE 0 (0%) 0 (0%)
BEOH A 0 (0%) 0 (0%)
KRB HIK 0 (0%) 0 (0%)
—fk - RHEELLOERE | (0%) o
DI FEEN 0 0 (0%)
R R AR AT C — RISHEE A8 0 (0%) 0 (0%)
i EREHE N 0 (0%) 0 (0%)
i/ M N 0 (0%) 0 (0%)
TSR L5 1 (5.3%) 0 (0%)
BE, FHRBICUESDE | 5o E 0 (0%) 0 (0%)
JiE R S 0 (0%) 0 (0%)

TREREK & DR FEIFR I,
L7,

3) T DOOFH

[CHEVDFHE : EREREEEZXNRE LIICEVOEEM
FEHERLE K OVRF DO WNFRUICEBNT S [0 1280V &3 L 7= EEEEE )
% Lot (124 (63.2%) KON15 4] (78.9 %)),

IZBWV ORI A = 7 HEE

(v AW, T2l TRHMiiS L, DY ARH) SHESHIZGEICRIEM &

YT BRI
0 1 2 3 4
AT ZBWEH LN B2 SR (R e 7 FEH AR
- REPECIEAR RN Iz ZBn
. 12 5 2 0 0
PRHERA (63.2%) (26.3%) (10.5%) (0%) (0%)
15 3 1 0 0
A (78.9%) (15.8%) (5.3%) (0%) (0%)
— . -1 0
Ia{;gfﬁgxm 4 15 P=0.1250
i > (21.1%) (78.9%)

KFEAM D ZEAY « ARERGA O — AF OFEAM  CAFI OFEAM A = 7 2> SAEERFI O 2 27 2 5V fH)
% : Wilcoxon signed rank test, %4 H E® p i

{5 PR % T4

TRIEHE, 132 LT &, ke LT S ROWME LTI DWW CGRH 21T - 72
R, LFORDEELY Tholo, WTNOEHRBIZEW T HIRERA L AR THEE
THONZRD T2 DO KFNOTT MBI S Fih v HIZ UWMEF 2 2 B

7"4
—o




fift PR JRREAf A = 77 A

. WAL BT HABED RN ST | cenme
PRI ] 5 3 ) 5 TR T s R
) e 1 2 1 2 13
gifj;gfﬁ PRIERGA) (5.3%) (10.5%) (5.3%) (10.5%) (68.4%)
g . 0 1 0 1 17
irgi’)zf A (0%) (5.3%) (0%) (5.3%) (89.5%)
SN = . 0 +1 +2 +3 +4
;i;fj_ @iéifﬁigj) 15 1 1 1 1 P=0.1250
‘ i - (78.9%) (5.3%) (5.3%) (5.3%) (5.3%)
— ARy Bl ol g b EL
PRI 1 5 3 1 5 TR E G
5 Vi 1 3 1 4 2 9
e g (15.8%) (5.3%) (21.1%) (10.5%) (47.4%)
oo ; 2 0 4 2 1
I, A (10.5%) (0%) L% | (05%) | (57.9%)
AN e -2 -1 0 +1 +2 +3 +4
eI r%é?fﬁg;f) 3 1 9 1 3 1 1 P=0.3867
3 = (15.8%) | (5.3%) | (47.4%) | (5.3%) | (15.8%) | (5.3%) | (5.3%)
. I LIc o e BB LT 57 | st s
IR LT & 1 3 3 1 5 T e i
o o 2 0 1 3 13
e o | A (10.5%) (0%) (5.3%) (15.8%) (68.4%)
e e 0 1 1 5 12
D s (0%) (5.3%) (5.3%) (26.3%) | (63.2%)
N S, = . -3 -1 0 +1 +2 +4
;i;jtT. E%é%igé? 1 3 10 3 1 1 P=0.6953
) " = (5.3%) (15.8%) (52.6%) (15.8%) (5.3%) (5.3%)
VEUNE b Lo 'ZﬁEbw%ik Licg 7»07‘; - faw*%”é: u?oa“;b:of: Hi
e 0 0 1 5 13
Vepns, womp | PR (0%) (0%) (5.3%) (26.3%) (68.4%)
HD KT B 1 0 0 8 10
e E L (5.3%) (0%) (0%) (42.1%) (52.6%)
T role —_ . -4 -1 0 +1 +2
TI 2 E{Mffﬂgf 1 4 12 1 1 P=0.5156
i - (5.3%) (21.1%) (63.2%) (5.3%) (5.3%)
s N\ . —t % W E A ey %
WA U 7= A I 2 3 1 5 T T il SR
. 0 1 1 4 13
g T (0%) (5.3%) (5.3%) (21.1%) (68.4%)
T 1 0 1 5 12
- g‘f s A (5.3%) (0%) (5.3%) (26.3%) (63.9%)
N Fl— S 4 -2 -1 0 +1 +2
e HA; Efﬂgf 1 1 1 13 1 2 P=0.9063
3 - (5.3%) (5.3%) (5.3%) (68.4%) (5.3%) (10.5%)

SEHi O 2L « EHERIA| O 3 —AF OFAT (ARFI DR 2 =2 7 7 HEEUERIA| O 2 2 7 % 5\ - fl)
% : Wilcoxon signed rank test, %4 H E® p &
(5) BFE - mERIGKER
MY ERe L
(6) AEMIER
1) FRARERE (—REARERE. B EFERARERE. FARBLERAE). WEREER
T—AR—FE. WERFTRERABROAR
| PN Rl A A
FIIMERENT R RIEBFNZ N T, G BIERE (X ha =&Y — 7L 0.75% H B4 6
KK 3 » A%) DIZBWEER (EROFmA N Wnazey ) 3k N WIiEdh 578
RRTlW ] Lo ERIOEIS) 13 80.2% (203/253 i) Th -7,
MR RT SAER] 301 filH 10 1l (8.83%) (CRWER NGRS B vz, & OWNFRILE HH
ﬁMEGWUzmm\ﬁ%%&%%3@“1m@\ﬁm%&%ﬁ\@mﬁﬁ%lwuam@
ThHol- 10,
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2) RBPEHELELTERFENDHNBEIIERL-FAE - ABOPME
BEARRNA
(7) =0t
MMER L

VI. E3hFER(ICEH 9 5188
1. REZMICEAEHSLEYMRITILEYE
F=H— )L
HE  BEO®H LA O XTI RE L, RMOETRXESRT L &,

2. FEB{EHR
(1) YERRERGL - 1ERE
A hv = — VIR PESE T TR B SUTMEN OB(LE T RICE > TR EZT, = b
a2 ALEMIENT D, ZDO=Frnr &N DNA LA LT DNA &z lEL, £7-,
FOGEHCTAER LIz Ra X L7 I UAHNAN DNA 54 &k L < HUR BIERA L OPUE
TER &R 1.2,
(2) EEEFFTHRERE
1) PLEEH
A ha=FY— UL, REEEHMICEBWTRTWE (v r, AERY V) ZREA
THEMIED 7T LGIER O T AfEERERPERE o U CHEER 285 2 L ic k-
THRAMER BB O R AT 5 9,
2) AW R R
A MR =F =T 0.16% [~ A ) LEEMERAE] (1gh A hu=FY—/ 7.5mg &
EHETDHFVEAD) ITONWT, EEEBETAICEIT 2 RKROIRINE & 72 5 B % 551
in vitro Bk & U Cle/ VB ILIEEE (MIC) 2@ Lz, TORE, WAl o MIC 1X[F
T H D AW FRRSEEDSHERR X T 12,

HFEABR AR RIT D A b= — )L DR

. . MIC range T HAAE

A E W E FEH

PRI BiESeAl (pg/mL) (pg/mL)
7T NG R
Clostridium perfringens AH 0.5—1 1
ATCC 13124 L 0.5—1 1
7T IR
Bacteroides fragilis Al 05—1 0.5
ATCC 25285 PR YRR 0.5—1 0.5
Fusobacterium nucleatum A 0.015—0.03 0.03
ATCC 25586 PR YRR 0.015—0.03 0.03
Prevotella melaninogenica Al 05—1 0.5
ATCC 25845 PR YRR 0.5—1 0.5

HEEAE - AHK| O MIC ORBEERS LTS X A3, fEAERF| O MIC OFBEE =1 F 2N

(3) fERSTIEHRT - FHERER
R L

- 11 -




VI. EMEFREICEEYT HIEH
1. MPREDHR
(1) AELEYSLGIMDERE
MU ER L
(2) BRREEBRCHERASIN-MFEE
1) [E PN AR G bR G R
D AMER TR D B2 AT 5B 20 Bl 1 HieK 80g (A hmr=FY—L& LT
225mg) % 7 HENEBEEALIZEBARHE O & MmAE T IRE X 852ng/mL (&iPH : 136~
2872ng/mL) ToH Y, mAEEH 7 7IRE CEYMEEERZ) 35 7 HH T 380+
281ng/mL. 14 H H T 510+565ng/mL Th-7- 10, (V. 5. EERLAMEE L Z O
H (8.2)] DIHEZRH)
2) bR ERR
S AR R 2 xR, R (g A he=F Y —)L 7.5mg #5HT H7 /L
AN 1 Bk K 30g (A b=V —/L & LT 22mg) % 7 HREEE L., 5l & TR
IZA R =Y =T 0.76% [~ A ) (KA 1 HRK30g (XA hr=FY—1L&L
T 225mg) % 7 HE&G Uiz, 3Bt G4EH] 17 BllcB T 5 7 B 5% O
B MR RE 13, FEYERIHIC 303.650ng/mL (%P : 5.881~1112.000ng/mL) . A#|T
305.078ng/mL (& : 5.175~871.000ng/mL) ToH -7, F£7=. dxers MAEH I 2] =R
(FofE) (FAEYERLA)C 4.0 BEf, AKIT 2.0 B TH - 7-25, 52, 4. 6 % o Mt
FA =Y — LEEITW TR ORA S IZITEFIRETH - 72, WERE = & O i
HR R OFEVERIAN Z5H 3~ 2 ARFN O LRI 1 i TH - 72,
AR ERED 19 BIFF 161 (5.83%) &, FLRKORIEANGED b,
V. 5. (4) 2) Zetil ZeMtmdsli oESR
(3) &
MU ER L
<BE>
[VIl. 5. EERIAMEREZOHE (8.2)] OEEM
4) BE - tREODEE
VI 7. (2) FHEELZOHE] OESR

2. EYRERNT A4S
(1) BiAE
V. 5. (4) 2) ZEMRAER ZeVHERER] OB
(2) WRUEEEE#
EER R L
(3) HEREETEH
A ERR L
4) 2075 2R
REER R L
(5) D TEHE
L EER L
(6) Tt
EER R L

3. BEE (KEalL—ay) @i
(1) BT
AR L
(2) 185 A—5 EHER
AR L

4. TRIR
<HEANT—H>
BOFNT DAGEINA T _A T E VT 1%, 41.2%ThH -7 13,
) AKIOEKRS N FEROA R ek R OWEROE S I6 COERA#MT 5, BEm2mERE. 1 A
1~2 [FH —PHICOE LTI 50, BEICESERA LZ0 L —PS ci#T 5, Tho,

- 12 -



<HBE>
(V. 5. (4) 2) &Ml ZetrERRAE] VL 1. (2) 1) EWNEIFEREERE 2) 255
i ERR ] OESHR

il
(1) Ik —AxREFS @@
MU ER L
(2) mik—EEEEMEBEM
<HEANT—H >
IIEBRAEAIEA N S A b 1 =& — )L INREE 200mg % 3 B[] & & 10 E L C, BF oI R E
ZREIE L & &, BRI i L CRIBICBITT 2 Z Lo oz W, (V. 2. %5
WREZOFE (2.3)) V. 6. (5) i (9.5.1, 9.5.2) 1] DIHSMR)
) AR OER SN AER O REE DERROYEEOR SIS U CHBEZ AT 5, 852 1ER%,
1 H 1~2 B A —BEICOIE L CTUATT 20 BEICEESRA LT O L2 T —BECTHR#ET S, Th D,
(3) FHiA~nFiTHE
<HEANT—H >
LR 22.5 DO RER K OV 5 B oA 10 fil 220, MBI A b a =&Y — L INiREE
200mg R G- L, 4 B 2 21050 L CRELT R O AR IR o i ~ 047 2 1E LT,
FEFLAP O IR FE 1L 4 FFR 3.4 1 g/mL, 8 Kfff] 2.2 4 g/mL, 12 F¥fi 1.3 u g/mL TREE O I H
ERFREEICRAT Loy, FrAE R o PR EIIEN~0.4 1 g/mL LD THMETH -7 (HIE
1% : polarography) 1%, ([VI. 6. (8) #=3.iw (9.6) ] DIEZSM)
) AR OER S AEROAEE DERROYEEO K SIS U CHEZ MR 5, 52 15%,
1B 1~2RAT—EBEIZOX L TUAT 20, BEICEESEA LD L2 T —BETHR#ET S, Th D,
(4) BEBR~DFEITH
B v VA
(5) ZDHDEBA~DIITHE
<#EW7—H >
A b=V —)%T v k10 FORTHF 17 (THIRNEG L%, I~ 7 A 18 LT v
k19 R O G U725 O 0 S RER A~ O AT/ CTH 0 | HEEE (HRE. Bk
OVBERE) A ONZHFI&A~D A DS @ o Tz, Beh 24 B ICETFRENE - T201%, K,
HLE L OB T - 7o 1618
(6) MBELFFESE
P v 2

. R
(1) RHERAL R VA BHRER
REEBAL : E & LTI TR S D 20,
<SHEANT—H >
AR IRPICHEE SN2 = be 25 0REm T, RELDOA ha=Z Y — L EOZED
TNy o CEERRAIRD 30~40%% H6, 1- (2-B Rr% T )) -2-8 Kafx v A F/1-5-
=haA I XSV EOEDTIVT v CERIA RS EREY T 40~50%% 5 7= 21,
(2) K#IZBEAE5T 58E (CYPE) OHFiE. FEX

A EER L

(3) MEEEBHNROFERVEDES
A EE R L

(4) KEDOBEDOERERVFEMLL, FHELEE
BRI L

- BRI

<@M7r—4>

Abu=HY =% Ty 18 ROTH X0 [ CHIRNES L2k, iTv v R 20 RS v b 22
(RS L O FERPRREIZIR T TH Y, 7 v MIBWTA bu=4Y — L FORGEHY
DISFEERILEINITRD Haighodz 22,

. PSS URR—E2—IZET B1EHR
RMER e L
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9.
10.

11.

VII.
1.

B EIC & HBREE
BEERRL

HEQEREHT 2BE
RS L

Z0k
R L

Zet FERLOIES) ICBYSHEAB

ZERNBEZDER
BRE STV

S
EERBLZDEH
2. R (ROBEICEERELEWNI L)
2.1 AFN ORI LISBIE DB D & % B3
2.2 b, FRUICSHERREOD 2 EH (B - TGO BE 2R [PIRAMRSRIER DN H 5

NAHZZERDH D, ]
2.3 4R 3 » HUNO &t [9.5.1, 16.3.2 &M ]
(figs)

2.3 V. 6. (5) iFh (9.5.1) IVI. 5. (2) Ik —hEAEEME@EME] DIES M

MEER (IR ICEET HEE L ZTDEH
BREINL TN

FZERUVHEICEET 5FE L ZDEH
BRIE I TR

EEREANIE L TDER

8. BEELHEKXNIE

8.1 KA TFIX, BN XIXRBET T o 7RI L DESNIRTE A RET 5 2 &, AFNTLESRIR
FHZ X0 RIEMERICERH S, IR 52 &b 5,

8.2 AA|D R EIEBEHABNAL~D AN K 0 2HWINFED HIVD T2 BATERNL )N L #GPH D55 4%
IR, RO SO AR EEARA OB G L VRO SN HRIVER CRAARRRREE S, FPAX AR bR
= OHMEED ., R ERED e E) B PREO ERICI 0 BET L RBEARH S, [16.1.1
2]

8.3 AAIDOEWOM AT eV, AFEZ BN T 2355 121%, 6 Ofkie 2 [E B 1H
Wrasz &, [15.2.1 ]

(figan)
8.2 I[VI. 1. (2) 1) EANEIMFMEEKRAER] OIESR
8.3 V. 12. (2) FEEGKRBRIZIESIEHR (15.2.1) ) OESR

BRENEREHIHEEHICHT IR
(1) EfHE - BERZFDOHLEE

9.1 AfHE - IEEFDHDHEE
9.1.1 MAKREBEDHDHEE

HILERID , KD R H b D Z L d 5,
9.1.2 I - HEHEZDEE

FARARERIER DN D 5O D Z LD D,

(2) BHEEESEE
BE STV

(3) HHreEEEE
BRE STV

(4) XIEREZRT HE
RE SALTVZRWD
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7.

(5)

(6)

bt

9.5 1¥4m

9.5.1 1tk 3 n BUND X%

B LA D &, SRR~ OB OB 51T X 0 | RRIRBIFT 4 il L CIRIE~BATT 5 - L vl
HahTng W, (2.3, 16.3.2 2]

9.5.2 4TIR3 n BEBE-KM

B EOFIEIENEBRMEE ERS LR SN D5 B0 528, [16.3.2 2]

(fiEsn)

951 V. 2. Z22NEEZ0HA (2.3)) VI. 5. (2) 1ik—EEREM@E®ENME] OES
iz}

9.5.2 [IVI. 5. (2) Ifik— MM @iErE] OISR

B=3.5%

9.6 123.i%

WA LZ2WZ ENEE L, BHE~OKAFEEIC LY RAMETD & [FREE O E CRE
HLPICBATT D Z EnMiEshTng 15, [16.3.3 2]

(g 3n)
9.6 [VI. 5. (3) A ~DBATMH DEZMR
(7) INRE
9.7 MR
INREEZ RS L U T BEARERBRI TSN L TR,
(8) EfnE
9.8 A
— R AEFEREME T LTV B,
HEEHR
(1) BtREZEZEZTDER
FRE ST R
(2) BtRFE L ZDIER
10.2 $EREE (BHRICEET D2 L)
A4 BRRAEAR - FEiE 15 Wy - falRA 1
T v a—)u FEAESR | HEER ORI W, | AR FX 7 v = — v O AR

LIEAW/AR PN oY s IRy o
% DT, R P ARG &
WD Z &,

FBIZBWTT AT v RBLK
AR AEAEL., P77 b
7T FREZ ERSE
50

U hFenas s (WA
R)

DANT 4T AT ILa—)L
KISz ZTB8ZNNH D,

U hFenrEsEaRs (NA
W) Xy ) —VEERTH
DOTAHRANZ LY L7+ b
TNATEe RRERE EH &
5o

DANT 4T A

FERER (BEELSE) Db
NHZENDHD,

R

7<) L RPTERILA
UNT 7 U

U7 7 U OfiEEmAE
2R L, MR & &b
L2 ENHD,

AKFNTZT L7 7 U DORE
ZRHEL, FOMmPEES -
ﬂa‘éﬁqéo

UF oL

UF T LOMFREN L5
L. UFULh@EiH Lbh
LZENDHD,

R

5-7)A a0

5-7 VA a7 udin
BENERL, 5-71v4n v
ZVIVOERNERT 5 Z
EMH B,

FEHLRE ORI R Th
HINAFNIN -7 AT Z
VNDRF I IVT T A
KFEE5,
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EHIA BERAEAR - HE & 51k By - fERRIK T

TANT 7 TANT 7 OERNEE | RKANT T AT 7 > Ol H
INABZERD D, BEE FHXE5,

ruARY I ARY COERPE | ARANLY 7 v AR Y O

BRSNS FREMEN B B, HEELS FR XS5,
7z )L EH—)L ARANOVER NI T D AHE| 7 = / 7L B H — )L T AR H
M H 5, ORHWERLZFHFE L, ZO M

HFREZ KT &5,

8. Bl{EA
1. BlEH

WORWERANRH 5D Z ERHDHDT, BIE+2ITITV, BERRO LN 5E 23 H
LT 5 b E AT Z &,

(1) EXRAEER & EER
RESIN TN
(2) ZDHDEIEH

1.2 ZnfthDEI{ER

5%LA 5% ATt BAFEAH
R & IS ENLN G | Bk & J% W, 2 O FE. | ALBE, AP (R g2,

DI (9.5%) | DXV R, BNEKRZAE | BREETR . BRRIRE) . B R,
PLREFIL, B AR

e ARHPRERRE (Mo LU,
JRAE B, BB SE) | MR B
(&JEWk)
H AR E TN
WS EE ZERRIS . A TR
<HE>

A bha=Z =7 0.15% T~ A ) OREMMERRAER KRR (281 2RIEH
FREBEEIZOWTIE TV, 5. (4) 2) 2l ZermRisl omEsi

9. BARBRERKRICRZIZE
BRIE STV

10. BEKRS
BRIE STV

" BRALDIEE

14 BRLDIE
141 EHIZFEROTE

HITERE 2 1 O BERAEIR D358 0 D Tz Eid, I A6k & 9~ 33— RIS AH OFE ] 2 1k
L. BEIIJS CEMOIERZ32T 5 & 5 BEIIHET 52 L,
14.2 EHIERAROIE

H—BHEOZHIF BRI T 2 Z LI L0 EEBAoMENRE L, Bz < 2 &7
H25DOT, BESELFAABAMIAOWBRIEET LI L,

12. ZDHDEE
(1) EERR{ERIZE D 53R
BRE STV
(2) FERERRERARICE D CIER
15.2 FERRAREAERICE D < 1H#R
15. 2.1 B OHBEIZLY . ~ 7 A TIIMEE 2820 £7-F v F CIXALERE O I AN
WEINTODEN 25 NARY —OEELGRBR CIIER T S TR0 & oA
Ho2, [8.3&M]

- 16 -




[ 15.2. 2 BB 540 £ B S AEERRBRIZ M L Tl 7e L,

(fifeain)
15.2.1

X. JRERPREERICBII HIHE

1.

RIHHER
(1) ZEhFEEHER
VI SEOSEPCBIT 2HE | OHEM
(2) REMFEEHR
R L
(3) ZDithDIEEHER
EERR L

=EHER
(1) BEESEEHER
AR L
(2) RERSSERER
AR L
(3) EinE=EHER
EERR L
(4) DARMERER
EERR L
V. 12.
(5) ATEFRLESFEHER
A EER L
(6) BFTRIBEEER
EER R L
(7) ZDthoRHREN
EEER L

. EEMFIEICEY SEH
. BRI

BHK A R =K — L 0.75% (<A )
ARy - A hr =gy — ML

AHAR
AN« 34 (LEMERBRKE RIZHES<)

BEIRE TOITIE
SR PRAF

RV EDIE

VIl 5. HEEREAER L TOHM (8.3)] OHEM

(2) FERARRBRICIE S HH (15.2.1, 15.2.2) ] OIS

LR

20. IRV EDEE
WiE 2 SERnZ b,

BEMITEM
BERERLTA R HY
<TVDLEBY . #EfEt

Z Do B AT EM - W

E—R5 - EE
MR EIR ML, - 1P 7 AR 0.75%
A2« 7L

- 17 -




7. EfEERE

R
8. WEHFRREAORVARES. EMAENBEAN. REMKLEAD
g %tggﬁ%u T %@fgﬁ&ﬁ %ﬁ??ﬁ
){0_};;@: ?7//;;,}1//?}1/ 202342 15H 30500AMX00021 2024%12H6H

9. MEERIFPREM. RERVAEEEENEFNFEABRVUEORE
% L7an

10. BEERR. BAERRLAKRFABRUVEORE
M L7gn

1. BEEHRE
WL

12. REHMFIRICET H1HH
AANL, G MR D HIRITED 51 THeuy,

13. &Ea—F
588 S ‘ —
v - fEpIESEs = — R R L7 LR
iy 72 b Pl 7 = 7
7E4 %4@5%—‘2%% G (YJ=— ) HOT (9#7) &= TN S
A b= —
0.75% T~ A | 2699713Q1034 2699713Q1034 129795901 622979501

14. REHATLOFE

BARSAYA

X .

SRR

1. 5IFEX#EK

1) Freeman C.D., et al. : Drugs,1997 ; 54 (5) : 679-708 [J0970001] (PMID : 9360057)

2) Bendesky A., et al. : Mutat.Res.,2002 ; 511 (2) : 133-144 [J2020001] (PMID : 12052431)

3) Paul J.C., et al.: Ostomy Wound Manage.,2008;54 (3) : 18-27[J2080001 ] (PMID: 18382045)

4) P72 M FLEE OBGK 2008 ;5 23(2) 1 105-109 [J2080002]

5) &EJB 7 . AR kM35 2000 ; 2 ¢ 39-43 [J2090001]

6) JEAETIEE AR AIE 1124004 5 FA I3 @A 5= 3K R A PRAR R @ K
,524Ei HIHK 4

T HRNEE: A bu=F Y=L 0.76% [~ A > OREERER (B#)

8) HNEEL: A b=V — 7 0.75% <A ) OREMERE (nk)

9) tENEE}: A hr =KV — TN 0.76% <A ) ONLEERER (Rl

10) Watanabe K., et al. : Support.Care Cancer, 2016 ; 24 (6) : 2583-2590 [J2160001] (PMID :
26715293)

11) BLEPERME (n By 7 251 0.75% :

12) #REE : A o=V — L7 0.75% [~/bA | OEWSHR %

13) S EE
HA&AR. s

Rk 18 4F 11

2022 4 6 1 24 HAE, HHEAEREE)

Pk

I FEEGIRRER (1.CG.03.SUM.0443 #lR) (n¥ v 7 X570 0.75% : 2014 4 12 H 26
EEMEEL 2.7.6.4)

14) Gray M.S. : J. Obstet. Gynaecol.Br.Commonw., 1961 ;68 (5) : 723-729 [J0610001] (PMID :

13901321)
15) Gray M.S., et al. : Br.J.Vener.Dis., 1961 ;37 (4) : 278-279 [J0610002] (PMID : 13901320)

- 18 -



16) Buttar H.S., et al. : Arch.Int. Pharmacodyn., 1980 ; 245 (1) : 4-19 [J0800001] (PMID :
7406601)

17) Buttar H.S.:J.Toxicol.Environ. Health, 1982;9(2) : 305-316[J0820001] (PMID:7077685)

18) Placidi G.F,, et al. : Arch.Int.Pharmacodyn., 1970 ; 188 (1) : 168-179 [J0700001] (PMID :
5485097)

19) Buttar H.S., et al. : J.Pharm.Pharmacol.,1979 ; 31 (8) : 542-544 [J0790002] (PMID :
39996)

20) & (v B> 7 250 0.75% : 2014 412 H 26 H7&GR, HEEEEHMEE 2.5.3.3.3)

21) Stambaugh J.E. et al. : J.Pharmacol.Exp.Ther., 1968 ; 161 (2) : 373-381 [J0680001]
(PMID : 5689828)

22) Ings R.M.J., et al. : Xenobiotica., 1975 ;5 (4) : 223-235 [J0750001] (PMID : 1154802)

23) Rustia M., et al.:J.Natl. Cancer Inst., 1972;48(3) : 721-729[J0720001] (PMID: 5058971)

24) Roe F.J.C., et al. : Surgery, 1983 ;93 (1) : 158-164 [J0830001] (PMID : 6336861)

25) Rustia M., et al.: J.Natl.Cancer Inst., 1979 ;63 (3) : 863-868 [J0790001] (PMID : 288941)

Z DB
AR L

Xi. $Z&H

1.

TSN ETORFTIRR

A b=y =7 nE, EE, KESETREINTND,

B, A Ru=F Y= 0.75% <A ) ER—ORANTEI THER I TR, (2024
12 A BER)
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7240« Metrogel® 0.75% w/w Gel ; Metronidazole 0.75% (1998 &= 2 H 4&GR)

2FE4 : Galderma (UK) Ltd

K - JHH# © Aqueous gel for cutaneous use * 25g, 40g

B EESHIES

4.1 Therapeutic indications

For the treatment of acute inflammatory exacerbation of rosacea.

For the deodorisation of the smell associated with malodorous fungating tumours.
FHEKR O &

4.2 Posology and method of administration

For the treatment of rosacea’

Posology

For topical administration only.

The average period of treatment is three to four months. The recommended duration of
treatment should not be exceeded. However, if a clear benefit has been demonstrated,
continued therapy for a further three to four months period may be considered by the
prescribing physician depending on the severity of the condition. In clinical studies, topical
metronidazole therapy for rosacea has been continued for up to 2 years. In the absence of a
clear clinical improvement, therapy should be stopped.

Older people: The dosage recommended in the elderly is the same as that recommended in
adults.

Paediatric population Not recommended. Safety and efficacy have not been established.
Method of administration

Metrogel should be applied in a thin layer to the affected areas of the skin twice daily,
morning and evening. Areas to be treated should be washed with a mild cleanser before
application. Patients may use non-comedogenic and non-astringent cosmetics after
application of Metrogel.

For the deodorisation of malodorous fungating tumours:

Adults and elderly: Clean the wound thoroughly. Apply the gel over the complete area and
cover with a non-adherent dressing. Use once or twice daily as necessary.

Paediatric population: Not recommended
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k5840 : Rozex® 0.75% w/w Gel ; Metronidazole 0.75% w/w (2006 4 3 H 7&iR)

214 Galderma (UK) Ltd

HIFE - k& : Gel - 5g, 30g, 40g. 50g

Zhae XL h R

4.1 Therapeutic indications

Rozex Gel is indicated in the treatment of inflammatory papules, pustules and erythema of
rosacea

FEKR O &

4.2 Posology and method of administration

Posology

For topical administration only.

The average period of treatment is three to four months. The recommended duration of
treatment should not be exceeded. However, if a clear benefit has been demonstrated,
continued therapy for a further three to four months period may be considered by the
prescribing physician depending on the severity of the condition. In clinical studies, topical
metronidazole therapy for rosacea has been continued for up to 2 years. In the absence of a
clear clinical improvement, therapy should be stopped.

Older people: The dosage recommended in the elderly is the same as that recommended in
adults.

Paediatric population: Not recommended. Safety and efficacy have not been established.
Method of administration

Rozex Gel should be applied in a thin layer to the affected areas of the skin twice daily,
morning and evening. Areas to be treated should be washed with a mild cleanser before
application. Patients may use non-comedogenic and non-astringent cosmetics after
application of Rozex Gel.

KETOEBIKDIIUA T DO LIBY TH D, (2024 4F 12 HKR)

R7e4 : METRONIDAZOLE TOPICAL GEL, 0.75% ; metronidazole gel (2014 % 1 H%§5¢)
2f14 . Prasco Laboratories

A - Hi# . FOR TOPICAL USE ONLY (NOT FOR OPHTHALMIC USE) - 45¢

IR EESHIES

INDICATIONS AND USAGE:

Metronidazole Topical Gel is indicated for topical application in the treatment of
inflammatory papules and pustules of rosacea.

FEKR O H &

DOSAGE AND ADMINISTRATION:

Apply and rub in a thin film of Metronidazole Topical Gel twice daily, morning and evening,
to entire affected areas after washing.

Areas to be treated should be cleansed before application of Metronidazole Topical Gel.
Patients may use cosmetics after application of Metronidazole Topical Gel.

AANCEB T DREEXITNR, HIELCHEIILUTO LB ThHhD, HKBNEDOHIH TAA Z {4 H]
THZ L,
4. EEX (IR
NAMKREESHMUEDORE - RRDER
6. REARUAE
FER K QIR DR SIZIE C T2 5, EFEzERE, 1 H 1~2 7 —B%H o
L TR 22y, BERICIESRERAM LZ O e —BH ThRi#ET D,

2. BHNCEITHEERZIERFR
Fi I B9 B UEsME SR (FDA, A—A b7 U 7 55%E)
HADOE RO 19.5 fhiw|, 9.6 #&ZHm) OHOFLEITILLTOEEBY THY . FDA CKE
WA SCE), A=A T VT EITRR D,
9. BENERZEHTHEFICEATHIE
9.5 1E4F

- 20 -



9.5. 113 R 3 H ALIRD %%

FRHLRWZ &, @R~ D&k, BEEMZ@EE L CTRE~BITT 5 2 L 03H
HENTWS 19, [2.3, 16.3.2 B[]

9.5. 2R3 n AZ@BE-&MH

1B Lo RMIENEBEE B0 D S HE SN EAICORMERT 52 &, [16.3.2 2]
9.6 123L1F

B LR ENEE LV, BHR~OROBGICL Y, BHRIMAETD & FFEE ORE TR
FHLPICBATT D Z EnmiEsh g 19, [16.3.3 2]

FDA CKEGAT 3CHE D7)
(METRONIDAZOLE TOPICAL GEL, 0.75% (metronidazole gel) : Prasco Laboratories.
2024 4 3 J)
Pregnancy:
Teratogenic effects’ Pregnancy category B There has been no experience to date with the
use of Metronidazole Topical Gel in pregnant patients. Metronidazole crosses the
placental barrier and enters the fetal circulation rapidly. No fetotoxicity was observed
after oral metronidazole in rats or mice.
However, because animal reproduction studies are not always predictive of human
response and since oral metronidazole has been shown to be a carcinogen in some rodents,
this drug should be used during pregnancy only if clearly needed.
Nursing mothers:
After oral administration, metronidazole is secreted in breast milk in concentrations
similar to those found in the plasma. Even though Metronidazole Topical Gel blood levels
are significantly lower than those achieved after oral metronidazole, a decision should be
made whether to discontinue nursing or to discontinue the drug, taking into account the
importance of the drug to the mother.

F—A N7 U7 O4% (An Australian categorisation of risk of drug use in pregnancy)
metronidazole : Category B2
Drugs which have been taken by only a limited number of pregnant women and women
of childbearing age, without an increase in the frequency of malformation or other
direct or indirect harmful effects on the human fetus having been observed.
Studies in animals are inadequate or may be lacking, but available data show no
evidence of an increased occurrence of fetal damage. (2024 & 12 H ¢ )

/NREEIZRET SRR
HARDEFRILOFLEITILUTO LB TH Y | KEDIRMICEKROHRED SPC LI1TRRD,
9. BRENEREHIHBEICHT IR
9.7 MR
NS RS & U T BRRRRBR 1T 5 N L T 7y,

H B LA A
KEOUFF SCE: Pediatric use:
(METRONIDAZOLE TOPICAL GEL, | Safety and effectiveness in pediatric patients have
0.75% (metronidazole gel) : not been established.
Prasco Laboratories, 2024 %4 3 H)
#[E D SPC Paediatric population:
(Metrogel® 0.75%w/w Gel Not recommended. Safety and efficacy have not
(Metronidazole 0.75%) : been established.
Galderma (U.K) Ltd, 2022 4 10 f)
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