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Day 0 }x (" Day 7 OJRBRIEG S (BATAT) (LA T OREAEZ L0 [F— A2NFEE L

7

Za7y TET%
0 BV
1 WZBWLH 2 BARPETIEZR N

(R IEOUE [20cm] THEMNITRE H)

2 BRI IR IR (BRSO THIHANIR D)
3 PRI IZBVY (XY RY A RTE D)
4 FEFNARPRAR T RRICAD LR D)

(2) i FHRGREATG
Day 0 X' Day 712, #% 6 HEIZHEH L7RBRIEOMERHKIZOWTLL T O 5 Bk
B TR — A3l L7,

SN
AvA] LR EHn LR N7
ZTRUN

R BRI 7 o
EBEDOWNES | ok | , \ \ ) QZ?
RS2 TTN? (ff Hi= -
Tk o=
AT, IRBRIED 7 v

LVIAVAS
XN IR 2 72T | Koz 1 2 3 4 5 P
n? (RIENE)
KL v 78 (F— . .
Chp &) ILBE B 1T g?; ) ) , ) . gi;
BLRF Mot TF
mo (EmLeTs) | CF ~h
VeI, TRBRIED L | RNTE /Y3
BN LT | Lic . ) ; ) . ERPES
ST ? (Penig <o T o
L LT X) 7= 7=
TFRaRa LA
I YD T L2 B 1 2 3 4 5 B




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) [Z2WTC, Rl EZ AW TEN LT,
il 2 D #EH D Cmax IZ-OVWT, Day 0 (FEHEHRIA) 123 % Day 7 (KAl olk
ERHL., stk EE AV TEN L,

3) ZERVEOfENT
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
AR, EVEEN, REEBOY 7 N =TV E2ER LT,
PSA BN A L BEE R OARFRE 5575 D OB LRI DWW CREBHEFH = E2 v
TERN LT,
FRFT AT, SRR OESR,/ BEICOWTEEAHIEE NZF 0BG 2 HEH LT,

4) Z DO DOFEHT
BV OFHEDENT X, ICBWFHliO A 27 %, it Ema2 AW TEN L, £
To. AT OBEZLER Lo, REERGEIEAF DA 27250 T, Wilcoxon
signed rank test 47> 7=,
B M OMFITIZ., FERICBITAZ2 a7 4, R HHELHOWTERY L, £
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—IZMD 34 (15.0%), VA 17 f5] (85.0%) Th-o7z,

DAOFER (GBA7) R OREREOBAIL, REINHANAVROAFETHY | KEEE
DHEIL, A7V —=" VKT 47.4548.6 cm2, 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 fO=Z&J—)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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EUFNEE/INT A —4
S H4) g e L P g R 1, A HE B C 303,650 ng/mL (#i[H : 5.881~1112.000 ng/mL) .
AFT 305.078 ng/mL (#iPH : 5.175~871.000 ng/mL) T 7=,
T/, EeE g R R EREE (PfiE) (IR RERIAITC 4.0 FERD. AAIT 2.0 BT
BTN, BH 2, 4, 6 REEZOIMEFR A h o= Y — VBBV oA HIFIE
EFINEETH -7,
T e ML AFE R B DA HERIAN R 2 AFIDIILL T D 77 7D LB Tho T,
B T L O MU PR OFERERIKN 3 2 AFI O L 1Rtk Th -T2,

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 (B1%5%) (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

o v R 1k R ARH B G-I

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%)
PR 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) DM OFEA

[CHEVDFHE : EREREEEZXRE LIICE VO
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
Elﬁéf§i£3§£o 4 15 P=0.1250
i > (21.1%) (78.9%)

SEHm D28l - ERYERGA O TN AA DTN CARAIOFHI A 27 s HAFEHERAI D 2 27 251 )
% : 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, LTORDOEBY ThoTz, WTNOIHBIZIBW T HEERE| & AK|ICHEZE
TH SN2 T2 b DD AKFNOTTHME I EE 2 HHRNE I WEA BB

7"4
—o




fift PR JRREAf A = 77 A

. W b7 RNBEERDP DT | o orome
PRI ] 5 3 ) 5 TR T s R
} o 1 2 1 2 13
gifj;gfﬁ PRIERGA) (5.3%) (10.5%) (5.3%) (10.5%) (68.4%)
o . 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%)
SN = RN 2 -1 0 +1 +2 +3 +4
eI r%é?fﬁggf) 3 1 9 1 3 1 1 P=0.3867
3 i (15.8%) | (5.3%) | (47.4%) | (5.3%) | (15.8%) | (5.3%) | (5.3%)
- 3B LICL o 1o EB LT 57 | s s
IR LT & 1 3 3 1 5 T e i
N I 2 0 1 3 13
e o | A (10.5%) (0%) (5.3%) (15.8%) (68.4%)
; 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 "/550“7%1& Lic< 7))07‘; - fﬁb‘%& L’?D?";)Of: Hi
e 0 0 1 5 13
Vepns, womp | PR (0%) (0%) (5.3%) (26.3%) (68.4%)
HD KT ] 1 0 0 8 10
ek 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%)
G Z R % v E A P E3
WA LT & I 2 3 1 5 R TE il
- 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%)

SEHli 2L « FEHERIA| O 3 —AF OFAT (ARFI DR 2 =2 7 7 HEEUERIA| O 2 2 7 % 5\ - )
% : Wilcoxon signed rank test, %4 H E® p &
(5) BFE - mERIKER
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
RPRTlW ) 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@HLm@\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 AEEWICENT D, ZDO=Frnr {baWn DNA LA LT DNA &lkaflEL, £72,
FOGEHCTAER LIz Ra X7 I UAHNAS 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-
THRAMERFEBBI 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,

BFERBRERICTT A A b= — Lozt

. . MIC range T HAAE

A E W E FEH

AR B IR T E FE A (pg/mL) (ng/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 FRYERLH 0.015—0.03 0.03
Prevotella melaninogenica Al 05—1 0.5
ATCC 25845 PR YRR 0.5—1 0.5

HEEAE - AHK D MIC ORBEEL LTS XA, fEAERE| D MIC OFMEE 1 E2N

(3) {EFASIRERRT - FHRESRS
B L L
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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. BEEREAMEE L Z O
H (8.2)] DIHEZRH)
2) bR ERR
S AR R 2 xR, R (g A he=F Y —)L 7.5mg 56T H7 L
AN 1 HixK 30g (A ho=FY—/L & LT 22mg) % 7 HREHE 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
e AP AT 13, AEYERIFIC 303.650ng/mL (#iPH : 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. EYRERINT 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. B&H (REaL—>3av) #&h
(1) FRAE
ZEER R L
(2) NS A= EHER
BRI 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,
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<HBE>
(V. 5. (4) 2) &Ml ZetrERRAE] VL 1. (2) 1) EWNEIFEEERE 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] DIESMR)
W) AR OER SN AEROARE DEREOYSEO RS I0G U CEE2# AT 5, 852 ER%,
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 >
LIRS 22.5 DO RER K OV 5 B oA 10 B2 R0, MBS A b u =&Y — L INREE
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 1 g/mL TREG O 1L H
ERFREEICRAT Loy, FrAE R o R EIIEN~0.4 1 g/mL LD THMETH -7 (HIE
1% : polarography) 1%, ([VI. 6. (6) #=%.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 k18 KORTHF 17 (TEHIRNEG L%, I~ 7 & 18 LT v
k19 R O G L2 O 0 SRER A~ O AT/ TH 0 | HEERE (HE. Bk
OVBERE) A ONZHFI&A~D A DS @ o Tz, Beh 24 B ICETFRENE - T201%, K,
HLE L OB T - 7o 1618
(6) MBELFESE
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 UEERRAIRD 30~40%% H6, 1- (2-B Rr® T )) -2-v Kafx v X F/1-5-
= haA I Z =V RKOEDTIVT o oBRAERN EREY T 40~50%% S D7 2V,
(2) K#IZBEAE5T 58E (CYPE) OHFiE. FEX

LR L
(3) NEBBHEOERERUETOHE
A B L
(4) REMOBEOERRFEMLL, FELE
L L
B
<7 — 5 >

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 URER—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 (ROBEICEEE LGNNI L)
2.1 AFN ORI L BUE OBEERE O & % 84
2.2 ., FBOCAERREDO D D BE (K - FHIEZEOBH ZFR<) [HIRRRSRIEIR DY & 5

NAHZZERDH D, ]
2.3 4R 3 » HUNO &t [9.5.1, 16.3.2 & ]
(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. BEELEKXNIE

8.1 AANIOMHERAFIX, BNXIXREBET T o 7RI L DEANIRET A RET 5 2 &, AFNTLESRIR
FHZ X0 RIEMERICERH S, IR 52 &b 5,

8.2 AA|D R EIEBEARNAL~D AN K 0 2HWIFED HIVD T2 BATERNL )N R #GPH D 5A 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) EANEIMFMEEKRER] OIESR
8.3 V. 12. (2) FEEGKRBRIZILSIEHR (15.2.1) ) DESR

BRENEREHIHEEHICEHT IR
(1) &6 - BEERFOHLBE
9.1 AHHE - IEEBFDHDHEE
9.1.1 MAKREBEDHDHEE
HILERID , KD R H b D Z L d 5,
9.1.2 I - HEHEZDEE
FARARCRIER DN D 6 OIS Z L3 H D,
9.1.3 a7 A VERBEDEE
6 A ST R A OFREGIZ LY | BEOFEE OIS A28 LTS
EOTEBIDIE STV D,

(fifan)
9.1.3 AH| & F—pks O 0 XX SR ERARA ORI LY a4 JEEROBRE T
HE O TR RN L CICE > TEFNER SN, a2 T,
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AF L F—py ThAMERF D (0¥ 7 270 0.75%] (BT, [EHE « BEFRE
LOHDLEF) O Tar A EGEREORE | MBRLIND T & E7roToizd, KAl
IZOWTHIEEME T _E B L7z, (< HFWET >2026 4 10 AfFF MEH EoEE]

7.

i)
EHaeEERE
BREIN TN
FFigeErEE 8 E
BRE ST
XhEReE AT HE
REIN TN
117

(2)
(3)
(4)
(5)

9.5 bE4F

9.5.1 1IR3 » BLIAD Xt

ER L2V &, F~DR A5k,
HENTWD 14, [2.3, 16.3.2 2]
9.5.2 ¥R 3 h A FBEEF -k

HEAE B 2 i

i L CTHRIEA~BITS 2 2 L3

B EoFIRMENERMEZ ER D S SN D58 ICORERT 5 Z &, [16.3.2 ]

(FEEL)
951 [VI. 2. Z2ENREEZF0HMH (2.3)) VI. 5. (2) IMik—IEEREM@E®EME] OES
iz}
9.5.2 [VI. 5. (2) Imik—kEMEEAM@EiEME] DOIES R
(6) =ELIF
9.6 3w

FLPICBATT A Z e lE S5 19, [16.3.3 2]

I LW N E LV, AR ~OROFEEGIC LY | RYRImAED & [GFRE O E TR

(fREL)

9.6 [VI. 5. (3) It ~DOBATIE] DA
(7) INR

9.7 INR%Z

NSRS & U BRIRERER 13550 L T 720,

(8) B#nE

9.8 SEE
— I AEERERENE T LTV 5,

HEER

(1) GtRZELEZDER
RE I TV

(2) BHEEE L ZDEH

10.2 BtREE (BIRICEET S &)

IR SNCY ¥ o W B ay/ag: o\
D DT, i PG &

FHA 4 5 RRIEIR - FRE T 1A bR - fEbRIA T
T a—)b R REES AL | WRAL, | AANE T b =2 — L DGl 2

IZBWTT VT & Rk HEEE
FrEEL LT T7TE N T T
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524« Metrogel® 0.75% w/w Gel ; Metronidazole 0.75% (1998 &= 2 H 4&GR)
214 - Galderma (U.K) Ltd

KT « JHH# . Aqueous gel for cutaneous use * 25g, 40g

IR ESIE S

4.1 Therapeutic indications

For the treatment of acute inflammatory exacerbation of rosacea.

For the deodorisation of the smell associated with malodorous fungating tumours.
(78 & D BNEITIEEAL DOTRHR

3 A BB A 5 R DB

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
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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

X524 : Rozex® 0.75% wiw Gel ; Metronidazole 0.75% w/w (2006 4= 3 A &7R)

24 - Galderma (U.K) Ltd

FIFE « Biks : Gel - 5g, 30g. 40g. 50g

BB EESHIES

4.1 Therapeutic indications

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

(B S DRIEVELSS . MRS M ORLEE)

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.

KETORBIRMIILL T L BY TH D, (2026 4F 10 H B 5)

BR5E4 : Metronidazole Gel USP (Topical), 0.75% (2025 4 1 A 3&75¢

2414, Encube Ethicals, Inc.

#JE - #ik% : FOR TOPICAL USE ONLY (NOT FOR OPHTHALMIC USE) - 45¢

DIEEEESSIE S

INDICATIONS AND USAGE :

Metronidazole gel USP (topical), 0.75%, is indicated for topical application in the treatment
of inflammatory papules and pustules of rosacea.

(I & DRIENE L2 K DY)

DOSAGE AND ADMINISTRATION :
Apply and rub in a thin film of metronidazole gel USP (topical), 0.75%, twice daily, morning
and evening, to entire affected areas after washing. Areas to be treated should be cleansed
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before application of metronidazole gel USP (topical), 0.75%. Patients may use cosmetics
after application of metronidazole gel USP (topical), 0.75%.
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FDA CKE#WA SCE DR
(Metronidazole Gel USP (Topical), 0.75% : Encube Ethicals, Inc.. 202549 )
Pregnancy :
Teratogenic effects : Pregnancy category B: There has been no experience to date with the
use of metronidazole gel USP (topical), 0.75%, 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 gel USP (topical), 0.75%,
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.

A —A N7 U7 D53FE (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. (2026 4 10 H ¢ x)
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H g RN

KIEOYFT E Pediatric use :
( Metronidazole Gel USP (Topical), | Safety and effectiveness in pediatric patients have
0.75% : Encube Ethicals, Inc.. 2025 4E | not been established.

9H)

#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. 20254 11 A)
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