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Bk LS AR 331 2 BRI O 2 DVEHERIZOW T, BB 0 - HIER H 3 = 15% O HifH
ZHEZHHON 12 fHF LELLT T, £25%0fEEZEZ 25 DR,

IS
BRI SRRSOV T, 4 FEORBREME T HIRER 2 520 L 72/ R W TN oORBREMFICRE W
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¥ k]

IS
3
IS
S

20 -

N
S
L

=}
Q
o
Q

Bl (%) B (5)



ARERIED : pH6. 8, 43:4y50[H]#x
100 - 7I
80 -
B
= 60 -
%
40 -
20
0 G T T T
0 5 10 15
B (43)

<

ARBRIE@ @ K, 5457 50[mER

[€3F:3:F"1

Q

100 -

80 -

40

20 -

54,

10 15

BB (53)

n=12
RKVI-1 /N>avq L UiEEEIEE 0.5 THRA ] DBHEHICHS TI2REEN

(REREAN R VRERFI O FIFHEDLLE)

(GRERBLA| K U2 HERIF| D F 1R HED LLER)
RVI-1 /A>av4a 2 UiEERIERR 0. 5g TEAA] OAHEEICHITSRFN

HIERE RIS IS U 2 [F) SR E s E R P

CERBRELE Ny 3w A U EERE 0. 5g THATR))
D EYERLE| (HEERNL o< A 80, Bg)

B A FEE A A
N el (Nva~A VU | RN a~ A v "
y JE
H#% 0.5 THATRD) 0. 5g)
71k EIERE BRI RS SRR (%) SEFR R (%)
(DpH1. 2 15 4y 98 93 e
VA HFRERE — @pH4. 0 15 %y 102 95 Bk
N RLEE) ®pHs. 8 15 %y 100 94 By
@K 15 4y 99 95 e
(n=12)
(FREREFIDE < DA HE)
R Ny awA U MERRERC0. 5g TR “
,IE
71k EIEZE BRI | ERF R 1iEl 2= O¥EH R (%) TR HE (%)
97.4. 96.8, 98.0. 97.6
(DpHL. 2 15 45 97.9. 97.7. 98.3. 98.0 98 SRS
98.5. 98.3, 98.5. 98.3
101.2, 101.8. 100.7. 101.4
o @pH4. 0 15 4y 101.0, 101.3. 101.7, 102.7 102 SRAS
B BRI — 102.3. 102.1, 102.3. 102.2
(S L) 100. 2. 98.6. 99.6, 100.5
®pHs6. 8 15 %> 100. 3, 100.0, 100.5. 101.0 100 A
100. 5, 100.8, 101.0. 100.4
99.7. 98.9. 100.0, 99.8
@K 15 %y 99.0. 99.0, 98.8. 99.2 99 Siias
99.7. 100.0. 100.1. 99.3
(n=12)




10. &5 - %

(DEBNRELGES - BF. SNENMERGES - BEICHT H1ER
[XIT 2. € DMOBEE R OIS

(2) B
10 XA TV (ZEyEE > — /L % [EAH)

) FHEE
AR L

4) BEDOME
Xy v 7 @MU : RY Far L (PP)
Xy o7 (WA : & (V)
=N =N
NRATIV : HT A
(I i
eI D K

11. ARt 5EMEE
MY BRI L

12. Z0Oth
LR L

_10_



V. BEICEEI HIEHE

1. BEEXIEHR

ORI
(BB
NoARAVVITBHEDAF L UitEES T FORE MRSA), AR FYTHL - Fq 7
1L
(RBRSE)
BEMEL REEXBAEED)

OB BERHBEF O 1L B AR

2. PEXIIHRICEET HFERE

5. %hEE - HRICEHET HEE

(BheEeHE)

AFNDHERIN BTz > TE, THERORIRZD <720, JRANE U TLOFTE R L OAFNZ ST 5
MR o 2 L

(BB X (REEXEBEXRZST))

(A SSHIERE A OFE ) 1 2R, HUEER G OLEEEZHW Lz BT, ARO#
Gy L S ma k5452 &,

3. BERUH=E

() AZERUVHAEDMEER
(Begttimn (BEEXBXEET))
FERAfE L, @E . A 118 0.125~0.5g (Fffi) % 1 H 4 B OG5,
7p¥, i, RE, ERICE Y EEEET 5,
(BHRIEROEELERNZRE)
AR L, @m% ., BN 1A 0.5 (i) ZFEWINPEDOHEAK OEREAIEFHLT 1 H 4
~6 [ERE &5 5,
7p¥, e, RE, ERICEVEEET 5,

(2) AR U R B DB - R
AR L

4. BERUVEBEICEEYT HFE

1. 8% - AEICEET 5%

(BEMHBRX BEERKBRXESD))

7~10 HLANIZ TH, 18R, BEEDIEREGED IMEN B A LN R WGEITERGEFIET 5 2
L,

5. BRIRALIE

MEKRT—2/\vr—
BA=RSANA

(2) BR PR E B ER
M ER L

_11_



(3) B RIS RRAR
LB L

(4) BRI AOSHER
1) AMIERITRAR
LR L

2) REMHR
TR L

(5) 8% - WIERHR
LB L

(6) st Rt
1) BRAREAT (—RERREHEE. HEEARERE. EAMRELERRSD) . WERS®T
— 8 A—ZHE. WERFRBRARONE
AR L

2) RRFHLELTERFEOANRXIEERL-ZHE - HBROBE
eS|
fE AR 2 R 5 5 & ik O, M E BB L UL FOXEEZHT 5 2 &,
LB e iR %A (RZMRE L BTe) Zik L, HMEIET L2 &,
2. WAL U 7= 16 & AT L, 3 E 7a (i F 2 PR3- 5 7o O IS RSB F L. e B 7R 1 AR {2 ik
T bHZ L,
3. RAMEMHE T UG EL2 4 1 BIEASEE IR T 52 L,

OO
] N — fie i A R B
Q7 A RY VT LT 47 4 2T K DA R 5
GBI 331 D A RMEFTAR S G481 13 B b 12 48] (92.3%) NARNTH-7T-, EHTFHALERE (4
T/BLLF) 1354 B, FHfEE A% (37.5°CLLTF) 1386 A Th o722, BEKMRAE D B A
@& & e BIWEA XL 2R T 5251 41 B 3 1) (7.3%) 2O L=, BIWERIZ. (K1, NE
K. TERL, TREY 2% 104 (2.4%) THhoz W,
<BFEHX17.1.1 X v#zzE>

@AF TV UMHEREAT RUERE (MRSA) (12 K 2 kG 2%
HKFREEIZ 331 D A 2EREM R G251 33 B9 T (100.0%) DA TH -7, T, I8, EEIEY
W DO IGIAER K RO IEFAL H U 3~4 H CTh - 7o, ZAEMEFnxIE5] 53 FlC &IVER X7
D ORI, BERMRAE O B 8E 51 FlH 8 il (15.7%) 128D b, EARRIWERIX.
[AST. ALT EJ). TAST, ALT B5H-. Al-P E& | &34 (5.9%) Thot= 'Y,
<BFEHX17.1.2 L v#zE>

_12_



——t
S
3

%

\

HEEICEHT HIEER

KEPHICEEH L LML ME

o

VaxX7FF REWAEYE . 74 a7 ="

FEE  BEEO S DLW OIEE - WRFL, BHOBRNLELZSZRT L L,

EEER

(1

(2)

YERERL - FEFREF
Ny a=A 2 OEMTMEOMBESRILEIC L2 DO TH Y . ZOREEMNITIRESTH S 19,
TR OO FE BB E 5 2 5,

<BEFIRL18.1 XV #sic >

& RAT T+ DHBRAAE
1) L fEH
O Nrawf YUERBENTT FURER, Lo VERER, MRk, BREE, 2 n X b
VPULE (JRANIVTL T T4 VEEL), TIF /<A EA T2 AT
AN I 23T, 7T BRI R S 0 Y,
<HEFIRIC18.2.1 XV #i550>

@ NravwA U FRBRENTATF VY Uitk E T R EKE (MRSA) 12k L CHE D& H L,
OB & ORNCA LM 2 7R K 7euy B0 F 72 MRSA & HW 72k REE B RBRIC BV T
RNy a~ A AT DIE LR 19,

<BFEL18.2.2 L ni#zzE>

2) A=W ) S PR

Noa~A 2 U HEBER0.5g TBR) IXHEE N BIZE A SIS AT, mWIHEENIRE &
AT ETHEEDIRZRTIEATHY . M RENENSRNEREEL TH DL, TOD EFHE
DLW TFRIRSEMERR T A N7 4 > (CERK 24 422 A 29 AATSERSFARE 0229 55 10 5) | 1
EOE, FEHFER O AT > 7=,

AF U UEE AT ROBRE (MRSA), 70 A MU P A« F 4 7 4 VIS HT B/ NEB R
IR (MIC) FLlERBR (in vitro) UL A X —{AEMEINGSE T M1 B IBIERN F bk
RERIZI N T, Nra~ A o U 0. 5g TR S/ N a~ 1 ¥ 800, 5g DEYEH
AR S e 2,

@ MRSA Z1E U &3 2 & FEH B 12 k3 2 PR 7 befai (M1c) 2

Methicillin-resistant Staphylococcus aureus (MRSA) % & irfifKAMEE KN Clostridium
difficile % G HHERMEREICXT 5 MIC (GR/NEEFHILEE) 1ok 2y a~A1 o g
HHk 0.5 THHIR) M OMERE N o~ A V80, 5g (BEXERIA]) O/ NEEBRLIEHEE MIC) %
BIE LIz, TOREE, Nra~wa v o ERER 0.5 TR 13 MRSA, H5MED 7T A5
RO T ARSI LT, 2R Lpg/ml, 0.5~4u g/mL Y 512~>2048 u g/ml. ™
WET, Cdifficile, WEKVMERE D7 T LGMEE KO T AEVERE IR LT, £ Eh 0.25
~2, 0.5~1 K64 pug/mL DRETEDOFRKEZMHIE L, HEHERF D 2~1/2 OPRETEDH
Bl Lz, LELY, Nra<of U EREER 0. 5g TR K OMEHERIAN o [F] S5 ML 25 e
Wi,

_13_



RVI-1 /Nav4 2 IERIERR0.5¢ TBA] RUER/ N> a7 4 L V8 0. bg (REHF)
DEEEKRICH T SH/NFEFBELERE MIC)

MIC (ug/mL)

iR (R3O N azA v GRS A VU
itk 0.5¢ TH1IR) 0. 5g (I HEBLFH))
B IR . MRSA (20) 1 1
53 HERR é Clostridium difficile (20) 0. 25~2 0. 25~2
Clostridium difficile (2) 1 1
Staphylococcus aureus (1) 1 1
Staphylococcus epidermidis (1) 2 2
Enterococcus faecalis (1) 4 4
Enterococcus faecium (1) 0.5 0.5
Escherichia coli (1) 512 512
Citrobacter freundii (1) 1024 1024
N R Klebsiella pneumoniae (1) 1024 1024
PRI ﬁj‘%g Enterobacter cloacae (1) 1024 1024
. Serratia marcescens (1) 2048 2048
Pseudomonas aeruginosa (1) >2048 >2048
Clostridium histolyticum (1) 1 1
Clostridium perfringens (1) 0.5 0.5
Eggerthella lenta (1) 1 1
Bacteroides fragilis (1) 64 64
Bacteroides thetaiotaomicron (1) 64 64

@ MRSA K& OMEHEREIEIZ x5 MIC/MBC Fhigeatn =)
MRSA J OMEHERHRIZ X9~ H 3 a~ A ¥ UIEREER 0.5 THIG) ROMER AN a~ A v
#0.5g (FEYERLAD) o MIC (R/NEHEFRILIRE) K OMBC (B/MEBEIRE) ZHIE L7z, MRSA
ZEte S aureusi ONZ Streptococcus pneumonia* \Zxkt BN a~ A 3 ¥R 0. gl B
181 D MBC IZMIC &% L< | ZNEIUEHERIFI D 2~1/2 (FLANTH > 7=, 7=, Enterococcus
faecal is*|\Zxf T BN A~ A 2 U MEEEEEL0. 5g THTR) O MBC 13>128 u g/mL TH - 72,
HEROFER LV . WH D MBC/MIC I2351F 5 RIS HER I,
S A B AR

@ NAARY—BEVERIGR T T Tk % KB R 0O R %k bl B 2

Clostridium difficile \Z X D/~ LA X — B KGR T T VIZHTT BN a<w A v R
HEHL 0.5 THATR) ROMERE Y a~A ¥ U8 0.5g (EYERLF]) ORI O RZEMEIZ DU
THET LT, EREEERGRE, N a~ A o U EmIER 0. 5g THHVA] #5-RER L O Rl
KT GREDOFHAGFRAEITZNZN 2.2 B, 224 BB X234 B THY . EFERIITNT
0%, 50% 3 L TN60% T o7-, £7- Log—Rank FEDFER., N a~A o HEERER 0. 5g
(VR s X OMEVERLA S G A PR R G Cx L, AERZAZRD T (p<0.01)
DITKE L, Ny a<wA v ERBER 0. 5g TR BHRIEERAR G-I LA B R E%
IR0 T,

(3) fE S IBHRT - H56REHR
TR L

_14_



VI

EYEhREICREd H5IEH
meEEDH
M BELESLTLBRE
BRI L
WH, BOBGICL-oTUF L AR EN T, BWIEENBENM:ONDS, 2, mPicidige
A EBRD BRI,
<BFUSC16.2 L0 EEEE>
Q) FBRAEBRCHAIN-MPEE
1) LR AR A
R 10 B 5B o I R A V-1 1R 2,
RVI-1 FAO/BSHEOMmMPEE (BERKAN)
1 H¥ 55 N 1 g
#5800 (pg/mL)
500mg (Jffi) X4/H | HIE [R5
7H (2.5) LL'F
(¥ : bioassay)
<BTFI16.1.1 L st >
2) (B IENE K G2% D FBE
& 0 e BB OO I PR A V-2 (2R 1
FVI-2 ROKSFOMPEE (BEMEXBRXOESE)
1 Hi5-& N 1 g
P 51 (pg/mL)
500mg (J1ffi) x4/H 5 I E BR A
5~7H (1.25) LL'F
(€ : bioassay)
<BTFIR16.1.2 L #EiE >
N AF U UHEREE T RUEKE (MRSA) (2 X 2 GG O B
B OB B I TE PR A £ VI3 (2oRd 2,
RVI-3 BOKRSHOMBEDEE (AFI) UMMEEE T FOBKE MRSA) 2k BBREMBEADEE]
1 H5& N i3 PR B
#5141/ (ug/mL)
500mg (J1ffi) x4/H 06 I E FR A
2~19 H*! (1.0) LLF
1) AROEFHm B 31 FlzB T 2GR &2 R LT,
GRIZEYE @ FPTIA (B0OGIREZHlER) )
<BFIRI16.1.3 L #EEEE>
(3) hEE

AR L

4 BE - HHEEOEE
[VIL. 7. #HEAE ) OISR

_15_



BYLRERIN/INT A—4

(1) A 753
AR L

(2) WUIEE TE L
M E R L

(3) HKERE R
AR L

WIUTFUR
AR L

O) R mEE
AR L

(6) ZDith
M ER L

BEH (REaL—L3v) @

(1) A Fk
LB L

QNFG A=A EFHER
M ER L

M UR
W, BRAREICL > TUTEALRINENT, BV ELENEENM OGN D, F/-. mPIIXIFE A
ERDENRNWE L, BEIREDH 5 EE TRV T, ISR PICHEE SNz & oz
3?) 5 12)0

<FBFUSC16.2 LV 550>

VXiil
(1) Mm% — Aixi BE P9 @B 14
M ER L

(2) % —Re BERAFT @B 1

MBI L
Q) A ~DFITHE
[VI. 6. (6) #2FLI7] DOIESH
(4) BERA~DFBITIE
ERR L

(5) Z DALDIEBA DI T
LB L

_16_



(6) MITFPEAKEEE
fEEER AT 1. 0g (Fflh) ATEEHEFREOIMTE 2 AV, DR ABEIC THIE SN - s E Ak S
HRIL34.3% Tho71= ¥,

HAAI RGBS - IS 3R B, (V.3 MEROME) OHEBE)
<FETFIRI18.3.1 LV #aFe>

6. H

(1) FR BB R DAL BHAERS
LB L

() RBIZEEST 2BEE (CIP %) OHTFHE. BE5%
MR L

Q) FEBBENRDEERVZDEE
AR L

@) REVDOFEEDOEFERVENL., FELESE
Ny oA T R ORI IS STV R,
<BEFIIL16.4 L vi#sic>

7. HE

HEMEERAL
BOEGTIZEAERIRENT, BWIEEENRENSG L, MHITIXIZE A ERD LR
EOWMENDHD Y,

HEie=R

OfERERR A
OB GROIEMRPRE JRPREZEZVI-4 (TRT P, B, Ny a~wa U R TS
%, T2 W& T2 90%LL BN RAFICRE(IR & LTt Sz 2,

RVI-4 BOKREHOEFEHRE. RPRE BERA)

1 &G &E FfErpyR PR R
B 5 (ng/g) (p g/mL)
500mg (Fiffi) X4/H 2500~4750 I
7H (n=1) (n=1)

(HIZEEE : bioassay)
HAKOERRBE N AL - HELIZEZ2 2, (V.3 HEROHE] OEZH)
<UL 16.5.1 LV #sit >

QRIEMER R O BAE
B G- REOFEE RS | R 2 K VI-5 17T 7,

RVI-5 BOKEHOEFEFRE. RPRE BEEXEXRDOEE)

1 55 FAE PR daab=3:
541 (ung/g) (u g/mL)
7 PR AR
(1.25) LAF
500mg (i) x4/H 726~8370 (n=1)
5~19 H (n=5) 2.44~94. 6
URHHEMEER £ 0. 15~1.65%)
(n=3)

(I : bioassay)
<BFU16.5.2 L s>

_17_



@AF TV SR T RV ERE (MRSA) 12K 2 YNGR O BE
OB ERFOFEMAPEREE . R 2 £VI-6 [ZRd 2,

RVI-6 FORSHOEFTRE. RPRE (A F2) UMEERET ROEKE MRSA ICE5BEMHBRDEE)

1 B 5 & FEfd R PR AR
B 511 (ng/g) (u g/mL)
500~5500 .
) BRSR
500mg (i) x4/ (n=9) PVERTT
2~19 g 10. 5~92. 5*2 (0'39)0fi3r 23.4
(n=1) }

K1) ARMERHET G131 Bl 1T DGR 2R LT,
2) JKERMETHIZ 2 L7z 141,

(IEH : bioassay)
<BFU16.5.3 L s>

8. FZIVARKR—E—IZEHT B1EH

BB L
9. BNFICLDHBRER
LR L

10 HEDERZEZRI HEBH
(BHERERESE 2475 % (OB K% 0 18 2)
6 15 RED ML 2 RVI-T ISR GHEAT— %),

RVI-7 ROKRSFOMEPRE

o N 1 BREE 13 R B
No. | Al 1 iR e (1 g/nl)
AR BEX
Lk 26) LSS .
1 1475%. & R 250mg (Jffi) X4/H X8 H 13.5~34.0
500mg (J7ffi) x4/H X8 H
2 62 . B AR A 1000mg (F3{f) /H¥ X9 H 11.4~20.3
500mg (i) /H*X3 H
. BRI
28) M ~
3 2%, B e ngty 250mg (CHffi) xX4/H X11 H #14.5~7.0
) PRI 250mg (JJfli) X4/H N
4 45 5%, B BT ¥ 53415 7R B 2.4~2.6
500mg (F7ff) X4/H X3 H 11~13
5 | 455k, B 1L Z T 125mg (Fffi) <4/H o 43 4
5 5- 1) A~ B ’ '
L g 28) *EE%%\ 250mg (Jifii) x4/H
6 | 83 & i T 5 R 0.0
a g o28) g ==y J 500mg (ﬁfﬂﬂ) X4/ H ~
7 28 k. B BE R ME BHE ¥ 5 R 0.7~9.8

(HIETE < No. 15 RIA (S SesZ T 14) . No. 2~7 5 FPTA (HOLRIESEHIETR) )

HARIOARSNI-AE - HELIFER RS, (V.3 HEEOHE] OESH)
<FETFIRI16.6.1 &V #a5L>

1. Z0th
LR L

_18_




Z&e EALOIESF) (CEYSHIER

ZERNBEFDER

J—

B

AEIOMERDFKRE 1=, [0, ek - DRICEET HEE L. 18 EXZLELRMIE] O
HZEAZOL, BEFAIZEHE L,

BEANELZNDEH

2.2 (ROEFBIZIXBELLENI &)
RANDEFZ L DY a v 7 ODEFFREOSH 5 BE

MAEXIFRICEIET X & TDEH
(V. 2 SRE TR BE S 5 e E ) BT L,

RZRUVHAEICEET 5ER L TDER
(V.4 R R ORI BT 5 R 2B 52 L,

EELGERWIEL ZTDER

8. EELGERMEE

8.1 AAIDOHEMICHTe > TiE, MHEEOREHZ Ted, ROZ EICHEET DI &,

8. 1.1 JERYLIE DIRMRIC o0 20 Ak & R 2 RO IRAI T2 OFEDO T TITH Z &,

8.1.2 ¥WEMIMIE, SERAL, BIERE, BAOIERFZHE L., WY, KAl Ofki 5
ISLELINEEE Ly R DTRIR LR RAKIROBH D52 L Lo T &,

BRENDERZAI HEEICHT IR

() EHE - BEEZEDOHLHESE

0.1 ki - BEESDHLES
9.1.1 REIDEHARIZRTF RRREME. 73/ 7)Y RRIEMEICH LBBEDBREE
DHHEE
9.1.2 RTIFFRNEME. 7I/57V a2V FERMEYEICL I HBEXIIZOMOHEEOH D E
&

BRSBTS 5 BZ A D 5,

(2) EHkpelEERE

e

9.2 BHmREEERE
Fh& - BERBOFEH 24TV, HEICRET 52 L, RIEERBREFEOHEDGEREDH
L EOBHERERE (LEREITPE) Tid, WIS, JRlk2NEBIE L TERT 2 B8Thn
b, NravA BB OFIRNE G THRESN TV D SO L FRRZEIERNEEHT 5 A
ety d 5, [9.8, 11.1.1-11. 1.8, 16.6.1 & M#]

C

() ez ERE
REI LTV

M EEReZE=A T 5F
FRE STV R0
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(5) 4E8%

9.5 1E4m
R SUTSEIR L TV D ATREME D & 2 MBI, TR LA MGl Z2 RS &l S s
GRZORETH L,

(6) =217

9.6 R7LIR
R EOA MR ORARBOARMEZ B E L. ZAOMESUTTIEZHETd 5 2 &, kN
FEIZEY, & MEELT~OBITREO b TN D,

() INR
BIE STV

(8) En#&

9.8 EnE
ERIEGICER LT, MEICRG T2 &, —RICAEEEMET LTV S, [9.2 21

HREFHA

M RZEREFDER
BIE STV

QHRAFELZEDEH

10.2 StREE (BRICEEI S L)

SRH4 2 BERAEAR - H5 & 515 R - faliln 1
L AFFI RIRFIZBE G- 2 E ARBIOER D ER | 2 V2T 7 I U ITEERN TR o

BT DBENNHLDOT, KRR~ v LRET 2.
ZbHITTHRETDH L,

Bl

1. 8l
ROBWERRHHOND ZENHDHDT, BEELTHIATV, REDBED LN LGEILITKRS
I 57 EWEY R LE 2T O 2 L,

(D EXGEMER & HER

1.1 EX%EEIER
M1 23wy, 7H747F— (WTFHLbHEARH)
MFER T, ANPFRE, DR, Wi, K&, R, HBD ., BTFERE b HEE i3
Hazduuk L, WER0ELE1TH 2 &, [9.2 ]
11.1.2 2HEES. MESEERX (W I HHEERY)
[9.2 &H]
11.1. 3 SRMEKRA . |MBRIBRAE. M/DRED (W30S B RB)
[9.2 &H]
M.1.4 hEMREIZETRFMAEAE (Toxic Epidermal Necrolysis : TEN) . K & %5 15 BR F 15 B¥
(Stevens—Johnson fERE) . FIMEREL (T 1L HERE)
[9.2 ZH]
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10.

11.

11.1.5 FHIMBEAEAEIRSE * (HEERB])

[9.2 B HE]
11.1.6 % 8 iNmiZfEE (B RH)
[9.2 &M ]
11.1.7 BEEXER GEERP)
[9.2 &M ]
11.1.8 FFHEEEREE . &EE (Wb HE AR
[9.2 BHE]

(2) ZDHDEIER

11.2 2Dt DEI1ER

FRFE A 3%LL E 3% A i A R B
2 B, WL, BRI B, £ 9
B HKE %ﬁ AN Wz, <9
FE
iR /N I FRERIE 22 M Bk, &
ik AST k5 ALT 5 Al-P E5
HibZR T L, R, BARRE
BIN L&, 7 v 7F=r
Exi—!‘
B Mk N
Z D, =R AR5

ARRERRICRIZTZE

BIE STV

BERE
BIE STV

BALDOEE

14. BRLEDZEE
14.1 EXREBFOIE
(BHEROEELERNZRE)
14.1.1 RFNIASA TOVAD OFH (BE) Th oD, EHERE UV 5~10mL OMER GRS HKE)
TS 5, ARRRITEEOLOEZHAWD Z &,
(heE£a@)
14.1.2 BHRRZOEFETHRA LIS WIEAIZIE, Bra vy 7ETHERLTH L,
14.2 EXRIZEBHOIE
(BHBEROHEIELERZRE)
BIRRITE BICIRAT 2 2 &, 7. RIAICH - > TUZAFENERE O 72 DICEARKR T o8
Wk L7252 E N E LU,

12. ZDHDEE

(M ERERFERAICED < 1FR
BIE STV

(2) JEREPREABRICE D < 1B
REI LTV
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JERRPREABR B9 4 1EH

I ER

(1) AR
VI S FEEICBE T 2T | OHEZM

(2) REVEEEHB
AR L

(3) E D> FEEHER
REERR L

HEaER

(1) BER S B
AR L

(2) RIS H R
LR L

OF U=t
MR L

(4) %A R
MR L

(5) R R BIEHR
PG L

(6) B A RIS 5
AR L

(D Z DA H BN
AR L
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X. EEMNEEICEYT HIEH

1. RHEIX7
# Al oo
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i FLEN A
KEOWAHSCE | 8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy
Risk Summary
Systemic absorption of vancomycin is low following oral administration of

VANCOCIN; however, absorption may vary depending on various factors

There are no available data on vancomycin use in pregnhant women to assess
a risk of major birth defects or miscarriage. Available published data on
intravenous vancomycin use in pregnancy during the second and third
trimesters have not shown an association with adverse maternal or fetal

outcomes (see Data)

Vancomycin did not show adverse developmental effects when administered
intravenously to pregnant rats and rabbits during organogenesis at doses less

than or equal to the recommended maximum human dose (see Data).

Data
Human Data
There are no available data on first trimester use of vancomycin in pregnant

women to assess a risk of major birth defects or miscarriage

A published study evaluated hearing loss and nephrotoxicity in infants of
10 pregnant intravenous drug users treated with intravenous vancomycin for
suspected or documented methicillin-resistant Staphylococcal aureus in the
second or third trimester. The comparison groups were 10 uninfected
non—intravenous drug—dependent patients who received no treatment and 10
uninfected untreated intravenous drug—dependent patients. No infant in the
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vancomycin exposed group had abnormal sensorineural hearing at 3 months of

age or nephrotoxicity.

A published prospective study assessed outcomes in 55 pregnant women with
a positive Group B streptococcus culture and a high-risk penicillin allergy
with resistance to clindamycin or unknown sensitivity who were administered
intravenous vancomycin at the time of delivery. Vancomycin dosing ranged from
the standard dose of 1 g intravenously every 12 hours to a dose of 20 mg/kg
intravenously every 8 hours (maximum individual dose 2 g). No major adverse
reactions were recorded either in the mothers or their newborns. None of the
newborns had sensorineural hearing loss. Neonatal renal function was not

examined, but all of the newborns were discharged in good condition.

Animal Data

Vancomycin did not cause fetal malformation when administered intravenously
during organogenesis to pregnant rats (gestation days 6 to 15) and rabbits
(gestation days 6 to 18) at the equivalent recommended maximum human dose
of 200 mg/kg/day to rats or 120 mg/kg/day to rabbits. No effects on fetal
weight or development were seen in rats at the highest dose tested or in
rabbits given 80 mg/kg/day (approximately 1 and 0.8 times the recommended
maximum human dose based on body surface area). Maternal toxicity was observed
in rats (at doses 120 mg/kg and above) and rabbits (at 80 mg/kg and above)

8.2 Lactation

Risk Summary

There are no data on the presence of vancomycin in human milk, the effects
on the breastfed infant, or the effect on milk production following oral
administration. Systemic absorption of vancomycin is low following oral
administration of VANCOCIN; therefore, it is unlikely to result in clinically
relevant exposure in breastfeeding infants. The developmental and health
benefits of breastfeeding should be considered along with the mother’ s
clinical need for VANCOCIN and any potential adverse effects on the breastfed

infant from VANCOCIN or from the underlying maternal condition.

7 M
(An Australian categorisation of risk of drug use in pregnancy)

BE PO

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.

Sehttps://www. tga. gov. au/products/medicines/find-information-about-medicine/prescribing-medicines-pregnancy-database

(202346 A 27T H 727 &X)
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(2021 £ 12 A)

8.4 Pediatric Use

VANCOCIN is indicated in pediatric patients less than 18 years of age for
the treatment of (. difficile-associated diarrhea and enterocolitis caused
by S. aureus (including methicillin-resistant strains).

H[E D SmPC
(202246 H)

Paediatric population

Vancomycin capsules are not appropriate for the treatment of children under
the age of 12 years or for adolescents unable to swallow them. Below 12 years,
age—appropriate formulation should be used
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