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(1) MR - K
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1. Hlf
(1) HRORXH
TR R B
(2) HEONBERUHER
. TA AT T = HiH TA AT T = HH
e M 200mg [HET ¥EA 400mg THET )
o RS AR B
A - HER 1~ B D S B SR
oH 7.2~17.8 .
(200mg (J7fff) /8mL 7K¥EHK)
. 0.8~1.0 (EFRRHKICH T2 )
SR (200mg () /3mL A0

(3) #Aa—F
A Lgn
(4) RFEOYE
(V. 6. BAIOEFEMTIZBT 2LEME] DHBH)

(5) Tttt
EHREM
2. HEIDOHER
(1) A% GEERS) OEERUVHNA
. TA T T = K TA AT T = K
e FRVE 200mg THET FREA 400mg THET
1314 T v 134 7 L
HEhE Sy FAaST= FALaSF5 =
200mg (F14fh) 400mg (711fh)
WA SEIRALALL. pH A

(2) BREEORE
B R L
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6. REDEEEHTICHEITIREMR"

(1) TR

OTA a7 T =r e 200mgl HET.] 40°C, 75%RH  [HBEoEEmE (N1 7))
HETE H ok ez il
<HiHE > &5 BH AR RS 1% A 3% A 6% A
MR 08K02
<HE~BEEOORS NS | FU1800 WA Bk ke Bk
IR TH D, > FU2100
TR a5 08K02
(B, RN A2 kv | FU1800 e — — Bk
HIEER) FU2100
s 08K02 1.0 1.0
NE| %j:
gt FU1800 1.0 — — 1.0
: : FU2100 1.0 1.0
I 08K02 7.4 7.5 7.4 7.4
P S FU1800 7.5 7.5 7.4 7.4
) ) FU2100 7.4 7.5 7.4 7.3
AR 08K02
<R R ER AT~ 3548 | FU1800 SRy HWE Bk HWa
BEHTH D > FU2100
Ko 08K02 2.0 2.4 14 1.4
\ FU1800 2.0 2.1 1.8 1.5
<5.0%F> FU2100 2.0 2.2 1.6 1.6
AN —ME (%) 08K02 0.7 4.6
(& w723 50) FU1800 2.6 — — 2.7
<15.0%LLF > FU2100 0.9 2.0
T N R U (EU/mg (i) 5311{5020 N o o A
<0.75EU/mg(J1ilh) i > FU2100
ARV ek B 08K02
<HLMNIEO BN D ARNEMERY | FU1800 WA — — Bk
HERD N> FU2100
A PERORL T30k 08K02
<D10um LL_k:6000 fE/EZLLT .| FU1800 e — — Bk
@25um LA I : 600 fH/4525 00T > | FU2100
e 08K02
A AR . .
e - FU1800 e — — Bk
s 2]
<HDIHEBZRDILN> FU2100
|rqars=r azm @ 08K02 91.7 89.9 89.1 88.5
o Z78.0%LL > FU1800 91.1 89.6 88.9 88.3
. : FU2100 91.5 88.5 89.3 88.5
D °
L7 qars=2 asnt (0 08K02 6.2 7.1 9.3 9.6
57 1T.0%LT > FU1800 6.2 7.4 9.6 9.8
IS e FU2100 6.4 7.3 9.2 9.6
B2
# 2o ZOMORS (%) 08K02 2.1 3.0 1.6 1.9
Bt <BO%LLT > FU1800 2.7 3.0 1.6 1.9
70 FU2100 2.1 4.2 1.5 1.9
R 08K02 116.9 118.9 117.5 117.8
FU1800 97.6 95.4 115.5 108.8
<95.0~120.0% > FU2100 103.3 97.3 118.6 112.8

Ko RTRBICHTOEAE (%)




OT A a7 T = 8l 400mgl B & T

40°C., 75%RH

[cfedEmRe (g 71) ]

WEEA =IO TRA7 I
<k > ey BA A1y 1% A 3% A 6 7 H
PR < BB~ EEDOR ST | EI0400 . . . .
LHUIM AR THD, > EI1100 l al l al
(REEE, FABILASS [ | 210400 e — — e
o 1100
HIEER)
= b EI10400 0.98 1.00 1.00 0.96
<0.8~1.0> EI1100 0.95 0.97 0.97 0.95
pH EI0400 7.5 7.5 7.5 7.5
<7.2~7.8> EI1100 7.5 7.5 7.5 7.5
<k R e~ | 010 e e S RS
BEHTH D >
Koy EI0400 2.2 2.3 2.4 2.1
<5.0%LLTF > EI1100 2.1 2.4 2.0 2.2
1] K] — | [
i‘f’f = r{ 06) EI0400 0.7 o o 0.4
(PR Z2500) EI1100 0.9 0.6
<15.0%LLF > ) :
T R R URBR EUmgOI) | EI0400 A - o i
<0.75EU/mg (1 fi) i > EI1100 8 e
TN BB EI0400
<H LMD SO RAEMERY EI1100 e — — Bk
Z RO IR >
AR MERL T35 EI0400
<O10pm LA _I-:6000 fE/ 2201 T, E11100 A — — Bfey
@25um LA : 600 {8/ # LT >
TR EI0400 A _ _ o
<HOEBEEBRDRN> EI1100 = H
Y = FTAaFT= A28 | EI0400 93.7 90.6 89.5 88.3
Ao | (%) <T78.0%LhL> | EI1100 92.6 90.4 89.4 88.2
E m= | 7Aa7T7=A3HE | EI0400 5.1 7.3 8.9 9.7
= 7| (%) <17.0%LLF> | EI1100 5.2 7.7 9.1 10.0
22| xothons %) EI0400 1.2 2.0 1.7 2.0
<5.0%LLTF > EI1100 2.2 1.9 1.5 1.7
&' (%) * EI0400 115.1 114.8 115.3 113.8
<95.0~120.0% > EI1100 115.2 114.3 114.4 113.7

(2) RHIRAFHR

OT A a7 = lEFEEH 200mgl A =1

Ko RTRBICHTOEAE (%)

25°C. 60%RH [FH&odEERE (1 7))

HEHEHE =BV LRA7 3T
<HIHE > &5 BH RS 12 » A 24 » H 36 # A
PR
<BEB~EEEORSIZHN D | LT1000 e A e A
iR Th D, >
<7 2pNH7 8> LT1000 7.5 7.5 7.5 7.4
L | TaaTrI = A2
ﬁ;zz %) <T8.0%5L 1> LT1000 90.5 88.7 87.6 87.0
B | TARTT = A3
J;}E s 7 %) <17.0%LLF > LT1000 5.9 7.8 8.6 9.2
» 7 -
Wl ooy (%)
& < 5.0%LLF > LT1000 3.6 34 3.6 3.7
4B (o, RS
S (%) LT1000 112.5 109.6 110.7 112.9

<95.0~120.0% >

K RREICHTTOEAE (%)




OTA a7 T = 5EA 400megl HET] 25C. 60%RH [ DIEERE (/1 T V) ]

HEE B 7y b PRAFHAM
< B> &5 BH AR 12 » A 24 » H 36 # A
PR
<HE~REOORESTHAN DI | EI1100 A e A e
iR ThH D, >
pH
<TaT 8> EI1100 7.5 7.5 7.5 7.5
L | TaaTrI = A2
ﬁiﬁ %) <T8.0%L > EI1100 92.6 91.7 90.4 89.8
B | 77T = A3 HE
%%%Z %) <17.0%LLF > EI1100 5.2 7.1 7.1 8.5
» 7 -
X2 FoMopksy (%)
= < 5.0%LTF > EI1100 2.2 1.3 2.4 1.7
£ E. (o, *
a8 (%)
<95.0~190.0% > EI1100 115.2 114.9 114.2 116.4

Ko RREICHTTOEAER (%)

7. ARNZERUVBRBEOREN
(1) SREE
(TVILL11. & s OEBR)




(2) BREOREM?
TAATS =V REEER 200mgTAET]
TA AT T = i EERER 200mgl HIE T 134 7V % HW S K CUT AR AR 3mL % %,
WNEMZ R L, RBRIEE Lz (R : 67mg () /mL),
ARBRIRIZ X | SMEL. pH KOG EZHIE Lz,
RIFTERE « Mt/ N1 TV, B2
=W EH(20.5~23.0C ). ENBOLT ( 786~858Lx )

B 2.4~6.2°C. X
iﬁ “jg* B WfRE | SR | eEEME | 24 rRE 48 I
S WEE AL | EB O T | BERO T | BEBA T | SRR SR
Tt Tl TS 7 TS 7R VTR A (0 P
pH 7.50 7.56 7.56 7.56 7.55
A )
RN s 99.0 100.9 100.4 101.3 98.3
Peti 100.0 101.9 101.4 102.3 99.2
<H§§£,‘;§> 100.0 100.0 100.0 99.5 99.0
=0 i G ERED | FEBELL | REBEL | ARBELD | W rARRE
A A 8 7 8 7 VIH IR AR (0 T
- pH 7.46 7.50 7.54 7.49 7.50
£t | &%)
W% <P Ep s> 99.5 100.7 101.4 99.6 99.0
Peti 100.0 101.2 101.9 100.1 99.4
<H§§Ig%£> 100.0 100.0 100.0 99.5 98.9
S RIS UT | IR XL | B O ST | e R T REE AT
Tl R Tl THAE 7R B 7R T8 A
pH 7.50 7.56 7.56 7.55 7.56
A )
RN s 99.2 101.0 101.3 98.3 101.7
FRlER 100.0 101.9 102.2 99.1 102.6
<H§;‘;§> 100.0 100.0 100.0 100.0 99.2
/AN
R i YRR T | BT | R T | BT | B
A A A8 A 8 7 A
- pH 7.48 7.48 7.50 7.50 7.50
£t | &%)
% <P Ep s> 100.0 100.2 99.2 101.3 101.4
Peti 100.0 100.2 99.2 101.3 101.4
<HPLC #>
ity 100.0 100.0 100.0 100.0 100.1




TAATS U RBRTA 400mgIBET]

TA AT T = mIEEER 400mg T HE T 134 70 & v S K CSUTAE PR AR 6mL 20 %

NEWMZR L, RBiRE Lz (B : 67mg (ffi) /mL),
RBRIRIC S &, SMEL. pH KOG EZJIIE L7z,
RAFIZHE © Mt oA TV, Bfe
EWN : =ik(19.9~21.3C ). ENHOLT ( 801~884Lx )
M 0 3.1~5.0C.

7 | Vo

. RERTEH N AR 3 W% 6 IR t% 24 W14 48 PR
ES LR
N ROV I (VB ROV I OV ROV
LA pH 7.36 7.39 7.38 7.40 7.36
N —rreE
< E=>
- A o) 100 100.5 99.7 96.6 99.2
SN R IOV I OV R IOV I OV R IOV
e
3 H 7.36 7.35 7.37 7.36 7.37
T H;@&
< =>
A o) 100 96.5 98.5 99.9 95.1
SN R IOV I OV R IOV I OV R IOV
TER pH 7.37 751 7.54 7.49 7.55
K HPLC I
=>
<HPLC: 100 100.7 103.3 99.0 104.6
. FRAFHR(%)
aEl
N R IOV IR OV R IOV I OV R IOV
e
H 7.36 7.53 7.52 7.45 7.46
feiR H;@&
< =>
A o) 100 100.6 98.2 101.9 98.1

8. hFLNDEEEL (MEIEFENEIL)
(IXI. 2. ZOMOBEEEE] OESMR)

9. Wit
LR

10. B -aF
(1) FRIRELGER - BF. NEIFRKRLER - AEICEHATLHER
Y LR
(2) A%
(TA a7 T =2 KilisE N 200mg THET])
10 XA T v
(TA 27T =GN 400mg THET))
10 XA T v
(3) PHEBE
MER R L
(4) BROME
RAT IV AT T A
A TFLT A
10




1.

12,

ARBHINIEHE
PARPSA

ZF Dt
AR ANA
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V. ARICEYSEE

1

2

3.

. PEEREHR

CGE MR

AFNREMED A F U CIERE AT B ERE (MRSA)

CGHIE)

JCAE , PRAOEPEREIRGLAE . B IERRBE, M5 « BME R OFATAIS O " RIE, Wiz, B=Mg, 18 1Lk
FRTE D IR

. MREREIHRICEHET HER

S5.MEEXIRRICEET HEE
AHNIAF LV D EET B D EKERIYEIC S L TORGHMENBD LTV D,

RERURAE

(1) RZERUVREO#ES

HWE., RAZIETA a7 7 =L L THH 400mg (J1fl)) Xix 800mg (J1ffi) % 2 [FNZ43iF, Litk
1 B 1[0 200mg (M) Xix 400mg (M) % 30 LA by CEfiiE+ %, BuEcix, #1H
800mg (/i) % 2 [N/t LA 1 H 18] 400mg (iffi) % 30 23 Lh B CAififiEsET 5,
W, R, RSO INRICIET A 27T =L LT 10mg (i) /kg % 12 BRI T 3 [, LIt
6~10mg (JIff) /kg (WUMIE7e & O FEIELYYE Tl 10mg (JIffi) /kg) % 24 B 2 & 12 30 /7 LL
DT CHRIERHET D, F72, AR RHAKRERZED) 7 A 277 =0 & LTHIEIDOHA 16mg
(M) /kg %z, LI% 8mg (JIfl) /kg % 24 FE Z & 12 30 43 LL BT CATEERET 5,

7k, e, RE, ERICE Y EEREET D,

(2) RERUVRAEDOHRERE - 1R

RUERR L

4. RERUVRAEICEHEY STE

7T.RZBRUVAERICEET 3R

74 BEHMPIXMPREZE=2) 7 THZERLEE LY, T 7LD MPREIX 5~10u
gimL RO Z ENEEORL L2508, BUEZR & O FBEAEEYIE 2 BV CTldhfe F2 72 MR 2h R % 15
L7292 10pg/mL Pl EERSZ &, [9.1.2, 9.2.1, 9.2.2, 9.7, 9.8 ]

7.2 AANTEL UTERE S PR S 7v, BHREREAE CIXBEMREERE LV b P AN e R
LT, BEEEAFH L THEHTLILERH D, 7 LTF=2 - 7 VT T UANLEEETIEE
MRAZRE T2 B LI TO LB TH D, 7ok, MIKEN & 5 \WIZMEREENT 25210 T 5 B~

OREIZ. 7LV TF=r 7 0T T AN 10mL/min L FTOBEE LEREE T 5,[9.2.1.9.2.2.16.6.1
B
B OIS 3HEET) 4 HHLE
1 HOHEZFWET 2050 NIEHICEKRE
60=Car>a0  |WREEHE LS LR | REEHRT LY
. 1 HOMEZ U3 ITWTH20HHWEI3 HD
02Ca>10  [HEREES S LORSRE | &hﬁj .
1HOHEZ 15T 20H5WE5 HID
10=C B ERE S L VWEER
cr B RE -%% =+ B’E5&E &&C&Efﬁ‘éo

7.3 v a v 7 KOy K< it (B, S, BB, 2 5% Dl SN TWn5 0T,
AHNOFERIZHT= > TiX 30 L LT CTARMHEEREL, Vv ay MHETIIFEHA LR
L, [11.1.1 M)

12



5. ERERRLIE
(1) BERT—321Rvr—o
BRI L
(2) EREKZEEFER
MR L
(3) HERIGEREER
MR L
(4) BIEMEER
1) EHNERETRR
17.1.1 ENERKRHER
MRSA FEYYE (BN) (280 5 ARl SIERT 43 Bl TH Y . AT 79.1% Th o7z,
JRBA A (%)
B I E 6/10 (60.0)
B2 FE R AR YL
o - OlFEE - k9
R TIRSE - BREE
TS D FAFNE IR
R ETRSIN
Jiti &
=33
18R SR
B 34/43 (79.1)
MRSA (2% 2 M F 0980 313 70.0% (28/40 f5l) DOENERTH-722 ~7 (FA).
2) R&EHUHER
Pl v/
(5) BE - WEAHEER
MR L
(6) ammER
1) SEARERE (—REAKERE. HSECEARERE. CARBLERAE). RERFTERT 4R
—RRE. RERFTREBRAROAR
17.2.1 /MR
(1) /IR FEOHARZ xS & Lo ERRRBRICB W T, #RHEZ /N 10mg/kg/BH . B4l
8mg/kg/H & LT G 21T -7, /NE (41 BE~10 %) TIiX 8 it 5 1, #HAERD (4 AlE~93 B
W) I 9Bt 8 Bl At 76.5% (13/17 B) OAEZhE (SRNKEE) Thoiz,
TA AT T = ERRBROBECTERWEEEZII1THIT 36 (17.6%), 5 A b oY,
(2) /NEREROSHHERZ SR L LTERBIFRE 21T - 75, &5 MRSA FUUYE & HEE SN D /NE RO
AN (0 Bili~15 %) ISk LT, AR (SNUGEE) 1X88.5% (23/26 i) Tho7-, F/-, H
HIRIT 75.0% (18/24 f51) TH - 7=,
BITEFIX 9 1 (20.0%). 14 14T, ERRIERIIIFHBEREMBORE Tho72",
1) 93 HimOIKHAKRE R 2 &,
2) RBEHELTERFEORNENITEREL-HE - RBROBME
R L
(7) =0ttt
% L7

15/16 (93.8)

13/17 (76.5)
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VI. ENEE(ICEET SHEE
1. EEZMICEEHSLEMNITILEWE
Noaw A2 R
TV aXyF RRIVEYE

EE  BEED D DB ORIEE « ZIRFIL, RFOBPMNLELZSZRT DL L&,

2. ¥BEER
(1) {EREREL - VEFFF
TA a7 = OFERIZ, MEOMIBEESKFICE 26D THY . ZDOERITEENTH S 10,
OMRSA F R 57 BERR(60 #2592 HiEE 1155k 19
BRI hE I : 2008/4/18~2008/6/17

MIC (ng/mL)
Drug MIC range MICso MICso MICoo
TA a7 T = iR
200mg! H[E T 0.25~2 0.5 1 1
[Lot.EU2000]

(2) ¥EDHEEAMNTHHEBRE
18.2 iE A

AF U UittEEE AT R ERE (MRSA) 2% LT in vitro KO~ 7 2 % W= REBRICB W TEL-
HENEB L, 77 AEEEIZH U TIPLE /1 2 /R S 7a0) 10714,
18.3 ittt

MRSA % Jil\ 7= in vitro COTHER S ORCHRBIC & 0 B LI RER, THRE(LITEL 19,
(3) EFISETRRSR - HRISR
AR L

14



VI

1.

EyEReIcEiv 41EH

meREDHTR

(1) aREtFHLCOPRE
MMERR L

(2) BFRSBRCTHRB S -OPRE

16.1.1 BEEEE (BA)
TEEERR N B 48 5 B 2, 4 L 8mglkg DT A 277 =% 30 3/ TRk Lz & 2 Oi
MAEF R EIXZ N1 17.0.34.4 OV 71.8 u g/mL %7~ L G HZ YN L AGEC D LT
HEA D 46~56 FE[H] & X D TRRLMITIH A L7z 17,

BERERL NI BT 2 BRI T A 27T = R E
CPEE AR MR 22, n=5)

(ug/mL)
100 ~
—0— 2mg/kg
—— 4 mg/kg
il —0— 8mg/kg
L.P
&
I3

0.1+

I
0 24 48 72 96
(W)

16.1.2 REH/’E (BA)

EERANB 5 BT A 277 =%, 4mglkgl A 1A 7 AMKEHFIRNE S GRERA) . KO, &
FERE A+ 3 BICHIH 400mg2 [0], 2~5 H HIX 1 H 1 [0] 400mg % KEHIRNZS G B) L. i
e R A R T

R A IZBWTIE, 5% 24 FFEE (M7 7IRE) 1X2.5ug/mL Tho7o, KEHKRSE 5~6 [EITIX
EEHFIRABICE L, R G1% 24 FERMEIAIEIR 5RO 3 % (7.2 u g/mL) & 7xo7z,
HERBIZB W ClE, WIEER G- 12 FEE % 0 loading dose (2 L 0~ T 7B EE 1T#-C M EFIRREICE L |
DI REHRGIZ LD 10~12 0 g/mL O b7 7 A NHER: Stz 17,

15



16.1.3 REHEE (IR)
(41 B#ER~10 7%) I LClET A4 277 = 10mg/kg % 12 BT 3 A, L% 10mg/kg
% 24 FEM 2 CACAEEE L, BrAERY (4 B#E~93 BEm) 12X L CIEIEIO & 16mg/kg %, LIt
8mg/kg % 24 WEl 2 S AT AUEERE Lo PR 2w L=, [9.7 ]

/NI A
[k ¥ (ug/mL) (iR RE (ug/mL)
3HH 12.5 15.2
A ) 4 HH 7 12.2 9 14.7
7THH 13.1 17.8
SRS T #% 2 IR
8 35.2 9 32.9
(3 HH)
1) 93 Hl ORI AERE IR 25 T, CE2MHE)
(3) shEiE
MG R R L

(4) BE - ftREORE
(Tvit. 7. MAEAEH] OEER)

2. EMEERB/INTA—S
(1) fBAE
MUERR L
(2) BALERETEH
UERR L
(3) HEEETEH
MG R R L
(4) VY73 2R
MUERR L
(5) HHEE
MR L
(6) Tttt
MBI L

3. BEM (REFaL—>a3y) @&
(1) @A
YR L
(2) NS HA—L2THER
MR L

4. R
MR L

5. 9%
(1) Ioik-FeiBE @@ tE

Al v/
(2) mE-fadREar9E G

(IVIl. 6. (5) 4] DOESH)
(3) Fit~DBiTiE

(TVIl. 6. (6) #=Hbw| OHESM)

16



(4) HE~ADOBITHE
MU ER L

(5) ZofioBm~DBITHE

16.31 t MNIT A 277 = BRI ARERE Lz & & DI, 2 TR, A, Bk,
T, AR OVRE W ~DOBITIZ R T 1~2ug/mL (it g LLETH-7 8720 (ShE A
T—4),

16.3.4 7 v MC VCHEIMRIRZ FFIRNEL G Lz & & OMMBNIRE X, i, AT, B B, Bl cmd. K
i, AEFEIR, AR ~OHIIED > 7o, HRITFEE T 120 FrZICB W THAF, B, BIE CTHEMEWD
B2 R LTz, £/, 7 A MEBEFIRNE SR Tl Sl b 720 eI T BIE Tl o ifzs
WZHERTEVMEZ R LTz 2D 22

(6) MFEEAKEAE
16.3.2 MEEEBEE
b MIJEEAE~OFEGRIT 90% TH D 29 GHEADOT—4),

16.3.3 ZILT IV LDEE
ERIET LTI — B UL VERICHT AT A a ST =00 U LY ViEBHER 2T L &
X, T4 a7 T =00 Y Ve CIEBHERIZERD bivieso 72 29 (in vitro),

6.

(1) REEERURBER
AR L

(2) REICEAET 58% (CYPE) OHFE, F5%
AR L

(3) MEEEMROERERUVTOEE
AR L

(4) REDOFEOEERVEMLELL, FHELE
AR L

7. EE#
fERER A BT SREB B 2, 4 RO 8mglkg DT A 277 =2 % 30 i) CRifliE Lz &, &5
BRLGT: 96 KifEl £ CTORPHEMIRITREGED 46~54%TH - 7=, 8mg/kg 5% 3 A D f kI
) 1% A0 Tl - 72 17,

8. FSUARR—E—IZET HIER
MR L

9. BHHI<LIMEE
AR L

17



10. BEDEREETIEE
16.6.1 BHiEEERE
HME BB B 83mglkg DT A 27T = A HG Lz & & BG40 o i o R (s
BAEZITRONRWN, J VT F=2 - 7077 AOETICHEE L COERBRENEET 5 &0
WERH D, LIzi-> CEMRERERFICBWL IR GRS 2 VTG BEOFEH N LETH D 29,
[7.2, 9.2.1, 9.2.2 &]

T4 277 = 3mglkg ZHARNE G LIZBRO KM ERE T A -4

Tn—=7
I n | m | v
(BEFER ) (B RE PR 5 B (CAPD H3)
JLTF=r - ST TR
103.042.4 |45.7+11.5| 16.8+3.2 | 6.9+2.3 <9

Cer (mL/min)
PR ITEAY
Vdss (L/kg)
RHI VT TR
CLt (mL/min)

0.84*0.17 |0.94+0.22(0.99+0.18|1.01%=0.33 1.00£0.22

18.1%x3.4 10.3+2.1 | 10.2%+2.3 | 6.3£1.6 5.6+2.0

CPEIE AR YR 72)

1. Z0Oith
MR L

18



VI. £t (EAELOZXESH) CEYHEE

1.

EENBLEFTOER
BEEIN TR

. BERABLEDER

2.EE (ROBAICEFBELEWNI L)
AFN O B A5 U BEUE DBEERE D & % B

(fiA)

ENOEGRRF & TORRKRBRCIX, ¥ a v 7SO EBERIBBUEITHRE ShTniaung, fEEIRGE% MR
TR OB THES TV,

FTo. BAIORIIC K DMBUEDOBEEE O H 2 &1L, AAOREIZLY v a v 7 25 muEik s
FHT DA REMEN R <, BT RE TR,

. PDERIHRICEET HEE L TOER

(TV. 2. eI RICBEET 2EE] 228752 L,)

. RERURAEICEEY 5ER L TOEA

(Tv. 4. HEACHEICEESZER] 22RT52L,)

. BEEGEFNIE L ZOEH

SEELEXRNMIE

81 AFNCKDvav s, 774 7F v —OREEMEICTHTE D HERRVOT, ROREZ
EHT L, [11.1.1 ]

8.1.1 FHANCHERESEICO W T o2l iTo 2 L, B, AEWESIZL D7 LA —FiTsd
ERTHZ &,

8.1.2 HEIZHRLTIX, T va v 7T ORBMLED LNHEEfZ L THB Z L,

8.1.3 BEBMGN LR TH E T, BEZLHORREICHRIZE, TORBIERE21TH) 2L, Hio, &
HRMEZITERRBETL L,

8.2 ROz » T, MHEREORBLZPI <o, FHIE U TURZELZ R L, HROIER -
VB NROBM O EDDH T L,

8.3 [iLa, HuE, WK TEDOE 8 MIRIEENS Lo d Z ENHDLDOT, BEIREETT S S8
HolATo 2 &, [11.1.2 B3]

8.4 MHKIERE, HMERED, MM RS Sbid 2 ERH DD T, EMITHRAEZITS 7o L8l
BAE ST 2L, [11.1.4 BHE]

8.5 SMEEEENLLDLNDLZLENHDLDOT, ETMHITHRELIT ) R EBIEE 01217 H 2 &,
[11.1.5 ]

8.6 AST. ALT. LDH., Al'P, y-GTP, Rt VAL E V%D LH, HERH HOINDE Z ENRHHDT,
EMICREZIT O 2 EBE 2 H01cdT7H 2 &, [11.1.6 ]

(fi#sh)

811 EHHPAME O R EEFHTHY, BECELTY 74 7% —3a v 7 &23ILO
& D IBBUER 2 FOMEIC TR 5 FIBIZBAED & Z AL STV, T, FHio+4372
M2, va v 7 EIKT 2REE D &2 MEH R O GBRIGE % OBIZ R ERNETH D,

8.1.2 WMSIRNIZ LD a v 7Ry N~ RGO FRBLG D70 WM I8 1T D R O B
ERIBEIZ 80 23 Lh i Tl 52 &,

8.1.3 AFNIAF LV UittEEE AT NV EKE (MRSA) EYMEIZK L CORGAENRRD LN TN D
DT MRSA BEYJED T D Z &,
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8.2 AANIMITERE KT 2 HANITH D Z Lavh, MHEREOREIUTITRHTTEE T 2 HENH 5 2Ok
LTW5,

6. HEDEREATIBEICETIIRE
(1) AHHE - BEESOHIBE

9.1 AHHE - IEEZEDOHLBE

911 ZE/J)aY FRREME. RTF FRAEMEXIF/AA>a7 A D VEITH LIBBEORKTE
BO®HZBEF (L. TAa75=VICH LBSEOREEDHIBEHICITZRELENI L)
912 7/ JVUaY FRAEME. J)aRIF FRREMERIE/AA> 2T M4 L UHICKHE8EX

XZDMOHEDHSBE
MARELZE=X) 7T 57 8 ZeEoERICEE T 2L, (7.1, 10.2 & ]
(fiftan)

9.1.1 Ny a~vA v TMBUEDBEERE D & 5 B TARA O G LV ZEBBUENSFIE L7z & O
NMEND D5, K EHEPEEEZ AT a~ A VN TF RRPEME., HH0IET
J 7Y 3y RRPUAEWE CHIRBUEN BT DN H D,

9.1.2 AFI LU EZ AT 2 v a~v A, v, TR RTF RAFUAEWEH D NET I/ 7 ) ay
RAPUEWE TIE, & S MIREEZE -T2 L AMBNTWD, 26 DOIRANC L 2 ¥R LI
FIMELIAOHERC X DB EE, BB RNEICL D2 OMOEIED H 2 BH T, HIEOHFER
IXEALDOATREMEN B D, HFEO H D BEFICHO VL, VL 12. TOMOERE ] RSN THNDH X
INZIMHREEZE=F U T 57 EREMOMRICEET 52 &,

(2) BREEESRE

9.2 BieEEERSE

9.21 MEBHTBE

MREELZE=F ) 7528 L THRER T 7 L-ULOIMPREDOHEICEET D Z &, B
JEOFIEIZ K> TIRESINLHE LD, —RIZT A 277 = 3R ETIC L > ThRES L
RWEAENREZ G, [7.1, 7.2, 10.2, 16.6.1 ]

9.22 BREEBEDHLIBE (MEBHMBEZR)

B HBAWT D0, BEMBEH T AT, 77, MPEELAE=Z) L/ + 5 PEE
5352, PRMENEREL, E8T 5, (7.1, 7.2, 10.2, 16.6.1 /]

(fian)
ARAND T/ PR XB IR T H D 7200, B ERE TG L725E . AAIOYRIESEE L, v
I E DR ARD DTN D, D7 BHREREE B 1 %Ti\WM]z Z D DTEE
WRSNTWD IS, MPRELZE=FY 7T 5 ERRMEOMRICEET S Z &,

(3) HHEEERE

9.3 FFReESTEE
fFEELZ BN IEDZ N D, [11.1.6 ]
(fifta)

E N OA&GRR E TORGKRRER, BERFTEHEME IO TFERREE N REIN TN D
(4) SFEREERTHE

BE STV
(5) &

9.5 ITiF
Tl AR L TV B ATREME D & 5 Lothlcid, 1R LB RN Gt s EFE b b s b
AlZOBFEETHZ L,
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(6) 7w

9.6 1ZELIF
RIR EOGRMER O RARBEOF M ZZE L, LD SUTH I 2 Bad 2 Z &, 8 ER (7
v k) THHFICBITTAZ L8O TWD

(7) MR%E

9.7 MNRF
JFHIE Lo am & ONETiR 10mg/kg 12 FFREIREIRE 8 [El, HENE TlX 16mg/kg) #ERK T
OWERE-HIGRTO ~ 7 7ER OZ 0% 1 HEMRE TR 7O RELZE=2) 7T 57
ELHEEICEETIZ L, BOREEMICH D20, FHCEHARER, FrAERIICBO T i
FEOHNIER L il R E S RFFHF T 28200 H 5, [7.1, 16.1.3 2]

(i)
FUEAR R IRIRTER 17 B0 5 5 11T, S OMEFIC L 0 P EREORIN 2 mA R bz, £z,
INRITE OFEBPEC & L 720 1 HREE O N E & U i RN R R Rt 3 5 B £ s
HHLOT, MPREZE=2Y 745 EHBEICKRETLZ L,
(8) BindE

9.8 min&

MAEELZE=4Y) 7T 57k CREEOHMBICER T2 &, £, BHRTR ORGP BHEE
BRAZITV, BEECKTOREIZLY, 4 HEUMOHEZBET 22 EHEEICEKET L2 L,
EHEEDN KT LTV AEHEERZ, [7.1 2]

(i)

R T TNERNZ X0 BHEE DMK T L CWAEAERH 0 | KAl Z @i 12 53 5 & 3EF O PR3 T
L. M OEEN A SND Z ER3H DO T, FhATL UG PICBHBIERE 21TV, BRI
TOBREICLY HEZRETH 2L,

7. tHE{EH
(1) $tRAESETDER
BE I TV
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(2) FRAFEEZOER

10.2 HiAERE (BFRISEET S L)

TR BRRSEIR - $5 18 715 BT - SR+
N—TFIRA Bl R EE AR 52 BiEE, R EES RSN
X7 R e 5O THMHITEET S Z &5,
ZA=S DEE LW R E2 GO

Porin

% LhaiT mPiREEZE=2 Y

[9.2.1, 9.2.2 ] T D70 KM OMRIZERE

i, BEREEL LT AEEEo| L, HEICRGTL 2L,

& 5 HEH|

T ay RERUEME
TN
TR A T
AR~
A

RTTF RRIUAEWE
Nya<wAry

T LET VB

v ARY

VAT T T

s

[9.1.2, 9.2.1, 9.2.2 &4]
(figsn)

—TFRIRA K OT 2 7 7V a3y RREVAEWE
R, VATTFUET, BREE,
FIC L v B,

L RTF RERBAEWE. TARTUVUB, VYRR
WHEELZRZTBENANRH LD T, AH L 2D OES G
HERFEE N9 2 A REMEDN B B,

8. El{EA

11.El4EH

WOBWERNSH Hbod Z ENH DT, BEET5IITV, BE DR b EAIC TS5 42 h
T 57 Y Bl 21T Z L,

(1) EXZRIER & HER

1.1 EXLENMER

M11 23wy, 7F745F%0— (WThLHEEFH)

RUE SR, E TR, PELREE, BEE A D, ST HIREORENRO NG ATk A
LU, #YenEsE TS Z &, [7.3, 8.1 ]

11.1.2 ¥ 8 [MEEE (HE W)

e, Hug, K TEOE 8 MkEERH bbb Z &8 d 5, [8.3 &]

113 DEHRRIBFERBMASE (Toxic Epidermal Necrolysis : TEN) . B % 4 E B 5E & #
(Stevens-Johnson fE{R#). REARMRSERAE. MRE (RRERER) (T bHEE

)
11.1.4 |MEEHIBRAE. AMmERFAD ., m/MRBAD (O3 L SEEARI)
(8.4 1]
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1.1.5 SEBEE (HERH)
[8.5 & H]

11.1.6 FF#EEE. BE (W bBEERE)

AST, ALT, LDH, Al-P, y-GTP, Rt VAL ED LR, EERAHLDND ZENH D, [8.6,
9.3 ]

(fi#)

AV TFI7245F—  PRIKNEE, SHAL, FRE, R w0 DRFRO LU, Eib,
&, RE - #HESEE D, Wi

2 8 MNMpEERES - MK, HIBV ., HFEWV

PEMRRIEFERARE (Toxic Epidermal Necrolysis : TEN) . RE¥EIEARFE(ZEE (Stevens—-Johnson fE
=3)., fARE (PIBRMEEER) : KEORBOEN, BE nofoii2i, Kz, BAFIm
T5

SHARMRPHIRAEE - %2 B8CU L), HEDORWHFHNR 25, R Q-T2 KZED EiT/h
SRAWVTY T YBRHEBL KRTZD 0 B RN

BB : O L O, ERTED0 . AR, FEEL

m/pRED - i - B - RO EICH H X, G, <& oM, ARHmoEm, BEORME,
AL O H 1

SHBEE A7, e A KBRS (MIR), JROBEPED,

FFHERERESE : (K372 2\, HE, AACRIE, & &, #B. 1 h

(2) ZOHtOEIER

11.2 FOHOEIER

1~ 5% A= 0.1~ 1% 0.1% AT N
W EE 2 FHEN, R
i M AST E5, ALT E&. |85, LDH k5.,
Al-‘P b5, v-GTP LR |V v v EH
IIRY:3 LR EREE 2% i, A ek PRI BR Y
Mk BUN E&H migs v7rF=yr
=2
fEER At I EE T EulES e E5H
HIb#R BACRER, T, |2
t
Z Dt Je A ST | R
. I T, M
EARIE

1) RBUARIIKGERE E TORMNITIT DERRRER, /N2 I5 1T 2 R B AR BUER & ORI R
AL MR NI T DGR A O R A E T,

¥ 2) WA OHEIC LAV, BRI, 22X 7T HEETIZ, £, BB BEIX 14 HEE
T (BIC8~14 HE) IZhH bbb ZENEVDOTEEL DT HI 2 &, £z, KHIRYG
HETRIZBONTHEREORWER N FBLT 2 /RN G E TE RV O T, Frics kB E Tt
LCIE, BB, £ HFEREOEFIERN S b o2 GA I, WM EIREISEET D X
IR T DR EEU R L DT L,

HE3) raxHnice 2% I URBRICEUV T 24mglkg # 5T, 5 EKZICT <O —ilmrkEoim
JEAR T A3 B A 72 0832 B8 L 72,
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9. BERRERBRICRIZFTEE
BE I LTV

10. BEHRS
BE STV

1. BRALOEE

14EBRELEDERE

14.1 EFFRARFOIE

14.1.1 FEFHEROFREUCH 7= > TiE, 200mg BAI 1 31 T4 (200mg(FI1ff)]) (2 IZES K T A E
BHEA) 5bmL, 400mg BA| 1 4 7L (400mg(UI4f)]) 1 iE S K SUTAFEERK 10mL %
MZ TR D_RLYASLTZ RN K D ITFENITIE M LIRIR &+ 5, 2 OWMEK % 100mL 2L EO AR
BTN THART 2, Zods. FAER. LR SRR OVNRICIRW TR, EHHASUT AR
1K 5mL & N2 72 EEMRIR D D G- B Y 7y 2 BB U, AR AR Gl AR L G5,
14.1.2 KEFEFEK 5%, ~ /v b AR 10% & OFLAIZ DWW T, g, menicERT 252 &
14.1.3 FHRZ ITHCITHER L, RIRIZEET H 2 &,

14.2 RFBREROIE

1421 FEAR YV =F Lo 7 ) a— VI AGE a7 ) v R =F L7 ) a— VLB AN fhE 7o
TV, ARFY— " AVUEBE, TART VB, S A 2 ) EBIELERET DL AW -
B AL LD I LBHRINTWVEDOT, ZNHLOEREITRELRN &,

1422 T 74 F T LERAGT D AFIDOIEHIR T2 KT 2 EBHEGEE SN TWDLOT, fFHT 54
WZIFB R I ET 52 L,

12. ZOMDEE
(1) BRERERICE I EH

15.1 EREREEAICE D < 18R

15.1.1 KEIZ I TG LIRS - BOIUE X OVE - BIEIERYYE 265 & L, @& % AWz BRARGK
B (55 : 6~30mg/kg (400~2,000mg) ZFJHIX2[A, 2 HELE1H 1E) T, 771X
DI FHERED 60 ug/mL LA EZ/R UIESNCIE 2 LT I =0 O REEBORBBEN EDI - T-
ZEnB, R T7UAULOMFRED 60 u g/mL LL BT o To A IIXRREE - TR EESEORIE
HORBUTEET HZ L,

Fio. T 7LD 20 1 g/mL PLET, @B ITHSRER AR EF L2 L O
ERNH D,

(2) JEEREREERIZE D 1HH
BE I TV
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X. JEERERERERICBAT 5IEE
1. EBERR
(1) EHFEEHER
(VL. JENEEIIZBF 2T H ) OHEHBM)
(2) REMFEEHR
Pl v/
(3) TOfDEEHR
R L

2. SHHEER

(1) BEEE5SEEHAR
AR L

(2) REBSEERR
AR L

(3) EEHHERER
MR L

(4) BARMERER
AR L

(5) £EREEHHR
AR L

(6) BrFrFlEERER
MR L

(7) ZohoEHESH
AR L
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X. EENSEHREICETSEE
1. HEIR%

THET)

TA AT =2 HEEER 200mg

Al

THET]

TA AT T = EEEFHEH 400mg

JRR AL
) EE—EMEONMFEICLVFERT AL

TAATST =

G

LES

. AR

ARE - 34

. BERBTORE

FEIRRATF

. BEVWEDEER

TEEN TV

. BEREITEM

BEWERLTA R AH
<TvoLsy A
Z O BE T ER -

. F—H 5 - AHE

[Fl—p5y - 2 23> K 200mg

. ERfEEEAR

R

. HERFARBEABRUVARES, XEEENBEAE. RERKEAR

o BUEREARRAE A B

K&

A IR A

WR7EBRAEH H

TAATT =
SR EEH 200mg

2008 £ 3 H 14 H
THET]

22000AMX01243000

20084 TH 4 H

20084 7TH 4H

TAATT=
ST R 400mg

201248 H 15 H

THET]

22400AMX01207000

2012412 H 14 H

20124 12 A 14 H

10.

1.

12,

L L

BEERE. BERRAREABRUVZTORE

L

BEEHH
LR

BELMFIRICET 1HHR

AL, BRI BT D HIRITED S THRY,
(TVIL. 5. EEARHEANER L ZOME ] OESH)
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13. £Ea—F

WA, Ei%@?%ﬁ%% @%Eﬁ%:iP HOT (9 k5) 5 %tf%%%@g
ISR = e iy = — R (YJ =2—F) VAT LR
TAATT=
JSTEREM 200mg | 6119401D1019 6119401D1051 118451801 620008213
(AET)
TAATT=
SIEFER 400mg | 6119401D2015 6119401D2040 122072801 622207201

THETL)

14. REHRTLOIE

ARANTZHRAIN L DR FEEILTH D,
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XI. 3£8H
1. EL5S4ETORFRR
AIRZIBIT HDARE TR R, FIEROHEIZUTOLIBY THY . HETOREZRN L I1TR 5,

NRE ST N HEKR O H&E
s I ) W, RACIETA 277 =& LTHIH400mg
AKHANCEEDO A F U Uit AT RUKE | () XI1E800mg (Jiffi) Z2ENZ4riF. LIl
(MRSA) H1[H1200mg (JI1fi) Xi%400mg (Fiffi) % 3043 LA
(R E ) T AR T S, MUEIZIX. %) H800mg

PRIMAE . RIEVE R B RYE . 18R RE . SME - (i) Z2[EN253 1), L% 1H 1[EI400mg  ()4iff)
BVE N OVFTAIZE O &g, Whige, BRI, 180 | 2305 BL o TRl 5,

M- P 25 D — R G wE, LR, SR NRICE T A a7 T =0k
L T10mg (J)ffi) /kg# 12W5fHIFIRE C3El, LI%6
~10mg (Hff) /kg (WUfJE7R & D BAEKYIE T
1Z10mg (Fff) /kg) %2485 Z L 12305 LA B
JCREERET 5, £, BAER (RHAEKRER
EEte) [T A a7 7= LTHIEOHR16mg
() /kgZ . Li#%8mg (Fifih) /kgZ 24HF =
EAZ3043 LA BT T AR EET B,

k. Fn, RE, RIS K EEEET 5.

<EMC (3£[E). 2023 4 6 A iz >

EH 4 S [E]

2HA SANOFI

Wik Targocid 200mg powder for solution for injection/infusion or oral solution
. Targocid 400mg powder for solution for injection/infusion or oral solution

A - Biks | 200mg, 400mg

INDICATTIONS AND USAGE
Therapeutic indications
Targocid is indicated in adults and in children from birth for the parenteral treatment of the
following infections:
complicated skin and soft tissue infections, bone and joint infections,hospital acquired pneumonia,
community acquired pneumonia, complicated urinary tract infections, infective endocarditis,
peritonitis associated with continuous ambulatory peritoneal dialysis (CAPD), bacteraemia that
occurs in association with any of the indications listed above.

Targocid is also indicated as an alternative oral treatment for Clostridium difficile
infection-associated diarrhoea and colitis.

Where appropriate, teicoplanin should be administered in combination with other antibacterial
agents.

Consideration should be given to official guidance on the appropriate use of antibacterial agents.

DOSAGE AND ADMINISTRATION
Posology
The dose and duration of treatment should be adjusted according to the underlying type and
severity of infection and clinical response of the patient, and patient factors such as age and renal
function.

Measurement of serum concentrations

Teicoplanin trough serum concentrations should be monitored at steady state after completion of
the loading dose regimen in order to ensure that a minimum trough serum concentration has been
reached:
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- For most Gram-positive infections, teicoplanin trough levels of at least 10 mg/L when measured

by High Performance Liquid Chromatography (HPLC), or at least 15 mg/LL when measured by

Fluorescence Polarization Immunoassay (FPIA) method.

- For endocarditis and other severe infections, teicoplanin trough levels of 15-30 mg/L. when
measured by HPLC, or 30-40 mg/L when measured by FPIA method.

During maintenance treatment, teicoplanin trough serum concentrations monitoring may be

performed at least once a week to ensure that these concentrations are stable.

Adults and elderly patients with normal renal function

Indications Loading dose Maintenance dose
Loading dose Targeted trough | Maintenance dose Targeted trough
regimen concentrations at concentrations

day 3to 5 during
maintenanc

Complicated skin 6 mgkg body | >15mg/L* 6 mgkg body | >15 mg/L*once a
and soft tissue weight every 12 weight week
infections hours for 3 intravenous or
Pneumonia intravenous or intramuscular
Complicated intramuscular once a day
urinary tract administrations
infections
Bone and joint | 12 mg/kg body | >20 mg/L* 12 mgkg body | >20 mg/L*
infections weight every 12 weight

hours for 3 to 5 intravenous or

intravenous intramuscular

administrations once a day
Infective 12 mgkg body | 30-40 mg/L* 12 mg/kg body | >30mg/L*
endocarditis weight every 12 weight

hours for 3 to 5 intravenous or

intravenous intramuscular

administrations once a day

% Measured by FPIA

The dose is to be adjusted on bodyweight whatever the weight of the patient.

Duration of treatment

The duration of treatment should be decided based on the clinical response. For infective
endocarditis a minimum of 21 days is usually considered appropriate. Treatment should not exceed
4 months.

Combination therapy

Teicoplanin has a limited spectrum of antibacterial activity (Gram positive). It is not suitable for
use as a single agent for the treatment of some types of infections unless the pathogen is already
documented and known to be susceptible or there is a high suspicion that the most likely
pathogen(s) would be suitable for treatment with teicoplanin.

Clostridium difficile infection-associated diarrhoea and colitis
The recommended dose is 100-200 mg administered orally twice a day for 7 to 14 days.

Elderly population
No dose adjustment is required, unless there is renal impairment (see below).
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Adults and elderly patients with impaired renal function

Dose adjustment is not required until the fourth day of treatment, at which time dosing should be

adjusted to maintain a serum trough concentration of at least 10 mg/L when measured by HPLC,

or at least 15 mg/LL when measured by FPIA method.

After the fourth day of treatment:

- In mild and moderate renal insufficiency (creatinine clearance 30-80 mIL/min): maintenance
dose should be halved, either by administering the dose every two days or by administering half
of this dose once a day.

- In severe renal insufficiency (creatinine clearance less than 30 mL/min) and in haemodialysed
patients: dose should be one-third the usual dose, either by administering the initial unit dose
every third day or by administering one-third of this dose once a day.

Teicoplanin is not removed by haemodialysis.

Patients in continuous ambulatory peritoneal dialysis (CAPD)

After a single intravenous loading dose of 6 mg/kg bodyweight, 20 mg/L is administered in the bag
of the dialysis solution in the first week, 20 mg/L in different bags the second week and then 20
mg/L in the overnight bag in the third week.

Paediatric population
The dose recommendations are the same in adults and children above 12 years of age.

Neonates and infants up to the age of 2 months:

Loading dose

One single dose of 16 mg/kg body weight, administered intravenously by infusion on the first day.
Maintenance dose

One single dose of 8 mg/kg body weight administered intravenously by infusion once a day.

Children (2 months to 12 years):

Loading dose

One single dose of 10 mg/kg body weight administered intravenously every 12 hours, repeated 3
times.

Maintenance dose

One single dose of 6-10 mg/kg body weight administered intravenously once a day.

Method of administration

Teicoplanin should be administered by the intravenous or intramuscular route. The intravenous
injection may be administered either as a bolus over 3 to 5 minutes or as a 30-minute infusion.
Only the infusion method should be used in neonates.

For Clostridium difficile infection-associated diarrhoea and colitis, the oral route is to be used.

For instructions on reconstitution and dilution of the medicinal product before administration.
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2. BHEITHEEXEER
ERICEY SBIMER (F—RXFSUTHE)

AR T N EOEBOHDLERE A=A M T VT L I3RS,

(V. 6. HEDOHEREZATHEEICEHTDHIEE] OESRK)

5 SO

Drug Name Category
A=A NT7 VT DIA teicoplanin B3
(2021 4% 4 A #R)

A=A NZ U7 D55 (An Australian categorization of risk of drug use in pregnancy)

Category B3 :

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 have shown evidence of an increased occurrence of fetal damage, the

significance of which is considered uncertain in humans.
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XI. {F&E
1. BAH - REZBICEL CHRKEEZTSCH->TOSERR
(1) ¥
MR L
(2) HiE - BAMRUVEEREF 1 —J@EAEHER
M E R L

2. ZOOBEESER

AEDOIERICEET IR
AL, ARANOYEACFHLZEEICET 2ERTHY . Al EBLA L THER LB - Zatk
[ZOWTORIIE SN L TR, F72, BLA LA OB L2 Z EMEIC DWW T L Tu/s
WV, ARH A SRS U TR S BRICIE, BEAOBRMCGELZHR L, HT 52 &,
(1) pH Z#hkE 20

<TA a7 T =R EEN 200mg N HE T >

TA AT T = R 200mgl HE T80 7V 1 A% &0 FEFAHASmL 2z, NWAWE

WL, BB E L7z,

[eh& pH SIS pH 138D pH IZE 1T 57173 ]

oAt pH5.37 pH12.40
R o (LA (B 5)
PEEH(% ;
E B . .
GREHERRIE 2 100) v .
24 ] % 98.1 et & o e

[pH Z£#h A 7 —)1]
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14

S —D @—
5.01 7.54 12.40
@0.1mol/L HCl 4% 2 3.13mL @0.1mol/L NaOH ;42 10.0mL
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<TAaTT=rrdmEEEN 400mgl HIE T >
TA ST = HIEEER 400mg  HETLJANA TV 1 RK&E LD FHAK 10mL 20z, NEW
BIRfRL ., sk E LTz,

[eh& pH SUFZEAL A pH 138D pH 2T 577 ]

- pH5.94 pH11.23

‘ ZAL AT R AR

FEAE(%) . (ZAL AT ) (e 1)
(BOEHEARIS 2 100) B % 101.4 103.5
DARFTH % 98.7 83.0

[pH Z#Eh A & — L]
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14

5.43 7.46 11.23
D0.1mol/L HC1 ;&= 1.26mL @0.1mol/LL NaOH ;&= 10.0mL

(2) FAZALHER 20
<TA AT T =2 pdEFHEM 200mg N HE T >
(Bl A 515

[ : 74277 =" 8lEERH 200mg THIE L] STV 1ARZED FEHAHKSML 2Nz, AR
MERRE LI, haefmEl v, Wi 100mL 2z 2% L <ERA L, RBRikE Lz,

0: 742377 ="fiEiEH 200mg THET) SAT7V1AREZED | EHAKSML #1Z2, NE
WEEE LTz, ZhezaiE . EHRERE GEFAK 50mL Z@EMR) [z -% Xk <EA L.
ABRIK & LT,

M: 742377 = AdEEEN 200mg THEL] N7V 1AK% L0 ERHAKSML 21z, WA
MEEMR LIz, ZhaeaiEe v, AAK 100mL (2MA 7, ZORICENESE GEHAK
SmL IZ¥EfR) ANz =% K <EE L. Bk E L,

V: 74277 =/ ififiEH 200mg THET] SA 7V 1ARKZED | EFHKSmL 2z, WA
MaEEE Lz, Thaeeily, AEER 100mL (2Nx 7, ZORICENKREE GEH K
10mL (CfR) A7tk L <IRA L, RBRiRE L,
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OTF A a7 T = SEEEH 200mel HIE TR ASZ(LRER T (K ss)
5 B A ik L=y StBAIE B A 14 O R% i R
Sor| [y 44 2] FHE | BOATES | 4 HER 8 IHF 24 BERE | 48 B
ASC) WO | R AEH | MR EER | S A | MG
KGABTE
[/ 58 £t ] I pH 7.40 7.41 7.40 7.32 7.29
717 % (%) 100 97.4 101.3 101.6 97.4
45 ) WO | R AEH | O EER | S A | MG
TIF v ME
(e e ] I pH 5.51 5.51 5.48 5.48 5.51
A7 % (%) 100 102.9 106.3 107.0 103.8
45 ) PR TS | MRS VR | MOR AT | MR Vs | R e
K Nfii 31 I H 6.78 6.79 6.76 6.70 6.69
e 7] p : : : : :
AT (%) 100 103.0 101.7 97.5 98.9
ASC) PR TS | MRS VR | MR AT | MR AV | R e
VU K-T3E
R I pH 5.77 5.75 5.76 5.77 5.79
FAT2(%) 100 100.0 97.5 99.9 100.6
ASC) WO | R AEH | MR EER | S A | MG
VLT A 3A
(] I pH 7.31 7.27 7.25 7.16 7.04
P17 % (%) 100 102.6 102.5 92.7 87.1
% 4 —2 DIk 45 ) WL | R AEH | M EER | S A | MG
" [7 RomEeEE U v 7| 1 pH 5.56 5.54 5.55 5.54 5.57
% & HBIEE%)| 100 99.4 99.7 101.3 101.0
H 45 ) PP | MRS VR | MR AT | MR VR | R e
A |\ 7oA —1 38
] I pH 4.73 4.79 4.82 4.80 4.82
AT (%) 100 100.5 97.8 101.1 101.4
FEH LR A% C) PP | MRS VR | MR AT | MR Vs | R e
[j?/v =2y o 1 pH 5.08 5.08 5.09 5.06 5.11
TN AT (%) 100 100.7 102.1 100.9 104.7
ASC) WO | R AEH | O EER | S A | MG
70T v IE
5L U 4 1] I pH 7.46 7.41 7.41 7.38 7.36
P17 % (%) 100 103.3 104.6 104.8 102.1
45 ) WO | R AEH | R EER | S A | AR
VR T A= 71
() o5 I pH 7.50 7.45 7.45 7.35 7.40
A7 % (%) 100 99.9 97.5 100.5 101.0
45 ) PR TS | MRS VR | MR AT | MR VR | R e
TR/70—F I H 6.64 6.65 6.65 6.65 6.61
(7 2/ B f - AR P - - - : :
AT (%) 100 94.3 89.3 83.8 83.3
v—7 U — K E#E L PR | MRS VR | MR AT | MR AV | R e
H
(7 < B b AR I pH 6.77 6.74 6.74 6.77 6.75
vx 3] AT (%) 100 94.3 90.6 84.8 80.6
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H5h Bic & TR BlA AERIF Bl A 1% DR ]
Sy ¥H (kg5 40 4] HiE | T BLA B 1 4 TR 8 I 24 WA 48 [
SuF 7Ty 19X At P4 WEEEEY | MO | MECEN | ECEN | BEAEH
" REe T I ERiA I pH 6.17 6.15 6.18 6.17 6.16
ey b=l BAER%) | 100 98.5 98.9 100.7 105.6
% SABY 1 B 4 HEEE | HeBEy | HeEy | Hery | Har
% [7 3 /Wb B | 1 pH 5.16 5.18 5.21 5.18 5.13
q | £ P R(%) 100 104.5 104.6 103.1 99.2
TNAY v T 2 EEGR Ax i) TH OV TV TH OV TE R A
[7 3 /Wg-%E-BRE | 1 pH 5.35 5.33 5.35 5.33 5.28
Bl A7 (%) 100 101.3 98.2 98.8 100.7
ax ) WOE AR | MOEAE | MEEGER | o aEn | s arEn
KIFHET 5%
[ 1< 4] I pH 7.68 7.53 7.48 7.45 7.24
PArER(%) 100 100.1 97.2 88.4 80.4
4 EEEEY | MO | MECEN | MECEN | BEAEH
i% ¥ RA-10 I H 7.46 7.50 7.50 7.42 7.32
%/IJ [711/ k *‘X] P . . . . .
PArER(%) 100 100.0 98.2 93.1 86.1
4 EEEEY | MO | MECEN | ECEN | EAEH
~ /)L b —Z7F ML
[l 2] I pH 7.66 7.66 7.59 7.43 7.34
FTFR(%) 100 100.0 97.4 89.3 84.2
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OT A ar T = 85 ER 200megl BE T EAZLRBR I (HA & OfdA)

-0 [LTuRay TRl B | L 8 I Bl A D %R R
SyHA [R5y 40 2% Jk | T RN A 4 IR 8 IR 24 I 48 I
ki, 7w R= - =F %] 18 — — — —
¥ 2 (2500mg)
i [HAR ) =F L7 I pH 6.78 — _ _ .
g | T VBRANSEE S a T it
%; y PAFER(%) — - — — —
Eﬂ i =~/ 7 a7y S 1 N N _ i
%ﬁfj -IH 2 3 b 2(2500mg)
[RVxzFrL o7 ya— 1 pH 4.44 — — — _
o A S
{j}&&iﬁ'&)xﬁ%&& =R a)] AEE (%) B B B _ B
Az 74 —U 4 S8 =] — — — —
% 100 il H 7.20
oy | IREY— N A UL P : - - - -
g #] PR (%) — — — — —
E | ERFHzT7A—TU 4 4] =P — — — —
Eﬁ 500 il H 6.70
W Dreeer— b Ao P ' - - - -
#] PAr 2R (%) — — — — —
il B B F1481 PO IRE TR N — — —
H A H T
7 % (7 Lok U o v Bl v pH 7.49 7.51 — — —
- RAFH(%) — — — _ _
T
wl | semm | P W; B emm _ _
SRR )~ A v -
[ A2V L HametE] pH 3.44 3.44 3.43 — —
g AT (%) 100 99.0 — - —
) , - . - Fok /N e %
iy 4] MR AE | M aEN s 2 A LN | AR
Ry AKY LR 1g .
[t 7 4+ F 7 Athe] 1 pH 6.55 6.56 6.56 6.58 6.57
PAr 2R (%) 100 — 98.2 95.3 88.3
OTF A a7 T = HiEH A 200mg B IE T RS ZABRIT (k%)
-0 B AW (& B | L 8 I Bl A D %R R
SyHA [R5y 40 2% JE | T RN A 4 IR 8 IR 24 [ 48 I
4% HEOEI | EOEE | OB | BB | ECEY
[1:7:‘1/2; ;g_g%g%] I pH 5.00 5.07 5.08 5.03 5.05
;%; P17 (%) 100 99.4 99.4 99.8 100.8
3 4 ) HEOEI | OB | OB | BB | ECEY
=XV A 25
ﬁ% [ 3/ B ] I | pH 5.13 5.16 5.13 5.08 5.08
g}% PArER(%) 100 100.0 100.1 100.3 101.6
il 4] M | EEENH | EAEN | EAEY | EAE
T;:Ifaf%/ﬁﬁ%@ I pH 5.22 5.22 5.17 5.19 5.18
PArER(%) 100 99.8 100.3 100.3 100.9

¥ OARAIE OFAIZBWT, RAIOZEL AT pHB) O pH Ok 45
2y FOEV, BAEDOFIEFNC L > TE, RBT 2 TRMERH 5O THEET S Z &,
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