% 20234F 3 AT (58 2 1§ 20
20204 8 HikET (58 1 FR) BREERROBEES
BE | SRR LEEEZROTTE A 876241
HHEAR : 34 o)

e FmEs | Boohb
BAZEREA LN TJOFY D /8§ | 5250mg [22100AMX00648| 20094 7 A
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HHI10% | 22100AMX00650 | 20094 7 H

D5EYFi250mg
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2. B2 (RDEEICFIBRE LRV &)
<d7.]Hb
2.1 KR ORSXEF 7 aF 5 v iont UBEUE D B
BDH2EHE[9.1.2 2]
(RIEZDEEREELIS)
22 R IIERE L T W AR EEE O H 5 4t [9.5.1 &
BA]
2.3 /NRE[9.7.1 2]

L&)

3. #HRk - IR
3.1 #8R
IR7e 4 Lk el
18EH WmEILa—RZ, ALAT—X, &
LAR7uFHyr FuFyr oo —2, 7<%
7y bk (HRE) LVEBEATTVUILF NI L, ST
$£250mg |256.2mg Aa—R, BILFr . FLT, <
(LR7uxy vy 70— 16000. #HE= "Lk,
& L7250mg) FIvFoNary
188 Wt lo—2, ALAu—2Z, k
LAR7uFHy | FaFruiltilo—2, 7<%
75y bk (HR) LVBATF7IYLF YL, S0
$E500mg |512.5mg Aa—R, BILFr . FLVT, <
(LR7uF4v | 70a—16000, EE= L.
& L T500mg) 12 (5 N 7B %k UAN = By
MRz 1 g AMEARF,. ZL7, b ETIY
LR7OFy U\ TS, BlbF Y . BEEKS
75y NKHIW (HE) (B, > atEEBI AT L, TR
fK10% |102.5mg NLVF—=L(L-7z=LT75=1k
(LR7uxy v a6, &L Zofh2mksr
¥ L7100mg)
3.2 "EIDOMIR
EASiZ
HR7e44 Al @ REs | EX X
(mm) | (mm) | (mg)
s PEDIZN 77698 =
77Ew b _ N
I—5 4 V% B %
$€250mg (FEMIF - €18 A) 163.67(;%‘3) 4.1 | 337
vt TN g @ @le =
$500mg | o2t 75| e 16.2(RE) 056 | 19674
(FEMFE - &R A) 79(E®) | ™ it
arnron Bl =7 ¢ | FELE -

REHEE
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FEICREMEDT RORER. LYYIRER. FRIRE. BER
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EE. B&E. XB&E. ™ME. YILVERSE. FI7RE.
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ONTI—E. €5F7R. 7OFI9RE. ELARS - E

JWH=——
ILIVHHE., RIES.

 FOEFVYTPRE. RAME. JUSHE. 4V7
PIXRMNII—R. LIFRIRE.

TILESE. BRRE. hveEaNIId—E. RPNV
FhIvARE. PORE. QRUSYFF7Z(ITVIS .

TILRT 1),
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CGENVEEY
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R, BMIRIE. VB (LRMEREZHSBD).
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S

UREE - W&
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ROTIARA (SUE. 1BIHE)

BB

R

ERXTF-ERX AN

AN

FRER LA (BIEAK) . FRiER.

FEER. BEK. BERX. BRMEX. BF IR NS

FIR, LS. NILMYU VERR, FERRER.

FEfTESs

K, RBER. ZHE. BIRERK. AER. DER. BISEX.
(EIRMERARK, HEMEMN. WEEERN. BEX. RE. 7
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5. SHEEXIFZIRICREET 2 FR

(IREE - WRERSK. Rtk (ROLAER. RHBAEESZZ0).

SMERERR. BEEER. BIRER)

[FUMAEMSFEEERAOFS E V2SR L. REERG OB
2 L7z BT ARlOBREPEY RS 55512

B595Z &,
. iERUHE

WE. RAIIE LA 703922 & LT1E500mgZ1H]
EROHREST 5, 4B, ER - ERIJSCCEERET 5.
s B Y Z DA DFEZREIC D W TIE, JHEIE LT His

BEEHHT D &

BFT7 A, ISTF T ROV TIE, LA7ax3y &L T
1[E500mg# 1 H 1= 14HERO#%53 5,

7. BiERUHAZICEET %35
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BRI LT F= 70T

J > A (CLer) fif (mL/min) FIEROH &

#MH500mg#% 1, 2HH LI

<
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60HBDHREZHEL TV 5,

8. EEREFNER
(hEEHE)

8.1 RAIDFERICH->Tid. TMEBEORFEZFI< 2D,
JRANE UCEZ 2R L. BROBE ELE L R/INR
D OB EICEEDBHT &,

82 BHBEENHODONLIENH LD T, HEHDER
& ERAEIEMOBIEICRET ABICIZEET S &
HBEICTDICHET A &,

8.3 KRN, KBIRMFEELZ5IESRI T ENDHHDT, B
BETFITH EEBHIT, R B IHE IR S
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8.4 EMiRESNPEL LR HBAICIE. FREBEZ DTS
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85 M EEDHHICE D, BELITKERESH S
BB ENDHBDOT. AT 2EEIEEHICHFEEE
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3EH
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I RENIRIE M KRB IR MR EE O F4 Y 2 7 MU= &
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DEWRMEEERBLTHET S &, [9.5.1 2]
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(REEFDEHIRRE)
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]

982 HEEBLSPICHKEMBICHEL., BEEICKRET S
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MI2h S RKIRFERMMBIE (Toxic Epidermal
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11.1.8 BEIEMRRN BEEARH) . FERERIERA (SEEAH)
FEN, MK, RN, BOERXAREE. WRIkESEE
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11.1.10 &I ERLARE (BHEANH)
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RIENH ODONDEZ ENDH B,

11.1.11 {KI¥E BEEAEA)
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TW5HEE)., BHRERERE, BRETHLDNPT .
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BREBOR A #iE,. BAFOERIEBO SN HH
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11.1.13 88 GEEARMR)., CATBEERH). 15 DHFEDFEMH
FEAR (BHEEANEH)

11.1.14 BEEMER GAEAH)

e, 8. BETR. £33, IREBP. REERT
HIMERBE R I B REDORERPED 5 2551213 $%
ExdqkL, WR0MELZTHZ &,

11.1.15 EEHESIEDER(L BHEAHH)

11.1.16 KEIARTE (BEEARH) . KEIIRAZRE (A ANHH)
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11.1.17 FEERES (SHERH)

LUON., FiHETR. BAZOERFED SNBEIC
352U, BYIZNEEITS 2 &,
11.2 ZDDEIER

14. BRALOEE
14.1 ZBIRZFFOER
&)
PTPAEDHEANZIPTPY — bSO L TIRAT % &
HIEET B L, PTPY— FOBEAICE D, BHLHAL
DEBKBEATIA L, BICIZEL2 B LU THRIRA S
DEELAWELZMHKIT LI LD 5

16. FEYEHRE

16.1 MERE

16.1.1 BEERS
R A40BIIC LA 7 0 ¥4 > 500mg 2 22 E IR BilE
ROBG LI a, MEEhiR RS L OB 8 S * —
FRRDEBY TH > 7z0

VAR T 143 2 500mg B [aliE 1% 5 o M A% iR HERS
(4001, “PiofE + FHERZE)

(ug/mL) 104
8<

1L
}7% 64

i
"
e

: : : : : .
0 4 8 12 16 20 24
K¢ 1] (h)

LT 0% 4 2 > 500mg HERE 5RO B S 5 A — &
()2 a2 8= kX2 MR, 40f, P + AR

Tmax Cmax ti2 AUCo-72nr
(hr) (pg/mL) (hr) (pg - hr/mL)
500mgZEfg 4 4 i N
@I 0.99+£0.54|8.04+1.98|7.89+1.04|50.86+6.46

16.1.2 RREEHE L DILES
BEERAIC LA 78 F49 > »500mg % BEEO#% 5 (40
) U7z 15& X260 THUE MR (861) L7z,

) R EE TOMAICE W T4.4% (4/914)) I BIEIREAED 5Nz LOWMED H S

—_3—

1"'5%5'57% 1%5'%7% gﬁgz—(% PENEINT A —=F 1, ROEBVTH o7z,
B BUE i Z 2 FEiE E RN W 3] LAR7 0¥ 2 500mg B [EH% O 5 K OB o] s i g R O 25
THohE BT A—%
BrIRER | O F WV, AR, HER, IREL B |XIE. AN () >a 8=k x> ME. 4861, FHIE +1EHEfFZ)
FEEb] s EE, 1TAR Tmax Cmax ti2 AUCo.720r
D, LU (hr) (1 g/mL) (hr) (pg - hr/mL)
PR MER. 7 L7 F |36k, WREA. & 500mgiE 15 /0.99+0.54/8.04+1.98]7.89+1.04/50.86 +6.46
=y k5 R REAR 500mgrii#E| 1.00£0.00/9.79+1.05/8.05+1.54/51.96 £ 4.96
. BUN_LER 16.3 71
JiF ek ALT ESR. RFFERERE 16.3.1 BARAICBIF D AHE
LDH E&. y-GTP_ L& BEICLAT7OFY L2 & LT500mgx BMEREHRS LT
AST k& MMy IiLEe > BaE. OFRk(R5%2.6~4. 1B TRIMEEREER .
#hn, ALP LR 1.42~1.89). SRR (#54%2.9 ~ 4.08 s Tt M aE g
M EEREGRD . |V o/ SBREGR A H:0.76~1.58). Hif (5% 1 ~ AR TR p i
IFRRERECE . & M1 0.40~0.88) SHIRAGIE (8 54%2.3 ~ 5. 8¢ Tt 1ML
HF PR SErREEL 0 0.89~2.29), %?Jr(&'ff?&_l~4ﬂ§|aaﬂ'(“ﬁml§§
i1 R . B AR A e 5 oA L
= \ - T B, BEICLET7OFHY <
Gl ot éﬁiﬁg%};f i%@%”g%gg OR%. &% 100mg 12 200mg™ % BEHRE IR Ui e, B (55
B BRCRE %, WRE 0.8 ~ AR TXLMIE AL @ SPA91.1)  WERE (R
mw OIS | 0a L 1. B (s Rt
— 7 ON IMIEHRIREELL £ 0.8~ 1.1), HiZ %1~ 6
A WRHEFER. BB \BREER. X THRHMIEF AR 1 0.8~1.9). HISIIRE (54 1 SHRT
HE %ﬂiﬂiﬁ\ MIMEFRELL © £90.6) . fHEE O IMEHRERL © 0.3~
IR $H AR 4.2). BK(#5H2~ R T MmEHBER : 0.14~
TEsRe iz I, SHMR 0.31). E®(100mgH5 THREEE0.61 ng/mL). Hi
FDfth IR AER IR =10 N (B G20 H T B IIBE © 0.6). LS (5
CKEFA. MUk . 24, BAEI B2~oM TR mMEFRBERL  1.1~1.9), ZMHEss
. BAETRT.  RE. BT (100mgi% 544 3~ 4R T0.6 ~ 2.1 1 g/g) I THE 2R L 720
IRMEES IR, FReb . Bk, % 16.3.2 HEAICSIF BHEIE
ANE = BFRBRAIZEFICL A7 0+ > & LT500mg = HE
B, hE EOHRE L. SR I (12 /5620.5 ~ 24K T

MEEPREL © 0.2~1.5). SUESHIE ($:540.5~ 8¢
TRMmEEFRAEL  0.9~1.8), KEXNMREERK (5%



0.5~ 8 T IMmEEFWEL : 1.1~3.0). livrno

YH RIRESIC &L 2 FREHRIVE IS 2 AR RIZIRD

77— (BE5%0.5~ 24K M T MR EEL 4.1~ EBOTH A,

18.9). FfifH#k (3 5122.28 ~ 25.4 3R ¢} I 4 Fh i & R BINRER/ARER] | BRI (%)

H o 1.06~9.98) Ic# 7 2R L. EEREER 14/14 100
16.3.3 MPEBRBESE Jifi ¢ 94/101#D 93.1

LAR7aFH 1 ~50ug/mLoin vitroTOk MR BRI TG B 5 0D — YRR 28/28 100

HiEARIE, B 2EETH26~36%TH o7z, =t 136/143 95.1

16.4 G5

16.4.1 FROMLE
ERRAIC LA 70352 2K E LT100mg™ 2 Bifh]
BROKG Liz56. %5%2400H F To RRIRPHRRIE,
RECAEDPBREGEDT9.6%. BEXFIARNL.75%. N-FF
FA FED1.63%TH > 7z

16.4.2 BB+ EY
BEAFIC LA 70 %52 VKA E LT100mg % Bifh]
FEOH55%2~ 35K M COEEE 7L 7 0 v BEas
BE130.05~0.44 ug/mLTH D RE(KICHT 25 &
1£3.9~25.8%TH o7z, F7z. HEMEHHICHIZIZAEE
DT NVT T Y BIEBEENERD 5N,

ED) Y77 IV TS 2EREEL00% (/1)) w4 27T XM T 265
HIZ100% (15/1561) T -7z,

BIEF RIS 1239.5% (60/152M) TH - 7=, E&EIE
FIEEIDT7.9%(12/15241) . HFEEEREEM7.2% (11/152
Bl WEk:. Rl SRR ATE5.3% (8/152f5) TH - 7z,
17.1.2 /BS1 L MAEEER

NREBYYE (iR, BHEKEZROSEEE) ICHT 2
LAR7u ¥4 > (500mg x 1[al/H) OIEE akER (R E) 128
F57 RIEER. MRERE. €575 (T52N0NAF) -
h7S5—VAR, JVITVIIE. A7V UTHE. B
T K B IFIREHRYYE IS T A EIRIIRDEB Y TH 5,

16.5 HEittt BREA BREBI/RRER] | AHEIE (%)
ERERIAICL AR 7 B FH > > & LT500mg % BEFRRO#S L i 5¢ 348/357%2 97.5
7oA. BEHRO~ 24 ORFEEIX, 138.8~877.7 ng/ B IRERE O RS 399/411#Y 97.1
mLTH Y. HE5HR72MMF TICHRSBD83.76% M ARE LIk it 747/768 97.3
ELUTRPICHRt SNz, LR 7 aF4 > Vid, FICKREL )L VA R TIRICHT BEMRIE100%(3/30) . 25 I I T7RMRIHT BEMRIE

EDRFFRMI & > THEAD H5IHKT %o

100%(3/361) . <A 375 X<HiRISNT 2H%HRIE100% (48/48f) TdH > 7z,

) BIERE RO BEHEE

Fio. BEBRABESHICLARTOFH Y vk ELT
200mg® 2 BB G L-5a. #EPICIIRER72EMTRE
BOD3.9% W REEE LTHt s 1726,
16.6 HEDERZEI DEE
16.6.1 BikpEEEEE
CLerfHIC R DB L. LA 7 aF4 > 2500mg% 2EfE
R EREOHRE L 5E . BREOERTICHE L M RE
DEMZERADIER ., RABEOE T KO RF R
DERPED SNz, [7.2. 9.2, 9.8.2 HIE]

() > aoX— bR MEN 2261, PI9E 1R HERZE)

BIVE ISR 1331.4% (277/883%) TH - 1= E2EIE
X IFEED £ v, AMIREED 75%4.2% (37/883%1)
NEERE3.5%(31/883f) T - 7=,

17.1.3 BN MAEER
ENOF R REEZNRE LT 20w A ¥ DEHE
HNIB-EERHERBRICBOLTARDINEEE LTHRS
n. LI R TR 2 AR%]100mg X 3/ HH 5.0
HRIZ100% (6/661) TH > 729,

17.1.4 B9\ E MAEER
WHDOL VR FICkBHPiREEZ R E LU BERR

( CLer e ti2 AUCo72n | FRHHEHER (%) BRICBWLT. AHIS00~750mg X L[E/ B 50 E %R IZ
mL/min) (hr) (pg-hr/mL)| (0~48hr) 93.0% (66/711) T - 7210,

50=CLcr 11 | 9.17+£1.28 | 81.74%£20.78 | 80.02%+6.08 CEERES. EREER)
20<CLcr<50| 7 |15.88+3.79]150.96%18.03]56.39%13.51 17.1.5 Erss I

CLcr<20 4 133.69+14.57|250.66+£58.30/28.28+11.83 B RERAEREICNT 5 L A7 a4 (500mg
16.7 EYHEEIEH X 1[8l/H) OIFEMRERICHB T 57 FYVRERE. BRERE.

16.7.1 ZIVEZOLXRBRY TRV D LSEOHIBES. #%H
LA7 034 2 100mg® BEHEO# 58, KEEET )L
I=wAa(lg). BEE#(160mg) LdBt~ 7% 4
(500mg) = HFAHE Lzfia. LR7aFH 2 2 ONA F
TARAFEY T ¢ —IZHREHSICHE L, ZNZEN56%.

WHE. KIBE. YranNryy—g, JLT7VII@. TV
TUNTY—E. EIFTRE. Tur I A@. EILHF
S - ELA=Z—, TUELTFUITRE. BREBEH., FSa—<
JSIVFV(IVTIVT - bTATT 4 A)FEIT L BIRIBRE
JUEICH T 2ERIIROEBY TH 5.

81% RV T78WBICHA Lize 72, CmaxbBEEICETRL PR, HRERERER | AR (%)
727, [10.2 51 TR 2% 120/142 84.5
16.7.2 ZDthDZEH EX RS 11/15 73.3
(1) IAFI, 7°|:|/\‘:?~\9I<‘ =t 131/157 83.4
o ome b L s aTes BRI 217.6% (33/1850) T > 1o ZEIfF
$ L S00me s R HEELIRG L, T T YT FIZTHRI3.8% (7/18501)  HILRE2.2%(4/18561) 7
FUREY R EQPHICE D LAET TFH S > DAUCo2m %%?@;)’%gff_ LT Ty R ARF T —CRIAEL6%
z;{ﬂ%plO%&zf@&Z%Lﬁ L, tl/zcst%n%“mo.s% 1716 BT
B S LA CmaxsBRESSRED S FREAIRIVE (S WAL FORBBATE, AR,
W ARORES R, LRT 0% & LT500mgTH 5. TEIRPRASBSVIE, SRR SYE) 1295 LA T 1 %4
2> (500mg X 1[El/H) DIEEMREE (FEDICBIT27 Ky
17. BRFRRLEE HREE. BERERE. W@, KBE. Y runsy—g. v
17.1 B3R URS M ICET 28 VYIS, Tyrunyy—@. tsF7E. Fur
EIP - WO S 7 S RHEE O S BSIE I X T 2 48T 9, ENHET - ELAZ—, TAEFY TR, R
HOERABEOBEIRDEBY TH 5. BE., v oa—<753IV7(VI3IV7 - vTAXT 4
B, RE. 7B IR, XA M, BERER, BEEEOCZO A)EIZ K BREBGEICH T 2EDRIIRODEBY TH 5,
I DFERE. QBTN T AHRABRIIEAN L B EHINT R BERNRER/FRER] | Az (%)
WL, TERE 2 76/86 88.4
(BEREZRN. MiN. 1EHEFIRESHRE D IR BERER 70/78 89.7
17.1.1 ENE I8R5 &t 146/164 89.0

ERA DT fig, BYEEIREIHAE O ZRER, daR
EERIINT B LATTFH L > (500mg X 1E/H) OIS
MRBICB 27 RORER. MRIHRE., €57%5 (75
UNRAXF)cHhFS—YA, JLTVITE, AV TILLY

BIVEFFEBAAE1324.9% (90/362f1) TH > 7z. F2EIE
RSB £114.4% (16/36241) . FiD4.1%(15/362
Bl) . e FLERB KRB R IEMN3.9% (14/362f) TH > 720



(FEEREX. NV NU VK, FEARRE. FESHESEN
17.1.7 EA%E MEEER
FENBRE, FEMBEL. NV MY VR NLEY Y
BRIRE . FEEBER(Z I II7MH. W) . 2RE - IR
BREIINT 2L ART7 00Xy Kk oIFERRBRICE
JA7 FURER. KBE. XS M2 LT a3y h AR,

GIER. PEX. BISEX. (LREERRR
17.1.11 ERSE MAEER
WAMEER 7S mpkze. mpbEIE 2% (R5) . SLE %, EK.
BIGEZS, (LRI RE ST 2 LA T7aF8 >
KM OIEERHERICH TS 7 FYHRER, RREEICX
% B BIRIGERHEISEGEIC N I 2 ARRIZRD EB D TH 5,

NoOA—<UI3IVT(IVTIIVT - bTaATT 4 A)FK \ (3%)100~200mg X 3
& BFERABHERBRIEICH T 2 EMRRIROE BV THS. TR EREl Rl AR (%)
— (£#)100~200mg x 31 SV E %% 23/30 76.7
- BREEBI/AERER | AR (%) HFH % 111/150 74.0
FEEER 29/31 93.5 BB ER 52/68 76.5
NV RS 49/50 98.0 bR R R 2% 9/11 81.8
FENRL 58/61 95.1 &t 195/259 75.3
FEMBEIRR 35/41 85.4 500mg x 11/ H O R OFHRIC 51 5 B AR WSO BRI T — 4 137,
&t 171/183 93.4

500mg X 1[E/HOH#EK CHEICHE T 5 BAKR BN OBEKRRBE T — 5 13720,

(RTEMERERRE. REMRBRE. UV/INVE - UV/NE
R, BERRE. SEULRENEZHSDD). IS - 5
ROFMEIFO T RESR. AKX, IFMEERERS. BEX.
)
17.1.8 BN MR
FEPHAMBIYERF NS 2 LA 7 0 %9 ¥ KNP O
BRARHERICB W T, 7 NV IRERSIC & 2 B E R RS
E (RAEME R IEIYE . TR IRSYE. U >V E - U >
INEISE, BHEIREE, ) IS 2EMRIIROEBD T

Hbo
(2#)100~ 200mg X 3

REE FED) Bl (%)
AR | 390/436__| . 894
FRIEMER S RYYE (B D D %%F)
BRI b0) | nes 85
EEM R RGYE (D, #
omEE) | M/153 0zE
VNE Y AmE | 516 | 038
ﬁgﬁﬁﬁ (R IR 00/182 89.0

17.1.9 iBHERREAER
FE BRI GUAE FR A K O BHABUR S E B F ITN T 5 L
A7 aFHT 2 (500mg X 1El/H) O REE: (oK) I2B 0
T 7 P BREBSIC & 2 B8R ERGYE (RIEMELE &
YUE, EIEHERERYE. U 2 - ) VSHiR. 1B
RAE. &), A - RIS RHEEURYME IO 9 2 BRI ERIE

MOEBVTH %,
BEA BRREG/ABRER] | AR (%)

FEBiosdf e

R RYYE (B 5 %%)

SELRERIEZHS D)

GAEME R R YYE (D, &

OMFES) 302/31 KEED | 97, 1KEEY

RRZAL-SPRZA . - 3 133/137FMED | 97.1 FRM{ED

B ERERE (R NS . IR )

%)
SHFL - BIESIPIRIURIYE

S8 - BUE R T A%

RIS

TE4) BAAERZ I - B2 AR E

17.1.10 EIR5E M 4H5ER
SFHABBIE B SN T 5 LR 7 0% 5 S 2 kR Ol
FRRBEICBLT, 7 K YIREREIC & 2900 - BIEIRHE
SERIE, 7 LT VTR, RBEEIC L 5B - B
RIHT 2EHRIROEBD TH B

- BREBI/RRER] | B (%)
SRBE - BIEOVRURBURASE | 146/181 | 80.7
S5 - BUE R O F AT RIS O
e S N e
L. S 23/29 | 793
ALFYJE B IS 22/23 95.7
JBEE% - HER 19/26 73.1

fHZER - HERICOWTIZ500mg X 1[5/ HOREKRUHEICH T 2 HA KR BN DK
REBET— 71370,

_5_

(RER. ZHIE. EARIRS)
17.1.12 ER5 MAHEER
M IRRRERF IS 2 LR 7 uF 5 2 VR DI
EWRABICB 57 NYRRER. 77 A EFIC & 2 RBE
BURSYEICH T B2 AMRIIROEBD TH 5,

PEHAZ (Z/Ié%)lOOA'ZOOl’HgXB&)
- BRPREBI/RRER] | BHEIE (%)
RER. FRE. BRRR 68/70 97.1

500mg x 1[5/ HOFER CHBICH 1 5 HARKR M OBRRER T — 2 1372 10,

(RRMmR. BFJX. AU3)
17.1.13 BRE DE55
BB REBEEICNT S LR 70 S VKN OIESH
HEBICBUY2KRFE. YLEXTE. Ar¥unsy—g
LK D GERBRYEICNT 2EWRIIROEBYTH 5,

B, (3#)100~200mg x 3%
- BRERI/AREES] | AR (%)
BGERGR 115/119 96.6
BT 7 A 1/1 100
aLrs 3/3 100
&t 119/123 96.7

500mg X 1[E/HOH#EK CHEICHE T 5 HAR BN OBEKRRE T — 7 13720,

(EEEEY. EEEEN. T
17.1.14 ENE D858
SO, B, EAEICHT 5L AT 0
KA OIS R 5135 L > B IRER. <7 2
MLk AL & B R - SRR 1o
T BEIRERD ES D T B
, (3%)100~200mg x 3%
RRE FAEH Bl AR (%)
R, RIS, BEAS 171/205 83.4
500mg X 1[H/HO %R CHEICE T 5 HA RO OBEKRREBE T — 7 3% 0,

E) AR OEKRS N ABEROHARIE, LAR70349 &1L T500mg 1H1ET
H%o

17.2 BLERFTRAES

17.2.1 HIRSSRRGME (REIREE - "kR)
SRR - Rk DR BRE ICAFS00mg 1 HIEHS L.,
VEREEE. B RRCEROER & 0 AF O/
Mt L7z BEKRT7THROBERDR BER)1X95.0%
(19/20f1) TdH - 721V,

17.2.2 FREE - 14B3RRFYEE
FREE - MEBSERYVIE (SR B REE 2S . MR IEIE RS JEWE
EHRER(Z7SIDVT - boavT« A, At
RIS RRR R AR LA (HEER Y7397 - T
av T 4 AM)) ERFICAFS00mg = 1HIBEREG L, B
SR R 2 RET LTz,
BEBOABERIE, SERMERERS97.4% (37/3861)
TEHETE B 2$82.9% (29/3541) « FEMETEIRIE % 84.8%
(28/33fl) . SHEMIEMERIZIIRZ100% (2/261) . 2R
1 %80% (4/561) TH - 7212,

17.2.3 Em ABIEIRRLIE
AFIS00mgl H1E7HERO®RS L. JEMEETEEE R
(77397 - bTavT 4 AE) ROTFENBERIINT S
B RO EZHRE L, FEBOEDRIZ. JEME
BFEHER(Z7SIVT - bFavT 1 AH)92.3%
(12/1361) . FENEZ94.7%(18/194) TH - 7213,



17.2.4 ERIRIRFIEEIRRGYE
REY - BIRERORAEBEICARFIS00mg]l H1E#E L.
LSRR AN OBATH R OB 2 E Lz, BEED
BEFRIE. FH%100.0%(13/1361) . BIEELR85.9%
(73/85H1) TH > 714,

18. ERHEIE

18.1 {EFkER
KHNZ, SEIARTHAHFT7aFY T D—FDOKEEMS
BTHHLAT7UF T ORI E2EET A2 —F /)1
VRRONENAT. MiEODNAY ¥ A L—2AKR T FRA Y
AT—¥NIZ/EA L. DNABE#ZHET 5, DNAY v 1
L—ARO MRA VAT —FVHEFEEEIA 70X 00
K2EDME TH - 721920, FLEElERIEBRETH D15 21
MICFHEDRE THEE M ERD 517222,

18.2 E(EFR
LAR7udH T Uid, BAEE2 S80I LABEERRT S
T LEHEB I L. RHBEZREARY MLEFL, 7R
JEHERE. LOVIRER. MARE. BERER. &5 TIck
BE. ZJVL7YII8. ¥S5FT7R. TurvAg. 'L
3T - BAHZ—, TROEF VI TREECBENMER. &
BEZ&0 7 P BEIERRE S S AERER. M@, 1> 7L
IVYHE. LI9F%XTE. RTIVA NV T avhRAE. 7
I AE B EIRNBEREEEZ R L. £, RER. %
B, RAMEH. TVt IB. BREE. QR ryFr(ay
VI TNERT4) FFA—TITIVFT(IFIIVT -
NTaARTAR) MR IFIIVT(VF5IV7 - Za—FE=
), iR~ A IS IRV (YA A SFAY - =2 —F=I)IC
R LTHHEI 2R L7195 20, 2333 EZER< ™7 ZRYLA
ERERICB VLT, RFNIENIRERZR L1229,

18.3 MM EICKRIFTRERUHEEDTE
In vitroTt bMHREH#ERZEMPICHEEL-ETVICSE
W, 500mgl H1E#513100mgl H3[E# 5 & H# L T,
Jifi 2 BREE & 0K B O M B 2 0 L7239, [7.1 B8]

19. BRI ICRET SIBLRHIFR
—fgE 1 LAR7aF 8> 2K (Levofloxacin Hydrate)
g = :LVFX
{E24 : (35)-9-Fluoro-3-methyl-10-(4-methylpiperazin-1-
yl)-7-ox0-2,3-dihydro-7H-pyrido[1,2,3-de][1,4]
benzoxazine-6-carboxylic acid hemihydrate
PFR : CisH20FN304 - 1/2H20
2FE : 370.38
% R REHE~EHHBROREXBIHEEOMRTH 2.
BEEE (100) ICVBEIT R <, KUUEA Y ) —LICRRE
FIz< <y T8 =L (99.5) 1T IT Ve
0.1mol/LIEBEFIITIET %6
FIT K > THRA IR EAERIC L 5,

B R2267C (91R)
PEREL - n-4 7 ¥ ) —)L-SorenseniBE & (pH7.0) 5 0.553

(37°C)
20. BHRWLW EDEE
D
TIAF v 7R MUBEEBIGEX L TRET S 2 L.
22. a%

(J5Ew bE250mg)

(FSRXF v TR NT) 1008E

(PTP) 100%E(105x10)  500%E (105x50)
(J5Ew hE500mg)

(FFAF v 7RI NT) 1008

(PTP) 50%E(55:x10) 1008 (55:x20)  500$E (58 x 100)
(I35 Ew NEKI10%)

(FFAF v Z7HRIIL) 100g

(5a) 2.5gx 1004
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