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RUFMRISORZSR. AN, IIFIEERS. W - 1R
R, EHX (RULEABER. RUABREREZS0) . REX
R, FR. BETRSEFEOTRZR. BERR. BEBX.
IR (RME. BME) . BRLEAR EIENR) . RKE
R, FEEER. BEKX. BERX. BREEX. BF IR N
SFTA. LS. NILMUVERK, FEARE. FEMRES
R, RER. ZHEE. BRERR. NERXR. DEX. BISEX.
{EEREIERRARA. EEEMEN. EERER. AR, }E. T
TIE. RA b, HRF. MEN0ZOMORBKIE. QR

3. 4R - MK
3.1 #8RK i i i i 5. WEER FZNRICBHET BiER
. LAETa% g gt LRI OR S g (IEFE - BEE. mpk (ROVEER. RMEEREES0) .
250mg TOH 200me TCH] RETESY, BRMES. SRR
1 s [MAEMERBBEFEROFT &) V22B L. HEEESON%
gy | IO B LT B AR FHE A UL 7 Ty RIS AEE SIS 0 BB A1 R
BRI 256.2mg 512.5mg -
(LATOEFS L ELT | (LETOFHI e LT 5952 &
250mg) 500mg) . Y
6. BENUHRE
BEtLo—2, e Foxy |(#HReLro—2, e Fofxy N . N ;
FUELELO—R, HLA | FOELELT— R, FL A ﬁ;éggkcj;*;‘;$?&L/?E§§E%m§é}Bl@ﬁ
O—2, 79 VEBAF 7Y L|0—2, 7LBATT UL o BB\ RE - FERICS U TCEERET 5.
EFl | UL, e FORrO— [FRUTL, e FERAO— FififiA% B O Z DA OFEREIC D W TIE, REI & L T ofiiss
A, w7uIT—L6000, B | A, v uI—)L6000. B BEHEATHE
(£F 5o SN0, BBEZ|LF 5>, FLo. Z Rt :
Al M AR e BF 7 A, NTFT ROV, LATOFHI L ELT]
— —— [@500mg# 1 H1[E14HEEO#5 T %,
3.2 REID MR . . . yme
W4, LARTaFY Y LARTaF Y Y 7. RERUHBICEET 328
7e 250mg [CH]J 500mg [CH]J GhgeHsE)
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BFITA, INTFTR)
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7.4 RIEDOREROEROIMEN X, FMNERERT (EMA) #760
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8.2 BHMREEENHODONDEIENHHD T, HEHEDEELE,
fEbiz S BMOBIEICIESE T 2BITIIERT 2 L5 BFITT
SFICHAT S &



#%9,

8.3 KENNRIE. KBIRMREEZEISHI T ENHHDT, BEE
F3IciTH L& BT, BEER. S IIEERICRAZOERY H
LEONTBEICIESIKERDBZEL2 %15 L5 BEIHEET
5T &, [9.1.5, 11.1.16 2]
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9.1.3 EERVEE (TEIR. EMEIVEES) DH3ESE
QTEEZRITIENH S,
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IZBWT, 7V FaF ) arRREERSRICKEIRE R UK

BIRMBEEOFRE ) A7 PEM L EORMENH S, [8.3.

11.1.16 ]

9.2 BikEEEEERE
EVWMHEEOREENZO SN TWVS, 4B, MKBERTXIX
CAPD (Hif9slRIEREENT) 3. (AR 5DO LR 7 aFy
VBREANDEBIDEVWERENH D DY | BRBROEBINERS
BAREEEZONS, [7.2. 16.6.1 BIE]

9.5 IT®

(REEZEDEERKREUN)

9.5.1 IR SRR L C WA REE D b A 20T G Lisnw e
Lo BMER (S b)) THRESEESHOBRSIZEVWT,
it - BRIBFEC RO, (LB EEEOFRBEMFER RO ERE
BHIEROEIMARD SN TS, [2.2. 9.5.2 ]
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1. BI{EA
ROBWERN S H6bNBT ERHBHDT, BEETHITITI,
BEDRD 5 NIHEIERE 2 HIET B 72 ST 2 B & 1T
5T &,

1.1 EXBEIER

M1 vavg BEEARH)  7FI45FY— (BHEAH)
Yav s, TFT7 4 TF T — (WHEPER AL, B, FRA
HE) PHobhdIENdH b,

11.1.2 hEs4REVIEILRIARE (Toxic Epidermal Necrolysis :
TEN) (GEEARHY) . BEHIRIRERS¥ (Stevens-Johnson
fEIRBY) (SHEAH)

11.1.3 =8 (BHEAH)

11.1.4 QTE&ER (BHEARH) . DZ$EE (Torsade de pointes
ZZ0) (BEERH)

11.1.5 SUEBE GEEAH) . MBEEER GEELRH)

11.1.6 BUERER (BEEAREE) . FTHEREREE GEEAH) . BB

(BERERBH)
BIRERFZ. FFHEREREE. #E (PR @ IEX - 1B, &ACR
k. BRE&. ZHESF) Pbobhdlenbs,

11.1.7 MOERRAME (BEEERER) « EFEMIERE (SEERHE) | 38
MM GEEARH) . MUIVMRES (BEERH)
ULIMBREAGE, BRERIERE (WUHEIR © B, IR, BRR
%) ANEVUEVREERESBOEEL, /MRS 5
bNBHIENDH B,

11.1.8 RAEEIMERIRN (SEEEAREA) | SFBRERIMERTN (SEEERER)
FEEN, TZWK. PPIREREE, MOEXRREE. IFMIKESE 2 O/
HHERiSS, TRIRERADH 5 bNEZENHHDT. D&
DRIERA RO SNZIGEIIIFEEHREL, BIEEERILE
VAR S SO R NE TS L.

11.1.9 (ARMERIBEREOMEZF S EELBABN (SHERH)
8. SR MRS 5 N Ha I3RS 2HIE L. )
BB EITS 2 &,

11.1.10 ISEARIARAE (SHEERER)

e, B, CKLER. MHFRURF I+ 7oey LRE
RS U S BRAEE(LE fF S B RAREY & 5 b1
HTENDHB,

11.1.11 {KINAE (SEEEAREA)
BIUEESECESfDRESN TS, BRREE (R
WARZLT L7 REHR A VA VBIFIER2BRE LTV E
&) BRERSEE. BREThODNPT L.

12 PFURER. BRIFREOREE EEAH)
BEDOFEA» FE. BREOERPRD 5 NIHEICIIRE
ZHiEL, EYRABETY L, BEBHEOBEDH 2 BE
ThHobNPT L, [0.8.1 BH]
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11.1.16 XERE (BEEEREA) . KEHIRAREE (BHAZRER)
[8.3. 9.1.5 ZH&]
11117 RIERES  (SHEREA)
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11.2 ZDtDEIER
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H,OEET, BE
Fia
TEREE iz R, SR
Z DAt MIERAVERER, CK L | SiifE. A,
. PURRE. BAER | FEEL BAETRE.
B | RGEE, | B K. B
R 7 B iR | R BRI

) EZEE TOMAICBWT44% (4/914]) BRI R
OoNT:EDREN D %

14. BRLODZER

14.1 ZHZMEOER
PTPEZEDEANIPTPY — b SHD H L THRAY 2 L S188E
952 &, PTPY— FORBEARICK D, BEOVHA IR BB
AL, BIIIZEFLZ B C U THERRR XS OEE 2 a HbiE & O
HITDHIEND B,

16. EYENRE

16.1 MAEE

16.1.1 E4FHIEIF HEHER
LAR7aF4 2 2 $E500mg [CHI &7 F € v MMESOOmE%
JURF—N—RICKDZENENIE (LRAT7aFHo &l
T500mg) EFRRASFICEEREEREOHRS L CmiEfhL R
JuFH T U RBEZREL. GOoNLENPHERATA -
(AUC. Cmax) 122\ T0%FHEX EIEIC TIRETA#T 21T >
7458, log (0.80) ~log (1.25) O#EHFENTH Y. WAIDE
MRNRZE%EPHER SN,

(ug/mL)

I 10

%

f gl —— LAR7uF4 T $E500mg [CHI
R ol —0— 75y MES00mg
g Mean= S.D., n=16
* 4+

7

P2

> 2

i p

i 0

0 4 8 12 16 20 24
HE5#%OrH (hr)

HENT A =% BENRNTA—F
AUCq.04 Cmax Tmax ti
(ng-hr/mL) | (pg/mL) (hr) (hr)
LAR7aFy T U8
500mg [CH] 52.8+9.8 6.2+x15 |1.7£1.1]|76x1.2
77y ME500mg 51.2+9.2 6.6*+14 |1.6x£06|7.4+1.0

(Mean £S.D., n=16)

MAFFEEIICAUC, CmaxZn /85 XA —# 1%, #HiiaE R
R AREORENEE - RS OREREMIC & > TR S AEE
W5,

16.3 31

16.3.1 BRAICBIF B REHE
BEICLAR7O0FT 22 LT500mg% BEREOHRS L7z
A ORIk (%5%2.6~4. 1 EE T mgErEER  1.42~
1.89) . BiZAR (%5122.9~4.08 0 TxtmiEhigEL : 0.76
~1.58) « BiF (5% ~4E o mEEFRRER £ 0.40~
0.88) . LEEIAMLAE (#54%2.3~ 5.8 CRIMAEHIEEE L :
0.89~2.29) . Bt (%5481 ~ 4R oxfmeEhEEH  0.11
~1.39) THO. BLBITHEERLL,
BB VERERAIIEEICLR 7S5 Y VKM E LT100mg
R13200mg® #BERO®RS L25E. BE (%51%40.8~4
R o MEFEER - Fig1.1) | MR (HmEREE
#90.7) . OFRH CImMFEFRER  2) . BR GdmE
WEH0.8~1.1) \ HIIZMR (541 ~ OReE Tt Mg iR
H:0.8~1.9) | BN (54 1.5~ 4R T B HIRE
H1#90.6) « BAK (BE5£2~ R TNINEFRER  0.14
~0.31) « E& (100mg&k 5 chREEE0.61 ng/mL) « HiR

(B E#2RMoNmEFRRER  0.6) . LEHRAKE (B5%

2~ ORI CRIMEFREEL : 1.1~1.9) . HEHEE (100mg
B 553~ 4R T0.6~2.1 ng/g) ICBITHEZRLEO12,

16.3.2 ABAICSH T B R
R AN IZEFICLAR 70592 > & LT500mg% HEHEO
|5 L25E. REEBEIR (B545£0.5~ 2480 TR maEH
BEH:0.2~1.5) « [EIKE (HB540.5~ K TxMmA4E
FIREH 1 0.9~1.8) « [EMEERR (B54#0.5~ 8k
TRMEFREL 1.1~3.0)  fivya7y—2 (#540.5
~ 24T MR L 1 4.1 ~18.9) | Filifli% (154%2.28
~ 2543 TRIMEEFIEEH © 1.06~9.98) IBTHEERL
7-13)

16.3.3 MIRBEREER
LAR7aFxH > 2 1~50ug/mLoin virtoTO b IMEEEHRE
BRIE, BRI ABIETR26~36%TH - 7214,

16.4 X

16.4.1 R
B AICL A7 ax4 2 Lk E LT100mg ™ % BiEiE
%5 L7556, BE5%24BME CORBRPERIRIL, RE
(LR EEDT9.6% B A F IAEA1.75%, N-F F A N&
71.63%TH-7-19,

16.4.2 BE;oh{XEH)
BEAFICL AT F T2 KA L LT100mg ™) % HERE
A 542~ 35K COEEREITH LT O v BRaaEEE
0.05~044pug/mLTH O, KRBT 2EE1E3.9~
258% T oiz. iz, EERETHICHIZIIRAEED /L0
VEREED R 5Nz 10,

16.5 HEtt
R AIC LR 7 a5 2> & LT500mg % BEREOHRS L7
B, HE5%0~ 24O RFIREIX. 138.8~877.7 g/mL
THO ., BEHRT2EE TICHRERD3.76% M RE K E L
TRAPICHES Nz, LART7 a8 Y Uid, EICKREMEDR
Rt & > THRRY SIHET 517,
Fio. BEBEABESHICLAT7aF vy AKMmELT
200mg™) 2 BHIEE LzGE, BRICIRESHRT28EM TR E
ED3.9% N RE(EE LTHRt S hiz 19,

16.6 BEDERZEITEE

16.6.1 BifEREEERE
CLcrfEIC K D BED I L. LA 7 a ¥4 2 > 500mg % 228k
EREORE LzBa. BREORTICHEV MEERRE O£ S
FERHEIOE R, RABEOE TR URAFHMROE TR
5Nn7z19, [7.2. 9.2, 9.8.2 2]




(V) ra o=t A2 MET. 22060, Fi9fE HIEERE)

CLcr $%§& t2 AUC0_72hr ﬁ%¢ﬁ?rﬁ$(%)
(mL/min) | ™ (hr) (pg-hr/mL) (0~48hr)
50=CLcr 11 0.17+1.28 | 81.74+20.78 | 80.02 +6.08

20=CLcr<50 7 15.88 £3.79 | 150.96 +18.03 | 56.39 +13.51
CLcr<20 4 33.69+14.57 | 250.66 £58.30 | 28.28 +11.83

16.7 EYHEEIER
16.7.1 ZIWE =9 LARFI TRV D LASEDOFIBSESE. #H
LAR7 842 100mg ) BERORGEIC, KELT L3
—wa (1g) « HE#k (160mg) XL~ 2 A
(500mg) =MAKEG LGS, LAT7aFH T v ONAF 7
NAFE) T4 —ZEARRSICHE L. ZhEN56%. 81%K%
V78%ICHA LTze F7-. CmaxbBEIET L2220, [10.2
ZHd]
16.7.2 ZDHhDZH|
(1) Y AFI Y, ORI R
R A, ¥ XF Y2 400mg# 1 H2E7HEIIE e~
* ¥ R500mg# 1 HAE7HE#HS L, 4HEICL A7 0¥
¥ >500mg % ZBAREE AR O S Lz, Y AF YV XET
ORAY REOHRICED LARTaF 5> > DAUC 7901
FNEN27.0%KV382% EF L. t),,dZh21n30.5%%
U31.8%MEE L7745, CmaxiZ#&8idAH e Nk -722D (41
EAT—%)
16.8 Z Dfth
LR70F4 > v8E250mg [CHI &, [&EVEZLZE0OE
FESAI O EMZENE SRR A1 K51 > (BR24542829
H: BEETHKO22958105) | IKEDE, LR7aFyI v
$E500mg [CH| Z1ZUEBIF| L U7z & &, JEHEICEDOSE
M ICRZE L RSN 2,
) AFIOER SN HEIR. LAR7aF4 2> & LT500mg
TH%o

17. BRPRREAE
171 BHUERTREHEICET 2 HER

EIPA - o CFEME S N7 BRSO S EBGYE SN 9 S 2 HA]
DERBBOMEIRDOEBY TH 5,

5B RE, TIVETE, XA, BRR, ML OE O
DFEZAE. QBUIN 2 B RHEBIIEAf L D EfS N TV
W,

(RMRER. BHR. BHIFIRIRE D RHZ
17.1.1 EAS MHEHEER

FRA DTz BIERFIRERAR D RS, daRE=
RIIHTHLART7O0FH T2 (500mgX1E/H) OIFERHR
BRICBIIAT7 FUKRER. MRAKE. €£771F (77212

F) - HYSFT—JRAR, FLTIVITRE. 4 T VIT UHHEEIC
& B MR EYYE IS T A EIRIIRDEBY TH 52,
EEA B RNREG/HRER BEE (%)
aRRETR 14/14 100
Jifi% 94/101 #D 93.1
B HEIFIRERE O UG 28/28 100
st 136/143 95.1
ED) 79 IV TMRICHT 2EHRIZI00% (1/16]) . v~ 2752

RIS T B HEREIZ100% (15/1561) Th -7z,

BIVEFASEIRSAE1239.5% (60/152f51) TH -7 E2EIER
EEDT7.9% (12/15241) | (FEEEREEEM7.2% (11/15241) .
MG, TR, BEEA%5.3% (8/152f1) TH-71=23,
17.1.2 /B51 S5 M ABEHBR

TRERBGYE (FPffiz, BESEIROSEEE) oxd 5
LARZ7uF4y >y (500mgx1E/H) OISR (FE)
IZBI ST RYRER. MXRE, E57%5 (75212
F) cHYST—IVA, FLTVISE. A V7 ILVIUTHE. &
MEESIC X 2 IRIR S RYLEICN T 2 A RIZRDEB D TH
%)24)0

BRESA BRDEEGI/AHAEG] | AZE (%)
Jifi 4§ 348/357 %2 97.5
PRI ER RS D Z RS 399/411%3 97.1
&t 747/768 97.3

H2) LYARIMRIHT HEHRIZL00% (3/36) 7T 3 VTN
RIS 2EREIEL00% (3/36]) « ¥4 3T T RHisicnt s
HENLITI00% (48/486) TH-7zo

E3) BEXEXROSEREE

BIEFZEIRSEE1331.4% (277/883%1) TH 7. E%ENER
TEFEEED F O, BIMERERD A54.2% (37/883f1) « RHR
fE3.5% (31/883fl) TH-7z29,

17.1.3 B MAEEHER
ERNOHHiREZEEZNRE LT ) A0 v A ¥ DOEZENTE
TEEBREERBICBLWTLART7OF Y U SNESEE LT
Hah, LYF X IMRIHT 2 LAR70F45100mgx 3
[H/H %) #E50H%RIZ100% (6/6/]) TH-7-25,

17.1.4 7851 55 MABEHER
WBHOL DA XTI L ATHHRMRBE 2R E U ERRERIC
BWT, LA7 0549 500~750mg x 1[E/H %) #5048
#E1393.0% (66/716) TH-7-20,

(BN, BEBR)

17.1.5 ESE MAEEKER
B RIRRYYEREICNT A LA 7aF 5> > (500mgX 1
E/H) OFEHRBICB TS T FURER. BRER. KB
H, YhranNry—E, JLI7VIIE, To7Funsy—
B tIFT7RE. Turv g, ELART - 'L~ T
Ty U TE. FEESIC XA RBBYYEICNT 2ERRIZ
MOEBYTH B,

BES B RDRER/KERE B BHE (%)
JERE S 120/142 84.5
BREX 11/15 73.3
at 131/157 83.4

BIVEFFIRSEE1217.8% (33/18501) TH -7 E2ENERA
I3 HI3.8% (7/18561) « IBILAR2.2% (4/18541) « ##
HoOF W, MF7 LT FURARFF—EHENNE1.6% (3/185
F) TH-7-27,
17.1.6 785155 MABEH5R

PREGEGUE (SERAMN TR BYYE, SRS A. KE
PHERBERGYIE. B RS BGYE) ICd 5L AR7aFs
(500mgx 1E/H) OFEERAEE (FE) 1cB1F27 PV
HE. BXER. KBEE. VL 7YIIE. Trrunsy—
B, T RABEIC X B REEGEICNT AERRITIRD &
BOTHBH,

BTEA BRER/AAER BERE (%)
JEERE 2% 76/86 88.4
BEREB A 70/78 89.7
Bt 146/164 89.0

BIVEFIRIRSERE 1324.9% (90/362f1) TH-7z. FxBIIEA

ZEEED F14.4% (16/362f1) « Eind.1% (15/362f) .

MA AR EREZEMN3.9% (14/3626]) TH 7224,
(FEEER. NV MU VER. FEARE. FEAHESN)

17.1.7 ERSE MAEEAER

FENERLE, FEMBEA, NN VIR, FEEEREE
IR AL AR7030 Y KO IEERAEBRICBITAST Ry
HEE. KEE. VI a—-~< 9397 (V93 Y7 - hTa
YT 4 R) FICEKDERABHESBIE IS 2 B2RITRO
EBNTHH),

(3%) 100~200mg x 3 %5

R BB Brhl | BHE (%)
FESEER 29/31 93.5
AV NI SN 49/50 98.0
T PR 58/61 95.1
FEMBERR 35/41 85.4
) 171/183 93.4

500mg x 1[E/HOREXRVHRICE T 2 AR B/ O KRRHER T — 5
137200,
(RTTIERIRERAE, FEMRERGE. U V/NE - UV NEA.
IEEIRZAE. 3B (LERMERNEZHESBO) . IHE - BUERUTF
MRIED RS, A%, [IFIEERS. BEER. BERX)
17.1.8 BN MAEHER
FERHREBRPERE I T 5 L AR 7 aF 5 2 LK DK
HEICBNT, 7 NUREBSIC L S RERERRGYE (R
TERERIYE. REERERIYE. U NE - U VOVEIR, B
IR, SE) IS0 2AMRIBROEBDTHB >,



— (5%)100~200mg x 37

el el | BAE (%)
FZ G LR I B 390/436 89.4

EORE AT (205 5R%)

B (LBHEREE S L 0) 71785 835
RERE RS (0. TomES) | 142/153 28
DIPAY =R IZAY: (/3 15/16 93.8
SHEREEE (RIS, TIRAZ) 162/182 89.0

17.1.9 ;B9 ERPREER
B2 BRI WE BB N OV BRI YYE R EZ 1IN T 2 L AR T
T4 (500mgx 1E/H) OBEKRE (BoK) 150,
7 RUBEBREIC K 2 E AR IE (R B RSYE.
REMERERFEYE. U /8 - ) UoNEi%, BERBEE. &
&) . SR BIESNBREEREYYEIC N T AEPIRIZIRD EBD
TH 530,

RES EREEBI/HIER] | BRER (%)

B BRI GLE
RIEMEREESYE (B0 S KE)
SE (LREEZ S L O)
VRTENERZ R RIVE (10 B DIBES)
U VISE - D SEIR
BIEIREOE (2 TIRE . PIRS)
GEEL - RIS B IURAE

97. 1KME 4
97. 1Rk E4)

302/31 1KE 4
133/137RkH 4

[ 54485 - G R OCFHHTAIZED — G

TE4) B - R AR E

17.1.10 EAIZE M4 ER
NEHESBIEEZ T 2 LA T O35 > VKR O R
BRICBWT, SR - IS BHEBUSEYE. FEERAK - BERICN
THENRIIRDEB D TH 53,

e (3%) 100~200mg x 35

- BRDEEGI/FEEG] | BERIER (%)
S4B} - BIEHME IR 146/181 80.7
545 - BB T OFAISE O RS 101/129 78.3
FUIRZ 23/29 79.3
HLF9JE FAR S 22/23 95.7
fEZEYS - FHE R 19/26 73.1

fHEEZS - FHERIC OV TIES00mg X 1 E/HOAERCHEICB T 5 HA
T I OB RREE T — 1372 0
HER. DER. BISERN. (CREERIRN
17.1.11 EAS MHEEER
SHEZ REZ, RIS, (CIRMEERREEEICNT 5 LR
7uFd Y KN OIFERRERICH T ST RUKERE. R
HEIC L % H BRIAER SRR N 2 BRIIROEB D
TH532,

. %) 100~200mgx3™

) bl B | EDE (%)
WNER 23/30 76.7
FE % 111/150 74.0
EIEY 283 52/68 76.5
(L BT 911 81.8
ki 195/259 75.3

500mg X L8/ HOFER R BT 2 B AR OVEI OEFRRET — 5
37500,

(RER. ZHE. BIRREND

17.1.12 B M 4E5ER

M MERRBEEZ T 2 LA 7O FY Y VKOS
HERCHB T ST P REBSIC X 2 RBMEBEREICNT 55
FHRIZRD EBO TH 533,

(%) 100~200mg X 3>

RRA bl Grehl | BT (%)

RS, ZRIAE, BRARAR A 68/70 97.1

500mg X 1[El/H O IR URRIC B 6 HAR IO KB T — &
(AR

(FgHsR. B 27X, JU3)

17.1.13 EIEE MABEER
BRUBABREIONT 5 LA T 0 d 9> VK OIFERRER
ICBI2FRAE, YLELRTRE, hoEunNsy—BEICLD
IR ERIVEICN T BEMRIERODEBY TH 53,

(%) 100~200mgx3&)

RRA Fahhl Gl | BT (%)
JRGLMERG 9% 115/119 96.6
BT 7 A 1/1 100
avs 3/3 100
Eis 119/123 96.7

500mg X 1[al/H O HEXR CHRICE T 5 HAKR B OB RREE T — %
[EAq R

(EERER. EEEER. SE)

17.1.14 EAS MEEHER

WA, A, HRBFIINT SV AT aFT Y
K DOIFERRERICB TS L Y REBFIC K S 0E - O
SEHEBBYVE IS 2 A RIIRDEB Y TH B D,

B (%) 100~200mg x 3 %)
- BIEB/FER | BRE (%)
Nk A L P N 171/205 83.4

500mg X 118/ HOFER ORI BT 5 B AR VB OE R T — &
X720,
5) ARIORDINI-AERCHRIX, LRT7aoFyy &
LT500mg 1H1[ETH %,
17.2 B ERERAESE
17.2.1 [FIRESEEE (RNEIFEE - RkR)
AR - RRROBABEICLA7 0% 500mg 1HI
m#5 L, EREEE. B RRCERGERLD LAY O
FH Y UOEMERR Uiz, BREKRT7TEROBKRDIE (A
FR) 1395.0% (19/20f) TH-7-9,
17.2.2 FREE - MH2RERRAE
FREG - MEESERYVEE (SMEEAMEREME A, MR 2, JEIRE
HERER (75 3IV7 - bTavr« M) - StEilEERaL
BRAROBERBE LA MEERVYSIV7 - bFav
F4 M) ) ERRICLATOFY L 500mgE | H1EHRS
L. BHEROZ 2 2 HE L.
BIRBOEDRIL. SMERMEREN%97.4% (37/3861) « &
MEVEREMES$82.9% (29/35M1)) \ FEMEMERIE7%84.8% (28/33
Bl) . AEREERSI R 100% (2/2f6]) | Stk bk
80% (4/561) TH-727,
17.2.3 ERARIGEEREE
LAR7aF9 2 500mgl H1E7HBRO®ZS L. FEMEET
BEER (VF3IV7 - bTaATT 4 AE) ROFEARBGIC
W 2EMEROEEE RS L, FEBOEDRIE. JEH
EHEFEEER (75307 bTa35 1 Atk) 94.4% (17/18
Bl) « FEANEZ94.7% (18/19%1) TH 736,
17.2.4 BERRRIGEERRAE
hE% - BIBEAORABREFICLA70+9 2 500mgl A1
mE#%5 L. EERAEEANOBTEROCEDE 2 L. &
FEEOEZRIL, hE2%100.0% (13/1341) . BlEHE285.9%
(73/8561) TH-7-9,

18. B EE
18.1 {EARF
LARZ7aFH T U8E. IR THEILFT7uFH T o D—F
OHZEUSHETH AL E7uFH I OKNMEEET 3
Za—% )/ urRRORNEEA T, MEODNAY v 1 L—2
BONRA VAT —YNVIZ/EAH L. DNABESZHEEST 5,
DNAY v A4 L—ARP I RA VAT —FNEEFEZA 70
FH LU OREDRETH - 7-37-42) , HEERIIBENT
H 030 B MICFHEDBE CHEEIRD 5niz Y,

18.2 fiE{EA

LAR7aFg 3, BREEE2EL ST LGHERED TS
LREMEB I U, REFZIRE AR MLEF L. 7 RT3k
HE. VoYERER. MAKRE. BREE. &5 CICKBHE.
JVIVIIE. v I F TR, Tusrv AR, ELHEXT - E
A==, TubeFr Iy 7ExE&CBNMER. RBEEZS0
T RREIEREE S T LSRR WE. A V7V VTR L
VA3 TB. RTIMNA MLy B, 77 F3HEEEITRE
N7EEEEZ R Uiz, £72. BER. EE. XA ME, 7
LtIE. BREE. QU rvyF7 (2715 - 7%
T4) s NTFA=TIITIVT (VFIVF7 - bTATT A4
2) RIS IVF (VF53IVF - Za—F=I) | KT
LaAT5R7 (A ASFA7 - Z2a—F=I) IZHLTHH
B/ 2R L7237, 43, 45)-56) By < 7 2 GUAERER ICB
WT, LART7OaF T VIIBENIRENRER LI,

18.3 MMILICRIFTRERURAEDHE

In vitroTt MIFEEEEZEMRICHR LT LICBL
. 500mgl H 1 E#%513100mgl H3EHS & s LT, ik
HE R OKBEOTEREHRZME L2257, [7.1 3R]



19. B ICRE T S IELENAR
—RRBRHE : LR T oy > kW (Levofloxacin
Hydrate)
(35)-9-Fluoro-3-methyl-10-(4-methylpiperazin-
1-yl)-7-0x0-2,3-dihydro-7 A-pyrido[1,2,3-de]
[1,4]benzoxazine-6-carboxylic acid hemihydrate
. ClgHzoFN304 . 1/2H20
: 370.38
 REHE~BEHEOBR IIHEEOHRTH S,
FEEE (100) 1ICWET T < KEA Y ) —)UITe®
BFIZK K. T8 =)L (99.5) IZIBFIZL W,
0.1mol/LIEMEARICIET 5.
AT K > TR A ICHEREEEICL 5,

H3C \N/\
K/N N

‘ - 1/2H20

==

F CO2H

o=

22. @&

(LiRZ7O+Y9>§250mg [CHI )
100% [10%E (PTP) Xx10]

(LiRk70+Y 2 V§500mg [CH] )
508 [58 (PTP) x10]
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