REHEE

20204 8 HEMET (55 1 ) 18
HAZEERIEES
ML | BRRE 876241
BXHIR - 34 _
IR T FHES | WA
. I §50mg | 22000AMX00015| 20087 6
L7 =ERE ATKI10% | 22000AMX00016| 2008%F 6 A
V9 70%F Yy KINYRE

7L-AEwk 250mg
J'L-ZAEvksxi10%

GRACEVIT® TABLETS, FINE GRANULES

E)ER—EMEONTEICKVHERT S &

2. ZE2 (ROEBEICIFIFS LBV L)

2.1 KFIOK S X F 0 1 > JHEEI T LB BE
DEFERDO D 5 EBE

2.2 R IIHENR LT W A ATREME O & 5 401 [9.5 S R]

2.3 /NRFE[9.7 ZH]

3. #ARk - IR
3.1 #8R%
e BRI eyl
D-v>=bF—=)b, bTET O
14k VFEYTY, RBREERE FoF

y7Fuviltilu—RA, & Ro
FrruLtilu—A, A5
TUVBI TRV TIA, SO

NEAVAT E b iV
JV—2AE Yy b KA

5650mg ???§U$ﬁ¢\xU—x\Mm%7>\9w
<‘:/L’C50m ) YNy =z aa—16000. VX
& FAEY T OFH ., ST
A%, ALFINTY
D-v>=F—J. FEOa
FEYT U, HBEELla— R,
—— HLAT—ZF R YL, EE

=TERME#. e FruFy oy
LEla—2, X&) ILEEa
RY<—LD., KUYV ILAX—}h

vyvaxH v
JV—AEy b K

HRL10% ?%m%$ﬁ:\&L570wﬁ%fFUﬁA\
glgbmgf/yw7\7:y@bu:%w\
BEEKTAB., 7 AT —
LA(L-Z7z= V7 F=14tE
). &
3.2 WHEIDMIR
e
BR7e44 = 15i 2 & B E HX
(mm) (mg)
yu—zaeyh 208 s Q =
¥ m N 7
$€50mg g mMEAE — il
TVU—AEy Ma—F ¢ | R~ _
Hz10% Nz A =

4. FREX T TR

CERERE)

ARNCRED D RIUKER. LYYIRER. MERE. BRI
BE. ESI7ES(TSVN\XS) - h95—UR, XEHE.
Y ONTI—E. JUITVISRE. TvFaNnNII—RE.
TSF7FR. TOFIRAB. BIVARS - EIVHZ— 4V
JILIVHE., BE&E. LIFRS - Za—FT745. R
FANLUTFROvARB, PURTIE. RILT«OFFR
B. JYNIFUDLRE. FSO—TISZIIF(IS5ZY
7 hZOAYTAR) BRISZTIF(OSZTI7 - Za—
EII), RRADATSSRAYRAIDTSAY - Z21—F=TI)

GEIDAE)

O W - IREEX. RikR (REAER. RUABRSZS
D). SUTEZRK. K. 1BHIFIRSERED _RERR

O BBk, %E%k\ﬁﬁﬁ

O F=8E

O¢Hﬁ\ﬂ§%&

O wEfERR. wERER. ER

5. FEEN [FFNRICEHET HiFR
GHREFLE)
5.1 KRANI TR, BEVPSHEICED SN TV E7z0, KAl
OERICEBLTIEZ, YAZERXT 4w b 2BERT L
o [11.2 B3]
(IREE - WRERSK. tkk (ROLEER. RBEEESZZ0).
SERERK. BISER)
5.2 [HiMAEMEEEEHOFS ]V 2SH L. HIEERED
B2 L7z BT ARORGPET CHIIs NS
HBEICRET B &

6. BiERURAE
WHE. RAICH LTy 7a%9 32 & LTLES0mg# 1 H
2[\ 3 1E100mg# 1 HEREARS S 2. &6, WRA+
FEBDONDIERNCIE, ¥ 70FH 22 & LTLEI00mg
Z1H2EEORE T A EFTE S,

7. BERUASICEET 53R
EREESE T LTV A EE TR, AAIOMHRED LR S
2, HER., fE5HETH#HETSZ L. (9.2, 16.6.1
fE]

2% BRERERZ BT Y 70F Yy ORERCH

BOH%Z
JVTFZUI)T TR AEROHEOER
(CLcr) f# (mL/min) (1kE60kgE L7Z15H)
50=CLcr 50mgl H2[E[X13100mgl H1[E
30=CLcr<50 50mgl H1[ml
10=CLcr<30 1[E50mg % 48 fE LA b o R

8. EERERIER

8.1 AFIDHEHICH - > TiE. TMERHOFRBEEZ 72D,
JRAlE U CREZ 2R L. ROIBE EBRE L HR/INE
O OHBGICEED B L,

8.2 KEIIREE . KRBIRFAHZ5IZRITENHHDOT, B
KBETDFITH EEBIT, B, WEBEE IR A%
DRERDH 5 DONI-HBEICIIES ICEMOZEEZZT 5
KXHBFICHEET S L, [9.1.3. 11.1.9 1]

0. HEDHRZFIZFHICHTZ IR

9.1 GiHIE - IIEFEEDHDEFE

9.1.1 TAHAFDREMREN EINSDOBIEREDS 3 EE
RRARLT LD DB,

9.1.2 EEHENIEDEE
HECERZBILSE2 EO|ENH B2,



9.1.3 XEREX [T KENREH ZSHL TV EE. KEIIR
JEX (T KENIREREE DEX1E. RIEEE UL IFURITRAF
(RILT 7 VIEIREE) ZEJ 58S
MBS CCHBREOER 2 ERT S5 &, D
BEFRICBWT, 74 0¥ ) 0y RiEER5%
ICRBIIRIE M KRB ARMREE D FAE ) 2 7 MLz &
DWENDH 5. (8.2, 11.1.9 BH]

9.2 BrEEEEEE

[7.. 16.6.1 ]

9.5 1113

ERSIIER L TV AAREEO H 2L EICiZBEE L n
ZE. BMER(TY M) THREERHOKRSIZBWT,
RROKRERED R OBLEBE. HAER (BEFLE%) OKERE
MMEATRD SN TWB, BYER (7T F) TRELR
HoOBSIZBWT, RELTKBREOBKREROEMAR
HHENTWVS, [2.2 ]

11.1.5 SMEREAME BREEARE) . SEFRRIIREE BEAM) . 78
MAEM (SRR . /) VRIES (BEEEAREA)

11.1.6 (BERMAEXEER BHEAH)

e, SE O THREPRD SN HEIC3REEHIE
L. EYRABZTO &,

11.1.7 {EI¥E SEEEABA)
BIMFEESRICESFlOME SN TV S, HERFEE.
BHRERSEEE. SRE ThobNPT 0,

11.1.8 $58L BEEARH) . BARBHEAN). ODREFDOHEMIE
IR (BHEEANA)

11.1.9 KEPARSE SHEEAEA) . KEDARAREE (S ABH)

[8.2, 9.1.3 ]

11.1.10 7H D AR, RETHEDRES GIEAH)

REDOFEA . . FBRFOERPRD 5NTHE
S ERIEL, BYRLEEZITS 2L, [9.8.1 5
&

9.6 &I

EALZWIENEE LW, BIMER(S Y ) THIHTH
ABITTHZEFRESN TV, [16.3.3 28]

9.7 INR

BELaWI & /NRFEZNRE LRI EM L
Tz, BYEE (S R) CRETHOKERE R
5NTWV5, [2.3 B3]

9.8 BnE

9.8.1 BEEFHOoDLNPLTVWEDIRENH D, [11.1.10 &

]

982 BEDREZHE L A S EEICHRET L L, — %
ICAEEBRESNETRLTWAZ EAZL, [16.6.2 B8]

10. HE{FA

10.2 HEEE (HAICEET B L)

B TalEeh

HEARER - 1EETIE

WP - falRA T

TILIZTARIEY
TR WEHDH
B LA
Al 85

LR YN N
Z AL, BBk
TRV IN, K
TRIRER SR, TLRER
[T DIV AN
[16.7.1 ZH&]

AEIDOBYRAFET S
NEZBZNDNDH S,
N5 OFEANIAA
BE5#% 2R b
FTHRET 5,

6 DEFEF
L—bhEERL. &K
OB HPETT 5
LEZOLNTVAS,

11.1.11 8 (SRR

11.1.12 QTEER (BEEAH). 1DZE4EIH (Torsade de pointesz

=0) GREAH)

11.1.13 BB AR BHEAH)
11.1.14 H&EfUEhRAARAE (SHE A )

T a1 NHEERER
%
AR NA ™ A

TRV REAE T EN R EICB T 5
Tur VBRIER DB GABAAZBIEAD
EATHE S HERE N

rEEZLNTWL
%)O

BB RE AL E H
(ORI O3F5HA])
FL R=vay,
v Roa)LFyyv
-

EREED Y 27 A5
KITBEDHRENH
bHo INHDIEA| &
OFFAIZ. BELD
By EkitZ b
B BBEDOHET S
Zé&,

BREITHTH .

11. BIfEA

ROBEWERANHO5DONBZENHZDT, BEETTIITV,

REDPROONLEEICBKRG2HIET 5% EEY 2 LEZ

152 &,
1.1 EXENER

M Y3y I BHEARR), 73745+ —BHERH)
MEET. FEREE. 2. M8 ETFESEORE PR

HENGEIIIREEFIEL, WY AAEZITS 2 &,
MA2hSHREERFERMABEE (Toxic Epidermal
Necrolysis : TEN) BEEARH) . RELERIRERE

(Stevens-JohnsonfiEf=Es) (BEEAEH)
11.1.3 2HEBEE (SEERH)
11.1.4 FH&REREE (SR RH) . &8 (GEERH)

ASTER. ALTEREDNH65bNEHIENDH S,

11.2 ZOfthDEIEA

1~ 10%K3i5 0.1~ 1% S FEANEA
B BUE Eine ORI, BZ  DEBECE
TR |JHE HFE V., ANHREE
HILE D, TR, | BEEARER. B,
JEE MEERRE . (AL, H
(ERBE., OBE%. lE
M. OB, OWA.
BHEEHIEM. &R
ODsERRE
JHF ek ALTER. AST |ALP &, LDH E&
+5F. v-GTP
L5
I TFERERBOE I R EREERA . /)
WECEI. BImERE
P A ImEREEE I
ZDfth CKER. Mg, [#E
MY 7 L5880,
MU Z YUY R
IREABE. BH >
VAEE. BEE. M
bRy N 7N
ERFE. . BRI

F) [5.1 B3]

14. BRALDZER

14.1 FRIZMFOER
(&)
PTPREDHEANIIPTPY — b A SED H L TIRAT 5 &
SEETZHI L, PTPY — FOBAKICE D BELHIAE
HEEREARIA L, ISR EB L THRRAAS
DEELAEEZHAT I LN DS,

15. ZOMthDER

15.2 FEBRARERERICE D < 1EHR
BEME(F v A =—X - NARY —HK) T, KLAEE
BEBHREPRO SN TWVS(in vitro).

16. EENRE

16.1 MHRE
BRRABHICY Y 7uXy v 2 BOROKRS (ZER K
BR) L2556, IEHREIES R OEMBIL/ VT A — 513K
DEBYTHBHY Y,



vy 7uFg Y BEREOR SR O 0P RERER

(ug/mL)
1.2+ mean+SD
@100mg 72 (n=6)

1.04 O100mg £k  (n=6)
) A 50mg ZE[EFE (n=6)

BRI

0.0 T T T T

0 6 24

12 18
P55 m I (hr)

TEHTuRY Y VRERORGROENHE ST X -5

- Cmax | Tmax ti2 AUCo- Vd./F
RS8R IR (pg/mL)| (hr) (hr) | (pg-hymL)| (L/kg)
50mg 6 051+ | 1.2+ | 6.2% 2.62* 2.8+
ZENE 0.14 0.5 0.4 0.52 0.5
100mg 6 1.00+ | 1.2+ | 5.7% 5.55% 2.5+
ZENE IR 0.14 0.5 0.7 1.22 0.7
100mg 6 0.88% | 2.0+ | 55« 5.81% 2.3%

o 0.31 0.8 0.5 1.31 0.3

J > av)S— b A MEH (mean+SD)

16.3 9%
16.3.1 ¥¥ 70 %4 > 50mg Xt 100mg % HERE 15 L 735
BB R EBPREIROEBOTH .. Bif4ail
BATIED R S D7,
TS DR AR E DA 1
RHAE - BGRIRE | A  RPRE

o rfr1 52 )
e | R BB | (g pg/me) |PIHREL
FEAGRE 100mg| 9 |2.7~3.1 0.82£0.73 1.4+0.7%D
J;;i%ﬁ 100mg| 4 |2.0~3.0/ 0.56+0.31 1.1£0.8
ﬁ*ﬁ’ﬁ(ﬁ 100mg| 6 [2.3~4.0/ 0.96+0.61 1.6£0.5
OZFmMk| 50mg | 10 {2.0~3.8] 0.63%+0.20 1.8+0.4
B | 50mg | 10 |2.7~3.7| 0.57%0.17 1.3+£0.4
Hthl R . .
FEER 50mg | 10 |2.7~3.7| 0.32%0.17 0.8+0.5
mean+SD

TEL) M PR AV E B RBRAR & 75 - 72 9k DL 8% D fiF

16.3.2 MEEBRBEE
BERBEAICY Y 7a%3 > 22 100mg B EFEO#RS Uiz
. BEZ 1R, 48R0, SKRfEICB T2 AF O MEEH
EERIZA6%~55% (BRI 2BIE)TH D WITNOREHIC
BLTHIZIT—EDEER LY,
16.3.3 v bETRITHE
FBOHEOHBE RS v MIUCHEH#H T ¥ 7aFH v 2K
fm4.69mg/kgz BB NROFEAOREG LIz &, #5%
S F TORITHRSTRERE O MIFHRE I 5 i
2.59~425TH-7:8, [9.6 2]
16.4 {{#
E7UFH I UIREBEAEREEZ T, REMEOE F
FReCHRtt S iz, —80. MiE. R, ERREHmE LTI
raFA R, 7-FF VIR, 7'SKEELEK, 7'S-/KEELIK 7L
7arA R, N-7EFIWBEHEIRD 5N HEAT—5).
b MEFREEZHWzin vitroikBE Tk, F b7 a—24P450
SFHECYPIALI RO CYPIA2ICX LEFWHEZ/R L 7255,
CYP2C9. CYP2D6KUCYP3A47%z Eicxt L Tix. HE WX
R 5N D 7219 (in vitro) .

16.5 #Ett
EERRRAIC S 7 7 0 %52 2 50mg, 100mg % 2[5 Ry B [m]6%
O%5 L-5a. #E5%48KME TIZ. TN ZTNEREEDH
T0% D REAAD F FRAPICHEE S Nz,
7o, VCIEH Y 7uFH Y 100mgREFEOR %, 72
R & TIRETREDFIS0% SR~ F920% D HErh I FEiftt &
N HEAT—%),

16.6 KEDERZEI HEE

16.6.1 BikpEEEEE
CLcrfic & V3BT, ¥ 7aF 5> >50mg% %EE
KREHER S L Ga. BREERTICHEY., mFHREOH
ROBIER CIRPPRIEOBENSTED 517z, [7., 9.2 &

i)
BEHEEEERE ICB ) A2 EYEEISS X —F
BHERECLCr |,y | Cmax | Tmax| tie AUCour| REURH AR (%)
(mL/min) Bz (ug/mL)| (hr) | (hr) lug: | 0~2410~48
hr/ml) | B§RE | BERS
B RER 6 0.63%x | 1.7 | 7.5+ |4.18+|43.4+ 489+
60=CLcr<90 0.35 1.1 1.3 | 0.91 7.1 7.4
HEEREER 3 0.75+ | 1.5+ |11.5£(6.29+ |37.4% |44.7+
30=CLcr<60 0.22 1.3 2.2 1.21 4.2 2.2
EEREH 3 0.60x | 1.8+ |16.3%£|6.33+(14.5+(20.1%
10=CLcr<30 0.06 1.9 2.1 0.67 5.1 5.8

J >y )8— b A Y MEHT (mean+SD)
2%  BREETREOHRESNSHERUHETERS LGS
DEEFZEY BB S HEE U7 MBI /ST X — %
RHEMEY BB D SHEE L1 /¥N T A — FiE2)

EX ok
Tﬁ'ﬁgﬁir Cmax AUCo-24nr
(png/mL) (sg - hr/mL)
Cmax=0.72%3 AUC0.24nr =12.923)
<
SO=CLer o <1.01589 AUCo 2an = 12,928
30=CLcr<50|0.51<Cmax=0.67| 6.46<AUCo0-24nr=10.78
10=CLcr<30|0.50<Cmax=0.91 | 5.39<AUCo4sn: X 1/2=16.13

¥2) fkE60kg & L5
#%3)50mg 1 H2[E
1#4)100mg 1H1[E

16.6.2 Sin&
i 5% (67 ~80m%) X UIER #E 644 (25~35%) I ¥ ¥
7u¥Y T r100mgr EEREERS UGS, EaikE
BICHRTEREH T, 12oZEE. CmaxDOE TRV
AUCo2aneDEEMA A S NTze 7 7O FH T 2 OEYERE
W ISR D RN - PEfRSEER N IC R DB I D L
MRB S N7z, [9.8.2 BE]

ERERVIEERE BT 2 HREIST X —F

Cmax Tmax AUCo.24r t1/2%5)

]
B e (pg/mL)| (hr) |(pg-hr/mL)| (hr)
ﬁ 0.6l | 3.80% | 635+ | 6.05%
Rl > 023 | 148 | 151 1.19
- 001« | 002+ | 486+ | 330+
HElRE |6 038 | 020 | 082 | 1.8

J > ar)8— b A ¥ MEH (mean+SD)
H5)1-a 28—k XY N EFIVEITICK DEH

16.7 EYIHEE(ERH

16.7.1 PIVEZOALXRRBEIY TRV D LAZEOHBESE., AILYD
LAl 8%
T T7uFH T r100mgE BERORSIC, SRR
TLIZTLTL(1g), Bib~v 7 %> A(500mg). ik
RERREE 1)L 7 A (1g) SUSHZIRRRER SR (#% & L T50mg) &
PR EG LGS, 7 70F 92 OAUCunld 7
hzehyy7uddy v BEMIEEREO25%, 49%. 68%%
V44%IBER L. ¥ 70F Y > OCmaxiEFnEny
Z7uaFxyy v BMEERED18%. 43%. 63%&%U33%IC
ERLW, [10.2 3]

17. BRIREGE
17.1 B3RO LRLMEICEE T 255
(IEER - IRERK. WikX (RULEERX. RKEEREZZ0).
SMERESTN, N, BHITIRESRE D IRRSR)
17.1.1 EASE IEEER
MRIR B E R E 20 R & Lz RRERICBWLWT., ¥ ¥ 7
O F4 > >50mg% 1 H2EI i 100mg% 1 H1 ~2E#5 L
oL ZDOBRBHOBENRIZRODEBD TH %,



s L | A (%) M - ER | K (%)
IERERRRGYE &1k 489/524 93.3 7 N REE 108/113 95.6
WHBE - MREEZ 8/8 100 Ly ERER (i REkE 2 B <) 61/61 100
Rk R bk A B 2% T ok JE B R 11/12 917 Jiti 7S BRI 157/164 95.7
Brat) ) R TR A BRI T 13/14 92.9
anRERR 14/14 100 RZY) S ETER ERE 50/52 96.2
&fk 350/373 93.8 <7 uo4 NTERAERE® | 110/116 94.8
bR e TS 323/344 93.9 2 B il 28 BR G ) 81/85 95.3
Wi % Ik & B it | 221 27/29 93.1 TGERE B 111/112 99.1
REEE |~ 2T 5 A%k 20/22 90.9 EFIEF(TIUNAT) - ¥ FT—Y A 35/35 100
DRARIZTIVTR 6/6 100 KIGE 123/133 92.5
pEat) LT xR 1/1 — s ranyy—gE 12/12 100
B IR ERZE D — R 106/117 90.6 TLVTVITE 54/58 93.1
EERERS. BEEW) IVFunszy—g 14/14 100
17.1.2 EINEE MABHER S F 7R 7/9 77.8
REBEYGYERE 2R E L-BRERRICBWT, Y70 Tus A 7/8 87.5
FH 3 »50mgNid100mg% | H2[E#E U7z & & 0E~ER| ELHET - BELH=— 4/4 -
DEDRIIRDEBOTH 5, /(\/7‘)1/1‘/4;‘“31“ 108/108 100
BB o BLNAR%5) 31/31 100
wRE im0 %) G 33/47 702
PREGEYYE 2K 302/318 95.0 IR, 2 R A FH SRAR IR B 2/11 18.2
JRERE 2% 239/252 94.8 PRI TR GIE FH SR AR B 30/33 90.9
BEBR 63/66 95.5 RPMNANL T MY H AR 21/21 100
(FREN. FEESW) A Al 33/33 100
17.1.3 ENE R KVT 1 OEF AR 3/3 -
FEMBE TR BRIV E 2 0 R & LRI BL T, & TINTTIILE 2/2 -
MRIZKRDEBYTH 5. é;jiv‘?- FSavF 4 R) )
7 RIFTIDT
P4, | IR (%) (753197 - 22—F=1) 1/1
B ERGE &l 70/75 933 MR< A 37T TR~ 13/13 100
20k 31/35 88.6 (¥M3TF5A% - =2 —F=T)
FRIE JEMEEZ S IV T7H 23/27 85.2 El)/\f/ :) :/G MICZ2 pg/mL[fEO~R=>Y ‘/V@E}%(“C%S‘I&’) ’i‘@ﬁ?] )
IEREE Y 5 3 VT 3/8 100 ?352){;;%]‘/ )>G;0.12pug/mLEMIC=1 pg/mLIREOR= ) Y VOEHE(CLSIE) 2
FEHER 39/40 97.5 ®3) 25U ARTA LY  MIC21 ug/mLYIET Y 20~ A ¥ > ; MIC21 prg/mL

BIVEF RIS 1325.3%(22/8761) TH D . F2EIEMIX
THI11.5%(10/871) Tap > 7z,

(PERX. BIRERX)
17.1.4 A MEE5R

HBIRRR SR YE B S & R & L BRRBRICBL T,
Yy 70%9 3 2 50mgid100mg# 1 H2MEH35 L & &
DERAHNOENRIIRDEBY TH 5.

AR

RRA sl gy FOE%)
H R AR Ak 85/96 885
FE % 43/49 87.8
BRI B 42/47 89.4

BIFRFBSERE1X37.3%(38/1026) ¢H O . EEIEH
EFH119.6% (20/102f) TH > 7z,
(EEHEEX. EEEEX. ERD

17.1.5 EINEE MAEEER

WA - DA RERE B E 2 R & L BB B
VT, YFT7UFH Y 2 50mg it 100mg# 1 H2ME 5 L

72 EEZDORBHDOENRIIRDODEBY TH %,

LSl

2h% (O
RRA sl gy FOE%)
- O Ak | 41/42 976
o8 SR HELRR 2 17/17 100
o7 ] % 7/7 100
e 17/18 94.4

BIVEFFISE1344.9%(22/4961) TH D . FEEIEMIX
THI22.4% (11/494) . ALTHENM10.2% (5/49f). AST

HM6.1% (3/49%1) TH > 7=,
GREE)
17.1.6 EINE MAEEER

PRI AR SURE . PREGIEIUIE . B B RPHIBURIYE.
Bt RSB HIRERSURE K MR SE R F 2 MR & L7
PRAER & 0 ISR U 72 R R O BRI O BEE R RIZRD

EBDTH S,

X uritE(LAR7aFy oy MICZ8ug/mLXEEF I 7udH s MICZ
4pg/mL), R=TY UIHER=YY G MICZ2 ug/mLIBEOR= ) VO
#(CLSI%) 2{#f]). €7 c ATt (L7 0% 4 s MICZ2ug/mL), 270541
Rt (7 SV 20~ A 2> s MICZ1 pg/mLigT ) Au~vA > s MICZ1 pug/
mL), 7Y AavA Ut (F) 2uvA 2> s MICZ4ug/mL). 7 %42
U UiE(F b S A 22 s MICZ8 ug/mL)y AT 7 A RFH Y =)L+ R
Y LAME(ALT 7 A RFHY =)L FURX T YL MICZ76/4 ug/mL),
D5 52525 EOT R

W5)B-F 7y < —YIEET LT VitEAS ¥ TV VY

17.3 Z0fth

17.3.1 XBEICHT BHE
TR (AN) 2R & U7 BRIRFERICB W T A% %
M5 L7z & 2 ONEHWRHORBMO LB TH D #iL
JERSHIC K 0 eEmEER Lz BHEAT— %),

JEFEERE RO (R fiE)
SR B | B335+ | WE365+ | WE400+
30nm 30nm 30nm
vyzaxy v
500mg1 H 1 [E]¥7) 6 3.38 11.10 9.10
vyzuxgrr
500mg1 H2[EED 6 5.50 18.30 14.70

16) B 5RO F/NFERARE O P RIE/ B 55 OB/ NERRBOHRME (<14 :

U, 1.4-3.0 0 @8, >3.0-6.0 1 FREE, >6.0: BE)
17.3.2 QTcFERICHT 2 HE

BERRAZ MR E LR ICHE W T, AH400mg.

600mgX1E800mg# 1 H2ME RN GED Liz L&D

QTcFERER ICHAEHEBEIZO s . ZBEEOFEIE

10msecL RTH -7 (FHEAT—%)o

E7)AFOERE Nz HRKARIGREAHS100mg GIRA T2 L Bbh s
JEMIZ12200mg) TH %



18. EZpEIR
18.1 {EFAER
PH 7% Y VIFHEODNAY v 4 L— AR FEA VR
=¥V L THEEEZR L. BRENICERT 5. KH
OW BRI T AHEEEERIX. MEE Lizio=2—F /0
VEMEEI DY o219 10, x5z, AFNZF O Ui
HEEHRBER IO L THMWIEEFREZR L9 1118 (in
Vitro).
18.2 EER
THT7aFY Y VIIFEENRBERED T LBEE RS
LR, JEERIEICH U, BEWIRE AR MLEAF L.
T RORERE. LYY ERRER. MARE. BREB. €57
tI(TITUNRXT) - HFF—=) A, REHE. ¥ bany
—B. JVT7VIIRE. TryFunsy—g. tIF7RE.
TasFr I A@, ELART - BELH=Z—, £ VTV VIHE.
BEE. LYF2T - Z2a—F7145,. RFPAMLT B
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B D R TR B RGUE 2 50t R & U 72 B PR it B ¢ L 72 PK/PD
IRHNTAE R A 5. AUCo-24n/MIC X1 Cmax/MICD _FIfE
W, RREOERRYS LRT 2 E PR SNz, FRIRE
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AUC0-24n/MICH 1002 X2 7235 81296.3%(78/81)
Cmax/MICH 5% #8 2 72 3&1296.3%(79/82) TH - 7219,
F 7o B S BREE M PRI BE R YMIE 2 PR & Uz BE PR ER IC B T
B RIREDOEREIE, MEFT Y 70F5 2 U EELZIERS
BEBEICHE L7 fAUCo0-24n/MICH 30 % 8B 2 1215 H 1
98.9%(89/90)+ fCpeak/ MICH 2% #B X 1-#41298.9%
(89/90) T - 7220,
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—Mg & 7 axv T KR (Sitafloxacin Hydrate)
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{24 : (-)-7-[(7S)-7-Amino-5-azaspiro[2.4]heptan-5-yl]-
8-chloro-6-fluoro-1-[(1R,2S)-2-fluoro-1-
cyclopropyl]-1,4-dihydro-4-oxo-3-
quinolinecarboxylic acid sesquihydrate

DF © CioHi1sCIF2N3z03 - 11/2H20

DFE 436.84
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B = :217~223C
PEAREL : 1-4 7% J —)L/7K(25C) ; 0.244
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kD)
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22. 8%

(FL—REw +E50mg)
(FF2Fv 2RI NF) 1008
(PTP) 100%%(108x10)

(T'U—ZAEw MERI10%)
(F52AFv I RML) 30g
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