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9.3.1 FFREBZESETOIEF U ERSHDESE
BELRWT &, T FrOMFEE EFICHES hEERY

BESNTVD,
9.5 1¥®

TR SUSHEAR U C W B ATREME D & 5 I IS

(2.3, 10.2 H]

BB EOFRNE
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16. ZEWENE
16.1 MPiRE

16.1.1 BOlg5S
/NRIZSmg () /kgZ 19\ & /- fEERAIC200mg. 400mg
(FMfli) 7% 20) Zefgps B AR R 5 L 7z & & O Mg i
ROBIST A= DEIZLTIDOLD ThH 7. B, AEMO
INTYFEIDnr o7,

wee | o) o | 6 | e
/NR (n=6) aﬁgfﬁs 1.05 1.4 1.8 3.54
Smg/kg EE?H; 008 i 5 -
sz\égm:: ) Bioassay | 1.16 1.9 4.04 298
EE%S;:’ Bioassay | 224 | 27 | 436 | 2030

16.1.2 EMZHEEHHER
7Z)AavA T EE50mg/NREA [CH] &7V vy Nig
50mg/NERE. 7O AL —N—RICK D ZNEN28E (VT
20vA & LTI00mg (i) ) EEERASFICZEiERE
EREORE U CmEERRERREZRE L. 5o n/-5EH)
885 X —% (AUC. Cmax) IZ2W\WTI0%EMEXMEIC TH
FHENT 21T -5 72858, log (0.80) ~log (1.25) O#HFENTH

0. WAIOEYZNREED

(ng (771fi) /mL)

400

300

WSR-S

man,

—@— 77 AUVA T UEES0mg

/NRFTCHI
—_ 52y REESOmg/NE
Mean=S.D., n=20

200
100
0 : : : : n
0 4 8 12 16 20 24
#r54% O KR (hr)
HE/ST A= BEINTA—4
AUCq.24 Cmax
(g OO | (g o) | TP |2
-hr/mL) /mL)
7592074 Y U 1911.7+ 298.7 1.6+ 3.2+
50mg/NERICHJ 545.6 77.0 0.8 0.5
779y RiE 1795.0+ 308.6 = 1.5+ 3.0
50mg/NEF 512.7 91.9 0.5 0.6

NHB.

(Mean £S.D., n=20)

MEFFREIN FIZAUC, CmaxFD /87 X =413, #HERE D
R AR OBRENEEL - RS OB IS &K > TEZ Z A8
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IR 2 BRI S L7258 O BYEE RN T A — & & s
B L7z ZORER. KREMMEDNA FT7RAFEY T 1152,
55%T& - 72h% FIEEEERIC & > TEBRS N AEEREY
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&AL IRFICIEEITREAR TR OVE G O 1460KER L&
AR S5NT30,

16.6 HENERZHI HEE

16.6.1 BikeEfEEE
BAEIERE ST 2 2 REOBRERES IC200mg (1) %
ZERERHEOZEORE L, 7L T7F=2 27U T TV A (Ca) &
ZFOENEIREE OBR 2 ST LR, BEEDE RIS T
Cmax® L&, Tl/zo)EE&(}AUC@iEbuﬁféﬂfb6ﬂt 33) (YEIJ

JEVE  Bioassay) o [9.2 ZE]

ZV7F=Y | Cmax | Tmax T, AUC

7VT T A (pg/mL) (hr) (hr) (pg-hr/mL)

(mL/min)

Ccr=100(n=5) 2.02 1.24 2.38 8.89
Ccr=50 (n=5) 2.15 1.89 5.74 21.69
Ccr=30 (n=5) 2.55 0.96 4.69 18.73
Ccr=5 (n=5) 3.54 1.48 6.13 36.89
16.6.2 St

EELEBERDOZV66~82% (FH72.21K%) OLME3RIC
200mg (7)) #ZEREREBEERR OIS L. & OENEIREZ HiEt
U7zkER. BRA SRS ETmax, T, 3I3EETH -
727, Cmax. AUCIZHH S P ICE D - 72 3% (BIEE ¢

Bioassay) . [9.8 ]
Cmax Tmax Ty AUC
(pg/mL) (hr) (hr) (pg-hr/mL)
=& (n=3) 3.72 2.3 4.2 19.20

16.7 E¥YHEEER

16.7.1 CYP3A. P-gplcitd 2MHEMRHZET 53,
16.4 2]

16.7.257774UY
BRBMABEICTH 7 1) > %2400mgh N7 FY 2u~vA ¥
#300mghti L7z#ER, fHASHETT A7 « U v O iE+HiE
E1xCmaxT1.266%. AUCTLIOMEERL., 7 UT 5> Ak
16.4%3ED U SatiIic AR ZIIRD s k72,
o, KEXWERRICT A7 4 1) > %&2300~600mg/dayT1
Ha2fR0#%5 L. Bicry oY 2u~vA ¥ >600mg/dayx1H
ABG LR, SHRATHEICBWTT A 7 1 U DIk
HRBEIIERL EREZRLEZY . [10.2 28]

[10..

18. EHEIE

18.1 {fERF
HMED70SY RY —LD50ST 72w FEREE L. BEHAK
*MHET 3 35). 36)o

18.2 EIB{EH

18.2.1 IREER
T RURER. LUV EER. MABREOIFSE S T L5
B34 £S5 01T (TIUNAT) - AYT—Y R, AV
TLVIUHHE, LY TE. AHERE. hovansy—g
HO—ED 7T LEHEDAD, 75 IVFRE? . v (3 S5
@B RO AN T IL - FTEILAY LYY
2 (MAC) “ICHEFEAZR L. TOERRMMO~ 7054
NRAEmE ER%EDL ETHh 5 (in vitro) -

18.2.2 b MEREW 1 AKEEIEDTE
REEEIZIERZEDORENZET LD D, v aNTFV
LTI LY T Ly 7 A (MAC) 40120 L TIERZE(L
RE VW (in vitro)

18.2.3 EMIRBAETIVICK T D1ER
VWX@HE%W@?%W)‘ 38). 40). 41). 45)\ J-ij:gg_gykwm 40). 41) .
MEMG 8RR YLRE 37)s 38)s 41\ 45) £ F)LIcB VW Tld, 75 A0~
AT ORIFRAMBITEE R L, BRRE2RT .

19. B ICRET 2EBLZHNAR

—%E9EH : 25U Au< A ¥ > (Clarithromycin)

%8 : 2R3S54S55R6R8R10R11R12S513R)-5-(3,4,6-
Trideoxy-3-dimethylamino- 3 -D-xylo-
hexopyranosyloxy)-3-(2,6-dideoxy-3- C-methyl-
3-O-methyl- a -L-ribo-hexopyranosyloxy)-11,12-
dihydroxy-6-methoxy-2,4,6,8,10,12-
hexamethyl-9-oxopentadecan-13-olide

PFR: C3gHgoNO 3

1 747.95
 HEOBEMEDOHRT, KITEH V. 7X X3y

THRLVLAZRRBEITRTL, AY ) =)L, ¥ ) —

U (95) XEYVIZF LI —TIIZBEFIZL <L KT

EEAEET 0,

B O

*22. A
1008E [10%E (PTP) x10]
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