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7245 R, log (080) ~log (1.25) D#IFANTH b . WiFl DL
B[R SRR & 722D

160 r
140
. o7 J)Au~A L »§E50mg /MNEH [NIG)
2 120 ® 751y N 50mg NI
S 100 t S + iR, n=30
=)
=
=+
&
E

0 2 4 6 8 10 12 14 16 18 20 22 24

P50 (hr)

P BEE N T A — 5

#eh5E*|  AUCoz Cmax Tmax T2

mg ()] | (ng - hr/mL)| (ng/mL) (hr) (hr)
VAN EEO%7
Somg/MEH [NIG) 50 527.3+2406 | 1053+539 | 14+13 |283=0.72
275y R
50me/INEF 50 5427+2476 | 1087509 | 1.3+1.0 |[284+0.68

¥ 7)) AU A vy ELTORG = (P35 = iR, n=30)
IMHE AR I DNMCAUC, Cmax® D87 A — 1%, #HERE O
R BB OB - R EORBRGMZ X o THZ 2 W el
H5o

(7720714 RZ7420y710%1EA [NIG])

2 79V A0RA Y NI4 0y 710%NEH [NIG] &7 5
Voy R FoA42uay 710%NEH%Z, 70A4—"—Eic &
D ZFNEN05g [79) Au~xA e LT50mg (JIffi)] fese
BT A AL A RE % 5 LI SE v R AR e 2 g L.
Bo N7 BREINT X — % (AUC, Cmax) 122V TI0%IEHE
X R THERHANT 2 4T > 7245 %8, log (0.80) ~log (1.25) O
FANTH 1 . TH O A= SRR S 722y,

160

140 | .
o 0T AURA LY FIALuy T
2 120 10% 7~ TNIG

e /F)Yy N Fo4uyT

e 100 |

= 10% /N

E R T + IR, n=30
&£ 60

®

£ 4w

o 2 4 6 8 10 12 14 16 18 20 22 24
51O (hr)

#ehm®|  AUCox Cmax Tmax Tz
Img (Off)]| (ng - hr/mL) (ng/mL) (hr) (hr)
75 A0v4 vy
F74vuy7 50 665.5 +483.8 944+488 12+06 [547+167
109%/MER TNIG)
750y ¥
FoA42ay s 50 716.1£390.9 99.7+36.8 15+0.8 (474099
10% 152 F

%z o) auxA Lyl LTS E (P = R 7. n=30)
MAE R EEIE N ICAUC, CmaxZE D/ 2 — 7 1%, kg o
g}%\ PRI ORILAIEL - B O FBRG MRS & > TERAR 2 M)

%O

16.2 TRIR

16.21 NAATFXRXLSEUF ¢
R AIZBWT, 795 20< 4 ¥ Y§EH] (250mg) &%
B L7284 QEME) LroyaaxA4 LI MEF UERE
IR G L 725G OSEY B R8T A — & & IEHET L
Too FOMER REMEDINA T XA 5 Y T 11352, 55%T
& o 7205, MELEER RIS L o THR S A EHEAHY (146K
BALIR) 2 EO7/8T A= IR IS. 79 ) Aua~f v
IR GRS EN TV D 2 EATRIB S22 (i
7*?‘_‘ 7)0

1622 BEOXE
/NBIZ10mg (i) /kg# MR OG- L7z & & o Is P Ee
3. BHRORENIILALRD LN oD,

16.3 9
TERERIZ B DR, T 72, BHEIIBITBIEED . K885
W20 EEADATIE " WE L 72 R, Z N ENOMBE~OBIT
WERIFC, MEFREERED LIFZENU EoREELR L7,
F720 BREE. Rk, EFHIREY oM IREIRIZE A
OB TETEEEZRELS EEbor, B, b MILEEEAR
EEHIF42~50%TdH - 7229 (in vitro) o

16.4 L
t MBI ERHIAMKELETH D) . IiEHIC I RZAL
R ENFIZREAAE L7230,

v NIz oy —2a%HWzin vitro ERICBWT, 75 An
~ AT IEEE LTCYPSATRE SN, Z s niTwn
%30, [10.. 16.7.1 =H]

16.5 HEtt
/NBEEIZ5mg (JIl) /kgx HAFEIIH:S- L. Bioassay Tilll %
L@tzé\&5%@%%&?&&55@%%%%%¢«%ﬁéﬂ
7232,

B, R AZ200mg (M) % ZEJERF ISR O8RS L7z &
C Ay RANSIE F ARG OE VA D 1467 K R AL AR A5 R
D 5730,

16.6 FHENERZE I 58E

16.6.1 BiépEEEE
BAERE IR & 4 R OB RER EH 12200mg () & 22
JEEE O3S L, 2 LT T2 )T A (Cer) 7D
TRNEYHE & 0 AR & Meat L 72, BHERE O T 124 > TCmax
DL T12DEER CAUCOBEIASER S 5739 (Gl
Bioassay). [9.2 Z#]

ZLTT= ) Cmax Tmax Tie AUC
VT TLAN (Y g/ml) (hr) () |(ug-hr/mL)
(mL/min) #
Cer=100 (n=5)| 202 124 238 889
Cer=50 (n=5)| 215 189 574 2169
Cor=30 (m=5)| 255 096 469 1873
Cer=5 (n=5) 354 148 613 36.89




16.6.2 =&E
T e IR B D 7\ 66~82i%  ((F3972.25%) D& 13412200mg
(i) % ZEPEREHL RGP 5 L. 2 OIRNBYRE 2 K5 L 7o 2
fEER N & IEX 5 & Tmax., T3 ZIZFEEETH > 7255, Cmax.
AUCIZEH S 22 &2 - 7230 (% - Bioassay). [9.8 &)

Cmax Tmax Tz AUC
(pg/mL) (hr) (hr) (ug-hr/mL)
i (n=3) 3.72 2.3 42 19.20

16.7 EYHEE(ER

16.7.1 CYP3A. P-gpllk3 2 HEMEH A AT 5%, [10.. 164 =
]

1672 474>
TR ARV T 47 49 ¥ &400mgh 7 ) 20< (¥ v %
300mgBfH L 72458, BEHSHETF 4 7 4 U ¥ OILiE iR
CmaxT126f5., AUCTLIOMS LA L. 7)) 7 F ¥ A13164%i% 4
L 72D EEILRO SNk 724,
T/, RAESHEBIEICT A 7 1) ¥ %300~600mg/day T1H 2>
2RIOFEE- L, W2y 5 Au~ A 600mg/day % 1 H4r20EH
G LR, SERTHBICBWT T+ 7 4 ) v OIS
HiEh ERAER LY, [102 2]

18. ZEpEEIE

18.1 1EA#F
HED70SY RV — L D508 7= b S L. EESZA
%3@"535) ,36)0

18.2 ZEIE{EH

18.2.1 HE{EH
TR ERWIE. L ERRE . MR OF ST T A
WD, EFG7XT (TFTUNAT) - HYT—Y A, 4T
IV, LY ATE, GHER. 7 ¥uny gy —RmEn—
W7 S ABEWESD 4D, 75 IVTEY, v aTI5X<
JBAD A3 BN A AN FY TN - TV AT T Ly 7 A
(MAC) W IZHWEM 2R L, Zoffflidho~s o5 4 KR
PuEWE L RE%LLETH 5 (in vitro) o

18.2.2 b FEREW14GIKEREIEDOHES
KEALKR L ZIZFESEOTR BT 59 D5, x4 anx771) 7
LT LATYyT Ly 7 A (MAC) 40 (2% L CTIdRE bR X
D5 (in vitro) o

18.2.3 BMIREEETIVICXNT B1EH
—\7'77\0)5’5‘\}@[7\}5};%37) ,38) 40) 41) ,45)\ J’@’:T@@g&m 40) .41)\ I]?ﬂ&%%
JEYLAEST) 38 4D 45 EFIIIBWTIE, 7 F Y AU AT VDR
U 20 MRS ATIE 2 SO L. N3 R 2R,

19. AR ICRET 3 IEB{EFRIFR

— MRy tr - 7 91 Au< A > (Clarithromycin)

g 5 @ CAM

b4 © (2R, 3S4SH5R 6R S8R 10R 11R 125 13R) -5- (346
Trideoxy-3-dimethylamino- § -p-xyilo -
hexopyranosyloxy) -3- (2,6-dideoxy-3-C -methyl-3-O -
methyl- a -L-r7bo -hexopyranosyloxy) -11,12-dihydroxy-6-
methoxy-2,4,6,8,10,12-hexamethyl-9-oxopentadecan-13-
olide

5313 CasHeaNO13

St 74795

Bl 220~227C

PR HEo#RSEOBR KT, RiTEV, T M XiEron
FIVLIIZRRETR T, AF /=), =¥ /=)
(95) XUZY ZTF NI —F WIZEITIZ L, KIZIEE A
EET v,

1t

20. IRV EDEE
(K513 7)
B RIGE L TR A 2 &,

22. ‘@i

(7Z1)z20%41 > > 850mg/NEA [NIG))
1008E [1088 (PTP) x10]

(772014 RZ7420y710%EA [NIG])
100g [F5AF v 7K, WEFAD]
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