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I Come T Tia AUC

e (ug/mL) (hr) (hr) (ug-hr/mL)
B (n=6) | HPLCAZALHE|  1.05 1.4 1.8 3.54
5mg/kg | HPLCIAM | 0.98 1.4 3.2 5.37
%é\ngl:@ Bioassay 1.16 1.9 4.04 8.98
Z%()}I;(g“ =8| Bioassay 2.2 27 4.3 20.30
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548.68*277.08| 121.00+63.35 | 1.34%0.79 | 2.79%0.27

7 7 ) A§ES0/NEH |552.72+252.49| 112.75+59.16 | 1.501.09 | 3.05%0.85

(Mean =S. D., n=22)
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> & L Ch0mg (i) ) f e B A D5 1 V2 BT [l 1 - L C Mg
mos ) AnvA vy iREEEL, 5O NHEWERE T A -5
(AUC. Cumax) 122 TIERHIAT & 47 > 728G A, WA 0 22 27 1 17 S5 1%
HHERR S 7=

HENT A= % BEINT A=
AUCo-120r Comax Trmax Tz
(ng-hr/mL) (ng/mL) (hr) (hr)

7)) AuxL v
DS10%/INeH
[EMEC]

614.37*254.47| 113.70=52.50 | 1.75+0.99 | 2.75+0.38

TIVARTA Y
7y 7°10% /N

593.07*217.86| 114.27+40.47 | 1.52%0.90 | 2.72%0.43

(Mean=S. D., n=24)

(ng/mL)

150
ﬂl —1—771)7\U74//D510%/ 2 [EMEC]
th Qe IFYARTA LT 10% /L
7100 -
5 Mean+S.D. (n=24)
D)
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|}
~
7 50
N
z
®eoes e
L
0 : I I I I I ‘i»
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A (hr)

DS10%0. 5gi% S DI MITRFRINRE#ES

MAERIEEE 72 & NCAUC, Cmax:0/85 X — 71, Mg o#mIR, K
ORI - FE S ORI L > TRZ B TREELS D 5,

16.2 ORUY

16.2.1 KA ATPRASEUF ¢
%%&Atzwf‘73uxu74>yﬁ%@wmgéﬁmﬁﬁtt

HQEE) E 7 S) 2Aax ALY Y57 b EF VERIEEBIRFNES L

ti% OHEYPHRIEFRII /ST A — & % WG L7z 2O R. RE(L
KDINA FTNA 5 )T 11352, 55%Td - 7255 #I @@ %) F 12
Lo THRL S A G QAT RIBILER) 2 5728 T & — 5 ffAT
FERPO, 7)) AUYA T VIIRORSZIZIEES RIS Tw
B EAURIBENTD IV T — ),

16.2.2 BEDEE
N 10mg (Do) /kgZ BRI 5 L 72 & E o ik, &
HOWENITIEALBD SN D o72P,

16.3 91
TERERL N BT B, F 72, BEIIBU LIEED . KEL5wm®
HADOBITEERIE L72ER. 2NN OMBAOBITIZ BT, Mk
PR L SRS L I ENLLEOREEZ R L2, T, FET. Rk®.
R FEI KGR S O MR R 21T & A L OB T I EP«/EF‘;’Eﬁ% <kF
botze BB, b MIEEARKEGE242~50%Tdh > 727 (n vitro) .

16.4 {38

2BV B BRI IAKERA LR TH D . IE PR ek &

TR L2,
v MNFIZzay—2a%HWiin viroiBRIZBWT, 75 Au<A
T REEL LTCCYPSATHRHE NS Z L MBS N TV BY,[10..
16.7.1%08]

16.5 HEt
/N 125mg (Jifi) /kg % HA IS4 5- L. Bioassay CHllsE L7z & 2
A, 516 Tl G 025, 8% HN R ~HEE & 72
7 B EHERAC200mg (FI1il) % Z2REIE 1 LR PRS- L2k 2 A,
PRANZ IS FENRZAOR B DS HEAHY O LARKIB LR ATRRD & 1723,

16.6 HEDEREZRITDEE

16.6.1 EBHEREIEEE
BBRAE LR &R 4 22 FEFE O BB RERE E 5 12200mg (T iff) % 225 iy H
%S, 2L 7= /7 )75 v A (Cer) & ZDENENRE L DB
B BET LR, B T2 > TCuux® EF. T12O LR L T
AUCOBEINASTED 51725 Gl5E#: © Bioassay) . [9.22 1]

7LTFEY Crnas Tonas T2 AUC
7NTTZA (ug/mL) (hr) (hr) (ug-hr/mL)
(mL/min) # 4
Cer=100(n=5) 2.02 1.24 2.38 8.89
Cer= 50(n=5) 2.15 1.89 5.74 21.69
Cer= 30(n=5) 2.55 0.96 1.69 18.73
Cer= 5(n=5) 3.5 1.48 6.13 36.89
16.6.2 S#EE

S T SRR R O 72 166~ 82i% (972 27%) D 1 1434 12200mg (1 1ifi)
% 22 G IR i [ 5% D&Ef L. ZORNENEEZ Ma) L 7zkE 5, R &
WAR2 & Toae Tr2lZ I ZIZFEFETDH 5 7255, Cmaxs AUCIEEH S 20127
o 723 (HED: Bioassay)o [9.8%:H1 ]

Cinax Trnax T2 AUC
(ug/mL) (hr) (hr) (ug-hr/mL)
FilEE (n=3) 3.72 2.3 4.2 19.20

16.7 EYIEE(ER

16.7.1 CYP3A. P-gplZxt3 A2 MEEM 2 A3 5%,[10.. 16.4%0H]

16.7.2 TH 741UV
AT T+ 7 1) ¥ %400mgh V7 1) Au <4 ¥~ %300mg
BEFH L7288, BEHSHETF 4 7 4 ) » O MG H i 13 Cmax T1.26
R, AUCTL.I9Rs LS L. 27U 7 9 > A1316.4%i% 4 L 72 A5 EHig 12
EHEIRDONL oY,



Fo, /EITMERIBICT 4 7 1) ¥ %300~600mg/day T1 H 43251
G- L, HIZZ 91) 2a~ A ¥ r600mg/dayx 1 H 5208 H#% 5 L 724
BOHTABICBWTT A 740 Y OIS EEIEE R EAZRL
729.[10.2204]

18. FopEuR

18.1 {ERtER
HE D70S) KV — 2 D508 7= b EFEA L, EHAKZ HET
Z)So) 3()

18.2 EIEFEFH

18.2.1 HiE{EA
T RUEREIE. L o EREE. B ERE OIS ST A B R,
ET 2 ET(TTUNA 7) HEYT—1) A, AT VI YHFHE, l/
CHAXTIE. HHEE., H o Eany vy —gEo—#Ho 7 5 L6
WO, 25 IVTRY, v A a7 T AR VR A anNy 7
LT AT Ly 2 AMAC)ICHIHEER 2R L. ZO1EH
b~ a g 4 NRYUEWE &A% ETH S (n vitro) o

18.2.2 & hiﬁ?.&ﬂ%mh*@{twm‘%ﬁ
REAR L FIZREOTBE NI Z AT AOH, <A a7 F )T L - TE
YAV T LYY x (MAC) 2% L T RZEALE L Y 55\ (n vitro) o

18.2.3 EMWIRRETIVICH T Z1ER
< r7 A @HEM}W%%W) 38). 40). 41). 45)‘ J—@X"F@z%?ﬂ 40). 41)\ u?%%‘a";@z%
JJIESW‘ 38). 41). 45)%7“‘)1/5:23‘/‘TUZ\ 751 & []7/{ > ‘/@Eﬁ%&%ﬂﬁﬁ%
THEZ WL, BENRRETRT

19. B CRT HIBLEMNR

—fi%% : 7 9 Au~ A4 ¥ ¥ (Clarithromycin)

& 5 :CAM

{b%4 : (2R 35,45 ,5R ,6R ,8R,10R 11k, 125, 13R)-5-(3,4,6-Trideoxy-
3-dimethylamino—f-D-xy/o—-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

SF - CxsHeoNO

DFE 1 747.95

B R 220~227C

BiE

M R AEOSTEOH R T, BIZE VY, TR M XEr ook L
’J{)%}}Eb)‘f@? Ay AZ =), T8 ) —)L(95) Xixy =F v

I—F)VIC 2L KRIZIFEAEBT R,
20. RV EDEE
(RSo0vOv )
BRI R 1A % B T L TR B 2
00, G

(50220734 2 iEs0me/\ERATEMEC)
PTP : 10052 (10$% X 10) . 5008 (105E x 50)
(502074 Y VDS10%/MNEATEMEC])

N EZIEFIAD ] 100g
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