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A (n=8) 400mg| Bioassay 224 27 4.36 20.30

P A2200mg (Ufili) 4 Z2fIC e 4 5 L, mliifkr o~ r 757
(HPLC) #:TMIE L2 E & A, M I RZ AL T OGP 0 14067 K B IL fR %
VEIZFEAFAE L. 2 O A5l 13 Bioassay THISE L 72 & 12IE—3k L7220,

16.1.2 REHRSE

(ANYaANT &— - EOVBLE)
BHEBEACTEXY V) VR, 7O bRy T4 ey — 60 L T400mg ()
fili) % 1H2[07H B AEROES Lz & & OFGM iR E R &/ 8T 2 — 5 OfiiE T
DLHThHo722 0,

Sl Cinax Tmax Tz AUCor2

e (ug/mL)| (hr) (hr) | (ug-hr/mL)
A =D me. TE| Seew | 242 | 27 | 44 1845
g s s 097 | 26 | 85 887
oy o1 Ame, 7 s |21 | 36 | 45T | 23w
o | HELC 106 | 36 | 8 | 151w
i, 7 e {%i% 233 2,07‘47 643 | 1750
e Iil . pried 082 | 250 | 971 765
[N SR .o 199 | 25% | 449 | 1403
20mgff HIRFED | (g HPLC -

e 095 | 258 | 751 846
L o1l Ame, 7 LOOIE | 292 | 20 | 462 | 1826
Dot (7T LCMSMS | gsg |50 | 706 | 7a9

D AU TNy Y — - a0 EAE IS 2R - JETI, 77 2av A vy
31F200mg (LZI2IE U T ER400mgE THEME T 52 LA TE5), TEF Y
) YAKRFIWELEI7T50mg, TR MR TA Y —DTNRNT TS =) R
LAX1EI0mgTH %o
7£2) FHCHIEEEF b 20— AP450 2C19:# {511
EM ; extensive metabolizer
PM ; poor metabolizer
13) AUCoe (g hr/mL)
W14) HhYfE
16.1.3 EMFHRFEHR
7 7)) Aux AT §E200mg [HETL] RU7 7Y A§E200% . 7 0 A+ —/N—{FEIl X
DENnZENSE (75 A< A2 LT200mg (JIMf)) BEEER AT 1A £ B ml
D45 LS RZLRBEZHIEL, SoN-EYWERE/ ST 2 —% (AUC,
Cmax) 122 T0%IEHX M THREGHRNT % 17 - 7245 H. log (08) ~log (1.25) ®

AN TH Y . W O R RSO ERR S Iz
HEINT A —F BEINT A—F
AUCo-21 Crnax Trnax tiz
(ng * hr/mL) (ng/mL) (hr) (hr)
7o ;g”(ﬁ l;/lj B usae1636 | 7214277 1784097 | 485+124
5 1) A5E200 4934=1273 | 720=236 1754092 | 528=153

(188#£5., Mean=SD., n=20)
(ng/mL)

—e— 7512071 ¥ $E200mg [HETL]

800
P - -7 7 1) X§E200

£

& 600

§ 1§##%5, Mean*S.D., n=20

0 6 12 18 B$F (hr)

IAE i SE PR BEHERS

24

MRS ONZAUC, Cmax®0/87 A — 4 (d, HERF ORIN, AR ORI mI %L - B
4D RERGMNT & o TR BN D 5.
16.2 BRAR
1621 NAATPNAFEYF 1

BREAIC BT, 79 Au~ A ¥ 2 H (250mg) ARG L7236 (2E5E)
Ly Aa~xA Ty Ty NEF R IR LB E O3 IE RN 8 T A —
5 & WG L7ze 2 OREHR. REMED N A F 7 R_A T8 7 11452, 56%TH -7z
A3, ANELEE R R K o THEB S NGRS QARKER(LE) 2 &07/87 2A—%
HTRERD S, 7 7)) 203 A 2 VSRR G HRIZIZTEE TR S N TV 5L 2 LRk
SN G T— %),
16.22 BEOHE

REHEAIC200mg (M) & BRI 9% 5 L 7z & & O i Ee 1o 1k, B oBENT
LALRBO LN hro 9,
16.3 9%

REHES I BT BUEREO, F 7o, BHEIZBIT HIEHSD | S SEA0BITH
ZSE L7, N ENOMBANOBITIZBIFC, MU e &[S L gzl
FOWEERR Lz, Fo. RS, RSO, RSB SoMBRIREIZIZE AL
OBITIIHFEEERKEL LEbor, BB, b MILHEAKARIZ42~50%TdH >
7235 (in vitro) o

16.4 L3
Y MBI B BRI ANKERLETH D M IR L TR A L
70,

v MFIzuy—axfvizin viro BRIZBWT, 770 20 dEELT
CYPSATHH SN G Z Lot ST 2%, [10., 1671 ZHE]

16.5 HEittt
FERERE N 12200mg (IAil) % ZEE G |2 B alRE 1455 L. Bioassay CHlE L7z & 2 A, %
G124 0] F TIZH G- D38.3% AR A AR S 472190 PRSI NSRBI 0N
TR D 1A KIRAL A STRD & 17220,

166 HEDNEREHTHEE

16.6.1 EBiREEEEE
T HERE IR R & A 4 2 AR IE O TR AE R 12200me (FUMl) A ZEREIREHE AR 14 G Ly
IVTF=r )T T A (Cer) & ZDRNERE L OB E G L /R Bk
RIS TCmax® B 5 T2 MR WAUCOHEIINAFED & 7237 (RE ik
Bioassay). [9.2 Zl#]




A Conas Tow | Tie AUC
7VT YA (i g/mL) (hr) (hr) (ug - hr/mL)
(mL/min) “ “
Cer=100 (n=5) 202 1.24 2.38 889
Cer=50 (n=5) 215 1.89 574 21.69
Cer=30 (n=5) 255 096 469 1873
Cer=5 (n=5) 354 148 6.13 36.80
1662 ElE
T HEAER B O 2\ 66~82i% CTHT7221%) O ME3%12200mg (FIfili) % 225 HL
RS- Ly ZORNBIEZ G L7 R, RO & D & Tiax, T1203 (I FAR
TdH > 72D% Craxs AUCIEH S 22128 7238 GAISEE: © Bioassay). [9.8 £H]
Crmax Trnax Tz AUC
(ug/mL) (hr) (hr) (ug - hr/mL)
wiiE (n=3) 372 2.3 4.2 19.20

16.7 EWHAEEA

16.7.1 CYP3A. P-gplZhf 4 A MEEHZ AT 5%, [10.

1672 471U
HEBER B T4 7 4 1) ¥ %400mg K U7 5 ) AT~ A > % 300mghf B L 7245 54
BEFSH BT 4 7 4 1) ¥ O IZCrnax TL2665, AUCTLINEEA L, 27T
VA tilb A%A L 7o AR A A ERBO b e o 72y,
F /o, ZUEE N BBIC T 4 7 1) ¥ %300~600mg/day T1H 7248 185 L. HIZ2
1) AU~ A ¥ r600mg/day % 1 H 26645 L7z %, BEH7THEIZBW T T+ 7 1
') v OIMFER A E R ERAEZRL2Y, [102 ]

. BRERRRHR

171 BRMRCRLMEICET 255
BAZ IR & 7w E R EGAER &

(GERE I TBREE)

1711 BXMRERSERE (TA4X) (65 BEMEMACIEICH Y 2 ERERRHER
KGRI $ T ORI B B BRIEIR DS B4 261 (500%) TH - 7210,

164 2]

EUBRRRBMOMEIROLB) TH S,

B HRhEE (%) [HRLLLE]
PR FIEASAEGERE (=4 ) (124E ) IFEEMACHE 500 (2/4)
(AYaANy 52— EOYBLE)

1712 Bt - THRBRBICH T BNV AN 24— - EOVEBREICH T 2ERRY
SRR ER

g - T TIEREEIC B AN ANy — - YO BYYEICHT 2 T EERILEG
| 7/‘&%%’(77')XD?»{//OWTH[EHP‘W)D)ntC

3oes HrhEE (%) [HRILLLE]
B - +RBEEIC BT AN any v — - Yo i
fiE (BRH%)
(72975 =nEDFRAOYE) W4
5 (400mg) #V 875 (84/96)
(800mg) 2 892 (83/93)
RS} 2hise (400mg) v 91.1 (82/90)
(800mg) #2 837 (82/98)
14H B G) ) 876 (197/225)
L 10H M 5) =) 837 (103/123)
(BE[HE : 7HM#S) ®= 904 (103/114)
(FATTV = EDHFHOSE) © 50
o AR (800mg) i) 788 (89/113)
(400mg) 6 81.1 (116/143)
(800mg) 7 80.0 (116/145)
(oY« + a8 i) 964 (106/110)
(Hghh - Bigg) 792 (38/48)
(FRT TV = F M) AL OFHHOYE) 5D 50
5 (400mg) 9 87.7 (57/65)
(800mg) 10) 89.7 (61/68)
Rt = orie (400mg) %9 83.3 (45/54)
(800mg) #10) 87.8 (36/41)
- TIREEYE CRE : 10H RS # 86.0 (147/171)
(k 7H ) # 84.3 (140/166)
(W 7H IS D 938 (61/65)

ED) 79 Au~vA Y e LTLA200mg (i), 7EF T2 vk E LCLE

750mg (Fifil) KOF > v 75—k LCla30mgd3#] % FE 21 H 2007 H %

[WE32E

770 Aux Ay LTIH400mg (Jfii) . 7EF 20 YAKEmE LCLE

750mg (Jifil) BT > 7TV =& LTIR30mgD3#) % k21 H 207 H 4%

[WES 25

FTRB BB A) ANy y— - En ) RYGERE LR & L2z KRR

(79020~ re LCTIM500mg (i), 7EF 0 »AKHPE LTI

1,000mg (Jifli) KRO°F > 75—k L TLHA30mgD3# % [k (21 H 2114

5o 7!<§U®7¥<;€§x7t [ 13800mgTH 5 o

T AR SEIC B AN IRy §— - U0 ) [RGB E R KR & LR R

[Ca-)) 7~D74’ vk LClm250mg (i), 7EF T ) KR E LCLE

1000mg (Jiffi) KO¥F > 75—k LC130mg?3#] % [ 1 H 2[al % C14%

) o AHNOAKGRIRAK I RIL800mgTH % o

79y Aa< Ay rE LCl400mg (JIf) .

750mg (i) KO 275 —

%50

7)) AuavA e LTLE200mg (i) .

750mg (i) BOF A 75— & L TLa20mgo 3#) % [F21H 20017 H i 0

%5 (FEN O B ITE 0% AR AER) o

7 91)Auv Ay LTLA400mg (i), 7EF T2 vk E LTl

750mg (JIflli) KO A A 75— & L CTL20mg 3#) % A2 1H 20817 H i 0

b (EIN O BLE I B BRI A ER) o

770 AR Ay LTIS500mg (i) 7EF 20 KA E LCLE

1,000mg (Fi) fOF x 757 —)b & L C1R20mgD3#] % [ (21 H 2088 C4

Gro AHIOAKZIRAN713800mgTH %o

770 Aux Ay LTI200mg (Ffii) . 7EF 20 YRR E LCLA

750mg (i) ROTXT T —)F +) 7 sk LCLE10mg3# % [ 1 H 2[0

TH H#E S

H10) 770 Aux A2 r e LTlAE400mg (Jiffi) . 7EF ) YRAM E LTI
750mg (Jfifi) ROVTRTFV—=)vF by sk LCLEL0mg?D3#) % FEHIZ1H2
17 H R #E 15

FELD) B TR B AN Ny — - VO RS R AR L LB
AR (790 A0< A2 2L LClE500mg (i), 7EF T2 YKHPE LT
10[1,000mg (Fii) KT XT 5 =) b Yo 4 & LTLUR20mg 35 % [

TH 2 %5) o AHI O HKGER AN HI1E800mgTdH % o

*2)

113)

E4)

7E5) TEFT VY LKL LTI

b & LT1RI20mgd 35 % [k (21 H 207 H

1E6) TEFL VY ZRMYE LTLHE

)

#8)

*9)

18. FEHIEIE

18.1 1EAHE
MIBDT0SY) R Y — AD50SH 7 1=y b L& L, EHAKE HET 25, %),

18.2 FIR{ER

18.2.1 HE{ER
7 ROERAIE, LV ERWR, R OGRS T ABRTERET ), £ 7% (7
FSUNRAG) NI TR, AV TVEVHHE, LIVARTE, ho¥ansy—g

—IRD T T LEYER) 60, XFPAML T bA v ARED, ¥ FTIVTRERS, <

437 T ARIF- 60, <A TN T YT LED RONY TNy 5 — - Er1)66) [T
BERZ R L. ZoERIdho~ 7 a5 4 FRFUEWE L FSU ETH 2 (in vitro) o

18.2.2 b MERBYWIAMIKBILFEDORES

REALGR L BIERSEOMBE N2 HFT 250 B, YA AN 7)Y L - TETLAILT

Ly 27 A (MAC) 8 RUANY 2N & — - ¥ )60 2k L CiaREIE L Y55V (in
Vitro ) o

18.2.3 EMMREEETIVICHT B1EH
< A DREEPRREST) . 58). 600, 61, 67) | F e 60). 61 R SRS« 59 61, 67)
EFNIBVTIX, 7 F) AUV v ORIFAMBRBITEZ L, ER23 R LR
Fo

19. BRI T 2IRLZHHE

— B %FR 25 Aa< A ¥~ (Clarithromycin)

g 5 CAM

L% (2R 35S 4S 5R 6R S8R 10R 11R 125 13R )-5-(3.4,6-Trideoxy-3-dimethylamino-
B -p-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

53 F3 1 CasHeoNO13

Gyt 74795

%K AROKBEORRT, R,
TN LY uu+)w «h%(e FRIL AF /=, 25— (95)
Ey T F v T—5 )i L KRICIFEAEET RV,

fbaEa

il R{220~227C

22. Ak
100 [108E %10 ; PTP]
500§ [10%E x50 ; PTP]

23. XEXH
1) JEAETHEA R BRI RS R PO SSEE R O Fh ] &
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Wallace R. J. Jr., et al. :
:—Jﬁ Jc fils -
S

P PRSEHL 1995 026 (1)
CERIVERR BRI~ = 2 7))V R MR S T

%95 b © Chemotherapy. 1988 ; 36 (12) : 921932

WEhEY A Chemotherapy. 1988 ;36 (12) : 933-940

BERPE G B OB BIRE (57 Ta v TR, TEY VA TR/, S Y
VEE/ TN, TV L/ TRV, TEXRVI) ATV [b=T10 T
AR Pk, TEES) AT RN, 250 ARGk, 75 Ty NEE L 20004E9
H22HKRR, WREEREEA~3. (1)

MIBURENERE (£ 27TV Ve, A AT T— )V, /S by vt/ 7t
Vo T2 UEE/ TN, TEFTY) A TN [ =T 75 AfE,
77 vy P 20024 11 H KGR, HEEERIEE~32) . (5)

BB OERTE (F AT T V8 A AT T =V, /St by v/ TR,
T /TN, TEXTV) TN [h=T) 25 A 2T
Y >y FEE 20024E4H 11 H KRR, HREGERMEEEAL)

SHIPE AN RERER (EIN) o (%) =y M, 7St b3 v 7R/ Mik/
$iE T{Aw—*r YURTRI, FTV) AT RN/ R 2T A VT

[N
&

U ¥y B 20074F1H 26 KGR, HIEERHRS2.7.6.1)

25) 3HIPFHE R (EW) omSEgEEile: Sy Mg, St by oA
7tV /AR TERZF Y AT RN, BTV vh TR/ Mk SE 7T
Y AgE, 7)Yy FEE 20074E1 1 26 H KGR, W AT RV SE2.7.1.1)

26) HEIWNEIMARH pylori WRSHIFEENC BT 5 MMM AR (5 7 % v 7§

20144F 121 26 H 7RGE., EE ué%’rﬂ’fﬁ}ﬁ%Z 76.12)
B Sk ‘ﬁ RSB (57 ¥ v 78 20144E12H
H f
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R AT RN, T YA TN/ Mk SE 7T ) RSE 7T Yy N
20074E1 H26 H KRR, HIGEERHRSE2.76.5)

KREEEMAHRBROME (8) 2y M, /S by v TV /Mik/ge, 7ER=
FIUNTRN, FTT) Ly h TN/ SE 7T ASE. 2T Ty R
20074-1 26 H KRR HIREEFH%E2.76.6)

EIN S MAHREBROBME (/8) v ME, 7S b2 2 TRV /ARik/gE, 7 ER=
XA T RN, BTV TN/ 7T ) AGE. 7 T) vy N
200741 H26 H KRR, HIGE &R %2.7.6.3)

BN Al : Chemotherapy. 1988 : 36 (S-3) 123128
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ETFUE b Chemotherapy. 1988 ; 36 (S-3) :129-155

A b © Chemotherapy. 1988 ;36 (S-3) : 71-81

FHIRAET Al : Chemotherapy. 1988 ; 36 (S-3) @ 117-122

I b © Chemotherapy. 1988 ;36 (S-3) :111-116

Brown B. A, et al. : Antimicrob. Agents Chemother. 1992 ; 36 (9) : 1987-1990
Cederbrant G. et al. : J. Antimicrob. Chemother. 1994 ; 34 (6) : 1025-1029
EFU% b : Chemotherapy. 1988 ; 36 (S-3) : 156-169

Cohen Y. et al : Antimicrob. Agents Chemother. 1992 : 36 (10) : 2104-2107

24, MEFEKRERUCHEVEHESE
HE T SH BRI R—-rr 5 —
T930-8583 & Tk 1T H 67521
TEL (0120) 517-215
FAX (076) 442-8948

26. SUERITTEES

26.1 BEERRIETT

Nichrko 5 LU 7 #4 A &

0321665-25



