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i) 2 BERE O S Lc & S OEMEIE/SF X -5 2 RITRT.

x HERORSROEMERET A -5

¥58 | Tmax Cmax ti2 AUCo-48 AUCo-168
(mg) (hr) | (ng/mL) (hr) |(pg-hr/mL)|(pg - hr/mL)
250 [2.7+0.8]0.24+0.12 NA 1.73£0.39 NA
500 [2.5+0.8]0.58%0.11|61.9+9.4| 3.32+0.46 | 4.41+0.48
1000 |2.3+£0.8|0.74+0.14|68.1£12.4| 7.29+t1.16 | 10.51£1.72
NA : Biigd (mean£SD, n=6)
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7TIAATA T
$#250mg[DSEP]
vaAuavw vy 7iE
250mg

1839.35+530.55(336.91£186.75/2.6+0.8 |32.3£3.7
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BEOKITIR. WThoiicB\nwTd., MEHEENHEE
BHFHITDIZ > TRWERNBE SR SN2 (HBAT—% ).
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FififEIE) 120 g 2 BRI HR13297.6% (373/382) TH - 72300, % 7=,
“EEMREERBR T, BESERYNEICHT 2TV 20v
A ¥ UEEDBERIESTRR S N0,

(EERERRRE BI2ER))

17.1.4 3BHA —F o B R
H B RMERE (BB ([20f 9 2 BRI 12100% (36/36) T
o7,

(EEF - OFPARI SRR RAE (SRR,

17.1.5 EAEE M4E;ER
R - OSBRI GYE (B ARk 2. s R 2%, BHA%) I
WY BEEIEE5.9%(73/85) TH - 7. Fi-. “EHEMRLER
ERCHRE - DA BHERYYEICN T 27 20 A & VD

EEEER. FAR))

AR HER S NIz,
(I32I7 - b5OYT 1 ACKBDHRRIE (REXK, FEHES
%))

17.1.6 EAEE MEGER
JI3IVF - bTATT 4 ALK BRER. TEEERIINT
27 Y AuvA ¥ L 000mg (1) 1E#: 5 DFR) R (PCRi%E
IC K BEMHER) X FHERETDH 2R EER15HH TIlE86.7%
(98/113) T - 720 F7z. BIHIERHTH 5B EHIG29HE T
1390.7%(98/108) T - 7=%,



PIZAORA VY VEAFRNS 7 IROTA Y VRORNIUER

1o (R4 Y FER) BEDRE

(IPORESRGAE (Ahis) )

17.1.7 ERSE MEEER
W SRS SRE (il 28) 1009 B I IRRBRICB LW T, 7Y Aa <
A ¥ ESAIS00mg 21 H 1Rl 2~5HERMEEE L%, 7
2w A ¥ r§E500mg (F1fi) 2 1 H1EREO®RES Lz, FEHl &
ORI OB SR IZ A7~ 10HB & Lz, EaHHID S REOA
ANOYID B ZIL, HBRE ORRE TERIAHIMT L7z,
5 BIRI5H B OAZIRII84.5%(60/71) T > 7z AR TIH
HEE L THBEREE S NiRIRE I IRTT IV 2Aa~v A1 v
9 B R HIIEA - 72N (MIC22 ng/mL) .\ 115105 510
BIBEMBITH -7z,

£ MRREOT7 VA0 v A ¥ VRZER] MICHI OB KRZR

(B5HH1ISHE)
n/NYEZNE (%)

IR

it (MIC>2 ;1 g/mL) 10/11(90.9)

MICHRH 2/3(66.7)
MICH :

MIC=4g/mL 1/1(100)

MIC=8 11 g/mL 0/1(0)

MIC=16 1 g/mL 3/3(100)

MIC>64 11 g/mL 6/6(100)

a)n=FAOHIE. N=HFEA 5HEAREZE bR 72618
HEFEIEn/NX100A» 5HH L7z,

AR THE SN2 FELEWEAIZ TRI14.7%(15/102)  EETER
I¥ENE5.9%(6/102) TH - 729, [7.64 7.7 8]

17.1.8 BHE MAHEER
LB RE (i %) 1ot 9 2 MR A LB BRIC B W T, 72
20 A ¥ EEFIS0mgZE 1 H1E. 2~5H BT Lz,
TYARUYA T 2H TEIP500mg (F11ffi) 21 H1EFEO#RS L
Too EHHIEBOFOBBSHABII A7~ 10HB & Uiz, T4
Al7» 6REOFNANOY 0 2 1E, #ERE OIREE TEAMAHIK L7z,
BEKTI0~14HBICB Y 2E%HKIL77.4%(106/137) TH > 72,
AFRER T S N7 BRI R ST ER AL M OV RHI5. 4%
(%11/202) « FEGTERALERGY/ RFES. 5% (7/202) TH - 7%, [7.6.
7.7 2]
1) BN TAZR SN TS RARBANLSER R OEHAEITH 5,

(BEARIEMERE)

17.1.9 EAEE M AR
BRNSERRERZNR E UEREER GE2W4 « AR A,
AR, FENBE. FEMBHRR) TE. 7YAuvA Y UE
HEIS00mg# 1 H1E, 1~2HERREEE L%, 7Y Ra~vA
> V% 250mg (1) 1H 1 ERE O 5 Uz, E4TAI & RO D
BEREHRIEEEIT7THRE & Ui, EAEID S RORNOYI DB 2
1. BERE OIRRETIERT AT L 7o
BERIRISHBEOERIL4.1%(48/51) TH -1z FRIRAE
THBH7I53IV7 - bTATT 4 AROME IR T 2 EEEDE
(B#h3) ROHMBEZNRE (BHEEE) X, 2neh, 100%
(12712, 6/6K%T'11/11. 6/6) TH > 7z0
ARBTHRE SN ELEWEAIZTRILL.8%(9/76) . 1E&TERAL
PN M OBINS5.3%(4/76) TdH - 724, [7.9 B8]

18. EMEIB

18.1 {EF#R
MED70SY RV —2D50SH 7 1=y bEEE L. BEAHEKZ
KH%’Q‘%‘”)O

18.2 Ji=E{ERA

18.2.1 In vitrolcBWT. 7 FUERERE. L VI REBED S5
LBEHE., T 78I (TIUNRAT) - A¥FT—Y R, A7
LVIVHHE. WHE. TVRTIBEO—E7 I LEEE, LY
FEXRT Za—FET74F. RFMNAMLVT hay h 2@, <A
A5 ATE. 7 IVTRICHEFERZR L. TOMER XM
O~ ruI4 RREAENE L FRBETH 571299,

18.2.2 In vitrokU'in vivo( ™7 A, NARF —=)IZBNT, ¥
7 R ERE. FHRRE. 1 > 7 VI Uy PRESOLEME 2 H
WEBPEETILT, TIRAUYA ¥ 2O BIFEEBBITTES
RBEL., RO~V 70 T4 NRFVEME LD HIEOLBHEIRK
U(ﬁ‘%i}]%%i\‘ L 7:51) ,52),60)-62) o

18.2.3 HET FURRENROA > 7 LT U HEICHR LT, IMICEL
L OERRE TRENS/EREZRLIZ®0,

19. BRESICRET BB EFHFR
—fH 7Y AavA ¥ 2K (Azithromycin Hydrate)
{b%#4 : (2R,3S,4S,5R,6R,8R,11R,12R,13S,14R) -5~
(3,4,6-Trideoxy-3-dimethylamino- 8 -D-xylo-
hexopyranosyloxy)-3-(2,6-dideoxy-3-C-methyl-
3-O-methyl-a-L-ribo-hexopyranosyloxy)
-10-aza-6,12,13-trihydroxy-2,4,6,8,10,11,13-
heptamethylhexadecan-14-olide dihydrate
73F 1 CxHnN.Oy, - 2H0
STE 1 785.02
# R peoREEOHKRTHL ., 2F ) —LXiETY ) —
(9. 5)ITE TR < KITIZEAEBIT 510,

CHs

71 i : 7YATYA T (CsHuN, Oy & 748.98) E LTHOE%R
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B 5 :AZM
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