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BB BRI 2973 R R ORI B B 137 B oAU LU R
DLV THH, b, BEEMNRTIE, £#IS500mg %
1018, 2~5 AMEEBIELEE, 7TVRa=4 Y
250 mg BEXiI N T % S00mg (CH1E) 1 B 1 BEEN
B E Lk, EHEALEOROBREREIZAH 7~100
PE L, BHANLEORN~OTY #, HRED
PRI CEMSHIG LR,
[BIEEERENES - FRUBSSARIRAE (BhZR) 13D x ML
BRICHBUVT, 5B 15 8 BOABER 84.5% (60/71)
T oo ARBTHRIFE L LTHMREIR SN Bk K
it~ 7 URraeA oot SREEREN -
7ot (MIC22 pg/ml) , 11 D 55 10 GIBHHATH
=Y
HBAREO7SROTA 2 UESET, NC RIOREED
2 (e5ME158E8)

o/NY HZhE (94)

BREH .
it (MIC 22 pg/mL) 1011 (90.9)
MIC R 213 (66.1)
MIC 51 :
MIC =4 pg/uL. 1/1 (100)
MIC =8 pg/mL o1 ()
MIC =16 pg/mL 373 (100)
MIC>64 ug/mL 6/6 (100)
8) nAPOM%, N=FEFHEH DHETE LRV RN
FPEiE vNX100 hBHI LA,
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SHEIRSEREAER « CEORESIRINAE (Bb7S) a4 BE(ESIL
HBRBRIC BT, BE5RT 10~14 B BICBI 378
BiX 77.4% (106/137) Th-ots.

(3Eh2em)

1. HH#%R

() Invitro ICHWT, 7 FORER, Vo dREESED S
T LB, £E508F (FTnAT) -hsS—
YR, 47Nz FREO—HY T ABMSE, Lo
AFTG z2a—FT745, RFPAILT Ry hR
B, =273 Xv®, 757 RICHEERYR
L, EDEARMO~s 0 T4 FRIADTE ERBIE
?%Qf\: 26~30, 34) o

(2) MBET FUKE, WEKE, 170 ¥ B%E0s
ALAEE & OB T ACBNT, ANORKE:
MBEBITHEZERL, #RO~Z 054 FRIEDE
£ 0 SO RR USRI AR L 2,

(3) HBET FORBRGA AR LT, IMIC
ULDERBECRBEMRIEMETLE Y,

2. {FRF
MED 708 YR —ADS0S 472z FLEAL,
EEESREMETS

(F2845312BY 3 BIE2MMA)

~fB : TVRaw A k¥ (Azithromycin Hydrote)

{L%4 1 (2R354S,5R6R,8R,11R12R,135,14R)-5-(3,4,6-
Trideoxy-3-dimethylamino-B-p-xylo- -hexopyranosyloxy)-
3-(2,6-dideoxy-3-C-mcthyl-3-O-methyl-a-L-ribo-
hexopyranosyloxy)-10-azs-6,12,13-trihydroxy-
2,4,6,8,10,11,13-hcptamethylhexadecan-14-olide d:hydrate

B&% : AZM

SFE: CylinlN,0y - 2H;0

571k : 785.02

s

H (o) kS
OH HO O] H CHy
CHy
O-CH, . 2H,0
H H

CHy
Nl : 7PRa3 AL v RRBONER, TOATYA
(CseHnN)Oy £ 748.98) L LTOREER (HE) TR
+,
iR : TERae A kT, BREOBEMEOKKTSH
Do AP I—ARBEY )= (99.5) 1THET R4,
KITIRE AT 20,

(] ‘

PAOwy s SEETER 500 ng ;

[szgxm
Woldtvedt, B. R. et al.
1998  [119980924044]

10 234 71

: Ann Pharmacother 32(2) : 269,

2) Lane, G. etal. : Ann Pharmacother 30(7/8) : 884, 1996
[L19980925042)

3) HAEHE: S s eXRY L LoRBEEER
(1.20000216021]

4)  Amsden, G. W. etal.
2000 [L20001215065)

: JClin Pharmacol 40(12-2): 1522,

5)

6)

)]

8)

9)

10)
1)
12)
13)
14)
15)
16}
17)
18)
19)
20)
21)

22)

23)

" 24)

25)
26)
27)
28)
29)
30)
31
32)
33)

34)
35)

Gomes, T. et al. : Clin Pharmacol Ther 86(4):383,2009
[1.20090928014]

KRB HBVRES : BALEREESY S
110, 1995 [L19990308111]
HARHE: 7o FRISERU— e MR
(1.20000216038)

AT 5y MBO 108 BHERS [120000216030)
HENRE: o B0 1 TABMEMRS  (1L20000216031]
HAEE: 5y MED 69 A MRS [L20000216034]
HPRE : o RO 60 AREME  [L20000216035]
HENER: B0 60 A BERRE CEHENRR
[L20000216036]

HATR: 4 XED 6 X ABMME (Fxiks) RUE
#HMERR  [L20000216037]

Foulds, G. etal. :J Antimicrob Chemother 25(Suppl. A) :
73, 1990 [L19981006040]

Luke, D. R. etal. : Antimicrob Agents Chemother 40(11) :
2577, 1996 [L19970513016]

Gladue, R. P. etal. : Antimicrob Agents Chemother 33(3) :

55 43(Suppl. 6):

. 277, 1989 [1.19980911010]

Bull F—i3d . BALEREE L5 13(Suppl. 6)
122, 1995 [L19990308147]

tHATEEL: BB AIC S A AR S B X R 5%
DLtk L KipEhiie

HERER : & MOB 2R LU R B oRE
[1.20000216018)

T REUTD: ARILERIEELME 43(Suppl. 6):139,
1995  [L19981023009]

Mazzei, T. etal. : J Antimicrob Chemother 31(Suppl. E) :
57, 1993 [1.19980922044)

£ FIES: ARILERIEESMEE 43(Suppl. 6): 186,
1995 [L19990308144]

Hoffler, D. etal. : Infection 23(6) : 356,
[L19981012081]

PR ATEPBEZIC 34 5 EHAIP HED R~ Y
A MEOEF TR

HEAIFERL : IR It 3 EHAL L EDA~DE) Y
BOUREO SRR

8A BEEN - RARLEHIRESNE 43Suppl. 6):
95, 1995 [1.19990308148]

FH RUFIZD . BALENREY &5 43(Suppl. 6):
24, 1995 [L19990308154]

IMER ELHHEA : ALY LM 43(Suppl. 6) :
31, 1995 [L19990308153]

Ishida, K. ctal. : Antimicrob Agents Chemother 38(4) :
790, 1994 [Ll9981019036]

Niki, Y. ctal. : Antimicrob Agents Chemother 38(10) :
2296, 1994 [1.19980916012]

Bk BEEh  BARLY RS

68, 1995 [L19990122001] \
B REITH : ARLEHES oM 43(Suppl. 6):
40, 1995 (L19990308152]

RSy EAMID : BRALEHIEE LM 43Suppl. 6)
8, 1995 [119981005042]

Choi, GE et al. : Korean J Lab Med 30: 28, 2010

Retscma, J. ctal. : Antimicrob Agents Chemother 31(12) :
1939, 1987 ([L19981005010)

1995

M5 43(Suppl. 6) :

[XERER % - HEMBSMLADE %]
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FEWst) CRBOENERIC X LT L TRICITMR
1: é b \0
774 P—tER2tt HGERREI—
T151-8580 WL RUIBMARE{ve A 3-22-7
LAY A /L 0120-664-467
FAX 03-3379-3053

[$R5E]
© 74—t
WHBBSE R 2K 3-22-7
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ey 15 RBT 2 054 FREEDRMEMN AARMES Y RES |
2010 £ 6 AT (45 14 kR) nFEFHAEELY 876149
o R v
SRATYI%E
RIBER 21200AMZ00160
Mo RBREF 25amg E 35 20004F 5
GEAM 3 (RIEA B £ ZITHROMAG® Tablets IR FaEE 2000 %€ 6 A
=8 . TURARALY ks BB WIXEXA

) EE - EMSoREFEAIZ L ERT S
P2

(# 2 rossizrEsLLLoE) )

AR OESFICH LEREOEEEOH 5 ME
[#8R% - f4R] )
1. 4852

1 f2e:

Ry # YRavy 7 250mg

BR 7YAxa<wA kit 2620 mg
(Foru<wL e LT 250mg (HE) )
BAYCBARRINS TN, BATALT 7 —
bFoFr, 2RIt a—R+ Y oa
&y ARFT VB SR Th, 5OYARET
FUOA, EFOnAin—2, LKk, &
{bF&, PUTEF

ﬁ%ﬂﬁ

2. R
SR (om) EEa—F X R
i i) Tl .
€ P’ﬁz@ﬂ" ? :[6.9 (gz*m x’.r.-;)}) A
Pfizer -

J— 136 —] 2TM250 FEPN
a— hg

wm ") S0

(2088 - 18]

< BEHRE >

TPAUTA L OITBEDT FOKER, L2 d SR,
BRHRME, ©57¢5 (FFvntsz) ~HEF—Y R,
ALTALLFW, RAPRIMNT b HRE, LS
AZ-=2—F745, V5IVTR, A4 a7S5 X R

< HEEHE > .

TRIEVERBUBIBINE, U 27398 - U o/ SE %5, OB - YRR %,
R (HRRR, FhEABRER>St) , AT
K, B, BERAE, BHTERBHEOTRBSL, RE%,
FEAER, WS, WoHaks, HT0@%, s

(A% - AR)
BAMIRT7Rnwf 0 LT, 500mg (Chilf) #1 0
LB, 3 AM&H 15 (HR) 2EDELET3,
RER, FERATRICHLTIL, BACRT Sxavlss
YELT, 1000mg (Hf) % | AERRET 5, '

(A% - ARICRAY 28 LDER]

L AROHRIZ Hc o T, BMEOBRELE Cr
BRI LTER M2 mE oo L,

HHEEER 200943 f
PR A R 20044 9 B
EREE 1914 4 A

2. AR CIHF AL, 4 B ALY VOO EEHELR S
FEL L IHEEOB S, ERORIG RO B0
EREEEFBH L, 2L, BER, FEITEOE
BT V20w A RSB 2~4 QEIIEEB S
BEL, HREUETZIL, BEFOREERES
FERRERD S M BH B2V S-S IS I ERT 0 Hll
TEMRMOEMBETSZ L ( THAEEM) Qo
WHM) ,

3. AEOERKIZHB T 2 kNBIERBROBEN S, &7 500
mg (O 1B 183 BME0RETLLicsy,
MENEICH L CH RN RESH T RRERT 5
ZERTFRMENTHEDT, EHANC LB AL &
NEVRREOIERIC LB ESEIL3 AN &35,
L, REK, FERFROHSIIAH 1000mg (N
) %1 BEEDEESELicky, 7ORawA
BED I a—= s 5387 (#5327 FFaeT
4 R) 1S3 LTH AR A% 10 BRI 3
IENTFHERATVIOT, R LELEEERIT 1

]
1
)
H
1
1
]
1
1
)
]
L]
[)
t
[}
1
1
]
1
1
(]
]
1
]
1
1
(]
1]
]
1
]
M.
VoomEta,
)
L
[}
1
]
]
)
1
1
)
]
1
]
1
(]
t
1
1
]
]
1 3
t
[ ]
1
[}
)
1
]
[}
1

o

- BERIEOWVWTH, ERICELTT YA g4 M
DOLBEL RS DL ST A T s, 7Y
AavA Y ERAIC L SIRFER T o R LT,
i ZB3BER, ERICECTRE %
FaRLENTxS
5. 7VRAawA RS AR~T b W Bk
Brix, FEADASER OB UIRE L YT L2 BE S T, best s by
Jis X, TPRuwA o EHRORE
X2~58 HAH7~10 Bl TERS
Bt & LT 10 A% 8 2 48 538 3/0 221
T ZA A & BHRIN SRR~ #x, gsn
H2 108582 3 12 RBRRE FHICITS =
(_TEigkRkiR) DIBER)
6. LIARTG 22— 74 FIHLT, FURAOwL
ERAC LB FEBETICAR DL TR LI
BADHHHRURSMIRTLTVARY, (BEER
ji/kfgy\!

S T T N R e Rt e et c e rm rr e, r e —,, ————— . . ——

[(EALD:xHE]

L RERE (ROSMICTN®I=PEF S0 )
() w2254 FRERIIT F54 FMREAIXLIB
BEOCREEOH I 8L
(2) BELITFHERSOHLRE (Frtns 2 B4 5
BEABDHDZOC, fH5 &2 S TICH SRR wE+
AR RETa L, ]
(3) RBOHZBE [QT EE, DEMESAR (Torsades de
pointes ZFEe) EBZ T LXNH B, ]
2. ERELZXRMER
() 737 45%0—- 350 856 bhsBEN
HEDT, 7 LA —EERE, BUERERIC T
+aeMEEiTS L,
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(2 YavZ, TFH745%— 3R, PEERBSE
FERALRE_ (Toxic Epidermal Necrolysis: TEN) , BIEHs
BSERFEREE (Stovens-Johnson SEERER) BHHLND T
LHBOTEETS L, Fh, FAAIELEAER
AR LD, ERREEAOHBIPEEGICHRET
LA HHDOTERTSZ L,

(3) AFOEMICHIoTiE, WHICBEICHLT, K
DEEBYETH L,

- il I SR RATIE, B AT RN AERTED R Dhy
ZER (BBICMA, M (05, B, SAERE) o
VBB AHINKES NEDER]IV S SIS
Sk, BAEZGEL, REbICEMIGITET S
L.

- BERTRIIBVWTLERERSSBEDNSZ L
NHEHEDT, EREHLONALWSITRELEBIE
[SNTIEE 0 a2

(4) AFNTAREEPERMSEN L5, BERTHA
BITHEN T OLEIEM R SR H OO T,
BETSIITO BRI L,

. iE#H
(1) GESE (GRICERTICL)
‘ BNES ERERR - REA 5k e - ARETF
s kgl | AROESRbRLE | BYTH
IR T A, ETOHRENHD
AEeTAI= | %
A}
IRTTY v ARy ko | w2050 FREMK
v EROBYE | TAT 7Y ORI
NBHd Y, BiF 5L HRMER

THHFhIp—Ah
Pas0 £BR{ Y HOT,
oAz 7 Y ORI
T3 LdHnd
R, EFTOBFON
LA S TIRAR,

T oARY Y | v oxRYOR | w70 F o FREM
aaBREOLRER | Yy erY roEl
T PRI | AMBETHLF b
EREOBR&ENEHD 2 a—Ah P450 #FHE
* YEOT, YIBANR
Y romPREAS LR
THIERHDM, K
FCOBFOREMITY
S TTILAzVY,

ATNERRAT
£TER

ARID 1200mg & | BFFH
T, AMOBM - B
e F i (AUC)
RS REn i
mgx;mmmsrb
35,

A7 & OUERIC X
Y, SAxpEg
DRBY A2 LHO
WENHD Y,

P-EHAKEALEY
X OBENAE
ahdiiinky, ¥
AX v OmPEEH
ERATHZEBTRRL
T g5 205, A
TOFOEBII S
TV,

=T

@ mOTYAS{ FREMIZEVNT, TREMICLS4
EHEAIESEIHhTND.
1535, RFOF FH O—Lh PASO 12X S RWIZABEh
TV, .

1) F474Yy, S¥YTFhH, PYTSIA ANT
PPy, 7==r v [ZhbOEROMPREDE
L, ERAXMBEShIBTALH S, ]

2) Imﬁﬁiyﬁﬁﬂﬂ[mﬁwﬁm%ﬁ:f:kﬁ&
3, ]

(3) thoFiMAE DBEFR

AH L oREA L OHEFERICBAL TR, ZhETO
AR EAEICET AMRRARBEEN D, =774 F
%.&:vuv%.%/uy%,7r7v4auym

€7 m AR BRI NIF SRR & O CHRE
Mz L2 EZx bAZARFSROBHERLYV. LILE
16, AROMBNRMERHSEMITEL, BERTED
oo Fish & oMICHEMYER LR B O FHErEL
BRTERVOT, ARIRE RIS X 28412120
BEFHIITIREERTDIZE.

4. BitkA

FREBBFOEPEBAER 2805 ] (250 mg £ 2079 H), HTEN
130 1, #582596 &) 12330VT, 368 A (13.12%) ITHIE
AX G EERE MR EBRBH LN,

EABHER X ERRTEG R, TR - % 3.28%) .
STELERIOIM (267%) , ALT (GPT) Him (221%) , A
MmELMY (1.60%) , AST (GOT) Him (1.43%) %T
Hol, .

MR % O FIRRARETE 3745 £) (250 mg $E 201961, B/ &
135 B, HRKE 1191 ) (FESFERTE) ITBWVT, 90
1 (2.40%) IEERXITHIRRERARBBDH LI,
A RIER BRI R, TR KE (091%) ,
wgek (0.40%) , ALT (GPT) 3 (0.29%) , AST (GOT)
Hm (0.19%) , MU (0.19%) HThHot.
7oAavA S ENBINOER~PY 2T (A v F

s & DIKERRE OBIABRER 304 Flic VT, 73
24.01%) 1Zf [ AR IERET D Yo
A RHER IR F X, Fifl- (8.55%
i (4.61%) , M £ (230%) , i

_Ll_-_97_ﬂ°0 2 ﬁﬂ!ﬁ gl-32°(0) 2 ﬂgﬂiﬁ g|.32°(o! wﬁfb’)tn

(1) BXABER (GETH)

1) Yavd, PF24535%0—-BER: vy, T
+7 4 T % —HER (PR EEE, e, hFFIEE)
PRI ENHZOT, WBEFHTY, RES
WH LRSI S 2P L, WORRBETT D
&,

2) chiEMEWEREAE (Toxic Epidermal
Necrolysis:TEN) , BLRSSBUER{ZIREE

(Stevens—Johnson S2#%ER) : P iER BIBERAYE,
BHIEIRE R BEASS b bh B 2k BHBOT, BH
RiBH & N BAICIEE EPEL, BIBRERLE
LRIOBRSSOBYRARYRT Y L, ZNHOBIE
RRARMOBRERE LIS E#ETE LAMSIAICSR
BLTWADT, BERTELERTSIE,

3) NFiS, FEAMEERE, MO, FEFS : TR, AFENR
&, YOH, _ERERHobhB I ERHLDT, ik 2]
FHHITTV, BEBEHORBSICRBESE DL
L, BOLREETIZL,

4) BERTFL: AHBREXHLOHALZ EMHBED
<, MBE2HICTY, ZREOERSRP S VT F
= Al RS OBRERTHRLSED SR B
i1, BEEPuEl, BORREREITIZ L.

5) AIERERS %Eﬁ&kﬂ&&%ﬂ)ﬁn{i%ﬁiiﬁﬁf;
S NHhbha n EH8HE0T, B, ARDT
H2H LRSI S 2P L, BB E
oz &

) MERIEEh, SPRARRIERDS : FE8h, Wi, FEREEE,
PR X SR, ITEURRIS S 24D IREA 2, St
AN SLbRD I LHHHDT, TOLIRIE
EiboLbhiBaiciRsErhIk L, BISRERL
EUROBELEORIZLBEITI &

7) 0T & &, DEIEHIR (Torsades de pointes £AY) :
QT R, LEMEHMRAR (Torsades de pointes EL) B
HobhdZ RHBDT, mBEE-FoiniTy, B
BBHENATBEICH, BEEREL, HWRAE %
Fo5o k. 2B, QrEESOLRANHZBEI
HeEETHI L,

8) BMBRRD, BERIEKRD, MERD : BRRED,
TR B, /MR RH bR ST EBHEZNDT,
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BEETHITV, REBBDLALPAICHE S
ik L, BOLREEITI DL,

9) WEHMME : FRBBRESHLbRD - Lt
SOT, MBE TV, BHAR, AR, CK(CPK)
L APRURS I AV ovs ERENS bbnt
BEICH, B5EPIEL, BORRABETSIZ L, &
o, HRAYEIC L 3 BB FRDBIEICEETS
&,

(2) TothaRi#R

BT LS RERES SbALEEICE, RlcEL

THORRBEITI - &,

T%ELERY | 01~1%%K [ 0.1%FH" M R
mul) n 2
EEY RE HIRE, ¥ | kB,
2I¥IE, 7 | $IBE, A1,
- 7 7T
ERmEN ELEE
i3 .
ik SHERERENY | AOIREM mEE | Bl
m; ,!Z&u Q}Jﬂ ST
Jm, WigrER
_:.T
o bo
v ¥ By
FEE,
D EHHR
>
b % ittt ipaR it
k=4 b3
v e Y mEET,
7]
[iix ] ALT (GPT) | AST(GOT) | BiFERf2 i
pavhin| hn, ALP | R4, W
BMm, yldruva
GTP Ky, | v ighn,
LDH 8150
BR BUN ¥, | Z2VvT7 =
Ribma | ifim
£:1K3
PR T 65 | 5%, B, | ¥6, A EEH,
2 ot & WeT |- FoL
THRE, M| B B&F
il |, WS
B ago
Hh, %
& Bk
HE
Hp-5 s, v | X1, 2R,
2R W, K8 RS RE
@ Em [. X1 EE
HERE, | RX =Sm
LUK, T | ¥, g8
B FRES
SR BTy
I
[} R
BRA® m. W
£ 3
FR%
i, CEpr
p:3 2 L
R RN
T bk,
hpHy
D A8
X AL j:3:3 mEHAm
{if Hi, fI5f
X T .
Xof BH, ol ns =)
B SHT | &, 7,
P8 | Eun K

| I [& mag | 5%

&1hzmmgﬁ.ﬂ7k».ﬂ&oﬂ%ﬁmﬁﬁ&&&m

TR D AR 203 & UEE SR 0 7R SERE D Bl st
REQSDEI-SEBNE,

HE2) : HREMG X LIINRTORE O DR T,
H3): I0XIRERNS EbhieBa gL P+ 2

-

B4 UNRB~ORE) ORBHE,

5. Bht~0fs

FRIDOBERBR RGN, BRFBOTED NI
MOMAR UCBIERSERRIL, RS L RETH o725,
—RUCEIRE TIE, ERBESETLTED, nh -8
ﬁﬁ&ﬂﬁ(&é:eﬁbéov,ﬁ%m—ﬂﬁmt&ﬁ
LTEETHI L, ok, BELFRERELXE+ 254
i3, BEELZLRCHEMBICERT28 SR g st
52t (THEEYE) 2. 0omsR) |
BERIRABBOLALPAIE, ERICECTRED
MBS VIERIES OB L2ABEITO D L, 2, &
AIDRBAEBINSEVZ L2 L, EROBBRE LT
I RHER R EIT S BRI S MRT 5 2 &,

6548, B, SAME~ORSE

() ERPOBEIZT 3 RMEHY L TH RV DT,
SRR L T O S TR D & AR AICIE, Pa L
DX BIEH RIS FED LWl Sh 3880
BhE+5z L,

(2) BWHEER (T2 F) K0T, LA PIeBi+so L
BEDBLNTNZOTY, BLBORAICEES 2 -
EERT, P BIRETIBAIE, B e
g5,

1 hRE~nigs

() EHAKER, FERICHT I RLEMBRTZL TV
VN (BRI

(2) TKEBEFIC, /NRTAMMEERD bk 442
P 33T, 205 L 9 Fick T PR
1000/mm® LU IS Bl Lie, B ERECBED D588 B,
TIEBINS i, BHMETAthkSHBVE8 BRORK
ﬁﬂlcﬁv\r@iﬁﬁ?ﬂonk, Lo T, BRIk
(BFPRE) B b HbETHHMBET, Rirs
BOHLABGICRBELhEL, LERHNE, b
OHRBFECD 0 2 xt, ERICE U O iEsiEE
WU B EITS D L,

() AERBEDIRICHT B TR - REORBEHEIL, 22
R (124 FP 8 #) Tix2/BUE (602 Hch 6 bY)
LEESTHVOTERL, IALDERIBH NI
BEIHERITE CTREPIE S 50 HERES
DR RREEITH 2 &,

(1) TREDARBHEITHNT, MRICH 2R oEe

. ﬁmkkm&rgwﬁmﬁabanfwéorﬁﬁ
T35k,

8. aREs

() R : AROBRIEYIZ L BAME &4 = 4Tt

BH 3,
Wi : RERBOLALBACIEE LD L, Bk
Hs U CRERES OB RABEITS = b, 1245,
AROERMAVERMBS RO L2 BB, ERODS
%SNS XHERIE 1T 5 WA ITIZ+ 22 I8M4T 5 -
&ﬂ

@) SR AEREKRRTRF SR 1S g B A S IEH
ERBNT, HEBEROMMIBD bhTi 3,
BE : ThHDERBBHSALBAITIL, Fikic
BECTERSPILS B VO SHERIES ORI 08 2
115 2 & 233, ARIDMBRPV LRI R - & %
BU, EROBBEL S G RHEREL 1T 5 B4 i+
SRS Z &, '

PFIZER CONFIDENTIAL



7oRATA TR/ 250mg §#

1.81 FFTXE ()

Page 11

9. WALDERE
’ BRI (6% - PTP ALEO AL PTP — P 6WMY HIL

THRAHTS L HHTB L (PTP — FORMKIC LY,

BB RHRRA~RAL, BT3B EBILT
GRS ZEORREEHELHIRTH I LAHE SN
TWA)
10. DD
M) v hOBHERU—VEMERS (B2 0L,
fE 2 S SLEE) T, 20 mg/kg 5 OMMEHT R
DETHRBD LK D,
(2) B (5 vk, AX) IC20~100mgkg % 1~6 % Al
RERE L Ba o#he 72408% (BRERIDRR, FTER, BF
B, ABEE, WEM, MR ARESH, RitME®) KUV
FEETRMRNL bR, BEPIREHRTHL
R EANTVS ™, 48, Y VIRRERIRT VA
neAfir— Y UERNAGERRTIILILLS
HiEe L BUR &h, TOBREEMERITEY,
(3) AR L OERIMERTRAS, LEE, HEETSE,
RS, EWTESH Hbhic  oREEDH D,

(R 4nmIAE)

1. ARRE
ABAF—%
EHT RBEICEN 500 mg (Hffl) HEOLS LIZEROR
5% 12 85[~3 B B O BN REORN T, With
DI TH, REPREISHEAEOHARDEST
BOHIEBNBR S SN,
B, 7VRuvA O MUBITARHEZ YT IR
RUNFHERITERZN 10 mL/minkg KU 33.3 Likg & #
XN THY O, HHEMBPKE L, HBE~BITLRTY
T ENFRERTWS,

(sg/art)

RERGUNE(E)
&:aif, 0K 0 SARRRCI TR, ¢ KR 051t
OidE. O VI O :HuM A BN Atk AU 838

FEFREELT SAQTA 3 2 500me{ HE) € RORGROORRUNAARE
AMETASII PRN S RTHE. na2~-36)
ARl ¥ n=10)

<PE>
vozuwd okt MEBEALKRRTT DA
07 7 — % ORI~ ORI RBITSBH O T,
7R TTA L RBT L R BRI R
+HZEIC LY, REAHCREREMRICH~TE
NWEFBESBLIA ZEXED (vUR) RBRTER
HHRTVS 9,
2. fumsh i RE
(1) MERS
RHBADF 6 4 1AH 500 mg (H{B) ZHERED
£ 5 L0 RS LIFTPRE (Cmax) i1 0.58 pg/mL
ThH Y, MBPREEISREOHRER L, B5&
48~168 BFRIO TS EIAM (1) F61IBMITH o1
19)
RIEBRADF 64 1AH 1000 mg (1) EHERED
£ 5 LB RO PHRE (Cmex) i3 0.74pg/mL
T, Bk 48~168 B OTIREHRIMN (1) 1 68.1
HETHhoT Y,
) RERS

ARARA BT 6 A ITEF S00mg (Hf) &1 B 1E3
ARE RO RE LSS, s R CRERE %
leln)i?a‘q’iﬁmcgii:t?f Lhf, HFMERH oo
9,
3) RO
BEMABF 8 BICHEFI 500mg (NHE) 22 0AA
——Eic kY, ERBE I RBICHER RS L
PO DOENEIE T A— & ITIARERBH LN,
AR ORI RIFFTREOEBRIRNLOLELS
hs®,
3 mAEAGAR
AROE kiiEERA L OSBRI 122~203% (in vivo,
BEL) Thor i,

4. femtt - Bt
BRICERA B TF 6 A HF 500mg (F210) FHEREO
E L%, B51% 168 BME CORPISRELREL L
THE RO 9% Mk Sk 9,
ﬁa’ﬁ?ﬁ&:)\%%oﬁ&tﬁﬁ%ﬂ)ﬁﬁﬂ-q@ﬁmw:m\’C&
SLEEE, WERLIZE A VIRERET, R8I
L LTRA ik, By 597 —2EBmBE L .
AR, WLFSBEMLT, RELKE LTIE
EAYHEPICHER SN D,

<BH>

5 o Mo WCHERT VA awA ¥ 20 mpkg & HER
05 L7os, #5168 BEMIE CIo B E10 80.3%
EC, 133%BRPiIcHt S, EB 5% 7288
M Tl G RO 31%BNEE It S hi 7.

5. FrigiafE
HEBATF—2
WRHE B FP B DFFRAEREBE (RA) 16 BIC A7 500
mg (HE) #HERERNHE LR, RERAD T~
“C, Cmax BSHIMIL, thSHERTDHMARD LN,
HESIRB bNd ot FERDPRBICBNTLH
ExRBH bRk,

6. WHMLERE S =2
BREHERE (RA) 17 BICAF s00mg (Hif) it
BIE 0l L ig, AR GHEIRITIRERA &7 &2l
BOBALMT,

(EAERREAR]
BERR

DFH G

= TR R HB B (FRURSSRREE (MiZe, BtERERMRIE)

ERHBIME, - DEARBRERGI Z197 - F

5uwF 4 AL BRUK, FEAFTR) o ENREK

BAER 450 I U SHEIBECRERER 239 IORMIBAT O L BY

THd.

(1) AEMCERERR (o, £oIE L5, A% &%
Wi, Voot () £, Ox 5, {LEREMER)
T BRI 01.8% (67/73) Thok ¥, &
o, —EEREBRRR CRIEECBIERBIC 2%
ROADENTBENE P, -

() CERMMALSE (ERIAZ, AHERTER WX (R
HoBIA%, FbEEERE) SRk, [REXE
WiE (B , BUEERSRAO ZRSE, MR,
BHLIRIE, <A 27T X<iR) T 5AHRIE
97.6% (373/382) Thok¥™¥, Tk, “HKERL
BHBCHiR P, BMSERRE VxS ARMD
A ahk.

@ H SRR E (B R EER) I 2 H i3 100%

(36136) THh-ot,

(@) - RSN GURRBISE (HBMRE, WA,
oigk) IR B A HHIL 85.9% (73/85) THo%k L2
d7, RSB THEN - OEARHURREE
T AAROHE BHESTER S R P,
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(B) 27IV7-FFa=F 4 RIcLARIEE, FEHE
FITHT BAA 1,000 mg (HfE) 1| BIEDHLHR
(PCRIEIZ L DIAMALSR) RN EHFITH LR
BA%6 15 B BTIL 86.7% (98/113) Thorn, i,
BIEE T 5850056 20 B B T2 90.7% (98/108
el ) »55),)1: 39 o
% :29 B BOAE» LR L s EHli3, s
15 REERICHFRRBERE L7 1 §, K
RULE ) HRCREREI1SBE CRBE®MT LE 3
FTHhot, :

E{EA{LHBAY BIRIRIE (B ¥4
PBE F BRI 073 {18 (R EIBE FIRRRER 991 37 B DR
UTFoLEoThHa, L, BWKMRRTIE, 7020
Ay 500mg # 1 B 1 [, 2~5 B[]
LAk, 72wy 250 me BEH T E %
300 mg (5ff) 1 B | FIFEOEE L, ERAIEEOH
DTS EH 7~10 BHEE L, EHHH
DRI~DOE X1, HIRHORE CEMINING L
] : fE (Bh&) ic 5 ]

ABRiCBW\T, #5 ISRH® % 84.5%

M_LE’QJLL
(60/71) TdH o=, ARBCHAME L THRER

7= Bl BIRTT P2 oA ot 2ma

ﬁfiﬂ?)") A (MIC>2 ne/ml) , 11 Flo 55 10 £33
A CHot, .

HRRBOTOROT A S B4R HIC HDESEER)
£ RSHs1588) '

ofNY S (98)
BN
BHE (MIC 22 pg/ml) 1011 (90.9)
MIC ] Y3 (66.7)
MiC § :
MIC =4 pg/mL 111 (100)
MIC =8 pg/mL 0/1 0)
MIC =16 pg/mlL 33 (100)
MIC >64 pg/mL 6/6 (100)
3) =1 2O, N=EFBES%A & MR TR A R A pi 2%
FHBRRUNX100 BBEH LA,

. 1 B BRUTE 7 < X E{E
{EHBHBICISVWT, WERT 10~14 HEICBE A%

i3 77.4% (1067137) Thotz,

(FEshsEmE)

1. fidiem

u)MWmunwr,7F7$mm.vv#m@m$oy
7 LHES, =S5 0+¢5 (FTwnr3) - ha5—
Uz,4y7»:yf@$®—%75Aﬁ&m,zz
b AR ks S B B RZPRIMF ragyhR
B, 4275 X<R, 27 IVTRICREERY T
L, TOEMMBO~ us 1 FRAAHRT RS
'(3?"#)97?_ 36~49, 44)°

@)ﬁé7k7$m.%%m@.4y7w1y%ﬁ$®%
AR & AW EBBMET TS BT, RRIORGR
HBBITIEEZRRL, #XD<2uS5 s FRITEDE

. LD VOISR RCEERE T L 9

B)ﬁéjkﬁﬁm&04y7w1y§$uﬁbf,mm
LD SRR CREH AR R 2R L9,

2. {EmarF
HABED NS YR Y — LD 50S F T2z MeEAL,
EOEREMEFTS 9,

(H2RS BT 5B E$mme]

—fR4 : TYRuvwa kg (Azithromycin Hydratc)

{L¥4 (2R,35,45,5R,6R,8R,11R,12R,135,14R)-5-(3,4,6-
Trideoxy-3—dimclhylamino-[5-D-.\ylo-hexopyranosyloxy)-
3+(2,6-dideoxy-3-C-methyl-3-O-mothyl-a-L-ribo-
hcxopymnosyloxy)-lo-aza—ﬁ,l2,13-trihydmxy—
2,4,6,8,10,1 1,13-heptamethylhexadccan-14-olide dihydrate

B85 1 AZM

5}'?£ : CJlHnNzOn . 2H20

ST : 785.02

BEs -

A : T PR A S RRBOHER, TORawl
(C3sHlN,O2 : 748.98) & LCORAEHE (HiF) ©x
7
R 7ozrawq kR, BERORAEORETH
Do AL/ —NRITH /—1 (99.5). KB,
KIIZE A ZET 2N,

(@ %]
250mg ££ : 60 £, 300 £ (PTP)
60 &2, 300 £ (BEXAM/ Sy r—TAD PTP)

(FEXR]
) Foulds, G. etal. : JClin Pharmacol 31(2) : 164, 1991
(L19981029016]
2)  Woldtvedt, B. R. ct al.
1998 [L19980924044]
3) Lane, G. : Ann Phamacother 30(7/8) : 884, 1996
(L19980925042)
49 HENRE: Y7o zRY L LoRBEE
[L200002160213
5) Amsden, G. W. etal. :JClin Pharmaco! 40(12-2): 1522,
2000 (L20001215065)
6) Gomes, T. et al. : Clin Pharmacol Ther 86(4):383,2009
{L2009092801 4]
N RE BEWES BREREES NS 43(Suppl. 6):
110, 1995 [L19990308111]
8) HARE: 5 v M EHRERU—RARMERR
[L20000216038)
9) HMNEH: Sy FEO 1D BENS (120000216030
10)  HEAFERF: 4 XEEO 10 A BIERSR [L20000216031]
1) #AER: Ty MEO 6 7 ARG [L20000216034)
12)  HAEE: A XED 600 BB [L20000216035]
13)  HARHE: s xXZEO6hA MR E UEIH RS
[L20000216036]
14)  HARHE: X806 0 A BERE (xEs) Rkw
B [L20000216037)
15)  Foulds, G. etal. :J Antimicrob Chemother 25(Suppl.
A): 73, 1990 [L19981006040]
16)  Luke, D. R. ctal. : Antimicrob Agents Chemother 40(11):
2577, 1996 [L19970513016]
17)  Gladue, R. P. etal. : Antimicrob Agents Chemother
33(3): 277, 1989 {L19980911010]
18) Bl F—13h: AfLpmisram 43(Suppl. 6) :
122, 1995 [(1.19990308147]

1

: Ann Pharmacother 32(2) : 269,
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19)
20)
21)
22)
23)
24)
25)
26)
27)
28)

29)

CEEBEREEREEE

T #Ekiah : BAR{LERESFRNEE 43(Suppl. 6):

139, 1995 [L19981025009]

T EgkiEh : BALERIEERMEE 43(Suppl. 6):

177, 1995 [L19990308145]

AR - B Mot 3R L URH PR ORI
[L20000216018)

Mazzei, T. ctal. :J Antimicrob Chemother 31(Suppl.

E): 57, 1993 [1.19980922044]

s FISH ¢ BA{LERIEESMEE 43(Suppl. 6):

186, 1995 [L19990308144]

Hoffler, D. ctal. : Infection 23(6) : 356, 1995
[1.19981012081)

HNTER : BURA HUSERREEIC AT B R ERR
(1200002160021 ‘

HPRER  EREISREEIC Y 5 RS R

% (1.20000216005] ,

HNTEE : LoV RIS R 2R E LA ZHER

Heardt®  [1.20000216007]

EANREEL - M IHIRER  MikiC xS R ER

5% [L20000216001]

HAE : BRIC T D I E R R
(1200002160031

HANEEE : BMERGHRIME IO 5 ZIERIEBRER
{1.20000216004]

MR SHDRIEA xR L Lich—7 o HEk

% (L20000216008]

B R - DEARSUERIMEIC X 5 ZRE

BHE®E  [1.20000216006]

HNRE 273197 - FFawTF 4 RIS K BERE

SIS &4 5 [EA 5 T4 — 1R 5 Bk OB S ER
{1.20040423003]

HNPER TPt ic x5 EHAIA SR ORI~ -

Y 3 X LD EXTRMER

e PSS Io X B N FD S D FHl~ DY)
D 48 % IR HEARY
Bk BEIEh: BAR{LEREYINLE 43(Suppl. 6):
95, 1995 [L19990308148]

B FTED: BAREMEERMEE 43(Suppl. 6):
24, 1995 [L19990308154]
MEE RRHES : AA(LERIEF S HLE 43(Suppl. 6):
31, 1995 [L19990308153]
Ishida, K. ctal.. : Antimicrob Agents Chemother 38(4) :
790, 1994 [L19981019036]
Niki, Y. etal. : Antimicrob Agents Chemother 38(10) :
2206, 1994 [L19980916012]
Bk HEEIED: AAR{CERIEESMEE 43(Suppl. 6):
68, 1995 [L19990122001]

WIF AN AALEHIEF RS 43Suppl. 6):
40, 1995 [L19990308152]
BB EANID: BREREFESMEE 43(Suppl. 6):
8, 1995 [L19981005042)

Choi. GE et al. : Korean J Lab Med 30:28, 2010

Retsema, J. ctal. : Antimicrob Agents Chemother 31(12):
1939, 1987 [L19981005010]

[k & - SRS SMLEbYE %]

TEEYR CREOHABRHC>EXE LTHLTRICITHMR
F&EW,
7 74 F—REHt HaRer s
F151-8589 HUEEBEUEER 4 A 3-22-7
SLUHER Y A v/ 0120-664-467
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