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o AR, 2 AT CERRETA Sk,
B, RERE (KT R) iTbAnwo b (THE-
RE] OFHER) , .
ARG  AFIEEHEEAK 48 ol ICHEAR Lo (e
100 mg/mL) %, 5% 7 F USRS OEA RN
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YRG5 g (3)
® sithy. B CTHE. S AEAFHIAR CRERER. & LG O Ui

OniifEINEL © i, & RAM, A CIEEE A A IWIRKL W R

&1

FPEL %‘L.? VAR A L 500mg (1) 2RO SO I mzxmﬁmmg
(IR NN AR R PRI L. n=2~35)
(el e s AL n=10}
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FTPRavA Yt FEFERLERE U D Rw s
B 77— PEOEH~DBIFRBITERG bhi o,
TR T BT LA ST i
THZ LR D, REER G IEREARIT S TEN
ERIBERE LA L2EM (w0 1) RBTHEHL
T3 M
ok ch g
BERABTE 0AIKT PRawd 20 500mg %, 1
mg/mL ORET 3 HRIRU 2 AT CEREHEL, B
EETLR 1E, 5 BRRERE L L & OmiRigeE
E 2, ERRSEOEGEIE AT A —F3F L ICTF
T 5 AHEERE L E, BEEESHFLEHELT,
Crax {339 8~12% L&, AUC,, 1379 1.5~1.6 {5 ain
L,

(ngimL).

3

—o—1 mgiml, 3MH (F18E)
‘—a—1 mghnl, 3HMHSEE)
—O-1mginl, 2¥H(E1EE)
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N

o= ANARENER = IARAE: & 33

Q ; é ' é 1’2 15 18 2‘1 ' 2’4
ESEEN ()
Bz BEERUVEHESSOOFPRENRDS
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—_

BER SHOFEMBE (S5 A—5 (EHIHIEESS)

Cmax tin

(ug/mL) )

AUCp 24
(pgh/mL)

AUC,.,
(rgh/ml)

10 [ 1531036 | 6521149 | 688+1.23 § 109x1.0%

10 | 1.99£036 | 89.7+432 7.02+£1.41 | 13230

E vz 3els pan

¥ =9

3 HEXBEORA/E .
TR A o0E FEER & OBERIT 122~
20.3% (invive, BELE) Thot 1,

4 W - .
BERABTF 6 BITT PR T2 i1 250 mg FE 500
g (J2fl) EEEEOZS Lok, B5% 168 FME T
OREPIRELEE LTHRERED 9% BTl Sk 2,
BERASDFORECABZEOET PREIIESVTH
LS, TR B A VIERERE T, Rty
ELTHAFALR, o520 — 2 ERRERS L W,
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Al LTS LA P s hz,
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FIE TR SRO 31 %S FREPICH S hE 9,

5 AFEREWEE
HERAT—%
PERUPEEDOITREHERE (BA) 16 5licT 9=
T 20 250 mg I 7R & 500 my (i) HENE
Q5 LR, EEHEASFICH T, Cmax 28 L,
L ERT MRS Bhed, FESED R
Mot ERPEETRICBDNTLEERIRO LN
hoie,
23] 7/2 a7 o 22 250 mg F FEARE RS
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D,
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HRBREOFT SR OV A L BB, MIC ADESES
2 (E5EiB15AE)

/N EENEE (o4)

R
fitt: (MIC 22 pgfnL) 1011 (90.8)
MIC FH 203 (66.7)
MIC 81 :
MIC =4 pgimL 141 €106)
MIC =8 pg/mL 041 (0)
MIC =16 pg/mL 343 (100)
MIC >64 ug/mL 616 (100)

8)  n=HPOHE, N=IEMFAE LY ETE R R
FhEIE N X100 2 HEH L,
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SHERSARREE - PRRARmEE (FhR) T ARSI
HSEEBIc BT, EE%TMwMHELEHé%M
B 77.4% (1061137} Th-o'o,

(FEhiEE]

1. HEieE

(1) ImvitrolBWT, Y FoRER, VWwHKEBRSDS
G A, TSR (FF2nAT) - hET—
YA, A7 Vmy P BSOS T AEMNE, v
FHRF ma—FTT4TF, T IRPLF hayhR

B, vA=2F7A</, &7 IVTBIRERIER

L, F0ERIMh D=2 254 FREADHE - RRE
Tdpoir 20 3¢)

(2) #Hee7 PO, Bﬂiééﬁi?.ﬁ A 2T e /b‘f%%a)%
AL & BV EBMETF A BWT, AR R
B iTEERRL, HX0vs T4 FEFAEHE
£ 9 HIGPHEARE URRRSEE R Lz ¥,

(3) BET FUBRBROA ¥ 7 xHFHIcRLT,
Sl DA E CREOEERET L,

2. {FEEX
B 708 URY—AOS08H 7=y FEREEL,
EEESRERETS Y,

(HZES BT SRS A]

—A T URTwA kN (Azithromyein Hydrate)

{bE4 : (2R3545,5R,6R,8R,11R,12R,135,14R)-5-(3,4,6-
Trideoxy-3-dimethylaminc-B-D-xylo-hexopyrancsyloxy)
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-clide dxhydnte

BEH : AZM

IMIC

HFIN T G0, + 2H,0
SFE 78502

Al

H [o] kY
OH HO o] H CHy
'CHy
0-CH; «2H0
H H

CHj
Fl: TR A kO, TR
(C39H13N1012 H 74398) (‘.'.' L—Cwﬁﬁfgﬁ (jjﬁfﬁ) TR
To
Mk 7 VR oA YLk, B AORSREOBRKTH
By AFS—NHIEEE /b (99.5) ITETRTL,
AKITIE & A EEET R,

(@] :
PRy SEHER 500 ng : 10 091 T
[FEE W]

1}  Woldtvedt, B. R. etal. : Ann Phamacother 32(2) < 265,
1998 [L19980924044]
2) Lane, G. etal. : Ann Pharmacother 30(7/8) : 884,
[L19980925042]
3 HAER: AR loBRBEARER
[Lz0000216021 )
4)  Amsden, G. W. etal..

2000 (120001215065}

- 1996

: J Clin Pharmacol 40(12-2): 1522,

5)

6)

7

8)

9

10)
11)
12)
13)
14)
15)
16)
17)
18)
19)
20}
21)

22}

23)

" 24)

25)
26)
27)
28)
29)
30)
31)
12)
33)

34)
35)

Gaomes, T. et al. :

[L.20090528014]

B HRIES . BALE

110, 1995 [L199903os1113

R . Ty FREERU--RAEMIERE
[1.20000216033]

HWEE Ty MRO 1A ATENERE  [1.20000216030]

PR f SIRC LY AEMRER  [1.20000216031]

HAREE: 7o MED 6 AZERE [1.20000216034]

AR A XED S D AEMMS  [L20000216035]

TEREERL - f XD 60 A B L UEE R
[L26000216036]

HAEE : A XRED 65 ATEMRE (ﬁﬂf{é&#) RUE

T [£20000216037]

Foulds, G..etal. :J Antimicrob Chemother 25(Suppl. A) :

73, 1950 [1.19981006040]

Luke, D. R. etal. : Antimicrob Agents Chemother 40(11) :

2577, 1996 [L19970513016]

Gladue, R. P. ctal. : Antimiorob Agents Chemother 33(3) :

Clin Pharmacol Ther 86(4:383,2009

45k 43(Suppl. 6) :

. 277, 1989 [1.19980911010)

B F—iE8y . A bSEREsSE A el 43(Suppl. 6):

122, 1995 [119990308147)

TR R A IS A HE RS & TR R 5
EE bk L FAnEh S

RS v MoBT 2 EE LU P B ot
[L20000216018]

T EERED: AAR{LERIRF SN 13(Suppl. 6):139,

1995 [1.19981023009]

Mazzei, T. etal: :J Antimicrob Chemother 31(Suppl. E) :

57, 1993 [L15980922044]

8 g BAMLEIEESMEE 43(Suppl: 6): 186,
1995 [1.19990308144]

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

HNFE - PRI AR L E DR ~DE Y

e pRIE O IR RS

EMEEE PR IS EHT A EEAN RO ~0E 9

B EEO s

ik HEED - BRI MR 3(Suppl. 6):

95, 1995 [L19990308148]

BEE ETIED  BAMbREBREass 43Sl 6):

24, 1995 [119990308154] .

DUEE BEHNES - BARERESE A 43(Suppl. 6):

31, 1995 [L19990308153]

Ishida, K. etal. : Antimicrob Agents Chemother 38(4) :

790, 1994 [119981019036]

Niki, Y. etal. : Anfimicrob Agents Chemother 33(10) :

2296, 1994 [L19980916012]

1995

ik BEIED . BA RS FESMEE 43(Sappl. 6)
68, 1995 [L19990122001]

B EEES  AAERERRESHEE 43(5uppl. 6)
40, 1995 [L19990308152]

RBE IEAMED : AFR(EEFEESHERE 43(Supl. )
8, 1995 [L19981005042] .
Choi, GE et al. : Xorean J Lab Med 30:28, 2010

Retsema, J. etal.
1939,

1 Antimicrob Agents Chemother 31(12) :
1987 [L19981605010]

[XREER % ~ BRaRbHEONEhEE]
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i ' 15 KRBT & 054 KRGS mRE AAEERLAEEE |

201046 AGET (35 14 4R) BT M BE 876149
ROV YT - |
AL 21200 AMZ00160
B e ERRE - ‘ 25Umg e 2000 4 5 A
CEFARR : 3 55 (RHCRA B ST ZITHRONAC® Tablets Bmia 2000 F 6
") FUAORA L KHuME BheEiRm 201X 4 X f

) R - B OMAFE A & 0 RS
& .

[ 2 xosgiagsiincs) )
FRIORSH LEBEEOCREEDL H BE

[4RE - 1K)

1. 48m%
1 gEh: .
&ﬁﬁﬁ DRy 7 8250 mg
pore o | AR TPRTA KM 2620 mg
TR | (G unaet ek LC250me G} )

| oK Y CERKRAN T A, BHTNT 7 —
b5 v, sarhta—23 kY A,
Ay ARFT Y BRI TN, T AR
FU T A, EFoio—R, SLEKY, &
kg, R TEF

HEEER 2009 4E 3 A
S 2004 49 A
EpssEE | 199144 A

o R 8 L B b e e e ey

2. FFCIRFEEIAL, 4 B BBBREB W TLIERERS
TEL L BELoHEIcE, ERONEClRibo
BARICEE+ S, 7L, BB, TEHFLEOE
FIRT YA TwA L AR BRI 2~4 AEITER %
BEL, $DRANETI L, WEEMBREEREE R
FRERSER 2> 5 SRR B VRS I IR E R T
THWARMOEMET T2k ( (HEER Oo
HEW) . :

3. SME ORI BT 5 G AEERBROBIE D, AF 500
mg (71} 21 0 1 @3 AfABD#/SST 2 Link Y,
RREHEEICY LTRSS RENH 7 RMERT S
ZEBTFEEATVEIOT, EHEENC L ARELEEE X
ARV E TR IC S E A S 3 B & T 5,
=L, RER, TEREFROESHAA 1000mg (7
i) 1 EEONBEETEILICLY, FTUROA
BED T a—w S IDT (FSIDT - SawF
4 A) WE L THPRMEERNBESS 10 BlFsT 2

2- &ﬂ . EI & —g-éo
29 (o) mRala—F | aEe 4 BRIEHSWT, FERICELTT SR nvd 2B
= = Db YRR BT B SEM AV A L L, Bk, TV
— — : Ruwd v ERFIC L AR T o e RICH LT,
@f@wi Is.s @ ; o AZIED B2 A B4, ERCG U TRESREEET
=] g | Tans THIEBTE B,
: N 5. 7 PR mw A 3o PRI b AR~ 0 B2 i Harkah
@ @Iss Bid, PEAMASER D b AE & MIEF L - REAT, PERLD
B LABICE D B, 7 PR N 74 o R OR S 15
: f2~5 A, B HNas 710 A TER XN,
[0tk - 28] REEIE L LT 10 AMFEX HHSEBEDRL,
> F YA A A BAAI~NIY B, RE5

TR VCBEDT FOKER, Lo EHER,
bR, =775 (FFnAT) - HFF—UR,
AN FHE, R RPR bR, LS
FT = n—FIAT, FTIVTRE, w427 T2AvE

< RE > .

IRTETE R RIREE, Y oS - U Lovfiigt, WA - WRERLE,
R (RUAMBE. RRARBEEE) | SHEEX
%, Mgk, MR, BHERIEREOTRELR, REE,
FEER, RS, WEAERE, HEHME, Fh

(R - BR] _
MACET PARnwA 2L LT, 500mg (Hff) %1 B
LEL, 3 HEARN L5 g (FHB) #&n&EET 3,

REE, FTEFRERHLTE, BALRT SR
YELT, 1000mg (Hl) %1 BEORST A,

(s - FRICRME 58 A EOEE]

1
1
[
L AFIDERC bl o Ti, WIREORREEHLD, |

FRIL LU R R T 5 Z &, ;

A 10 BB S, BEBEETSICT5 08,
( TEEFRpRAE) IEEFE)

6LV FT - =274 FIeHLT, TR
CENANC LA TEREERE I AROL TRE L
HE OFEEE O LTy, (e
YA R))

[FEREOEX]

1. MEEE (RoS®CHNEzRESTSDE)
(1) o= asa FRERES 74 FEERICH LA
BUEDWEEROLH 2 BE - '
(2) BELITRERSOLHIBE [z ELsES
BEAESHAOT, RERL LR SEBICEET
LA PEBERETSIE, ]
(3) LEBDHABE [QT ER, LEEMR (Tosades de
pointes B Eie) ERITILBELS, ] -
2, EEGERNEK
(V) TFH747F 00— vavribbbhdisrh
HHDT, TLAX—EBEE, EWmBRESICONT
+oBEITI 2L,

.
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
]
1
1
1
1
1
1
3
1
I
1
1
1
1
1
1
1
1
1, ZERTHEATHWAGT, BHFCLESBEEREL
! 4
1
]
1
1
1
1
1
1
1
1
1
8
T
1
1
13
]
]
1
]
1
1
1
1
]
]
1
]
1
1
1
1
1
1
1
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(2) avd, TH74 7% —HER, FEMEREE
FERRARIE _ (Toxic Epidermal Necrolvsis:TEN) , FEJ&¥s
FRFREMERF (Stevens-Johnson ESERE) B bbh s 2
ERHBOTERETII L, Ei, FANTHEES B
MBFVZ LA, ERRIERACEEPIREICERT

TR HDOTEETR D&,

(3 FROERREHE->TiE, FaNCBFIIHLT, &
CRERETI L,

- PERidR BB RATIE, B RS AR AE T A R o
AR [BECME, $BE (0E, B, e o
UhbAHHiIR S NEDER]IBE BN
Gk, BAZHBIEL, fEBICEMRICERT S 2
L,

RAETHIIBO T ERERSES DA Z &
BhpD0T, ERED b ESICEEEBICE
BHCESETE D L,

(4) AR EEERARENL D, BSRTEA
BICBNOTHEEARBES 2 ENELA20C 8
BEE ST ORIEETSA &,

7 2 ARE U AAG ARFIER L OB THRER
RiLSEEB2LNIFEFEOREE RV, Ll
Bo, FROBBARENSISHIIEL, BERTEL
o & ORICHEMER IS ERER O TRERE
BETERVOT, FRARSZICE V#2588
BETHIATOIREEETIC L,

4. BifEH

AR HFO FREERAER 2805 1 (250 mg £E 2079 7], BT BN
130 i, #EE 506 #1) oW, 36848 (13.12%) 1BME
AXHERREEEFIEO Lk,
FABEHERA X RRREMR L, TH - % 3.28%) ,
FEEEREORMN (2.67%) , ALT (GPT) & (221%) , B
i EkEkigz {1.60%) , AST (GOT) Hafn (1.43%) %-C
35)"37‘-9

iR % D4 B AFERRTE 3745 1 (250 mg %ﬁ 2419, BTk
135 0, HURD 101 #)  (FREELTR) KBNT, 9
B (2.40%) WRIEAXGBERTEERISED LN,
ERBIER LB R R, T - 8R{E (0.91%) ,
e (0.40%) , ALT (GPT) 340 (0.29%) , AST (GOT)

HEHR H# (0.19%) . BEE (0.19%) HThotk,
() BEREN (BFRICENTHL) FPAuwA P EHAIN LAER~ ) Hr il (AL v F
F dlihed BRERAELR - R A - ERET #H) BAOFEERO B 304 FlinBnT, 73 41
miEg Gkak(e | R0 EmmrhiE | BT (24.01%) WRMER A mRmEEAEEb b,
TORYTA, | BTORERDD AR MR X PSR R L, T - KA (8.55%)
7;%{&:7»:# ’ EEARMUEESE (461%) , MABHEH 230%) . Fl
7;77 D% REEERAEL 0 ko | ~F 054 FREmE (1.97%) , ¥R (1.32%) , 88 (132%) EThol,

ek E oS | A7 U roliFE
Wi p e, BB E AR
ThdF hyo—ni

P450 #LET 2O T,
Y el QUL YT
B+ altdibhs

B, EHITOREOR
FRZH D AT,

roRRY Y | vruARY O | w2054 FREAR
BmFREO LRR | v o xRV @3

Ul PRERENO | SAMERCHLT b

HEEOB&EED & o— A P450 0K
¢ +T30C, yrazrH
Y i RES FR
FHRLLBHIMN, F
A TORBFE ORI
LA THA,
AnFFALT | ERO1200meg RE | BEFH
1 FEn T, FHOWE - B
iR FEss (AUC)
B O R iR
B EAORERH
E) s)n. .
PEETY ES- PG 3 TS PR BN LY
N, VAR hE | S OMmENESE
DRBYRZ LHD | Eharkicky, &
WENDH S =HE O PN
LadasztamuL
EHERHLHE, A
CORFEOREMEH S
BRIV,
(2) <25 I-#%ﬁ‘ﬂ_#:l.\'c TREHIZL SHE
HifAMBESh TN,

5E, AHOF o O0-LPE0IC L ARMIERESH
TUvEELY,

U FATZVy, TFSGA FPUTIShH, It
By, 7= by [ZhboESoDhEERE
L, FARERENLLIBEREHS, )

2} Fa-dF I EAYR [MeEndsodo i
5. ]

(3) HBOREHEOEEER .

AL WOFEA & CHREERICELCE, ZhETe
BN X AR BT AN, v uS5a R
F, =V VR, FIuCFH, TRV TR,

(1) EXRIER (BHETR)

1 awd, Fro45%>—8BER: vavs, 7
F7 4T X —ERER (FRREE, s, Mg
%fio T EBHBDT, BHEELSICTY, BEN

B LA RESICERREE P L, AR TS
ZE,
2) th¥ipieM MR RE (Toxic Fpidermal
Necrolysis:TEN) , ENXGEMERGEIERE
(Stevens—Johnson FEREE) - PR MERRELE,
EIEHIERERERD LN - 2 BH2 0T, %
BES LI EAICEHEREEDILE L, BIBEERLE
YAOBREEOENRMERITI 2 b, 2hALORIE
RidAR o P TR EkTHE 1 BRMACSE
HLTW30OT, R TELEETA L,

3) KF#, FRMFERER, W, TR : Brds, FREEEAERE
%, BE, FRelhHbbhinEBH30T, #E
AT, EESBELLARESIC }iﬁzr}%: F ik
L, #PemEFiTsrrnk,

4) EMRTLE: SHETERLLLNA L ENHED
T, BEE ST, ZREOERSPOS Y L7 F
=l ERSOTEEETRESEDS b Bel
i, BEEPIEL, WYRNMELRTO k.,

5) {REKEAERE  BEERBREOMET &) BEESR
AENbLbNAZ ENHEOT, 55, EROTF
A b bN g iR E ik L, S0 &
iT5z k.

6) MINERE, FFEERRIEMES R, ok, REE,
B XBREE, MRS S MM enize, 75
iR AL LbILE D EREADTC, 0L SR
FdHbbhiBaicnfsEsdi L, BIRRERL
£ OREEOETRMERITI 2 L.

7) QT X, (EE{E3AR (Torsades de pointes &%) -
QT iR, LEMHMR (Tomades de pointes & de)
BbhbhadZ LRH5H0T, BEL--HI0iTY, 2%
BROLNTHE, BEE2PE L, BOLATE
7528, B, QrERECLEROCHDZAEITIT
FHIEBT AT L,

8) BUMERMD, SRR, M/MREAD BBk,
SERIRRL, RAMEBSBH EbRE I EBHEIDT,
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BEE 50TV, EESRO LIS LRSS
gk L, EERMERTI L,

9) HERERARE  FRNSRIARERE S L bNS LD
HOT, HEEHHITITY, AR, RO, CK (CPK)
bH, PR URPIF S o 2 AERS LD
BRI, Rkt L, EORMEFITIZ L, X
T, BE ORI LR TFT2OREICEETS
k., ’

(2) FofoR{ER

BToL 5hEREs bbhieBgaind, SERICRE

THBRMEEITD Z &,

&)

H2)
#3):

TE4) :

1%LLEEY 1 01~1%3k

mﬂ:l)

;EEW:B}’)&
) }

Fi]—ﬁ:::!) %

R
EIATBE

i
FLEE, A,

IRRERENY | B EREN
m J Er.w

&

H

Bl i 42 Pk 2 4R

fone

EEE MEET,

&

| AST{GOT) | AE£E BB R
#i, ALP
WMo,y
-GTP ¥,
LDH Hhn

LT F=

"Iﬂ
Eo

Mg <l

§

okl T MRS | BOAE, B
2 Bot. REER
TR, KM

A = kB

o R
a-\EOL
el

m%
;H .
i

LU,

2}
b
&

m
=

B 3 o
AFy:
|

e J [
EE
El
b3

C ; I [ 88 | R

]

1250 mg 58, A TEN, HERIORGEREOREERER LT

WRT% ORER TR L UEHBORRIEO B

BE ST BBAE, .

B RS F fo kA E CO R 0T R,

ILOLSRERELLLAEESIRIEIRSEPIETS

P ) ’
LNRE~mitE ) DEER,

5 A~ Oy

A OHE B R A B, Tl 1o 5L TR BRI

HoOREER CRIERIERRE, FERE LR TH o723,

—RiCERETIE, EREENET L TR, mh - 8%
RIREBREL 25 E¥HIH0T, BEOC—HRNEBICES
LTH#HES DLk, 5, RERITSREELATLES
i, REELLUICRERBIEER T 22 JEECRES T
Aok ( [HERE) 2 OEHBHE) ,
BEZICRENRD bEBEKIE, ERCRLTERE P
AEBH DO ERESOENMEEITS 2k, 28, &
HOMBPVERFRAREN D L 2SR L, BERoBS2bW
KRR IT O A+ R RITS - &,

6. 5E58, N BRALBE~ORL

1) HRTPOREHET 2 LSRN L TRV OT,
PR SO3HER LT W A ATHEE O B A AR, 165 E
OF TR AREY LA LA SN BEICnS
#ETa-Lk, .

(2) WhiRER (T b) KBWT, R8Ty as
BHEHLEATHNEDTY, RELDORAICHEESTSH
LR, PhERTRSTIEAICR, BRI
SHHE,

LIRS~ DRE

(1) EHARER, FERCHT LSRR L Ty
v {(EREERRYY) ,

(2) ZKEBERC, VBT A MRS BB b~ ol 442
Fh 33 40C, ZD 55 9 FICBVTIFREREEAS
1000/mm’ BEUF i Lic, BR300 b
FEEMOE i, BERETRAEHDVIIE BEOR
HHIBWTEESR bz, Lo T, Rk
(RS Bl bhbd T HEER Ty, B
B LEhkEaciEBEEZPIEL, £ERBNE, b

OFERICEI Y F2 0 b, BRI CUHHERESED

HOARBEETI 2L,

(3) RIBHEEONIZICBT S TH - S{ECRIAMEDR, 2%
WG (124 TP 8 ) THr28BLIE (602 Hild 6 4
EHEATEWOTERL, 2hbDIERSED bivk
BEIRAERICE U TSI H WV idERES
OEGIRALEEITI L,

(4) FHREOEFHREICENT, AEICBH ZRE OHE
BRRAMIEASTEMERSEO bR TH A0 TR
T2k, :

8. ARNE

(1) ek AR OBER G I BAREE B 2T
BbHd,
E : REPROONABAIEREEPIEL, MK
W CTMERESOENRAERITS L. 228,
FROBRFEEEHERNI L ZEZE L, ERORE
7% b UNCHHERIE & 1T S A I i BT 5 =
&,

(2) R HEREFERBR RS RN 1.5 g HB A ER
BT, HEBREROSIEBDERTNS,
Mg - I BOERIERBD Shitmainil, ERic
I TS IR H DV ERES ORE 208 %
115 2k, 2B, FAORBHEBNREND & 2E
L, EROBREA L TICHEFIEET SHEIT+
SIRHETS 2 ., '
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9. WEEOEWE
’ ERIEN R PP BECEAIPTP > — rA bRV HL

THRATS L5FET22L PIP—FOREMKICEY,

BEVBLAR S BE RS IE~TA L, Eicid 8L dB o LT
HORAEFEOERERAHERZMHRTH L AgE &N
TnG) .

10. D E0TE

(1) o b OTHERC—EATEENE (M2 s A0E,

1 2 R L EIEE) ¢, 20 mgkg B OHSBICZIEE
. DR T RS B ®,

(2) W (7 v b, A X) IZ20~100mgkg & 1~6 » A
FERS LIoBa ke /il (RS, i o
U, RHFE, TN ONREE AREGE, REMEE) Yo
IRE NI Z b, JEPIEERT s &
BEER S TS 9, 483, U U IREZERIZT PR
nwf =Y o EEEGHREERTALEICLS
HEs LR EN, FOBMSNEEITEN,

(3) AFI L OHABFIFERLD, B, BIETHERS,

‘ FHER, ESHiHERELbnE L 0BRERH A,

[XEE]

1. EEARE
HEAT—H
FHFEAZ AR 500 mg CHE) 2BEOES LeBo®
B 12 5 ~8 B H OSFEBRNEE DRSCIE, With
DIV Th, REPRESHEZLEB TR -7
BVHEANRE SRS 9,
BB, TUVARTA O MNIBITA2B I UT SR
R USGAEFIZTIEN 10 mLininks BT 333 Likg L8
FENTED ™, HMERAKKE L, HEB~BT LT
ZIEMRTRERTNS,

{ugfemi)

B

am

MENE Bk (A

# R DN TR ARSEICCTTEIR). ¢ 2Rz o i mi
QAN @ T S RN ARG A L A RN s

FHTFREEILT PAOTA & 7500mg (A5 ERORS RO AR TANAEE
GRCHMTEL BN SRR n=2e-R0)
TR A, w10}

<PW>
TYROwA Vil PSR ARRR e T R S

B 7 7 — DR O BTSSR Bk T,

TR A ST Ui AR A E s e
THIEICLY, BEAETIIHEREEICHTE
WERRENGLND - AR (vvR) RBRTER
HENTNE Y,
2. M ch M

(1) MEERE
@amA%%sﬁummmm%(ﬁm)&ﬁﬁﬁu
#e LI EORERMBHRE (Cmax) i1 0.58 pg/ml
THY, MEPREELEBEOHEEET Ui, #5%
48~168 KRl O1H I (1) 1T 6L TH o
19)
@ﬁﬁk%%s@tﬁﬁwmmgMﬁ)éﬁﬁﬁn
5 LR OREMEREE (Cmax) X 0.74ug/mL
TH Y, 5% 48~ 168 R 0 S5 (t,) 1 68.1
B Thok ¥,

(2 EE#HEY

BERAS T HITER 500mg G %1 H1[E 3
BHERERARE LIRS, EREE RS ESE
- DAEPRREIZZLLNT, FEEBED LR
r 19)u

@ ABEoZ
BERABT S AICAEF 500mg (i) 2roxsd
AR LD, EERE A ARICHEEN RS L
BEOFEATIE AT A -2 TR EEEED LT,
FRDEIC EIEFTEEOREI VLD LEL L
ih-é 20)

3. MBS E _
FH O FLEER L OSSR 12.2~20.3% (in vivo,
BELE) Thofk W,

4, el -

EEEABT 6 BICAH 500mg (i) +HEEDE
B Lok, B51% 168 B E CORPICEEES L
TIEED 0% 2k S e 9,
RENA BT OREVBE OB PREMmIC-oWTE
FILER, Wihbisb A SiisRErike, it
ELTRAFNGE, B2 797/ —RERHER s i 2,
ARNIEH, BEESWEMNLT, £EbEE LGS
EATERICHR SRS,

<BE>
7w M WCAERT PR oe o 10 20 mplkg B BLEHE
O#8 L7arg, #5168 BRI E Gl 580 80.3%
BEPIC, B3%BRPIEIRESI, FHEBE5% 72
B TICREED 31%E RGP HE S his T’Q

5. FrtiEiEm B & 2
AEAF—4
BERUPEEOHHMEREAYE (BA) 16 oA s00
mg CHif) 2EEFEORE U, @FRABTInE<
C, Cmax 2480 L, 1.2 ERT2EANEG B,
FEEGERD bh ot FRPHEERICBVTLE

| BEEZRObhANoT,

6. WEHERRDENe B 2.0
BHEEERE (A 17HICFF s00mg CHiE) 28
EIEORE Lt BAOERBIRRIZREEA &L
R BT,

[FEER LK)
EREESI

FHBEDHOER

CHE SRR (PRSI (s, @&iu‘él’tﬁéﬁ)

HIEFURIMAE, WA DEEARBRER U2 T IVT - b

TawF 4 AL BRER, FEEEHE) ¥ SUDNER

B 450 PR U EREHRER 239 IO T L B Y

T&Déo

(1} EAEERERS (B, £o0JE, L5, S5, %
B, Vio8E (B5) #, Ux57R, {HIBMMEEZA)

CHT A A ZIEIL91.8% (67/73) Thot BB &
7o, TH SR R I bR B S A
BlOFEARERE AL ®,

(2) TEWERRRILE (EMEEEZ:, AMEEES, ﬁ%&(ﬁ
HBHEZ, BUEEIEE) , BEEests, S
Eﬁ(ﬁ%ﬁ),@ﬁ@%ﬁﬁ%@:&@%.%%,
BHEARGE, =4 275 X< i) i+ am9sE
97.6% (373(382) Thol 9, $h, “EHERL
BB THA P, BUSERRE Mo a AR O
HoEBER S E,

(8 BRI (RIBEES) I B A BIEIZ100%

(36/36) Tk 3,

(@ R QARSI (B, EERmE,
B ICRT D HEEHERIL 85.9% (73/85) Tdh -1 92,
ik, THEREENBRTER - nEsSREkmie
T 2 AF OF MEARER Sk 9,

PFIZER CONFIDENTIAL



FoAOTA TR 250mg 88

184 BATE ()

Page 12

(5) ZHIVF-rIavTFLARLBRER, THHE
o A4H 1,000 mg CHl) 1 ERSOFEE
(PCR #EI0 X B &M kS®) BmEMEMHTHIRS
BH%4 15 B HCHL 86.7% (98/113) Thoto, Fih,
BN T 5 5588 20 B B T 90.7% (98/108
B Chot W,
3% ;29 B B ORI bR Ui s EFIRL, #BER
15 B BSRIC R B ERA L 1 #l, HEEEHF
ALl {ﬂ&tﬁ}ﬁfir‘yﬂﬁ ISABECHEE®RTLES
EJ'CwOA.o

FURATA L AN S EOF~ DU YHE (RS VF
%) RIRED
ARG (FRRRRILE (BR) ) FalE
PEE BERRER 273 {0 B Ui EIHE A 39137 IR D RS
DIFoLEnThd, 28, WERRBTE, FY¥Rw
- A I TERA 500 mg # 1 B 1 FEl 2~5 AR E
Licfg, 7P¥RawA L 250 me SEXIXH TR
500 me CHffi) 18 1 EHERES Ui, EHEALERH
OEBEEHANEESHT T~10 BE & Lir, EHENOLE
OFl~o8 ki, ks ORiE CEARAS I L,
EMEERE - SPREMNE (M) ox3 Sl
MERicHVC, _BEMNA 15 B B OHZHEDT 34.5%
{60/71)_Th-otk, ARBCHEHR & L THERE X

NEERERT AT VR avds s+ D%
kAo 7oA (MIC22 pe/mL) , 11 710D 5 % 10 #128
TPl thod,
BXBREQO7 RO //Fﬁ%ﬁlj Mlcsllmﬁ.ﬁﬁg

8 (@5RE15EE)

pAT) HBhE (%)

MR
fithe (MIC 22 pgml) 1011 (90.9)
MIC 5 23 (66.7)

MIC & :
MIC =4 pg/ml, 141 {100)
MIC =8 pgymL 01 {
MIC =16 pg/mL 3/3 (100}
MIC >64 ppful. 6/6 (100)

2y = s, N=SREHED bR R Hk
FEEE AN K100 LR L, ‘

S EIBREEEES | IPINBERGTE (Ri) 1A A RS,
[ RRRIT BT, RS T 10~14 BRICHITZHE
BheErik 77.4% (166137 Th ol

(ZEzh3E]

1. iM{EA

(1) Ivitro &ZBNT, 7%?%@& L P ERERED S
S AR, ESoRT (FIrnATF) - AET—
YR, A7 FEEOES S LEHENE, v
FFG - ma—FEFAT, SRR by AR
B, A 27 FAE, 77IVTRBICHEERER
L, ToRAEbeo<y 274 FRAEHE S RZE
_EAD‘OT" 36—~ 4‘1}

(2) #HAF FoRHE, ﬁ&ﬁ% A7 NT P EHEOE
A F AV BBREE T AN, ARORFR
BT R L, fEOw Y oFA FREEHE

R0 LIRS R R ORISR E R L 9,

(3) &HaF FOBRERUA A EIc LT, MC
Ul DA E CRENRERETR LE Y,

2. fERE
o 708 YRV — LD S0S FF 1=y FEFERL,
HESHEAEETS Y, '

(BRI 2B LEHHR]

—s . TYARawA kg (Azithromycin Hydrate)

{E3E4  (2R,35,45,5R,6R,8R, 11 R,12R,135,14R)-5-(3,4,6-
Trideoxy-3-dimethylamino-B-D-xyfo-hexopyranosytoxy)-
3-(2,6-dideoxy-3-C-methyl-3-O-methyl-g-L-ribo-
hexopyranosyloxy)-10-aza-6,12,13-irihydroxy-
2,4,6,8,10,11,13-heptamethylhexadecan-14-olide dihydrate

BE-H 0 AZM

AF 1 CaatlnNz O - 2H:0

A R 785.02
s
CHy
a0
H
¥ ous')
H' oMo

Al 0 T ERTA L RKFOAME, TR DA L
(CagtlyaN;01 : 748.98) & LCOREER Chill) CFR
_g-e
fEER : TR uw A AR, AAOESECHRETH
B, AEI-NREEF A (99.5). WL,
IIE & A FET RN,

a8 &l
250mg &€ - 60 &, 300 & (PTP)
60 §2, 300 &2 (BESAH Ay 5r—P A0 PTP)
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