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DEBYTHDL, B, BIRERCHE, AH 500mg &
TH 1B, 2~5 BREAERELLE, 7oraw A, v
250 mg §E ik H T F S00mg (HE) 1 H 1 ERED

By L, A EOBIORESBEIEEE 7~10 B
fi& Lie, BEEANLEORH~OU Y B, #RED
PREE TR 22
ENERR SR - FEREREE (WR) o AJER R
BT BT, B 15 A !imiwﬁ I 84.5% (60/71)
Thole, KB THEAEE U CHBRE S gk

AT A A kuxfﬁ/}%» FrE A
f’ 25 MIC22 ug/mL) , 1L B0 5 B0 FIREHECH
-5 7{70

FABEOT OANTA L USR] KO ROBEMH
2 (B5HKk1588)

DN ISR (%)

EE R
fittE (MIC =2 ug/ml)
MIC A8

MIC 81 -

10/11 (90.9)
2/3(667)

MIC =4 yghnl. 1/1 (100)
MIC =8 pg/mlL 0/1 (0y
MIC =16 pg/mL 3/3 (100)
MIC >64 puo/mL 6/6 (1003
a) e ERDOEE, NSRS D REARR A R o
HEHBIE N X100 > BB L,
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(1) Inviro BT, 7V FUKERB, LoV HREBED Y
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YR, ATV o FEED—ET T LEHH, v
ART  Za—FTT 4T, RFRART by A
B, <A nT5 R E, /?*?Yﬁ“ﬁﬁﬁm%%
L, TOEREhO~ 7 0T A FREVEDE & FigkE
VC‘(E’)’)/’ 26--30, 34) R
(2) BEBT FUKE, BAKE A 70T Y EEOE
FEREE % O BIMEE T )T B W T, AR B,
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L0 B RNSH R L DB ES R LR L P,
BET FOKERUA 70 m U F IR LT, IMIC
U EOFERBE CHRENREREZFR LM,
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2. {FEBF

ﬂﬁﬁﬂm JARY — LD S0S 7=y bEESL

BHE ﬁﬁ}; § 7 3
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A T VAT A VLK (Azithromycin Hydrate)

b4 © (2R3545,5R6R,8R11R12R,135,14R)-5-(3,4,6-
Trideoxy-3-dimethylamino-f-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

5 AZM :

53R 0 CasHpNOy, - 2H,0

S8 785.02

g

Sl VAT A KT ORI, TR A
(CyuHnN,0p, 0 74898) L LTCOEEEE () %
S

PRIR - 7 U R n e A Lk, RAOESEOR
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B 12 1 N

i
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VAT 7 SRERER 500 me 10 /%A T

EX 3419
1) Woldtvedt, B. R. etal. : Ann Pharmacother 32(2) 1 269,
1998 [119980924044 ]
2)  Lane, G. ctal. : Ann Pharmacother 30(7/8) : 884, 1996
(119980925042
3) HANEER v o R vk OB E (FH
(120000216021 ]
4)  Amsden, G. W. ctal. :JClin Pharmacol 40(12-2):1522,
2000 [1.20001215065]

8)
9)
10)
11)
12)

24)
25)
26)
27)

28)

30)

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

R BT . BRIk a st 3(Suppl. 6):
110, 1995 [L19990308111]
HNEE 7o FEIREER U
[1.20000216038]

FEPNEE T MED LB EHERR [120000216030]
PR - A RO 1 0 SRS (120000216031 )
HREE . 7y MERNG6IA S (120000216034
HNEE A XD 6 7 AENEE [120000216035]
FEAEE A XEED 6 0 A EMRR R U5
(120000216036

TR (XD 6 AN
HIERE  [L20000216037]
Foulds, G. etal. :J Antimicrob Chemother 25(Suppl. A) :
73, 1990  [1.19981006040]

Luke, D. R. etal. : Antimicrob Agents Chemother 40(11)
2577, 1996 [1.19970513016]

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

FEHEPNER

HBg MxEE RU

© 277, 1989 [1.19980911010]

Bl FB—13h  RAMCER RS 43(Suppl. 6) :
122, 1995 [L19990308147]

R R A BT 2 BEIR S B L URE R 5
DItk b EeEhae

AR v OB A R LU PR E O KE
[1.20000216018]

T OREBE D BACEEEEAMES 43(Suppl. 6): 139,
1995 [L19981023009]

Mazzei, T. etal. :J Antimicrob Chemother 31(Suppl. E) :
57, 1993 [119980922044]

EOEQIED: BAR(CEHIEEARMEE 13(Suppl. 6): 186,
1995 [1.19990308144]

Hoffler, D. etal. : Infection 23(6) : 356, 1995
[£19981012081]

HREER PRI A ERAS LB~ Y
B o SE R PR ERER

FEREEEL - TP 5 A SO A ~0 8 D
Bz ko it

ok BUEEED . BRI A 43(Suppl. 6) -
95, 1995 [L19990308148]

R SUTES - BA LRI A MRS 43(Suppl. 6) ;
24, 1995 [L19990308154]

AUEE TLRNZAY - RBAYERERAME B3Suppl. 6)
31, 1995 [1L19990308153]

Ishida, K. etal. : Antimicrob Agents Chemother 38(4) :
790, 1994 [119981019036]

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

K BUEEE A - HARMCRRIRESMEE 43(Suppl. 6)
68, 1995 [L19990122001]

PR RAEIE, DAL S 43(Suppl. 6):
40, 1995 [L19990308157]

Rl EAED  AACEERESMESE 43(Suppl. 6)
8, 1995 [L19981005042]

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

Retsema, J. etal. : Antimicrob Agents Chemother 31(12) :
1939, 1987 [1.19981005010]
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L L AFIOBRIC S5 T, WEEORAS L b, |
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(3) DIEBOHLBE [QT S, UEPESEIR (Torsades de
pointes Z &¥r) BT EBH L, ]
2 BEGEANEE
W) TFHo747%v—-vaviBbbbnsBEns
23 FBEERE, EMBEIESIC OV T
,}4

SRR ETO Lk,

PFIZER CONFIDENTIAL



FoRORA 5T A.250mg §

181 HFAXE (F)

Page 9

(2) Yavr, TH747%—ER, PEEREE

_(Toxic Epidermal Necrolysis: TEN) , FZRF 45
PR FEMEBE (Stevens-Johnson JEMEEE) Wb bbb 2
LWHEOTEETH L, Fi, AR
RV e, DREBHEHOBET LRI HERET
AFREEMERH LD TEETH I &,

(3) FHIOMEHE

hey:: ‘f'oﬂ;i, ERCBFIHLT, K

OEERIRE ?7 el
- PR A _ﬁﬁ,&%%&ﬁ%mmﬁzﬁﬁ%&bﬂ
DIEDR (BB Zz, ¥E (DE, B, AR o

U5 AH S WK SNEDERTIES bbb ﬁ?
R, RAZIEL, DI EIERT S

- ﬂkzﬁq%g THIZEBWT S LR ﬁ\m&) bbb &
/J\A'v/ 0) c, 5(}# BhbLbnEE IR EBLIcE
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(4) &H Jm%ﬁm#ﬁﬂm S AR PN

BE#RTHER

BB W CHENERBRET S ﬂﬁb{*ﬂl%zm? Bl
a4y ‘{F’)fﬁ?’/i”ké«_(.g
3. BHEGEH
() HEIE ((FRICEETLICL)
EHES BERER - RS % HE - mBRET
HIEeA Olkagi{k AROEHDPEE | BT

w SR b,
KER{L T S =
7 A

ETo@&EssHs

TNT Y EHEEEL Yo b o
el ERO#E
BHBHEY,

T A FREANE
T AT 7 U DR
BT ES ARBEEE
TEbHF b o—h
P450 #RET SO T,
TNT Y yoﬁf@fﬂm
BT AL ENBD

B, AFITOBFOR
BEEEA B CIEA Y,

oAy I U AR O | v/ w54 FREAT

i PRED ERAR | vy ARY cOE
Ui REEEEO | AREBERChHLT b
EEOEERHS 2 wz— U\ P4ASO R TRE
7, FAHDT, oo AR

Vo RED R
THI BB BLN, K
Bl TR OB
TR,

A NVERANT AFIO 1200 mg B 5
S F e T, AKRIOBRE - i
fei iR T (AUC)
o U E e i o
EoFRAOBENS
{) o)

T

HF L ORI E
D, vk hE
ORBY A LR
BES BB,

PHEEAEAT LY
HE O ERE A RS
EhAZ ik, ¥
”')ff//(/)mlf?j?ﬁ‘#
EART LI f
FHERS BN, K?ﬁl
T OB ORI S
T,

D=k

(2} v as4 FREF-BNT, TREEXMICLSHE
HEREfEEShTLS.
nE, AFOF Lo O0—LPA0IC L ARBITEBEL
TLVELY,

D TAT 4, XS TA, FYT VT A, IS
Yy, 7== by [ThbOBROMPEES F
HL, ERMERENAIBENAEH L, ]

2) Ty I oEERA (BEOEREZBIT LR
P

(3) thDRBER L OWEER
AFEbOFER & OWEFERICEL G, 2z To
ERN AR B %}ﬁﬁﬁiﬁ%ﬁ}&{pﬁﬁ”;, ?/ AR
F, = F, XsurF, T RIHATY K,

T T e BRI LR RER wﬁé}ﬂaﬁ{’rf
RickaeBz2n s HEESZOREGERYL, L LA
ﬁb,mﬁmeW$£hmw%&§< BERTHED
B OFER & OB INER MR EH O T
BETCEXRVWOT, FANRSZ IOV EZ 554510158
EhEAHATO R L B:E’“Z) k.,
4 BiteH
BB OEREER 2805 B (250 mg & 2079 #], H T EL
130 48, HBEL 596 41) 1237, 3684 (13.12%) WEIE
AN EEREEEFE SR bk,
EREWER IBERREER L, A - 8E 3.28%) ,
HEEEREEM (267%) , ALT (GPT) 881 2.21%) , A
MmEREHL (1.60%) , AST (GOT) #in (1.43%) %
BT,
iR 01 A RAE A A 3745 71 (zsomgé;?mom H Tz
U135, FERL 1101 B (HEERTED BT, %0
Bl (2.40%) WCBHEA SRR EBEER BN,
FLBERAXGERREERZ S, TH - 8E (091%) ,
g (0.40%) . ALT (GPT) #/m (0.29%) , AST (GOT)
Hin 0.19%) , MR (0.19%) EThoi,
T YA «4 //zz%%ﬂﬁ LAEBAD L (AA v F
Hik) BA OREEOREEZE 304 FlLC BT, T3 41
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3) Hﬁ H&ﬁéﬁ!. BE, HEFE . Mk, e
E, B, FRERHEbNEZENAD T, @E
EHSIITY, BEBRHOLNESIIIEES 2Pk
L, @UBMEERITY 2L,

4) :%t&'ii‘;f‘é &”@ FERHLDLND I EBHALD
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awAd - CRREEAEERRTAL SICLS
WiEe F R AN, FOEBMERERITE,
(3) AH L OERBBREIFRHEED, OEE, BEEES

I8R5, BELEBH LD OBRERH S,

(R EE]

1. HBINEE
SEATF—42
FW T BEAF S00mg () ZEOBS LEBEOE
AWQH%%NSBHﬁéﬁﬁ%W%WN%ﬁ“HLWVL
OEI BV TS, BEPBRENEEELERICDE-
BB E RSN,
ks, TYOATRYA O MOBITAREY UT 50 A
Ifa’“\ FRITZTNEN 10 mL/minkg R TR333 Lkg &
EENTEY Y, SHEEIKE ], #BBTLYT0

TEBRRENRTWA,

S9i & (550 £, n=2a36)
LA n= 100

<$#>

[o j’w-

Sricgm,
?‘1.’;‘%&}6‘ R b7h7a\_
HENTVWA Y,

Ee =9
& B E 7 A) B CHR

2. fUHBRE
(1 MEESs
BHEEAB T 6 HIAH] 500 mg CHHR) ZHEFED
}&'f}! “HE O R & BT IRIE (Cmax) F50.58 pg/mL

, B RERSEEOER R L, Y%
48* 163 FRBI O AN () 13 61.9 BRI Cdh -7
9) -

mmm ~ 6 4 WAL 1000 mg COfR) A BRI
BE L RO FEMEFRE (Cmax) 10.74pg/ml

Th D, P (% 48~ 168 B O W4 HBE (v) 13 68.1
L RN S
2) REES

;g(”%ﬁ“i PTP 2— }‘/D.V)ffﬂ 9 ‘i’ L

%#ﬁk%%6%ﬁ$%ﬂmm¢ﬁ%)%1H1®2

AMRERORE LSS, YRS R UEREER
DFEPRECZZAZ LT, FREIROONAEZD-
719

3) BEOEE

EERA BT 8K AHK 500mg (HR) 227 v 24
MHW&KiU,Q%%X4ﬁ%u%ﬁ@ﬂﬁ§L#
%GVJ{ZFW%&EW\“:? A H I HBERRED LT,
AR OB BETREEORBIL N DL E 2L
?L% 20}O

3 mAEAMAE
RO FMFEERR & ORAE
BimLiE) Thonn ¥,

4. feH - Hee
BHBRAN BT 6 LA F 500 mg (OHfl) % BEEIFE &
B L7, 5% 168 B E TORPIREEEEL L
TEESEO %Pt SN 9,

13 12.2~20.3% (in vivo,

1= rmﬁi)\ BYOREROBEED m;g R S TR
FUTRER, W BIE s AP REREET,
& L“CF}U f»v{/ﬁ Moz / ) Z{RD Eng i,

AAEIA, WEESBEN LT, RELEE LTE
LA EE IS G,
<BE>

Ty MO MCHERRT AT A 2 20 mglkg & BLEIEE
D5 Uiy, 5% 168 BEfE ClL BB EO 803%
DERT, 133%BEPICEER SN, EREEE 2
B E CIo 580 31 %A AP r g S P,
5 FakmEssE®
HEAF—4
BERUCPEEOFBERERE (A 16 Bl FH 500
mg (J3{H) é’f%i[nfr%ﬂﬁ’i%\ CB-, @{%Eﬁ)\%' TH
T, Cmax D3EEL, ty ; 4:‘“13@[531,_ a3,
HE 'uw’a’&‘)m’f;j\ -, F i)
BEEBOLNEh- T,
6. BNERy =Y
BHEBRERE (A 1760
[EI#E 4

‘,w

TAHIS00 mg (SHE) %
B LTy, AR OERNBREIZRERACE ‘ﬁ?‘r;
B ENEhoT,

(B ER LA ]

HERMR
Sk S0k 20 4 : |

T E B (PR BRI (i, W‘iﬁiﬁﬁii‘f#hﬁ) ,
FERE B SE, HE - "%"f/‘r%'rﬂfik;m&u\/l FIV7 - b
FawT 4 AL DHRE
EE 450 (] R UM EEG S
<h%,
€3] /ﬁ(ﬂffhﬁmﬁﬁ%‘ (3 n” HOHESE,

L E gk
%, & DJH,

TWEHE L) %

ER3 a‘wﬂ?\l%&fﬁ“
SHER 239 151 7)[2#5&;1/1? DERY

L9, AE %
Elo e INEEA S

191.8% (67/73) Th o759, F
BS AV N

Lis BRI T
5’!(73 TR S N ?
(2} ’"”)‘i‘;%ﬁ (“H”&‘ R, 4

PE 4%

M LB R

F’*‘f’iﬂ X, R
%F (i en BRI TR, ,f%m/,
i RBIE, v/f BN A PN «ﬂi-\) vu){ T AR hERE
97.6% (373/382) THhH-o 79, i, “EERE
BB O Y, @W%)ﬁ.fﬁ*’g‘ﬁ TR AR
HAERTEE SN,

(3)  H A EUREE BIAKES) ICx 4 2/ FEIE100%
(36/36) THh -1,

(4) - uﬁ*ﬁﬂé@izkm dusie (P R AR,
BHA) Wt AL 85.9% (73/85) Th-7- ¥,

"EERHERRE CHER - DA R SR

i,
i

W D ARBOE SYERE

o
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VA AR N A= P Sh L ARESS, +ESEE
RIIHKTE $w1mm@<ﬁf>1r&5@%m%
(PCR 1 ;mz::wrm HEHESRTH LIS
£15 B B TrL86.7% (98/113) Thot, 17,
BIHVEREACH A B 5804 29 A B TiE 90.7% (98/108
X) \i)/)/,:u)c R

3020 HE OB BERS L 5 R, #BE >Rt
1S BEUBREBRLZRBR UL 1, FHEEs G
AL IR CREEBISEETEESKTLES
Bl CH -7,

FIRAYA L ESFN SROM~OYYBE (RS F
i) FBaOR&
E{E AL s (PRASREYE (R) ) 2 5iE
PESIR SR 973 B UL EREIRELEE % 137 il il
UTDLBYThHs, 2B, WIEABRTIE, 7UAa
AL ERFIS00me 2 1 H 1 [E], 2~5 BELAESGE
Listk, TR A L 250 me SEIEH T2 %
500me (A1) 1 B 1 EHEO#RE L, EHAIEEOE
DHEBEMBEESE 710 B E Uiz, ERADOE
OF A~ Y B2 13, HF8E oW TEMS AN L,
ENRERES | (PREAE (R o A3k
BBV, #EHS 1S BEBOESEIL 84.5%
(60/71) Thotr, AHBCTHEABELE L THMERES
DIBRREE T S CT VA u A ATk A%
P o 7228 (MIC22 ug/mL) , 11 Bl 5 & 10 55
A TH ol
MEMEDT OROTA L BB, MIC B DEES
£ _SSHBI5HE)

aNY HEER (%)

BEMER
fitfE (MIC =2 pg/mL) 10/11 (90.9)
MIC 78] 2/3{66.7)
MIC 8 -
MIC =4 pg/mlL 1/1 (100)
MIC =8 pg/ml 0/1 (0)

MIC =16 pg/mL 3/3 (100)
MIC >64 ug/ml, 6/6 (1003
= PO, N=SFEE D ETRE LRV Fl
AR N X100 BB L,

BILE (B5%8) IR A BEES
IBUAH

5} BRI RS - TS
LRI VT, BT 10~14 BHE
ZhEEIE 77.4% (106/137) ThH -1,

(ZEahEE]

1L EER

(1) Inviro lZBWT, V' FUKEE, LodEkEBED S
DL, =T8T (TTLAT) -G
YA, A TNT o FHEED-HT T MetEE, L2
AT o T T 4T, R RARL T bPayh A
B, A 27T AvRE, 773V BICHREERE R
L, "crf)ﬁ—ﬁﬂu?lﬂ v G A FREWE & RRE
T 67)’77" 36~-40, -‘é:

(2) BT FUEKE, ﬁ?’ﬂ FEREE, A ‘/7/L T B OR
BRI H O IOBE T T T B0 T, ARRID B
MRREEBTYER L, RO~ us 4 RERFEDE
I 0 LBNSESERUIEES R R L

(3) BT FUNKBEREUA v 7= o FEICS LT, IMIC
PL L0 EAIRE CRBENER 27 L,

2. fEFAF
WEO 708 Y
ERARAH

S BSOS F T Ay B e,
ET5 9,

(FHRSIcET 2B EPaR]

B TYRavA kY (Azithromyein Hydrate)
i * (2R,38,48,5R,6R,8R,11R12R 135,14R)-5-(3.4.,6-

Tridcoxyr 3-dimethylamino-B-b-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

B5 0 AZM

53 FF 1 CsgHnNaOys + 2,0

5yF8 : 785.02

HiEsC

CHy

N4

- CHy

L CHs
~OH
H CHs
o
+ 2H,0

Tl TR A LK RO AL, TR T A L
(CsaHpNyOp - 748.98) & LT R EE (Il ©F
4,
PRI - TR av A AR, AROESMEOLETH
Do AT NI =) (99.5) WCEIT 4L,
AT & AT 220,

(a8 %]
250mg H£ - 60 £, 300 & (PTP)
60 8, 300 &% (BEFIAH v —C A0 PTP)
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