VOL.48 NO.6

AT E NG 2512 %) % pazufloxacin 73 4% 5 o B A G-l

433

[FZ - B&

Bl
Bt
31
e
ok
i
I
il
2H
B
=4
B

1k 2 RFRT - 108

20
£ %
Lk

E B HEAR

7

PREER]

MBI MR 2512 %F 3 5 pazufloxacin {EHTHE O B IR Gl
—Ceftazidime % xfHE3E & U 7= B0 445 T AH M ek o —

AR NS G KR WEZ - AR RRYP - KB B
B A RIZ N SR R EE MM B - R
WoE A RED WP REE R MK R WG

WE s W WE R THEE CE MK (320 e szt

REEEY ML HET R ST REN - WTR Y - AZR-

HEJS TR - BOE BR SOR® NS - Sk R

HEELT RN ERE® R P BB - B R - R (R

R SER Y - TH GEY RN OEET Ak @

BT R T BA SRY - WHOMET - Ak R B0 e

gl‘ﬂ‘b‘ . [KITI%K

s Sk ST - RE AT - MR S - A e - B Eg
Hé_‘;m‘ . _L{iﬁ ﬁﬁso . T/A\g% if}i%}” . ;:* %;}\31 . «4]7«T§ if![;” . 551:51]’ gffzxz

g™ -

KE

BEX 5L\ 38
HA(O

AL

- [ JE W - SH %ES - AR E RS
CRORBERER™ - KT R - I R
1—%*_240‘ . J—l‘_t *E#m . %&% T_m

. B &40 b

1B - [ ClA EwAEY

CURPS N VNS U RS TE-11 U T -l ([ S
e Re G RE - R - 1 T

- YH

frft
AL

AR B
. CF’% e to5 «

'@ﬂ
- {1l

731
E

: %($ ﬁ] Z
- RgE B

nwoo

[ - BRI R

VIR EHSEIE BTN EE T, ALIREE B RS = R B X O i Rk,

VUKL R — VIR £ O R,
A U EIR K A R,

I R R A SB35 & OB,
R D — PR,

CWRUEE SEFRF AR T B L OB, R L 7 — IR

R R EIERE T LV F — g RE, " A BT g R, R I BN B

B A g BN R R, T AR T AU BRI SR, N o S TR BE A

O )| U g A G AP AR IR BN, T AN I SL PR B SR S o 5 — DRI g R
B AR R 0 AR R, 5 R R B F

U [ 37 R AT PE T P SR BRI 2R R, 2 LR ST S BE N E

PRI ERIRE S TNE B & U iR,

ARG LR B S R

= g R A A IR & O RGAE, [ LA AETT b 5URRAG BT

L] L R N e o U E M YRR A D N s d LD o)

W PR AS INEE IR LERE AN B R, I B B S5 B P B
W DE R AL A DR R T T 2 2o (R B B, el o7 40 2005 1 i L B A
KPR VRS & OB RS, T BIUCELE A R

A IR R IR, Y AR S B K O

" MRS IR & OTOIL R,
AR
Bk KL

,

RMR RS B B E TR I R 4 K OB it A
S INER S & OB R, R R RS AR & O Bt X

FHBE - NEL B & OB GRS, RS R AR (B iEkL CPT WF%EiD)

IR, CAEREEH, T3 bo—s—

CFI 12 4 2 H 24 HZfF - ik 12 45 3 J1 22 HZ R

- PR HR

WEAFEN =2 —% /7 0 » ZPHEIETH 5 pazufloxacin (PZFX) 4338 (LU PZFX {E40 48 X &3

CHRUERUEIX = IH 1-4-3



434 H oA {7 # i % & M i

JUNE 2000

DM VENG 22 35 & OBALBRAE (263 2 F501E, et L OHF M RET 5 BT ceftazidime (CAZ)
RAPIESE L U CEEAEAEND NI & B 2 BERI L EGABR 7 K i L /oo PZFX iE4FE D& 5813 1[0 500 mg
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—BEHETIEILARE—RFFETH A L) {L¥EHE
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HiEAHLTHN, -T2 5 LAMEHERLT I/ )2
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TR, ZOEMIIRENITS Y, BB OH 2
TAHRBEDRELE . X512, B E H 7 EERAITUL 2%
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2L 577 2MBET N TOT N ERIHERRE RSN
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FRIRRERIZ B CTHIEMRE R T 2 ER R BT O ST
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% 1 HIERERIZ BT, 500 mg ® 30 55 G HHERD Co
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B SCBAVEE ERAEL, I SRR 0 & R HIS RS E % A
KL LTHE SN, 1H600mg~1,500mg (52 F 7137
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iSRRI RED 1 He% G e %, BERIEABE X PZFX 4%
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1.100% (33/33), 92.9% (26/28), 93.3% (28/30)
THY, MEFDEIIBT2HHEEEIIZNZN 933
% (14/15) , 100% (8/8) , 100% (12/12) TdH -1z,
AVER B & OB R M Al S8 13— A BRR SRR, HatkRat
HEEL LICEEOL DR, 72, HRKAED 20
SNLhotz. Ghl, BROBIIHITEF /02 RiEst
HELTOARDMEMNTEEZZ, MREFHE L Th
SESEL EOMETER %5 & L7zA5. PZFX gD S &
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TRERIZEBI AL E LT
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EERE - AHEB L OFOEERE, BERE, BHE,
AABZEERMOICEREOFEEB L VOEZONE, TL L
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T HIEELT
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- (&RL) » 3ER
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H), + Q0mLki#/H), — (L) 5Kk (/27
L, mL TOZ#EL )

(4) WEIEVEIR: P OOBETE), PM BEKGTE), M CstE)
D 3 B

(5) IPUEMHE: 2+ CGEASMWOREE), + (Hh),
- (L) @3 kR

(6) M + (HYH),

(7) MEE7E: 2+, +,

(8) BiAFER: + (HY), - (HL) O 2ER

9) F7/—% + (BYh), - (HL) O 2ER

ZOMDIEKRKIZOVTIZEAMIZR®B T L L &L
720

3) FRIRMA

FRIRMRAIHH B8 L OMAFIIZ DV T Table 1 127R L
720 MEDHIZMAENERTE 2 VHAIZIE, %55
BHZDOWTIZZEORTH b L <R~ B2, %5 BiaLIE
WDOWTIZZFDORIBE 3B RICERT LI L E LT,

Flh, BRMAEBCEREAESEZ2 5N BEE
PHEDOSNTHEIE, K GHARMEE 7IXIEFEEC
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W, NE - EBBLUERELREIETEIIA Y M 2RE
KRBT L E LT,

M X MBI o0 TIE, ZORELHEERIZAS
vFL, HELLBERINERSIIRETAZEEL
72

4) MRFRE

BOREIL, SHEIZBWCI5 ML, B3 H
%, TH%, 14H% (/3% 5 i - RTHE) (201
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AR EED) POMBAOGE - FES X OCEHEORE
Zirv, BREBIORSHHEBEZEETL L EL
2o ZONE, WHEGR ) ETGEREZ B R L ER
L720, BHREARTHVL 2 &L TRAROKREIZERK
BRENT B L E Lz 72720, EBhid b VITHEICE
DIEIEDF O N o 72 A IS B A LT 2 <
TbLnZ ke L, BEEOHEIX, HEBELS5 EA
BT 72 B DL AR S N7k B & 0 3 B 0
ToZeb L £/, HE5HBUBOREIZOWTH
EOHIIRENTERVIEEAIZIE, ZOMATAERA
WZERS DI Lz E®RIEBEE LTit, TR
FEREDR R L L TERELXEZ R LTV 2 M

(1: S. pneumoniae, Haemophilus

- (L) O 2Rk
-0 3 Bl

influenzae .
Staphylococcus aureus 7 &) D3R Y 5511 1Z R
THREBICOTHRILSNBE, SHEEESH &
BUAGBEOPIIEME o2 W (72750, RERED
HRLIZ LWL THIRLTE R EE 2 5N BN
WIERIIBRS) 2R EFaZ L & L7
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Table 1. Items and schedule of laboratory tests
Item Before Day 3 Day 7 Day 14"

Arterial Paoz O O

blood Paco O o

gas analysis pH O O

RBC O o

hemoglobin O L]

Blood hematocrit O [ J

. 03, reticulocytes O O

studies platelets O [ ]

WBC o [

defferential WBC count [ ®

ESR (1 hvalue) O O

CRP [ { ]

Mycoplasmal antibody (CF or IHA)
Cold hemagglutination

Chlamydial antibody

CPK

Coombs’ test (direct, indirect)
Prothrombin time

Blood glucose

O O

AST (GOT) O ®

ALT (GPT) O o

. ALP O o
Liver R .

function bilirubin (total, direct) O ([

LDH O @)

v-GTP O O

LAP O O

BUN O ]

serum creatinine O (]

Renal creatinine clearance @) O

function Na O o

K O  J

Cl O [

protein O ]

glucose O [

Urinalysis urobilinogen O [ ]

pH O O

sedimentation O O

Chest X-ray o [ J

Bacteriology  J (]

LN BECRON N N BN N N NON N NICNCHON N N N RIGHNONOR F X X X JOAR X X XX X X JieRere
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@®: Indispensable, C: should be performed when necessary

“Day 14 or the end of treatment

HEERRE S X O 5 HIBEICOWTIE, #H%HEs
WAZZER - BIHRKE L, WORE*HEL-D AT
HBAGHEZBFEE — L — Tkt E 2 L, ol
[Fl5€ & PZFX, CAZ \Zxf¥ % IEZ Ml E % £ iyi2 %
M3 AIEE L B, MIC DHISEIX H A LE#E
FEEHEFE I LA 5> TiTo 7,

5) HEFZ

GHER G IRR A HFRYP BB L 2461213,
U RBEL2 LA EDOREETH L L LB EL T
Ve, EOFEIR - FIE, B, B, B OKSG RN,
Wi, #ME & R L DRBBEE S KIZZFDOHER
W ElZ oW THARIZEMIZERKT 2o L L7,

6) TEBRESLG L E IR T RO ER

GBI G I E 73R T, AEEORBRERS S
I (7)) BOYUREE MM 4%, %H%4, %
Gk, BG5R, B5WHE, BB LoV TRET S
kL7,

8. &F

1) GEHHLEMIC X 5 H5E

(G B M il 1 (7] — HE A% P O BALE B & + 1 L
729 %, FRHOEBIZOWTRY - MEOH®EL ¥
ETHIEELT,

(1) MREBBLOEBES - SHEOBREE

1. $4E, 2. H%AE, 3. T SERTHEL .
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(2)  FRIRZHR REBERREERENRD SN HE), 3. [ EA:

BMEERB L URERRO#ERE> L L2, 1. [F »5J(PEZORIER SRR *ﬁﬁﬂﬁﬁ EHRD NI
B, 2. [H%) 3. [ ER], 4. [EF] 04 F), 4. [MEIFHZJ(EEORIWEH LK EAMERE
BRCHE, /235 [HEARR] &Lz 72, # MWROOLNGE) D4R THE, 7235 [HE

ERBIZOVTHFATRIZERL 720

(3) MBZEREIR

HEREFOHEL L EIIRBERTROMER L ZRE L
T, 1. [HEJEERRBAHEELLZDD, $/2138%
58T ORI ZEHI L E LREDOERIDSA T fE & 7
o2b?), 2. WAL F 720 —%%%J%%t%%#w
BB Lb0, TRE3EHOEERREIRD
h, ZO—E»HEELEZLD), 8. AL %mtkﬁ
DBIHBTEHER LD, WY Lehro72008 L UHM
L72b?) O3KRETHE, 72134, A (BEREH
FHLZSO, FLRHEERRFOHEBIHS 2~ TRVD
D) & L7

F7:, MAEOXEMEFEIIB X
DHETHERT> 72,

1. BECE-THSBHBREZL

2. WBEIZE o THRSHEBEDH D

BEHBBBEASFELHEI0E, SSICHMEE
R, REAMRZD LT, 1. BERARR (HBEHEICL S
BEFEREZEDLLZVIEE), . BHRMRE (HWEEICX
bEGREREZE I HE) O 2EBTHE L,

(4) FEHEH

FERDOREEEX, HALFEHREZELSRE (MEEICLDE
BRIEGIC BT HEIER, BMAMEEREOH SRR ¥
®BEZLL, 1. BE, 2. h%E, 3. EEOIERKT
HE L7,

BB L ORERMERE, BEOIRE, AR, 6t A%
ERIxG LR L OBHMBERZE2S, 1 [HLHH»
BB D ), 2. [725ABKRDY ], 3. [FERDZE D
bhew], 4. [BREVS L], 5. [BFREL]®
SERBETHETAEEDIL, TAY FERERIZERKL
720 WEBEDL, 2, 3OIDIOVTWHEIERAE L
THY o726

(5) FRRMAERTLH

BBEEOREBRZRE, 1. [Ho2EFRHY ), 2.
[7-5ABKHY ], 3. [BFRdHZE22ELNEV], 4.
Bz VS L], 5. [BFREL] 05 BETHEL
HEMEBED L, 2, 3ODDIIOVTIIBEREBERESE
ELTHY o720 2B, BRELARELZREEESH»G0
DYWL, HALFREFAHE [PUREIC X 5 GBRIER
BT ZEIEH, BRREEREOHELE 2E%
L LTI o7

(6) BELREE

BRI B L UBEKREEREORE, BELXELEZR
LT, 1. [R2TdH 5] (BIERRBRKRAMEREHEL
DONBVIEE), 2. [FIEFRETHLHIEEORIEH

ZTRBIZOVWTR

el & L7,

(7) HH%®
BRRSEBLIOMBELZEEYL LI, 1. [EbDT
FHI1, 2. [HH], 3. [R2EH], 4. [ERAMKLL]
D 4ERETHE, 72135, THESEE] £ L1

2) NEEEIZX A

NEEETIE, g ba—5—-Ib4800d & LER
@%EﬁbiU%%XﬁEE%%kbﬁ W 7 Bl e e
5, KEGIZ EIEFORE, BRAEDMAE LVZED
HERE, E%HE;JJ%, MEFRR, BIWEH OMEE L 121,
RREERFOMELEE, MEXEEBLUER%E
W23 AR L ERMOHER L2V TRE Lz, /b
ZEZIBIHE L ZHEHHEMOA—HEHIZOW
Tid, key code FAHf F TIZIEBRIHYEMD 5\ ITHER
EMBEEEMICHEERTLZERL, HEDOH) ZTHED
HED—HER - 720
BERIMLYEML VIRB SN ALEFORT X BEE
IZDWTIE, RBEEZOIAY &K 5, LT Dk
e oXx 048 (EEATR)~10 & (REEFRR) 011
BREIZIR AL, %m,ﬁﬁwﬁﬂkLto

* HEREH \ban&wéméfmﬁLlﬁﬁu
NI EFREDLDOTREODEENNZDLNL LD
[15]), BBREER2 1 EMO 1/10 BED D D %3 4],

1/3 1 ¥ @%@%{55J26&F®$®%F7M
FIZ1AIEHEICERENEDONLLDY (84, &
MM IZIZEBICh:200% [104] &L,

ML o724, 45, 6 ABIUIEIZOVTIZ
ENTNHEORBOFHICHYTZ2IDE Lz &
B, BEFEDLDOTEELRZIORIZ1ISEMEL, BY
A2 AU LEDLDICOVTIIREDSEHIZL D HE
L7ze F72, MiRFEEURT I VEELMOBENEE
IZ2oWTik, #NHH2ZELSIVTEHMEL 72

FHREOHE L, BRZRLEER, BRREMERY
DEEBIVZOEEROEAGHLENLH LN UOE
O7-HHE (Table2) 2L ETEXHEL,

B, Y477 XIHAAMACFET 64 5L L,
HBHVITTHAET320 LA EZRL25ER, b LI
NTMETALEULO LR RO ERII~ 4 a7 5
ARigE Lz 72720, 4375 A<k shs:
FEFI T o ThH, FIMIKEIES, MUK 2 A5
MUIEED LN BIEFNZOWVTIE, FTRABSIITHIN L
THIBEMER L OEBBIE Lis T/, EABRERISA
mz%ujéﬁttbmwﬁ%.%%E&,Emﬁﬁ&
EMSMATER % B E LD %G % 55 5 R ¢
(HW)&Lt074:73f7®i&@%B;UPM>
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I RIHRE L L TERIR R RO R A S BRI L 720
3) BRARFEIR - TRB X UBRBREMEDOLEE DR
¥

il

FEHRAEIR - FTRB L OBHRERKREHEIZ OV TIE—EDE
# (Table3) Zb & DOVWTKAL, 5 MGHE I
LT, %R5MB3HE, THEBLIV14HEZEOWE
Bakos, 7, MBEXBEZOIKIZIOVTHHE
BIIREEZ RO, LEEIZOVWTE, FHFMBICS
WTHSHGEE» S OLE D [IEHE—-IEFE] 7203 [F2
BBt THombDIFEHDSBEVTHEITLZ. &
B, WERIESMBEH B L TIERLU EREL
EFI R ER L LCHER L7

9. HILIEFIDOEY v

BEREAL 14 O (28vial) HH L kh - -ERIZE

T, ZOHIEEHIER T IEHEODLUNDOHE
WS Hkpl e U THY) o 72,

10. T"’"?’“ﬁﬂ@ﬂ‘??&b*}al(}key code DFAE

NNERBEBLIUPa Y bu—35 =%, [RBRERT % key
codeODIEaﬁﬁHIJkrﬁU@HZV)?&b‘blowffﬁzgﬁt, 5
RIS EMOEGEF187-0 2 THRITICBE L TORY
Mok REL FLAAESESMIEL TIE, [EBRRA
BROMEENTIZET A AL K54 » I #RLT, 1.
A, 2. dik, 3. BiE, 40 MEEK, 5. LEBEA
HFD 5 DOBRIIKX G L7,

TRTOF— I HEEINH%, Ty bo—5—2k

— Y OREFEHIZOVWTIEI Y PO —TF —DRiEE B
yA

11.  fatsT

7 — % DN I, key code DEAHFEIIZT Y ho—3
— % MR 7N RRE ThHERE SN EHI Lizas
5T, 3¥ hao—5—0KEND LIZEIMLFITEKRK
SHBIRHEMELR IS TEM L 72,

1) WHEAT

HEOLBTRENZ2HET 57012, MHEOTERRAF
D434 % Fisher O EHEMERTEED 5 VT EFRIEIE %
9 e (LT, x*#E) A THEKE LY
(W) CThELz, T/, BRECHTIEZESH
122V Tk Mann-Whitney @ U #E & Fiv: 72,

2) FEFMHE

(1) BRSHE, HMEEO0HR MELESE, ARk
BRI RIZDOWTIL, EiFtEFIES LIEFDE
HIcHd @ 2ITH) 28 e, A=10% & L7 L4
FRC X BIESHRGEE B BEAKER B 5% 12 TTW,

AN EOED 0% FEHEXBAERTHIEEL

Too 72720, PZFX EHEFHOEHNEH 0% 2B 72
BE, ARHEOED 90% [SEXHE TRIEL -10% %
EBl> TOiIIFLEHLEHB T L E LI, MEOHE
RHRFIZRYAPEDOLNHBIZODWTIE, BV AT+4
y Z7ERETFVVIZLINDZFORY) ZRAEL TEHELZE
BH L7 2B, EHETEHEFSEEOER D FOMENE

) key code 2SR X7z, 4B, key code FAE#EDT  Midkd 5 IIMLBIE & ZH S - 2EFERIZOVT
Table 2. Criteria for evaluation of usefulness
Adverse effects and Clinical efficacy
abnormal laboratory findings excellent good fair poor unknown
No very useful useful slightly useful useless unknown
mild useful useful slightly useful useless unknown
Yes moderate slightly useful slightly useful useless useless useless
severe useless useless useless useless useless
Table 3. Grading of symptoms, signs, and laboratory findings
Symptoms, signs and Degree
laboratory findings 1 9 3 4
Body temperature (C) <37 37~<38 38~<39 239
Cough - + 2+
Volume of sputum (mL/day) - + (<10 mL) 2+ (10~<50 mL) =3+ (250 mL)
Property of sputum - M PM P
Dyspnea - + 2+
Chest pain - +
Rales - + 2+
Dehydration - +
Cyanosis | - +
WBC (x1,000/mm®*) <8 8~<12 12~<20 220
ESR (mm/h) <20 20~ <40 40~<60 =60
CRP (mg/dL) <0.5 0.5~<7.0 7.0~<12.0 212.0

M: mucous, PM: mucopurulent, P: purulent
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DN L BEL LTEML 72 MEFRNE, TR
B, FREC O LTREFRENRBEELE, 2%, A
HEIZDWT g BE (FEKESY%) & B\ Ci
DB EITole B VOMFE-SSLUTIC R LY
&1 Fisher O EHREREI . (WE) % FHv7,

ZITWI)ERE, WM EE, ZeE, ARG,
FNFNOBAT RO AL L, [k,
[ZETHDH] BIO [HA] DLodagsERL .

(2) BIVEH, BRRMAMEREE

R L7z& 912, AHEFER, BRMRAHEETLEO
BT, BEBRELDORREMHA 1~3 L HES NI
box TN ENRIER, BRMAMBRE L L TEL
7zo BIERIZEBE, BMRAMABEBRERZHAEIIOVT
Fisher D EHEMEGHEZ AV THEM OB Z 175
7oo HEKEIWMB 5% & Lz, B, BHRERITF
NENDBATH RN T 2 RITER R, BEERE
HEERBOAKOEEGEEHR LT,

3)  BIRAYFE H

BIKMEHMIEE & LC, HWBREBKRIE, RYAEEE
B 7% &0 EEE FRFHIERRZNE, thF EhE iy
BERRENR, EEAMERIDE, EXFOHE, &5%
MBEEBEE, ER - TRB L OBRREBOHERIC
DWTHHK L, 2B, RERFEBRDE, MEFH
ME, BEABEOHEEIZOWTIL, CAZHEICEELY 1%
ELEFIDERIZOWT LN 21T 72, MEIR, &
WE, WERMEE, HHERIH L RET 2R
Fisher D BH# MR R E%E, fER - TR B X KR
EEOHBRIIBITAUEEIIH LTI UKREZ HW
2o 2B, MEDHBENKEIWME 5% & L7

IL. & 8% o #&

1. FEGIHERK

A RBIET 23261 CTH O, FDHNRIZPZFX
TSR (LLT PZFX B L B&97) 115 I, CAZ #f 117
FTH -7,

FRIRA R DN TId, EhetEEI#EA L7 % 3F
Xy G & Lrza R, MENTA S50 185 ) (PZFX #¥ 86
B, CAZE 99 Bl) T, A 41 B (FER)EF Al A< 8 2
B, @B ERE 16, V— 7RRFIEHE 26, M5
SMRB 1260, = by —2LiERE 13 61, xRS
+I M) RSB, ERER+T VMY — &
eI 2 B, RRAGEARAIARE 2 B, SREE 16, G
B4 4 IR (il ASSE RN FFAM (S A8 24 & T 1 B, Ak 4 )
(RIVER 23, WiBER 246 (FEHEER) DFF47 #
(PZFX B 29 5, CAZ Bt 18 ) % EMTER/MII & L 720
B, #E 5B (GERIHEAE 2 #], FEREREER1
B, Vv—T7RIREHH 26 B L OEER 26 (PF
H#ER) D76 (PZFX B 56, CAZRE 26 2
DWTIIREMICE L CHEHiAme L ¥k L, &IfEA,
RRRAEBREY, MIELEE, AHNEECTXTOR®

Frxt Gem ok L7z,

B 1E FH AT X R 601 225 B (PZFX # 110 1, CAZ
H11560) <, LEoERFMAE L EOBHBIZLD
TRTOWBTA RS SBENTHI L E L72T7TH (PZFX
BES B, CAZH206) %MATIRIMIIE L7z

i R A A il L% R AT o 549013 208 B (PZFX B 100
B, CAZ &F 108 6) T, ST AR D 76, BEIKK
HHHAZIOIB L OREHIZERBEE TR H
> 72 8B D &t 24 1 (PZFX # 15 6, CAZ B 9 ) #
AT BRI & L7z

BRAE 22 4= BE AT 1 S B113 210 B (PZFX BF 101 f1,
CAZ & 109 f51) T, B IR i 25 18 22 5 W4T B 4151 24 B
S EIVER B2 6 % B 72 22 Bl (PZFX B 14 4,
CAZ B¢ 8 1) % #MTERIMIIE L 7-.

A HESAT I 5501 182 B (PZFX B 82 ffl, CAZ #
100 f8)) T, BRIRZDRIEHTRRIMVGIA SRIVER S 5 BB
FUBRR A ERE B 1B % B 7z 41 FICERR £
AT REFOBREBEE AL D 3H), 52 HIZBERKR
BEOITbN o726 Fla Nz /25 50 1 (PZFX # 33
B, CAZ B 176)) %BATRIMIE L7z

P, &FHMIEE B OEFAERS & OFRZELBIDOANR
% FNFN Tables 4,5 2R L7,

B, Lo RE 232 FILISMC 1 B CAZ B
BV THMERHOBEZ LR E LER»ES SNIE
Bl o 7208, ZOEFIZONTIET Y ba—F =%
AT ERBZIIBWTGCP LIEBOFRETRETS
VIEBI & DIRHEASH V), BB LRI L 3 A AR
GEXR AT, KEF % GCP AEEEF & HIlr L
TR R A SR 2 & L7,

2. H&E5HIEp

B R R R AEAT 5t S5 185 Bl R, D B\ i3 E L
NOBHATIHEES 14 HE (28vial) #5 Ladh o7
FEI 26 5] (PZFX # 12 B, CAZ B 14 ) s s 17,
ZOBHEONRIE, PZFX B TER, L /I3 E6
B, BIVEHZEBR 1B, HEAR+T 516, BEKRAMER
WHERB 206, B 16, HBRERA,SFIOBELE 1
B, —7, CAZEETIEER, AET /3 E 6B, B
TEHZEB 16, RS 16, BRREEREEER4
B, Bz ER LB 16, HEBERA,» S ILOH
LE1FITH o7z

3. BEERHT

W R0 RAEHT %3 52451 185 B (PZFX # 86 5, CAZ &
99 Bl IZBTAMBOEZERRNFIZoWTHKRET L&
(Tables 6~9) .

1) ERHEZW 4

FERE 55 W7 24 | TR 1A Bl %% 173 B (PZFX & 78 B,
CAZ # 95 71), Hli 1t B 4k 12 ) (PZFX #: 8 5, CAZ
BE4ap) THY, EEHEICELTIIWERICEE L
RYIIASNLH -7 (Table 6).
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Table 4. Case distribution

No.of patients included in the
statistical analysis

| PZFX: 86
—{ Clinical efficacy  ——— 185 CAZ: 99

No.of patients excluded from the

statistical analysis

PZFX: 29
CAZ: 18

47

No.of patients included in the
statistical analysis

,‘ PZFX: 110
——-| Adverse effects J——— 225 CAZ: 115

No.of patients excluded from the
statistical analysis

. PZFX: 5
. CAZ:2
Total no. of patients
932° PZFX: 115 No.of patients included in the
CAZ: 117 statistical analysis

PZFX: 100

—-——iiaboratory findings }——' 208 CAZ: 108

No.of patients excluded from the
statistical analysis

PZFX: 15
CAZ: 9

24

No.of patients included in the
statistical analysis

PZFX: 101
——( Overall safety }7 210 CAZ: 109

No.of patients excluded from the
statistical analysis

PZFX: 14
CAZ: 8

22

No.of patients included in the
statistical analysis

182 PZFX: 82
\—{ Usefulness }7 CAZ: 100

[ No.of patients excluded from the
statistical analysis

PZFX: 33
CAZ: 17

50

PZFX: pazufloxacin mesilate, CAZ: ceftazidime

*The investigational drug was administered to a total of 233 patients in this study, but 1 case was excluded from the evaluation because
of its inappropriateness for GCP.

2) MERN, ‘E#S, RE, BRREEEE 572 (Table6),
PRI LTI MEEREICIR Y (p=0.120) 25A 51, 3) MEWERKE - SUHE, EATbyHEE, PHE K

CAZ B LM BEN S o7z, Fim, KEBLUOER SHE
fEEAEFEIIPAL Tt MERICAEZEY EALN LD FHEOGHTHERMIZHY (p=0.028) AAHLHN,
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Table 5. Reason for incomplete cases
Category Clinical | Adverse |Laboratory| Overall No. of cases
. Usefulness
( Reason efficacy effects findings safety PZFX CAZ

Ineligible
Inappropriate for evaluation (serious underlying X X X X x 1
disease)
Inappropriate for evaluation(not clear progress x x X x x 1
because of serious patient condition)and not
examined for laboratory findings
Serious underlying disease X X X x x 1
Concomitant therapy with loop diuretic X x X X x 2
Ineligible disease x O O O x 6 3
Ineligible disease x O O @] O 1
Ineligible disease and duration of administration too X O O O x 1
short (5 vials)
Ineligible disease and not examined for some x O X X x 1
laboratory findings
Deviation from entry criteria X O O O x 6 4
Deviation from entry criteria and discrepancy in X O x X x 1
testing day
Deviation from entry criteria and not examined for x O x x x 1
some laboratory findings
Deviation from entry criteria and duration of X @) x x x 1
administration too short (5 vials) and not examined for
some laboratory findings
Ineligible disease and deviation from entry criteria O O O X 4 1
Age deviated from criteria(280 years old)and X @) O O X 2
deviation from entry criteria
Unclear symptoms of infection (@) O O X 1
Unclear symptoms of infection and discontinuation @) O @) O 1
due to adverse effects
Outpatient, and duration of administration too short X O x x ¥ 1
(3 vials) and discrepancy in testing days
Unsuitable for efficacy evaluation be judged by x O O O x 1
investigator

Discontinuance
Adverse effects O O O O 2 1
Adverse effects and not examined for some laboratory x O X O O 1
findings
Treatment violation

Concomitant therapy with a steroid X x X X x 2
Not examined for some laboratory findings O O x x x 2 1
Not examined for some laboratory findings O O X X O 1
Not examined for some laboratory findings O O X @] O
Discrepancy in testing days O O x x x 2

Total 47 7 24 22 50 36 22

O: evaluated, x: excluded
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

PZFX BEVZHESED ) DIEBID S b o 720 SBERE - &
HEOFE, EitEREOAEB LS HHIIBY
TIRMERICEERRYIEASN L, o7 (Table6)o

4) FHEEBBEBEOER TR, BAKREES L
B X MIEH o B S

it (p=0.028) , MiLfE (p=0.042), CRP (p=0.074)
BLOBEB X M0 55 A (p=0.116) T #¥
IR 28 s . RIRICDWTIX, PZFX 812 37

T~38C kiitins, CAZ B2 38C ~39C ki i B A
% h o7z, MILEIZDWTI, CAZ B2 60 mm/h LL
L DEBNEH 572 CRPIZDOWTIE, WL 4 12.0
mg/dL LLEDFEFIN S 5 & b L h 5 725 K TESH
5 72 DX PZFX B T3 7.0~12.0 mg/dL ki, CAZ B
T2 0.5~7.0mg/dL K DEBI TH - 7=, 7, KaLh
X MEEOEBAMIIBNTIZ, 55, 6 HIZHHFT S
HENWETRELY, PZFX BT 5 SOREFM»%
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Table 6. Background of the patients

Characteristic PZFX CAZ
Statistical analysis
No. of patients 86 99
Dia . bacteria pneumonia 78 95 Fis:
iagnosi
gnosts lung abscess 8 4 p=0.231
male 62 60 Fis:
Sex
female 24 39 p=0.120
20~29 6 12
30~39 15 7
Ace ) 40~49 9 17 x*:7.143(DF=5)
ge years 50~59 16 16 p=0.210
60~69 20 25
70~179 20 22
<40 8 7
40~ <50 28 24
50~< 40
) 50~ <60 20 %% 8.240 (DF =6)
Body weight (kg) 60~<70 19 17
p=0.221
70~<80 4 7
280 3 1
unknown 4 3
ild 12 14 .
P o 2% 0.125(DF =2)
Severity of infection moderate 69 78
p=0.939
severe 5 7
Underlying disease and/or absent 38 54 Fis:
complications present 48 45 p=0.186
Prior treat t bsent 68 79
rior rfea men absen 40.914(DF=2)
with present 17 17
o p=0.633
antimicrobial agents unknown 1 3
Concomitant absent 21 40 Fis:
drugs present 65 59 p=0.028
~3 0 2
Duration of test drug 4~ 7 19 18 4 2.947(DF =4
administration 8~13 28 39 B o.567 ’
(day) 14 38 39 p=oo
15 1 1

Fis: Fisher’s exact probability method
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

CAZBETIZ 6 HDEBIN L H - 7z, U, WHEm,
PEEIR, VUL EE, RS, BEL S . BLKEER, FT7
—+t, BHIMEE, Pac, Pace, % &EZFDOMOIEHE Tl
BRICAH SRR 1EA SN2 o7 (Table 7).

5) REEPB L OCEARZNH

B PR &h - AR ATT K G205 185 Bl rfr. SE A 1% - Hi 0 15 9% A
LR KE EHMEE SN H A 0 B S 2 dE 6 85 I
(PZFX B 37, CAZEt48%)) THhhH, Mok s
HOoMOARIIEL CHERRY EASN L o7 i
EESNREEIZ, 75 L H 8% (PZFX B 27
¥, CAZE31%), 75 LB HE 37T (PZFX B 14
¥k, CAZ B 23 ¥k) @ &t 95 tk (PZFX Bf 41 4, CAZ #%
54 k) THhH, FOHNRIZAZRZEY IZALN LD 5
7o, WHERIZIE, S. pneumoniae 7 49 ¥k (PZFX It 24
¥k, CAZ B 25#%k) L% <, H. influenzae 27 ¥ (PZFX
B 10 ¥R, CAZ B 17 ¥R) AT MUKW T4 H - 72 (Table

8).

JeH L HEE ST 95 kb, PZFX B X UFCAZ D
MIC (10°CFU/mL) %l L137/-H#kiZ 62 ¥k (PZFX
FE28 Kk, CAZT 341K Tdh o705, ZORZWHA
EBWTHELRTY H3ASNLh -7 (Table9) -

4. RS

1) BRREHH

I A ) SR AT Xt 5 15 185 900 35 0F B W B 2 R % Bt
L 7z (Table 10). PZFX & 86 fl\Z 517 % B i3, [¥
121 H, TH%] 5761, [RE%] 361, [
501, CAZ 99 BTz [%%h) 3961, [47%h) 50 B,
(R f%h]) 46l, THY) 6BITH 7, [E4)) &
i3] %&b 4% 13 PZFX B 90.7% (78/86),
CAZ F$89.9% (89/99) THh, Wit bIEHVAR
RapR LI, Lixh%En L (PZFX B —CAZ B) @ 90%
EHXEIE-75%~91% THH, A% 10% & L7135
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Table 7. Background of the patients: Initial symptoms, signs, and laboratory findings

I

Characteristic PZFX CAZ ’
{ Statistical analysis
No. of patients 86 99
<37 1 4
Body temperature 37~<38 49 38 %% 9.092(DF=3)
(C) 38~ <39 25 47 p=0.028
=239 11 10
- 0 2 .
Cough + 49 55 ¥ 1.758(DF =2)
2+ 37 42 p=0-415
+ 31 37
2+ 42 53 B
Volume of sputum 3+ 8 7 12 6_36 \DF=4)
4+ 4 9 p=0.620
unknown 1 0
PM 43 52 Fis:
Property of sputum P 43 47 p=0.769
- 65 74 2. -
Dyspnea + 15 22 1 2. 003(DF=2)
oe . 3 p=0.367
. - 56 72 Fis:
Chest pain + 30 27 p=0.270
- 30 36 )
Rales + 43 51 1 0.355(DF =2)
9+ 13 12 p=0.838
. - 76 92 Fis:
Dehydration + 10 7 p=0.317
Cyanosis i 84 97 Fis:
+ 2 2 p=1.000
8,000~<12,000 40 53 o _
WBC (/mm”) 12,000~ < 20, 000 35 38 K1 508 DR =2
220,000 11 8 L
<20 7 4
20~ <40 10 14 B
ESR (mm/h) 40~ <60 24 12 x:9. 883 (D=4
260 35 51 p=0
unknown 10 18
0.5~<7.0 17 26 y s oo
CRP (mg/dL) 7.0~<12.0 28 18 x5 212(0F =2
212.0 41 55 p=Y.
40~<60 5 5
60~ <80 11 16 % 0.710(DF =3)
o ( )
Pao.(mmHg 280 5 4 p=0.871
unknown 65 74
<49 20 22 _
Paco. (mmHg) =49 1 3 x:0. 16(8)‘?8171_2)
unknown 65 74 p=0
1 0 1
2 3 6
3 20 20
4 25 29
5 22 B
Chest X—ray o T ;2 ¥ 12.874(DF = 10)
findings 7 4 4 p=0.116
8 1 0
9 0 0
10 0 0
unknown 1 0 |

Fis: Fisher’s exact probability method

(Property of sputum) PM: mucopurulent, P: purulent

PZFX: pazufloxacin mesilate, CAZ: ceftazidime
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Table 8. Background of the patients: causative organisms

Treatment group .
Causative organisms Statistical analysis

PZFX CAZ
Total no. of patients 86 | 99

‘ no 49 51 Fis:

Isolation of causative organisms _

yes 37 48 p=0.464
S. aureus 0 3
S. aureus (MSSA) 0 2
S. pyogenes 1 0
GPC | S. pneumoniae 24 25
[ —streptococci 0 1
L. cremoris

P. micros 1 0
[ subtotal 27 31

C ti . Fis:

ausative organisms E. coli 1 p=0.524
K pneumoniae 0 2
P. aeruginosa 1 0
GNB H. inﬂut.enzae 10 17
H. parainfluenzae | 1 0
M. (B .)catarrhalis ‘ 0 2
|

F. necrophorum 1 0
Fusobacterium sp. 0 1
subtotal 14 23
Total 41 54

Fis: Fisher’s exact probability method
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

Table 9. Susceptibility distribution of causative organisms to pazufloxacin and ceftazidime

Drug Treatment | No.of MIC (ug/ml)  10°CFU/mL Statistical
. T T .
group Strams'go.ozsio.osf 0.1 0.2 |0.39/0.78|1.56|3.13|6.2512.5| 25 | 50 | 100 |>100| analysis

PZFX 28 6/ 210 1101/ 8/ 9l 1]l0o  0olo/|olo :
PZFX | | U;1.052
CAZ 34 10 | 4 1 2 0 1 7 7 2 0 0 0 0 o |Pp=0.293
oaz PZFX 28 2 | 2 3 6 4 1 4 3 3 0 0 0 0 0 | U-0.394
CAZ 1 3 | 0, 2 8 9 2 4 4 2 2 1 0 0 0 0 | Pp=0.694

1 1 1 i

PZFX: pazufloxacin mesilate, CAZ: ceftazidime
Table 10. Clinical efficacy

. . Treatment| No.of Response Efficacy rate L i
Diagnosis . 5 Statistical analysis
group | patients | eycellent | good fair poor (%)
PZFX 78 21 | 53 2 2 74/78(94.9) %.0.300(DF=1)
Bacterial pneumonia i X0
CAZ | 95 | 39 48 3 5 | 87/95(91.6) p=0.584
. PZFX | 8 0 4 1 3 | 48 Fis:
Lung abscess T :
| caz 4 0 2 1 1 2/4 p=1.000
PZFX | 86 21 57 3 5 78,/86(90.7) i90% confidence interval of the
Total : ‘ J | efficacy rate difference
f CAZ oo | 39 | i \ | (PZFX - CAZ)
? R L I Rt sl - 7.5%~9.1%
Fis: Fisher’s exact probability method, Efficacy rate: (excellent + good) /No. of patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
40 PZFX BEO) CAZ BEIZH T B e A MEA Har Sz ) % (3 PZFX B 94.9% (74/78), CAZ ¥ 91.6% (87/

HEINZEA LR R ZOWTLHDET Table 95 ThhH, WMEOAMLKIZAELZIAON o7
102R L7z EWMBDE o -MAER 228 T 58 7z, MiALMRAE (2K LTIk PZFX 8 4/8, CAZ B 2/4
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DHEETH o7, 3)  HEACAREERNBI KT B BRI

2) WREFIZX D@

R, BASEFERER, HEERERE -
ERLFREO A HER, PFHEOH BB X 0% 54
BIBRIR AR & AT L7z (Table 11). W HIZBWTH

B OFHED A S,

MEHOENRIZEREZALN L0572,

GEEEBG RIGHT 3 H LN DR 2512 5 s h
GERIH LRI &) M%) & HE S 7z 32 E 6] (PZFX
IF, CAZ T¥ % 16 B) (43 5 BRIK &) £ % 4t L 72 (Table
12). BERNZEG SNF /0 RTHEDEEHTH -
7-E) (PZFX B 2 B, CAZ #f 3 7)) \2xf L Tid, PZFX

Table 11.  Clinical efficacy according to the background factors of the patients
e Treatment No. of Response Efficacy . .
Characteristics K Statistical analysis
group patients | oycellent good fair poor rate (%)
male PZFX 62 14 40 3 5 54/62(87.1) % 0.000(DF=1)
CAZ 60 21 32 3 4 53/60(88.3) p=1.000
Sex
PZFX 24 7 17 0 0 24/24(100) Fis:
female —
CAZ 39 18 18 1 2 36/39(92.3) p=0.281
PZFX 12 1 11 0 0 12/12(100)
mild
CAZ 14 2 12 0 0 14/14(100)
' PZFX 69 19 45 2 3 64/69(92.8) | 120, 193(DF=1)
Severity moderate B
cAzZ 78 32 38 3 5 70/78(89.7) p=0.726
PZFX 5 1 1 1 2 2/5 Fis:
severe .
CAZ 7 5 0 1 1 5/7 p=0.558
PZFX 38 14 23 1 0 37/38(97.4) Fis:
Underlying absent _
disease CAZ 54 31 21 1 1 52/54(96.3) p=1.000
and/or PZFX 48 7 34 2 5 41/48(85.4) | 4+ 0. 019(DF=1)
complications | present _
CAZ 45 8 29 3 5 37/45(82.2) p=0.891
PZFX 68 17 44 3 4 61/68(89.7) %% 0.000(DF=1)
absent 2
Prior CAZ 79 28 43 3 5 71/79(89.9) p=1.000
treatment PZFX 17 4 12 0 1 16/17(94.1) Fis:
with present =1.000
antimicrobial CAZ 17 10 5 1 1 15/17(88.2) P ‘
agents PZFX 1 0 1 0 0 1/1
unknown
CAZ 3 1 2 0 0 3/3
PZFX 21 7 13 1 0 20/21(95.2) Fis:
absent ~1.000
Concomitant CAZ 40 19 19 1 1 38/40(95.0) p=1.
drugs PZFX 65 14 44 2 5 58/65(89.2) | 4: 0. 040(DF=1)
present =
CAZ 59 20 31 3 5 51/59(86.4) p=0.841
PZFX 0 0 0 0 0
~3
CAZ 2 0 0 0 2 0/2
o PZFX 19 4 8 2 | 5 12/19(63.2) | 420 056(DF=1)
CAZ 18 6 7 1 4 13/18(72.2) p=0.812
Duration of
test drug 15 PZFX 28 12 15 1 0 27/28(96.4) Fis:
administration CAZ 39 24 14 1 0 38/39(97.4) p=1.000
(day) )
PZFX 38 5 33 0 0 38/38(100) Fis:
14
CAZ 39 8 29 2 0 37/39(94.9) p=0.494
PZFX 1 0 1 0 0 1/1
15
CAZ 1 1 0 0 0 1/1

Fis: Fisher’s exact probability method, Efficacy rate:

PZFX: pazufloxacin mesilate, CAZ: ceftazidime

(excellent + good) /No. of patients
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i, CAZEEThE [ Lok TH-7. £
7o, g E L2326k 1251 (PZFX B 5 B, CAZ B
7D IEAESEEE LTROME 7 « 2 RIHEHE
PG ENTERTH o7z, ZOHROML 7 = 4 RHW
FERIANBUIH LT, CAZEED 76 163 [ A%
Tholp, MEEHbETHILT T [HR] U EORK
MABONS. 2512, 2EABEG IR L 0D
ST TH - 725ER (PZFX B 4 6, CAZ B3 H) 12
L TIE, PZFX B, CAZBEL L £ 1614 T#%)] &
HEEIN, Z20M0, FHHL7 2 2RZHE, €7
T LRUNDB-F 7 ¥ LRPEE, v~ 20514 FER
W, 1 (EarSREEAAH) 2 Eo®EHFIx
LTIEmEEE b T HR I EORE» S SN,
HEHLRENF SR TOEHEIZ, PZFX B 93.8% (15
/16), CAZ % 87.56% (14/16) THh o775, 1 oh sz
BARIZ A BEZII AN o T2,

4) FEREFIERRZE

RE IR HHETE X7 85 BT B k2 4 T ) B R A B
T L7z (Table13). b » & bIEGB DL 2 - 72 S.
pneumoniae HAME M HFIIA L CTid, PZFX B2 [k
1 A1B, CAZEEIZ [RR A% 2W161H - 72 At
i IH%] LLEOBETH Y, G5% 13 PZFX #, CAZ
BELD12955% (21/22) THhotzo ROTEAKRDE
> 72 H. influenzae BMEM I L Tid, PZFX
# 100% (8/8), CAZ # 90.9% (10/11) T &b - 7.

7, 3HWHMHGIA PZFX BEZ 1 Bld o 72745, AER
WX BRI R (R HR] Tholoo BERHIFH
ELER SR TOEIEIL, PZFX # 94.6% (35/
37), CAZ % 93.8% (45/48) TH V., MEEDH LI
HEEIARAOLNG -T2,

X502, EERHE LT CAZ BICHENI MM Sh-E
BIOMIZHE L, RERBIEBERDREZRE L7 (Table
14). S. pneumoniae, H. influenzae % i3 U O# 4 1H
EENTHDITEAEIZICAZHEICHTH o270,
CAZ i# 10 H A H Bl 1K T A %) %13 PZFX # 97.1%
(34/35), CAZ #£93.3% (42/45) L3 h, WMEHEDOEH
BIZEBEZIALN 572,

5. HMEEMTIE

R HETE X7z 85 B BT HMIEEMRI R %
L7z (Table 15) . SEBIEA L 5 &£ 6% H > 72 S. pneu-
moniae HME MBI BT 5 HEMHILFE L PZFX #
72.7% (16/22), CAZ#f 100% (22/22) T & 0, W
HOWREALRICIIFEEENSALNT (p=0.021), %
7z, BREBEEG L EO7- 2K TOEBELEIL PZFX
# 81.1% (30/37), CAZ B 100% (48/48) T & 1,
AR ERIIBCTOHEORHBEELRIZIIEE
DA BT (p=0.002) » PZFX BTl S. pneumoniae
HAH B 6 B & P. aeruginosa B4 B # H 5 1 5
DEFTHNZBIT A2 MEFENDIEIPALETH 720 Lh
L PZFX DAL THID S LERZEN [E5)] TH

Table 12.  Clinical efficacy in non-responders to prior treatment with other antimicrobial agents
Prior treatment with Treatment No. of Clinical efficacy Efficacy rate | Statistical
other antimicrobial agents group patients excellent | good | fair | poor (%) analysis

PZFX 5 1 4 0 0 5/5

PO
CAZ 7 4 2 1 1 0 6/7

Cephems

PZFX 1 1 0 0 0 1/1

v
CAZ 1 0 1 0 0 1/1
Other 0 PZFX 1 0 L1 0 0 1/1

B-lactam cAZ 0 o | o | o 0

PZFX 2 0 2 0 0 2/2

Quinolones PO
CAZ 3 3 0 0 0 3/3
PZFX 2 0 2 0 0 2/2

Macrolides PO
CAZ 1 1 0 0 0 1/1
PZFX 4 1 2 0 1 3/4

Two antimicrobial agents
CAZ 3 0 2 0 1 2/3
PZFX 1 1 0 0 0 1/1
Unknown
CAZ 1 1 0 0 0 1/1
PZFX 16 4 1| o 1 [15/16(93.8) | pis:
Total i r ’
| caz 16 9 Bk 1 | 1 |14/16(87.5 | P=1.000

Fis: Fisher’s exact probability method, Efficacy rate: (excellent + good) /No. of patients

PZFX: pazufloxacin mesilate, CAZ: ceftazidime
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Table 13. Clinical efficacy in bacteriologically documented cases

. . Treatment[ No. of Clinical efficacy Efficacy rate | Statistical
Causative organism [ T > .
group ‘ patients | excellent |  good fair poor ) | analysis
PZFX 0 0 0 0 0
S. aureus ‘ T
CAZ 2 1 0 1 0 | 12
PZFX | 0 0 0 0 0
S aureus (MSSA)
CAZ 2 2 0 0 0 22
PZFX 1 0 1 0 o 11
GPC | S. pyogenes
CAZ 0 o 0 0 0
PZFX 22 8 | 13 0 1 [2122095.5) | pie.
S. pneumoniae i _
CAZ 22 1110 1 0 212219551 | P=1.000
PZFX 0 0 0 0 0
B-streptococci
CAZ 1 0 1 0 0 11
Monomicrobial . PZFX 1 0 1 | 0 0 /1
fecti E. coli i
infection CAZ 1 0 1 0o | o0 11
PZFX | 1 0 1 0 | o0 |11
P. aeruginosa 1 T
CAZ 0 0 0 0 0
_ PZFX | 8 2 6 | 0 0 88 Fis:
H. influenzae I ! T T _
cAZ | 11 6 . 4 | 1 | 0 |10/11(90.9) P=1.000
GNB | |
PZFX 1 0 1 | 0 0 11
H. parainfluenzae { T
CAZ 0 o o0 0 0
PZFX 0 0 0 [ 0 | 0
M. (B.) catarrhalis :
CAZ 2 1 1 | 0 j 0 2/2
PZFX 0 o 0o 0 | o0
Fusobacterium sp. T T
CAZ 1 0 l 1 | 0 0 171
PZFX 2 11 o0 0 2/2
two pathogens {
Polymicrobial CAZ 6 0 6 | 0 | © 6/6
infection PZFX 1 0 0 1 0 o1
three pathogens
CAZ 0 0 0 0 0
PZFX 37 11 24 1 1 |35/37094.6) | pie
Total )
CAZ 48 21 24 3. | 0 [45/4893.8) p=1.000

Fis: Fisher’s exact probability method, Efficacy rate: (excellent + good) /No. of patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

of JEGIE S. pneumoniae HWARHMIIGI L BIOATEH  #92.9% (13/14), CAZ i 100% (23/23) & 1# il 'k

1&0)6157[]@?"\'( (&%) LLEOiEBITH - 72 HTHY, MR EEZEIASN D)o rEERIE

I, g E LT CAZ #IG WA Y 2 7o E-Ji"o 72 S. pneumoniae Tl PZFX #: 75.0% (18/
ﬁﬂ@&b MRoE LHTR AR b A & fad L7z, Lol s , CAZ 1 100%(25/25), H. influenzae T3 PZFX
&titi’ﬂ’fif‘z@rﬁd‘a’f‘&)of (Table 16) - "iﬂ% 100% (10/10), CAZ i 100% (17/17) @ B i Kk

WERERE SN B HTRTIZOWTHMIZE  HTho7 PZFX FHIBW TR L 72 WHIZ S, preu-
@(EE et L7- (Table 17) . 4RO Wil J:%12 PZFX  moniae 6 ¥k, P aeruginosa 1 YD {3l THTH - 72

7 82.9% (34/41), CAZ i 100% (54/54) T & 1, XOIZCAZ EICHEEIZHLE L2 OEEIZ 2w T Y
B deBIz BT BEBICAELELBASN (p= HalL7d, Lo L 2 ZHEOKTH - 72
0.002), 75 LMW Tlx PZFX & 77.8% (21/27), (Table 18) -

CAZ % 100% (31/31) OWiHIETH D, WHEHIZAT 6. &' féHﬂﬂlm

B (p=0.007) AR SNIzAH, 7 T LARIER TId PZFX IR G XD 42T R I BLE 23 2 S AL 724 B A8
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Table 14. Clinical efficacy in bacteriologically documented cases (indications for CAZ)
. . Treatment| No.of Clinical efficacy Efficacy rate | Statistical
Causative organism i » K
group | patients | oycellent | good fair poor %) analysis
PZFX 0 0 0 0 0
S. aureus
CAZ 2 1 0 1 0 1/2
PZFX 0 0 0 0 0
S. aureus (MSSA)
CAZ 2 2 0 0 0 2/2
PZFX 1 0 1 0 0 1/1
GPC |S. pyogenes
CAZ 0 0 0 0 0
PZFX 22 8 13 0 1 |21/22095.5) | i
S. pneumoniae _
Monomicrobial CAZ 22 11 10 1 0 21/22(95.5) | P=1.000
infection PZFX 0 0 0 0 0
B-streptococci
CAZ 1 0 1 0 0 1/1
PZFX 1 0 1 0 0 1/1
E. coli
CAZ 1 0 1 0 0 1/1
PZFX 1 0 1 0 0 1/1
GNB |P. aeruginosa
CAZ 0 0 0 0 0
| PZFX 8 2 6 0 0 8/8 Fis:
H. influenzae ; _
| caz 11 6 4 1 0 10/11(90.9) | P=1.000
T
Polymicrobial | PZFX 2 1 [ 0 /2
. . two pathogens ' ;
infection | caz 6 0 6 | 0 0 6/6
PZFX 35 11 23 0 1 [34/35097.1) | g
Total -
CAZ 45 | 20 | 22 3. 0 42/45(93.3) | P=0.628

Fis: Fisher’s exact probability method, Efficacy rate: (excellent + good)/No. of patients

PZFX: pazufloxacin mesilate, CAZ: ceftazidime

CAZEIZ2Wdo7:. ZNEFIhOLZEHIBBEKE LS.
pneumoniae, Acinetobacter calcoaceticus TH 1), \»
THLRLRBLEDORTH -7 (Table 19).

7. EEIRFERR - FTRB X UBRRBEMOUEE

i, XM, Wede, WEZETEAR, MO EE, MdE, M
78, WAGERB L OF 7 /7 — ¥, FIMEREL, ik,
CRP # & UWg il X At R ooz 5- 5346 H 233 5 35 5 B
3, THB LV 14 HEDOLEE % E L 72 (Tables 20,
21).

i (3O 1BV T, CAZEE DY #E L 1L PZFX
BRI LA BIZE D o 72 (p=0.035) . Z DDAk -
i, BERBEAMHOEE I B TR BRI A 41
Y (/YW A

8. L&tk

1) EIMEH

all VE HI i #r 0f 0 225 e 15 B TRIERI A A S 1
72 FORMAIL PLFX 8 5.5% (6/110), CAZ B 7.8
% (9/115) TH ), MEFMIZAEEIAON L) -7
(Table 22) -

PZFX T, v, —BEORMFEEN % 161,

TULVXF—ERKDEED 16, HILBREROBL - B
H, THAZIHABLUOZOMDMERE L TEHELHL
PITHo7:. WTHhLZOBREIRIEL L OHhEETH
DEELNI LD o7,
OEFVHHEHLIEMIOVTIE, 5 30%LH
KBS GEVEEREHE ) KE) (ZBIEDH T ARBILE
MRBAHZITIZHEE L. £/, —BloBmEE
WHONTZDIZ6IEDOLETH Y, 455 7 Hi%IZEK
AMDREZ % L1 Y) fil%x Qo TIRET 5 4 EOTEN
Aot/ BhiewAREFODALNIHIEEZS
N5, GHELONEMGEE L 57 BETHILN
TERWI DS [BEHE00 Lhisw] LHESH
720 AIEREBIH ZEBEDR S 2k L, BERED
HEZEDBABEE o775, %B4aA% GRS
H#) 121§ LT /2. CAZ BE TR Mgk T4
W, W, AHRAR 16, 710X —fiko st
B, HALEHER D FH, BERAB\HAE LBITHY, W
NELTETUVALF—ERDE Do o DFERD
BEEL PZFX BEL [l BE, WFN O BEB L O %ET
HYEELFERIASN D7 209 b FERERIC
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Table 15.  Bacteriological response classified according to causative organism
Bacteriological response ‘
Causative organism Treatment N('). of decreased or ’ Eliminition Statisti%'al
group patients | ¢liminated | partially | unchanged rate (%) analysis
eliminated
PZFX 0 0 0 0
S. aureus
CAZ 2 2 0 0 2/2
PZFX 0 0 0 0
S. aureus (MSSA) -
CAZ 2 2 0 0 2/2
PZFX 1 1 0 0 1/1
GPC |S. pyogenes
CAZ 0 0 0 0
PZFX 22 16 0 6 16/22(72.7) | pig:
S. pneumoniae _
CAZ 22 22 0 0 22/22(100) | P=0.021
PZFX 0 0 0 0
B-streptococci
CAZ 1 1 0 0 1/1
Monomicrobial E coli PZFX 1 1 0 0 11
infection e CAZ 1 1 0 0 11
PZFX 1 0 0 1 0/1
P. aeruginosa
CAZ 0 0 0 0
PZFX 8 8 0 0 8/8
H. influenzae
CAZ 11 11 0 0 11/11(100)
GNB
PZFX 1 1 0 0 11
H. parainfluenzae
CAZ 0 0 0 0
PZFX 0 0 0 0
M. (B.) catarrhalis
CAZ 2 2 0 0 2/2
PZFX 0 0 0 0
Fusobacterium sp.
CAZ 1 1 0 0 1/1
PZFX 2 2 0 0 2/2
two pathogens
Polymicrobial CAZ 6 6 0 0 6/6
infection PZFX 1 1 0 0 1/1
three pathogens
CAZ 0 0 0 0
PZFX 37 30 0 7 30/37(81.1) | pis:
Total B
CAZ 48 48 0 0 48/48(100) | P=0.002

Fis: Fisher’s exact probability method, Elimination rate: eliminated/No. of patients

PZFX: pazufloxacin mesilate, CAZ: ceftazidime

DWTIE, PUETICHE SN, R IR L 72
bbb TEESICE Y HOHBR LA LS HAE
DRFEREFIE THS2EFRH D] L3Nz 2B, IV
— 7 FIpR 3 mm®tbmﬁm®mﬁﬂ%ﬁbW%t
7216) (CAZ #) \2BWT, BED H#M“;’éi}ll,f:_
EERELTBL,

BB, SRALNTINSOERTXTUEVTNDL5E
Btk 2 MRELIPNZIZIE R LS L 2R L TVv 2,

2) ERRMAMERE

g P A L5 ST R S 451 208 1+ 63 B A &

ARBIFRDRE DN 72 A B A 5B STz ZDFEBE
(3 PZFX #f 31.0% (31/100) . CAZ &if 29.6% (32/108)
T, MEEMICAHEEIZAR SN D - 72 (Table 23)
MEEE HIZHEEROI S & AST, ALT 2 XD b7 > 2
75+—%®hﬂ#$f&ofﬁ VAL R

I AFEETH 1) HIE fﬂJl;t ol B, CAZTEO
RRR AR Al B FE BB D 2 202 1B BRI R 1 2
l%&.J+ﬁﬁﬂﬁﬁ%amjsn (AST 340, ALT 261. LDH
769) AA AL, BARND PRI LA > 72 hY A b

WMAIER & o 726D - 72, Z ORFRERERE E oW
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Table 16.

Bacteriological response classified according to causative organism (indications for CAZ)

[ Bacteriological response
| Treatment |  No. of Elimination | Statistical
Causative organism reatmen (.) decreased or % ;
group patients | eliminated | partially | unchanged | rate!”s) analysis
eliminated
PZFX 0 0 0 0
S. aureus
CAZ 2 2 0 0 2/2
PZFX 0 0 0 0
S. aureus (MSSA)
CAZ 2 2 0 0 2/2
PZFX 1 1 0 0 1/1
GPC |S. pyogenes
CAZ 0 0 0 0
PZFX 22 16 0 6 16/22(72.7) | pig:
S. pneumoniae -
Monomicrobial CAZ 22 22 0 0 22/22(100) | P=0.021
infection PZFX 0 0 0 0
B-streptococci
CAZ 1 1 0 0 1/1
PZFX 1 1 0 0 1/1
E. coli
CAZ 1 1 0 0 1/1
PZFX 1 0 0 1 0/1
GNB |P. aeruginosa
CAZ 0 0 0 0
PZFX 8 8 0 0 8/8
H. influenzae
| CAZ 11 11 0 0 11/11(100)
Polymicrobial PZFX 2 2 0 0 2/2
. . two pathogens
infection CAZ 6 6 0 0 6/6
PZFX 35 28 0 7 28/35(80.0) | pie:
Total
CAZ 45 45 0 0 45/45(100) | P=0.002

Fis: Fisher’s exact probability method, Elimination rate: eliminated/No. of patients

PZFX: pazufloxacin mesilate, CAZ: ceftazidime

T, REEOHERIZLY, 12A%IZIEVFhofd
EFEBEIZEL TV LR L TV 5. KEMD 5
B, BENH B IR THOBYHEAIZ X ) B A
AONTFEBIBIBTH 7. YD 12HIZDnT
X, GBRE, RBEAR LA EIZE D H IR SR TL 2,
Ao TNLEETH D FZRICHEI FERIEA STV A

[VRYS

3) BRERAERE

AIVER B & U&,m\ﬂﬁfﬂﬁéﬂﬁ?mﬁ e, BIGR Ak

VHE U7 BRI 22D THIE L 72 (Table 24).
BRAG 4 b.fémklgwwlo Bl 134 78 [ 4eTH 5
FEH Sz 4% PZFX B 65.37,(66/101), CAZ
It 62.4% (68/109) TH ), MjFEMIZAHAE ST A LN
Lotz

9. AHITE

A3 FAVE AT 1 G40 182 B BT A AT 2 Megf L 72
(Table 25). PZFX #8211 T, T& b TAH ] 14
w, TAHM] 576, [ 46, TR L] 7
B, F£7: CAZ ¥ 100 ITix, T&bHDTHH] 23 4,

TR 596, [RXAM] 76, [HMH%EZL] 116

Tho72 AHFILPIFX BT 86.6% (71/82), CAZ
T 820% (82/100) TH Y, WMEBIZHEZLITAD
Niehotz.

10.  MRIEBEIEBIZ BT A HT
RIMEBI DB R Wit 3 5 720 MR 26 5 i
Bl {LREAE & FZ I S 7 i B % 5k 2 & L WBh AL BRIRSD
FIZOWTHNT %17 - 72 (Table 26). #F G4 B 17
% Bz < 215 ) (PZFX # 104 51, CAZ B 111 6%1) #
FRRT RS Gl & U7z HEARREW L AT S G 7 B8
#\%, PZFX B 84.6% 88/104) CAZ T 84.7% (94/
111) Th o7z AL (PZFX # - CAZ %) 90
AR IESES —9.1%~9.o% TH 0. [k oEfamE
VG L ERNZ DWW T O 4 5 & W, A % 10%
L L7260 PZFX B CAZ B2 b3 2 B AR S
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Table 17. Elimination rate of causative organisms
. . Treatment No. of Bacteriological response Elimination rate| Statistical
Causative organism i ” ]
group strains eliminated persisted %) analysis
PZFX 0 0 0
S. aureus
CAZ 3 3 0 3/3
PZFX 0 0 0
S. aureus (MSSA)
CAZ 2 2 0 2/2
PZFX 1 1 0 1/1
S. pyogenes
CAZ 0 0 0
PZFX 24 18 6 18/24(75.0)
GPC | S. pneumoniae
CAZ 25 25 0 25/25(100)
PZFX 0 0 0
B-streptococci
CAZ 1 1 0 1/1
PZFX 1 1 0 1/1
L. cremoris
CAZ 0 0 0
PZFX 1 1 0 1/1
P. micros
CAZ 0 0 0
PZFX 27 21 6 21/27(77.8) | pia:
Subtotal - _
CAZ 31 31 0 31/31(100) p=0.007
PZFX 1 1 0 1/1
E. coli
CAZ 1 1 0 1/1
PZFX 0 0 0
K. pneumoniae
CAZ 2 2 0 2/2
PZFX 1 0 1 0/1
P. aeruginosa
CAZ 0 0 0
PZFX 10 10 0 10/10(100)
H. influenzae
CAZ 17 17 0 17/17(100)
GNB
PZFX 1 1 0 1/1
H . parainfluenzae
CAZ 0 0 0
PZFX 0 0 0
M. (B.) catarrhalis
CAZ 2 2 0 2/2
PZFX 1 1 0 1/1
F . necrophorum
CAZ 0 0 0
PZFX 0 0 0
Fusobacterium sp.
CAZ 1 1 0 1/1
PZFX 14 13 1 13/14(92.9) | pye.
Subtotal B
CAZ 23 23 0 23/23(100) p=0.378
PZFX 41 34 7 34/41(82.9) | pis:
Total
CAZ 54 54 0 54/54(100) p=0.002

Fis: Fisher’s exact probability method, Elimination rate: eliminated/No. of strains
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

MmitfE, CRP, M X M RiZ>WT, fKil, ML,
CRP, M X A L CIIERIIZ O B Y EEZHNE
ATIT)—IZKRP LI, ENENY I —LHTLEHL

THIEBE L7 RAT O 7T ) oz
AL 7 & 2%, CRP, No#h X 07 KL & 4740 % 0 145
VIR T X T, 7 — B T 7 E L A
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Table 18. Elimination rate of causative organisms (indications for CAZ)
T
Treatment No. of Bacteriological response Elimination rate|  Statistical
Causative organism . .
group strains eliminated persisted (%) analysis
PZFX 0 0 0
S. aureus
CAZ 3 3 0 3/3
PZFX 0 0 0
S. aureus (MSSA)
cAZ ‘ 2 2 0 2/2
4
| PZFX } 1 1 0 1/1
S. pyogenes
CAZ 0 0 0
PZFX 24 18 6 18/24(75.0)
GPC | S. pneumoniae
CAZ 25 25 0 25/25(100)
PZFX 0 0 0
B-streptococci
CAZ 1 1 0 1/1
PZFX 1 1 0 1/1
L. cremoris
CAZ 0 0 0
PZFX 1 1 0 1/1
P. micros
CAZ 0 0 0
PZFX 27 21 6 21/27(77.8) | pis:
Subtotal _
CAZ 31 31 0 31/31(100) p=0.007
PZFX 1 1 0 1/1
E. coli
CAZ 1 1 0 1/1
PZFX 0 0 0
K. pneumoniae
CAZ 2 2 0 2/2
GNB |
| PZFX 1 0 1 0/1
P. aeruginosa
CAZ 0 0 0
PZFX 10 10 0 10/10(100)
H. influenzae
CAZ 17 17 0 17/17(100)
PZFX 12 11 1 11/12(91.7; Fis
Subtotal i i
CAZ 20 20 0 20/20(100) p=0.375
PZFX 39 32 7 32/39082.1) | pis:
Total _
CAZ 51 51 0 51/51(100) p=0.002

Fis: Fisher's exact probability method, Elimination rate: eliminated/No. of strains
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

Table 19. Organisms appearing after treatment
No. of strains
Isolates T
PZFX | CAZ
GPC FS pneumoniae 0 : 1
Subtotal 0 ' 1
GNB lA calcoaceticus 0 ! 1
Subtotal 0 1
Total { 0 2
Incidence 7! ' 0 2.02

i

Incidence: No.of patients in whom organisms appeared/No. of

patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

BTN LR L7 RICEBMREIC L Y ol O Y AT
177 BTNERDI:. TOR, Bl ST %5
TIEHHED D, CRP12LLE (A EE), WEH XA
R e MU E (AHEL) O3EHA, Fuadgkl
IEBITIE ORI ES D, Kl 37" &5, CRP12MLE (B
MaEt), MEXHBITR 6 S E (APEL) D4ER
MR X7z,

ZITINOLHERNFTHIE LA EDOEE KD D
720, LROMIZERMESWERE L Tnz, BEDY
AT Ay 7ETICTHT L. BIRSh - RRFIC?
T, FHED D, WX BT e Bl E (RABEED)
CRP 12 Ll & (REAGET) HBERZN BN AR5 L 0 R
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Table 20. Changes in symptoms, signs, and laboratory findings

L. Treatment] No.of Improved Unchanged Aggravated Improvement | Statistical
Clinical parameter | Days group |patients| 3 p2‘ 1 0 * -1 -2 -3 fate %) analysis
3 [PZFX 85 2 17 48 16 2 0 0 |67/8578.81 | U:2.107
CAZ 96 6 30 45 13 2 0 0 [81/9684.4) | p=0.035
PZFX 76 6 20 43 7 0 0 0 [69/76190.8 | U:1.835
Body temperature | 7 5,7 88 6 39 37 6 0 0 0 | 82/88193.2)  p=0.066
14 | _PZFX 39 4 14 19 2 0 0 0 [37/39094.9/  U:0.159
CAZ 37 2 17 16 2 0 0 0 | 353794.6) | p=0.873
3 | _PZFX 86 0 0 38 46 2 0 0 | 38/86(44.2) | U-0.301
CAZ 97 0 2 37 57 1 0 0 139/97(40.2) | p=0.763
Cough ; |_PZFX 77 0 10 50 17 0 0 0 [6077(77.9) | U:0.596
CAZ 90 0 23 42 25 | 0 0 0 1659072.2) | p=0.551
14 _PZFX 38 0 11 25 2 0 | 0 0 3638094.7 | U:0.365
CAZ 38 0 15 18 5 | 0 0 0 | 33/38186.8 | p=0.715
3 | PZFX 85 1 2 33 45 4 0 0 [36/8542.4) | U-0.112
CAZ 99 0 6 36 52 5 0 0 |42/99(42.4) | p=0.911
Volume of 7 PZFX 76 2 16 33 23 2 0 0 |51/76(67.1) | U:0.805
sputum CAZ 92 4 17 50 . 17 4 0 0 | 71/92(77.2) | p=0.421
14 |_PZFX 39 3 14 16 | 6 | 0 0 0 133/39184.6/ | U:1.092
CAZ 40 1 11 22 4 2 0 0 |34/40(85.0) | p=0.275
4 | PZFX 78 0 8 38 30 2 0 0 |46/78(59.0) | U:0.590
CAZ 89 0 8 50 29 2 0 0 |58/89(65.2) | p=0.555
PZFX 50 0 17 26 7 0 0 0 [43/50(86.0) | U:0.398
Property of sputum | 7 7 52 0 20 25 7 0 0 0 | 45/52186.5 | p=0.691
14 |_PZFX 15 0 4 9 2 0 0 0 [131586.7) | U:1.491
CAZ 17 0 9 7 1. 0 0 0 |16/17(94.1) | p=0.136
3 PZFX 22 0 1 16 4 | 1 0 0 17/22(77.3) | U:0.293
CAZ 25 0 1 17 7 1 0 0 0 |18/25(72.0) | p=0.770
PZFX 17 0 2 13 11 0 0 [15/17(88.2) | U:0.021
Dyspnea T caz 21 0 2 17 2 0 0 0 | 19/21(90.5 | p=0.984
14 __PZFX 11 0 4 7 0 0 0 0 11/11(100) | U:1.917
CAZ 9 0 0 9 0 o [ o 0 9/9 p=0.055
4 |_PZFX 30 0 0 19 11 [ 0 [19/30(63.3) | U:0.295
CAZ 28 0 0 17 10 1 0 0 [17/28(60.7) | p=0.768
. PZFX 29 0 0 25 3 1 0 0 [25/2986.2) | U:1.178
Chest pain " [ caz 25 0 0 18 7 0 0 0 18 2572.00 | p=0.239
14 | _PZFX 16 0 0 16 0 | o0 0 0 [ 16/16(100) | U:1.250
CAZ 9 0 0 8 1 0 0o 0 8/9 p=0.211
53 [ _PZFX 56 0 0 30 25 1 0 | 0 [30/56(53.6) | U:0.199
CAZ 64 0 0 33 30 1 0 0 | 33/64(51.6) | p=0.842
Rales 7 | _PZFX 48 0 5 36 7 0 0 0 [ 4148185.4) | U:0.119
CAZ 58 0 4 47 6 1 0 | 0 | 51/58(87.9 | p=0.905
14 |_PZFX 26 0 7 19 0 0 0 | 0 26/26(100) | U:0.595
CAZ 24 0 6 16 2 0 0 0 [22/24(91.7) | p=0.552
3 [ PZFX 10 0 0 9 1 0 0 0 9/10(90.0) | U:0.717
CAZ 7 0 0 7 0 0o | o0 0 /7 p=0.473
) PZFX 7 0 0 7 0 0 0 0 77 - 0.
Dehydration T T caz 7 0 0 7 0 0 0 0 7 ;E 29500
14 |_PZFX 4 0 0 4 0 0 0 0 4/4 U: 0.000
CAZ 3 0 0 3 0 0 0 0 3/3 p=1.000
3 PZFX 2 0 0 2 0 0 0 0 2/2 U: 0.500
CAZ 2 0 0 1 1 0 0 0 1/2 p=0.617
. PZFX 1 0 0 1 0 | 0 0 0 | 11 U: 0.000
Cyanosis 7 CAZ 1 0 0 1 0 T 0 0 0 11 p=1.000
14 _PZFX 0 0 0 0 0 0 0 | ©
CAZ 0 0 0 0 0 o | o [ o |
5 |_PZFX 86 3 21 47 15 0 [ 0 | 0 [71/86(82.6' | U:0.650
CAZ 94 3 19 54 17 1 0 0 [76'94(80.9) | p=0.515
WBC ; |_PZFX 77 4 29 37 7 0 0 0 170'77(90.9 | U:0.929
CAZ 89 6 25 48 8 2 0 0 |79/89(88.8 | p=0.353
PZFX 38 4 14 20 0 0 | 0 0 38/38(100) U:0.072
14 ™Az 40 6 13 20 1 0o | o 0 [ 39/40097.5 | p=0.943
PZFX 44 0 2 4 26 5 | 7 0 6/44(13.6) | U-0.057
3 I caz 44 0 0 5 27 8 | 3 1 | 540114 p-0.955
ESR . | _PZFX 53 2 8 12 22 5 3 1 1225341.5 | U:0.326
CAZ 53 0 10 13 24 2 4 0 |23 5343.4) | p=0.744
PZFX 29 2 4 9 11 2 1 0 1529(51.7) | U:1.340
14 ™ caz 29 2 1 5 9 2 0 0 | 18/29(62.1 | p=0.180
PZFX 83 0 22 29 30 2 0 0 51/83(61.4) | U:0.060
3 T caz 95 0 28 29 35 3 0 0 | 579560.00 | p=0.952
CRP ; |_PZFX 74 5 39 23 7.0 0 0 6774905 | U:0.360
CAZ 87 9 45 22 11 0 0 0 | 768787.41 | p=0.719
14 |_PZFX 35 11 13 8 3 0 | 0 0 |32/35(91.4) | U:0.821
CAZ 38 16 11 10 1 0 0 0 [37/38097.4) | p=0.412

Improvement rate: Improved/No. of patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
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Table 21.  Changes in chest X-ray findings
D Treatment No. of Improved Unchanged Aggravated Improvement | Statistical
ays | group | patients| 7 § 6 5 : 4 3 2 1 0 17| -2 | -3 rate (%) analysis
PZFX 81 0 ( 0 0 0 3 10 44 17 4 3 0 57/81(70.4) U: 0.702
3 ‘ -
CAZ 93 0o 0| o0 1, 0] 15 | 44 18 14| 1 | 0 |60/93(64.5 | P=0.483
. PZFX 74 0,00 517 | 30 | 17 4 1 0 | 0 |69/74093.2) | (5.0 493
CAZ 86 1 0ol o0 6 | 16 | 34 | 22 6 0| 1 0 |79/86(91.9) | P=0.622
" PZFX 39 0o 0 | 1 8 | 12| 14 | 3 1 0| 0 | 0 |3839097.4 | 1.1 979
CAZ 38 0 0 4 | 10 | 10 | 11 3 0 0| o0 0 | 38/38(100) p=0.201
Improvement rate: Improved/No. of patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
Table 22. Adverse effects
Treatment group
Statistical analysis
PZFX CAZ
Total no. of patients evaluated 110 115
Fis:
No. of patients with advgrse effects 7 6 ) 9 ) p=0.596
incidence 7. 5.5 7.8.
“ severity” mild moderate mild moderate
I
| tremor of fingers 0 0 0 1
! tinnitus 0 0 1 0
dizziness 1 0 0 0
' insomnia ! 0 0 1 0 |
Symptoms and signs | mental disorder i 0 1 0 0 |
| rash 0 1 i 1 3
| nausea, vomiting 0 ! 1 { 0 0
| ! 1
| diarrhea 0 | 1 ‘ 1 0
| anorexia 0 ‘ 0 ‘ 1 0
J glossitis 0 1 } 0 0

Fis: Fisher’s exact probability method
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
"No severe adverse effects were observed

EEEEFTHM LT, BERSRIBVTINGY
SRTORBEPRECL O LHEE X7 (Table 27) -
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Table 23.  Abnormal laboratory findings
Treatment group
Statistical analysis
PZFX CAZ
Total no. of patients evaluated 100 108
Fis:
No. of patients with abnormal I?boratory findings 31 ) ) 32 7 p=0.880
[incidence %] [31.0] [29.6]
WBC | 2 2
Eosino. 1 6 5
CPKt 0 1
AST t 1 4
ALTt 6 7
ALPt 1 0
LDHt 0 1
BUNt 1 0
Kl 1 0
PLT ', Eosino. t 1 0
Parameter Eosino. 1, ALT? 0 1
Glucose t, ALT? 1 0
ASTt, ALTt 4 6
ALTt, ALP? 1 1
ALPt, v-GTPt 2 1
PLT !, BUN? 1 0
ASTt, ALTt, ALPt 0 2
ASTt. ALTt, LDH 0 1
ASTt, ALTt, ALPt., LAPt 1 0
ASTt, ALP?t, ~GTP?t, LAP? 1 0
ALTt, ALPt, v-GTP?t, LAP? 1 0
Fis: Fisher’s exact probability method
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
Table 24. Overall safety
Results
Treatment No. of - Safety rate Statistical
group patients safe virtually less not (%) analysis
safe safe safe
PZFX 101 66 28 7 0 66/101(65.3)  ¥*0.091(DF=1)
CAZ 109 68 32 9 0 68/109(62.4) P~0-762
Safety rate: safe/No. of patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
Table 25. Usefulness
Results Usefulness L
Treatment No. of rate Statistical
. very slightly lysi
group patients aseful useful sceful useless %) analysis
PZFX 82 14 57 4 7 71/ 82 (86.6) %% 0.406(DF=1)
CAZ 100 23 59 7 11 82/100(82.0) P=0.524

Usefulness rate: (very useful + useful) /No. of patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

ZETHY, REFEOMEEFFEICHL TR E
THIZHE L TED S,

FEMIZIE, FIMHE TCORKRRIRIIEB VT, PZFX
EFEOBmCHEME, w2t RIEHERE 2.4% (13/
540), BERMAME 2L S BIH 11.8% (59/501)°) AV
Eh7zb oz 5. 40, PZFX {E444E 1,000 mg
(5 2) OMBEVER %3 L OBLIRE (x5 5 A 07,

LEMBLUOAREZZBRMIFET L2 AL
L, CAZ2,000mg (/3 2) ZAfHASE L L /- A4 %D
T2 &L % 2 BERILBGAER % 0t L 72
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Table 26.  Clinical efficacy (all patients with bacterial pneumonia)

T T

Treatment| No.of Response Efficacy rate Statistical analysis
group | patients | oycellent good fair poor unknown (%)
PZFX 104 ‘ 21 67 5 7 4 88/104(84.6) 90% confidence interval of the
i efficacy rate difference
| (PZFX-CAZ)
CAZ S 5 7 5 94/111(84.7) | 9.1%~9.0%

Efficacy rate: (excellent + good’ /No. of patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

Table 27. Results of logistic regression models

[ Wald 907 Confidence Limits
Data set Variable Category Odds ratio P
lower upper
drug PZFX/CAZ 0. 800 0.320 1.987 0.6866
concomitant drug present/absent 0.353 0.115 1.087 0.1278
Per—protocol based
CRP =12.0+ unknown/<7.0 0.389 0.137 1.101 0.1354
chest X-ray findings 26+ unknown/=3 0.156 0.061 0.399 0.0011
drug PZFX/CAZ 0.893 0. 447 1.783 0.7873
concomitant drug | present/absent 0.253 0.097 0.657 0.0180
All patients with | )
. . body temperature | 37~<38/<37 0.580 0.294 1.147 0.1888
bacterial pneumonia |
CRP 212.0+unknown/<7.0 0.478 0.223 1.028 0.1128
chest X-ray findings =6 +unknown/=3 0.259 0.126 0.530 0.0019

PZFX: pazufloxacin, CAZ: ceftazidime

N T 5 4T BIDEAT A RN L B 5 72D A TH
D, HBERELTEL2 L YOEEE L - TiTbh/d
DEEZOLNL. BAGIONRIE, HERIEEB X UH
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B R 7 S S AT o G2 490 185 B L2 BT A A 4 %1k PZFX
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10 E LI Fr b7z cefozopran (CZOP) ', cefoselis
(CFSL)" 8 & O'CPFX il B D R B 12 B 1T 5
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Table 28. Estimated efficacy rates and their 90% confidence intervals under the adequate logistic regression model
Data set It Efficacy rate (%) 90% confidence interval of the efficacy rate
ata se ems
PZFX CAZ difference (PZFX-CAZ)
observed rate 90.7 89.9 -7.5~9.1%
per—protocol based

estimated rate” 92.9 94.2 -5.7~3.6%
all patients with bacterial | observed rate 84.6 84.7 -9.1~9.07
pneumonia estimated rate”* 88.8 89.9 | -7.0~5.2%

* -2 Log likelihood = 97. 28, AIC=107. 28,
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

13, PZFX # 89.2% (66/74), CAZ #¥ 88.2% (75/85)
DHEMEVRINT,

BB S FER 3 HUWNIZHOMEE K5 S h
mah e Pl S 7z 324E6 (PZFX &, CAZ Bt % 16 )
AT A ERIRAI R A 4GS L 7o 45, PZFX B 93.8% (15/
16), CAZ B 87.5% (14/16) DEMNFE TH > 7. f-
575 LRMEENT S O THIES ShEYTH -
TEBIE C, FNSHOIEFNIIH L PZFX BTl t 7
LLRMAEENG 2 EL T 7 7 LRTIREED B A
BB T BT e THER) Db, 248 BG5S h
BN THSTZEBABIOIH -F 7 5 ARIMEEL &
ATZ3BIF2BIA [HZ], 1BIA [EK] Th -7z,
—7, CAZBETIEt 7 = LRI E R A H LG 8 B
T [ER] L, 162 [RF#], ¥/70rR
N EEE 3HN T e [FX] OBRBETH - 72,
Pk, B-77 % 2 RBUHERIDOUI T 5 PZFX 144
BOFEMENRE SN, —F, CAZOF /0 r R
MAEENOIC T 2EHELFEEIRER, 2ol
POHERIRDGIZ BT AR OF AL RE Iz,

RRBTHE I N/-REBE L TIES. preumoniae
Bbob b, HMBARYGD (44 B), LR KEH]
(56 ZHbE s LELRRINGIO 57.67% (49/85) %
IhAESz, TE T AN b IvT O 2 Ml E P
RIZB ke S AR K R M MM 2 2 xb R & L 72iE
RN EEOLEREB IR A ELR &L BT
bE, SlEOREETIZS. pneumoniae MHIHIH %
BB OBEHE L L TOMEEOSvwLub Ty
S. aureus % P. aeruginosa 7z EDOMEBI L L A D
o tz, REHEMHE 85 FIZBIT 5 AL, PZFX
B 94.6% (35/37), CAZ £ 93.8% (45/48) L ¥ 1
bERRA BT R BITAELIV LEETHY, ¢
LbLmEE LRI L ZREhoFHRTED
27z, REEAKIE S NPl TOM)EL L R AR)H]
\$, PZFX BETIE S. pneumoniae AIHI 1 61 ([ M5 ),
3 Wil (Peptostreptococcus micros, Lactococcus cremo-
ris, Fusobacterium necrophorum) & 1 ] ([ %X
%)), CAZBETIE S. aureus ¥if5], S. pneumoniae
WM B, H. influenzae RIBBIO K 16 BHIL L [X

** =2 Log likelihood = 155. 60, AIC =167.60

REW])TH o7

—Ji, MEFENHEIZBT 5 EESEILEIT PZFX #
81.1% (30/37), CAZ fif 100% (48/48) TH 1), il &f
OWEHALEIZHEEN A LN (p=0.002: Fisher ®
BRI R )., 70, WENICALZRHOMHEDLEK
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Clinical evaluation of pazufloxacin mesilate for bacterial pneumonia

—Phase [l comparative study of pazufloxacin mesilate versus ceftazidime—
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The clinical efficacy, safety, and usefulness of pazufloxacin mesilate, a new quinolone for injection, were
evaluated in bacterial pneumonia or lung abscess in a comparative study versus ceftazidime (CAZ). Asa
rule patients received either 500 mg (as pazufloxacin) of pazufloxacin mesilate b.i.d. or 1,000 mg (potency)

of CAZ b.i.d., intravenously, for 14 days (28 vials). The following results were obtained in this trial.

1. A total of 232 patients were evaluated in this study, and 185 of them (bacterial pneumonia: 173
cases; lung abscess: 12 cases) were evaluated for clinical efficacy. The cases evaluated for adverse effects,
abnormal laboratory findings, overall safety, and usefulness amounted to 225, 208, 210, and 182,
respectively.

2. The clinical efficacy rate was 90.7% (78/86) in the pazufloxacin mesilate group and 89.9% (89/99)
in the CAZ group. Both groups showed high efficacy. Since the 90% confidence interval of the efficacy rate
difference between the two groups was -7.5~9.1%, the clinical equivalency (non-inferiority) of the
pazufloxacin mesilate group to the CAZ group was demonstrated at A=10%. Although significant bias was
found between the two groups in the patient background factors concerning “sex”, “concomitant drugs”,
“body temperature”, “ESR”, “CRP”, and “chest X-ray findings”, clinical equivalency of the pazufloxacin
mesilate group to the CAZ group was conclued after correction for these biases too.

3. Among the cases evaluated for clinical efficacy, 85 cases in which the causative organisms were
isolated were evaluated for bacteriological effects. The bacteriological eradication rate was 81.1% (30/37) in
the pazufloxacin mesilate group and 100% (48/48) in the CAZ group, and the difference between the two
groups was statistically significant (p=0.002, Fisher’s exact probability method).

4. The incidence of adverse effects was 5.5% (6/110) in the pazufloxacin mesilate group and 7.8% (9/
115) in the CAZ group, and the difference between the groups was not significant. The incidence of
abnormal laboratory findings was 31.0% (31/100) in the pazufloxacin mesilate group and 29.6% (32/108)
in the CAZ group, and the difference between the groups was not significant. None of the adverse effects
were serious.

5. The safety rate was 65.3% (66/101) in the pazufloxacin mesilate group and 62.4% (68/109) in the
CAZ group, and the difference between the groups was not significant.

6. The usefulness rate was 86.6% (71/82) in the pazufloxacin mesilate group and 82.0% (82/100) in
the CAZ group, and the difference between the groups was not significant.

These findings indicate that pazufloxacin mesilate is one of the most effective drugs for bacterial
pneumonia



