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O AR FEMBE VT BRSNS L CRERR, ¢ B s dRBrR,

O BHRKZE N, T ROMBBEFERER, © BRI RREBEAR,

O B REBREA L & —FRGH, o EIRERT SRR ER, v RO HRMRAR,

2 JIIE T SL) KRR BE PR, 1 REREERBRAR A )N o S5 BE PR 0% 23 8,
W 2% )1 Lo A B R R B R
© FEAFE _NE B X UBERE,

P8 S8 I RE LS 0 B pazufloxacin O KRR ¥4

—Tosufloxacin tosilate % tf /A% & L 2 BiIK % I MLt BARMR—

W HRINRLERGIFRER L~ 7 — SR,
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CRXBEE, VAARHAZA, 2arbo—7—, O RIRENREE

(PR7HE12H11 8244 - FR84%E 1/ 26 HZH)

FEBOMA= 2—%/ 0 RHEME pazufloxacin (PZFX) DM 50N BRIE IS T 2 H Mk, ©2
%, FRA%EEBNCHEMT 22D\ tosufloxacin tosilate (TFLX) % e LS -~ EERILE
ABREERLA, PZFX 12 1H200mg % 1 H3H, TFLX X 1H 1560 mg # 1 H 3 H, 314 HW
FHERRIE LY, BOMABRRIIUTOLBYTHo 7,

1) PZFX # 100 #), TFLX # 102 fI2#k s 1,

13 BINERIRZY RMIT A LSRN E N, FRETF

CETFORY DA SRR, KEAMFORRNS, KNFMLOKEI LWL HNESh,

2) BRIRZHIZ, %) PZFX ¥ 14.0% (13/93), TFLX P 20.8% (20/96), &%) PZFX % 73.1%
(68/93), TFLX # 57.3% (55/96), HREizENEN 87.1%, 78.1%ThhH, WEMMIMIcHELIZ
Aol o7d, A=10%& LARAD, PZFX @ TFLX (o032 RN A S% I RIE S h i,

3) MEZNRRIIEINEEK PZFX ¥ 67.6% (25/37), TFLX # 83.3% (40/48) THEZIZA LI

&ﬂ") ko

4) RIERIRBIEIZ PZFX ¥ 4.1% (4/97), TFLX # 4.0% (4/101) Tho7to EHERIZPEAE
FEREHBERTH > 2N TFLX B TOFEEODH TV, WA, TH - 2FO 3 FADEII I TRTE

g?&O to

5) BERREMREORBXIE PZFX B 2.3% (2/88), TFLX # 8.4% (8/95) THEZRALh%

Aol

6) MERSEIMEFARMICAHREZIAON Dok, RELFMS WA IX PZFX ¥ 93.2%
(82/88), TFLX # 88.5% (85/96), %7:, 12I2KRLTH 5L Lo AEIX PZFX # 100% (88/88),

TFLX # 96.9% (93/96) Th o7

7) AREICBISHAXIE, PZFX ¥ 87.1% (74/85), TFLX # 76.8% (73/95) Thh, WEHE

MIcHEZRALN 2D 57z,

DEoB&E Yy, BESGEREEICH LT PZFX 600 mg/BIx5 3 DBKRE, REHI2BVTYH
FICHEI R, RAEMICTIE TFLX 450 mg/HEE LRA%D, BUWARAES B Ihs EHELEXON

pAL

Key words: Bt 58 &Y, pazufloxacin, tosufloxacin tosilate, — HEERILBRER

Pazufloxacin (BAF PZFX) &%/ o &Ko 74H0I, #
RD=2—F )0 RERELIRL D, RE-REREE
FL-BONEEL LT, Bt IERIAIM LKA
IRV HFLCHARRPOEHTHS (Fig. Do

PZFX 3 ¥BZHICZ, WEAVHREANXY PV ERVHER
HEEHL, ABBNICH, ByimidiREs ghlmith
BERSREATVWS, —F, REBICBVTHEMERIC
I BERARABEIGE S EFREENR TS,

ZCTHEIHARB? L E/i%, MR, WRBHEBERAE
BEAMHRELE, NS IHRRETDH, HUTERA
B, SR AL, FARERR S X R FRERERE T
ME<cExoFRAEIRIF SR, B BRPHRELDHIS,
900 mg/H ¥ THB L THIRLHICHBED VI EHTRBRS
himv, 7, BHSGEBEE? & REESEY ICBITH
BRRHARBICBVTH PZFX OFRAE SRR S h, BKE
& REIE 300~600 mg/B LB S hBBEMABONL,

ARBIULOERETRIC, BUKERREL RIS
PZFX 600 mg/H (% 3) DHK#R, REMBIUHHL
£ EZBMICKRIFT 5 BT tosufloxacin® (BLF TFLX) 450

mg/B (5 3) ENEELL, SHE_HEREICTHER
L7

B, FRBRGEBRRAZAROKELBI L L H IS,
[EXROBKABROERICHT 2 EH | ([CHIMLTERS
(DA

L. N&&LIUERFZ

1. & #

R 5 9 AD ¥R 6 4 12 A £ Tic2E 56 Mgk
ERBL, BELV UPSEOBYELERYIE L 28
Sh7-BEEZHRE L TEARRIIER_ SN, ERIZ
FEJE LT 20 &AL 80 kiwe L, 5, Ak -#
RZMibrwI L L7z, MEREES LTER -
FROMHELBEZRBIRL. &b, UToEMI
KroBNTHEE LA,

(1) FRBRBMGHEICT TIZ PZFX % 7-1% TFLX ¢
Ry (WAl

(2) ARBRFERANICHOGEEREIC X D ERI YK
#LOoDOHLHEH

(3) BEWA PZFX H5H\id TFLX C@tE%R¥
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Tosufloxacin tosilate

Fig. 1. Chemical structure of pazufloxacin and tosu-
floxacin tosilate.

fEB

(4) ERLZERKS, AHELZAL, HEXOER
¥ 5E A 8 2 5 B

(5) WEDL, F, EFREREND ZEHR

(6) ¥/ u RHKHEIINTETLAVF—BIUE
BL2RAEROBED D 5 FEH

(1) TADA, DEIVIIBERRLLOBRELZET
% ER

(8) 80 BRMTHoTHENLLDERNEET
EXFM AL ELONLERN

(9) 1@, BIAPBIUERLTVSTEEDODH S
fiEB

(10) Zoftl, HYEMAAEY &KW L 25ER

FBEREREEDS L, CFAHAMABE XL
XRRYRE & R L OEROBOHHBETEVES
BHar7-0, BRLZEE L7,

2. BEORE

ARBRPMGHIIC, BRROEBICELINRLELEZ
LiIowToOREEZ, BEAATEEERAAICK
FE3ROHTHELIZELL L. AEZ2BAIIH1D,
UTICEDAHEHIIOWTHHATALDL L, HBE
AHE*RAERICERTASELE L, &8, ORI
TRBE*B-BER, FORBCHTIZELRTD
Dt L7

(1) ZRBROBMB XU

(2) FRINAHEB IUVERYE

(3) UHFBHEIINTHMOEBFEDEEBLUZ
DHNE

(4) RB~NOBMIFAELZVWEETH-> THAF
BRrZFrnw2t

(5) RB~NOBMEFRBELLEETORRECAZR

HT&EHZL

(8) EDMBIME D AMOZEIZMLLE2FH
8. BRI

RBREX I TFROLBY EL

1) BERKEA

PZFX $¢: 1 f¢, PZFX 100 mg 2 SHTA7 1 VA
I—F4 ViR

TFLX placebo #¢: TFLX $¢ & P 1 27 7 L KR,
2) X HAHH

TFLX $¢: 1 8, tosufloxacin tosilate & LT 150
mg ¥ BAETAE7 I NVAT—F 4 VIR

PZFX placebo §¢: PAFX & & ML 7 7 KK,

%3, PZFX RA#i: 1 HE LT 100 mg % 6 #&,
TFLX RAMIZ 150 mg # 3 RE MEN T IRBAR
B EN6 PZFX 2 # & TFLX placebo 1 #€ %71t
TFLX 1 $¢ & PZFX placebo 2 & Th¥h 1AL+ 5
FINFI—FEERHVWAILICE ) ENORIT S
BRFELL (Fig. 2). 7, miE¥ARLb 18 BR)
1 EE:LT, 1BR34Q, 14 HF 4248) 1
EWFELT T BET2128 TEMDNERICND K
#L, ¥#4%% [TT-DBT (C)J] L LTHONARELR
HTRREE L7z,

4. ABEAOE Y 1T B X CRAIR

1) #by

ZABREFOWMY T, 18 4 EHLL, FHLED
BREHN, tEEFETLETI 2 EATOICLDEIHE,
a7 ba—5—HEERIZITV, Key code IZFHFET
TEHRE L7

B, PRI —TVzry—F—%HfRLERRE
EMARE L7z

2) WPREYEDRIELR & Ul WA AR

ABREH OB REORIEIZD ¥ bu—F -7

PZFX group

600 mg/day O O O

TFLX group C C C C O C)
450 mg/day . ' '
‘: PZFX 100 mg tablet

O: PZFX placebo

.: TFLX 150 mg tablet O: TFLX placebo

PZFX: pazufloxacin, TFLX: tosufloxacin tosilate
Fig. 2. Package of test drug.
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W, RBRTHEBECaY ba—5—2HEM AP
TVEDWTHEZERN (BEMNKLEFNPUE K
HERI#R) THERR, BHRRS L USHRBY
EEML, BBICHATICEAMBENT,

5. IRAE, RANES X UIREMMN

BFEBBRICTHREZOZHMECENBETOE
BAGHRBL, FA--B50XMIA--BEOAIIMA
TAHIEE LA, MXHMO 1 HIRARKIZ, PZFX it
Hi# 600 mg, TFLX fRAI®M 450mg &L, 1M 1 @,
1H3 M, B REBMHEL LS, BMIZERIE L
T 14 BRERBA L L2, UTowFhhicBys
AH/EICIR, RBHYEMoYNTHIETAaI L
7=

(1) HEENVER SN LHNL S

(2) RBEFOHREI M TELVLHB IR
& (BROHEX3 HHS U LESHICHN T 5)

(3) MIEAF - IBRRAMREIRIL, Mk
EmEEL M s h g s

(4) HEPSBNTREFHFICHYT L LA, &
Emmbtsic L 2-5E

(5) BERET QX ETOREAD»SOH OB LKA
5)')7’:%‘3

(6) Zoofly, RERIEYEMGAREBEE 5 A # Y & 1M
LEE

6. PFFEIZEIL¥

AZXBHRIMBOREE (727054 FOLREAD
B), AIFEEATFOAL FHl, y-7a7y) wHlH,
o= —FMETFRAS L MO RBREH OB I3
L7z FAFMELT, ARBOERFMICHEL
BXIZTLEZONDIEA (L L IHMREH, B
BEH, FEH, SH% OBEIE¥EEL,

T, EREBEBIUEHEICHTIHERELHA
L722BE, -3 kAbrRBE2IT-2HEICIE,
LERERICZONBLZERT AL EL

7. % - REFHE B L CERBRB

1) BEOHRRAE

ARBREABATICREL =V YV, IVTES, F,
BRI, hE, AR -SAR0%, BE BREDNED
SUFDEREE, ERKE - AHHEB L UZOEER,
BAE, BHRE, HAOLEREOFELBIVZON
B, TILNX—BERLLZRERIERL

2) BRAIRIE

ARBREBISRTEITO 1 HEEBIUCRAEK
RPRERICER L. &8, RAXFRAOEEICIE,
FOFLVWIRARZERTAZ L E L,

3) BRI - FrROBIE

B HISOEEBIUEEITROLBYEL,
EHIE LTEHTI LA, Al L bIRAIR
Wani, BG83 H#%, 7 BHB XU 14 HEICIIEKT 2

ckkl7,

(1) fAibl: fg: 11 BAL 2 A Bl

(2) k. + + (MELAREShDHE), + (B
D), = (L) » 3B

(3) Mype k. ++++ (100 ml ALE/H), +++
(50 ml A I 100 ml #i@/H), ++ (10 ml BAF 50 ml
Ki/H), + (10ml kik/H), - (&L) O 5 &R

(4) WatEIR: P (tE), PM (M), M (Bt%)
0 3 Btk

(5) MPREEE: ++ (RLMFBROPE), + (b
D), = (&L) 03B

(6) Wi: + (Hh), - (L) 02k

(7) WESHF: ++, +, —D 3Bk

(8) BiASER: + (BY), - (L) » 2B

9) F7/—¥:+ (HY), - (kL) D25k
4) BERRE
HEBLUEGRPEZD O LOREL (Table 1),
BB, FEACRENERTELVESRZOMNA X
FIRBBICERTASLELE, T, BALHIDOHE
T 14 BRBTRADIELZHES, THELRD Bk
BAELZEFORAICHBHAIET AL E L,
AP, BREAEZREEHIZDOOLALEEIC
BIEEBRE - IBABREOMICHT S T TELZEYE
BRELZTV, RBEAEOHEHBEL, 1. BOHLIC
MirdH Y, 2. 25MEHY, 3. BEHI,-HLAL
Vv, 4. BBRZVWSLY, 5 BRELD 5 BRETHE
L, HEMEN1, 2, 30LDIIOVTHEREMR
HLLTHIHLL, REEHIZOVWTOHER, BHE
bk e s [HREICE 2 HRBRERICE T 2RI,
BAREEREOHEEKE]Y 2B Z L TiTo 7
MBOXMEEIIOWTIX, ZOREZRAERICR
ryFL, HRELZXBREREIPEREI~MH L.
5) MEKRE
ARERFEMGH, 3 B, 7 HEBX U 14 A (F7-
EHIER) ICEBROFEICLYMEOSE, [T,
BHEAMEZITY, BREOHEEBIUHREH#UBATD
FERERZIT o7, %8, MEQOHIIRENTELRY
BEwCiE, ToORBEF-3BHICERTA I LE L
KEEREL LUCREHHBARTICOVWTIX, WXH
EBECTHORELHALLD A TERERASKRKR
EEryy—HRBPAXMFL, HOBREL PZFX,
TFLX O¥HEZME (MIC) e KB oL L
720 %3, MIC OHIE L HAR{LEREFREREE 1T
HEOVWTIHIFo 72

6) BEPEAER

ARG ICHEEERVPHUBALAEEE, TOE
R, BEH, BE, LE, BBBIUVEHEOREY
B, ZOUICZOYERREAERICERT L L L
L. EROBER, R0 AR ZBERER
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Table 1. Schedule of laboratory tests

Item Bofore | Day3 | Day 7 | Day 14

Arterial blood
gas analysis

PaO:
PaCOs
pH

(0N 6

Blood studies

RBC
Hb
Ht
platelets
WBC
differential leukocyte count

ESR (1 h value)
CRP
mycoplasmal antibody (CF or I[HA)
cold hemagglutination
chlamydial antibody

(N IK N NoNoNoReINORONO]
0000000 O® OO0

blood sugar

GOT
GPT
AL-P

LDH
y -GTP
LAP
BUN
creatinine
PSP

Blood chemistry

Na
K
Cl

bilirubin (total, direct)

creatinine clearance

protein

Urinalysi sugar
rinalysis urobilinogen

sedimentation®

Chest X-Ray
Bacteriology

00 0000 0000000000000 O0O OCO00OOO® OOGOGOSOSNS O
00/ 0000000000000 000ONOG OO0OOOOG 000O0OOOS® OO0

[ NolNoNoNoNolNoNoNONORONONONORONORONONONO] KO
NOoJNoN N N JN N N NoNoN N NoNoNoN N N N N6

@: indispensable, O: should be performed as often as possible

*performed if proteinurea is present

BT AEEH, BRREERBOHELE | 282
LT, 1. BE, 2. h%EE, 3. HEO 3IERETHE
L7

EHAEE, RAE LTERBHEERTSETITOC
ril, EBEREL. ABREHOHRMHERII,
F—HENTHEEMEGRL T, BREORRE, A
% REARE REALBRELONRMMZBRELBR
LT, 1. BoriclEkad by, 2. 25M&HH, 3. K
BdHordrdblhkw, 4. LS LY, 5. BFELR
Lo 5 BBETHML, HRMEM 1, 2, 3 DHDITD
WCEIER L LTHET L7

8. ik

1) #HLEMIC X 5 8RE
HLEMIEARRBABA T A 14 B (F723P1E
BE) I —MRNTHEEMEBRL, SRFOHE

EHECHEVTREBICOWTHEL:,

(1) BYSEDEER
FARABBEOME, BKERS X URKRERR
FoHETE, 1. BiE, 2. h%E, 3. HEOD 3 B
THEL .

(2) ERERZHSR

HEER, SERMRBIVEBRRERREOREBE
bEIT, 1. ER, 2. A%, 3. RRAER, 4. EHO
4 BB, 3BT CHELR.

(3) MIBFH%IR

RERBRBOHE, HEBHBAROH KD X URER
B2 OB EROEBSLERL T, 1. HE, 2.
BA L3 —8BHK, 3. FED 3 BB, FALRFHT
L7z BERBBAEIFEELLES TR, RAR
DHEMER, ZEFRBLIUVEKREREEZL LIS
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i. IXRBR (HEAWCE2BRELEDEVES),
i, WXRE (MBWICE2BRELNEIBE) O 2B
BTHEL -,

(4) BELRLE

BB LUREREEREOA K, BESEER
LT 1 R2TH5 (REACEEREMREIRD
bNZVIHE), 2. BRELTHD (BEORMEHL
MEREEREVBO SNARE), 3. LRMEMD
3 (PHFEOHEACEEMEMBEXBDLOONAE
&), 4. MBHHD (DR MR 2 KK R IR
RROONLB/E) O 4 BN, BIUHELRRTHE
L7

(5) HH®

MERRREMEREELERMELT, 1. 2bDHTH
H, 2. HH, 8. ®LHH, 4. HEBELZLD 4 BRY,
BILUNESRTHEL.

2) NBHRIZE 2

Key code DB#ICS & 2%, EAHMRENI BH 6
RBtgh-5 40 (BE % AMKEST, KR A,
BEHE K #¥) Xh23hFBRARCBVT, £
EMDORERL B XREA»SEFAT LIS, ERD
RE, BRIEDNA, BREAGEORFEE, MEDHR, M
HEMFR, HEEER BRREERELY, BEL
SEBICHFAKICHTIHYRMOHEN RIS N
foo SCTHYEMOHELELR —HLRIZOVTH,
Key code DB#AI$ TI/MERAS L YFMROHYE
MdHrVRERKEEMAHENRAL, ABNIXT

WiE— 32 RDz. AN R ISR EBIER,
HMEREMABOFTKBLIUETOKER L DMARD
96, HONLDHOED/- KK (Table 2) ICHbLTH
HEL7,

3) fERAT RS DRt

MERICRRENZHEFADERFRICOVT, —
EOEWKICPE, ARRMBEEERE LT, HAMN
bh 3 Hik, 7 H#k, 14 HBOKKE LR/ (Table
3o

9. FILEFDI Y K

14 HHMH Leh o781, EAEPIELRA
TELTERONE, BEARESZEKL, BRDHEA
RET 7. 7, KBRVMMOEPTERENERL %
Kot BiR, BESTEOHAHABIVEO®ROKE
BiZoWT, TERZEYBVELEET o7

HIEBHPEEE IR EO D UNDOBHEITIZR
Aok e LTIY o 72

10. EFHOM Y HWV L B

ERAEEORE ICEMT IEAOWY Ficow
Tix, Key code ORBEHEFTIIary e —5—% 56T
CAERRXLTHAREL, SHIHYEMOERZ
KD, TEDHIRXATF—IxBEEL. T, FEeH
WHBL TR, TBRRABROKIEITICETINS NS4
VIPIZHERLT, 1. A#EE, 2. ik, 3. BE, 4.
MERK, 5. WELSHFD 5 2OFWIIEKSF L.

%38, Key code M #D7— s REEHICOWTIT
aviro—-s5—oRiErBs,

Table 2. Criteria for evaluation of usefulness

Clinical efficacy

Side effects and laboratory abnormalities

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 usel usel
severe useless useless
Table 3. Grading of symptoms, signs and laboratory findings
Degree
Symptoms, signs and laboratory findings 1 2 3 .
Body temperature (C) <37 37~<38 38~<39 =39
Cough - + -+
Volume of sputum (mV/day) - + (<10ml) + (10~<50ml) +H (250ml)
Property of sputum - M PM P
Dyspnea - + +
Chest pain - +
Rales - + +
Dehydration - +
Cyanosis - +
WBC (% 1.000/mm®) <8 8 ~<12 12~<20 =20
ESR (mm/h) <20 20~<40 40~<60 260
CRP <0.5 0.5~<7.0 7.0~<12.0 =12.0
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11, MERHARHT

Key code MAMIC & &2, M h8$t%a v bu—3
—EMA 7N EEETHMIE L7z,

e, F—SOMHEa s bo—3—DREDH L
2, BILEY BRI NS H K 7 v — T
T o7

ERIFMBE & LT, BRRRR, MNFRBR, B
BELE, FHMZHRAL . BEiCik Wilcoxon ? 2
BANLABREZ EICHV, A%, MBRELK,
WHAR, B, HAKICBOTIZ 2X2 Dy BE
EHRLA. TOMMFEBOKEICIELT, MWK
x*®SE, Fisher D MAERI ML % HI VW20

RHEBCB TR, EAWROFIEZHHOE %
ZRML (ARAKE 15%), REEBOFEZHAELZS
2T, Cochran-Mantel-Haenszel #: % v TH#iIE 2 17
o7t MENDHBARIZ 5% (MHKRE) & L7

EHICARMNMEMIEH & LT, BKRYRTIZRYSE
WAL, %5, EERER, ERER - SHHEOHE
B, BFHXAEER, EREVNOZEKIDEE, ME%
MR TRIERENMELNYREZ, TOMEEED

MR, RIEFTFREBE, 2oUICHBNBEELRD:,

T, BERMBICIBOWTHEENEIKITE 2
M, MR RERIC XTI EEEMEL
T, LD FE 12L& ) SR E DRNSEDOMRIEE (10%
Feke) &, EdbbETHYEDED 90%MMIX M
EHHLA

ARXOBFTIE, WIHRETHEKE 10% K i
B+, 6%RME *, 1%KNE *xDREHFTRL,

I R |

1. i B

AR RIF I Bi: PZFX & 100 #, TFLX ¥ 102
HORI 202 ATH - 720

Bk A 2 BT o B 189 4 (PZFX B 93 M,
TFLX # 96 1) T, &KW (HRNALE3IN, %
MR, MUGERAHIHE 1 M), ik 4 5 (BIE
HIhBL 3 B, AHEEL 1), BK 1A (BRBEOH
B) BIXUXFoMMN 1 H, ACHN L, &5 3
H## s bk MR & 1 ARt 13 A (PZFX B
74, TFLX % 6 #) &MIrBRAME L7

RIVE AT T R B 198 B (PZFX ¥ 97 #4, TFLX

Table 4. Case distribution

No. of patients included in
statistical analysis

PZFX: 93 TFLX: 96

Clinical efficacy

}__

No. of patients excluded
from statistical analysis

PZFX: 7 TFLX: 6

No. of patients included in
statistical analysis

PZFX: 97

TFLX: 101

Side effects

Total no. of
patients

PZFX: 100
TFLX: 102

No. of patients excluded
from statistical analysis

PZFX: 3 TFLX: 1

No. of patients included in
statistical analysis

PZFX: 88 TFLX: 95

Laboratory findings

No. of patients excluded
from statistical analysis

PZFX: 12 TFLX: 7

No. of patients included in
statistical analysis

PZFX: 85 TFLX: 95

_{

Usefulness

PZFX: pazufloxacin, TFLX: tosufloxacin tosilate

No. of patients excluded
from statistical analysis

PZFX: 15 TFLX: 7
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an

B 101 B1) T, REG, EXoOBRMER, fbhEEL
B, RBKEERGIE 1 BloR 4 B (PZFX # 3 #,
TFLX 8 1 #1) 2MFBRNABIE L

KRB AR AT AESY IS 183 I (PZFX M 88 #1,
TFLX # 95 #1) T, MERKH 9 4L LETRFH 5
BUCBL %S, EmKBERH, Aok B, KR
EHETRAE 1 BlOAF 18 FICHREIC & b BIRMRE
F—IT AL R 1 BlemA LR 19 Bl (PZFX #
12 8, TFLX 8 7 #) 2MHRAME L2,
AHEERI SR 180 #1 (PZFX # 85 #l, TFLX
B 95 ) T, BRRHDRMFTERASDSHIEHBBIE 3
Pl 10 EBRREARZES, REHHOTR,
BRERMXKBICTNAEALZOCICHMRBIEICE D
KF— Y RRA L 2o NER 12 Bl MA LS 22 #
(PZFX 2 15 ), TFLX# 7 #1) #MFTBNAIE L7,

FOMEFRADOREICH L TIXSICHBESILEL,
YEMOBREBHICRA SN (Tables 4, 5).

2. RASILH

BAER D RRENTIREIB 189 #irh, ¥ % 14 H (42
A) HEAETICRPTIED-EMIL 86 # (PZFX B 42

#l, TFLX #f 44 B1) THo7o FDOHRIZ PZFX # T
R E I 34 B, B, AEEIXEAL 6 B,
EFDWH R, HEERKIOZD, &1 HT,
Bl AU OEB D 8 FEMMFILAE L7
—7%, TFLX BTi2il 222 %% 33 #l, %%, £
BELIXTAL 6 #l, TDOMMBRLT+S 2 B, BPHEMN
M, BRBIENR, BI2EUBLALD, BIUERRH
Lacbict g0, £ 16T, HLLH
EBEXUBRUNOEBD 11 FEZRASIEAE L,
3. BEWRET

BRI BT 0t R Bl 189 FlomBMOBEFREF
WCDoWTHRAT L7 (Tables 6~8, Fig. 3),

1) BAYEBN 5

BT L KIZ TFLX Bic${, ABEXIURE (&
Yeb¥) B X UAY WA D T RBEER X PZFX B
£, FOBRICAERLZRBYAXALN (p=0.046)0
2) %, £, hE EEE AR -NX

o, hE EERCIAEELREIIAOKEN -
oo LD L%t PZFX BOEKRHEERIX TFLX HiCH
LIEVwarfidt (p=0.133), F7/z, PZFX T ARH

Table 5. Reason for incomplete cases

Category

Reason

Clinical
efficacy

No.of cases

PZFX TFLX

Side
effects

Laboratory
findings

Usefulness

Ineligible

Severe underlying disease
Pulmonary disease other than chronic RTI
Without definite infectious signs

x x
O O x 2 1
O O x

Discontinuance

Aggravation of complication

Side effect

Discontinuance caused by side effect and not examined in
some items of laboratory finding

O O x
O x

X

Drop out

Accidental disease

Treatment violation

Error in drug administration

Not examined on laboratory findings

Failed to examine by investigator on laboratory findings
Discrepancy in testing day by investigator’s reason

O OO x

X X X X
X X X X
N
N

O 0O «

Noncompliance

Discontinuance by self-judgement

Discontinuance and exchange to other drug without notice
Not examined on laboratory findings because of non-visit-
ing

Discrepancy in testing day by patient’s reason

X
X X
o

O 00O

Other
Unacceptable laboratory findings due to accidental disease

O
X
x

-

Total

13

22 15 10

O: evaluated, X : excluded
PZFX: pazufloxacin, TFLX: tosufloxacin tosilate
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Table 8. Patient characteristics

Characteristics PZFX | TFLX | Btatistical analysis
No. of patients 93 96 (x*-test)
chronic bronchitis 19 35
bronchiectasis with infection 34 23
secondary infection with bronchial asthma 15 8
secondary infection with pulmonary emphysema 9 18
Diagnosis secondary infection with pulmonary fibrosis 2 5 p=0.048°
secondary infection with old pulmonary tuberculosis 12 13
secondary infection with middle lobe syndrome 1 0
secondary infection with pulmonary cyst 0 1
secondary infection with pneumonoconiosis 1 0
male 52 55
Sex =0.
female 41 41 p=0.965
<20 0 0
20~29 2 1
30~39 4 1
Age 40~49 7 4
p=0.133
(years) 50~59 10 23
60~69 29 35
70~79 32 26
=80~ 9 6
<40 8 5
40~49 29 29
Body weight 50~59 29 30
60~69 17 18 p=0.788
(kg)
70~79 3 3
=80~ 1 0
unknown 6 11
mild 52 59
Severit, -
y moderate 41 37 p=0531
In/Out n 29 12
Patient out 59 70 p=0.146
other 5 1
Underlying disease absent 49 44
and/or complications present 44 52 p=0.426
Pretreatment with absent 84 88
antimicrobial agents present 7 8 p=0.348
unknown 2 0
. absent 23 31
Concomitant dru -
ant crags present 70 65 p=0.323
~3 1 1
4~ 7 25 30
Duration (day) 8~13 12 13 p=0.809
14 55 51
15 (x 2/day) 0 1

PZFX: pazufloxacin, TFLX: tosufloxacin tosilate

A%, TFLX BCTRNARFAOLD L2 HENEAON

(p=0.146),

3) EWKE - SUHE, EALFEME, BFHE, BRA

H#

CNSDOFHICBVTIR, HEAFMIBEIIAL

Nhhoiz,

4) ARBEABROER, R, BRRE

ARG OMEB 7 R PZFX B THEICEY

2723 (p=0.096), TDMDKIR, WM, Wi, %

BAER, PPREE, BWE, BAER F7/-¥,

WBC, ESR, CRP D&JER - FiE X UREMICD

5) BRHE, EHBTH

WTRRY BAaLhzhol,

RS h/-REEIE 99 T, 5 b PZFX ¥ 42 &,
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Table 7. Background of patient: Initial symptoms, signa and lahoratory findings

Characteristice PZFX | TFLX | gtatistical analysis
No. of patients 93 968 (x'-test)
<387 34 36
237~<38 43 50
Body temperature (C) 238~<39 13 8 p=0.794
=39 2 2
unknown
- 1 2
Cough + 47 50 p=0.823
++ 45 44
- 0 1
+ 32 27
Volume of sputum + 48 54 p=0.438
++ 13 12
+H+ 0 2
- 0 1
M 2 3
Pro] of sputum -
perty of sp: PM 49 4 p=0434
P 42 51
- 60 62
Dyspnea + 23 30 p=0.175
++ 10 4
- 81 86
Chest pai -
pain + 12 10 p=0.760
- 20 35
+ 51 41
Rales = +
- 22 19 p=0.096
unknown 0 1
Dehydration - 92 95 p=1.000
+ 1 1 (Exact probability)
- 90 =
Cyanosis 95 p=0.363
+ 3 1 (Exact probability)
< 8,000 40 45
= 8,000~<12,000 37 36
WBC (/mm?) 212,000~ < 20,000 15 13 p=0.844
=20,000 0 1
unknown 1 1
<20 20 21
=220~<40 21 28
ESR (mm/h) =240~<60 23 16 p=0.675
260 19 21
unknown 10 10
< 20 40 36
2 20~< 170 30 36
CRP =2 7.0~<12.0 12 13 p=0.791
=12.0 9 8
unknown 2 3

PZFX: pazufloxacin, TFLX: tosufloxacin tosilate

TFLX B 57 #k &, TFLX BiICE L s3Iz,
¥7-, BRI BT RAPRERIHE S WE
#liz PZFX B 38 41, TFLX B 52 I BHETHREICS

Motz (p=0.049; x*-test)o

F 442 %#I1& Streptococcus pneumoniae (21 #),

Pseudomonas aeruginosa (18 #&), Haemophilus
influenzae (33 #k) TH o7z,

¥ 7z, BALPEMEFLEMEE (T MIC 28IEL
2wk 99 ¥k 56 Bk (PZFX ¥ 26 #, TFLX #
30 B) THhoAEABRIHEIMIZB TR
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Table 8. Background of patient: causative organisms

. . Treatment group Statistical analysis

Causative organisms SIX TFLX (1 7-tost)
Total no. of patients 83 96

no 55 44 0.049

Isolation of causative organisms p=0.048°
¢ yes 38 52
S. aureus 8 5
GPC | S. agalactiae 0 1
S. pneumoniae 9 12
M. (B.) catarrhalis 5 4
E. coli 0 1

Causative organisms K. pneumoniae 0 1 p=0.623
K. oxytoca 0 1
GNB | P. aeruginosa 10 8
H. influenzae 12 21
H. parainfluenzae 2 0
Haemophilus sp. 2
A. calcoaceticus 1

PZFX: pazufloxacin, TFLX: tosufloxacin tosilate

100+
904 Drug: PZFX
80
70+
60+
50
40
304
20
10

o0—o PZFX group
»—4 TFLX group
p=0.373 (x*-test)

Cumulative (%)

o
=0.025 005 0.1 0.2 0.39 0.78 1.56 3.13 6.25 12.5 25
MIC ( ug/ml)

1004
90- Drug: TFLX
80
70
60
504
40- e
301
20+
104

0—o PZFX group
~— TFLX group
p=0.254 (x*-test)

Cumulative (%)

0 T T T T T T T T T T 1
<0.0250.05 0.1 0.2 0.39 0.78 1.56 3.13 6.25 12.5 25
MIC ( ug/ml)

PZFX: pazufloxacin, TFLX: tosufloxacin tosilate

Fig. 3. MICs distribution of pazufloxacin and tosu-
floxacin.

MicEREALRED 7

4. BRIRZHFE

1) BRIREDR, BRI B0 4 Bl ek %h R

W R B SR RAT X BB 189 BT ¥ 5 BRIR IR & B3
L7= (Table 9), PZFX # 93 #ith &%) 13 #l, #H%b 68
W, LA 46, ®R8H, —%, TFLX & 96 #rh

E¥ 208, HR 556, RLEH 13 M, XHS8AT,
mEABABRERZRAONEDI o7 (p=0.896; U
-test)o H%XI¥iX PZFX ¥ 87.1%, TFLX ¥ 78.1%T
Ho7r (p=0.152; x*-test)o

$7:, BEESH BRERKL R % KT LA (Table
10), HBNEAROS W BRHAT XL, [ABTIXULERE
(BgPF), FEXMB D KBS, iSO KBS,
BEIHME MO R TIIRERE R L OHEL
BEEBHBICZE>TRIMIT COABHEIBBLAE
XRIZBWT PZFX ¥ 79.0% (15/19), TFLX ¥
88.6% (31/35), [ X kiE (EHHF) Tid PZFX
B 88.2% (30/34), TFLX ¥ 91.3% (21/23), 1B
BRHEBED REETIE PZFX % 90.0% (36/40),
TFLX ¥ 60.5% (23/38) DEBETH -7 Ch LB
BRI BV TRRIBE B RS O — KBS 2 B\ T PZFX
HIIENT-BRHRERLEDY, §ELZRALLL
Molze (p=0.093; U-test, p=0.073; Exact proba-
bility) £ D ESAEBW BRI RICEVTHIE
MBEMICERZRAORED 57

2) ERETIC L 5 BRI

R, HEAEKR, ERKR - AOEAED, SFHE
AHERERRRZBRE L (Table 11),

EREL - EHEAENBKRDRICB VT, EREK
B BOHER LOER Tk TFLX BICEREMAH S
(p=0.083; U-test), XBER - SHfED H DEMATI
PZFX B OAZEH LN - 224t (p=0.081; U -test,
p=0.099; x’-test), WIFhLEHFBLEZERZRALh LI
7oo BIBRICHER), EREER, FRAXOAHENERLR
CEWT, MEARMICEREZIAOR R o,

3) BRBBRMANCSIT HEKER

BRAVEZSNERICHTIEBEDR, BIUV
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Table 9. Clinical efficacy
Response Efficacy rate Statistical
Treatment group | No.of cases (%) lysi
excellent | good | fair | poor ° analysis
PZFX 93 18 68 4 8 87.1 U -test: p=0.896
TFLX 96 20 56 13 8 78.1 X *-test: p=0.152
Efficacy rate: (excellent +good)/No. of cases
PZFX: pazufloxacin, TFLX: tosufloxacin tosilate
Table 10. Clinical efficacy by diagnosis
Re oy
Diagnosis Treatment group | No. of cases Sponse Efficacy rate Statmtuﬂ:nl
excellent | good | fair | poor (%) analysis
PZFX ~test: p=
Chronic bronchitis 19 5 102 2 79.0 U-test: p=0.858
TFLX 35 7 24 3 1 88.6 Fis* : p=0.431
PZ _test: p=
Bronchiectasis with infection FX 34 4 26 1 3 88.2 U-test: p=0.212
TFLX 23 6 15 1 1 91.3 Fis” : p=1.000
Secondary infection with PZFX 15 1 14 100 U-test: p=0.624
bronchial asthma TFLX 6 3 1 2 — Fis* : p=0.071"
Secondary infection with pul- PZFX 9 3 1 —_ U-test: p=0.530
monary emphysema TFLX 13 3 2 1 76.9 Fis” : p=0.616
Secondary infection with pul- PZFX 2 1 1
monary fibrosis TFLX 2 2 1
Secondary infection with old PZFX 12 11 1 91.7 U-test: p=0.093*
pulmonary tuberculosis TFLX 13 1 6 2 4 53.9 Fis® : p=0.073*
Secondary infection with mid- PZFX 1 1
dle lobe syndrome TFLX
Secondary infection with pul- PZFX
monary cyst TFLX 1 1
Secondary infection with PZFX 1. 1
pneumonoconiosis TFLX

*) Fisher’s exact probability method
PZFX: pazufloxacin, TFLX: tosufloxacin tosilate

Table 11. Clinical efficacy by sex. severity, underlying disease and/or complicatons and concomitant drugs

. Response Efficacy rate Statistical
Characteristics Treatment group | No. of cases - .
excellent | good | fair | poor (%) analysis
1 PZFX 52 8 34 3 7 80.8 U-test: p=0.755
mate TFLX 55 11 2 | 8 | 4 78.2 X *-test: p=0.927
Sex
PZFX 41 5 34 1 1 95.1 U-test: p=0.591
female

TFLX 41 23 5 4 78.1 x *-test: p=0.052"

ad PZFX 52 2 44 2 4 88.5 U-test: p=0.765

m TFLX 59 6 41 | 6 6 79.7 y*-test: p=0.319

Severity

PZFX 41 1 24 2 4 85.4 U-test: p=0.753

moderate TFLX 37 14 14 7 2 75.7 x *-test: p=0.426
PZFX 49 4 38 2 5 85.7 U-test: p=0.083*

Underlying absent TFLX 44 13 24 | 4 3 84.1 x *-test: p=1.000

disease and/or
complications t PZFX “ 9 30 2 3 88.6 U-test: p=0.081"*
P presen TFLX 52 7 31 9 5 73.1 x *-test: p=0.099*
PZFX 23 2 18 2 1 87.0 U-test: p=0.510
absent 17 4 2 80.7 .

Concomitant TFLX 31 8 - Fis: p=0.717
drugs PZFX 70 11 50 2 7 87.1 U-test: p=0.548
present TFLX 65 12 38 9 6 76.9 x *-test: p=0.185

» Fisher's exact probability method, Efficacy rate: (excellent +good) /No.of cases

PZFX: pazufloxacin, TFLX: tosufloxacin tosilate
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RID BN S 572, S. pneumoniae, P. aerugi-
nosa, H. influenzae \Z/ T CTRARZ M ERBN LA
(Table 12),

ERERBEASETOHAZEIE PZFX # 86.8%,
TFLX # 84.6% L FIMEZAHETHoto ENLREN
BICHBWTid H. influenzae WIMIEH T TFLX BIiCH
MBS, FRERZRAONLHoA (p=
0.089; U -test )o

5. MIEFRRR

BEREIEE SN 92 EROBNKRME(LEIE PZFX B
67.6% (25/37), TFLX # 83.3% (40/48) Td» -7z
(Table 13).

T, EWMEEIE PZFX ¥ 70.7% (29/41), TFLX
B 84.3% (43/51), TDH L7 AMMEETIZ PZFX

# 83.8% (10/12), TFLX ¥ 100% (15/18), 724
KL T PZFX # 65.6% (19/29), TFLX ¥ 77.8%
(28/36) TH 7 (Table 14),

ELICTMERORr e BENDI L, H,
influenzae Ti% PZFX B 75.0% (9/12), TFLX ¥
94.4% (17/18) TH - 7eH%, P. aeruginosa TIXWE
L 30%UTOHRETH -,

B, MNENZEORMTRIEXNRHAOK
R RORRFHICHR 2 AF VDR, 3 HUAOR
Aoz, LREABFHD\izPik s LTRKRHEMN
FRABE LA, RUBOEBEARIEBTH 27
b, MANLHHRORMFIBIIMALILIZED, &
ne 2 AOMMENSRITHERKE LTREL .

6. ERMBIN

Table 12. Clinical efficacy in bacteriologically documented cases

. . Treatment | No. of Response Efficacy rate Statistical
Causative organism ,
group cases | excellent | good | fair | poor (%) analysis
s PZFX 2 1 1
. aureus TFLX 5 2
S alacti PZFX
GPC | 5. agalactice TFLX 1 1
s . PZFX 7 1 6 - U-test: P=1.000
+ preumoniae TFLX 10 3 50110 1 80.0 Fis® : P=0.485
M. (B.) catarrhali PZFX 3 3
. .) catarri 18 TF'LX 3 3
E. coli PZEX
- ot TFLX 1 1
X , PZFX
Monomicrobial + preumoniae TFLX 1 1
infection X PZFX
- oxytoca TFLX 1 1
PZFX 9 8 1 U-test: P=1.000
GNB | P. aeruginosa
ug TFLX 8 1 5| 2 Fis® : P=0.576
H. infl PZFX 11 1 8| 2 81.8 U-test: P=0.089°
. Lnfiuenzae
TFLX 16 9 93.8 Fisv : P=0.549
R . PZFX 2 2
. parainfluenzae TFLX
H nil PZFX 1 1
aemopfi‘tis sp. TFLX 2 1 1
A . . PZFX
. calcoaceticus TFLX 1 1
T th PZFX 2 1 1
o pathogens
Polymicrobial TFLX 3 2 1
infection Thr b PZFX 1 1
t
ee pathogens TFLX
Total PZFX 38 6 27 | 2 3 86.8 U-test: P=0.440
TFLX 52 14 30 5 3 846 Fis¥ : P=1.000

» Fisher's exact probability method, Efficacy rate: (excellent + good) /No. of cases

PZFX: pazufloxacin, TFLX: tosufloxacin tosilate
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Table 13. Bacteriological efficacy

Response
Treatment No. of Elimination Statistical
. o atisti
Causative organism simen o decreased rate’ K
group cases eliminated | or partially | unchanged | unknown (%) analysis
eliminated
s PZFX 2 2
. aureus TFLX 5 5
PZFX
GPC |8S. i
S. agalactiae TFLX 1 1
s . PZFX 7 8 1 — Fis* : p=0.467
. pneumoniae TFLX 10 8 2 100
M. (B.) PZFX 3 3
catarrhalis TFLX 3 3
PZFX
E. coli
ook TFLX 1 1
K . PZFX
. neumoniae
Monomicrobial P TFLX 1 1
infection PZFX
K. o=ytoca TFLX 1 1
PZFX 9 2 7 Fis® : p=1.000
GNB | P. i
aeruginosa TFLX 8 9 9 4
H. infl PZFX 11 8 1 2 72.7 Fis¥ : p=0.279
- tnituenzae TFLX 18 14 1 3 93.3
H ] PZFX 2 2
. parainfluenzae TFLX
H hil PZFX 1
aempus sp. TFLX 2 1 1
A ’ i PZFX
. caicoacelicus TFLX 1 1
PZFX 2 1 1
Two pathogens
Polymicrobial TFLX 3 3 1
infection PZFX 1 1
Three pathogens
TFLX
PZFX 38 25 3 . _tpat: =
Total 9 67.6 1 *-test: p=0150
TFLX 54 40 2 6 6 83.3

* Exclude unknown data, * Fisher’s exact probability method
PZFX: pazufloxacin, TFLX: tosufloxacin tosilate

ABREBRAPICHF - L2EIRHE SN, EXREL S
NWI-fEHIZ PZFX B Tix S. pneumoniae 1 # (1.1%)
DARTH - 7:H%, TFLX BTt Staphylococcus aureus,
S. pneumoniae % 1 B1& P. aeruginosa 2 BIDGEt 4 #1
(4.2%) cHbh7z (Table 15),

7. ERFTREEE

g, Wk, WER, BEER, FFRE¥, WE,
Mg, F7/—¥, BAEIR, WBC, CRP, ESR
OBMBIIHT AN EE LS 3 HE, 7 HE, BX
U 14 HBEOZE A THERE L7 (Table 16). %5,
ChofER, FROBBEATERLE» 5 MIZERVT
BE L7z

FORE, BHEEO 3 HBRHEFE BT TFLX #
PEEICE o7 (p=0.038; U-test), F/-FPREH

D3HBBEIUWBC D 14 AN EEICBVWT, BF
MICiE PZFX B LA P EBRERA O d o7
(#hZh p=0.070, p=0.088; U-test)o

FOMDER, IR, BEREEOVTIhONEFE
KBV THHHMTHRZRIAOR L 57

8. &&H

1) REIfEH

BIVEHRAT N R B 198 Hih 2 A & 20 BRI
HORD LN fEMIZ PZFX 8, TFLX #: b 4 AT
RBEEIITI TN 4.1%, 4.0% CHEABRMICAHEE
RALNT, TOAREZ, L LTHBRABRERE
HLBERTH o720 EROBEIZX PZFX # T3 3
W, B, TH, OALX - THO 4 L 85, TFLX
BHIBEOTH 1 #, #%EOD IV, BR, TH -
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Table 14. Bacteriological efficacy classified by causative organisms

Treatment Response Elimination rate* .
Causative organism OBMMONt | No. of cases Btatistical analysis
group eliminated | persisted | unknown (%)
s PZFX 3 3
. aureus TFI_‘X 5 5
PZFX
GPC . i
S. agalactiae TFLX 1 1
< ‘ PZFX 9 7 2 -
- pneumontae TFLX 12 10 2 100
bototal PZFX 12 10 2 83.3 Fis* ; p=0.188
sub-tota TFLX 18 15 3 100
PZFX 5
M, . i
(B.) catarrhalis TFLX . 4
£ ool PZFX
- oo TFLX 1 1
X , PZFX
. pneumoniae TFLX 1 1
K . PZFX
- onytoca TFLX 1 1
GNB
P . PZFX 10 3 7 30.0
. aeruginosa TFLX 8 9 6 _
o PZFX 12 9 3 75.0
- influenzae TFLX 21 17 1 3 94.4
u . PZFX 2 2
. parainfluenzae TFLX
Hoemonhil PZFX 1 1
aemophicus sp- TFLX 2 1 1
A. cal . PZFX
. calcoaceticus TFLX 1 1
PZFX 30 19 10 1 65.5 X *-test: p=0.413
sub-total TFLX 39 28 8 3 718
Total PZFX 42 29 12 1 70.7 X *-test: p=0.188
TFLX 57 43 8 6 84.3

» Exclude unknown data, * Fisher’s exact probability method
PZFX: pazufloxacin, TFLX: tosuflozacin tosilate

Table 15. Organisms appearing after treatment

No. of strains
Isolates Statistical analysis
PZFX | TFLX
L 1
GPC S. aureus .
S. pneumoniae 1 1
sub-total 1 2
GNB | P. aeruginosa 2
sub-total 2
Total 1 4
Incidence (%) 11 42 Fis ¥ : p=0.369

*) Fisher’s exact probability method
Incidence: No. of cases in which organisms appeared/No. of cases
PZFX: pazufloxacin, TFLX: tosufloxacin tosilate

£ 3B TH -7 (Table17),
2) BRREMERE

MR B A AT IR A 183 BlICDVWTRE L 7zo X

MtoRRBELEDN-EMNIZI PZFX H 2 A
(2.3%), TFLX# 8% (8.4%) TH¥MBMIHEE
BAaohleho7:, ERERIFEENYNSE, GOT,
GPT OLRT, WFhHBELFERTH), BHAE
ZFLBTEATRIRTERRICBLACEEREL
7= (Table 18),

¥R L DOREMEN PZFX B CHEH» I b LAL
Vw2 %, TFIX #BTRE7MEHY 1 &, BERDHLH
BbLABWTHTH- T

3) BMEREE

BEZSECREABIUVERREBRELHRL
THE L7 (Table 19),

BETHS, LFHIN/ERMIZ PZFX B Ti2 88
82 #1 (93.2%), TFLX ¥ Ti: 96 #it 85 #l
(88.5%), BEOCB/EAZ -3 MKREMREEMHRA
L727:®, 322 Tdhsd, LFMmII--EAR
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Table 16-1. Changes in symptoms, signs and laboratory findings

- No. of Improved | Unchanged | Aggravated | Improvement rate | Statistical analysis
Clinical parameter | Days | Treatment group .
patients [ g° | 2° 1 1° 0° -1 | -2 (%) (U-test)
3 PZFX 84 1]11] 38 35 1 57.1 P 0,162
TFLX 87 7| 386 40 4 49.4
PZFX 83 21187 31 2 60.2
Body temperature | 7 TFLX 85 1| 7|4 34 2 57.7 P=0.472
PZFX 51 7] 23 21 58.8
" TFLX 48 2 | 30 16 8.7 P=0916
PZFX 89 3| 32 54 39.3
8 TFLX 93 1] 40 52 44.1 P=0618
PZFX 87 15 | 40 32 63.2
Cough 7 TFLX 88 12 | 48 28 68.2 P=0820
PZFX 55 15 | 28 12 78.2
14 P=0.400
TFLX 62 10 | 29 13 75.0
R PZFX 89 1] 34 53 39.3 Pe0.038"
TFLX 93 3| 47 43 53.9 '
PZFX 87 11 | 49 27 69.0
Volume of sputum | - 7 TFLX 88 1|12 83 22 75.0 P=0374
“ PZFX 55 2]13] 32 8 85.5 0209
TFLX 52 1| 7135 9 82.7
s PZFX 89 11140 37 58.4 0344
TFLX 93 1|12 49 31 66.7
PZFX 87 5] 36|27 19 78.2
Property of sputum | 7 TFLX 88 5| 37|30 16 81.8 P=0.778
14 PZFX 55 7]25[17 6 89.1 P 0441
TFLX 52 4|24 |16 8 84.6
. PZFX 87 418 64 1 25.3 B 0.070"
TFLX 89 13 75 1 146
Dyspnea , PZFX 87 6| 21 58 2 31.0 0106
TFLX 88 20 67 1 227
“ PZFX 55 4] 10 41 255 P o0.725
TFLX 52 16 36 30.8
R PZFX 8 | 86 3 82 1 35 b 0831
TFLX g8 | 88 5 83 5.7
S . PZFX 87 | 87 9 77 10.3 b 0488
TFLX 87 | 87 7 78 8.1
PZFX 55 | 55 5 50 9.1
14 TFLX 52 | 52 5 47 9.6 P=0.931
PZFX 49 | 49| 2|20 26 1 449
3 TFLX 49 49| 1|15 32 1 327 P=0222
PZFX 74 | 74| 4|35 35 52.7
Rales 7 TFLX 73 |73 6|29 36 2 480 P-0616
PZFX 53 | 53| 4|27 22 58.5
14 TFLX 51 |51 6|21 24 52.9 P=0.798
PZFX 54 | 54 3 51 5.6
3 TFLX 56 | 56 1 54 1 1.8 P=0.174
. PZFX 76 | 6 3 73 40
Cyanosis 7 TFLX 75 75 1 74 13 P=0.322
4 PZFX 53 | 53 2 51 38 o057
TFLX 52 | 52 1 51 19
PZFX 56 | 56 56 0
3 TFLX 58 | 58 58 0
. PZFX 78 | 78 1 77 13
Dehydration 7 TFIX 76 76 76 0 P=0.330
PZFX 54 | 54 54 0
14 TFLX 52 | 52 52 0

PZFX: pazufloxacin, TFLX: tosufloxacin tosilate
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Table 16-2. Changes in symptoms, signs and laboratory findings
- No.of | Improved |Unchanged| Aggravated | Improvement rate | Statistical analysis
Clinical parameter | Days | Treatment group ( ( )
patients [ g° [ o¢ | 1° o -1 | -2° %) U-test
45.5
3 PZFX 44 4 | 16 24 P=0651
TFLX 54 7 |16 27 4 42.6
WB 43.6
C 7 PZFX 78 7|27 42 2 Pe0.184
(%1,000/mm?) TFLX 82 6 | 24 44 8 36.6
41.7
14 PZFX 48 5 | 16 28 P~0.088°
TFLX 51 4 9 37 1 25.6
36.4
3 PZFX 44 3 |13 25 38 P=0.501
TFLX 53 5 | 18 30 2 39.8
CRP 7 PZFX 76 119 |31 31 3 1 54.0 P w0665
TFLX 79 1| 8|38 28 4 59.5
63.0
14 PZFX 46 4 | 7|18 14 8 P =1.000
TFLX 48 1| 6|28 14 70.8
PZFX 41 1 9 23 8 2 24.4
3 P=0.697
TFLX 41 1 7 24 9 19.5
ESR PZFX 65 1|65 (19 31 7 2 385
7 P=0.624
(mm/h) TFLX 72 | 1]8]2 39 7 2 33.3
14 PZFX 40 2 4 |13 16 8 475 P=0.5810
TFLX 48 11419 20 4 50.0 ’
PZFX: pazufloxacin, TFLX: tosufloxacin tosilate
Table 17. Side effects
Treatment group | Statistical analysis
PZFX | TFLX | (Exact probability)
Total no. of patients evaluated 97 101
No. of patients with side effect 4 4 P=1.000
(incidence %) (4.1%) | (4.0%)
Giddiness 1 1
Headache 1 0
Symptom
Nausea 0 1
8 and K
. Diarrhea 1 1
1
Ene Diarrhea, Diaphoresis 0 1
Diarrhea, Angular stomatitis 1 0
PZFX: pazufloxacin, TFLX: tosufloxacin tosilate
Table 18. Abnormal laboratory findings
Treatment group | Statistical analysis
PZFX | TFLX | (Exact probability)
Total no. of patients evaluated 88 95
No. of patients with abnormal laboratory findings 2 8 p=0.102
(incidence %) (2.3%) | (8.4%)
Eos. 0 4
GOT 1t 2 1
Content GPT 1t 0 1
GOT, GPT, y-GTP t 0 1
LAP t 0 1
PZFX: pazufloxacin, TFLX: tosufloxacin tosilate
PZFX BT 6 #l, TFLX HTix 8 fITHY, Tho % 9. HAE

Sbe7-fEMIZ, PZFX BT 88 #ih 88 #1 (100%),
TFLX B Tid 96 #9 93 #1 (96.9%) &, L HIIRE
Thh, BERESEICBVT, MEARMICARLE
EAabhldh ol

EREBT SR 180 BT s HHALEEZRFLE

(Table 20),

PZFX # 85 I3 bOTHM 12 ¥, AH 62 A,
RRER3M, HA%LZL 84, TFLX ¥ 95 &b
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OTHM 18 B, AR 55 Bl, LRHH 12 A, HHA%
ZL10AITH 7 bODTHALAERLEALER
FHHXIE PZFX B 87.1% (74/85), TFLX # 76.8%
(73/95) THEABHICIIAREZRALONED X,

10. HREFoOMKINMIE

FRBRICBITL PZFX B TFLX #LOMOFRIN
F0H L, BUGEDNH (p=0.046), i (p=0.133),
ARt - Sk (p=0.146), PASGISINEE S & (p=0.096)
D4HFICEYRRBDONL, FDOLD, ChbHD 4
HRFCHLTREEHOEWS L E2HMBELLD AT,
Cochran-Mantel-Haenszel #: % i > TERKR) R D #El
WMELITo%. TOKR, BRDRICBVTHERN
p=0.896 (XL T, BREEDNBTHMIELZHE p=
0.395, EMTMIELABS p=0.766, AB - S%ko
JITHELABSE p=0559, HERHOS SHRETHIE
L7238 p=0996 L WIhbMIER L REMRIIED
H%d o7 (Table 21),

11. BRERHE, KRB TORIEN

BIRZRMAT S RO, ERFAVHEESNLEND
B, MEHBRCBVWTHERRIELTEZDS
hi--o, BRERHA L RBRMEI L TRIIMNT 21T

o7

EORRE, BRARIES TOH L) EIE PZFX #
86.8% (33/38), TFLX Iif 84.6% (44/52) T, U W&
ST p=0.440, BRMAMNG TOL 4% (L PZFX #F
86.7% (39/46), TFLX I 75.0% (27/36) T p=
0.561, ¥7, EBRMKRI TOEMDHLEIE PZFX
# 90.0% (9/10), TFLX B3 8 #lh 4 WA AR, p=
0.171 &, WFHhOHELEBDOMRTH -7z (Table
22),

12. [ % RRE

HaR & BB W T PZFX I 87.1% (81/93), TFLX
B 78.1% (75/96) &, PZFX BOA#HEH 9% Libl -
7, HABRBERAONEN 7L b, REER
ERENICKRETH012, ASBORIEET -7
ZOD#E, PZFX BiX TFLX BE W ABHEKICBVT
10% AL LR LAER SN (Table 23).

IIL * %=

BE, —2—-F /0 RAREOERIDEELL,
1978 4EIZ norfloxacin AREKX SN TLUX, To@Eh/:
MENB L CERBITEL2S, BRICBWTEHERT
29 BANERICHENT VS, S5 8 EFILH

Table 19. Overall safety

Response Safety rate Statistical
Treatment group | No. of cases o .
safe virtually safe less safe not safe (%) analysis
PZFX 88 82 6 93.2 U-test: p=0.259
TFLX 96 85 8 3 88.5 X *-test: p=0.406

Efficacy rate: No. of safe/No. of cases
PZFX: pazufloxacin, TFLX: tosufloxacin tosilate

Table 20. Usefulness

Response
Usefulness rate Statisti .
Treatment group | No. of cases very slightly %) tatistical analysis
useful useless °
useful useful
PZFX 85 12 62 3 8 87.1 U-test: p=0.610
TFLX 95 18 55 12 10 76.8 X *-test: p=0.115

Usefulness rate: (very useful + useful) /No. of cases
PZFX: pazufloxacin, TFLX: tosufloxacin tosilate

Table 21. Clinical efficacy by adjustment of background in which statistical difference were detected

o Efficacy rate (%) ) Cochran-Mantel-Haenszel
Characteristics Interaction® U-test
PZFX TFLX method

No adjust p=0.896

Diagnosis P=0.082* p=0.395
87.1 78.1
P=0.247 =0.766
B | sues) | (150 P

In/Out patient P=0.135 p=0.559
Rales P=0.719 p=0.996

* Breslow-Day-test
PZFX: pazufloxacin, TFLX: tosufloxacin tosilate
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Table 22. Clinical efficacy by isolation of causative organisms
Ch -~ Treatment | No. of Response Efficacy rate Statistical
Rracteristics group cases | excellent | good | fair | poor (%) analysis
PZFX 38 6 27 2 3 86.8 U-test: p=0.440
yer TFLX 52 14 30 |65 3 84.6 X -test: p=1.000
. , . PZFX 45 3 36 1 5 86.7 U-test: p=0.55}
Isolation of causative organisms no TFLX 38 4 23 | 4 5 75.0 x*-test: p=0.291
PZFX 10 4 5 1 0 90.0 U-test: p=0.171
unknown | gy x 8 2 2 4]0 - Fis : p=0.118

* Fisher's exact probability method, Efficacy rate: (very useful + useful) /No. of cases

PZFX: pazufloxacin, TFLX: tosufloxacin tosilate

Table 23. Verification of clinical equivalence

Efficacy rate
(%)
PZFX 87.1 (81/93)
Treatment group
TFLX 78.1 (75/96)
Handicap (A)® 10%
U-value 3.796
Po-value 0.876
Lower limit of 90% confidence interval -0.11%
Result U>Koo

© Predetermined level of the clinically allowable difference between
PZFX and TFLX
PZFX: pazufloxacin, TFLX: tosufloxacin tosilate

MRBTHDH, LIALEDEDL, CORMKOEMIIFER
74 FHEHAER (NSAID) L OHHEBICEITAE
BREO ZRIULDE L, PEAEROBEARRAD
fellhbsrlo s, LV REZERNOR
BEHREThTwb,

PZFX B¥ /0 BHo THCRE-REREEE
3 % nalidixic acid (NA)®? 2%, <=7 ARENKSL TR
WRERZRERVWIERLICERBLTAIRE ML,
RL 7 RICRFE-RERALLT1-7TI/ ¥ 27us
UNEEEFETH, FRLBOH=-2—-F% /0 RHE
X Thb, EBIZ, Ty MY FTATO GABA %%
ESHEERAMO =2 —F /0y REEEICKL
ZLAEL, w7 2EOKE5ICBVWT, PZFX 1,000
mg/kg & 14 H¥ D NSAID L OEBHRBRTDH, M
OBFERF1BALADONLE o722 e 5®, BKRMIC
SEAWERAOBERFIHTCELIEMEEZILONT VS,

ChECICEREINS PZFX O—KEKAR 1,597
PlOBRY Tix, HXE 85.6% (1,246/1,456) L E\»
ETHHIH20boT, PRMERAERARIGYK
X9 B, BRBIEEIZ 0.6% (9/1,597) L&L, £D%
(DT, EFHLELOBELZDLOTHY, HRFAR
BZBHEDEZAALNR TR,

DLEoR#EEZBET L, BREFRBREICSWVT,
PZFX ZBVWARME L & 12, BIEVREsHIfS

h, FORIEESCELTARBREMEL 2,

HHREBIIIPREREEDRTH, KKRMERTEL
Sha@sHRYdEE L7, PZFX oA iz, &
EICEMENMEARXAB L UCAR LLERE (B
Yeby) Ear@E LR EMit e T, KA HR"
41 H 300~600 mg LHfWIh/i-ZEH6H, SHEHIEH
RELRKLAECEICHETIL, LVBVAHBRBEIY
CHhEITORMNS, ARMMNCE > THR2HN;I
ZHFTELLOERN»S, 1B 600mg 53 LREL
Too T, RBRICEBNBLZH-ED-D, FHE_K
HREBAREEZRA L.

HENEEMNLLT, Bloa—F%/ o Rk#%¥
Th5 TFLX #EIRL A, Zhid TFLX 248 Kd
EBYSEICHICZ A LBESMITAAShTVWE L,
7 5 USSR OBERA 0.4% (13/3,010)° &£
Wk ¥ThbH, 4B, TFLX ©® 1 BARIBHR
EREREICHTI2REZHRT, BKEHRTLHS
450mg 33 & L7

4H 202 BOBBFIHEHEN, FO5 LEBRHRD
IR R B 189 FATH - 7=,

BEERAFICBVWTREESING, £8B AK-
AP, BBRMES ECTHEMRBIICEY XALN
2o TNHHLBEFEREFICHL, Cochran-Mantel-
Haenszel 22 VW TCEhEZhGEDOEY ZHIEL-E
R, MEARBCBI2BERREFOMED X, BK
HRICHEBEBIIZE VW LAREN,

BRZRICOWVWTIX, PZFX B 87.1%, TFLX ¥
78.1% &£ PZFX BB FEA MM IT 1T L1 - 7275,
PZFX # & TFLX BOBHARFELVE ¥ 2R EEH
PEHTHILIITELRD o, 2T, RERI:IE
BRI TL-ORERORIEZT- 2L 25,
BRRICEFEShEE (A) 2 10%L LKA, £O
FEEIZERT AL TE L, T2, HERIAR
28175 PZFX BOARE 90.6% (29/32), TFLX #
DEFE 82.7% (24/29), & HIiZik TFLX OHBAR
e OBERERIEICHNT2H%%E (MNERASHE)
83.1% (74/89) L5 BMOBBROERELHLEL TH,
BLALEZRRL, SEHORRICEITS, TFLX BD
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HRHAMOHLbDEERX R,

TOMEBMENDE o, BUEATEIRB LV
SEXWBREOBRRBETIZVTR O WEABMICAH K
EZiRAONL Aot

RRELHELBEMNIZ, 189 M 92 fIT
(48.7%) Tdh Yy, EEBUAEBIGEL R E L
ORAEDOILBRRICE T DIMROME o &, A
DRIHBETHSob DD, BRIRRRMITHKEAICBV
TREARKHUBEG HEARMNTCERLMY 2R,
EOLHREBRNG, RRHUHAB L URRHFTH
BILLLSA, ENEHEITXTOMTIZIZHRD
BHERL, SHICBRRBORBINZERAOAILE
5 E%EIT PZFX # 86.8%, TFLX &t 84.6% &, (2
REBETH N, COZENSBRMBOYEIIE
REXEZOHBIEBINTIITAADbDLERON
pAS

LaLids, MEEHHEIX PZFX # 67.6%,
TFLX # 833% L R REMMEFMICBIIAEHELE
BEMAELY —FEhhdole ShiZERREIWHE
LTwZWwWiZi»db o3, BMERERSEOHRHFICLY
BB REARULEHE S h/-fEHI A, PZFX B 8
P, TFLX # 5 Blodt 13 AMHFEL - ADTHY, 5
L 11 8 (PZFX # 6 B, TFLX # 5 #) A% P. aerug-
inosa BB TH -7z BE, P. aeruginosa HHKH
Bicit, PZFX # 9 #ih 8 BIASHZHLA L, TFLX B
8 Ptk 6 MIVERULTHAICL22rbo, ME%E
BWEIRICBWTIX, PZFX B 9 #ivh 2 #, TFLX # 8
Pk 2 PIOANBHEILE —KEAR LD o7,

—RICBEFERRAEICB VT, P. aeruginosa
BRAERBE~NOBEEMNAE L BAREICELESLL
glycocalyx # it 3 2 HBENFEFEOHRRNDHY, H#ET
I3 H biofilm AR ENTWAILENE WV, D72
E¥FEZEAUMFHESALIEICLY, HERELIZHE
LE3hTwb, —4, b biofilm WH HEM Sz
floating B30I glycocalyx DAHBEEDL KL,
BICEEBRICHEL, FLbBRREELERT S, Ch
LEBEMFCL > TAELARERICH LT, HEAXE
BERBRERTA, dE L% biofilm BHICBWTIIREA
TERVWIENREZIONE ), 0D, ERO—KH
HERXRLBTHOBREITELZVE V), airway
biofilm disease IZLIZLIZA LN DZHARIFHERIND
ZEA, BRHBICHLEVEHBRELERIRINSK
HEZz bhim,

¥, ¥/ RHE%¥ I P. aeruginosa DFHEBR
Belzf LT sub-MIC L XV Cd elastase, protease,
exotoxin A ZDEXEABLE LM THILICLD,
REORBYHREIBONLZZEHHEY STV,
chonZkd, MEANEREMLAEZEIDZRK
HEERLE—EHEDZR LN

EOICHHEORBRICSBNT, HR%EiE PZFX HAH
{, —%, TFLX B TIxEREIN B IE, LPRHER
BLUKUBILEN -7 D EIE PZFX & TFLX
EDBABBOBVICERLTVR2b0ELERXLN
VB Thbh, PIFX REEOEREZTITHEVWD O
Wx L, TFLX RSB ICHXZREEORM T
Cruy AUC L B # B0%BICIETT 2 L OHED MDD,
ChHonZ enb, PZFX RBHOMHLFRBIH DD
5F, WIS EOF IR EE R X O EE A
bhaA, TFLX RHLEOHNFICL-TEEE R
FRTLK, BEOHLERBICL ) RNHAELHEIC
&, MHRES X UHMPIRENEYLT, Folh
TeHE MR LB 2Vb LB SHh, 4EH, TFLX
BOTVERNENEL 72D DD, LRLERUT HE
Mo7:Dik, TFLX ODENBBHZEN—KHE L EZ
bh, PZFX RCORTRYDZVE#EIE LN b D
LHMETELS,

I PZFX M T, X &iICfTbh/-184 KR
FEICH 2 HERFTRAR TOALNALZ ETH BN,
EREB  ABEOHECIPDOLTRVEDEHNE
LNDIIH LT, TFLX BT ERER - S6EL
LOEFICHN, EBES - AHED Y DEMNTIREAE
HMEAH 10%ET L2Z &R, BRESEDNE T DMK
BMRIZBVTH PZFX B TR OKBYEZ DKM
REFIEIIHLT, HICHVWAREIBOHh, 35122
REBPFEOATAHATHAD L, PZFX BOAHEREIZ 90%
(36/40), TFLX B Ti: 60.5% (23/38) LAXEICH
WTHEELRZ (p=0.006; y>-test) AsALNI-Z LD,
TFLX (CHX, M, BEPREL HHEY PZFX
DFEA, REBRACBOTHBMBER~NZEL TV
NP AL INAR NORE (32 - 3-F (BAN

—%, HEREILEICHL T PZFX BTt 67.6%,
TFLX #Tid 83.3%ThH H, BENH A THEFICKEL
RENT, CORFIBSHBEEBETHLICL LD
boLT, BRERERTH -0, HEAHEEL
7-fEBIA PZFX BT 181, TFLX BTz 6 FlicA LA,
PHLEFAECBRNLTCHAELZBETHEE2S,
BRZDbDH TFLX BHICAHEANC 2 5 REMEAHAIT
&lco BRAZ, ThORHMAZBEICMA THES
{bE2HM 5L, PZFX # 65.8%, TFLX ¥ 74.1%
ol BREHICHHT5L, S. pneumoniae I
L TIiE PZFEX BT 7H% 6 #1 (85.7%), TFLX BT
X 8 Firk 8 B (100%) H&K L7z Shid TFLX £0
DD S. pneumoniae \XF 5 MIC«™ I& 0.20 ug/
ml, PZFX Ti& 3.13 ug/ml £ %52 O LBBT
&%, F-BMEEERNALNL H, influenzae (3
LCid PZFX 3 11 #ish 8 B (72.7%), TFLX BTl
18 Bldh 14 BIASHE L =45, TFLX BICIIAHFIL 3
Blashl-cedrb, HHIhZBEHILEIL 93.3% L
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BoTWdo WEMD H, influenzae (23T 5 MICw
i PZFX 0.025 ug/ml, TFLX 0.013 ug/ml Ta& h™,
TFLX T1HEATV AN EDME S HIXMAN &
LRI+ AMETELLDTH oo LMLLEHD
PZFX BT 11 I S BIMRMEhTH LY, COR
BMAHBTET, EAFRLMRIT LA, SHISHMY
DIFBEIIBHTFRIBBER Lo, BRAI,
PZFX @ H. influenzae (3T 2B E TORMTIE
39 ik, BAME{LE 94.9%", ¥/, TFLX DOPHRERIC
BT DM 92 Bk, KRYUEL®E 96.6%° THY, Wk
HIiCEZRIZALNR TV,

BI/ERCM L Tl i m R R M VERI A PZFX #HIC®D
TV, FEMO 2 5, TFLX #lcH v 1 fidtAabhi
A, PZFX B TiRVWIFhHBE, TFLX #I3HHFETH
ol FOMOERICBVWTHRAZLLDIZBDLN
T, BERRIIEIZ PZFX ¥ T 4.1%, TFLX ®Tik
4.0% ThH-o72

T, BKREMREIE PZFX #T GOT LAD 2
#, TFLX B CRIFE¥RO LA, +S AT IF—F
LR s HATHY, BEXEIL PZFX ¥ 2.3%, TFLX
¥ B84%Tholzo BEL L TPIFX BOBKRAEMR
HRBE#% fleroxacin (BL'F FLRX), sparfloxacin
(BLF SPFX), levofloxacin (VAT LVFX) OHBARK
BEORE?2 LHERTALB L, T ¥h 13.8%
(19/138), 13.8% (12/87), 15.5% (11/17) Th Y,
PZFXREBVHMICBRT AL EL b,

BEREEIChOAFEHLEBRREEREDORS
BFEOBEVWCLARKBEh, ®RE2TH5H, LFMEH
7-iEB OEE A PZFX B 93.2%, TFLX# 88.5%, (2
2RETHSH, LFMsSh7-EMEMASE PZFX #
100%, TFLX B 96.9% &, WO TRHWHEZRL .
PZFX BICBWTREA I - BRREMRE ORBAK
EAREL, 2 ohEEU EDERE I sTEVHZ
iz, R0 hEV=—F /0 REFAEL V),
FROHREEORELREEL T T 227V TTES
5H0ELLT, COFHFTORKARICBNTY, 3F
fishBr-dboELONS,

Lo T, AABCBVWTHLAAMLLFEMSh
7-#4&ix PZFX B 87.1%, TFLX # 76.8% &, AH%®
IZBWT PZFX B LE - 2B ohA b L #A
mshltd, 3612 PZFX Bo& %%, FLRX,
SPFX, LVFX DHERBREFORK2» LEXTH, ®
12 ) PZFX EERZ SN FARSKER L AREOR
wWHHANNB LA bDLEZ ORI,

37, BEITILBREATOMITHERTH, A
AEICB VT PZFX B 82.0%, TFLX ¥ 73.5%&, &
R EBH N RFATOERE PZFX # 87.1%, TFLX
B781%LIBLALEDLLLRVEMTH -7

P EORRLY, PZFX IMFBERIFEDRBEL L

T TFLX L MSDHRE, REE, AHBERTIL
ARIE SN, POEMFHMIETHHICHVAYEELR
FoLns, MUEAUGYESMICHL, WL A
Me=2—% /0  REHRELZYIBLD, &M
RIFohnz,
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Clinical evaluation of pazufloxacin for chronic airway infections

—Phase Il comparative clinical study with tosufloxacin tosilate as a control drug—

Kaoru shimada'¥, Yasuyuki Sano”, Yasuo Arai’, Norifumi Akiyama’,
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As an objective assessment of the efficacy of pazufloxacin (PZFX), a double-blind study between
tosufloxacin (TFLX) and PZFX for chronic airway infections was performed by multi-institutional
system in Japan. Six hundred mg daily dose of PZFX or 450 mg daily dose of TFLX was orally
given for the patients with acute exacerbation of chronic airway infections for 14 days as a rule.
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The following results were obtained.

1. The total number of patients enrolled in the study was 100 for PZFX group and 102 for
TFLX group, and 13 patients were excluded from evaluation on clinical efficacy.

2. The clinical efficacy rates were 87.1% in the PZFX group (81/93) and 78.1% in the TFLX
group (75/96), with no significant differences between both groups. However the clinical equiva-
lency of PZFX to TFLX was demonstrated at A =10%.

3. The bacteriological elimination rate of isolated bacteria was 67.6% in PZFX group (25/37)
and 83.3% in TFLX group (40/48). There was no significant difference between both groups.

4. Side effects were observed in 4.1% (4 cases) in the PZFX group (4/97) and in 4.0% (4 case)
in the TFLX group (4/101). The main symptoms were mild headache (1 case in the PZFX group),
giddiness (1 case in each two groups) and gastrointestinal symptoms (2 cases in the PZFX group,
3 cases in the TFLX group). However no severe side effects were seen.

5. Abnormal changes in laboratory findings were seen in 2.3% in the PZFX group (2/88) and
8.4% in the TFLX group (8/95). Most of them were mild GPT or GOT elevation (2 cases in the
PZFX group, 3 cases in the TFLX group). There was no significant difference between both
groups.

6. “Virtually safe and better” in overall safety was 100% in the PZFX group (88/88) and
96.9% in the TFLX group (93/96). There was no statistical significance.

7. “Useful and better” judged in each case was 87.1% in the PZFX group (74/85) and 76.8%
in the TFLX group (73/95). However, there was no significant difference between both groups.

From aboves, it may be concluded that PZFX is one of the most effective oral antimicrobial
agents for the treatment of patients with chronic airway infections, without any remarkable side
effects as well.



