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Y ¥ vh K vERIEAl T-3262 (tosufloxacin tosilate) DRI SEREE T A3 B B S,
Zob s X OE A Y BB IS 5 BET, ofloxacin (JIF OFLX LBET) #XMIEL LT,
SEEREC L ) HERET BT > 7o M REEE SBT3 JORIERERPIE L L7

frEfy T-3262 1 H 450 mg (1@ 150mg, 1 H3ME), OFLX 1 A 600mg (1@ 200 mg,
1H3E), FAlE LT 14 BREER#HEL, UTOBREE

1) NERLHTEC X AERGRILOIENE L LicHa, T-3262 3 82.9%, OFLX ¥ 82.5%
DEYRTH D, MEFBEICEELZRIALNI >, MEMEME, BESERRECEF L
BHTLEEZERADRD - T,

2) FREHTCLZERIELIERSHTELARLERTH T

3) WEERHER 158 BeRE S h, T-3262 BEOKRERI 78.6%, OFLX BT 85.1% T5
h, MEABRECEEZIALRIE» >

O ER RS IOBRREEOUERE, &5 14 AROBRCKLT, T-3262 BRFER
BRICEETH » 1

5) EIfeAoZERy T-3262 Bf 7.8%, OFLX B 6.7% TH D, MKAHEICHEEZIADL
Rishote, BEREBEREITEALL b5 v A7 (7 —E0 LR, FRRESEELLOTS
D, WFhLBE, —BHDL D TEREERALNED >

6) INEBLHTER X 5EM kT T-3262 B¥ 79.6%, OFLX $ 79.8% DRALTHY,
TR EEE IR bR - oo MEMENL, BESERBMECER LR TLREER
A 52"Lf£i7‘ el ‘f:o
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LLEDsER X b, MPRSEREE C LT T-3262 450 mg/ B #4513 OFLX 600mg/B 5 L[
BERNERE 2 BVCERTHS - LR IR,
Key words : T-3262 (tosufloxacin tosilate), Ofloxacin, Double-Blind Method, Comparative

Study

T-3262 (tosufloxacin tosilate) X ELU{L¥ TR
CHRIAEFCY Fy 2o £ VvEBREERTHLY, *
DIL¥HELOKBBEZr 75 ) VRO LTHEThE
NFHEARC 74 Ar 72 = A K IVT7 1/ )Y =
LEXHLTWEZ EThHD (Fig. 1),

Ao s\ TIRFBMELE X h EHBWAY, FERATRE 5
mEh, ThOLOKSIE 34 BMAKRC¥EREFELRE
KEMEL (FEx, 198DV cs W THMARREEI AT
Who FRICXBE, KA D B E X Staphylococcus
aureus, methicillin-resistant Staphylococcus aureus
(MRSA), Streptococcus pneumoniae, Streptococcus
pyogenes, Enterococcus faecalis %o 7 5 s[5MEE
wwtL, RAF#H o norfloxacin (NFLX), ofloxacin
(OFLX), enoxacin (ENX) I hHEEHh, 772K
HETRRERE»CLEN TV 5,0

RN BEORHN TR RS B O i i BE H 28 I5 R O
FREIDECHRL, 150mg RERORBMFBRER
&% 0.58 ug/ml, Zefgrs< 0.31 ug/ml © AUC &
4% T 4.01 ug-h/ml, ZefERs< 2.40 ug-h/ml %R
L, REDTRINA B KK TH -0

MBI 30 5 BERIRE TIx, A% 96 fis 82
), 85.4%, MBUESOHERERAE 322 Bt 245 #, 76.1%
DHYRMNES R, *MEFENRHERL S pneumoniae
89.2%, H.influenzae 96.6%, 2T 71.9% OBRE
BETRL, FHORRBEREECHT HHEHEINTRES
i, BIfERBLTIX 3,010 ATKRIEH, 2.9% O
RERTHD, TOEIORMPBERT, LAY
NHREELUT TS - oo ¥, BEAREMBRE O R
HE, FORBCOVWTLHERDLDLARETSHY,
KROEEENFER I T D,
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Fig.1. Chemical structure of T-3262
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W L HNT LICEE G,
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L7
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b B EARE L ERE AN Lca, RBEROR
DT EY, WL HW S haBae, BRI
BB 00T X 7B A kR I b AT & Lo B
RRIEF DOBREIT A 70 < & b TR 5 1

* mhzs )| K AL 2-19-1



VOL. 37 NO. 8

T-3262 vs OFLX o #7%) i35k 1091

(9aks) g fTissd oL L,

fes, FFZa v+ e -5 —BBAERBEEHENI
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EEICHE Licy v 7L 2o 0WTEE, HERBRE DL
AR T BENAFEAFHE HFHERNEEIKBEL
Too TORER, ARBEIANTR X ORBKT R R:
EHIHBCHEE T LRI hi,

4. DHRZEA

VEFI OB 3EEIE Lic, 722 L, streptomycin, ka-
namycin, rifampicin, enviomycin, lividomycin, ca-
preomycin, viomycin LIt HigEEFI O ERITE L
72c BIBEKEAT =4 FAIOPEFREEE Lic, 7272 L,
FRBES 7 AR X v E I h, RABEA7 BRI
Fiobts TRIBEEAT v A VEEIZHES L EX BIE
PO EDLRT, HPORBRET ETREDAT =
1 ¥R S S h TUBPERELIZ LRV DEL
12

Zoft, AT A FREREER 7 =v77
=), A raxy v, PRERHK, BEK, r-7 7
8K, HIEEFIIEAE LTE R Lic b T BT (E
ALISBERAE LR AR R T2 L &
L7z

5 JEW - TROBIZE

L BEER - IR

fRiR, WW, WEERE - R, PRREEE, Ko, MeE
T F7/—¥ BKEREENE LTEBBREL, #
EECZZATH & & Lo, el &L ERRE
3, 5 7RIV 14 BBRCIERTHLELI &
B, MEOEMACEHZE, MELTARELERIL LD
Bz TEaHEVREE3BRACERTHZ LEL
7o 14 BRMHEEOBE, HDVMIACEE LIS
ek ECEZE, RAIERTAILE LIS

2) FRRHEE

MmES, ik, CRP (2Z5HI, 3,7 51014 AR
(FroixshiERy) g L, mygtk#s (RBC, Hb, H,
m/NEED, FFspetizc (GOT, GPT, ALP, ey v
€v), Bsfet# (BUN, S-Cr) ¥ XU IRIRE, &%
BERIE, <4 27 5 X<hifk (CF fufkfl, THA fifk
M) FIHIE 53T X0 14 B (Frodikiy) 2%
BTszEeLics

Maif v gt 3R A il X OF 14 Btk (F1ed
BB I ETA LEL, MEGID FHE L ERRS
3, 7T HBICLATRE/RIR D ERiTH 2 & & L

3) MiEHE

HRE A SRATT, 25 L ORERTRIC

FEL, TOWEEGHTH L E LT, BIERTA
MR DFT T X b 4T » 12,

B LB HEE RS S Y OHEER N E I —E LTHF
FER L° MIC JUE (AA(LFEREFSEEEICLD
108 cells/ml THE) wIAKREAFEFXTERFESH
F O BRZHEIRCHRIE L,

II. Ho, ReMEIUHEAMICET ZFM

1. HIEE, Aos L O0RANCET 55

1) FHRECX 5

FEREOHEREZL D, NBEPEOEEE % 3
R (BIE, h%fE, EE) & BRDREX 4BE G
%, B, LB, 83 b IOHESEL, MEF
BIZhE i 4 BB (%, W BHER, TE BX
) B IUCTATHE Lic, SOERSDR, BIfFFA,
R HREERT  BEL, ABREH O FRAKkY 4 &7
@»THMA, B, 20FM, AR L) BIUHE
TEECHITE Lo

2) NERLT X DM

NER& 12 £ (BIE =, R OB, KR#X
BB, AREST, BH OB BARE—, BE—K =KX
e BRGSO OPPE, KRB, BEHR—F) 568
REh, THREX VIREShREE GERES, R
%, B4 IOEREHER <A 7 Ihizh D)
B IO VvET R YL LCKESIEIC, EOIDORE
RYSESW 4 - BAERE, BRRZHE, MEFENHRCOW
THIE Lz, AR OWTIEKRSR LEIFRS IO
Fek A E R OF M, BT X Table 1 (/RT3 3HE
FFETHIE Lz, TR TIERE, BRSDE MEXNE
DFMEFE I ERE LR L E LT,

AHERBONRELTHAMEEM R I~1 27
5 x~<ftigs (LT MP fitide s Bg 3), FFEERE%
(LUF PAP LB3T) Ie X DR AL 2BV L L, ##
Fohio- TR NS IEMEMERM S & L TERIRT L
s ot 7635, FEHIEAMERGZE DML X T L OME b
L7

1) MP Jifize : CF Hifkfilits & O° THA Hifhflie L
T, R7MFTAELEDO LR R, L L1
Lrh ] @oxotmtoss, CF Hifkil 64 201 E, THA
Pkl 320 5Ll ERBBMEGIE L,

2) PAP : J&ARIERIEH 512 (5L B MG & L
Too 122U, MBI HIEEIEHD B B 5 A T 25
& LT

3) A v afE AU AU 32 5L ERIEHEG]
E L7

2. EIfEM, EERPfCfEstss

BIFAHRBL LIS G, ERERTOER, BIE,
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Table 1. Criteria for judgement of utility
Side effects and Clinical efficacy
laboratory abnormalities excellent good fair poor undecided
No + + + - ?
mild + + + - ?
Yes moderate + + - - -
severe - - - - -
4 : markedly useful, + : useful, + : slightly useful, — ! useless, ? : undecided
Table 2. Evaluation criteria of symptoms, signs and laboratory findings
Degree
Symptoms and signs
1 2 3 4
Body temperature (°C) <37 37~<38 38~<39 =39
Cough - + ++
Volume of sputum (ml) - <10ml/day (+) 10~<50ml/day (#) =50ml/day (#)
Property of sputum - M PM P
Dyspnea - + +
Chest pain - +
Rales - + g
Cyanosis - +
Dehydration - +
WBC <8,000 =8,000~<12,000 =12,000~<20,000 =20,000
ESR (mm/h) <19 20~39 40~59 260
CRP - +~3+ 4+~5+ 26+

BOKH, #H5#EOTE, AE EB¥ XUEAEA
LOBIEM R TESETEMCERT A L L LI, B
KREBEORENHEA LIS, THREIRSERL O
BN RHNT L, BIEAFEHN D b OROWTIRERL
%% TR VBSRERYERTAZ L & LT
SNERETRIhOEREEL S LEIFA, BRR
EEEEOBEEEYUE Lic, BEEXEE GERH?H
Ee¥, BEOTHCEET 5 X 5 kHfh), FFE
(RREHD BEPIECE-Tcb D, FBREZLEL
LisBA), BiE GRREHN RitRETELBA) O
SBBETHE L, hiMERLTRERREMORY
U T OHERMETIRA Lico OEFES DREEAND
78 : BIfED 20% LExREEB LT, ORFMER
LREE~DES : HED 2 fEU EXREEB LT %0

ORDBEFEBIZ OV TIU T OKERRELT5E
MFR% ¢ 3,000/mm? kKifh, FFEEERSL : 10% LLE #
L LT 500/mm?® LI, m/vRE : 10 5/mm® %

753 EZR LS O B iz oW TR A R 0 ERBIR)
T &k Ui, EEBARESRT LW Ha TR
EEREP OEBRCIS & L,

3. fER - FRS JOBRREEOREE

FHRENBERCER LicER - ITR, ERRER
Table 2 W RTERTHEL, EFR5HHLTE
53,5 7, 14 RERED X 5 K ER LRI LR
Too

4. Key code DEg#Ht

INERET X5 BTN Fiebh ik, FRESH
BORRIBUENEE D, 2} r—7—-0UbEY
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b, PMERSHEDHER, ARB LVEADEEH T

febhhic#, = vbtr—35—2Xh key code »BgH X
hic
5. F—x—DfRHT

F—2—DfFWIL, v 52 ), 2L, &Y
ERF, BKDHE, #HEFHHR, ER - TROBUER,
EIfeA, BERBREMBERE, ARM L Lo VL THERR
LSRR OB % MANN-WHITNEY DO U#TE, YATES
DBET LD 2X2 HElED ¥ tRE, mxn O x* &
<€, FISHER DEEERTEEX AV TR Lic, &
RIIEH 5% LTEHBEEEH Y L L, 10% LT 2ER
EhHELBETHE LI, ik, TXTOMRITEBIRS
WT, B, HETREONIRDOGFE I UM 3nz
A/ RPN i

6. 2vitr—F—

2 v b e — 7 —FRIgKFERLHE NG LR,
WRAI DB REEORIE, |IFAL D (7, key code
DOREITEIE, FAEED random {b & LTS H
ol —#BEHES DL, key code BAHEDF — 2 — DR
T D RIE X VT BT 24T 75 » 726

III. ™% =

1. HRESEGIE X ORI RIE

KRB OB E L S £EGIBL 318 ] (T-
3262 B¢ 162 (I, OFLX # 156 i) TH b, NERLT
BUOTEITRSEADORENRE I hic, TORBRER
whERMIT G 273 f) (T-3262 140 5, OFLX
H 133 0 THh, ORFETRE (9EBRHEHRE) 5
fl, QEBREBEE CEBHHETELTH 770l
QFHERBRERTF T OFLX AEIR Tz 20,
OtREER 2 §l, OBRERATERS 6, ©MLRLE
KB Lich -7 2 B, @OXIHEE 8 Ol, ®FRFIERS
LUK EERE 10 §l, @RIFBOHERSBEHSI A
KD 2§, OBEIEBEBROL-DRERFEAL G, O
BEBILFO 1o b BRRSDEHETED 1 6, 5t 45 Fl
(T-3262 3 22 i, OFLX % 23 ) *EGHKEDR DT
KSR X BRI LT,

IR O et Tk BB SRR 318 fih EEZO~O
DIEE 23 fj (T-3262 B9 {fl, OFLX B 14 fI) »ER
sAxh, 295 f (T-3262 B 153 B, OFLX ¥ 142 0D
TR -7 BREEBEORHNTIIIOR, BERTHE
DEREMET — % —HR% Lic 31 f (T-3262 ¥ 17 f
OFLX 2 14 @) »EsSh 264 f (T-3262 B 136
%], OFLX £ 128 f) 2o TZ haifTishhic,

BRI ERDREBITARES 273 flic EEOL©
D 3 BlE Nz 7z 276 i (T-3262 B 142 {5, OFLX ¥
134 f) THE L,

R 3B BT SEE GIRS X ORAT R RIEM X D ERAF X
hicBhic S EEC FEE3Zbhicn -k (Ta
bles3, 4),

2. BRATFOHN

EFERREF L0, MR GRSk B
), 1BHSERRER TR L TRIT LT

1) 24

NERELTAREDEEIT X W iRE S NI BRIZHA
TOWT I WERABERC BEERA LN » 1o (Ta-
ble 5),

2) - Fhn- (bE

INEEEFROIT ST B - El - (ARSI KA
HRECEEERA LN » 7o (Table 6),

3) ABz-sbk, BIERE, EMEE - G0HE ATRE
DEE, ZER, #&5FIEEH

ABEE 72 13b ks X OB ICHEREICAEEZ L
AN (/N

SR - SOHEIC O LT IIRGUEDZB, FHITHs
DETHE AT VL EL SN ERES, LAZ, P
RHEREEY A, TOMOKBEESE - GOHEXBH
LU, EBEES - ABHEC LB, AR BERIUA+
BELCER LTHRIT Lchs, MEFRFECEREZIAL
nich»1,

Fo, ARBEABIONEAREOEE, H5HRH
(3~7, 8~13 % XU 14 AR 5), BHFFILEHCH
LMY Lich', MERFIBEREC FEZR Abhihof
(Table 6),

1) WLEFOER

KRBEATIOMGIER, W, PERE - R, PRE
s Mofe, WIS E, BOKER, ¥7 -+, WBC,
ESR, CRP DK - TR I CHRAEE I, 20%x
&L Liclgfao s T-3262 B (s 0 ] »00%
WEESR I R DA AR AR ERA DR
7z (Table 7), K9l Ui S35 i Table 8 1278 L7co
T Zs B3 X OSEMIE MR 28 2 35 T T-3262 FRTE 3R
FIn L BEENRD NI,

5) RAES IUCERRTH

BAEIVINERS TRAINERD RTINS 273
Al g Gy 135 (7 (T-3262 % 72 fj|, OFLX 3
63 §l) iEREEY 13 | (T-3262 Bf6 {7, OFLX B¢ 7
G THotoe HEINIHIEE Table 9 1R LIcHl
i), Haemophilus influenzae A9 FIEBELELRVT
S. pneumoniae 31 GITH Y, BREDHHCE T, £
g, s, BESERPEROVTRICE L TLEE
FIBRICEEEZRAORIEN > T

ThOBAED S D, MEWHHRB (10°cells/ml )
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Table 3. Case distribution

|
No. of patients included Pneumonia
in statistical analysis group
T-3262 140 T-3262 51
OFLX 133 OFLX 5
Total 273 Total 103
——  Efficacy —
No. of patients excluded Chronic RTI
from statistical analysis group
T-3262 22 T-3262 8§
OFLX 23 OFLX 8
Total 45 Total 170

No. of patients included
in statistical analysis

T-3262 153
OFLX 142
Total 295

—— Side effects

No. of patients excluded
from statistical analysis

T-3262 9
Total number OFLX 14
of patients Total 23
T-3262 162
OFLX 156 No. of patients included
Total 318 in statistical analysis
T-3262 136
OFLX 128
Abnormalities Total 264
—— of laboratory —
findings No. of patients excluded
from statistical analysis
T-3262 26
OFLX 28
Total 54
%
No. of patients included
in statistical analysis
T-3262 142
OFLX 134
Total 276
L Utility —

No. of patients excluded
from statistical analysis

T-3262 20
OFLX 22
Total 42
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Table 4. Reasons for exclusion from clinical efficacy

Statistical

Reasons T-3262 OFLX .
analysis
Shortage in duration of medication 2 3
Severe underlying disease 3 4
Pretreatment with OFLX 1 1
Concomitant medication with antibiotics 1 1
Administration error 1 4
Did not visit after treatment 1 1 NS
Disease not included in protocol 3 5
Clinical symptoms of infection and clinical course unclear 7 3
Discontinued due to side effects 1 1
Violation of dosage schedule due to side effects 1
Extensive underlying disease 1
Total 22 23
Statistical analysis : x2-test
Table 5. Background of patients : diagnosis
. . No. of tatistical
Diagnosis o © T-3262 OFLx ~ Suatistica
patients analysis
pneumonia 87 43 44
mycoplasmal pneumonia 11 6 5 NS
Pneumonia primary atypical pneumonia 3 3
group psittacosis 2 2
sub-total 103 51 52
chronic bronchitis 77 39 38
diffuse panbronchiolitis 20 12 8
infected bronchiectasis 41 18 23
infected pulmonary emphysema 10 5 5
i i 4 2 2 NS
Chronic RTI infected bronchial asthma
group infected pulmonary fibrosis 2 1 1
infected pulmonary cyst 2 1 1
old pulmonary tuberculosis with infection 12 9 3
infected lung cancer 2 2
sub-total 170 89 81
Total cases 273 140 133

Statistical analysis : x2-test
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1100 CHEMOTHERAPY AUG. 1989
Table 8. Background of patients with pneumonia : initial chest X-ray findings
No. of Score Statistical
Drug | .
patients 0 9 8 7 6 5 4 3 2 1 0 analysis
Pn oni T-3262 51 2 1 13 23 1 1
eumonia P<0.05
rou
group OFLX 52 1 1 5 4 15 18 6 2
Bacterial T-3262 43 1 11 20 10 1
neumonia P<0.05
P OFLX 44 1 4 3 14 16 4 2
-3262
MP-PAP & T-3262 8 1 1 2 3 1 NS
it .
psittacosis OFLX g 1 . ) 1 2 2

Statistical analysis @ U-test

MNEBINTL DX 54 HTHhHbh T-3262 58D MIC
/rfiik OFLX # 5B h X W FEIER T, 7o
¥, T-3262 583 X0 OFLX #EE ks T-
3262 @ MIC 443 % f=1x OFLX » MIC HficEEE
A Hiigh -t (Table 10),

3. INERLTIBEERDE

BRI R 2T RO It 528 12 T-3262 BT
2055, BRY 111 fF, LLE%) 14 6, &%) 10 F<T,
BRHR 82.9%, OFLX F¥i13EZh 4 fl, HH 105 fl, =
* B 13 fl, &%) 10 Fl, HETRELIHAT, FHXR
82.6% THh MBEHIFMIT AEERX AL R thot
(Table 11),

MR Z T T-3262 B¥ERH 1 61, H%h 34 4l, °
RER 4G, ER4BIT, BFRHR 81.4%, OFLX Fix
ELH1H, Bz 35 4, LLHEH2H, EMHSH HE
THEL1HIT, B4R 83.7% ThH, MEAHMER
EixAR bR » K,

e SEREAE T T-3262 BHTERH40, A% 70
fl, RXEX9 6, &%6 61T, FHHE 83.1%, OFLX
FIER IO, AR 62 B, °FR 11 4, EXS B
T, BREK 80.2% THHEEAHEEEEZXADN
Tehr o teo

4. NERLSCIHEEEIEKRHE

ARBRCTREEN L, TRTRES LOPEER
TH»To

20, MRRE, MEtEiR, JEMBEHEMA S X USH
REBPIEDEEEFIBRRIFE LMW Lich, TR
BB ZI L bNich e (Table 12),

5. BRAHEIIBEKRDE

RABEMDBRE I R 148 @) (T-3262 £ 78 4,

OFLX % 70 f) hEMEBERPTHETETH 11
(OFLX D H.influenzae) #px< 134 f5 (T-3262 &
72 fI, OFLX % 62 f)), #HEERY 13 ) (T-3262
60l OFLX £ 7 ) DERKRIBR 2R Lic. BEH
Rtk Tiz T-3262 HEL 3B, HZ 54 #l, 04
284, M7 HITHREK 79.2%, OFLX B¥E%h 24,
E%h 51 G, ®°HER66, EXIATELHR 8.5%
ThhH, AEFAFMCERZIALR T, HEE
R BHRhR 1L T-3262 B 83.4%, OFLX B 85.7%
THEAFRCEEZ XA bhich - (Table13),

6. ERAEFIMEFABE

T-3262 B¥ix 78 GIFHIBTETH » 1o 3FIRKRL TS
BITHK 56 Gl (74.7%), OFLX ¥ 70 FIh|ERET
B 3BIRER<L 67 BTk 56 B (83.6%) THE
FIFHCAEEEZ XA DRI -7 (Table 14),

RREBIE T3 T-3262 B 3 £k (S. aureus, Entero-
bacter aerogenes, H.influenzae »% 1 #k), OFLX B3
¥k (Pseudomonas aeruginosa 2 #, H.influenzael #)
DEERDBTHATH > 72D T, Zhbu 4 158 kTR
FFLico BAELMETIE T-3262 B X h gk ht 8
PR 66 Bk, WA 28k, T 16 HRTIEAR 78.6
%, OFLX B¥iX 74 #khili%k 63 #, W4 3%k TE8
BRCHAR 85.1% Th h MERBMCEELZ AR
Teinote, WHEFICES L, JILEL SRS Hin
fluenzae DLz T-3262 B 96.6%, OFLX B 96.2
%, S.pneumoniae, P.aeruginosa TR 81.0, 82.4
%, 14.3, 45.5% %R L, P.aeruginosa /T
% T-3262 BHDPERIUELS DD, \Fh b FEEFH
CHEBEZEIALREH -7 (Table 15),

7. fER-BTR, REEOHEFE
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Table 10. Susceptibility distribution of causative organisms judged by committee

(Inoculum size : 10® cells/ml)

Administered MIC (ug/ml) Statistical
Total .
drug <0.1 0.2 039 0.8 1.56 3.13 6.25 analysis
T-3262(A) 24 2 1 1 1 29
T-3262 ) S
OFLX (B) 15 1 3 7 2 1 2 ACN
B:D NS
T-3262(C) 19 5 1 % A:D Pl
OFLX

OFLX (D) 12 1

Statistical analysis : U-test

FHER - TROKEE 1 Fig.2 WRT &L, 20,
MR, BHSEREIET B LT @ Li, 7t
¥, LFFEREEAE UTER - BTRDeV b D foiddk
BERBEHSIEELL S DRBRVTHRE Lic, TORKE, 26
DHEEBAA 14 BRI KT 2 HROKER: T-3262
2 OFLX h LEBECEM T, FH-#56ks 14 B
BoGE (BHKERIGES), WBC GHEEHR%E)
DHERH T-3262 TEABEMI DI,

8. FHREIXIEKRHE

FHREBKRSFE X T-3262 B THETRETH > 24
EIfFAEB OIS BEERE T HRHERMEE Lic]
Bl, HREBLELTIRBTH-I LI 16) %
Ex< 138 @i, OFLX B TitRFIT 3 61 (RPEROHE
EXRHEEL Lic1 8l BIfFBHBROHMBE~ABRL
AT TH-1c 1 8l, NEEBELHB LIC16) #»
Bx < 130 B THRES Lico 2B DBRRRYE 13 T-3262 B
%22 fl, B 99 B, LB 12 fl, EH5HTEHE
%R 87.7%, OFLX B2zh 11 ), A%y 102 §l, 02
B 11 fl, ®%h6Bl, HXHR 86.9% THRILHIFRIT
BEEE IR SR -1 (Table 16), MBIz DOHR
=x T-3262 BT 86.0%, OFLX BT 83.7%, BHS
SRS AE it T-3262 BEC 88.5%, OFLX BT 87.3%
THH, WThd MEFAFECEEEZEXARAbIh >
1o

9. EIfFA - BIKREMERE

1 ElfER

BIfER D fETxi % 295 ) (T-3262 ££ 153 {5, OFLX
B 142 fI) hic A B2 BWEAIBEITER DR b ifE
Py, T-3262 B 12 fl, RHEK 7.8%, OFLX BTk
90, REEK6.3% TH HEBRRCEEZIALRIA
~tco BITEFRORE T T-3262 BECEERE 4 ), HZES
B, OFLX BEIBE 4§, FEHE 5 0ITH h MEFIFER

CEEZEIAOLNIL o (Table 17),

2) BERREBERE

FRIRIRECERE © 2 7 % & 264 ) (T-3262 B 136
#l, OFLX % 128 ff) H/MEHFEL CTEHEKRKREMBRED
hEERDOLNIIEGNL 38 B (T-3262 & 17 £, OFLX
B2 0D Thh, TNTEEFTH -7, T-3262 Fo
MARREBERE 17 fI, BHEEK 12.5%, OFLX FTi
21 fl, REEXK16.4% ThH WEAHM FEEIR
bhithote, X BRREBRT X EEFIFEL LT
GOT, GPT o Lt&, FHMRHELTHH, FREMOR
ERARCEEEZRIA LRI 7 (Table 18),

10. JNEEEL T I HHER%E

2G| OF B T-3262 B 142 (it THE 5§,
B 108 i, ©FH 16 f, FRAM L 13 fl°H»
TERELEAYELELEAR UTHERARLHD &
79.6%, OFLX BTt 134 fhiBd THEBE 36, A
104 fl, =HEM 14 fl, FAES L 13 flcERRR
79.9% THEAIHHIC AEEILADRIEh»T, HHE
Mg, BESERYUED T-3262 #£L OFLX H0%K
ARIFhFh 81.4, 81.8%, 79.1, 76.8% ThhH
ERIHBICAEEZ A bNRIe) -7 (Table 19),

11. FREC X5 HFHRME

EBREC X5 BRARHERER % Table 20 12R Lo
T-3262 ¥ 142 B 4§ GIfERHEBE Db B 5ERE
THEREL L3, MBPEEL LTTRELHESL
o180 %#Bx< 138 i, OFLX 2 134 f=h 5 & (BlfF
ARBROILOBEBRE THERE L Lic2 fl, NBE
BELTREE BN TERr 72 fl, RPFERS
TEATE LTI Mo 1 B) % B < 129 {7 CHEFT Lico %
DR, MEAFBCEEZRZDRich b0,
T-3262 B 132fIT “BHTER” DRk IUEHTE
RPEOCHEHRD ST EIBMEALHH, OFLX BT
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Table 13. Clinical efficacy judged by committee classified by causative organisms : total cases

Clinical efficacy

Causative No. of Statistical
) Drug . ccell .
organism patients excellent good fair poor analysis
(%) (%) (%) (%)
T-3262 5 5 (100)
S. aureus OFLX 4 4 (100) NS
. T-3262 17 1(5.9) 12 (70.6) 2 (11.8) 2 (11.8)
S.
prewmoniae OFLX 14 11 (78.6) 3 (21.4) NS
T-3262 22 1(4.5) 17 (77.3) 2(9.1) 2(9.1)
b-total NS
subtto OFLX 18 15 (83.3) 3 (16.7)
T-3262 5 5 (100)
. li
B. catarrhalis OFLX 4 4(100) NS
. T-3262 1 1
E. coli OFLX 1 1 NS
. T-3262 2 1 1
K. prneumoniae OFLX 1 1 NS
T-3262 1 1
E. cloacae - OFLX 0
Monomicrobial E o T-3262 2 2
. aerogen -
infections € OFLX 0
P . T-3262 13 4 (30.8) 5(38.5) 4 (30.8) P<o0.1
- GETUGINOSE OFLX 11 2(18.2) 6(54.5) 1(9.1) 2(18.2) (U-test)
. T-3262 0 _
P. pseudoalcaligenes OFLX 1 1
Iy T-3262 25 2 (8.0) 22(88.0) 1 ( 4.0) P<0.1
. influenzae OFLX 23 20 (87.0) 2 (8.7) 1(4.3) (U-test)
T-3262 1 1
i NS
Haemophilus sp. OFLX 9 9
. T-3262 0 _
A. calcoaceticus OFLX 1 1
T-3262 50 2 ( 4.0) 37 (74.0) 6 (12.0) 5 (10.0) NS
sub-total OFLX 4 2(45) 36(81.8) 3(68 3(6.8)
T-3262 72 3( 4.2) 54(75.0) 8 (11.1) 7 (9.7)
total NS
OFLX 62 2(3.2) 51(82.3) 6 (9.7 3(4.8)
T T-3262 6 1(16.7) 4 (66.7) 1(16.7) NS
Polymicrobial infections OFLX 7 6 (85.7) 1 (14.3)
T-3262 78 4 (5.1) 58(74.4) 9(11.5) 7 (9.0) NS
Sum-total OFLX 69  2(2.9) 57 (82.6) 7(10.1) 3 (4.3)

Statistical analysis: x? or FisHER test & U-test
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Table 14. Bacteriological efficacy classified by causative organisms judged by committee : total cases
Partiall . e
No. of Eradicated Y Decreased  Replaced Persisted Statistical
Drug R eradicated o o Unknown .
patients (%) (%) (%) (%) analysis
(%)
T-3262 78 56 (74.7) 1(1.3) 2 (2.7) 1(1.3) 15 (20.0) 3
NS
OFLX 70 56 (83.6) 1 (1.5) 3 (4.5) 0 7 (10.4) 3
Statistical analysis : x%-test
1) Total cases 2) Bacterial pneumonia 3) Chronic RTI group
Symptoms Improvement No. of Improvement No. of Improvement No. of
& Day (%) | patients (%) | patients (%) | patients
signs 20 40 60 80 1000 T O 20 40 60 80 100 T -O 20 40 60 80 100{ T O
Il 1 1 ] ! ! 1 1 1 | | | 1 1 1
3 LN 79 70 27 28 p 45 37
Body 5 \\ 73 66 24 25 g gg
7 p 69 65 21 24
temperature | ;4 s\s| 50 48 18 18 27 27
3 120 122 37 40 ;i ;4
5 112 120 34 41 1
Cough 7 122 126 35 42 81 76
14 b 84 91 26 27 53 58
3 ’ 116 115 33 37 77 71
Volume of | 5 \ 108 113 30 38 72 68
7 Y 119 121 31 39 82 75
sputum. {44 ™ 80 89 22 26 54 57
3 113 115 33 39 73 69
Property of | 5 Xe 109 11§ go -40 68 65
7 \ 912 2 40 81 76
sputum |54 83 90 23 27 56 58
3 A\ 42 sg 14 14 34 36
5 ) 46 4 13 13 32 34
Dyspnea | 7 B 50 50 12 14 37 34
14 % 35 39 10 11 24 26
3 36 18 18 8 18 8
Chest 5 32 17 16 7 16 8
pain 7 35 19 17 9 18 8
14 26 10 12 5 14 4
3 e 27 30
Raes |3 2 2
14 38 40
3 e 2 5
Cyanosis ? g f;
14 1 6
3 2 0
Dehydration g ‘1" (]?
14 3 1
3 18 15
WBC 7 30 28
14 27 31
3 24 15
ESR 7 35 28
14 32 33
3 25 26
CRP 7 47 45
14 46 41
3
(2hest 5 * p<0.05
X-ray 14 + p<0.1

T I T-3262 o—
O I OFLX oo o

Statistical analysis : x2-test

Fig.2. Improvement of clinical symptoms and signs
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Table 15. Bacteriological efficacy classified by cuusttive orpanisms judged by committee © total cases

Causative No. of  Eradicated Statistical
SRR Drug . ) Decreased Unchanged )
organisms patients ) analysis
: T-3262 5 1(80.0) 1
S. aureus NS
OFLX 5 5 (100)
. ) T-3262 21 17 181.0) 4
S. puewmoniae NS
OFLX 17 14 82,4 1 2
Gram-positive
T-3262 1 1
B-streptococcus —
OFLX 0
T-3262 27 22 (81.5) 1 4
sub-total . ) NS
OFLX 22 19 (86.4) 1 2
. T-3262 7 7 (100)
B. catarvhalis NS
OFLX 8 8 (100 )
. T-3262 2 2
E. coli NS
OFLX 1 1
) T-3262 2 2
K. pnciomoniae NS
OFLX 2 1 1
T-3262 1 1
E. cloacae -
OFLX 0
T-3262 1 1
E. aerogenes —
OFLX 0
T-3262 14 2 (14.3) 1 11
Gram-negative P. acruginosa NS
OFLX 11 5 (45.5) 1 5
T-3262 0
P. pseudoalcaligencs -
OFLX 1 1
T-3262 29 238 (96.6) 1
H. influenzae . o NS
OFLX 26 25 196.2) 1
T-3262 1 1
Huemophilus sp. . NS
OFLX 2 2
T-3262 0
A. calcoaceticus —
OFLX 1 1
T-3262 57 44 (77.2) 1 12
sub-total ! l NS
OFLX 52 14 (84.6) 2 6
T-3202 84 66 (78.6) 2 16
Total L ~ o o 1 ) NS
OFLX 74 63 (85.1) 3 8

Statistical analysis : x? or FISHER test
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Table 17. Side effects judged by committee
Drugs No. of Side effects Statistical
patients no ves analysis
T-3262 153 141 12 (7.8%)
OFLX 142 133 9 (6.3%) s
T-3262 OFLX
Symptoms mild moderate mild moderate NS
4 8 4 5
Rash 2
Rash & itching 1
Red papules & purpura 1
Pulmonary infiltration with eosinophilia syndrome 1
Diarrhoea 1
Nausea 1
Nausea & vomiting 1 1
Vomiting & epigastric pain
Epigastric pain 1
Stomach discomfort 1
Feeling of irritation 1
Anorexia malaise & wooziness 1
Dizziness 1
Insomnia 1 1
Insomnia & malaise 1
Insomnia & abdominal pain 1
Headache 1 1

Statistical analysis : x?-test

BIEMBEME A OB ARAEN B ERERD b,
IVv. # =

EEDOEY FvariyBRABEF OMEZEE
LWwdorph, Hix/ evieShbhsb NFLX,
OFLX, ENX X &1z ciprofloxacin pfgRICEE I Ty
%o = DRI nalidixic acid (NA) 7LV —FWiEE S
A, NA %8, 8HEE, $620%, HIV, TAN
ARMEI X O IREERESE, BB & OBIERN
Badh, HEARZ bad 7T aBEOREREL,
¥, BRD B L Aed ECRBBRPSECH LERZ
hT&l, L, Hix/ rvREHBINBERIZh
LEFROZR, BEOMEL 75 2 BHEE CHE
ARZ FARIEAL, FOHREHRAE=HRL7 = 2%
HERCEET 5 L Ehh TV 5, 6T, PREBRY

R LTh, PEEUTORED D AT RE
RUFEL EbI BV ARNARESL S K[EZIBEE
DRYEFEDHAFTD2 v b r—L b {ERSh, TOF
AR E N T D,

T-3262 (3R RIcZ L Fx/ v vREFI LR A
Ry PARETHIENHRESh, HEACELTU
75 ABRME, 2 MRSA % &1 S. aureus, "% 33R%
YSETHHEREDOE\ > S. pyogenes, S. pneumoniae TR}
LTk OFLX, ENX X hfEh, 75 22EeH LT
REZENAPPENRICIEBEEY T LTV 5, —EBEKR
BRo@BETH, PRERPECH LA, EMT
ThTwb,

DB iR S T-3262 OFRBRERPIE T 5HL
B, BL&MRIUERAEYEENCTEST 2 BT, £
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Table 18. Abnormal laboratory findings judged by committee
No. of Abnormal findings Statistical
Drug .
patients no ves analysis
T-3262 136 119 17 (12.5%) NS
OFLX 128 107 21 (16.4%)
T-3262 OFLX
No. of No. of cases with No. of No. of cases with
patients abnormal fingings patients abnormal fingings
tested (%) tested (%)
Decrease of RBC 137 0 132 2 (1.5)® -
Decrease of Hb 137 0 132 1 (0.8)® -
Decrease of Ht 137 0 131 1 (0.8)* -
Leukopenia 138 1(0.7) 132 1(0.8) NS
Eosinophilia 133 5 (3.8)»¢9 125 4 (3.2) NS
Elevation of GOT 137 6 (4.4)c et 128 8 (6.3)n ikl mm NS
Elevation of GPT 137 9 (6.6)>cdele 128 7 (5.5)h ik lm NS
Elevation of Al-Pase 134 1(0.7) 126 1(0.8)™ NS
Elevation of T-Bil. 127 1(0.8) 116 2 (1.7) NS
Elevation of BUN 134 1(0.7) 126 3 (2.4)m° NS
Elevation of S-Cr 133 0 124 1 (0.8)” -
Microscopic hematuria 86 0 88 1(1.1) -

The letters a~o in the table indicates individual patients

Statistical analysis : x*-test

50 B¥PH & T ool sk oEREPIZEIC L » OFLX %
MR LT, ZEEREIC X DHET L

T-3262 D GREREICOVTIINGZ, 18 M SE RS
SECTHBERE DOEF U S, preumoniae, H.influenzae \ZXx}
TAHERFNOGEN, ABELYEIEL, —RERRET
AIRBICK LI ABRRRESE LN, »OoRet 0|
THLHECHBED e~ 121 BithGm 450mg (53) &
L7zo 7535, T-3262 OERIZARF br=v AL+ v
D 1KY % G icFRTH ) HIEEEA L LTSED
1 B¥5E02 300 mg YT B,

KBIEOEEMRIALCY ¥ v h 4 # v BRIH
HTHHZ b, #BAFE LTHREBEYPE T T2 F
B L EN, BKTERAIRATHWAZ LicEn D
OFLX & L7z, OFLX oL 2L TLAERR S &
TH5H1H600mg (773) & LI, e BEREDEREITY
f2- Tk, OFLX (3—§¢ 100mg D7z, FiFIBs R
b ted TN T HICHIET ABEXERL, #7441
—dc kb, ZHEEHREOMBE R LI,

NEREIZE TR RMIT SIEM & LTRAE
dufc 273 {) (T-3262 ¥ 140 i, OFLX 2 133 ffl)
oW THERIE O BRET % kst Lcks, T-
3262 FEiTHofiH O B LA A LR, ¥k
B LOHBEER R OB v iR S BT T-3262 BICK
BRI ELBERR YR bR, ThbBEEERC
BOARBLRIIERCOWT, INERLSIC X 2BERYE
ZBAHL, Mo v Tk Thh] XMl #
2, BB v T S F I FE B R L MANN-WHI-
TNEY DUBERTIE »7co THICX B LIZEALHE
LigZ EVHIB Lic, DB i\ TIkEEA
BERICHE SRR D A bhish o te, ok, ERDER
VIR BAE 273 s OFLX # 5.0 1 i3 A A%
FALAIEEA D Ao B MENT 28 & L CHRR & BAtA L7ch 18
HER DR v BT o e R AV B L, FRIRRERR
FXOEFM D PIE EEHA LR, RERBIAROM
HMEIG R DBRHEN T ETINERLTLEEDRRH
EARREE L1z,
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INERSTRT BEEREE 1L T-3262 BEL&4IT 82.9
9%, HIEMEMR T 8l.4%, BHSKERIMET 83.1%,
OFLX EETIXAEREIC 82.6, 83.7, 80.2% L\ Fhibd
WEDERNE O, MEFANBICEEZIR ORI, -
too EREHTETHINEESHE L AKEVEDHRIE
bht, —RRIC FPREBRREGPIEC KT 5 HER O BHER
3, WReT AR LD, VWb BB KIERRSE T
WEWE ERRINRTWE, Ticbb, BESERRE
OREABEISETHY, »ORAVEE, Thitfltd>HK
HADEABTHOME BCHEECETSHEUE
EIERCT H B Lo L, OFLX (fAR0 AR
<M OERMEERE L SN EEFITR LENR IR
#RL, SEOXRRBRTHAFELHEIBOR TV,
T-3262 (3 PEEMHAE L L T3 OFLX o ¥BHET
OFLX rA#HEVAHRLBOLRA TSI LIXfli%kE
SHBESERRECN LTOEHEEATHD LEL
b, EREEFFEKZE T PEEFIBEN L A%
DPHENBLN TV B,

WEFHHECEIAEARZ L OIEAR IUHEN
DR KB L, T-3262 3, OFLX #ELd 7 7 o[B%
Hion L 80% bk BER 7Ja@cx T-
3262 B 77.2%, OFLX BT 84.6% Th ot L L
75 naME T T-3262 B¥»t OFLX Bt LETEY
BERAR LD, P.aeruginosa wwxt L T-3262 (%
14.3% (2/14) L{ERTH - tBELTV3LE
2 b6hn, oD 14 ks MIC ORIEM LI it 4
B & Aieu At 0.1 pg/ml LITF T4k, 0.39, 0.78 pg/
ml R LIk CEARETH » oo EPMRET Tz T-
3262 150 mg AHFERORBEMAWEE X 0.58 pg/ml,
REHETO BRAKSERE X 0.28 pg/ml & D HEY
LhbI Ehb, P.oaeruginosa HIEHHEE LFIA LIS
ERBBONERL DD LEL LRI,

ERORCHEYRIETEELONDIER - FTRB X
OREEOREEORF TIILAIEHERE L 14 A%
DEBOZT T-3262 BEWEBEICEVWHERER LI
TOMOEE T, WAL LEBLCHVHEED
BOREEZIROIT, TOKR, HEFHCEIL
BRI B Ohich D LHEEIND,

ElfE B Be+ 5 #aztcir T-3262 8 7.8%, OFLX B
6.3% DRBRT, TOELEEIMFNT T BMEAFRIC
BEEXRAONIh oTo, 1o LEARRT, ERERE

Bt b IFHICABETH B & LT, TXTOMEIR
BAs 54k L1z OFLX BE5ED0 1 flics b0 & (b
W) AAbh, NEREESTOEEEIFSELHEIR
T -1z, BIFROEBRICHRS Liz LA EAHEL
BIERTH D, TH7 vaAF—fEHRiE T-3262 ORI
Roh, SHERACE LBEITNEALBbhi, L
L OFLX o—iRRRY, HEARTL7 LA ¥
—FERE I h Tk b T-3262 i H b D TILILH
otce EIZ DRMTRIEE o » T FIRMERES
BAERBTLIHBlIC AR, TOEBIIZA514 TR
SHHBR, DI, TR, BTEThoTo ThbHD
M EBRRI: T-3262 B 415, 2.6% (4/153),
OFLX PS5, 3.5% (5/142) TH» 1o BRKREER
FBORBRER, ERBEHENRBAECHEANMCEREE
ROhIh -t £ BIfFA, BRBREBEREHLR
—BETHRB LG T-3262 T3 4], OFLX #T1
FlThbh, NEELSTEHA I adverse reaction (3
T-3262 26 @, OFLX Zf 29 fl&/eb, & DEBH
BoEmsfrHaD L, T-3262 FFIXEENRL L —HRIT
FEH L, OFLX BETI3inks &35 ginfEmr A b,
Hiz, 60 LA ETAB L, T-3262 B 26 b 10 4,
38.5%, OFLX 2t 29 fijsh 19 {5, 65.5% DZI&\TH
LTI, SO &It > BRIEDIETAEL
Hh, BEALLBIREETHB I Enb, BHELS
FAHATREEERL, REITNEELEXLI,
oz & X b T-3262 13ftidk, 1&#SaERKEE TR
L, 1 B 450mg #5113 OFLX 1 H 600mg #5DH
ik, REMRIOERUHCBELEEREEZERROR T, B
MBRBFET 7 L ERED BVWEKITHB L £2bh
1o
X [y
1) # 34 AEXEREFLHEALEIRRE, FE
vy, T-3262, 1987
2) &F REE:BERREERRE, RTH 29 H,
SFEH R &8, 1983
3) HEHE—F, fi: KEZXKiCxT % ofloxacin (DL
8280) & cefaclor O BB ABME, KRPE
=t 58(9) : 832~861, 1984
4) IHREF, b FREBERE W5 DL 8280
& amoxicillin © %) B REARK BT, RLEFH
2, 58(6) : 525~555, 1984

5) £ 30 ABEFRCEREFLAIELITRE, FE
v v ARy a, DL 8280, 1982
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COMPARATIVE STUDY ON T-3262 (TOSUFLOXACIN TO-
SILATE) AND OFLOXACIN IN RESPIRATORY TRACT
INFECTION BY DOUBLE-BLIND METHOD
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First Department of Internal Medicine, Tohoku University School of Medicine
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Disease and Cancer, Tohoku University School of Medicine
Tzum1 HavyasHr
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Department of Respiratory Diseases, Tokyo National Chest Hospital
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First Department of Internal Medicine, Kyorin University School of Medicine
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Second Department of Internal Medicine, The Jikei University School of Medicine
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Department of Internal Medicine, Institute of Medical Science, University of Tokyo
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Department of Geriatrics, Faculty of Medicine, University of Tokyo
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Department of Internal Medicine, Keio University School of Medicine

Fuvyuniko Hicasnr and Kazumr ArRikawa

Department of Internal Medicine, Tokyo Denryoku Hospital

Tatsuo Kato and Mivoko Kuramoro
Department of Internal Medicine, Tokyo Koseinenkin Hospital

Hiroicur Tanmoro, Koicuiro Nakata, Naoniko CHONABAYASHI,
Yosuitaka Nakamor! and Tatsuo NAKATANI

Department of Chest Diseases, Toranomon Hospital

Taxasu1 INamMaTsu and Makiko Fukayama

Infectious Disease Section, Tokyo Metropolitan Geriatric Hospital

KenTaRO WaTaNaBe and Masaru Koyama

Department of Internal Medicine, Tokyo Kyosai Hospital

Yosuio Uzuka
Third Department of Internal Medicine, Teikyo Ichihara Hospital

SHoicHiro IrmMaTRI, Yasuo Matsuoka and Mitsuo OBaNa

Department of Internal Medicine, Kawasaki Municipal Hospital

Takesa1 MiTsur
Department of Internal Medicine, Kawasaki Chuo Hospital

Takao Oxkuso, Hirotapa IkEpa, MasaNorl MATSUMURA
and Hirosur TAKAHASHI

First Department of Internal Medicine, Yokohama City
University School of Medicine

Fumio Matsumoto and Iwao SAKURAI

Department of Internal Medicine, Kanagawa Prefectural
Nursing and Hygienic School Hospital

Kazuruto Fukava
Department of Internal Medicine, Yokohama Teishin Hospital
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Kaoru Oyama

Department of Internal Medicine, Toyama Prefectural Central Hospital
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University School of Medicine
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Department of Internal Medicine, Fujieda Municipal Shida General Hospital

Taxayosu: WATANABE

Department of Internal Medicine, Fujinomiya Municipal Hospital

Tosumniko TakeucHt and Masanito Kato
First Department of Internal Medicine, Nagoya City University School of Medicine

Kunio Nanjo
Department of Internal Medicine, Nagoya Municipal Josai Hospital

Tartsuo Satake, Kenzo Takaci, Kenicur Yamakr and Hipeo Gonpa
Second Department of Internal Medicine, Nagoya University School of Medicine
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Department of Internal Medicine, Toyohashi Municipal Hospital

Fumiyukr Kuze, Takuya Kurasawa, Takako Muravama,

Eisaku Tanaka and Takakazu Sucita
First Clinic of Medicine, Chest Disease Research Institute, Kyoto University

Fumio Mixki, Yosuivasu Ikuno, Eyr Inour, AxkiHito MuraTa,
SHinicHr Tanizawa, Kazuo Sakamoro, Axkira TAHARA

and Yosuio Kawase
Department of Internal Medicine, Tane General Hospital

Kojiro Yasunaca and SeisBun Yonezu
First Department of Internal Medicine, Kansai Medical University

Nosuniro NariTa, Masayosur Sawaki and KeucuHr Mikasa
Second Department of Internal Medicine, Nara Medical University

Rinzo Soejima, Yosumito Niki, Yosuikazu Tasaka and Tosuio KisaiMoro

Division of Respiratory Diseases, Department of Medicine, Kawasaki Medical School

TosuiHARU MaTsusHiMa and MicHiFuMI ADpacHI

Department of Internal Medicine, Kawasaki Medical School, Kawasaki Hospital
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Osamu Kurivura, Hipeo Sasaxi and Hirorumr Fukunara

Department of Internal Medicine, Kure National Hospital

Taxao Sasaki and Yukio Matsumoto

Third Department of Internal Medicine, Tottori University School of Medicine

YosHiRo SAwWAE

First Department of Internal Medicine, Faculty of Medicine, Kyushu University

ATtsusHi Suinopa, Tsuneo Isuisasui and Masaniro Takamoro
Department of Internal Medicine, Omuta National Chest Hospital

Hozumi Yamapa and Osamu Karton
Department of Internal Medicine, Saga Medical School

Kouner Hara, Masakr Hirota, Keizo Yamacuchi, Suiceru Kouno,
Tosuiakt Hayasui, Axira Yasuoka and Kazuo Sasavama

Second Department of Internal Medicine, Nagasaki University School of Medicine

Maxkoro Isuizaki, Takasui Ipe and Hiroko Nakazato

Department of Internal Medicine, Goto Central Hospital

TosHryukr Oe
Department of Internal Medicine, Higashi Saga National Chest Hospital

KEeizo Matsumoto and ATsusHl TAKAHASHI

Department of Internal Medicine, Institute for Tropical
Medicine, Nagasaki University

Sukuro ArakI, Masayukr Anpo and Moritaka Suca

First Department of Internal Medicine, Kumamoto University, School of Medicine

Kivosar SuiMa and SHiNoBu TAKENAKA

Department of Internal Medicine, Kumamoto Municipal Hospital

Yasursugu Fukupa and Haruniko Tokuomi

Department of Internal Medicine, Kumamoto Rosai Hospital

Masaru Nasu, Hipeakr Suiceno, Jun Gorto and TakayosHr TAsHIRO

Second Department of Internal Medicine, Medical College of Oita

We compared the clinical efficacy, safety and utility of T-3262 (tosufloxacin tosilate), a new deriva-
tive pyridonecarboxylic acid, with those of ofloxacin (OFLX) in patients with respiratory tract in-
fection (RTI) by double-blind study. RTI included in the protocol were bacterial pneumonia and
chronic respiratory tract infection. The drug was given orally for a fixed period of 14 days and the
daily dosage was fixed at 450 mg for T-3262 or 600 mg for OFLX.

The following results were obtained.

1. On the basis of committee judgement, the clinical efficacy rate in all cases was 82.9% for T-
3262 and 82.5% for OFLX. No significant difference was observed between the two groups, not even
in clinical efficacy when classified by type of disease.

2. The clinical efficacy rate judged by the doctors in charge was similar to that judged by the
committee.

3. The bacteriological eradication rate of causative organisms judged by the committee was 78.6%
for T-3262 and 85.1% for OFLX, without statistically significant difference.
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4. With respect to the rate of improvement of clinical signs, symptoms and laboratory findings,
T-3262 was superior to OFLX as to body temperature.

5. The incidence rate of side effects was 7.8% for T-3262 and 6.7% for OFLX, and there were no
significant differences between the two groups. Abnormalities in laboratory findings, mainly slightly
elevated serum transaminase and eosinophils, were not significantly different between the two groups.

6. The utility rate in all cases judged by the committee was 79.6% for T-3262 and 79.8% for
OFLX. No significant difference between the two groups was noted. Even when classified by type
of disease, there was no significant difference in utility between the two groups.

7. Neither was there any significant difference between the two groups in the utility rate when
judged by the doctors in charge.

8. From our results, we consider both T-3262 (at a daily dose of 450 mg) and OFLX (at a daily
dose of 600mg) to be highly useful antibacterial agents for the treatment of respiratory tract
infections.



