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CHEMOTHERAPY

= a—%/ o R{iMH sparfloxacin (SPFX) MR BMAE T2 ZHARERINT 58
BT, MEEAABBEENRE L TZEWRELBERE R L 72, 55K sparfloxacin 1 ik
200mg ($1), 300mg (41) &L, M@BEE LT enoxacin (ENX) 800 mg (453 3) B%iis
foo HBEMMEIRAIE LT 14 BEME L7, SPFX 5\ 2 ENX OWTFh 25T 3038k
Itk DML 72 sparfloxacin 2 RIS DLW TRZEWRENRIEEN A LS5 UEL . Bk
BB LI TOLEBD TH -7,

WREES 1 148 FI T, £ D5 BEERMRARIT S RIE X 138 # (200 mg 8% 48 4, 300 mg ¥ 48
#l, ENX # 42 ), BIEFRMRIF X RIEF)IE 146 #1) (200 mg B¥ 52 #, 300 mg 8% 49 #1, ENX 2
456 TH-1,

1) WREAF : ¥MEFOAMHICIE I BMCHRISEL IBDSNIEh -1,

2) BEYR : 2EMNTOEYEIL 200 mg 8% 72.0%, 300 mg #72.9%, ENX B 71.4% T
Hotent, MUEAEWERDLIZOVWTASE 200 mg #£60.6%, 300 mg B¥82.8%. ENX 2 77.8
KThHoto LOALLTHL IBEMcHEEZZIED OO,

3) MR : 2EHITIE 200 mg 8% 85. 7%, 300 mg 8% 79.2%, ENX 34 66. 7% DEil%
RTIHMICHEREIBDOALE M1,

4) Ko BERIZ 200 mg #T4H7.7%, 300mg B¥T6# 12.2%, ENXBTS5#/11.1
iz, Fi, ERREMBORNES I 200 mg BT 64 13.0%, 300mg B¥T5# 10.6%, ENX
BT5H ILONDRARTH -1, WIFhb IBMICHEEZIBDONEL -1,

5) B : 2FHTOEHEIZ 200 mg B 68.2%, 300 mg #69.6%, ENX B 70.0%THh
n, 3BMEICERZEIBYoAED T,

P Eom#&b» 5, sparfloxacinl H 200 mg (43 1) & 300 mg (53 1) H & ENX 600 mg
(53) BETREDIHRSNICELSHE BICFIZRIEETH 3 2 LTSRN, BHESEXX
IZBRE U 7484 sparfloxacin 300 mg B#OBYERAR BN TV o Lichi->T, BUYEREXL
13 ERBEBE R OB R TUE B LAE IS LU Tid sparfloxacin 1 H 300 mg (53 1) A4 LEE
AZohits,

Key words : Sparfloxacin, Enoxacin, Dose—finding study, Double blind comparative
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study

Sparfloxacin (SPFX) R ABAYERTHE SN
2%/ 0 v EROHERIT, 20/l Eo%sizA F
YEI) BBOSHEICT I /K, 6L 8ficT vy
F OTRICS, 5—UAFNERF V= NEEEFTE
ETH 5B,

AK I EBER, BERMCRE SN, ZORRO—
BREEINTV S, ERHORF TS5 LBME, 7
S LEHE, 7 FUBERME RIHE <1375
X2, 73397, HGELSTICIERMIBEL &I
BLWABERETRL, chETo_a—F /o &k
BHHOPTOLROLBEOHBICET 2, SORERDF
HOEHDHREHNBVWE SNTWREKE, 753
IT7, 4375 X2EZ ML THBBVAEAZELT
WaY,

AFZEO/ETLRINS N, HBBITLROTH
FTho, £l RERIBREAEICH LT HENI

LA RERT " . AFISHOMBRE HREE
ByicHm L, MmeplEESMEIZE FTHI6EMER
{, FLLTEEDPLOHMENBY,

Ffe, ROV TREFEOEURKICHEK L THI
RIRE & 75 B - TR BES ShTVIEV, AKIi3EN
RREN L GHERSEICLD 1 H1~2ERET
BERUDENHFINZY,

456, ¥EOSRIAHOBMSERREICHT 5 EHA
BROBRMNAZHME LT, 2H29 B (H&R) 0XEK
Rk, BEIE L ANSFER I ESAILDI-T
ARLKBEEBREER L -DT, TORMERET 5.

I.& & % &
1. WREBILSTICBERE
MHERE IS ERREOIYIMER L Ll T8
bb, BESEXE FARREREIRE SR
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A A RBEXIRE, [EXWE. MIUR R
EHET BB, REEORLE, HMNEME, Rt
7i#, CRP %, HWE X MELEH S OCBRE
oIV ONAEMERNREL, EWiZ 16 RIULT,
BRERE & Lice ABRERAIE LAAHRICERREK
NTE2BARARGAE L, ., ARBMEEICE
7T, RBROAE, RREXOYWR, FEMARL I
VWTEEXRERCTARAL, RREMOEI®RAE S
hiBEENRE L

BL, ROVWTHODOREICKELT 2BEIRAL
feo

(EEBRECEWLSEREKE, SGOHELHA LKBRX
HoaYt, LT2EOYE A RRER

QARRBGEIICO BRI S SN, BUERLS
HELD2HBEM.

QEARMSHEAIC= 2 —F / 0 U RAEFANRE &
nifEf.

@/ o RRBRICT LILF—-DBRIEDH 5EH.

BITAPAFORBHRBE LI oOBREEDH
BHER

BFREDL, FHdVIIERIEBEDDH 2 EH,

(MR, ERL TV AT D H SMA, Xi3gIl$
DA

Bl Dfth, FIEELAEY & HWr L 7 FEH,

2. RRFEAR SIS HE

HBREH, BREFELOUIC ] HREREBKRDELD
Th b,

HBEHA| : Sparfloxacin 100 mg &t ; 1B 24, 180

1 Ef5 (SPFX 200 mg &)

Sparfloxacin 150 mg #% ; 1B 24§, 18

1 E##5 (SPFX 300 mg &)

: Enoxacin 200 mg $2 ; 1 @ 1 §,
#5 (ENX &)

SPFX & ENX @R 0¢R 7 5 4%, SPFX 100 mg
#& 150 mg SEIIA L RARREZS AR & L, SPFX
HOBAITHEM S RIF L7, ERloa% 1ER 148
N | sl AFEICIE TAT-ENX$21 &FR L7
IHE LAHOABMIIBMIITRESE L, BBEL b 2419
8BAIR% LMEL, T bo—F —AEIERICE D i
Lo MMM SoNAERICIIHEEEMF LA, BER
KEA L1, BHOBSEHBEICLVER LI T4
05, HREELEE Lk, HEOESOEVIEH
HL, BRIETEOMBORRZBE L, 1, &5
Bt & BB I S OE R BHR B I L EFEARALT
IO -HTHETEMNTEI L& L1,

RE 1830@E

BIEIBIR : O b o—F—AHERICHIL LKA
WT, BXRFOSR - MRS O RK LR B
RERKIEHE GRAETHIR) ISEML . EDHE
R, T RTOXRKE LRI HEL TV S Z LB E
nre,

I bo—35—i3 SPFX B#OMBIREEDRIE, K
REFOSKEANY, BEANDOMFF, F—3-FOfR
B owicmE, NERASHEDBROWMBERD 751~
F{t, PARKD T — 5 DREMEL & I T — 7 BIF DR
MEiHlc 1,

3. /5N

14 BMMBRESA2RAIE Lico 72 LiBEBD 1o DR
EXRBLHMEINABEIPELTO LIV ELELE
M, COPATOLRETEMIES TS & & L, &
ROHIE (3 ARG % RE 72 B3R (3 B SE) UL
Biciry o & &L, £7:, BIERAEAGERREBD
RAELHNREL, SRR KIS
&, BEHSSPIEOBLEAMH - BE, HEVIEHR
EAE St DHEEEDIIBEITIEERED Y TR
54 LTbE0I e s L, PIEBICERAEORE
PHEET- THERAL S CICER, ARERERIC
EWMTsEE LT

4. DFRIZEHI

ARBRYM P thONER, BIBWEEXTo4 FEoD
GEREEEIE L1,

HRA WEMUER, v - 7o7y AL HEEHD
FAIE LTHIEF A& &L, PUEBTHERLAL
BEAICRANBLERBICHAYMERAERICENT 3
Z&ElLt,

EEH, ALK, J[IEILRA, HAMREFILL
BRI OHFRIZBDE L E LT,

5. fER - FROBEL S T

1) K - I ROBE

FIEFEHRBTEDEBHEL, RAIE LTEBERHT
BT EELM, DS & biER #E5L3 B,
THRBLU 14 HERHLEAEE L1 MOoHDEBHBT 14
BURICES 2RI LcEE S, PEBSATLT 4B
BICERTREBARSLCAEEITV, BERICERT
BlEE L 5k, FEK - FRERDOEEL Table 1 i
ESWTHE L1,

FE:RAIE LTI B4ERAEL, BBdnid1 5268
AETHH,

ek + (BIECEEINSEE), +, —0D 3B
MR : # (50 ml/BLAL), # (10 ml/BELES0 ml/
HEi), + (10 ml/BXR#E), — (BRLL) 048



CHEMOTHERAPY

388 AUG. 1991
Table 1. Evaluation criteria of symptoms, signs and laboratory findings
Degree
Items
1 2 3 4
Body temperature (°C) <37 37~<38 38~<39 239
Cough - + #
Volume of sputum (ml) - <10 ml/day (+)| 10~<50ml/day(#) | 250 ml/day(#)
Property of sputum - M PM P
Dyspnea - + +
Chest pain - + +
Rales - + #
Dehydration - +
Cyanosis - +
WBC (/mm?) <8, 000 8,000~<12,000 | 12,000~ < 20,000 220,000
ESR (mm/h) <19 20~39 40~59 260
CRP - +~3+ 4+~5+ 26+

RETEM, & A\ IEAR (ml) 2EKT 3,

e, #HOBEICRLTEAURS L TIERT 5,
R - M (P), ¥ (PM), ¥4 (M) 03
EXRE
IRIREEIRE : + (REAFPIREZRE), +, — D 3 BB
R, MWSEF -+, +, —D 3Bk
F7 7 —¥, BKERK: + (B9),
7

2) BIfeR

ARBROAE % ICE U REERICOVWT, 20ER,
EE. RIA, HkB, LR Zokog8, RREH
& DBARIS S TNC T DHIMTRIRL &ic DWW T, BIHETSER
DREMICHBERICERTSCLEL, PMERLICH
SOERFEE L LIEERORBEHET S L EL
2o

3) EHRRE

EECKIR (X Table 2 icH U THHME L 1o0t, HEIRE
I2VLWTIRFERT, F5ML3 8%, 7H%, 148%IC
ERTHEE LT

4) HERE
g5, f5% (38%, TH®K), BLUHKE
KTk (148%) KEBROFEIC L DBEIOEES
B EE - BRAELRTV, TXA3RVELLELAHE
RREELIBEBT L5 BD, BERCIIEEELL
THIERL, 2055, FHENMERELEELA DD
OHl, RREELEEL- bDIORAML, HEHRRE
EMTsEE LT

- (L) 2B

HEERBE L UCHEZRBICOVWTIR, ERAYE
F N MAEERERICHVWTHEESE SPFX B6 Kk
ENX & MIC B4 —15 L TEHL /=, MIC 3BA(L
PREFLMBES 108> TME L1,

6. ¥ E

1) FHEYE

FHEOYHMIcE), BREL L TOREELER,
S HAE, BED IBRREHTE. @EENDREHAR &
(BAHE), BERR TED 4 BREHTE B L CHERHE
& LT, BERYRIEY Y. PPEY. KHD4IB
BUELLUHERKESE Lo SSICEBRYRLE
B, EEREERHTLHEL, RREMOFAELED
THH, BH. PPHH, HESLO 4BRHEBL
UHIERREE Lo

2) INERESICLBHE

HBETHR, I bo—35—2NHAROEMNES. &
Be, TBEE IBEHEOERNRELCHART
DEBBAET 54~ LU, BREAHESEHEL
rHAEREAB X B 7L LESOWTNERLTSE
ERSICLMEOEE MIFHEE LTOET, BE
B KRR, MEENHR, SiEM, BRREERY
RoCIERBEDHERT-

P, AEIMMEHIIOEBKRIER, BB X RFREX
CERREMBNSBIFZEHEL, Kic, RREEEM
KRS LTEREEBESIRIT g s LToaGEERH
L, avito—-5—brHELLI>ATRELL,

RRFOEERE, BSMEHIOEKRER MBX
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Table 2. Items and schedule of laboratory tests
Day of treatment Day 14
Ay of ireatmen Before Day 3 Day 7 . Y .
[tems (or discontinued)
Chest ‘rbentgenography [ @
Sputum culture [ ) [ ) o {
CRP o o ] e
ESR( 1 h. value) ) o ) @
bod [HA O O
Mycoplasma antibody
yeop CF o o
Cold hemagglutination O O
erythrocytes ([ O ([
hemoglobin [ O ([
Blood hematocrit [ ) O o
analysis leukocytes o o ([ e
leukogram o [ o ]
platelets o O ]
s—GPT [ ] O o
Hepatic s—GPT ° o °
function
ALP o O o
test
total bilirubin  J O [ ]
Renal BUN . O .
function
test s—creatinine o O o
L protein e O [ )
Urinalysis
sedimentation [ O o
Prothrombin time O O O
Direct Coombs' test O ©)
PaO, @) @) @) O
Arterial
et PaCO, o o o o
blood gas
pH @) O O O

@ : indispensable

RRRBLUEKREEY, >, BE, DEHE BEOD3
BREHELE LTz,

BERHRI, ERERS L CERREFRROHESH
o, Y. HY, COEY. YO 4 BREHES LN
ETHEL Lo
HEFHYRIL, BSHROEREONELERLSE
REFICOVT, HE BD (HAHE), BRR R
BD 4 BRHITE S & CHERRES 73R & Lo

O : should be performed as often as possible

BIfER, BERREERBECOVTRRSERELA
%, TOEEELHE L, COBESOEEERESRD
FRICHEBTALONIBELEE, KE5PIED BV
SHDUBELEL LIBEEFEE, LUBELELY
TREABGETELIBEEBEEL L1,

Rk BRVRLEER, BRREBERTOEE
ZHE L, Table SOEEIIEIWT, BHTHHE,
HH, ©°EH, BETREVO 4BRES L UHERLES
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Table 3. Criteria for judgement of usefulness
Side effects and Clinical efficacy

laboratory abnormalities | gxcellent good fair poor undecided
No # + + - ?
mild + + + - ?
Yes moderate * t - - -
severe - - - - -
# : markedly useful + : useful = :slightly useful — :useless ? :undecided

L7 R MR X RIS B 2D AR B D SRR E R

7. Key code DBfi$t

INBRE&ICEBHENTON, HEABTIKOVWTER
BROBEYEMOME, TRBLUBEMOEEN STIC
RiITABOREMNTOOIHK, T bo—5—itkD
key code MMt s hfz,

8. F—5DOMEINE

RIRAER ) o5 A MY v 2 FEXZAL, FRE
F. YR, BIER, ERREMARY, FHMEN LS
DWT 3 BMDILIREIT » oo MR AT TR B DRI
i U T Kruskal Wallis @ H RE, Dunn XS &EHE
& £hRxREEAVT, 3V bo—-5-0DERD
bEABABERICEVWTEB L, REDH KN
5% &L,

I.#% % K %

1. SERER

BHRAINCRBSERE 148 £ (SPFX 200 mg B
53 #, 300 mg & 49 fl, ENX B 46 ) 22\ T, /h
EELTHRITHRE L TORELZ RN L1

BT RAHBENCA 2 L, ERYDREMBITIRIT 138
# (200 mg B 48 fl, 300 mg B 48 #), ENX &t 42
%), BIfERINEIT XSS 146 # (200 mg B 52 #, 300
mg # 40 Hl, ENX #456)), ERREEMEITIRIT
135 #1 (200 mg B 46 #, 300 mg B 47 41, ENX 242
7)), HEMEMETXISIE 130 £ (200 mg B 44 #, 300
mg B$ 46 §l, ENX 8 40) Tdb ~7- (Table 4 ),

EVFMIcITBYLRER L LTRINAL 10 flOR
RAEHE Table 5 IKRTEENDTHE, TDH b,
GFRARILE (R7a4 F) SrEF, NBEXREETE
BREDOE | AERL 8 PIIEROMITHRE LT
RA L. BRREMBIIIRIREESEFARL S X
Fo4 F§RD 1§, MZLURRBEESO1H, EBKEK
RERMOD 11 FIOF 13FEBRW 135 FITH -7,

W0 FIERAL, BERYRRZE CHERMRERL
L BIEMAI 130 TH -1,

2. BEWRRET

BB 2h RARHT X RIEF 138 B B W MAFORHicH
WT 3D —HE RN LT,

1) 2%

INNERLEFTHEDARICLIDREINILLNEZLE
SE, MIErHRIVUEIATIRE 20t Ent,
MEESE X % 70 /1 (200 mg 2 23 . 300 mg B 2
#, ENX 2 184), £fth 68 4 (200 mg 2 25 .
300mg B 194, ENX#24f) THh, 3HEOK
BARICHERLERY ZZHohiih -1 (Table 6)o

2) . F# BREOWFEELL

BEOH, FH A - AR BREOEEE, E#
KB - AOHE, EMENARE, FREC>VLTIH
MOEADHICEERLRD ZBHSNIIH >/ (Table
7)o

3) BEREER, ERREE

i, mW, HER HEEK TFREE WE W
®B5E, BRAER, F7 /-, GmekK HKit
CRP OWTHic>WTH IBMICHELERY 3205
hisdh -7 (Table 8 ),

4) BREB IUERBEZH

R EMIT R & L 138 Fih, EBRESREIN
FIEHi 77 ) (200 mg B 27 #, 300 mg B 24 .
ENX #26 ) Thh, HHMEBRPINIBLALT C
NODERH, SHE 91 HHRI & hrodt, HEHEN
DAFHITOVT H 3 HMICHFELRD @BH SN
7= (Table 9 ).

#2 % 8 O W% 13 Streptococcus pneumoniae 25 %
(200 mg 2 8 #k. 300 mg # 9 Bk, ENX 8 ),
Haemophilus influenzae 36 # (200 mg &t 14 #. 300
mg # 7 #k, ENX 2 15 ), Branhamella catar-
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Total no. of patients

148

SPFX200 SPFX300 ENX

5 49 46

Table 4. Case distribution

_‘

No. of patients ~  |sppyso) SpFX300 ENX

included in statistical

analysis

(138) 48 48 42
Efficacy

No. of patients SPFX200 SPFX300 ENX

excluded from

statistical analysis 5 | 4

(10)

No. of patients |oppysgg SPFX300 ENX

included in statistical

analysis

(148) 52 49 45
Side effect

No. of patients SPFX200 SPFX300 ENX

excluded from

statistical analysis 1 0 1

(2)

No. of patients

included in statistical SPFX200 SPFX300 ENX

analysis

46 47 42

Laboratory (135)
finding -

No. of patients SPFX200 SPFX300 ENX

excluded from

statistical analysis

(13) i 2 4

No. of patients

included in statistical SPFX200 SPFX300 ENX

analysis

(130) 44 46 40
Usefulness .

No. of patients SPFX200 SPFX300 ENX

excluded from

statistical analysis

(18) : 8

Table 5. Reasons for exclusion from clinical efficacy

Reasons No. of patients | SPFX200 [ SPFX300 | ENX | Statistical analysis

Disease not included in protocol* 2 1 1
Unclear signs and symptoms of infections 2 2
Concomitant medication with steroid 1 1
Discontinued due to side effects 1 1 NS
Use of new quinolone up to the day before
starting the test 3 1 2
Not visited after initial consultation 1 1

Total 10 5 1 4

‘pneumonia (SPFX 200), tuberculosis (ENX)
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Table 8. Diagnosis judged by the committee
Diagnosis No. of patients | SPFX200 | SPFX300 | ENX | Statistical analysis
Chronic bronchitis 70 23 29 18
Bronchiectasis with infection 32 10 11 11
Diffuse panbronchiolitis 11 3 3 5
Bronchial asthma with infection 12 4 2 6 NS
Pulmonary emphysema with infection (] 4 1 1
Pulmonary fibrosis with infection 6 3 2 1
Pneumoconiosis with infection 1 1
Total 138 48 ® ||
Table 7. Patient characteristics
Treatment group
Characteristics Statistical analysis
SPFX200 | SPFX300 ENX
1 29 26 27
Sex mae NS
female 19 22 15
~19 2 1
20~29 1 1
30~39 3 2 3
40~49 6 4 7
A NS
ge (years) 50~50 5 9 6
60~69 11 15 11
70~T9 18 15 11
80~ 2 3 2
out 32 31 30
In/out patients in 15 14 11 NS
other 1 3 1
ild 41 38 32
Severity of illness mt NS
moderate 7 10 10
Underlying disease no 27 23 17 NS
and/or complication yes 21 25 25
Pretreatment with no 34 36 31 NS
antimicrobial agents yes 14 12 11
13 17 16
Concomitant drugs ne NS
yes 35 31 26

rhalis 6 #% (&8 2 #%). Klebsiella pneumoniae
5 # (200 mg B & 300 mg B& 2 B, ENX 2 1#),
Pseudomonas aeruginosa 12 # (200 mg B 3 #, 300

coccus aureus,
aerogenes,

mg B 7Bk, ENX Bt 28k), £ Dfth 7 #k (Staphylo-
Branhamella sp., Klebsiella

Serratia marcescens, Acinetobacter
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Table 8. Patient characteristics
Treatment group )
Items Statistical analysis
SPFX200 | SPFX300 ENX
<37 25 20 24
37~<38 18 19 13
Body temperature 38~ <39 4 7 5 NS
€ 239 ! 1
unknown 1
- 2
Cough + 26 26 23 NS
+ 22 20 19
- |
+ 15 12 12
Volume of sputum + 97 29 25 NS
# 6 7 4
- 1
M 1
Property of sputum PM 21 14 15 NS
P 27 33 26
- 33 34 27
Dyspnea + 12 11 13 NS
# 3 3 2
- 44 43 40
Chest pain + 3 5 2 NS
+ 1
- 14 12 18
Rales + 24 30 15 NS
+ 10 6 9
. - 46 47 40
Dehydration + 9 ) 2 NS
. - 48 47 41
Cyanosis + 1 | NS
< 8,000 20 17 15
8,000~<12, 000 20 22 17
WBC (/mm?3) 12, 000~ < 20, 000 7 9 9 NS
220, 000 1
unknown 1
<19 10 8 12
20~39 14 11 16
ESR (mm/h) 40~59 5 10 9 NS
=260 12 13 3
unknown 7 6 2
- 10 6 5
+~3+ 26 32 26
CRP 4+~5+ 4 6 5 NS
=6+ 7 3 5
unknown 1 1 1
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Table 8. Distribution of causative organisms
Causative No. of Treatment group -
: . Statistical analysis
organisms strains SPFX200 | SPFX300 ENX
S. aureus 1 1
S. pneumoniae 25 8 9 8
H.influenzae 36 14 7 15
B. catarrhalis 6 2 2 2
Branhamella sp. 1 1
K. pneumoniae 5 2 2 1 NS
K. aerogenes 1 1
E. cloacae 2 1 1
P.aeruginosa 12 3 7 2
S. marcescens 1
A. anitratus 1 1
Total 91 31 29 31
Table 10. Clinical efficacy judged by the committee
Treatment | No. of Clinical efficacy Efficacy Statistical
group patients | excellent| good fair poor |undecided| Tate (%) analysis
SPFX200 48 2 33 11 2 72.9
SPFX300 48 35 9 3 1 72.9 NS
ENX 42 1 29 6 6 71.4
anitratus &% 1 ¥k. Enterobacter cloacae 2 %) T 100 A
Hote 904 e—e :SPFX /P
. %0 - o---0 : ENX /
RERELHEEINAL NS I tkh, MIC HflIE & 5
nf: 20 ROMME Fig. 1 KRLE, SPFXOMICE 5 | +
g E Ve
<0.02575 6.25 ug/mlicA %L, MIC,,i40.30 5 ] o
pg/ml TH-7o —%, ENX Tk 0.1 5 12.5 § 40+ v
pg/mlicaf L, MIC,,(26.25 pg/ml Tdh > 70 30 /0/
ZDH>H SPFX o MIC A"ElEAEZRLI-bDIE P. 204 //
aeruginosa 3# (MIC:3.13 ug/ml 2%, 6.25,¢g/ 101 /
ml 1 #%) & K. pneumoniae 1 #k (MIC : 3.13 ug/ uis SO 05 01 02 0 OB 1% 313 6 1S T
ml) 'C‘ﬁa <o
3. NERAHEI L 2 ERDE SPFX | 13 2 3 6 1 301 »
ENX 9 5 2 2 3 6 2 29

1) 2EMIcE T BERDR

INERSYIEIC L BEER R % Table 10 i2/R L7,

LEHTIE 200 mg B B FhEY 26, B 33
Fl, LLEW LA, BY2HATENR (FH+EH)
13 72.9%, 300 mg B 48 PIFER 35 Hl, PPEW9
B, 3B, HIEARHE ] FITHHET2.9%, ENX #

Fig. 1. MIC distribution of causative organisms

Q2PRED 1, B 20B, POEY6H, EH6H
THEHYETLA%XTHD, IBMIcAERERBDHONE
hoates
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Table 11. Clinical efficacy judged by the committee
Treatment | No. of Clinical efficacy Efficacy . ,
Items . - - Statistical analysis
group | patients |excellent| good | fair | poor |undscided| rate(¥)
v SPFX200 | 23 18 5 2 8.6
b”’l‘:.l. SPFX30 | 2 u 4 1| s NS
roncls | gNx | 1 1 3 1 7.8
Diagnosis
e SPFX20 | % 2 11 6 7.0
others | SPFX300 | 19 1 5 3 51.9 NS
ENX % ! 15 3 5 8.7
SPFX200 | 41 2 1 2 8.9
mild | SPFX300 | 38 28 7 2 ! 7.7 NS
ENX 8 1 2 5 8 £5.8
Severity
SPFX200 1 2 5 100 | H=6.23 (p=0.0444)
moderate | SPFX300 | 10 7 1 70.0 | (SPFX200>SPFX300'
ENX 10 9 90.0 ||(p<0.05)
SPFX200 | 2 1 8 70.4
_ no | SPFX300 | 23 11 5 1 7.9 NS
Underlying ENX 1 1 12 1 3 7.5
disease and/or
complication SPFX200 | 21 16 3 2 6.2
yes | SPFX300 | % 18 4 2 1 172.0 NS
ENX %5 11 5 3 88.0
SPFX200 | 3 1 % 7 1 7.5
Pretreatment no | SPFX300 | 36 % 7 2 1 172.2 NS
with ENX 3 1 2 5 4 1.0
antimicrobial SPFX200 | U4 1 8 4 1 6.3
agents yes | SPFX300 | 12 9 2 1 1.0 NS
ENX 1l 8 1 2 2.1

" Dunn multiple comparison

2) BRREN

(2WEHIER 2R

RERICIBHESEIRE Z0MICER L TRETL
fo BUESEX L TIE 200 mg B 23 HlchE % 16 #1,
300 mg B 29 FichHE%h 24 #), ENX B 18 flhE# 14
PcHEHREzhEN 69.6%, 82.8%, T7.8% Th
D, SPMICERZRBOONLH-755, 300 mg B
DEYERR/OEN - 720

TOMDERE TIF 200 mg B 25 FIhER 2 5, HE
176, 300 mg 2 19 HlchE% 11 1, ENX B 24 filp
160, B 15 HTEYERZIENT6. 0%, 57.9
%, 66.7T%Thh, IHAEICHELZIRD SN,
(Table 11),

(2)EfE P RIBE K %0 R

BAEOEFEE % BIE & PEFEICES L TR L7,
BIEPITIL 200 mg B¥ 41 HIh AR 28 ), 300 mg T
13 38 HichE %) 28 #il, ENX B¥ Tl 32 i E%h 1 #1,
% 20 FICHBRIZZENE41 68.3%, 73.7%, 65.6%
Thh, IBMIFEZIBDSNLE M1,

—~%, HEETII 200 mg BORKML 300 mg BEL D
HE (p<0.05) IZEMhotohs, EFBMRT~10HED
L, AEMICENS L ERREZ SNEh -7 (Table
11)e

BIEREKE - AHHEOHESIBER R

HEWEE - AHEORETIR EREKE -
M) DBADEDRIE 200 mg BT 70.4%, 300 mg
BTUT73.9%, ENX#TT16.5%CTohbh, £/, [H] ©
BATHLEYRIZNEN 76.2%, 72.0%, 68.0% &

A BHE
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RIZRROBRMRTH O, WFHRIC2VTH IPMIcEE
#3787 (Table 1),

(4)70 4= | (B AT I 0 4 90 31| BB R 2 SR
WEMBERITERBEOE R TRN Ui, ENIEMK 45
DPEDOBFYHRIL 200 mg BT 76.5%, 300 mg BT
72.2%, ENXBTT1.0%, £/ [H) OBATLEY
LIENEN 64.3%, 75.09%, 72.7% TH WK
TH1 0200 mg BOBMAPLREN, - 1oht, 2
RREEMOBMTHD, LWIhb IHMICHEZIIIZ

Hohiih-7 (Tablell),

(5)42 % B8 71| B PR 2 R

&2 R BB R R % Table 12 1T/ L 7o

75 LB T2 S. pneumoniae NDRIHBH L,
%2 200 mg B 87.5%. 300 mg & 88.9%, ENX
BBT.5% Thoto, 75 LIRHETI H. influenzae
NRELLREBEN, HHEIZ 200 mg 8% 92.9%. 300 mg
B$100%, ENX B£86.7T¥ Th~71o ENHTII B
catarrhalis, K. pneumoniae, P. aeruginosa L
B RBE A, P. aeruginosa RIHFIDOBEHE
NERTHD, 75 LIBHELETIE 200 mg 8 78.3
%, 300 mg B 60.0%, ENX B 68.2%Th 120 221k
TOHEREIL 200 mg B 80.6%, 300 mg ¥ 69.0%,
ENX #74.2%Tho, IHEICERZREHOIY
Mo,

3. EXREMBE¥IHE

ERENEEEYRL Table 13 IZR L7,
S. pneumoniae D #il§%E (3 200 mg B 100%. 300
mg 8% 87.5%, ENX ¥ 42.9% T 200 mg B!z ENX &
ICHBELE®E (p<0.05) IK&EM -1, H. influenzae
D% 200 mg B, 300 mg BEE biC 100%,
ENX T3 86.7T%Thh, IHMICEEZEREY
Shlim>tzo LA L P. aeruginosa DifKE T 40
~66.7% & PRIEL, 7T LRBELETIE 200 mg
81.0%, 300 mg B 75.0%, ENX B 72.7%. 24k
TOWKFE L 200 mg B 85.7%, 300 mg B 79. 2%,
ENXB66. 7% ThD, WFhb I BMIcHEEZEIED
ohiEh -1,

4. FHREHEICLZEFRDR

FREHEICKL HEKRY R4 Table 14 ICRLA, 2
ST 200 mg B 48 BIChED 2 B, BHITHl, PR
B85, HEFRME L HITEXHE8L. 3%, 300 mg &
4 PhEL4H, B3, CPEUOH, EHL
B, HERHEE | FITEXR 83.3%, ENX #Ti3 42 6
hEL 264, B3 B, PPEYH4LH, EHSHITHE
HET8.6%THy, IHMIcHEERZIBDoNLEL»

fCe

5. BIYEMILSICHIFRREMBN

BB O RBAKE & £ DAE % Table 15 iR L1,
200 mg #Ti2 52 i 4 4 (7.7%), 300 mg BTit 49
ik e #) (12,2%), ENX # T2 45 Fib 54 (11,1
%) ICBIfERAMRE L, SBMORBAE CHEL
BRHONLEN T2 BHEADABELTIZ200mg
TREZ3F, LKL F, 300 mg BTRR, FIE-.
KREFR, 25, LHBWE, WA 0L ChEHIE
nE¥En1H, ENX CRAKR - LEOLThR - BT
KoOBH%, RZ, RETR HHBIRE ERBre
hEn 1 BTH-7,

DY, BEDEI 200 mg BHORS & LNBHD
2%, 300 mg B¥DXMBMIE & UL L ThBED 2 M,
ENX BORZ LAES - LEDOLUNRK - TR
NBD 2 H DM 6 I TH -1,

BERREBEREMNORBAEL TDONBE% Table 16 i
T U7o 200 mg BT 46 Fich 6 84 (13.0%). 300 mg
BTIR47HB 55 (10.6%), ENX BTt 42 fd5
7l (11.9%) KREBAREHIDH SN, IHEOR
BRHEEICHREZREYD oL L -1, BERREERRO
M7 Table 16 IR, IFREERINS, 7 —L2R
4k, GOT, GPT tR. m#& 7V 7¥ = LR RE
B4, FRICEARMERMMAE & Th - b0 hLBE
RHDTH-1

e, ChoDBIfEAR o CICREREERRSPIE
HEVWEIRBRTRICEIEL TV 5,

6. NERSHEICLIFRAM

NERLI1I2LD Table 2D XEHEICESTWTHESN
teH A% Table 17 ISR L72o 200 mg B T3 44 Fit
HH30M PLERILA, EHTHEVL 3, 300mg
BT HPERR2H, PPERAI0M, FRATIL
49, ENX BT 40MPER 288, PPHASH
ERATHRWTIHT, BAREE~ 68.2%, 69.6%,
70.0% THb, 3B HEEZIBHOOLN T,

7. FREHEICLAHERAK

FREHEICL 2HHELE% Table 18 /R L7z, 200
mg BT UFPBHTHER LG, ERBH PPH
AS5H, HRAEAL 24|, 300 mg BT 46 FihBY
THAIR, BEUA, PPEATH. gRAKRL?
fl. ENX BT 40 FichBHTHA LA, GR 20
POERASH, HHERLSATERRIE, .1
%, 80.4%, 75.0%ThY, 3BEIcHEEZREHON
ot
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Table 12. Clinical efficacy judged by the committee

Causative
organisms

Treatment
group

No. of
patients

Clinical efficacy

excellent

good fair

poor

Efficacy
rate (%)

Statistical
analysis

S. gureus

SPFX200
SPFX300
ENX

—

—

e

S. pneumoniae

SPFX200
SPFX300
ENX

NS

sub—tatal

SPFX200
SPFX300
ENX

NS

H.influenzae

SPFX200
SPFX300
ENX

—

—

—
N =N co 0o O™ ~3 0o O™
—

—

92.9

86.7

NS

B. catarrhalis

SPFX200
SPFX300
ENX

NN N (S B0 B © © o © oo

—

Branhamella sp.

SPFX200
SPFX300
ENX

K. pneumoniae

SPFX200
SPFX300
ENX

K. aerogenes

SPFX200
SPFX300
ENX

E. cloacae

SPFX200
SPFX300
ENX

P. aeruginosa

SPFX200
SPFX300
ENX

S. marcescens

SPFX200
SPFX300
ENX

A. anitratus

SPFX200
SPFX300
ENX

sub—total

SPFX200
SPFX300
ENX

17
12
14

NS

Total

SPFX200
SPFX300
ENX

23
20
22

W ~3 > N W

a1l DD DN (S0 \ I v ]

NS
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Table 13. Bacteriological efficacy judged by the committee

Causative
organisms

Treatment
group

No. of
strains

Bacteriological efficacy

eradicated

decreased

persisted

Eradication
rate (%)

Statistical
analysis

S. aureus

SPFX200
SPFX300
ENX

—

—

S. pneumoniae

SPFX200
SPFX300
ENX

x *=1.256( p =0, 0268)

[

PFX200>ENX'
(p<0.05)

sub-total

SPFX200
SPFX300
ENX

NS

H.influenzae

SPFX200
SPFX300
ENX

—

100

86.7

NS

B. catarrhalis

SPFX200
SPFX300
ENX

—
NN | O] oo ~N oo =3

—
NN | WM &3] w3

Branhamella sp.

SPFX200
SPFX300
ENX

K. pneumoniae

SPFX200
SPFX300
ENX

K. aerogenes

SPFX200
SPFX300
ENX

. cloacae

SPFX200
SPFX300
ENX

aeruginosa

SPFX200
SPFX300
ENX

[

. marcescens

SPFX200
SPFX300
ENX

. anitratus

SPFX200
SPFX300
ENX

sub—total

SPFX200
SPFX300
ENX

21
16
22

17
12
16

81.0
75.0
72.7

NS

Total

SPFX200
SPFX300
ENX

28
24

24
19

O O D e

85.7
79.2
66.7

NS

" Dunn multiple comparison
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Table 14. Clinical efficacy judged by doctor in charge
Treatment | No. of Clinical efficacy Efficacy | Statistical
group patients |gxcellent| good fair poor |undecided| rate (%) analysis
SPFX200 48 2 37 8 1 81.3
SPFX300 48 4 36 6 1 1 83.3 NS
ENX 42 2 31 4 5 78.6

Table 15. Side effects judged by the committee

Treatment group SPFX200

SPFX300 ENX Statistical analysis

No. of patients 52

49 45

No.of patients with side effects 4
(%) (1.m

6 5 NS

(12.2) (L n

Side effects
Insomnia

Insomnia - anorexia

Headache dull - numbness of
upper extremities - weakness of
lower extremities

Rash 3
Photosensitivity
Anorexia

Stomach discomfort
Nausea
Epigastralgia 1

Hot feeling generalized

Numbness of limbs

m * =

—a—=% /o0 REEF SPFX Rk 35 RAE it
TIERAREZBNCFES 5 BN T ESREER
RERE L7, HS5RAFRERMEOTELERE L
LTARBED® > S. pneumoniae, H. influenzae,
B. catarrhalis, K. pneumoniae, P. aeruginosa 13 &
KHT 3 XK OHRBNE S CichNBE, £/, DS
“HERIC B AERDE, BLHS4ERLTIER

200mg (431) &£300mg (1) &Lt i, &AH
DERDREBEOESN LB 2EKRTHRELT
enoxacin (ENX) 600 mg (43 3) B4 &7,

MRFEBIIFRBREEDOF T HRBUERIBL,
BEREORHCEBENES & EZ oh 28 SERRE
&Lt '

RS EERIZ 148 $1 (200 mg B¥ 53 #1, 300 mg Bf 49
#., ENX#46#) T, COSBPERRICEVWTR
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Table 168. Abnormal laboratory findings judged by the committee
Treatment group SPFX200{SPFX300, ENX |Statistical analysis
No. of patients 46 47 42
No. of patients with abnormal laboratory 8 5 5 NS
findings (%) (13.0) | (10.8) | (11.9)
Abnormal laboratory findings
Eosinocyte t 3 1 2
Eosinocyte * GPT t 1
Eosinocyte ! * positive in Coombs’ test 1
GOTt 1
GPT ¢ 1 2
GOT - GPT ¢ 1
s—Creatinine 1 1
Protein in urine * 1
RBCinurine t 1
Table 17. Usefulness judged by the committee
Usefulness L
Treatment | No. of - Usefulness | Statistical
group patients markedly useful slightly useless | rate (%) | analysis
useful useful
SPFX200 44 30 11 3 68. 2
SPFX300 46 32 10 4 69. 6 NS
ENX 40 28 5 7 70.0
Table 18. Usefulness judged by doctor in charge
Usefulness o
Treatment | No. of - Usefulness | Statistical
group patients markedly useful slightly useless | rate (%) | analysis
useful useful
SPFX200 44 1 36 5 2 84.1
SPFX300 46 3 34 7 2 80.4 NS
ENX 40 1 29 5 5 75.0

R EHEINIERIZ 138 £ (200 mg B 48 #,
300 mg B 48 41, ENX #42F)) THH, ThoniE
FloERAFICEIBMICHERFE 3@ olih -
7o

NEBSHBICKBERDRIE, 2MEHT200meg B
72.9%, 300 mg B£72.9%., ENX B 71 4% DEMERT
b, BUSERRMEDHERE LD BHITIRIC
PR-THTHSB L, TOEXHEIZ 200 mg B 69. 6%,
300 mg & 82.8%, ENX # 77.8% T 300 mg #H»& b
Bt FDMOKETIE 200 mg B 76.0%, 300 mg
B 57.9%, ENX B¢ 66.7% T 200 mg B#h@h -1t

2, e0EE, HEERLVA 00 mg HTH
influenzae DR FIH/D 12 {, R P. aeruginosa
RIBFIBB M- cDEEL SN S,
LL2HITOWVWTIE, 200mg B TT.7%, 300mgHT
12.2%, ENX BT 1. 1% DORIfERORBEFZD o0
fzo %7, ERBREMRHRZ 200 mg 3T 13.0%, 300
mg BT 10.6%, ENX BT 11.9%ic@Z» onid,
WEhb I BMICEEZRBV o hEh -, TIN50
REMBRERIVAE R, RO OREORFOERR
RicH I IMEEEB L TRICBVERELSNT,
BIfER S CIERREERR IV T bEEPLESS
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Appendix. Collaborating institues

Department of Internal Medicine, Sapporo Tetsudo Hospital

Department of Internal Medicine, Hokushin Hospital

Department of Respiratory Disease, Iwaki Kyoritsu General Hospital

Diseases of Internal Medicine, Shinrakuen Hospital

The Second Department of Internal Medicine, The Jikei University School of Medicine

The First Department of Internal Medicine, School of Medicine, Kyorin University

Division of Respiratory Diseases, Toranomon Hospital

Department of Internal Medicine, Tokyo Women's Medical College

Department of Internal Medicine, Doai—Kinen Hospital

Department of Internal Medicine, Kanagawa Prefectural Nursing and School of Hygienic Hospital
Department of Respiratory Disease, Kanagawa Prefectural Circulatory and Respiratory Diseases Center
The First Department of Internal Medicine, Medical School, Nagoya City University
Department of Internal Medicine, Nagoya City Higashi General Hospital

Department of Internal Medicine, Tane General Hospital

The Second Department of Internal Medicine, Nara Medical University

The Third Department of Internal Medicine, Tottori University, School of Medicine
Division of Respiratory Diseases, Department of Medicine, Kawasaki Medical School
Internal Medicine ( I ), Kawasaki Medical School, Kawasaki Hospital

The Second Department of Internal Medicine, School of Medicine, Hiroshima University
Department of Internal Medical, JR Hiroshima General Hospital

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

Second Department of Internal Medicine, Medical College of Oita

The Second Department of Internal Medicine, School of Medicine, Nagasaki University
Department of Internal Medicine, Sasebo Municipal General Hospital

Department of Internal Medicine, Isahaya General Hospital

Department of Internal Medicine, Nagasaki Municipal Medical Center

The First Department of Internal Medicine, School of Medicine, University of the Ryukyus

Department of Internal Medicine, Nakagami Hospital

VWREBRKTICEDEPMTHELTVWAR I EDD, B
KEREMBEEZ DRI -1,

NERLIC X 3 HRAKYETI? 200 mg B 68.2%,
300mg 8 69.6%., ENX B 70. 0% DEHBE T 3 #R
KEEZRZ»HS5h T, SPFX ® 200 mg~300 mg
SIBERENX D1 H600mg (53) HE5ICTHK
TARETH - 72,

Ut BHSERREICXT 2 sparfloxacin D E&
ARSVWT_EERUBRB CEBINICTME L /4
R 2FM T 200 mg B & 300 mg B2 IZIZEE DMK
RTH- 1ot BUEKERPEDOEHK L% EHho%
HRED LTHY EEL SN BBEHEIFTIRY DB
DTRHLIER HEZEEVHOD 300 mg BHORK
BARLBATWACE, SoRBLBR S CICERAK
2200mg B#& 300 mg BETRIZEAEZRED SN
hotelehn, BEHBEROHBVBHIEIRL L8
HRMBRAE IR LTid 1 B 300 mg (53 1) HBE5E

HEBEbns, LML, 2ARE L ENX BERENZ
NULOBRTH -2 & LD, AELEH DMK IR
BAFICXi L Tid 1 B 200 mg (53 1) THHIERYE
NPFTEHbDLEEL SN S,

X i

1) Nakamura S, et al. : In vitro and in vivo
antibacterial activities of AT—-4140, a new
broad—spectrum quinolone. Antimicrob
Agents Chemother 33 : 1167~1173, 1989

2) Kojima T, Inoue M and Mitsuhashi S : In
vitro activity of AT-4140 against clinical
bacterial isolates. Antimicrob
Chemother 33 : 1980~1988, 1989

3) EBEAREREFSFEAAITRE, HE
v R U7 L(2), Sparfloxacin (AT-4140),
iz &, 1990

Agents
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4) Kanamaru M, Nakashima M, Uematsu T ~170, 1081
and Takikuchi Y : Pharmacokinetics and 8) BIMmikdk, fth: MERBBEEIIHT S lomeflo.
safety of a new quinolone, AT- 4140 in xacin (NY-108, LFLX) 0 R ERR,
healthy volunteers. 28 th Intersci Conf Chemotherapy 37 : 776~795, 1989
Antimicrob Agents Chemother, Oct. 23~ 7) RIMKE : KBickit 5 hdroDBRFEDS

26, Los Angeles, 1988

D~ IR BBBE IS OV T, BFES 4

5) BAMLERE¥S: R/ RWHILME (MIC) 2481~2480, 19089

fl €L BHEIC 2\ To Chemotherapy 20 : 78

A DOSE-FINDING COMPARATIVE STUDY ON SPARFLOXACIN
(SPFX) IN CHRONIC RESPIRATORY TRACT INFECTIONS

Rinzo Soejima, Hiroshi Kawane, Niro Okimoto and Osamu Tatara
Division of Respiratory Diseases, Department of Medicine, Kawasaki Medical School
577 Matsushima, Kurashiki 701-01, Japan

Akira Saito, Ichiro Nakayama and Masumi Tomizawa
College of Medical Technology, Hokkaido University and Related Hospitals

Kotaro Oizumi* and Akira Watanabe
Department of Internal Medicine, Research Institute for Chest Diseases and Cancer,
Tohoku University
(*The First Department of Internal Medicine, Kurume University, School of Medicine)

Izumi Hayashi**
Department of Respiratory Disease, Iwaki Kyoritsu General Hospital
(**Department of Internal Medicine, Cancer Institute Hospital)

Nobuki Aoki

Department of Internal Medicine, Shinrakuen Hospital

Jingoro Shimada, Atsushi Saito, Kohya Shiba,
Masanobu Kaji, Masaki Yoshida and Osamu Sakai
The Second Department of Internal Medicine, The Jikei University School of Medicine

Hiroyuki Kobayashi and Takashi Inoue
The First Department of Internal Medicine, School of Medicine, Kyorin University

Koichiro Nakata, Tatsuo Nakatani, Yoshitaka Nakamori,
Naohiko Chonabayashi, Kohji Narui and Eiyasu Tuboi
Division of Respiratory Diseases, Toranomon Hospital

Kihachiro Shimizu and Junichi Katahira
Department of Internal Medicine, Tokyo Women’s Medical College

Kaoru Shimada, Yasuyuki Sano and Yasufumi Miyamoto
Department of Infectious Disease, Institute of Medical Science,
University of Tokyo and Related Hospital
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Fumio Matsumoto and Takero Imai
Department of Internal Medicine, Kanagawa Prefectural Nursing
and School of Hygienic Hospital

Shigeki Odagiri and Kaneo Suzuki
Department of Respiratory Disease, Kanagawa Prefectural Circulatory
and Respiratory Disease Center

Toshihiko Takeuchi, Yoshimitsu Hayashi and Hidekazu Hanaki
The First Department of Internal Medicine, Medical School,
Nagoya City University and Related Hospital

Fumio Miki

Department of Internal Medicine, Tane General Hospital

Nobuhiro Narita, Masayoshi Sawaki and Keiichi Mikasa
The Second Department of Internal Medicine, Nara Medical University

Takao Sasaki, Yukio Matsumoto, Yuji Sugimoto and Hidemi Teramoto
The Third Department of Internal Medicine, Tottori University, School of Medicine

Toshiharu Matsushima and Makoto Kimura
Internal Medicine (II ), Kawasaki Medical School, Kawasak: Hospital

Kenji Hasegawa, Michio Yamakido, Shunsuke Takami and Yukio Nishimoto
The Second Department of Internal Medicine, School of Medicine,
Hiroshima University and Related Hospital

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

Masaru Nasu, Yoichiro Goto, Hiroyuki Nagai and Jun Goto
Second Department of Internal Medicine, Medical College of Oita

Kohei Hara, Shigeru Kono, Yasumasa Doutsu, Takashige Miyazaki,
Akira Sakamoto, Koichi Watanabe, Sadahiro Asai and Hideo Mashimoto
The Second Department of Internal Medicine, School of Medicine,
Nagasaki University and Related Hospitals

Keizo Matsumoto and Kazunori Oishi
Department of Internal Medicine, Institute of Tropical Medicine, Nagasaki University

Atsushi Saito and Yuei Irabu
The First Department of Internal Medicine, School of Medicine,
University of the Ryukyus and Related Hospital
Keizo Yamaguchi*** and Kazuyuki Sugawara
Clinical Laboratory, Nagasaki University Hospital
(***Department of Microbiology, School of Medicine, Toho Univercity)

Mituyoshi Nakashima
Department of Pharmacology, Hamamatsu University School of Medicine
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A dose—finding study on sparfloxacin (SPFX : AT-4140), a new quinolone antimicrobial, wag
conducted by the double blind comparative design in patients with chronic respiratory tract
infections. The patients were classified into three groups. Namely, SPFX 200 group was
administered SPFX in a daily dose of 200 mg, SPFX 300 group received a daily dose of 300 mg
SPFX, and ENX group received enoxacin (ENX), as a control, in a daily dose of 600 mg

(200 mgX 3).

The total number of patients enrolled in the trial was 148, of which 138 cases (48, 48, and 42
in SPFX 200, SPFX 300, and ENX groups, respectively), and 146 cases (52, 49 and 45 a5
grouped and ordered above), were evaluable by the committee for clinical efficacy and side
effects, respectively.

1) The backgrounds of patients were well-balanced among the three groups.

2) The clinical efficacy rates were 72.9% for SPFX 200, 72.8% for SPFX 300, and 71.4% for
ENX. In patients with only chronic bronchitis, the efficacy rate was 69.8%. 82.8% and 77.8%,
respectively. The efficacy rate was highest in SPFX 300 group, but there was no significant
difference among the three groups.

3) The bacterial eradication rates were 85.7%. 79.2% and 66.7%. without any significant
difference in the three groups.

4) In the safety evaluation, the side effect rates were 7.7%. 12.2% and 11.1%, and the
abnormal laboratory findings rates were 13.0%. 10.6% and 11.9%. There were no significant
differences in the two safety evaluations.

5) The usefulness rates were 68.2%, 69.6% and 70.0%, without any significant difference
among the three groups.

These results indicate that SPFX in a daily dose of 200 mg and 300 mg, and 600 mg daily
ENX in three 200 mg doses, are almost equivalent in both efficacy and safety for patients with
chronic respiratory tract infections.

However, among the three groups tested, a 300 mg dosage of SPFX was most excellent in
patients with only chronic bronchitis. Therefore, the 300 mg daily dose was considered to be an
appropriate medication for such intractable chronic respiratory tract infections.



