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Sparfloxacin (SPFX) MM EMEWE o4 2 Wi, TLtks LCHRAEEREICHE
7 2 HH T ofloxacin (OFLX) 20X & LAZRWMBMEBREREREL -c Bz
SPFX T3 1 H1E300mg, OFLX T2 1E200mg # 1 H3E, MALLTI4 BMEORS
L, UTORMERT,

1) RIESEFMIE 1855 (SPFX B4 07#), OFLX B 88 4)) THh, NEREHEICELDE
TR & U TIRA AR 157 ) (SPFX # 84§, OFLX B#73 #), RIfeM @&
XA HI M3 174 ) (SPFX B 04 ), OFLX B 80 7)), K bR M 2 I 3 i f S #8513 162 41

(SPFX # 87 ), OFLX B 75 #), (65 8UE M 163§ (SPFX # 86 #1, OFLX
BTTH) Thoto BN BEEFAONESE L CHYDERENRKEDOBEWREFICZARR
M{LEMEOFRINEANFERVT, ERFBMICHELRO GRD NG, T

2) MEREYEIC & A MBHRIZ SPFX #T82.1% (60/84), OFLX B#T 83.6% (61/73),
FREHEOHYBIZENEN 76.2% (64/84) & 79.5% (58/73) THh, LWIFh bERMRM
KERZRZBELONIEN T,

3) MERI¥HIPR I SPFX M T 84.2% (32/38), OFLX BT T7.4% (24/31) THh, ¥k
BMicERZRED O 1,

4) BV RB®R I SPFX # T 13.8% (13/94), OFLX B¥T 15.0% (12/80), EKREBED
RERBRIZENEN 13.8% (12/87) & 16.0% (12/75) THH, WIFhbmEHMHMicHEL
BEHShIEh-7,

5) IBELSYEIC L 2HAEIE SPFX 87T 70.9% (61/88), OFLX BT 77.9% (60/77),
FHREHMEOHRABIEENEN T0.9% (61/86) & 72.7% (56/77) THH, LWIh bilEFEM
KERZREBY o)1,

L toms#kL v, SPFX 1 B 300 mg #5132 OFLX 1 [E 200 mg 1 B 3 E{5 L RIHiIcBEESR
BRERGE SN U THRLBEANTH S LRI,

AUG. 1991

—_—

Key words : Sparfloxacin, AT—4140, Ofloxacin, @MXUERSLE, —EHFRILEAR

Sparfloxacin (SPFX) i3 K H AMERRAHRART
MREIN/=2—F/ oV ROGRRERT, {LERS
LoRBEAFVF /) BBDSALIKT I X%, 6
fre8fic7 v ¥EE, THRICS,5-VAFLERFT Y=
NVEZBFTARILH D, AR 7 LIBEE, 75 L
HEErRILHELTAaTSS5X2, 753107, LY
A x5, #EKE FERRBREFCHLTRVWVREN%
ATV, BT, AFV) UHERGABT FORKRELXEST
Staphylococcus aureus, Streptococcus pneumoniae,
Haemophilus influenzae, Klebsiella pneumoniae,
Branhamella catarrhalis EDFREBEFEDEENL
BHicHd AREAPMEI ATV ARERERICET 5,

F7, ARIBRN, HBBITORIFTHD, TDI L
PRBLT, BMICHET S invivo R LENTH
32, £ MBI HEAHE" ORI TR, OPhBED
E—7 35 %M 4BRICH D, Mdh ool
bIEHMERVWCE LD, 1HI~2H0BEETEY
UrYF IS ERTH 5,

B 3ARBRICE - T, BUHKEREEE RIS,

ARBRERBRE _EFEREICIOERLALY . 20
B, BHI[EIRICEETNIE, SPFX 200 mg OFY
EH69.6% (16/23) TH-1-Dicx L, 300 mg D
i 82.8% (24/29) WS> BVERRNBOOTWVS,
—F, FEY BRI LEORK T3, WREBRE
SHOWERII 570 HIlhEL 98 Fl, HRBIAT, BY
KBLAKTHD, MROEZHEIL 85.6% (154/180),
84 FoE R SE T3 81. 8% (233/285) &) EhLY
ERBREINTWS,

LEo—BERRRS L CRARSERROBRIET
%, SEEMSERREICHT 5 SPFX 0BHtE, %
SfH5 L UHARLEEENICHMEJ 5 BT ofloxacin
(OFLX) %@L L - BHLBRRE - HEERER
LOEMLIDT, UTiceDRRERET 50

[. ¥RueOVICRRAE
1. HREBELHREEOEH
1989 £ 11 A4S 1091 46 1 A & Tic2E 31 i
#) ORBEESYL L ABESERRERET FHRH
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after after
breakfast lunch

after
dinner

SPFXgroup | @@ OOCOO OO

OFLX group | OOHE OOHE O0OOmE

@ : SPFX 150mg tablet, O : SPFX placebo tablet
M : OFLX 100mg tablet, []: OFLX placebo tablet

Fig. 1. Package of test drugs

BRI RRBMOBENE SN BEENRE L, X
RiIR%, REEOKE, QMKHNE, CRP Bt
KERHSMIBRERSBED SN EDEFELUTOBE &
Lo HBEBEE LTI, BESEIXRORMEELS
CRBRL - I R[EXILRE - REXWE - S -
MR &L L, CEAMRBITIRD LVLEEN
RO BB S &L L, iR 16 RULE
DEAT, 7. ABE - ARDFIIMbL VA, BEXQ
BRPENEELBE LS L, TROVTIMENT S
ERRHEROSBRATEIEE LI,
1) EERAMECTEOR/SICL 3BRTRYPBRIE
TERWEH,
2) ERUERKE - AHELXBE T 2P CHRER D
Yt ReMOYIENEBISER,
3) ARRBMAICHOREERRSN LI, BUE
REKEL22H B1EH
1) ARBOMRLILIBRGB Y — Nz L T
Za—% ) oy ERREFNEE S NIER.
5 F /o ERBRICTULNF—DBREDH B
#lo
8) TAPAZORBUERET 23S DBFERED
bHEE,
1) BEOHS 5\ IIERIEEED S 5,
8) R, ERL TV AEEEM D H ABA F 3R
FDRA,
9) Zofth, EBELSFELY L LM LA EF
2. HREH
HREHS LU | HESREITiROESD & L1
%MXH : SPFX 1 H 300 mg (150 mg 5% 2 §¢)
XM¥EH : OFLX 1 H 600 mg (100 mg $¥% 6 §F)
WEF IR £ O | BIRESEMARE B0, Zh
ThORFICHIGT 5/ B BRI T T S EE
ML, ¥ 703 —igic & 0 BEEHOMBIIREELE 2 (R

L7 (Fig. 1),

1EFRNELT 4BS 428) 2 1 FHICHD,
TAT-RT §8) &&R L, 5k, ARRICERHLL.
SPFX st L UVBE 77t ¥ ABABEMLD,
OFLX #6LUVRI7S t H¥EEI3E—WERL 0 124t %
Zitt,

3. KAIDE DT B X CRIF|ER

RBREXIEFADELMEL, 3V ba—-F5—p4
T &I SPFX 8 & OFLX #AEME 2 5 & 9 ICEIE
AT D, HEEFLTERRICERA L. Kb,
EXE D Fdtk, 32 bo—5—2EERBICHEB LR
BRERCHOVWTERARESUHARRLERHAEE
FIFHE GRHERIEIR) KL, 2OER, dXE
& bRIBICEA LTV EHwIE AN,

Jvbo—-5-R3HRREROSHROERME. mEH
DEFARHEE, |MEATND 1), key code DIREN S
CichH, NEBRHEOHBORARERN T 51 » FL,
BRI R B DHIE, key code Bk D7 — ¥ DARZEH:
BLURTDORIEICH -~ 720

4. BE5R, BEHERLS IS 1M

HREFI 1B 114G (488) 21 B3RBARKICHRS
Lte #bb | Hi5RIE SPFX #d 300 mg,
OFLX #3600 mg Th 5, HSHMIFAAIE LT 14
BElE Lichs, BRL L RBBOLDFSRE L K
LiciBE, FHEEREICIERRBEEORFEHNRR
L., SN ARaeL ¥ I h7 58, BELHLUE
BhodikDE LS - 84, RBREFHOHREHILY
BFTETEVDLHW LABE, S50V RZoMEREN
BEPILOLEEZRBO I IR FEROHM THRESE
kL TbEWnT EE LT,

fetil, HBREFLZEYE L THEICEET 2841
i, ESOHMTIILECELIES (98) BERSL
it e E L
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5. GFRXK

FUBRRREGEP S tho MK, BWEERATFoq N
KOG ZRIEL. 2L, RIMERAT o1 FAliI
ST, IR T BLUMKOEREATVT, W
RRRT a4 PRSI EEL ST AEROE(LH
2oond, MERKRTEE TRRORNNRKX 7o
1 FRIXERL THREINTVARBIREL20ANLN
bos L,

FERT O FHEMRIMA], HRBERK MK, 7
-7y UNEL, TLIzvLEkize SR VILE
BOHMHH L OB OB bRAIE UTHRIELRY,
PUEBTHALABEIEOARTLHARBLARR
iciEmTAsCEE LT,

EiFRHKl, MEH., ARWLEK. HRHREFILL
EEAMERIGOFRI RIS L, ARG, BREEIWE. b
o—-FRILEEGALBER TOABLHHEHRE
FABERICERT AL EL, Wi, BROFKBRSLE—K
BULEL S ICERARBICIHT AR BERICEKT
5l&E LT

6. KX FAROBESLVERRENOEK

1) fEK, AROWME

BEEHSLCHEERITIEO LB EL, BES
JURERRAE LTBATI &L LM, Dlal e
bix5Hl, #5ME3IE% THKRBLU 14 BEOR
B, ARELTITV, BB TELLE L, BB, f{5
MrOEHT 4 BRETHRELZPELIEE, 50
fhEIcZE LB Aa I, PIERATHTREL LU
EEITH L, AHENMRD A BHE TEABEL,
HAERICEBTSH L& LT,
HREHS LY ERE
kil : ZAE (18 4E#IE)

szl B2ERAETO LT ELE LT,
BH 4 (BRENVMEINSIEE), +, —D 3Bk
& (&) :# (0ml/BLLE), + (10ml/HEE

50 ml/Bki), + (10ml/BK#), —D 4 B
Wik (HEK) - IR (P), ¥R (PM), ¥t (M) @

3 B
MR R : + (ERAMFRODIZE), +,
Mg : +, — D2 BR
MBS+, +, — D3R
FT)—¥:+, —D2BRE
BiAEEIR - +, — D2 B

2) BRERREDOEN

ERREOEBIAE H L PERKB IO\ Tid Table
1icRL 7,

-0 3 B

AUG. 1991

WIhOBMKREE S LURERE bAEDRICENT
BoEE LN, REFFREBEICE, TE57048
VWHBELBBEICRETASLELR, BB, f{oh
NEHT 14 BRBTREEPLELIEBE, S50
KIcEE L BEICE PEBRATLTEERLLURE
BT EELte F1, RRKICHEFREED RN
EHonBARERMICHT 5 % TAREIR 0 8HR
ETacselr

3) ANEMIRE

BEmMaET, SR 3 Bk THRBLU 14 8%
(73R TH) ICBERDFEI L hBESO@BD
St BE - BRAELTY, BRELZKBOREIC
Bt, BREIERARALHEEINIRICH>VTI
BRIE & H*iC AXRLEREESHEREY ICL D SPFX
L U OFLX 0 MIC S5 % KM K FE 4 BH RAb:
REBICHEVWTERELT:,

7. WEE, PR SEMALEERE@MBNLS K

HHRAtEOHE

1) FHREICK 5FE

BEMEBY L1-FHEOHNNICLD, HRBLFES
JUKRES - APHEOEIEE 2 BIE, PFE. EFO
3ERPEIC, MEEMHREHK KD (BAHK), R
%, BRARO4BBIc, BRDREZED. Y. PPH
B, EWYHD4BRBEICHE L, 3o, BRMBERE
R ERREERREZURL, XREXOFHLELE
HTHEH. R, PPHEH. AR L, 04BRH
E L7

2) MEBLICLBHE

RBETHR 3 bo—5-—pHARERERE. Tk
Eg RHES FHEOEERNREIUCEREHES
DIEBEA%ET T4~ FEL, WEBCHESEAEL
HARREMB X BTV LICESWTPIERRKS
WTUTOHEET -7

(1) 2B DOREE &L BT U REF DS

ARBEALATOERER, REFRLBWE X KFR
D ORMELHEL, EHICEcENYE K2l R
HREDOFBHRE LTOREERE Ll

(2) EERE, EHRWRS L CHEBEFHHROUE

ARRMLHTOEKER, REFRBLURBXR
FEMOBREEOREELBE, $FE EEOIEE
ICHISE Lo BBHRZ RISEBERIEIR & & CEERREFR RO
HBEMELT, ¥ Y PPERBLURYOL
BB ICHIE Lt MBS R R R E L8N LELE
FliconT, Kk B (SaiE), BRNKR FEO
4 BYREICHITE L7,
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Table 1. Items and schedule of laboratory tests

M Before Day 3 Day 7 Day 14
Chest roentgenography e @) 0] ‘M B
Sputum culture o ) o | ! -
CRP ° ° ° o
ESR (1hvalue) o [ o 1 Y

‘ IHA o o

Mycoplasma a::t.;lbody oF 5 S
Cold hemagglutination O _ O
Chlamydia antibody O o N O
erythrocytes o o o

hemoglobin (] @ ([

Blood hematocrit o o o
analysis leukocytes [ ] o [ ) o
leukogram e o o o

platelets o o o

s—GOT [ o o

s—GPT [ ] (] J

Hepatic ALP e o d
function LDH o o [
test r-GTP [ ] o [ ]
LAP [ [ ] o

total bilirubin [ o [
LT . « | e
test s—creatinine [ [ ] o
Urinalysis protein hd h hd

o sedimentation o [ ] [ ]

Artorial PaO, O O
r
blo:;l:as PaCO: © ©
pH ) @)
Blood culture (@)
@ : indispensable O : should be performed as often as possible
B BIER S L VBERRBERE OHIE 2WVTR, TOEHEEMROEFBELMILL, LUTD

MBIV T, ERENTER L HEERONE  ERCERLTEREFICL2REOAREEELHE
(R, 2B, REHY LB £8%) ESVTHR L7
REH & oMM L L OBIEELHIE Lo EHRREEIC 1. ERE-~-R#E
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Table 2. Criteria for judgement of usefulness
Side effects and Clinical efficacy i

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

Table 3. 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) - <10ml/day (+) | 10~<50ml/day( )| =250ml/day(#)
Property of sputum - M PM P
Dyspnea, - + +
Chest pain - +
Rales - + +
Cyanosis - +
Dehydration - +
WBC (/mm") <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+

A0 205 Ll LOEBHERELEGH E L1,
2. ARE-RHE
B0 2 Ll LOEBEREEHE L,
3. ROREBFHIODVWTRTROBEL R E LT
BMmERE : 3,000/mm? kil
FFRRER : 10% LI £, ERlfEE LT 500/mm?® LlE,
/% : 1075 /mm?® Kiko
) BRKEDHIE
FRAHRERYREEASLUVERREEREOE
EEARELT, Table 20EMICE-T, BHTH
B, Bl ©PYEH BHTRV, D4BETHEL
720
8. R, ARBLIURERRKDOKZEYE
BFHRELSABRICEHR L @4 DEFMOSER, &
R, REMHE% Table 3ICRTEBEICLIVBRESER

L. #honHKBRMSHIOBARRIE 3 8%, 78K
BIU U BRICEDELHINEHERLI-DOERTL
7o

WEE I ESFOFANBEEHED L bOERE
EHOBVWLDELRE, EMLALLOEELEHEL
7o

9. Key code DBt

NERSI L BHENTON, HEABIOVTEE
BOBPYEMOER, T&RLLCREFHOEER TR
BIFFEEORENTOOUAK 32 bo—F+i&D
key code BAEt E h iz,

10. 7— 7 DR

F—yORFRI Y bo—5—niER0be, KBE
MEHRASEMNBLL, RFEHOKBEELT
Wilcoxon DIEfIFI#RTE#%, Fisher O it Wik
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MM MEBRIE N T 5 SPFX O RE a1

eV REEE B Lo REDOHEKMISER
5%& L1

I.® % B &

1. SEFIHR

ERINRER 185 FIOWNIR% Table 4 KR T,
REE5ER 185 D5 B, Table 5 IZ/RY 28 Hl &K%
FHICRABNBENE LTHBRKIKRBWVTHRE,
157 (SPFX 2¥ 84 4, OFLX B 73 ) 4B
EOMEER & Lico S ODOIERSHICH L THEIKH
HECHERRO RRD SRS - 1, SIFERIIZRE R
roULLIBREBEYTO 2 7 (SPFX 8, OFLX #&
1), RERTETEOMEERHIRH SN -1
3% (OFLX &), L&A FA @ 4 ) (SPFX B,
OFLX #& 2 f). MRAKEBTREMEHHLL LA

(OFLX &) L URRERTHE TR T o1 K6
ML 1% (OFLX 8) D& 11 A&V 174 §1

(SPFX % 94 #. OFLX # 80 #1) ic> W T L
o BERREMOFMISRERD SMBLIBREE T D
2% (SPFX #, OFLX #& 14, HEKFZD 3
# (OFLX #) tmEAUEH D 4 # (SPFX #,
OFLX #& 2 f)), MEMRBTHEXZHA LK1 H

(OFLX #), BRQAERAFHETRATF a1/ KEGHA LK
1# (OFLX #), B UVEEKRERHD 12 #

(SPFX B 74, OFLX & 5 %)) Dt 23 &R\ 7
162 6 (SPFX 2f 87 1, OFLX B 75 %) ic>W<T
fotco HRMEIHHIEFMRIER 157 FIH S EHRR
EXWOD 3% (SPFX 24l OFLX B 1#) %K
E NERETH-> LHEEAD Bk a9

(SPFX 246, OFLX #5%1: choR2TIRER
ARDI-HEHUDOFMS & 34 £MA 7 163 #)
(SPFX 886 1, OFLX 8 77T #) Ic>WTHl L 720

2. BFHREMOTRETF

AERBMOKRENFH L UCEEWRRFORITIE
WHEFEMREFNIC>VTIT 120

1) BH%

MRESKBVTHEEMRENE LTRASNERE
DHR*% Table 6 ICRT o B REH DPR
RIMETER R 51 ), B4 k- REXLBRE 57
Pl [ER0E 23 0, FHSUE 21 B, FEERMERE 2 4, PR
BEME 2 61, I BITHD, TEXBMOKES
HERLSROGBH SR 1o

2) # Fig, (KE AR - SRS, RMEOEER,

EBRE - AUHE, ARBRACERE A%

Table 6 iR T& <, ARRAT (LAMEAD 1t

EREH OB HEE IO S ICML T, mAEEMIC
RoMEHONL (p<0.05)e LMLMAS, EHLL
ARVTHOABIC>WT bl RXBEM TR E I8
ShiEdh-teo
3) REARMEIFOER, AR, EERMEMN
ARRMEHE DKIR, %, WER. KRR, 1RR
EE Bk RESEF, F7 /-, BKER Qs
¥, REBLUCRP AL FHIZ2WTH, Mm¥KA M
KEELRD ZBHSNEMN -7 (Table 7 )0
4) BRBEBLURBREHESH
B IR RAE S 157 Fichie R 2 HE LB/ AiEH
{3 Table 8 i27x9 66 #| (SPFX B# 37 4, OFLX #f 29
#l) THoteo CDHHLRMBZEGZ SPFX BEA¢ 33
#l, OFLX 84325, SMEERIEIEX 46 HT
bt EAEHNIZIE S, pneumoniae A 21 flE b %
{. &R T H. influenzae 20 i, Pseudomonas
aeruginosa 14 PIDIETCH 120 CHODERENH B
SPFX & U OFLX O MIC RN KBS hi- 36 kD
MIC #3#i% Table 9 iIZ/R T MIC DAHICAL T,
mEXBEICEEZRBY SO -1,
3. MNEESHEICKAEERYHE
BHHE T RER I T 2/NEERHEDEKRHR
% Table 10 IZ7R" T 2EFIDERYR(E SPFX BT
X84 FihEZOHI, RGO, PLEYSH, HWHT
FITESEIL82.1%, OFLX B#Ti3 13#ch&FE 10
Bl ES1H, PPEBTH, EHSHTHEDRI
83.6% ThH, MEKHMEEZIBHONLH-
720
1) FREEERHR
BUHIEXRICBIT 25 IE SPFX BT 92.9%
(26/28), OFLX 8 78.3% (18/23) & SPFX B¢
mC [EXWRE (REE) oF¥RIEhEN
81.3% (26/32), & 80.0% (20/25) &i2ZR%HTH -
feo [EXWME (BRfE) OFYRIENENTT.8%
(7/9) & 100% (14/14), Mh&iE (R&b) TR 72.7
% (8/11) & 80.0% (8/10) Tdh, & HiZ OFLX B
DAEBEMD 10 LHLENS, WFhoKBIZ>\WT
bEEFEEICEREZRIZH oNEAN -7 (Table 10),
2) EEEFIRKHR
RRFOEFEEICER L /-EEKZ R % Table 11 i
Tt BEFICHL T 2B SPFX BT 72.9%
(85/48), OFLX B¥Ti278.0% (32/41) & OFLX &
PEh-teo —F, PEETOEMRIEI SPFX #£94.4
% (34/36), OFLX #%90.6% (29/32) & SPFX #»
HEh@h 705, W 0T HIEHIBEIcERE
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Total number
of patients

SPFX 07
OFLX 88

Total 185

CHEMOTHERAPY

AUG. 1991

Table 4. Case distribution

Efficacy

Side effect

Laboratory
finding

Usefulness

No. of patients included
in statistical analysis

SPFX 84
OFLX 173

Total 157

No. of patients excluded
from statistical analysis

SPFX 13

OFLX 15

Total 28

No. of patients included
in statistical analysis

SPFX 94
OFLX 80

Total 174

No. of patients excluded
from statistical analysis

SPFX 3
OFLX 8
Total 11

No. of patients included
in statistical analysis

SPFX 87
OFLX 175

Total 162

No. of patients excluded
from statistical analysis

SPFX 10
OFLX 13

Total 23

No. of patients included
in statistical analysis

SPFX 86
OFLX 77

Total 163

No. of patients excluded
from statistical analysis

SPFX 11
OFLX 11

Total 22
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Table 5. Reasons for exclusion from clinical efficacy
Reasons SPFX | OFLX | Statistical analysis
Disease not included in protocol 3 3
Unclear symptoms of respiratory infections 3 3
Concomitant medication with antibiotics 2 2 NS

Shortage in duration of medication 0 1
Discontinued due to side effects 4 5
Not visited after initial consultation 1 1
Total 13 15

i3 SPFX BOANHL LN EL, E0hOEETIE

BEHOIED -1,

3) BWKRE - APHEDHEIIERDR

HEWEE - AOHE ML) OFYERI SPFX H#T
84.9% (45/53). OFLX # T 86. 0% (43/50), &
h) DEVWRIETNENTT.4% (24/31) & 78.3%
(18/23) THH, VTN LAEFBMICHEERZRIED
s>hiih -7 (Table 12),

4) ERETIERHE

MBSV TRABLGEES N/ 66 P TORER
HAER3E% Table 13 IC7R"T, 2B TOEHEI
SPFX T 81.1% (30/37), OFLX B#Ti3 75.9%
(22/29) THbh, MERBHMICEEZIBHOIL
hotke EEAITCRHEBNEFBOZEIL -2 S
pneumoniae IZ2\W T2, SPFX Bfi2 88.9% (8/9),
OFLX 813 71.4% (5/7) DEHHRCHh, SPFX &
DEHBRTWAN, BEHBMICEEZIBHSIL
o 1o H. influenzae T3, MmEAIB L b 100%
(%%9/9), P. aeruginosa T3, SPFX 2 66.7%
(4/6), OFLX 8£50.0% (3/6) DEMHRTHO, &
EBMcEEZRED O h -1

4. FHREHEICL BERDE

FRECLDHESNAERYHE% Table 14 IR
T 2EFITi3 SPFX B 84 PlchE% 13 #, B% 51
Bl *PEH 11, BYHOPTHEYHEIR 76.2%,
OFLX B 73 HhER 9 f, B 9 H, PPEY 11
Bl ®YAGITHDEIZ 79.5%THD, OFLX BOF
HERD OB - 1A, RSB HELZIBD SN
Ut KEHTIZ, BESEXRCHT 2EHRIE
SPFX #T 92.9% (26/28), OFLX 2 69.6% (16/
), AWXMRE (RRE) TRENEN TLIY
(23/32) & 84.0% (21/25), SBEXWETIE 88.9%
(8/9) &£'100% (14/14), MKHET 45.5% (5/11)
L 60.0% (6/10) TH 1o BUESFXRTOEYSR

OFLX B EMNBEM - fohf, WitV T HHEA
BEICAEEZIBHONLD -1,

5. HEEHE

PIERSICLDEBRENHEE S NI T4 thOERE
B BEFEI% R % Table 1577, SPFX #0 S,
pneumoniae 2 #), P. aeruginosa 1 #|& OFLX # 0
S. agalactiae, H. influenzae D& | Fi3 X E KO BR
RERBEINTE ST, RALHES N, HRIHKEK
D% M- 12 S. pneumnoniae DiEKEIL SPFX BT
90.9% (10/11), OFLX B$T87.5% (7/8), H. influenzae
Ti3B 4 100% (&% 11/11 & 8/8) LBANIBREDHR
BB onTWABMN, P. aeruginosa Tl3Eh €4 33.3
% (2/6) &£ 14.3% (1/T) L{ERTH-1, HE®RE
## L7: K. pneumoniae, P. aeruginosa D& 1 ¥kiZ Xt
45 SPFX ® MIC 2 € h &N 6.25ug/ml, 3. 131 g/
ml TH D, S pneumoniae i2¥t3 5 OFLX @ MIC
i3 25ug/ml LBEERLTWE, LHL, 2010
P. aeruginosa i=xt3 ¥ A|lD MIC 29 ~<T0.78
pe/mlUTTH- 1,

6. BKRER FARBLUREBERBROKEE

ki, mu, YRR EEHEIR CPRERE WS W
B> F7 /€. BKER BmMEE KRksLU
CRPiZ2WT, DB ELIVUHEE % Table 16 i<
Ko FRILICOPWVWTIZ OFLX 8D 14 B DOHERN
BFEIIED -2 (p<0.05) A%, EhLUANADER, AR
DRERICHLT MEXHMFEZIZHOAL
Mot

7. BIEABLUVERREBERE

1) 2fel

BERFMEMREAK 1T4 HlD 5B, NERELICEW

BlfEH & HIE S W ciEFI DI % Table 17 IR T
BIERDRIBTE T SPFX BTt 13.8% (13/94),
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Table 8. Patients characteristics
Characteristics SPFX | OFLX Statlstu.:al
analysis
No. of patients 84 73
chronic bronchitis 28 23
bronchiectasis with infection 32 25
bronchial asthma with infection 9 14
Diagnosis evaluated | pulmonary emphysema with infection 11 10 NS
by the committee pulmonary fibrosis with infection 1 1
old pulmonary tuberculosis 2 0
with infection
pneumoconiosis with infection 1 0
male 49 45
Sex female 35 28 NS
20~29 3 2
30~39 6 3
40~49 7 13
Age (years) 50~59 18 11 NS
60~69 23 18
T70~179 21 22
80~89 6 4
~39 9 10
40~49 28 23
. 50~59 27 23
Body weight (kg) 60~69 9 9 NS
70~ 5 2
unknown 6 6
out 51 45
. in 29 24
In/outpatients in—out 9 1 NS
out—in 2 3
mild 48 41
Severity of illness moderate 36 32 NS
severe 0 0
Underlying disease no 53 50 NS
and/or complication yes 31 23
Pretreatment with no 75 73 p<0.05
antimicrobial agents yes 9 0 (Fisher)
. no 29 22
Concomitant drugs yes 55 51 NS

OFLX B{ i3 15.0% (12/80) TH bh, mHEKIBEMD
RERICHERZRIVDONE -1 BIEHDOARR,
SPFX # TR REZ, AAXABKEFOT VLF-FERE
L UHIEBERNETH D, OFLX B TIRHLBER
BREDLEL, KOTHEL, 3535 0RFODIRMELE
KTh-7,

BlIER OREIEEH SPFX B 36|, OFLX 5

Fl, PEBERIERENI0METHTH-1. 5D
BIERRVTh LI IE LS TR RHRS
WLERL R,

2) EERREMEN

ERREONMMREN 162 A D55, FEOEER
BESOWTNERLIRIVBELHUEINAEMNR
SPFX 8 87 i1 124, 13.8%, OFLX & 75 #i% 12
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Table 7 . Initial symptoms, signs and laboratory findings
Statistical
Items SPFX | OFLX analysis
No. of patients 84 73 /

<37 33 23

Body temperature g;: : gg :1’; ?é NS
© =39 1 4
unknown 1 0
- 3 2

Cough + 33 36 NS
+ 48 35
+ 21 20

Volume of sputum + 49 46 NS
# 14 7
M 3 1

Property of sputum PM 31 26 NS
P 50 46
- 48 42

Dyspnea + 23 25 NS
+# 13 6
. - 74 69

Chest pain + 10 4 NS
- 21 14

Rales + 41 39 NS
+ 22 20
. - 73 70

Cyanosis " 1 3 NS
. - 79 70

Dehydration + 5 3 NS
< 8,000 31 24
8, 000~< 12, 000 31 28

WBC (/mm?) 12, 000~ < 20, 000 21 19 NS
=20, 000 1 2
<19 10 17
20~39 25 16

ESR (mm/h) 40~59 9 14 NS
=60 35 23
unknown 5 3
- 9 7
+~3+ 42 42

CRP 4 +~5+ 22 14 NS
26+ 9 9
unknown 2 1

Po18.0XTHy, GRABMCHERZINI- L WTBUN LR, REAOHNFTHY, OFLX #T
(Table 18), REBEREBDAR X, SPFX BT} 3IFBREkIE%, GOT - GPT LR, BUN O LR M EXR
GOT - GPT LRSS0 MIEREERE B DBL, K bDTH-teo CNODRFEEZEBMHLBLELALY
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Table 8. Distribution of causative organism
Statistical
Causative organisms SPFX | OFLX .
analysis
Monomicrobial infection
S. pneumoniae 9 7
S. agalactiae 1 1
B. catarrhalis 2
P. multocida 1
K. pneumoniae 1 1
K. oxytoca 1
E. cloacae 1
H. influenzae 9 9
H. haemolyticus 1 NS
Haemophilus sp. 1
P. aeruginosa 6 6
P. cepacia 1
Polymicrobial infection
S. pneumoniae + B. catarrhalis 1 1
S. pneumoniae + H. influenzae 2
S. pneumoniae + P. aeruginosa 1
K. pneumoniae + P. aeruginosa 1
K. pneumoniae + M. morganii 1
E. coli + Haemophilus sp. 1
Total 37 29
Table 9. Sensitivity distribution of causative organism
MIC |Treatment MIC (xg/ml) Total Statistical
otal .
of group (0.025/0.05{ 0.1 0.2/0.39(0.78]1.56|3.13|6.25(12.5| 25 | 50 analysis
SPFX 10] 1 4 1 1 1 1 22
SPFX NS
OFLX 4] 2] 3 1 1 14
SPFX 6| 2 2 1 1 1 6 1 1 1 22
OFLX NS
OFLX 211 3 1 2 4 1 14

DEFTERBES 72 3REREICE LTV,

8. HHRH

1) /NERSYHIE

RN FENRIES 163 Aic>WT, MEBLITLD
Table 2 DEHICESWTHEIN/-FHME% Table
1912777, SPFX B2 86 FichiB@HTHE 8K, HH
534, ®PHEHI13F, EHTRVWIZHT, BHTEH
HEBEBA*AbEEERIIT0.9%, OFLX BT

PlchEHTHE 105, HRS0H, PPER6H HAR
THWI HTHERARIT.9%TH 0, BEHRME
BxRBHONED -1,

2) FEEHE

THRESEHE S RLEE MR L THE L EREE
Table 20 i277 3. SPFX BTt 86 B THA 14
w, SREATH, PLERH 136, FEMENEL 12HT
HHAKE 70.9%, OFLX #3177 flchi@n THA 1
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Table 10. Clinical efficacy judged by the committee
. ) Treatment|No. of Clinical efficacy Efficacy |Statistical
Diagnosis . .
group | cases |excellent| good fair poor | rate(%) | analysis
Chronic SPFX 28 3 23 1 1 02.9 NS
bronchitis OFLX 23 2 16 2 3 78.3
Bronchiectasis SPFX 32 4 22 3 3 81.8 NS
with infection OFLX 25 5 15 4 1 80.0
Bronchial asthma SPFX 9 7 1 1 NS
with infection OFLX 14 2 12 100
Pulmonari' emphysema SPFX 11 1 7 2 1 72,7 NS
with infection OFLX 10 | 7 1 1 80.0
Pulmonary fibrosis SPFX 1 1 B
with infection OFLX 1 1
0ld pulmonary tuberculosis SPFX 2 1 1 _
with infection OFLX 0
Pneumoconiosis SPFX 1 1 _
with infection OFLX 0
SPFX 84 9 60 8 7 82.1
Total OFLX | 73 | 10 51 7 5 83.6 NS

Table 11. Clinical efficacy classified by severity of illness (by the committee)

Severity Treatment| No. of Clinical efficacy Efficacy |Statistical
group | cases |excellent| good | fair poor | rate (%) | analysis
Mild
' OFLX 41 32 6 3 78.0 NS
SPFX 36 9 25 2 94.4
M
oderate OFLX i 10 o X ) o NS

Table 12. Clinical efficacy classified by underlying disease and/or complication (by the committee)

Underlying disease |Treatment| No. of Clinical efficacy Efficacy |Statistical
and/or complication group | cases |excellent| good fair poor | rate(%) | analysis
No orx |0 | o | | 4 | 3 | mo | ™
T EF R
Bl AR H, »oEM 145, BRBEELTHTER o % %=

ER2.1%THh, MEFBMcEEZREDSOL SPFX d=2—%/ o ROEGERERTHD, 7
ot S LIBME, 75 LEHE <13 S5X<, /1531
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Table 13. Clinical efficacy classified by causative organism (by the committee)
Causative Treatment|No. of Clinical efficacy Efficacy |Statistical
organisms group | cases |excellent| good | fair poor | rate (%) | analysis
) SPFX 9 1 7 1
S. pneumoniae OFLX 7 3 ) | NS
SPFX 1 1
S. ] -
_ agalactiae OFLX ) 1
)
- SPFX 10 1 7 2 80.0
Q -
%, sub-total OFLX 8 3 3 I NS
— . SPFX 9 3 6
< .
2 H. influenzae OFLX 0 2 7 NS
g SPFX 6 4 2
& .
g P. aeruginosa OFLX 6 2 | NS
=
SPFX 8 6 2
Others OFLX 2 ) -
SPFX 23 3 16 2 2 82.6
sub—total OFLX | 17 2 11 3 1 76.5 NS
. C . SPFX 4 3 1
Polymicrobial infection OFLX 4 | 9 |
SPFX 37 4 26 4 3 81.1
Total OFLX | 29 6 16 5 2 75.9 NS

TEICX LROWIRENZTR T R AHNS IR 25 BRALIE
DEELERECHT INEANBATVE LY, &
SicimMPHRERENES | B 1 BREGHEHETSH S
SED, HARBIT. BICEEPBITHRNSI L RE
OHBERT L Lh 0, FREBRJEICHTLE/ME
RPEHINTOWEEHNTH 3, AFIOFES v HRIT L
BORMK" TIE, FREBRECHTIHENRIT 84.4
%THD, BUESEBREEICHLTDH 8L.8KDEWVE
En@HohTVS,

45E, B4 3EFOBMJERRPEICHT 2HRAMLE
EHNICHMT 2 BT OFLX £#BEL LA _EE
REMLRREEEL 72, ARORZHARIZ1H 10
300 mg &5 & Lo ZNEBHIZ, KICKER L HRZ
ERRY LBV T, XYFHEOLTEYLEA SN Z®
BHI[EXRICEIT S 1 B 16300 mmg REBROBHE
MN200mg LD BTV L, SSI—BEERR
ROBM" £bBZRLTHRE LI, HBEE L TidgH
JUERRE IS 2HASNERS LY, HOHEER

BREFICKHAEINTVS OFLX 2 Vi, &£,
OFLX ni#EMARIZ 1 E200mg o | B 3EHKSLL
feh¥, OFLX 0@t SUERREICH T 5 _EERUK
HRIVWFhL CoMZARTEBS h, FHEIHED
ENTVWBLEHTHBS ",
SEDOLEARICHAAN S NIBIERIEIL 185 AT
HY, EDH 5 BHALPERS L FEHFECRR
HYE LTRON, FRHHEFMmXRES & LT 157 At
REENT, hoOEDHEFENSEROKENE
BERRH LUBLBOAHICIE, HEALERERAOH
B\ARVT, HEABUICHELRD R SNEN-
2o REMICH T HHEYHRIE SPFX #TIX 82.1%.
OFLX #Ti283.6%Thh, mMEFABMIHEEIE
oM -1, SED SPFX B mikidHREER
R0 300 mg BOBEYEY L0 105/, —HE
REXKRD 300 mg 58 L FIZERTH > — A,
OFLX Bom#kiz, —EEREBERARICETSNE
50 BLUBBES " OBMRL D 3~ 9 $FHVEHET



AR SN 5 SPFX OFEEORN

VvOL.39 S—4 419 V
Table 14. Clinical efficacy judged by doctor in charge
R Treatment| No. of Clinical efficacy Efficacy |Statistical
Diagnosis ,
group | cases |excellent| good | fair | poor | rate (%) | analysis
Chronic SPFX 28 4 22 2 92.9 NS
bronchitis OFLX 23 2 14 5 2 60. 6
Bronchiectasis SPFX 32 3 20 6 3 7.9 NS
with infection OFLX 25 2 19 3 1 84.0
Bronchial asthma SPFX 9 3 5 1 NS
with infection OFLX 14 3 11 100
Pulmonary emphysema SPFX 11 2 3 2 4 45.5 NS
with infection OFLX 10 2 4 3 1 80.0
Pulmonary fibrosis SPFX 1 1 3
with infection OFLX 1 1
0ld pulmonary tuberculosis SPFX 2 1 1 B
with infection OFLX 0
Pneumoconiosis SPFX 1 1
with infection OFLX 0
SPFX 84 13 51 11 9 76.2
Total OFLX | 73 9 49 11 4 79.5 NS

Hoto MERICBIEINODORFEDZEZRIERKE
B BEHIVIEEERZFOHRICLELDTHA
Yo REFICATHBLEEZRBVHODBUTEX
RTIISPFX BOBFBEHN 92.9% L5, [EXHEA
LHGHE (BfBE) TR OFLX BOBYERNS
ot EREHEIBIT 5HEEIT SPFX #T 76.2
% OFLX#®TT79.5%Thb, NERLHEL ZIZE
BOERTH -1 16, SEDRRICE VT erythro-
mycin S*FR s hi 3H (RHKRFMBLATIL D, #
ICER) BHRHEN SRV, hoDEFD/N
EBRHTICH T 2R 12 SPFX BEY 1 fi, OFLX
HOPEW2HTHY, CHhoDEMNESHTERINT S
LHYMEIS SPFX B 82.4%. OFLX #£81.3% & 73
%,

HE¥0EMIZ 2D 42%, 66 Flic>WTHEET
b1, WE¥MHEZ SPFX BOEHBEL - 124,
TEKIBAICHERZ A SNAD - o BERICIIFHE
Fl& b H. influenzae i3t L Til%E 100% & Bhro%h
RUBH SN 1A, P. aeruginosa DiEBIIEL,
SPFX 2T 33.3%, OFLX BT 14.3%ic ¢ X1ih -
%o B, P. aeruginosa =%t L Tit, EOKI T’}
=a—%* ) o ¥l|A first choice £ EZ SN B, Bl

L HEIELE - THh, S%RERLTERAEATH
CMHENRH B, &51, S. pneumoniae 123t L TRE
BE23AoNlih -7t SPFX BOHEAENLENT
Wio ChoMBE¥NPRIFRORENORES LU
BB ITHENBIFCH B ENRBEINIbDEEL S
h

wiz, BRI WTAHAB L, SEDKRICH T BE
ERRBRIMEFB L LLENET{, SPFX #T
13.8%, OFLX 8T 15.0% Tdh »7:o SPFX DI
YRIY LBORK Tk, SEFTOINERRRERIZ
4.8%, NHEKTII 4. 6% THY, LARBER
B Ti2200mg H#TT.7%, 300mg BT 12.2%, &
SIZASEBIORREMITLCTHRE L MBI 2
—EERHUBARY T3 6. 1% Th -1 —F4, OFLX
DFEY ORI Y LEY ORETIE, 2ERMDOBIERAR
BHR33.5%, ARMAKTIR4L4%THD, —EEKRL
BARICBI BN HROYOHETIH 6.1%, HHE
ST DIRETIZ6.3%L 8. 1%, FHSBDRBREE
TLTIT-> iR RIcH T 2 —EEREEARY T
36.1%Th -1, MERIL HSEBIORIERARERERR,
HoDREDVTIED bEI -7 T SDEER
REROZLPBICHEAT L L, BHOTEHEETH 3
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Table 15. Bacteriological efficacy classified by causative organism (by the committee)
Causative Treatment| No. of Bacteriological efficacy Eradication| Statistica]
organisms group | strains | eradicated | decreased | unchanged | unknown | rate (%) | analysis
S. pneumoniae (S)l;i})i lg 12 ! 1 2 %.9 NS
S. agalactiae gl;{;é i ! 1 -
sub-total Cs)gi))i lg l; ! 1 f oL1 NS
B. catarrhalis 81;{§ ? :13 -
. SPFX 0
E. coli OFLX 1 1 -
P. multocida (S)?{))E (1) ! -
K . SPFX 1 1
. pneumoniae OFLX 3 3 -
K. oxytoca (S)I;{))i (1) ! ‘ -
E. cloacae 31;{))2 (1] 1 -
.. SPFX 0
M. morganii OFLX 1 1 -
H. influenzae ggi;(( l; 1; 1 100 -
H. haemolyticus (S)l;‘f;(( [l) ! -
Haemophilus spp. (S)I;E))i i i -
P. aeruginosa ggi;g ; f 1 g 1 NS
. SPFX 1 1
P. cepacia OFLX 0 -
_ SPFX 27 21 5 1 80.8
sub-total OFLX | 24 17 1 5 1 73.9 NS
SPFX 41 32 1 5 3 84.2
Total OFLX | 33 24 1 6 2 7.4 NS
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Table 16— 1. Improvement of symptoms, signs and laboratory findings
Treatment| No. of Improvement |Statistical
Items Day group cases Improved | Unchanged |Aggravated rate (%) analysis
: SPFX a7 38 9 80.9
8 | oFLX 49 42 7 85.7 NS
Body ;| SPFX a7 42 4 1 89. 4 NS
temperature OFLX 48 40 7 1 83.3
SPFX 37 3 3 01,0
14| oFLX 33 32 | o7.0 NS
5 | SPFX 78 39 39 50.0 NS
OFLX 70 34 35 48.6
SPFX 79 59 20 4.1
Cough T | OFLX 69 41 2 88. 1 NS
SPFX 55 13 12 78.2
41 oFLX 49 35 14 71.4 NS
5 | SPFX 81 37 43 1 45.7 NS
OFLX 71 34 35 2 47.9
Vf°‘“m° . | SPFX 82 51 31 62,2 NS
o OFLX 72 49 23 68. 1
sputum SPFX 56 37 19 66. 1
4 oFLx 50 40 10 80.0 NS
SPFX 81 50 31 61.7
8| oFLX 7 42 29 50, 2 NS
: f'°pe”" . | SPFX 82 69 13 84. 1 NS
OFLX 72 64 8 88.9
sputum
& s SPFX 57 a7 10 82.5
oot 4 orFLx 50 45 5 90.0 NS
SPFX 34 21 13 61.8
8| oFLx 31 20 1 64.5 NS
SPFX 3 25 9 73.5
Dyspnea | oFLX 30 25 5 83.3 NS
SPFX 27 23 1 85. 2
4 oFLX 21 18 3 85.7 NS
5 | SPFX 10 8 2 80.0 ~
OFLX 4 4
Chest . | SPFX 10 9 1 90,0 _
pain OFLX 4 4
4 | SPFX 9 8 1 ~
OFLX 1 1
SPFX 55 27 28 19.1
8| oFLX a7 25 22 53.2 NS
SPFX 58 38 20 85.5
Rales "1 oFLX 52 a7 15 7.2 NS
SPFX 15 3 1 75.6
4 1 oFLx 43 37 6 86,0 NS
BRI OT o

Hopggy

oo
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Table 16— 2. Improvement of symptoms, signs and laboratory findings

Treatment| No. of Improvement |Statistica]
Items Day group cases Improved | Unchanged |Aggravated rate (%) analysis
5 | SPFX 11 8 3 72.7
OFLX 3 2 1 -
Cvanosia ;| SPFX 1 10 1 90,9 _
y OFLX 3 2 1
14 | SPFX 10 9 1 80.0 ~
OFLX 3 2 1
5 | SPFX 5 4 1 _
OFLX 3 3
. SPFX 5 5
Dehydration 7 OFLX 3 3 -
14 | SPFX 5 5 _
OFLX 3 3
5 | SPFX 32 24 8 2 75.0 NS
OFLX 29 25 3 1 86. 2
SPFX 45 34 9 2 75.6
WBC T| oFLX | 42 33 7 2 78.8 NS
SPFX 38 . 33 3 2 86.8
41 oFLx a7 29 8 78.4 NS
5 | SPFX 40 13 26 1 32.5 NS
OFLX 29 12 16 1 41.4
SPFX 53 29 23 1 54.7
ESR | oFLx 39 24 13 2 61.5 NS
| SPFX 43 25 17 1 58. 1 p<0.05
OFLX 39 31 8 79.5  |(x‘—test)
5 | SPFX 47 27 19 1 57. 4 NS
OFLX 37 20 15 2 54. 1
SPFX 61 44 16 1 72.1
CRP | oFLx 56 38 18 67.9 NS
SPFX 50 34 15 1 68.0
4 oFLx 45 36 9 80.0 NS

B, —DIRERROBN, HRBEOHBREFOHRE
BEZONE, LOLENS, SE, Wk RE3HE
BRI 3617 L CRME L B R & B SOE AT
KB BEEARBRICHOE D ENS D, WESER
BREEICEVTH 8 ~10% @I ~7:o £ TIDRAICD
WTETFOERARS 1, SENTHRRICH Y 2EIEE
FEHRALHOTEERIMRT 5.0, BHESE
BAETOL2RLBUSERRETHLOEL, T
hEIZZhENS2 kg & 49.8kg THD, BESER
REDEEHOOEN 120 EHHHE (50 OER
IR T 54. 9%, @M SERLE T 66. 1% & BIESE
BRAEDH LB 120 TOMBEAY, BAEOEE

BBl T, mRBHMICAELER LI, C
NODMIBMLT, 2EMOVWTEIERHOERTLE
LTHBLMRTIREIER ML) OFHERS .0
B THD) 245358 MUESERPETE ALIO
TIERH6LORE THh) 624K THY, KER
ih-tee LOL, FHEEIMRTORER ML)

752.4kg, Tdh) Ht46.9kg, BHUTJERPETRE
hENS50.6kg & 45.5kg TH D, BYSEBRRETO
BHERRBPDUELSEEICED - o RICHARDH
E\HIBIL TiE, MR TOBEE ML ORIERRER
EM)N27%, (D) T8.9%, BESERRETIREN
FN10.2% & 16.5%TH 0, F@ohnERNFHEN
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Table 17. Side effects judged by the committee

Treatment group

SPFX

Statistical
analysis

OFLX

No. of cases

94 80

No. of cases with
side effects

(13.8%)

13 12 NS
(15.0%)

Trembling of limbs

Coldness of hands and wooziness
Dizziness and floating feeling
Fatigue of lower body

General itching

Facial eruption

Photosensitivity

Eruption and fever

Drug rash and anorexia

Facial erythema, fever and anorexia
Gastric hyperacidity

Abdominal distension

Nausea

Anorexia

Stomach feeling heavy and anorexia
Stomach discomfort and anorexia
Diarrhea

Diarrhea and abdominal pain
Nausea and vomiting

Nausea and anorexia

Vomiting and anorexia

l

—_ = e

—_ ke e = D) e

1EFIC B ZEIERRBENE M - 125, BEZIZ
Bohih-tc, —RMICBHJERREDBEDOH N
HBRENEL, IOIHRBELD bRFRENKRL, B
Rl A OFHCHERIN TV AERCEEEDEMH
2, LOXINEARERNEL T, SEOBHS
ERRE IS BEERAORBSEENG B tebD &
Zioh3,

ERREBRFEORIEKII SPFX # T 13.8%,
OFLX #T 18.0% & K£H L, ZTONABRAETIR
GOT : GPT L8, BUN L8, %ETIIIFRIKES,
GOT : GPT L8, BUN LEOLENS -7, Ch
SNRREBRVTNLEBL bOIRREL, HIEELE
MRS LD H - 7o

FREIE DM LT AHELT, PMERELIBL
TRABOEM I ES XTI N, FEERME O

KWEOHELR, NEBLYHEREYLHERAER
SPFX BT 70.9%. OFLX BT 717.9% T& b,
OFLX B#OANETFT @, 720 NEBLYEICEIT B
BE%®E: SPFX #2xbTH 1.5% &L, BEBARRAE
BIUBKREBRERHARIIG LA SPFX #441.2
%&E22%BEM-icbhhbod, HARETYE
Mot TDEHIR, PNERLICET 2R RFIRD
—SEHHE (Table 2) KESWTHEXATED, B
RUENEDZ L IEHTH->TH, BEAZHIRE
EEELSFEFLUETOINIE, EEHICPEHLIYE
ANk THb, FEIDARICEVT, TDLSHE
#As SPFX BHiC 5 & D, OFLX Bficiz 1 L7
Mofcfedic, FIROENELEEZONS, FBE
HEIKEFHEHERII SPFX 7 70.9%, OFLX &
TT27%ThHy, MEFBECEEERITVOIL
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Table 18. Abnormal laboratory findings judged by the committee
Statistical
Treatment group SPFX | OFLX \
analysis
No. of cases 87 75
No. of cases with 12 12 NS
abnormal laboratory findings (13.8%) | (16.0%)
Eosinocyte 1 5
Eosinocyte «+ GPT * 1
WBC | 1
GOT ¢t 1 1
ALP ¢t 1
GOT - GPT ¢t 2 1
GOT :GPT: y-GTP ¢ 1 1
GOT - GPT - LDH * 1
GOT - GPT - ALP: y-GTP ? 1
GOT * GPT - Protein in urine % 1
GOT - BUN - Protein in urine 2
GOT - GPT - y =GTP - BUN - Creatinine t 1
Protein in urine 1 1
BUN - Creatinine * 1
BUN - Protein * Casts in urine } 1
Table 19. Usefulness judged by the committee
Usefulness
Treatment| No. of - Usefulness | Statistical
group | cases markedly useful slightly useless | rate (%) analysis
useful useful
SPFX 86 8 53 13 12 70.9 NS
OFLX 7 10 50 6 11 77.9
Table 20. Usefulness judged by doctor in charge
Usefulness
Treatment | No. of - Usefulness | Statistical
group cases [markedly useful slightly useless | rate (%) analysis
useful useful
SPFX 86 14 47 13 12 70.9 NS
OFLX 77 11 45 14 7 72.7
b‘ 2 f:o I ﬁ

UEDK#EL ©, SPFX (318 Sl MAFEcxf L
1 B 108 300 mg #&5ic& 9 OFLX 1 [E 200 mg
1 B3EkE L 3IRIENEYE, TS LUHFRE
ZHTAEH LS N, WPRBBREDRREIE LT

<,

BERLBEHTHBELELONS,

D

2)

# B EEALEREFYLTAALRRE, X
v v# U 1s(2), Sparfloxacin (AT-4140),

I &, 1990
BEHRE, hHEE RTETF ARKETF: #L

W& R E#| sparfloxacin @ in vitro B & ¥in
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Appendix. Collaborating institutes

Department of Internal Medicine, Hokushu Central Hospital

Department of Internal Medicine, Sato Hospital

Department of Respiratory Disease, Seirei-Mikatagahara Hospital

The Fourth Department of Internal Medicine, The Jikei University School of Medicine
Department of Allergy and Respiratory Disease, Doai—Kinen Hospital

Department of Internal Medicine, Kasumigaura National Hospital

Department of Respiratory Disease, National Medical Center Hospital

Department of Respiratory Disease, Kanagawa Prefectural Circulatory and Respiratory Disease Center
The Second Department of Internal Medicine, Niigata University, School of Medicine
Department of Internal Medicine, Shinrakuen Hospital

The Second Department of Internal Medicine, Hamamatsu University, School of Medicine
Department of Respiratory Disease, Fujieda City—Shida General Hospital

The First Department of Internal Medicine, Medical School, Nagoya City University
Department of Internal Medicine, Nagoya City Higashi General Hospital

The First Clinic of Medicine, Chest Disease Research Institute, Kyoto University
Department of Internal Medicine, Minami Kyoto National Chest Hospital

Department of Internal Medicine, Osaka Saiseikai Nakatsu Hospital

Department of Internal Medicine, Osaka Red Cross Hospital

Department of Internal Medicine, Tenri—Yorozu Hospital

Department of Internal Medicine, Himeji National Hospital

Department of Internal Medicine, Kurashiki Central Hospital

Department of Internal Medicine, Toneyama National Hospital

Division of Respiratory Diseases, Department of Medicine, Kawasaki Medical School
The Second Department of Internal Medicine, Hiroshima University, School of Medicine
Department of Internal Medicine, JR Hiroshima General Hospital

The Third Department of Internal Medicine, Tottori University, School of Medicine
Department of Internal Medicine, The National Minami—Fukuoka Hospital
Department of Internal Medicine, Ohmuta National Hospital

Department of Internal Medicine, Saga Medical School

Department of Internal Medicine, Nakagami Hospital

Department of Internal Medicine, Izumisaki Hospital
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COMPARATIVE STUDY OF SPARFLOXACIN AND OFLOXACIN
IN CHRONIC RESPIRATORY TRACT INFECTIONS
BY THE DOUBLE BLIND METHOD

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

Kazuo Takebe and Toyokazu Tamura
The Third Department of Internal Medicine, Hirosaki
University, School of Medicine and Related Hospital

Kotaro Oizumi*, Akira Watanabe, Kazuo Sato and Shigeo Takizawa
Department of Internal Medicine, Research Institute for Chest
Diseases and Cancer, Tohoku University and Related Hospitals
(* The First Department of Internal Medicine, Kurume University, School of Medicine) " :

Kaoru Shimada, Yasuyuki Sano and Yasufumi Miyamoto.
Department of Infectious Disease, Institute of Medical Science,
University of Tokyo and Related Hospital

Hiroichi Tanimoto, Katsumi Komatsuzaki, Osamu Tanabe and Kazuo Ohara
The Fourth Department of Internal Medicine, The Jikei University School of Medicine

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

Masataka Katsu, Akira Ohishi and Hiroshi Hirose
Department of Internal Medicine, Kasumigaura National Hospital

Junzaburo Kabe and Hitoshi Arioka
Department of Respiratory Disease, National Medical Center Hospital

Fumio Matsumoto
Department of Internal Medicine, Kanagawa Prefectural Nursing
and School of Hygiene Hospital

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

Masaaki Arakawa and Kouichi Wada
The Second Department of Internal Medicine, Niigata University, School of Medicine
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Nobuki Aoki

Department of Internal Medicine, Shinrakuen Hospital

Atsuhiko Sato, Masami Taniguchi and Masatoshi Iwata
The Second Department of Internal Medicine, Hamamatsu University,
School of Medicine and Related Hospital

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

Fumiyuki Kuze, Nobuaki lkeda, Kenji Bando, Norio Inaba, Yoshiro Oda,
Akira Kagioka, Takekuni Iwata, Kazukiyo Oida, Yoshiro Mochizuki, Shohei
Kusaka, Tadashi Ishida, Eisaku Tanaka and Kohichi Nakatani
The First Clinic of Medicine, Chest Disease Research Institute,

Kyoto University and Related Hospitals

Fumio Miki

Department of Internal Medicine, Tane General Hospital

Eiro Tsubura and Masaru Nakagawa
Department of Internal Medicine, Toneyama National Hospital

Michio Yamakido and Kenji Hasegawa
The Second Department of Internal Medicine, Hiroshima University, School of Medicine

Yukio Nishimoto, Shunsuke Takami and Jitsuo Yanagida
Department of Internal Medicine, JR Hiroshima General Hospital

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

Takahito Hirose and Shinichi Matsuo
Department of Internal Medicine, The National Minami—Fukuoka Hospital

Atsushi Shinoda, Tsuneo Ishibashi and Masashi Takamoto
Department of Internal Medicine, Ohmuta National Hospital

Hozumi Yamada and Osamu Katoh
Department of Internal Medicine, Saga Medical School

Kohei Hara

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

Keizo Matsumoto
Department of Internal Medicine, Institute of Tropical Medicine, Nagasaki University

Atsushi Saito, Yuei Irabu and Kenji Shiroma
The First Department of Internal Medicine,
School of Medicine, University of the Ryukyus and Related Hospitals
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Mitsuyoshi Nakashima
Department of Pharmacology, Hamamatsu University School of Medicine

Mitsuo Kaku and Kazuyuki Sugawara
Clinical Laboratory, Nagasaki University Hospital

Sparfloxacin (SPFX), a new oral quinolone antibacterial, was evaluated for efficacy, safety
and usefulness in patients with chronic respiratory tract infections by the randomized double
blind comparative study using ofloxacin (OFLX) as a control drug. The patients were given
either SPFX (300 mg once daily) or OFLX (200 mg three times daily) for 14 days, in principle.
The results obtained were as follows :

1) A total of 185 patients (SPFX 97, OFLX 88) were enrolled in the trial. The number of
evaluable cases according to the criteria proposed by the committee was 157 for clinical efficacy
(SPFX 84, OFLX 73), 174 for side effects (SPFX 94, OFLX 80), 162 for laboratory findings
(SPFX 87, OFLX 75), and 163 for usefulness (SPFX 88, OFLX 77). There was no significant
difference in the rate of background factors of the patients, except in the distribution of
pretreatment with antimicrobial agents, between the two groups.

2) The clinical efficacy rate judged by the committee was 82, 1% (69/84) in the SPFX group
and 83.6% (61/73) in the OFLX group, and judged by the doctor in charge was 76, 2% (64/84)
and 79.5% (58/73), respectively, without any significant difference between the two groups.

3) The bacteriological eradication rate was 84.29% (32/38) in the SPFX group and 77. 4%
(24/31) in the OFLX group, without any significant difference between the two groups.

4) The incidence of side effects was 13,8% (13/94) in the SPFX group and 15 0% (12/80) in
the OFLX group, and that of abnormal laboratory findings was 13.8% (12/87) in the SPFX
group and 16,0% (12/75) in the OFLX group, the difference between the two groups being
without any significance.

5) The usefulness rate judged by the committee was 70, 9% (61/86) in the SPFX group and
77.9% (60/77) in the OFLX group, and judged by the doctor in charge was 70.9¢% (61/86) and
72.7% (56/77), respectively, without any significant difference between the two groups.

The above results indicate that SPFX (300 mg once daily) is as useful as OFLX (200 mg three
times daily) in the treatment of patients with chronic respiratory tract infections.



