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MBS 22 1ot 3 B sparfloxacin (SPFX) &
ofloxacin (OFLX) @ %hLbBa R A At
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WILAEESRE—AH SR - ZIFT AR - BBEE - RANE
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BRI - EFFT
B A AL AT B AR

HRE AT
FIREMAERYYE

DIRXHEE, Yavlo-7-, VIBREER

= a—% /) o0& M# sparfloxacin (SPFX) DMK RIcMT 2HYME, KeULLUH
% E BRI I3 5 B8 T ofloxacin (OFLX) 23 RE LT 5 _HWRILBREKR L EE L
7z ARG SPFX 21 B 1E300mg, OFLX 21 @200mg%4 1836, RAIELTI48
MEOKRS L, UTomMERL.

1) REEEFI¥ 173 4) (SPFX 82864, OFLX B¥87#)) THh, NERLHEICLDE
AR E U TIRA SN/ EFISIS 149 ) (SPFX B¢ 72, OFLX & 77 ), BIfE BN %t
SEHIBO 164 B (SPFX B 82 41, OFLX Bf 82 #1), BE Ak M 25 48 BV 4 5t $AE 1 141 160 /)

(SPFX # 78 1), OFLX B 82 1)), RISt RAEFIM 2 150 #) (SPFX ## 72 #), OFLX ##
86 Tdh »teo MEFIEMDIRS - BHAEEF DOBEE L OFH I X REK B D BLAE RIERE
LADBRERREFICIIERZIBEHONEM-T, HREBOREEAHICH VT SPFX #ic
hBEFIAY, OFLX BICRIEFINS  mBMIicEREN A SN,

2) NEELSYHTEICLBEYMRIE SPFX 893, 1% (67/72), OFLX B£90,9% (70/77) T&k
D, FHREHMETIENEFN93,1% (67/72) & 92.2% (T1/77) THbh, LWFh bEIEFIBMIC
FERZRED SN,

3) MIE¥EMZER S SPFX B 100% (22/22), OFLX £%96, 6% (28/29) T&h b, miEAIEM
IKERERED ORI ST,

4) BIfeEFIRE®RIZ SPFX #6.1% (5/82), OFLX #6.1% (5/82), BRREBEREDORER
FFZENEFN19,2% (15/78) & 19.5% (16/82) THH, WFh bMEFHMICHEEZRIZHS
nizh-t,

5) NEELHEICL AHEHEIZISPFX 890, 3% (65/72), OFLX 288 5% (69/78), ¥4
EHETRIENZEN 88.9% (64/72) & 87.2% (68/78) THH, WFh HTEHMIcEEZR
ZHonlih -t

Ubosi&t v, SPFX 1 B 1[E 300 mg #5413 OFLX 1 [E 200 mg 1 B 3 B#5 & EHICH
EHER RIS U THERREANTH S C LRI,

AUG. 1991

Key words : Sparfloxacin, AT-4140, Ofloxacin, &FHMi%, —EHFRLKEER

Sparfloxacin (SPFX) ¥k HAREHKALHRAH
RFCHRIN -2 —F /0 ROAKRKRERTH
3, AENI 7S LBME 77 LEBHEEZIEIUHELT
7 ROMERBE ¥IHE <1373 X<, LYA
327, 733107, #KHE FERRBELLSCHLT
HBERAZRL, L0DIERD=2—F /o RN
M - 7o Streptococcus pneumoniae, Staphylococcus
aureus 075 LBHEICH LT RVWVIAENEE L
TEh'™Y, Tho¥ 5 LBHEICK 5 VFRBFREEIC
MULTHE—RIREL L I0REMND E, £/, BAE)
EOETIRMbD o DHERERBAH 16 L = 2 —
F /o HOBTREBEVY LVIHIRHESL, &5
ICIHHBEIT, BFIBEPNIMbREEZ X H5BIF
RBTERTENREINTVAEY , BRI IR

BREFEA I LD E L TEHERORREZNRIEER
DRINITON, KE|DEREEEE Rk L 7oK
PBLOTVEY,

FicR L IOHSERBFERELZNRICAA 1B 1E
200 mg ¥ 72 i3 300 mg %## 5 L, enoxacin (ENX)
1 H 600 mg 21 REL LA-ARZEARY 2 EEL
o TORR, 2EMIcHF 5HEHEE SPFX 200 mg
BT 72.9%, 300 mg BT 72.9%, ENX BT TL4%T
50, IBMICEREIED ShLD o1 LHLER
5, BUHSEIRDOAICRET 2 LHFEZRILTVLOD
300 mg BOEHE (82, 8%) A% 200 mg HOAHF

(69.6%) &b bBhTW, ThoDREL LU
ERRBRORKOER L CESHO S5 RILEFRC
B BEMD 1 HARE 300 mg KU THA ) LA
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after after after
breakfast lunch dinner

SPFX group | @@ OOO oOOOO

OFLX group| OOHE OOHE OOHE
@ : SPFX 150mg tablet, O : SPFX placebo tablet
B : OFLX 100mg tablet, [J: OFLX placebo tablet
Fig. 1. Package of test drugs

Lo b DM A

ProskicESE, SEIH 2 (SHEERREMNRIC
SPFX nE%Ml, 2B LUERELEHNICHE
45 EBM T ofloxacin (OFLX) 2 XML L - SR
“EERBMEBRRRAEEEL DT, LITICZ DB
2qET 5.

. MBULUILRRAE
1. MRERBLEHNRBEORE
19894 11 AM 5 1991 £ 1 A £ Tic2E 30 sk (fF
%) 222 LA X BE T, KBRABITICERE
MORENRBONIBELEMRE L, MREHIR
A BitEOKE, CRP B#{t, GmBREEE, W
XBFRELICLIDPESOICHROEET 2HFEL
TOERE Lo 1, Ei#h 16 LU LEDOKA THFNE
TEEL, ABE ARBEDIEVY, BELEBBEMN
ARBEEL Lo 272U, FROVWTIIDOERBGIREK
ST2BERL, MBHOBRATEEE LI
1) BERRE CEORSICL 38R CIIBRNHE
TEILWER,
2) ERGEREKE - AUHEEAE T AR THARER O
Aot Rtk HELEMILER,
3) ARBRBUEHICthOMERKENE S h, BIiCE
RYUE L >odH 25,
4) FHROME LR BB EY — FicHL T
Za—% ) o RREHNES ST E.
5 ¥/ o ERBRICTULF—DBEEDH 3
%o
8) TALABOMBEEEE 213 o S OBEERED
H38%E,
T) BMEDR® 3\ I BRIEEE D H 25EH,
8) (M. MR LTV AEHED S B A 1 iigTL

9) Zofth, EEEHIRMY L ¥ LIEH

2. RER¥EH

HRFEA LU ARERIEITRROLEED E L,

WERFA| : SPFX 1 H 300 mg (150 mg #t% 2 #%¢)

XtER3#A : OFLX 1 H 600 mg (100 mg #¢% 6 #¢)

MFEFIERE L | BREEENRLE S0, £h
FhOXRFIET 2 AW ERBITRHER 77 € KR EE
BL, ¥7NT I —Eic & 0 S EH OB HELE % (R
L% (Fig. 1)

1EFINELT HESR 428) 21 FICHD,
TAT-BP#E) L&R L. b, FRBRICFERALA
SPFX i L UR 75t XH{RI KB AMEMRK D,
OFLX #BLUVRA 77X FE—HEMNL 0 Rt%E
FiF1,

3. XKD 1) L OCRAIRR

HREHI4EFADE1MEEL, IV bo—5—2%
T &I SPFX 8 & OFLX BN REIM & 72 B & 9 i fE
Ao, HEEF L TESHERICEMLE. 45,
EHIB D %, T bo—35 —DEIEAICTIH LR
BREXICOVWTERABREZESUNAAREERHAEXK
FIEHE GRkHEGHIZ) CEBELIc. 20ER, WX
FleLbBRBICEHAELTVWA T SR ENT,

Iy bo-5—-RBRBREHOSEROEMME, &EXF
DEFANRGEHE, T\IEAZID ). key code DREEL S
Cichas, NBESYEOBOABRDT 51 » KL,
R RFIDKTE, key code HEDT — ¥ DREM:
BLUMIFOERIEICH T -7,

4. BER, BEHERS TSN

RREAE1EL1E (458 %1 B 3EERKICES
Lo #7bb 1 Bt 5 &3 SPFX 23 300 mg,
OFLX B3 600 mg Th 5, HS5HMIFAIE LT 14
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HME Lt Elid L RUBDI DS RS KR
L7BE, REMERE A IZENFERBEMORBEHMNRR
L. RRRENREREE YIS N iBE, BELLUK
B ook U Hbe - 1o E, RIRRA O RN
FTETWYLUM LIS, HEVIIEDMBEAREN
BEDLOLBARDIBEICIEREOHINTREE
kL TbHENWT EELLS

retil, RBREFEE|YE L THAICEET 2841
i3, WO LIEELIES (04) LIERSL
regiiTHOC & E L1

5. GFFXH

ALBEBRBREM PO RE, BMERRTo/ K
FIOBEHAZRIE LT, 720, BIMRRRTFoA KRNI
2WVTid, REMET AU VERShTVLT, BI¥
REAT o4 NEIRGICHES L EL onBEROE(LN
Zuond, MORBRETHE TEROIBWEEZAT o
1 FRID R L TRESNTWLWAIBEGREL2MAAL
bod L,

FEXF oA NN REME, HRBRF. BRK
y=r7a7 ) MR, TLIZOLELER TR 9L
BEOHBAIB LUSKOBE LRAE LTHELL
N PUEBTHALLBARIEONBLHRERER
BRICEEHT S L& L,

EER|, WA, [EXILEHN, HRAMREFILL
EIRRAAEA| ORI E U, BARE, REESHE, b
o—FHIREAGALALEAR TOATLHHERE
ABRICER TSI L L L, Bk, RUFIRELE—K
PAERD S ERERICHT 2R bAERICEERS
B &E Lt

6. FER, FAROBBELE LIUVERREDOEN

1) fEfR, ArROWE

BEREELLCYERERITIEOL B E L, BES
SURIERFAIE LTERAITI S E & LR, Dial
biFSH], HE5ML3EE THEREBLU M4 EEOR
B, AERILTTY, BFTFTEEELI, BB, f[S
NOEHET 14 HRETHREEPIELIBE, o0
hFIcEE LA, PIBESTHTRES LU
EAITH &3k, TRELSPRD 14 BEFZ TEBHEL,
FERICEMTELELL,
PEREE B L UHERE
B : ZAE (1 84 ERE)

RSz 1 B 2EAETO IV EE LA,
B + (BERAEEINBEE), +, -0 3BRE
%k (&) # (50ml/BEL),
# (10 ml/BLLE 50 ml/ B &),

AUG. 1991
+ (10 ml/ B %),
-0 4 BB

WEIE (HEAR) : ML (P), ¥5RHE (PM), $5# (M) 0 3
B P&

VRN 4 (RRAIERIZE), +, -3 ER

Ko +, — D2 BRE
MBS EH: #, +, —DIBRE
Fr)—-¥:+, —-D28F
BARER : +, —D2 BB

2) ERMEORM
ERREOREIEB S L UFERB SOV T Table
1Rl
WTFhOBKEBBLUREAE bAEDH ICERKT
BIEELIA EEREHELIBAICE, TEa105
WATE 2R3 PEICRETE L E LT, BB, {oh
DEBT 4 BRETRESEPLLIEE, S50
FUcEELBEIci, PEBEATLTERLELURE
BFHITEE LI $1 BFERICEERBREDORR,IZ
HOoNIIBERERMBICIET 2 TARLEN EHAL
T52&EE L1

3) WE¥HIRE

BEMEH, RE5MAE3IA% THKBIU4BE
(FRIRTH) IKEHROBEICL DEEDOHEBED
A - BE - BRAELETV, ©REEZREOEER
FWt, BREAZF-IRRBELEESNhIFITOVTIR
BREIE & BRLEREFLEEES Tk SPFX
H L U OFLX o MIC B % R @ KEEE HH BRbk
REBICHEVTEREL 7,

7. EEE, YR A LERRAE@ERRLOTI

BRGOHE

1) FHREICEL 2 FE
BEMEEY LA TEEQHNICED, HRRRES
JURMBEKS - APHEOEER B, PEE FEO
IEYREIC, WHENHRENE B (BHHE). R
%, BERRO 4B, BRYOEEEYD. §Y PPHE
2, WY 4 BRHCHIE L, 50, ERHB LM
ER ERREEREAHEL, KBRENOFRALELE
HTHA, B, PYEM, HREL L0 4 BRICHE
L7

2) NERLICXBHE

RRUTH®, 30 ho—5-—rRRERERE I
Eg, ¥HES IREOEKYERSLIUCERRHES
DIEWENET 4 KLU, EBEACHESEAEL
RABRBIURE X 87 4 LLAKESWTNERS
KBWTLUTOUE:FT 710
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Table 1, Items and schedule of laboratory tests
ltems ay of treatment|  pegore Day 3 Day 7 Day 14
Chest roentgenography ([ ] ([ ] o ]
Sputum culture ] o o [ ]
CRP ) [ ] [ [ ]
ESR (lh value) ® [ o [
— [1HA ° °
Mycoplasma antibody CF ° e -—-—-'-'~
Cold hemagglutination [ ] (]
Chlamydia antibody ] - e
erythrocytes ] [ ] ([
hemoglobin ] ] o
Blood hematocrit ( ] o
analysis leukocytes (] () ([ ] ()
leukogram ] [ [ o
platelets e [ (
s—GOT  J [ )
s—GPT ] o ([
Hepatic ALP hd hd ®
function LDH [ [ o
test 7 —GTP ° ° °
LAP ] o (
total bilirubin o o o
Bt [N C * | e
test s—creatinine [ ] [ ] [ ]
protein o ( (
Urinalysis
‘ sedimentation [} ( ([
PaO, @) O
bierial ¢ | PaCO, 0 o
pH O (@)
Blood culture O

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

(M EDBETE & AR X RIEFI D IRE

ABRMSHIOBRER, Ko X SR e L CEK
REFROOBMEEHE L. Kb, w137 F7X<
HEENR7MET4ELL LD EREBDBH, Mtk
8RS (CF #ilkfli) <64 5L L LR, MERIR
RIS (THA #iE) T 320 5Ll Lo LR AEEH -

EflEvA TS5 X2k, 7530 THEGXTIM
BTAEULOLRAZBH 50, HBHEARIL (CFH
ki) TRELLOLREZBDRERNEZ S5 I VTH
% Lle w4 3/ X2hifElBE LV 5 3 O 7HIEE
DERAZZHT, BSRBRRIGH 512 FLL ETHh285
MIERENBO 0T, QMBI DG L UK
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Table 2, Criteria for judgement of usefulness
Side effects and Clinical efficacy
laboratory abnormalities excellent good fair poor undecided
No # + + - 2
mild + + + - ?
Yes moderate + + - - -
severe - - - - -
+ : markedly useful, + :useful, = :slightly useful, - :useless, 7 :undecided

DEHOISWVERZRAEERBMRLE L, JhoZHM
MR ERXAIFTHEE LT

2K 5 X iR O FEkz
BREOSIRHINLEFADORE X BT 14 VLI
2W\WT, Hik®, BES MEEABEIETIEARRE
L, 1TEHEELT, BREDOLAD LEBREOMIKE
BRLTOA (E¥) 5 105 (REE) £T11BRE
KR Lo REE GETFHEKEREBHIEREICE
UT. BE5RIOFRANBER WV ULRDLLI-bD%E
FHKE, 50~80% W LA PIEERE, 10~9%RD%E
BRERE 0~IXRAVELRE, HMLI-bDERBLL
HIE LT

QEFEE, EERMEL L CHEENDROYE

B ERERIDOERER - R, RESK HKH X ®
T 4 WL S BRBEOEFEE LB, PFEHIE, HED3
BREICHIE Lo, Fio, EEERAER - AR R, RAKR K
X REBEOMBENRL T, BRUWREEY A,
PREYHBLUEDD 4 BREICHE L, MEFHBRI
BEREZ B LEBLEMICOWT, #HE B (BHH
%), B, RED 4 BEEICHE LT,

WEHEA & L UBEKRREBERE DHE

EIfERI VT, EBREHNLHE L HEERONE
GER, BE, RENKY, LE &8%) BSVTR
REXEOMEL JIUEFEELHE L, BRREMIC
2VWT, EPEHAESHROEFMEEMLL, UTD
B CHER L TRREAICLIRFEORREIEEZHE
L7

1. ERE—-REE
BED 208 U LOZE#HEREEH L L1,

2. REME--REE
HifED 2 S LD EHERELEE L1,

3. ROBRBIFHISODVWTIE TIEOKEERT L L1,

B MRS : 3, 000/mm ¢ kil
IFBRER - 10% LAk, EMIfEE LT 500/mm? LlE,
M/vREK : 10 F/mm? Kitko

BIE R DHE

FRAMERDRLAERAE L VERREERFOT
FEEAZME LT, Table 20REH#->T, BHTEH
B, BR. PPHEH. BRATHEL, O4BETHEL
1o

8. EK, FIRHLURERRADOKZEHE

BERELVABRRICIEE L B4 DEMDER &
R, RERMK% Table 3iITRTEEICL Y BENS
L. £ onRREGHIOMAHKKEL 3 Bk, 70%
BLUMMBRICEDEHIUEBETR LM ERETL
feo REFRIBREHOFRNIZSERED L bDEYR
E EHORVHLOERE, ML bOEBILEHE
L7

9. Key code DBt

NEELICXBHENTON, HERABIKOVTER
BOBEYRMOEE, TRELUSEMDOEERSFE
BIFHEBORENTOOAK a2 bo—F—k&D
key code B s hf,

10. 7— % DR

F—SORIFIZT Y bo—5—DiEPDbE, KBE
BEHRASENBYL, BIFTHEOHHIIELT
Wilcoxon DIERIFIREHE, Fisher OB EH B HiE
S5V y T REELEA L, REDHEKEREM
5% & L7

I.3% % B #
1. SERIRERK
ERIEF DAERIE Table 4 iR &, RESE
#I%i 173 41 (SPFX 86 #, OFLX & 87 #1) TH
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Table 3. Evaluation criteria of symptoms, signs and laboratory findings

Degree
Items

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 - + +
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+

h, Z®9 % Table 5 /"7 24 # (SPFX # 14 #,
OFLX B 10 #1) %\ /- SPFX & 72 fi, OFLX 2§
MHEEDEOFENREME L, ChoDERS
KL THEABRMCERLBIIBH SN L -
feo BIfER DM IREF» SHBEAKBTRTFa( K
EHALA1F (SPFX &), RBREMZER/ES LA
14l (OFLX #), Mz LIk o 1 # (OFLX
®), RERARTZOMBIERHRREZD N7 6
Bl (SPFX #, OFLX B& 3 f) 0H IFIER W1
164 #l (SPFX #, OFLX #& 821 x>\ TFT»
fro BRREEDFMESREMI SHRNAKETZT O
TFEZBER L L B (SPFX B), RREAZEHKS
L7144l (OFLX ). M2 LIEXBEE SO 1 H
(OFLX 2), IRERFE D 9 # (SPFX & 6 i,
OFLX #3#), EKRERMD | ) (SPFX &) @
13 FIEBR /- 160 1 (SPFX 2 78 #, OFLX # 82
B K20 TiT -7 HARRADEFELRES 149
PN CERRERMO | § (SPFX B) A%, HE
KETH- L XBIEA Dk ht- 2 (SPFX
BIf, OFLX # 14 : RERRROLHVTNLE
DM 13N £MA F2 150 #) (SPFX 8 72
Bl OFLX 2£78 ) ic>\WTH{E L 7o

2. BRMREMNOHERTF

WRFIBA O B Z Y BRF ORI B DN RE
B>\ TH - 12,

1) B4

FHRRBIC W TREBERMREHREEE L1

MK NBESKLBVWTH—HESN I BRRELNHE L
Table 6 IZ/RT T & <, AR % 133 ff (SPFX B
65 #1, OFLX #f 68 i), Mi{LARSE 2 ¥ (SPFX #,
OFLX #& 16, =1 37/5 X2z 9# (SPFX
B4fl, OFLXBS5#), 75 UT7Hi%1# (SPFX
B) bLJURRMEREMA 4 6 (SPFX # 1 #)
OFLX#34%)) THo, ChoDEMIHICEVTH
KEBMICEERZIED SN 1, MLIRE, <4
S5 X2fiRk%ED 16 | (SPFX B 7#), OFLX 8% 9
) BREBERICHE LAAHREBICAB LGV, &
EHELbhoDERBISH L THRENXYPHFTEZ &M
S, BITHRICEDI, #-T, UBRORITILERNS
L OB %% E &I - 120

2) ¥ Fie FE, ABX- AR, BBFEOEESE

HWRE - A0HE, ARBRALERE OHRAX

Table 6 IZRT T& K, BEFEOEEEERVT,
VWTFhOEBIK>W T HHERIBMOER S HIcERL
RORBHOSNLI Nt RBEEDOEEREICOWVWTII,
SPFX BHChEEDFEMH, #ic OFLX BICBEDE
pInE <, MEKIBMICEEZ (p<0.05) ABHOH
1o, EHFELFCHEREVWLDEEL SN,

3) ARG OER, R, EERREE
ALRREEOGER, %M, WER, BRHER R
E#, M WESE, F7 /-, BAER Gk
¥, FiLBLOCRPICOWVT, WTFh b EEFIBERT I
BEIBREOREBDONIEN -7 (Table 7)o

4) HIst X 4
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Total number
of patients

SPFX 86
OFLX 87
Total 173

CHEMOTHERAPY

AUG. 1991

Table 4, Case distribution

—  Efficacy

— Side effect

IJ‘abdratory
finding

— Usefulness

No. of patients included
in statistical analysis

SPFX 72
OFLX 77
Total 149

—

No. of patients excluded
from statistical analysis

SPFX 14
OFLX 10
Total 24

1

No. of patients included
in statistical analysis

SPFX 82
OFLX 82
Total 164

No. of patients excluded
from statistical analysis

SPFX 4
OFLX 5
Total 9

No. of patients included
in statistical analysis

SPFX 78
OFLX 82
Total 160

No. of patients excluded

from statistical analysis

SPFX 8
OFLX 5
Total 13

No. of patients included

in statistical analysis . -

SPFX 72
OFLX 78
Total 150

—

No. of patients excluded
from statistical analysis
SPFX 14
OFLX 9

Total 23
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Table 5. Reasons for exclusion from clinical efficacy

Reasons sprx | oFLx | Seisical

Disease not included in protocol 8 3
Duplicate treatment with test drug 0 1
Unclear symtoms of respiratory infections 2 2
Not visited after initial consultation 0 1
Discontinued due to side effects 1 1 NS
Shortage in duration of medication 1 2
Inadequate chest roentgenography 3 0
Discontinued due to myocardial infarction 1 0

Total 14 10

M3 X ROESHIE Table 8iT/RT T& <, M
HRMicEEERED ORI ST,

5) BREB L UESHENF

BT RIS 149 FlhEE REERE LIS/ EH
it Table 9i/R LA T &<, 50 %] (SPFX & 21 #1,
OFLX B 204)) Thoto CDHH, BBMERREE
SPFX 843 17 f], OFLX #4329 & OFLX B T%
PEL, BHERREE SPFX BicoA 4 fBHSN
fo BRHE & LT3 Haemophilus influenzae, S.
pneumoniae, S. aureus 1'% NI, Th oD
EXHED 5 5 SPFX £ & U OFLX @ MIC AlIEAEH
bR 0% TH->7:0 MICORHICPALT, &
FHBMICEEZRED S h > /o (Table 10),
3. MNEELHE L AEERY R

BN REF 149 Flicx T 2/NEBELYEDE
KR %Table 11 i27RT, LEHDOEERRR I SPFX
BTR 2 PhE 156, BYS26. PPED2H,
B3P THYRIZ93.1%, OFLX BTl 77T flh ¥
HIBH, HHS2H, PLEYIF. EWH4HTEHR
390.9%THh, HMEABMIcHEEZRBHONYL
Mhote,

1) &RBEKL R

R % DES R R (3 SPFX B4 T3 65 BlhEDY
UB, HH4TH, PPEY2H, BH2ATEYRI
93.8%, OFLX BETi2 68 filchZ%h 14 4, H%h 47 #,
PREN 3G, WU 4BITEHDRIZ.7TXTHY, @
EHBMcERZ2BY SN - o, HDEBIZOL

T3, BH{LARGED SPFX BE0> | B TH - 725,
oD LIS X=hiR, 75 I VTR REKE
REMRTROTNOERGFEYULOERTH - 12
(Table 11),

2) HEERIEKRYR

RRGAE D EAEBEFIBE R R R % Table 12 (2R 7, HEE
PlLImERIBEL bad > 10 2EFICH T 2REHTD
YR & SPFX # T96.6% (28/29), OFLX BT
91.3% (42/46), PHEEMTIIENEHN 90.7% (39/
43) &£ 90.3% (28/31) THhH, WFh bEIFEHIBERIC
FEEZRIZHONLED 120 —F, MEMERREAICE T
ZREHFTOEYE I SPFX BT 96.3% (26/27),
OFLX 87 90.5% (38/42), hFETOHEYHRIIZHh
Zh 92.1% (35/38) & 88.5% (23/26) THH, W
nHIMEFBEICHEZRBOHONLESI -1,

3) BREKEE - AHEOHREIERDE

EWRKE - SOHEOHREINEK R % Table 13 iZ/R
To 2EMICH I ZEMKE - GOHE M72L) DEFID
HHE(2 SPFX 8 97.6% (41/42), OFLX 8 95.6%

(43/45), T ) DEFTIEIENETH 86.7% (26/

30) & 84.4% (27/32) ThHo, MEAIBMICHEZR
BHohiEh -7, MEHEMRICOVTHIRIREHOK
AThh, MEABEICHEERZRBHONEN 1,

1) EREFIERHR

INBELHEICL DERLENHEE L7 50 # TOREEK
%R % Table 14 iZ/”" T, 2EFDOEYHEIL SPFX B
T95.2% (20/21), OFLX B¥T89.7% (26/29) T&
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Table 8, Patients characteristics
o Statistical
Characteristics SPFX | OFLX analysis
No. of patients 72 7 /
bacterial pneumonia 65 68
Diagnosis evaluated lung abscess . ! !
. mycoplasmal pneumonia 4 5 NS
by the committee . .
chlamydial pneumonia 1 0
primary atypical pneumonia 1 3
male 41 46
Sex female 31 31 NS
~ 19 5 3
20 ~ 29 7 7
30 ~ 39 9 10
40 ~ 49 9 7
Age (years) 50 ~ 59 12 22 NS
60 ~ 69 18 15
70 ~ 79 10 10
80 ~ 2 3
~ 39 10 5
40 ~ 49 17 25
. 50 ~ 59 28 22
Body weight (kg) 60 ~ 69 1 17 NS
70 ~ 3 3
unknown 3 5
out 26 30
. in 43 42
In/out patients in - out 3 A NS
out — in 0 1
mild 29 46
<
Severity of illness moderate 43 31 p 20' 05
(x *—test)
severe 0 0
Underlying disease no 42 45 NS
and/or complication yes 30 32
Pretreatment with no 65 73 NS
antimicrobial agents yes 7 4
. no 30 41
Concomitant drugs yes 2 36 NS

b, MEFIBEICEERZIZHONESI -1, EHEFIT

I HEBROERE D E H - 7 S. pneumoniae Tid SPFX
#100% (5/5), OFLX #$87.5% (7/8), H. influenzae
TRWIFh b 100% (6/6, 11/11) Th-7,
4. EHBEHEICLIERYDRE
FHEICLDHESNIEBRZR% Table 15 2R
T REHTIZ SPFX B 72 HchER 14 5, B 53

Bl PLEH3IH, BYH2HTHEHEL 1K,
OFLX 8 77T fich¥E% 18 i, A% 534, PPEHI
#l, WMHIATHYRIE 02.2%THD, WEMBMI
HEZRBO SO, -1, WMEKM% T3 SPFX#
65 MIchEZh 14 ), B ATH, POEYD2H, EH?
PITHYHE 93.8%, OFLX B 68 Glch ¥ 157, Y
ATHI, POEYIF, Y3 THYHRGI.2XTH
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Table 7. Initial symptoms, signs and laboratory findings
ltems SPFX | oFLx | Statistical
analysis
No. of patients 72 77 /

<31 14 12
37~<38 33 41

Body temperature 38~ <39 18 19 NS
() 239 7 4
unknown 0 1
: - 5 2

Cough + 39 48 NS
# 28 27
- 18 15

+

Volume of sputum + ‘11} ‘;3 NS
H 2 3
- 18 15

Property of sputum PI\I/{/I éj ég NS
P 18 19
- 53 62

Dyspnea + 17 13 NS
+#+ 2 2

Chest pain N Sl NS
- 30 39

Rales + 38 37 NS
+ 4 1
. - 72 76

Cyanosis + 0 1 NS

Dehydration : 72 7; NS
< 8,000 18 28
8, 000~< 12,000 35 28

3

WBC (/mm?) 12, 000~ < 20, 000 16 19 NS
=20, 000 3 2
<19 6 5
20~39 17 13

ESR (mm/h) 40~59 15 22 NS
=60 32 31
unknown 2 6
- 0 3
+~3+ 32 30

CRP 4+ ~5+ 13 | a1 NS
26+ 27 23
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Table 8, Initial chest X-ray findings
. . Treatment | No. of Score Statistical
Diagnosis . .
group patients | 15| g 6! 5| 4| 3 1] o0 analysis
SPFX 68 7| 6|15|25 1
Bacterial *
. NS
pneumonia
OFLX 69 T| 9|16 |27 1
SPFX 6 1 3] 2
MP, CP NS
and PAP
OFLX 8 3| 21 2
SPFX 72 8| 911725 1
Total NS
OFLX 77 71121829 1

* * include two cases of lung abscess
CP : chlamydial pneumonia

MP : mycoplasmal pneumonia
PAP primary atypical pneumonia

Table 9, Distribution of causative organism

Causative organisms

SPFX

OFLX

Statistical
analysis

Monomicrobial infection

S. aureus
S. pneumoniae

B. catarrhalis

E. coli

K. pneumoniae

H. influenzae

P. aeruginosa

B. melaninogenicus

Polymicrobial infection

S. aureus + H. influenzae

H. influenzae + P. aeruginosa
S. pneumoniae + H. influenzae
S. aureus + S. pneumoniae

— .

NS

Total

21

29
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Table 10. Sensitivity distribution of causative organism
MIC |Treatment MIC (u g/mD) Tota]| Statistical
of BTOUP 10 0250.05/| 0.1 | 0.2 [0.39(0.78|1.56]8.13]6.25|12.5| 25 analysis
| SPFX | 5 | 1 | 1 | 2 1|1 1 NS
Sparfloxacin) e x| 6 2 | 1 0
- SPFX | 4 | 1 1 3 (1 1|1 NS
Ofloxacin 1 opLx | 4 | 1 1 3 9
Table 11. Clinical efficacy judged by the committee
Diagnosis Treatment| No. of Clinical efficacy Efficacy| Statistical
group | cases | oot good fair poor rate(%) | analysis
Bacterial SPFX 65 14 47 2 2 93.8 NS
pneumonia OFLX 68 14 47 3 4 89.7
Lune ab SPFX 1 1 ~
ung abscess OFLX ) 1
Mycoplasmal SPFX 4 4 _
pneumonia OFLX 5 3 2
Chlamydial SPFX 1 1 _
pneumonia OFLX 0
Primary atypical SPFX 1 1 _
pneumonia OFLX 3 1 2
Total SPFX 72 15 52 2 3 93.1 NS
OFLX 77 18 52 3 4 90.9
Table 12, Clinical efficacy classified by severity of illness (by the committee)
Diagnosis | Severity Treatment|No. of Clinical efficacy Efficacy| Statistical
group | cases| .. ..)ent good fair poor rate (%)| analysis
. SPFX 29 4 24 1 96.6
mild OFLX | 46 7 35 2 2 91.3 NS
All of cases
SPFX 43 11 28 1 3 90.7
moderatel oprx | 31 11 17 1 2 90. 3 NS
. SPFX 27 4 22 1 96.3
mild NS
Bacterial OFLX 42 5 33 2 2 90.5
neumoni
Puefimonia oderatel SPFX | 38 10 25 1 2 9.1 NS
eral®  oFLX | 26 9 14 1 2 88.5
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Table 18, Clinical efficacy classified by underlying disease and/or complication (by the committee)

. . I{ndorlymg Treatment|No. of Clinical efficacy Efficacy|Statistical
Diagnosis | disease and/or rate (%) P
complication Eroup | cases | . cellent good fair poor analysis
o SPFX 42 13 28 1 97.6 N8
OFLX 45 14 29 1 1 95.6
All of cases
SPFX 30 2 24 1 3 86.7 NS
yes OFLX | 82 4 23 2 3 | 844
o SPFX 37 12 24 1 97.3 NS
Bacterial OFLX 38 10 26 1 1 04.7
pneumonia SPFX | 28 2 23 1 2 89.3 NS
yes OFLX | 30 4 21 2 3 | 83.3
Table 14, Clinical efficacy classified by causative organism (by the committee)
Causative Treatment| No. of Clinical efficacy Efficacy| Statistical
organisms group | cases | . ..hont good fair poor rate (¥)| analysis
SPFX 2 2 _
S. aureus OFLX 4 1 3
g S. pneumoniae Sl;{g(( g f g 1 NS
2 _ SPFX 7 4 3
g | sub-total OFLX | 12 2 9 1 91.7 NS
=
3 . SPFX 3 1 2 _
-§ B. catarrhalis OFLX 2 1 1
Q
‘g . SPFX 6 3 3 _
§ H.influenzae | GOFLX | 11 2 9 100
[]
= SPFX 1 1 _
Others OFLX 4 4
SPFX 10 4 5 1 90.0
sub—total OFLX | 17 2 13 1 1 88. 2 NS
Polymicrobial | SPFX 4 4 _
infection OFLX 0
SPFX 21 8 12 1 95.2
Total OFLX | 29 4 22 1 2 89.7 NS

D, EMTORMKEEHK BEXBMICHEEZIRD
Shtih-tee £ DMODEF IOV TIEM{LIRE D
SPFX #0 1 ISP EYTH - LS, 2TOEH
HEVULORRTH»1co 5, RITRLINE
ELYEHREBHOTEL LIcBRETH - 120

5. E¥HHR

INBEAYTEIC L DERENTHETE L5 54 thoER

HRME S R4 Table 16 2R, SPFX #TR
Bacteroides melaninogenicus ® 1 fi& H. influenzae
& Pseudomonas aeruginosa O BEBED 1 flk
BEEOBRENEBEINTE ST, RPLHEIAE
B, ZDMOBIZT<THE L, OFLX BTRP.
aeruginosa @ 1 %% K< £TOREIHE LT ULD
WESNDR AR BMIcERZZBHONLEL-
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Table 15, Clinical efficacy judged by doctor in charge
Di sis Treatment|{ No. of Clinical efficacy Efficacy| Statistical
agno .
. group | cases| .. oilent good fair poor rate (%¥)| analysis
Bacterial SPFX 65 14 47 2 2 93.8 NS
pneumonia OFLX 68 15 47 3 3 91.2
b SPFX 1 1 _
Lung abscess OFLX 1 1
Mycoplasmal SPFX 4 4 _
pneumonia OFLX 5 2 3
Chlamydial SPFX 1 1 _
pneumonia OFLX 0
Primary atypical SPFX 1 1 B
pneumonia OFLX 3 3
SPFX 72 14 53 3 2 93.1
Total OFLX | 77 18 53 3 3 92,2 NS
Table 16, Bacteriological efficacy classified by causative organism (by the committee)
Causative Treatment| No. of Bacteriological efficacy Eradication| Statistical
" organisms group | strains |eradicated|decreased|unchanged| unknown| Trate(%) | analysis
S. aureus 81;{;(( 2 i -
S. pneumoniae (S)g‘{:%(( g g -
_ SPFX 11 11 100 _
sub-total OFLX | 12 12 100
i . SPFX 3 3 _
B. cg;arrhahs OFLX 2 2
. SPFX 0 —
E. coli OFLX | 1 1
, . SPFX 0 _
I{.e?gqmontae OFLX 1 1
; SPFX 9 8 1
H. influenzae OFLX | 11 11 100 -
; SPFX 1 1 _
P.aeruginosa OFLX 2 1 1
. . SPFX 1 1 -
B..melaninogenicus OFLX 0
- SPFX 14 11 3 100
sub-total OFLX | 17 16 1 94.1 NS
SPFX 25 22 3 100
Total OFLX | 29 28 1 96. 6 NS
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2o
6. EREREIR, FFR, MERME LU X MAFR
DHREE
iR, ok, R WEMIR. WRRER, fw K
5, BMmHKK MmitsLUCRPICOWVLWTEDHEK
BLUKBEL Table 17 ICRTe 2THHBIZPWVWT
MRKIBE OB RBBABH SN, MKIBEED
OFLX BHO{BHRMN SPFX ##L 0 bHE (p<0.05)
KD S fe A, FOfICHOVWTIRWI N b RK|BEMIC
BRZIRDONILD -1 KE X R ROBBE I
2WT b Table 182 RYF &, 3BEH®D SPFX ##
OHRBBHER (p<0.05) iKWh-7eht, THEHB L
U4 BHORBRICOVWTIIMRFIBMIcHEZEIIIZ
Hohtimh-t,
7. BEAPLVERREMRER
1) 8IfeR
EER MM RER 164 D HH, NERELKICLDE]
fER & HIEIN/EME, SPFX 8 82 #ch 541 6.1
%. OFLX #82#h5#6. 1% THh, BRRFICML
MEEFIHAICHEEZIZEHD Shiih -1 (Table 19)
BIfEFDOANA I SPFX MTIRIAEK 1 I, M1 H,
HILSEK 3T OFLX #TREZ 1A, ORRKL
B, ELBREKIFITH - 10 BIEADOEEIZBEN
SPFX # 1 #), OFLX # 3%, hZFENRENENLH
L2HTHD, DEEDOEFMIVTNRLEENFIEEH
TW3, ChoSDBWERRWTEN LEEDIEL W LS
BETHRICSHRITODLEBRLTED, HICERLLDIZZ
Bohtsd -1,
2) ERREERR
SRR BB FMXRER 160 Fl > LAFELICK
DREEHESINIERIZ, SPFX 8 78 #id 15 #),
19.2%, OFLX # 82 b 16 1, 19.5%Thv, RH%
RBERITHOVWTHEFBMICEEZIEBD O h -1
(Table 20), REBRBDANEIL SPFX B TIIiFR
K%, F5 X7 IF+—¥DLER, OFLX B TR
BEKME, FSURXTIF—CYDERBLUBUND L
ANREL25bDThH-1ts CHODERBEIRZEDE, B
FRELEBAIBEAEDEFTEREE /2 3 RSHI#EIC
mLTW,
8. ERAK
1) NEELHE
B R RES 150 flic>2WT, NEBLICLD
Table 2 DEEICESVTHEI N/ HHME% Table
21 ICRTe REF TR, SPFX # 12 b THHA
104, BRASH, PPEHIA, FHATHEVWLHT,

BHTHALEREADE 1 HABIE 00.3%, OFLX
BT 8HTBHTHR 130, HASBH, »oyR
4, HERTHOVWSHT, AHEIL8.5%5THH1,
Mg DB IcDOVWTH S E, SPFX B 65 by
THE 106, HAOFH PPHAIH. HETRV]
FITHA®RIZ 00.8%, OFLX BETI 60 fhlmnTH
BUf, WA PPEA4F, FRATRLSHT
HARILIBL0%ETH-7, UEDTEL, BYNER
Ri28TULULEML, TN LERMBMICHEELR
BoHontih-t,

2) EiEEHE

FHENEWHE LR EMR L THE L HRAKE
Table 22 2R Y. 2E M Tid SPFX 2 72 flhEnT
EH 180, BER46H), PLERSH, FRAKLL I
THA®IL88.9%, OFLX #TI 18 AIhEBHTHE
23, AR4H. PPAEBTH BRAKLLIATE
AR BTL2% TH-7c, MEMBRICHRET L
SPFX #0OEA®IL 89.2% (58/65). OFLX Hozh
i3 85.5% (59/69) T. 2EMDORMRE BIIRAHTS
b, WFhLAEXBRICHEEZRZYohiih-1,

o = =

HE, —a—F/ o0 RABREXMOARICIIESE
LWwbodibh, HEHDOHME HEAXRY FLOK
K, ESI3EABHERORE S ht- ERAHERVTH
REANTWVW3B, SPFX b%0D—>2ThhH, AKIX7F
THHE LUYREZFOY S LBYHE. 77 LRHER
beE&h, =q1a375X=, VIARF, 273197,
TSI REFHNBMASICH L TORVABENZAELT
W3V, LD bIERD= 2 —F /o YRTREEN
A'85§H - 72 methicillin—sensitive S. aureus, methicillin-
resistant S. aureus ¥ &£ ' S. pneumoniae ¥0 77
LIBMEICMT A MENNEBNTED, SOk H
influenzae, Klebsiella pneumoniae, Branhamella
catarrhalis S0 7 5 LEYE, <1375 X<l
THHEVWRBEERART CENEEINTVE Y &
fo. ARZEORNARN, HoHRBTLRETS
b, BicHERICMPRES L b ABTIELLN
THHY, MphoDHEER K 16 BMERVY
EVSIBEMAERLTVS, 3oIARRTAT4Y VL
DEEERALBEDONS Y, HREMA & O inter-
action bIFEAERVI L KALNTVE, ThH
DALY, AFi2 LEOENES: 2 FRETH 5FRE
RREE IS0 3 B A RAI & L CE—RIRF I ) B AT
b5,
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Table 17— 1, Improvement of symptoms, signs and laboratory findings

Treat § No.of Improvement, Statistic':;iv
Items |Day r;?ogl:" cgs:s Improved |Unchanged| Aggravated Eate(%) analysis
5 | SPFX 56 42 12 2 75.0 NS
OFLX 62 53 8 1 85. 5
SPFX 56 51 5 oL 1
temperature | | | OFLX 62 60 2 96. 8 NS
SPFX 48 46 1 1 95. 8
4| OFLX 49 47 2 95.9 NS
SPFX 63 27 35 1 42.9
3 | OFLX 72 31 al 43,1 NS
SPFX 64 16 17 1 71,9
Cough | 7 | OFLX 73 51 22 80,0 NS
SPFX 57 51 6 80. 5
141 oFLX 57 44 13 7.2 NS
SPFX 54 17 37 31.5
3 | OFLX 60 25 34 1 417 NS
Volume
SPFX 53 41 12 77.4
w o || oFLX 60 50 10 833 NS
SPFX 45 41 4 91.1
41 OFLX 48 40 8 83,3 NS
5 | SPFX 54 29 25 53.7 NS
, OFLX 60 37 22 1 61.7
Property SPFX 53 44 8 1 83.0
. o 17| oFLX 60 52 8 86.7 NS
SPFX 45 12 3 93. 3
141 OFLX 48 43 5 89,6 NS
SPFX 18 15 3 83.3
3 | OFLX 14 8 6 57,1 NS
SPFX 18 16 2 88. 9
Dyspnea | 7 | Gprx 13 11 2 84. 6 NS
14 | SPFX 16 16 100 _
OFLX 12 12 100
s | SPFX 21 1 10 52.4 <0.05
OFLX 15 13 2 86.7 | (Fisher)
Chest | , | SPFX 21 17 4 81.0 NS
pain OFLX 14 13 1 92.9
SPFX 17 16 1 04. 1
41 OoFLX 9 9 NS
SPFX 36 16 20 44.4
8 | OFLX 34 10 23 1 29,4 NS
SPFX 41 34 7 82.9
Rales | 7 | QpLX 35 28 7 80.0 NS
SPFX 34 29 5 85. 3
41 OFLX 28 23 5 82,1 NS
SPFX 41 33 8 80.5
3 | OFLX 38 26 12 68. 4 NS
SPFX a7 40 7 85. 1
WBC | 7| GFLX 44 33 1 75.0 NS
SPFX 46 43 3 93.5
141 OFLX 37 36 1 97.3 NS
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Table 17-2, Improvement of symptoms, signs and laboratory findings
T . f isti
Items |Day r;:ér‘:l:nt I;I:se‘f Improved |Unchanged| Aggravated lmg;&r?,r‘n)en S:::lls;g::l
3 SPFX 48 12 31 5 25.0 NS
OFLX 49 13 30 6 26.5
SPFX 53 32 20 1 60. 4
ESR | 7| OFLX 53 31 19 3 58. 5 NS
SPFX 51 47 2 2 92.2
4] OFLX 18 43 5 89. 6 N§
3 SPFX 57 26 31 45.6 NS
OFLX 57 34 21 2 59,6
SPFX 63 51 12 81.0
CRP 17| OFLX | 65 51 14 78.5 NS
SPFX 60 54 5 1 90.0
4| oFLX 55 52 3 94.5 NS
Table 18, Improvement of chest X—ray findings
Tratment| No. of |Markedly Slightly Impovement| Statistical
Day group cases |improved Improved improved Unchanged) Aggravated rate(%) analysis
3 SPFX 56 12 31 8 5 76.8 p <0.05
OFLX 53 2 8 19 18 6 54.7 (x “—test)
7 SPFX 61 5 28 18 9 1 83.6 NS
OFLX 64 7 29 19 9 85.9
SPFX 59 40 9 1 98.3
M| oFLx | 55 11 27 14 3 9.5 NS
Table 19, Side effects judged by the committee
Treatment group SPFX OFLX s,:ﬁ;‘f;ﬁf
No. of cases 82 82
NS
No. of cases with 5 5
side effects (6.1%) (6.1%)
Headache dull 1
Rash 1
Epigastric pain 2
Stomatitis 1
Nausea * anorexia 1
Nausea * vomiting 2
Nausea * vomiting * anorexia 1
Fever 1
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Table 20. Abnormal laboratory findings judged by the committee

Treatment group SPFX OFLX S::tai?;lsci:l
No.of cases 78 82
NS
No.of cases with 15 16
abnormal laboratory findings (19.2%) (19.5%)

Eosinocyte * 3 3
WBC{ - Eosinocyte 1 1
Eosinocyte * GOT - GPT - ALP - 1
7-GTP - LAP ¢
GOTt 1
GPT? 4 2
r-GTP ¢ 1
ALP? 1
GOT - GPT ¢} 2

GPT-7y-GTP?

GPT - LDH ¢

GOT - GPT - ALP - LDH -« v —-GTP - LAP !
GOT - GPT - ALP+ v —GTP - LAP - T-Bil ¢
GPT - ALP - vy —-GTP - LAP - T-Bil }

GOT - BUN ¢

LAP - BUN ¢}

GOT : GPT - RBC in urine

BUN ¢

Creatinine 1

SE, BxIHBELEMKICT 3 SPFX 0B Y,
LU LUHAREERNICHEYT 2 BT OFLX
ENEEE T _EERBMEBRRREER L

SEORRICH 23 SPFX 0fEARIZ 181 H
00 mg WRBRE L L, KicT2AER L BlS
WBRELHKE L SPFX O ARBEERRS Tid,
|H1E200mg #5282, 1 B 18300 mg 5D/
RRAGHEICLZHYDBITE bIT 72.9% L 2NBH S
Nahote, LLERS, 2EMOKERE LD, H

SHBMNERRFHERTEDFEDO LTHYEEZ S
na'VEH[EIRICNT 2EYRIE. 200 mg B
69.6%, 300 mg B¥ 82. 8% L HEE WL VWHDD, 300
mg BOERBENT W, ChoDRERE L U—BEER
HBROBK? bZRLT, SEO_EERUBEAROA
B% 1 H300mg iC&E L7

*fHRFE L LT OFLX %2R L -Ehid, OFLX #'[E
CL=a—F/ o REBRERITHE L, ZRRONM
FEBLEOIBRRF T 2HENRKBENLTVS
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Table 21, Usefulness judged by the committee
Usefulness
Diagnois |Trsiment No-ol - Ui | S
sli 8is
useful useful usefu useless
All of cases SPFX 72 10 55 3 4 90.3 NS
OFLX 78 13 56 4 88.5
Bacterial SPFX 65 10 49 3 3 90. 8 NS
pneumonia OFLX 69 11 49 4 87.0
Table 22, Usefulness judged by doctor in charge
Usefulness
Diagnosis Treatment| No.of Usefulness | Statistical
group cases | markedly slightl rate(%) analysis
useful useful usefu useless
All of SPFX 72 18 46 5 88.9 NS
ases
ore OFLX 78 23 45 7 87.2
Bacterial SPFX 65 18 40 4 3 89.2 NS
pneumonia OFLX 69 19 40 7 3 85.5

Z&, Ffe, ZEEREBRR ISk MBI R
HT2ERAUSERS N, M ORRBEBRLEICH L TR
HEhTWb7:HThbs, OFLX OHEHRIZ 1 E
200 mg, | B 3EMES & L7485, OFLX DBt %
XT3 _EERHEBERRIIVWTh O 0HEHRTE
Eh, BERAENEZINATHWAILE'2Hh, 0D
HiEERERA L.
SEOHRICE T 2RBEEFEI 1T3MTH - 12
M, 2D 24 PINEHFMICIREYSEME LT
INERELSIBVWTER M, 149 FILNEDEFEONS &
Hotee SHNODERD S B R % LS I Fh LR
fE, w4375 X<z, RREMEBREMREL 1645
Hotht, MEFLEOINOSDOERBICH L THRISR
TEBLEELZONTDTHMBENRE L1
HFYHFENREMOVT, BEOHRRFEHER
PITHE LA, BRBEOEEELNMCOVTIREERL
RORBHONL 1. ROVBBDONI-EEETD
EF S TIE, SPFX BHcHBRMIRE b EEOER
RPPEL, FICBEFN OFLX BicPPSh -1
N EYHF@ELE BB sBEoELIELON
¥, WEEAIBERI O LB TTHE & T L7

SE0EMMS L UEREORIT, RIFEEELTH
B E L CABKMRICT A 375 XTHRPER
HRUMAFEML A LEMOVTIT- 10 2EAD
NERLSUEICL 2EHEE SPFX BT 903.1%,
OFLX #T90.9%Th b, mEHE bENLYRER
Ltco WEHMRAERICOVWT bIRIZEABOKKTS
D, BEABMCEEZRBHONEM 1, —F, £
HMEHEICL 22EMNOEYRIZ SPFX 2 93.1%.
OFLX £ 92.2%, WHEHMATOENELZIZFAHKD
BRTHH, EESUEETHEYEICL SERDRR
£ {—H LTV, SPFX 0% 38 BHA(L¥REFS
FHEALRRLFTE D LR U0 LEEO—BERRRCE
i+ 3 SPFX 1 H 300 mg 58O 26HE
3 87.3% TV, AEIDORMLY PPELTH 1o —
BEKRRIZ 1 B 1 ~ 2B THONTHD, FRE
RBETIZ 1B 1 BRSO 2EREL D LHENE
VHEICHZ &Y, IoIcBETROERFILIE
FoOENRONADDLEBbNhLYE, TR LTHA
BRI L —BLTED, SEORRIBEREDS
REEIONB, —F, OFLX Oi%icHd &8
REBRBRBREOBE R hETic28ah, WInd
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AENRBRERA—DAEHRTREEINT VB, /I
5" i3, OFLX OB 2E 85. 435 (35/41), WfHo'®
12 86.3% (44/51) LMELTHD, SEORL DR
Roho LD PPEVWEDRNBO N, KHIREMOE
B, BEWRZFLRNY, —BICRIVALWVA, OFLX
Wik S ERDEBL, P. aeruginosa 15 &¥—#D
Bt AMELHTIEIC R > TV AR, RERBVT
LANEERDBEBALTVAILARBELTVREE L
i, MEERHRLUADT A IS5 X<k, 7539
TH% FRERRMRICHLTOAFE LBENLYHR
#7L1o SPFX & Mycoplasma pneumoniae ¥ &
U Chlamydia pneumoniae, Chlamydia psittact,
Chlamydia trachomatis i<t L THRWARNAE L
Tsh, €0 MIC i3 M. pneumoniae T'3 0.1 g/
ml, Chlamydia Ti39~XT0.06ug/mlTHH",
NoDEIRLARBEICHTIIRORVICHFHTES
bOLEALNS,

Rz, BEHERICRDOR SN REE O RKIEE i
BRLTRIT LI 2ERICBIIBEMOEDRI
SPFX BAHI 5 BB - 7o, hEER T 12IZEH
DEWETH 1o

HE¥HRFTICOVWTTH B4, MREMICETEE
REOWRIRETHD, SEILBARHICEDIICH
b ST, FEER DK 1/3 D 50 FlicHEE S hlzic
AEUD- 1, BREGMEENYERIL, S aureus,
S. pneumoniae D7 5 LBHEIIVWTFhoBICEWT
beKkik L, 75 LERYMEICOWVTIE H. influ-
enzae & B. catarrhalis DY BESEE N {, SPFX #
T H. influenzae & P. aeruginosa ¥ & U° B.
melaninogenicus & 1 IO BARHTH Y, OFLX #
T P. aeruginosa @ 1 PINARETH > 124f, Thll
ADEKRRLTHE Lo FEY L H U Y LEBOREY
TISPFX D MIC,,i2 S. aureus TO0.1, S. pneumoniae
TO0.39, B. catarrhalis ¥ & U H. influenzae T 0. 025
ug/ml TH 3%, 7z, 300 mg EERSHEOEE R
B2 ug/ml #BATHD, SEOMBEFHIHRIZC
NoDEWHRRYERBEKIC b+ IRBENAbDE
¥iohs,

FHENEH L BEEERD S B, NBELHEIEH
CHE LA LDk SPFX 8, OFLX B & bic 82 il
SO 6 1%L ESETH-1o BIEAOABTI
SPFX BCREHER | 4, HLBEK3H. M1 G,
OFLX BT 1 fl, OA%1H, WHLSER 35
THY, WFhKCERE bOREY Shd -1,
SPFX D v # U LB DBIFARBER L4

T3 4.8% (133/2754), ARIEIRTI3 4.8% (33/722)
THH, SEORMLZIZNISEVWSLDTH 70 —
#, g TiciThhi OFLX O ZRWRILE KRG
OBERRIARII/IMKS' 28, 1% (8/132), MW#KE
5912 6.3% (9/142) LHMELTHD, SEORA D
BROLCASOMMEBHD TR —FH LTV,

EERMEMBE O RIRII SPFX 2 10.2% (15/78),
OFLX 2% 19.5% (16/82) Thh, EMNEH oI
MNoto EDABIISPFX TR ISV RAT I+
DERNBLEBL, PLVTHBRRMETH - 7o
OFLXBTbLRIVRT7 I+ —¥YOLANRLEL,
£ DOMITERBRNS, BUN O LRSS H - 12,
LOLZEAS, WIFNLIFICERLE bDIREL, BELE
PIRALIE B bDIREMN -1, SEIDEFRREBRY RIS
RIGERFIB L SPPES - 108, NERELSYETI,
FHENRBEEUEBLTWAELTH, AIBOEEIIEHK
THLDERHELTMY L Eb—HTHA I,
AROHTICML TRRE{XBOK BN, ik
BE—EBMOERNEINBLE A TH S,

BREIEWHEESHEMEBL T, PMEREBLY
FHEICLDHES NI, NEREGK B BLEFDE
F#®i3 SPFX 8T 90.3%. OFLX #T8.5% Tk
0, WEMMRICBELTHIRIZERDERTH -1,
e, FREHEICBIIEALL/NEASHEL R
EGLETHY, AEAELEAROFVENEEL
Sha,

Pl &, SPFX 3fAEEMEM I L 1 B 1@
300 mg D 5icL D, OFLX 1 E200mg» 1 B 3E
g5t T BN EWE, TS IUCEREER
L7zo T, SPFX (34HE8#RMi#ic % LT OFLX @
¥BRT ULArL1H I EHRETHVEAESNGTES
KETHBEELON S,

X [

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 Agents
Chemother 33 : 1980~1988, 1989

3) Kojima T, Inoue M and Mitsuhashi S : In
vitro activity of AT—4140 against quinolone
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Appendix. Collaborating institutes

The First Department of Internal Medicine, Sapporo Hospital, Hokkaido Railway Company
The First Department of Internal Medicine, School of Medicine, Tohoku University
Department of Internal Medicine, Sato Hospital

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

Division of Respiratory Diseases, Toranomon Hospital

Department of Internal Medicine, Kawasaki Municipal Hospital

Department of Internal Medicine, Kanagawa Prefectural Nursing and School of Hygiene Hospital
Department of Respiratory Disease, Kanagawa Prefectural Circulatory and Respiratory Disease Center
Department of Internal Medicine, Suibarago Hospital

Department of Internal Medicine, Nagaoka Red Cross Hospital

The Second Deparment of Internal Medicine, Nagoya University, School of Medicine
Department of Internal Medicine, Toyohashi Municipal Hospital

Department of Internal Medicine, Meijo Hospital

Department of Internal Medicine, Fujita Health University, School of Medicine

Department of Internal Medicine, Orido Hospital

Department of Internal Medicine, Tane General Hospital

The Second Department of Internal Medicine, Nara Medical University

Internal Medicine ( II ), Kawasaki Medical School, Kawasaki Hospital

Department of Internal Medicine, Kure National Hospital

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

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

The Second Department of Internal Medicine, School of Medicine, Nagasaki University
Department of Internal Medicine, Nagasaki Municipal Medical Center

Department of Internal Medicine, Sasebo Municipal General Hospital

Department of Internal Medicine, Institute of Tropical Medicine, Nagasaki University
Department of Internal Medicine, Iki Public Hospital

Department of Internal Medicine, Kumamoto Municipal Hospital

Department of Internal Medicine, Nankai Hospital

Department of Internal Medicine, Tsurumi Hospital

aureus. Antimicrob Agents Chemother 34: 7) Okimoto N, Sumi M, Nakahama C, Niki Y
1123~1127, 1990 and Soejima R : Effect of sparfloxacin on

4) HEIBEIAKREREELFARTPRE., FE plasma concentration of slow release theo-
v v R L(2), Sparfloxacin (AT-4140), phylline. 3rd Int Symp New Quinolones,
k8, 1990 Vancouver, July 12~14, 1990

5) BEIBHE, fh: RESUERESE IS T 5 sparflo- 8) Hasegawa T, Miyatake H, Yamaki K,
xacin (SPFX) o iR FEXBR K M. Chemo- Takagi K and Satake T: Lack of effect of
therapy 39 (S—4) : 385~404, 1991 sparfloxacin on the pharmacokinetics of

6) BARLEREFS : B/NREHEIERE (MIC) A theophylline in asthmatic patients. 3rd Int
% # 12\ To Chemotherapy 29 : 76 ~79, Symp New Quinolones, Vancouver, July 12

1981 ~14, 1990
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therapy 39 (S—4) : 167~174, 1991

10) BB : AIiCH B b o DEKRFMED b
D -BIERBRPEFICOVWT -, MFEY
44 : 2481~2489, 1989
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12)

INKELT, iy : PRI ABMGE (X 95 D1.-8280
& amoxicillin DK LRI, B RAE 7 ME
58 : 525~555, 1984

WH—, o MER R MBE IS 5 T-3262
(tosufloxacin tosilate) & ofloxacin & DR

LIRS M. Chemotherapy 37 : 1086~1118,
1989

COMPARATIVE STUDY OF SPARFLOXACIN AND OFL.OXACIN
IN BACTERIAL PNEUMONIA BY THE DOUBLE BLIND METHOD

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

Akira Saito and Ichiro Nakayama
College of Medical Technology, Hokkaido University and Related Hospital

Tamotsu Takishima and Yasuo Tanno
The First Department of Internal Medicine, School of Medicine, Tohoku University

Kotaro Oizumi*, Akira Watanabe, Kazuo Sato and Kikuo Onuma
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
Department of Infectious Disease, Institute of Medical Science, University of Tokyo

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

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

Hiroichi Tanimoto
The Fourth Department of Internal Medicine, The Jikei University School of Medicine

Hideo Ikemoto and Tsuneo Hamamoto
Department of Internal Medicine, School of Medicine, Juntendo University

Koichiro Nakata, Tatsuo Nakatani, Yoshitaka Nakamori,
Naohiko Chonabayashi, Kohji Narui and Eiyasu Tsuboi
Division of Respiratory Diseases, Toranomon Hospital
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Shoichiro Irimajiri and Mitsuo Obana
Department of Internal Medicine, Kawasaki Municipal Hospital

Fumio Matsumoto and Takero Imai
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

Osamu Sekine and Yasutoshi Suzuki
Department of Internal Medicine, Suibarago Hospital

Hajimu Takeda
Department of Internal Medicine, Nagaoka Red Cross Hospital

Tatsuo Satake, Kenzo Takagi, Kenichi Yamaki, Yasunobu Noda,
Hideo Gonda and Kiyoshi Suzuki
The Second Department of Internal Medicine, Nagoya University,
School of Medicine and Related Hospitals

Katsutaka Torikai, Masakuni Tomii, Masataka Tajima and Tatsuo Hamamoto
Department of Internal Medicine, Fujita Health University,
School of Medicine 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

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

Osamu Kurimura and Hideo Sasaki
Department of Internal Medicine, Kure National Hospital

Yoshiro Sawae and Koji Takaki
First Department of Internal Medicine, Faculty of Medicine, Kyushu University

Minoru Yoshida and Masayuki Nakanishi
The Second Department of Internal Medicine, School of Medicine, Fukuoka University

Kohei Hara, Shigeru Kono, Hironobu Koga, Koichi Watanabe,
Kenji Irifune, Sadahiro Asai, Jun Araki and Hideo Mashimoto
The Second Department of Internal Medicine, School of Medicine,
Nagasaki University and Related Hospitals

Keizo Matsumoto, Kazunori Oishi, Hirofumi Tanaka and Hidefumi Ishikawa
Department of Internal Medicine, Institute of Tropical Medicine,
Nagasaki University and Related Hospital
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Kiyoshi Shima, Shinobu Takenaka and Teaketoshi Matsumoto
Department of Internal Medicine, Kumamoto Municipal Hospital

Masaru Nasu, Yoichiro Goto, Mitsunobu Akashi and Hiroshi Nagaoka
Second Department of Internal Medicine, Medical College of Oita and Related Hospitals

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

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 bacterial pneumonia 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 173 patients (SPFX 86, OFLX 87) were enrolled in the trial. The number of
evaluable cases according to the criteria proposed by the committee was 149 for clinical efficacy
(SPFX 72, OFLX 77), 164 for side effects (SPFX 82, OFLX 82), 160 for laboratory findings
(SPFX 78, OFLX 82), and 150 for usefulness (SPFX 72, OFLX 78). There was no significant
difference in the rate of background factors of the patients except in the distribution of severity
of the disease between the two groups.
~2) The clinical efficacy rate judged by the committee was 93.1% (67/72) in the SPFX group
and 90,9% (70/77) in the OFLX group, and judged by the doctor in charge was 93, 1% (67/72)
and 92.2% (71/77), respectively, without any significant difference between the two groups.

3) The bacteriological eradication rate was 100% (22/22) in the SPFX group and 96, 6% (28/29)
in the OFLX group, without any significant difference between the two groups.

4) The incidence of side effects was 6.1% (5/82) in both groups, and that of abnormal
laboratory findings was 19,29% (15/78) in the SPFX group and 19,5% (16/82) in the OFLX
group, the difference between the two groups being without any significance.

5) The usefulness rate judged by the committee was 90.3% (65/72) in the SPFX group and
88.5% (69/78) in the OFLX group, and judged by the doctor in charge was 88.9% (64/72) and
87.2% (68/78), 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
limes daily) in the treatment of patients with bacterial pneumonia.



