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= 2—% /0 v Z¥iEFlevofloxacin(LVFX, DR-3355) D18 T 5B RPE I T 5 E
B ERAHRETTABMT, ofloxacin(OFLX) ¥ 3 M8 & L THEHEIC & 2 BB % E
L7:o 58131 HELVFX 600mg5r3(LV600E), 300mg#3(LV300%), B & UOFLX
600mg5r3(OF6008 ) M3BE L L7z, G HIMIZ14HEZFEAIE L7z,

1) NEESHECL2ERMBICBVTZEOAEREIZILV600ET1.4% (20/28),
LV300%76.0%(19/25), OF600882.6%(19/23)Tdh 1), BHMICEEEIZDONE
Mot 77, FHEHEICBWTIE, LV600E84.6%(22/26), LV300#72.0%(18/
25), OF600%¥68.2%(15/22)DAMETH ), SHBMIATERIRDOON LN 572,

2) INEEHAHFEICL AHMEFHDRICBVTEEILERIZ, LV600E73.7%(14/19),
LV300%72.2%(13/18), OF600%76.9%(10/13)TH 1, FHEMIAEEIROLNE
ol

3) INERESTRAINEEROREERIZ, LV600E10.7%(3/28), LV300#3.8%
(1/26), OF600&E7.7%(2/26)Tdh Y, T/, BERREMRELHEIHEIILV600H
14.8%(4/27), LV300E£0%(0/25), OF6008£13.0%(3/23)Tdh »7:o HEHMICHEE
BELSYSF (RA S/ EY Al

*T903-01 hHRIR SRR TE AT EIR207
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4) MNEEEICLAHEABYNETIE, FOHAFRIZLV600860.0%(15/25), LV300
B739%(17/23), OF600%71.4%(15/21)TH by, T/, FHEHEICBWTIZLVE00
B76.0%(19/25), LV300EE72.7%(16/22), OF600857.1%(12/21)TH b, WwFhd

BEMICAEEERROON o7,

DL, S, BHTREERAEICNT SLVFXOEKHRIE300mgsr30%58 Y & &

Zbhi,

Key words : Levofloxacin, LVFX, DR-3355, 8 T45EESE, FELBERKRER

Levofloxacin(LVFX, DR-3355) 1%, $F—RMEHKAE
HTHESN A= 2 —F /0 ZEORERTH 5,
A2 7 & Ik & LTH% & IL/zofloxacin (OFLX)
—FORFEMEKLKTHY), OFLXDOERAATDH
BEEZLHNTWVAY, OFLX X B FHER & ERRYE
WL RSN, FOEEWE, Zetts L UEHEA
BIEShTWwahb=a—F /0 HTHhbHY,

LVFXi}, HEHEz&0 77 LBMHE, 7748
HWE I U OB E AR PVERL, ANRY
FVESICIZOFLX & A% T 5 7%, HEEMIZOFLX
DBLT22UETH B,

ARt MCEORS L, #Re»IIRIS A,
M - MEA~OBITLRFTHY, ERSIIhDHI LR
CIFEAEHREAD T T TRPICHERS A, 2D
BBk IXOFLX & FIRETH Y,  -BWAER
I2BWT, OFLX & FRRREOHBBITENR SR TY
Z,S)o

X512, BUHRBRE L UO—HKERRROBEN,S,
AR DOREMIZOFLXD FNELFE - AIEETH S &
Zzo6hb,

DEDRRELY, AFIIOFLXDFE THRIE DGR
HEIHFTELLD, EHEOYEITRETSHZ
LICE WV RERERITAIENTRETHLEEZ LN

b, ¥7:, OFLXL B I CREIHET S Z L5
BTHAHLEEZOLNDLDT, WIHERIINT BIEHEMD
BEBDLIEIMFTEDL, 22T, HFIRIRELAE,
BB TRERMEICHTA2AROEERTELE
BIMICEEME T 5 BT, AFI300megs3, 600mgs3
$ X FOFLX 600mg5r3 D 3B THEHEIZ L 5 LR
BEEBLIOT, ZOBEICOWVWTHRET 5,

%8B, FRERIXTable 1IIR L2 2EAER1RERR
DEMD B L2, BHE3E4A D HFRITECHICH
LhEHEINI,

I. K B 5 &

1. RERL S IS RES

BHRESE PTANAMAEZROSHME,
%6 RS 0F o - RE HRAE, REWE, M
SE, RARMEAE, BRIBMERGRSHE 7 & OB T Sl g
EXMREBE LT,

WREGNL, T, BEEOEN, AMIKKE, &
chERAGAE G HEEY, WO, ARILETTHE, CRPEYE, M
Lg% & H B O IS BRBHERATRS H M B AER &
Lo 372, ABRBENZEE LV, BELREBRE
B EEGINRBETL LW L E L, Fibid
16U ECHBIIIABE Lz, 272L, RKOEED
WERDICHE YT BERIE, NEPOBNTHEILE

Table 1. Collaborating clinics

Department of Internal Medicine, The Research Institute for Chest Diseases and Cancer, Tohoku University

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

Division of Respiratory Disease, Toranomon Hospital

Department of Internal Medicine, Kanagawa Prefecture Midwives Nurses Training School Hospital

Department of Internal Medicine, Nagoya-shi Koseiin Geriatric Hospital

Division of Respiratory Diseases, Department of Medicine, Kawasaki Medical School -
Department of Internal Medicine, Kitakyusyu Municipal Yahata Hospital

The Second Department of Internal Medicine, Medical College of Oita

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

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

The First Department of Internal Medicine, School of Medicine, University of the Ryukyus
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L7
QESEBYIE TROKG I X 5 EHTIRIRIHIF

T& 2 WEER,

QRS - BHHENGEET, ABREHOASN,

REM DY E DR EE 2R
QHRERERIIE 5-BEHT I MOME B 5450 X h,

BEICAER AT E LoD B B AEH,
ORBREH X5 MIEAINICLVFX 3 72 120FLX A% 5

NI HER,

®F )0y ZHERAICT LVF —OBEDH B FEH,
@BEDL, FdhdVIIBEEEREDD B ES,
OIFR, HRLTWATEERDD AN T 721387

DN

®F DM, EHEEIAEY &AM LIAES

B, RERERRSHEBICELDL, RBONELRL
CICRBREROBE, BWERZ LIV TEET R
REACHBEL, HBREIIRAILIIDVTORER
XEFIBZOFETHRLIIEE L,

2. RBEMNB I UOHREHE
BEREHIZIILVFX 50mg & A Al %, *HEREEANIC
IZOFLX 100mg&H SR A A L7z, &GHELUTD
SHEREL, WTFhb1HIEI(EH, B FERK)RS
L L7

LV600E : LVFX 1H600mg

LV300% : LVFX 1H300mg

OF600% : OFLX 1H600mg

BEHRGBOEANIL, Wb 4B T HERSE L
TEFIF NS, EH%E[DR-OF(R) & U TEHFH
DM D S IFEBANAREE L7z BIR5BOEHIEa ~
Fa -5 =450 LoEift, F0—E%5 L EH
FOSMINZEE L7z SINEMiER B S - EHIL,
BERREIAGETOEVIEIGERT LI EE L
K 2 B, ARICRBRS N TV A RERRICH
S>THGTHIEE LT, 1B, EffFEICIV
O—J — FEMESIHE L R EBOERIZOVT,
ERABREORMENRBR T EERKREEREHE
GRIERHIR)NKEL, WTRLHEICHEGL T
A LR INI,

3. #5HM
14HEESR S 2RI E Lz, 2720, BIfERS
RELIGE, SRIMFTCE L -15E, BRL
LR LEERE, FIEES S PIEOLELGE
DEEARPIELTInI L e L, 2BREBEHND
DREHEIRBREREL L L3EMGBES) UL
B LEBIFIZEE L, ThHDBE, k5%
B ICIIFTEDEIE, RERITHICLE L,

4, PFREA

HKEREFI S WP OB ES L UEIERE R
a4 FHIOBEREEEIE LA, 72751, streptomycin,
kanamycin, rifampicin, enviomycin, lividomycin,
capreomycin, viomycin A DHLEERLF DG XD
bl £/, RBREFZKSRABTALE LY
BIBREATOA FRIASKRSG ShTBY, REBRERK
SRGE7EMU LI > CTRIBREA 7O Mk
BifES LE 2 SNAEROESRDO LT, »D
BERTHITCRENDRATOA FA#EL TS5 Sh
TWABEREXZ VW EE LT,

HEH, MBEREHN, y-ra7) VA, 26T
WU B RIITEEZONAHIBAIZERIE LT
L= J| o o Sl B &

FaRA, EEH, [REZWRA, HROHREZES R
WIERAR], RENESWAB LU -FHLED
PRERE LTREDBEI L E LTz, F0OM, TARE
%, i, SROHIRG e L O—RILE % O DN
KRBT HUBLER TG EREHETAIL L
L7

5. BRIRIERDBIE B L UERRRE

1) ERRIERDEBE

TREBOBEL L UWEIXFEA L LTERIT) Z
e LA, B &b RBERR S MG, 56
WH3A®%, THEBIUI4BRIZULAE L, 28,
FTED BIZERBATRZHEICE, TOBRICTESE
FEVETHE 23R ACERTHLEL, IGH2D
BHTI4HBARBTHSEPIELEHE, 50
RDPEEICEE LA, PSS TULTEHE
BLUOHIEERITHIZ L E LT,

FRARAER DR LN T DFL#e (2t - TR L 72,

g BRI E LC1H4EIIE & L, BT hidlE

2EIDPETL L &L,

Bk (ERAREE SN AEE), +, —D3ER

EaRE . - (50ml/BELE), # (10mli/B UL,

50ml/ A #i#), +(10ml/HKiE), — D4R

BEHMEIK | BRYE(P), HBRTE(PM), HtEM)D3E

7

MR PR - GRAAMRIERE), +, — DB

Mo, WIS H, +, — D3R

F7 /¥, BAEK: +(HD), —(ZL)n2k

1

F7:, BWERABHLISHE L, 20K, EHRA,
B, #8, ABREREORRERL EICOWTEK
MiCRERgTAr L E LT,
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2) ERRwE

BEHRAR AR I DWW T I3 Table 21278 LAZTHE B L U
ZEREEAICGE, B & L CRERERI S AR, %5
BtE3A %, 7HH, 14A%(F 2 dHbRE) ICERT
BT e LT, eI T A BRRREEE I
RETHHFTOONHEICE, T2 E)FA%
BHALL, REBREHNEOMESEHRTL, HKERIEH
EOREBREE EICOVWTRETAZ L E LT,

3) MERE

FHI & L CREREAIL 5 BthET, &SP BLUEKRS
BICERRICB O TEEHOME 2 S8R E L, £
W, SRELRBT L E L, EERAEBLUY
HEZABEICOWTIE, BIFKFEZLHERERE
HHERESAE IIOE=)ICF 3 7L — PERKE

HORIEEICTEMNL, —FBLTHREB LU
LVFX & OFLXDMICHIRE % E M L 72, MICiZ B &b
W AEREEY (EEEE | 10°CFU/ml) (26 - Tl
E L7

6. &

1) FHREICLDHE

RYgHE L L TCOEEEIZOWVTIE, FBEEDHINIC
X W ERE, PEE, BEORKICHE L, I,
FRERZNEICDWTiE, BRREER, B LUBRKRBREMED
B EDOTHREDHIKTIC L VEW, A%, A
%, EHOIERICHEL, MBEENHRICOWTIE
FREOHKIC L )M L, B E3MaHE, &
%, BRAROIEBIHIE L,

F7:, BRIV TR R L aWER, FRKK

Table 2. Laboratory examination

Items Day 0

Days after start of administration

day 14 (or when

day 3 discontinued)

day 7

Chest X-ray

Pa0:

PaCO:

Arterial blood gas pH

RBC

Hemoglobin

Hematocrit

Platelet

WBC

Leukogram

Erythrocyte sedimentation rate
CRP

Cold hemagglutination
Mycoplasmal antibody CF

» IHA
Prothrombin time
Direct Coombs’ test
GOT

GPT

Al-P

Total bilirubin

BUN

Creatinine

Urinary protein
Urinary sediment RBC
WBC
Column

O0000000V0LOeeOOOOOOOOOOOCeee O

O

0000 ( X N J
CloNoNOoX N N N N N N J

O0000000O0OeeOOOOOOOOOOLee e

O : indispensable
@ : to be examined as often as possible
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EERELEEFHEL, THEOHIICL WV EBOTH
B, B/, B, ARELR LO4REICHE L,
2) NEEEIZLAHE

HREER TR, NEES(X x— D KEBAE, /b
WELT, alBME, B OBE FE E)ICBVWTE
BELWVEESNR, ¥ bo—F—2& ) EFOERF
K5, Mt FTHESBIUTBEHUEORE S
Liae 794 MLtk T v ¥ 2L S h - EBIR
ERE, BER, BEEAH, BREETIA VL
LB LR 7 4 W ak b LIS L CHRER L IS

HLOWE, BITgE LTOES, HEE, BRIR,

MEEHRE, BIEH, BRRAEBEREZOTICHH
HOHEZIT -7

BEIERE, ABREARG R OBKRAER, ML
BT B & VERREES, S, EE, BEE, BED
SEBEICHIE L7,

ERIRANFIE, BRAEIR, WAR L MRPTR B & CERRER
BEEOHR DO, R, A, LAY, EHOIE
REZHIE L7,

MR FRRRL, RGHIEROERBOHES LU

S#%MBEOH K2R LB EICOWT, BED
&, MROWBLEEICLTERNZ LB, B
F AL, WK, AEOIBRRICHE L,
AER B L UBRBREEREEH I OVTIIRE
WELLHE, TOEEEYHE L2, BEEIIRED
FHRICHETLI ) BATEE, 5 %xHiEHH N
RSP DUBE L LEE LIBE L HEE, {500
REYLELETHRELHETCELGELEEL L,
AR, BRAE IR, BEREERETES
DEFEE L DHMAETIZLD, Table 3NDFEHEIZLD,
BOTEHR, AH, REH, AHBER LO4ERFIC
HE L7z

3) BRHEERS & VBB EOSERE

BRI B L - FRRIEIR B & VB RREEICOWT,
ARERFERI T 5 BARART DAREE & B L T 5-RIfG3 H £,
7TH#%, AABOEEEEZRIT L, Thbb, BK
FER B & CBERARAEAE % Table 412tV EF R EFNR Y
L= F{bL, RERZEHIIRS BAAHT I 1B R DL Bk
ELERTREMNE LT, SEREEGR BT
BIBTHH L7,

Table 3. Criteria for judgement of utility by committee

Side effects and

Clinical efficacy

abnormal changes in

laboratory findings excellent good fair poor unevaluable
None ++ + t - ?
Mild + + * - ?
Moderate + t - - -
Severe - - - - -
++ : markedly useful, + : useful, +: slightly useful, —: useless, ? : unevaluable
Table 4. Criteria for evaluation of clinical symptoms
Grade
Symptoms
- + ++ +++
Body temperature (°C) <37 37~<38 38~<39 239
Cough - + ++
Volume of sputum - <10ml/day [+] 10~<50ml/day [++] 250ml/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/hr) <20 20~<40 40~<60 260
CRP - t~+ 24+~3+ 24+




CHEMOTHERAPY

80

MAY 1992

7. F— 5 OB

BT HHIE, 85 A M) v 2 FEERHY, BRE
F, BERSE, WEFNHE, BRERK - REMEOYL
EE, BIEH, BRBREMERE, FHAMR IOV T
EEBOREB 1T -7z, HETFEIIMEHIEE ORI
i UTH A4 ZHBRE(Y?), Kruskal-Walliskize (H) %
v, HEEKERZFHMS% E L, $72, AOHFE, B
HALR, HER, RIERB L UVBERREBERELHRE
BHE BIUOHHARIZOWVTIE, 20OI5%EHEXM
(CL)xk®, [Cl: JHIZR L7, &8, 1H5HLL
TOEBIZOWTRREB L URBHEEZTh LD
A

8 aviru—5-—

arba—-J—i/MNIGHsES L, BHOEES
g1}, INEELSHEDEDEFRERDS » ¥ 41t
BLUEDREETT 572,

I. ¥ B B &

1. BT RAER

AHRERIZT Y M) — EN7-FERZ88HI(LVE00FEIL
5, LV300&:28%1, OF600E29%1)THYH, Zhb
88BN T, NEERICBVWTEITNRESN & L
TOBEVRE &Nz, ZORE, BERDEBITHR
FEBI 13 7661 (LV60OEE 28651, LV300&FE 2561, OF600
B2361)Tdh o7

Fa R Zh RN B & BRA L 72 126 O BRIV % B
H#%Table 5IZR L7, T4bbh, T M) —H%ARK
AR5 LATNICBEITFEC L2160, BREHERA
HHE2f, RBREFZKSEFHIT=a—F /0 H
(ciprofloxacin ¥ %, ofloxacin %), enoxacinfE#)) A%
BHE IR T34, FA—BFICERKS S
(2EB &S5 ¥ A RA), BIEAO7-O%K52HHT

ik L7:16, FEESRG2AMTEDEHELS
L7216, BERR#EABHE (3 B LIRSk bet37) 141,
NZEE LIRS L e Do 7226l 0ET128ITH B, 1 b,
20 b OBREERRHERE2E, BIEHREAREL
i o168 L VRS BHELIBIOEH4BI L Nz,
8041 (LV60O #2841, LV300& 2641, OF600#: 26
) % BIWE BT RIER & L, HKSHHETVThy
DOREFEB 122 ZHERRENER S N /27561(LV600
276, LV300EE2551, OF600823%1) % BEFRRZE
TEREAT AT RIEBI & L7

A R AT A R E B 13 69 B (LV60O B 25 61,
LV3008£23%51, OF6008:21%))Td - 7z(Table 6),

B, BBRNTHSEARICBOTRERSERIICEE
EIRDONLh o7,

2. BEFRRT

W& ER %h S #8847 x4 8 5E 1 76 1 (LV600 B 28 f,
LV300&:25%61, OF600&23%8))DEEREAFICOW
T, BHREBHOKB 1T -7,

1) &8

B 5BDOEB DS % Table 713K L7z,

ZERGBELBEABEXROSHEEI I RLLL,
B S R ETIIREAR VT E D 5 72, BHR
EXROLHME L B R o - REXIREL 20
fDKEBOEFB TERGEMIEEZIRDONL
ﬁ”jto

2) M, Wb, RE, EBEER - A0E RBRE
kG BtaRT LR, BRAE, EER

HAZOWTIIIHB THEZ ¥ 2%, OF600H T
AUV EEI LD o 72(x* L P=0.010),

HRERTIILV60OH CTHREDEFMAVAEIIE -
72(x? : P=0.011, H :P=0.097),

Table 5. Reasons for exclusion from evaluation of clinical efficacy by committee

Reasons

LV-600"

LV-300% OF-600*

No medication after case is entried

Unclear clinical symptoms of infection
Pretreatment with new quinolones 1
Receiving the same treatment successively
Withdrawn due to side effects

Withdrawn due to no effect

Unclear clinical course

No visit after initial consultation 2

1

2
1 1
1

Total®

3 (9.7%)

3 (10.7%) 6 (20.7%)

" Levofloxacin 600 mg group ? Levofloxacin 300 mg group * Ofloxacin 600 mg group
4 No statistical difference was observed among three groups by chi-square test.
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Table 6. Case distribution

— Clinical efficacy

No. of patients included
in statistical analysis

LV- 600 28
LV- 300 25
OF- 600 23

Total 76

No. of patients excluded
from statistical analysis

LV- 600 3
LV- 300 3
OF- 600 6

Total 12

Side effects

No. of patients included
in statistical analysis

LV- 600 28
LV- 300 26
OF- 600 26

Total 80

Total number
of patients
LV- 600 31
LV- 300 28
OF- 600 29

Total 88

No. of patients excluded
from statistical analysis

LV- 600
LV- 300
OF- 600

o] (SN S RO

Total

Abnormal changes in _|
laboratory findings

No. of patients included
in statistical analysis

LV- 600 27
LV- 300 25
OF- 600 23

Total 75

No. of patients excluded
from statistical analysis

LV- 600 4
LV- 300 3
OF- 600 6

Total 13

L Utility

No. of patients included
in statistical analysis

LV- 600 25
LV- 300 23
OF- 600 21

Total 69

No. of patients excluded
from statistical analysis

LV- 600 6
LV- 300 5
OF- 600 8

Total 19
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R - SBEICOVWTIY, REEORE - Tk
BLIFTHEFREVWEEZ O LENES, A
&, PHRAREE, BERFEYAY, ThlNoXgEE
B AHHERBEEL LT, AR, BEE, XBHRE - A0
FELL L LOBDIBIZEY L THATLI/KR,
LV300E DBEEAA 22 VMBI & o 72 (¢ - P=0.077 ),

KEBEHZSRENLFEREORAEIIOVWTIR
OF600 B Z[H W IDFEF LB S e h o 72 (x? !
P=0.087),

EHEEOFMICITE
BESHEMICEEREN IED SN Hh o 72(Table 8),

B, S5 BCIEE]|LHESNIENT R
AR

3) HG5BIERTOBRER, BRRREE

0% R 8 12 BV TOF6008E AT L — FOE W
2R > TV 72 (2 : P=0.058, H:P=0.013)7%%, {KiR,
HImEkE, #ik, CRP, WMk, WEk&E, WEEMIK, W
A, W5, BAKER, F7/—-¥0rL—FNICHE
FTHERMIZOVT, BHRSGHEMICEELRN IERDHH
iz Hr» 72(Table 9)o

4) BEHEPB X UEHIRZHE

B B EERT6HT, PRAESIIBVWTERRE
R HEE LB FERIZ526) (LV60OEE 2050, LV300%F
19%), OF600EE13%)) Tdh v, HFME G415l
(LV60ORE15%, LV300BE16%51, OF600E10%1]), #
B g 1161 (LV6e0o#ESHl, LV300HE: 3%, OF600
BE361) T o 72(Table 10-1),

RAFEHTEENICA D L, Haemophilus influenzae)®
24 Bk (LV60OTE7HR, LV300EEORk, OF600E8Hk) L
B b % L, K\ T Pseudomonas aeruginosa % 12 ¥
(LV60ORE6HK, LV300RESHR, OF600#1%1)TH -
7=(Table 10-2),

AW LT SN 764k h ESEIENE & £ L%

- R H 140 (LV60O B 168k, LV300HE 154K,
OF600BOKK) ThH Y, FORZFHIMICIIZIXGE
BICAERRD IZED b h 5 72(Table 11),

3. PMERESHEICL HEKREFR

1) SRS L OEBRIERSE

MNEBEI I HBRMFEHEITHONRIZT6HIID
WT KRG B O BIIERR R % LLBURET L 72 (Table
12),

SHEBITIX, LV60OEE28BIh&%h161, AX)19%5,
R HR6H, EH2BIT, HEHREHD AR
71.4[Cl1:51.3~86.8]%, LV3008E2561HERN261,
AHHL7H, LR AEH1IE, EBHSHITHIEILT6.0
[54.9~90.71%, OF600E:23fIhE#26l, A7
B, RRHR2H, ®H2kT, HihEis2.6(61.2~
95.11%Thh, BRGHEMAEEIROLNE D
2720

EFBOHBEHEEEREZROSHEEIIOV
Ti¥, LV60ORE, LV300HE:, OF600FEDEMEIXZ
h#ho929%, 875%, 889%THh, HiX5HHD
GRS BEICEEEIRO N o7,

2) EEEBIBRKRRR

INEBEIZI D EEEIHE S NT6HIZOWT
B GBOEEEN ORI R % LBRET L 25,
B, PEEOVTRIZBWTY, FR5HEICEE
ZITED SNl b o 72 (Table 13),

4. PMEBEHEI L AHEFEHRE

1) FEFIBIMEZRIR

MNEESERDEHNERAEFTH DS b, £
BEHEE L187-526(LV600&E20%, LV300HE19%1,
OF600 E 13 61) D MIH # M %h R &, LV600# 737
[CI: 48.8~90.91%, LV300%72.2[46.5~90.3]%,
OF6002£76.9(46.2~95.0]% DML TH Y, %
BESHEMICHEEZIIED SN b o 72 (Table 14),

Table 7. Diagnosis

Diagnosis ‘ LV-600 LV-300 OF-600
Infectious exacerbation of chronic bronchitis 14 8 9
Infectious exacerbation of diffuse 1 3 2
panbronchiolitis

Bronchiectasis with infection 8 5 4
Bronchial asthma with infection 1 3 1
Pulmonary emphysema with infection 3 4
Pulmonary fibrosis with infection 1 -1
Old pulmonary tuberculosis with infection 3 3 2

Total 28 25 23
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B, HE5HERBFIZOWTIE, LV300EHD
Xanthomonas maltophilia 1BIDOMKRTdH 72,

2) EREPIMEENIR

R HE LIF52B0FnEFROK, 64FKIC
DWT, FHRGHOBEEFELLBIRET L2, LV600
26k, THR18%K, frFiotk, AHH2B, HAE
75.0[CI:53.3~90.31%, LV300& 228k, %17

B, TEfiakk, THHL1AR, {HK%81.0[58.1~94.6]%,
OF600BE 168k, 5148k, frkiokk, HEE8TS5
[61.7~984]1%ThhH, FHSGHEICHAEEIRDH
iz -7z (Table 15),

X5, BEAREHEESN648%F, HOBEYL
HIE L, 2 OMICHIE * £ LEB/378RICO VT,
£S5 BEDOLVFXIZH ¢ AMIC(10°CFU/ml) D5 Fi %

Table 8. Background of patients

No. of patients

Strata Statistical
LV-600 LV-300 OF-600 test
28 25 23
male 13 11 19
— 2
Sex female 15 14 4 P=0.010 (¢*)
~19 1
20~39 4 2 4
40~59 4 8 7
Age 60~69 11 8 7 N.S. (x2, H)
(yr) 70~79 5 4 3
80~ 4 2 2
mean 62.3 58.6 60.0
range (45.4~79.3) (43.0~74.3) (44.1~75.8)
~39 6 2 2
40~49 8 13 5 P=0.011 ()
50~59 11 2 7
(kg) unknown 2 2 2
mean 47.5 494 54.5
range (38.4~56.7) (38.8~60.0) (45.4~63.7)
. . yes A? 4 7 7
mietvogdee o : L oo
p no 17 16 8
Pretreatment yes 5 2 _ )
with antibiotics no 23 23 23 P=0.087 (x»
Concomitant yes 14 7 12
2
drugs no 14 18 11 NS (%)
b mild 22 15 15
Yo moderate 6 10 8 N.S. (x®»
. committee
Severity severe
of
illness by doct mild 16 17 10
. y coctors moderate 12 8 13 N.S. (x®»
in charge

severe

D N.S. : not significant, %2 : chi-square test, H : Kruskal-Wallis test
2) A: malignant tumor, collagen disease, congestive heart failure, central nervous disturbance, diabetes mellitus

3) B: disease other than A group
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Table 9. Background of patients: Initial symptoms

No. of patients

Statistical
Symptoms LV-600 LV-300 OF-600 test 1
28 25 23
<37 14 8 12
Body temperature 37~<38 11 13 5
(°0C) 38~<39 1 2 5 N.S. (2, H)
39~ 1 2 1
unknown 1
<8,000 15 11 8
WBC 8,000~<12,000 12 13 12
(/mm’) 12,000~<20,000 1 1 2 N.S. (x2, H)
20,000~
unknown 1
<20 5 4 6
20~<40 8 6 1
ESR
40~<60 3 4 5 N.S. (%2, H)
(mm/hr) 60~ 8 5 7
unknown 4 6 4
- 5 6 3
t~+ 8 8 6
CRP 2+~3+ 7 5 6 N.S. (x2, H)
4+~ 7 5 8
unknown | 1
Cough + 15 17 16 N.S. (x2, H)
++ 13 8 7
- 1
Volume of + 10 13 11 2
sputum ++ 14 1 9 N.S. (x2, H)
+++ 3 1 2
- 1
Property of M 2 2
sputum PM 13 17 14 N.S. (¢, H)
P 12 6 8
- 19 18
P=0.058 (x2)
Dyspnea + 8 7 13 _
- 1 > P=0.013 (H)
- 27 23 20
Chest pain + 1 1 3 N.T.
++ 1
- 7 5 5
Rales + 18 18 14 N.S. (x2, H)
++ 3 2 4
- 28 23 22
Dehydration + 1 1 N.T.
unknown 1
- 28 24 22
Cyanosis + 1 N.T.
unknown 1

U N.S. : not significant, N.T. : not tested, %2 : chi-square test, H : Kruskal-Wallis test
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Table 10-1. Background of patients : causative bacteria

Causative bacteria

No. of patients

LV-600 LV-300 OF-600
S. aureus 2 3 1
S. pneumoniae 1
B. catarrhalis 1 2
K. pneumoniae 1
Monomicrobial Klebsiella sp. 1
infection S. marcescens 1
P. aeruginosa 4 3 1
A. calcoaceticus 2
H. influenzae 6 7 5
sub-total 15 16 10
S. pneumoniae + B. catarrhalis 1
S. pneumoniae + P. mirabilis 1
S. pneumoniae + H. influenzae 1 1 1
Polymicrobial S. marcescens + P. aeruginosa 1 1
infection H. influenzae + K. pneumoniae 1
H. influenzae + P. mirabilis 1
H. influenzae + P. aeruginosa 1
E. coli + M. morganii + P. aeruginosa 1
sub-total 5 3 3
Total 20 19 13
Table 10-2. Background of patients : causative bacteria
No. of strains
Causative bacteria
LV-600 LV-300 OF-600
S. aureus 2 3 1
S. pneumoniae 3 1 2
B. catarrhalis 2 2
E. coli 1
K. pneumoniae 2
Klebsiella sp. 1
S. marcescens 1 1 1
P. mirabilis 1 1
M. morganii 1
P. aeruginosa 6 5 1
A. calcoaceticus 2
H. influenzae 7 9 8
Total 26 22 16
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Table 11. Background of patients : susceptibility of causative bacteria
Inoculum size : 10° CFU/ml
Treatment MIC (ug/ml Statistical
Drug g/mb) Total
group £0.05 0.1 02 039 078 1.56 3.13 625 125 25 50 1005 test b
LV-600 6 1 2 1 3 1 1 16
Levofloxacin LV-300 6 1 3 1 1 1 2 15 N.S. (H)
"OF-600 4 3 1 1 9
LV-600 5 1 2 1 1 1 1 1 16
Ofloxacin LV-300 4 3 3 1 1 2 15 N.S. (H)
OF-600 3 32 1 9
D N.S.: not significant, H: Kruskal-Wallis test
Table 12. Clinical efficacy judged by committee
) ) Treatment . Efficacy rate (%)"
Diagnosis Excellent Good Fair Poor Total R
group [95% C.1. 1*
. . LV-600 13 1 14 13/14 (92.9) [66.1~99.8]
Infectious exacerbation
] - LV-300 1 1 8 78 (87.5) [47.4~99.7]
of chronic bronchitis
OF-600 1 9 8/9 (88.9) [51.7~99.7]
Infectious exacerbation LV-600 1 1 0/1 (0.0 N.D.
of diffuse LV-300 3 3 3/3 (100.0) N.D.
panbronchiolitis OF-600 1 1 2 172 (50.0) N.D.
o LV-600 1 3 3 1 8 4/8 (50.0) [15.7~84.3]
Bronchiectasis with
. . LV-300 3 2 5 3/5 (60.0) N.D.
infection
OF-600 1 2 1 4 3/4 (75.0) N.D.
. LV-600 1 1 0/1  (0.0) N.D.
Bronchial asthma
R LV-300 1 2 3 13 (333)  N.D.
with infection
OF-600 1 1 1/1 (100.0) N.D.
Pul h LV-600
ulmonary emphysema
Hmonary empy LV-300 3 3 33(1000) ND.
with infection
OF-600 3 1 4 3/4 (75.0) N.D.
i LV-600 1 1 0/1 (0.0 N.D.
Pulmonary fibrosis
LV-300
with infection
OF-600 1 1 1/1 (100.0) N.D.
Old pulmonary LV-600 3 3 3/3 (100.0) N.D.
tuberculosis LV-300 1 1 1 3 2/3 (66.7) N.D.
with infection OF-600 1 1 2 2/2 (100.0) N.D.
LV-600 1 19 6 2 28 20128 (71.4) [51.3~86.8]
Total LV-300 2 17 1 5 25 19/25 (76.0)  [54.9~90.7]
OF-600 2 17 2 2 23 19/23 (82.6) [61.2~95.1]

Y Efficacy rate : excellent + good / total, » 95% C.I. : 95% confidence interval, N.D. : not done
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HEBRE L7z LV600E TIIMICHEAS0.78 g/ mILLF
DIRRITTNTIHE L7 LVI0ORE Tidfrhe L 748k
F2BROMICEA0.78 g/ mI T TH Y, ZOWHIL
Staphylococcus aureus &, Streptococcus pneumoniae T &
5720 OF600EETIxfEHt L7 1Bk DMICHE 130.2 g/ ml
THY, ZFOWMIIH. influenzae T - 72 (Table 16),

5. BRRIER, BRRREMEOYERE

FRERAER, EEPRRMRAME O HKEREHX S MK3HIE,
7TH#%, 14A%, HRBEHOUERL FRGHBT
RBRELI-E 25, THHEOBMIRKTLY 3005 A
BIETH o720 0D, SEHIC—EBNIRO LNk
Dol

FRUNOEE TR ERSEMICEEEIROLN
"ol

6. EREHEIC L HEBRRTHR

MNEESBRIDRNERAES 766D VTER

EHEIC & BERRBR % £ 5 E CHEMRE L7,

LV6OORE Tix28%lr, Exh46l, Fxh18KI, =
HRAB THEE84.6[Cl: 65.1~95.71%, LV300%
Tix2sBIhEM3B, Exh156l, LRERS6, EX
26 CH%NHET72.0[50.6~88.01%, OF600EETid23%l
g2, HR136, RRAHERNAB, EHIGITER
#68.2[45.1~86.2]% TdH ), LVEOOE AR X &1l
ThozbDD, FHREHBICHEEEIROONL D
- 72(Table 17),

7. BEEETINK L 72T

1) RYSEROBMERIESNIC BT 5 BIKREIR

MNERSBRDEHERAERAT6H >, FEE
HEPHERETDH o 723B 2 BV 12738112 D W T,
NEELHE L FHREHNEIC L ABERIFEOMEE LR
L&A, SpearmanDAHBRE(p)i30.53TH -
72(Table 18),

Table 13. Clinical efficacy judged by committee classified by initial severity

. Treatment . Efficacy rate (%)" Statistical
Severity group Excellent Good Fair Poor Total [95% C.L P test ¥
LV-600 1 13 6 2 22 14/22 (63.6)
[40.7~82.8]
. LV-300 12 3 15 12/15 (80.0) N.S.
Mild (51.9-957] (2 H)
OF-600 12 2 1 15 12/15 (80.0)
[51.9~95.7]
LV-600 6 6 6/6 (100.0)
[54.1~100]
LV-300 2 5 1 2 10 7/10 (70.0) N.S.
Moderate [347-933] (2 H)
OF-600 2 5 1 8 7/8 (87.5)
[47.4~99.7]
Y Efficacy rate : excellent + good / total, ? 95% C.I : 95% confidence interval
3'N.S. : not significant, %2 : chi-square test, H : Kruskal-Wallis test
Table 14. Bacteriological efficacy judged by committee
Treatment .. Partially Elimination Statistical
group Eliminated eliminated Unchanged Replaced Unevaluable Total rate (%)" test ¥
[95% C.1.]?
LV-600 14 1 4 1 20 14/19(73.7)
[48.8~90.9]
LV-300 13 2 2 1 1 19 13/18 (72.2) N.S.
[46.5~903] (x3, H)
OF-600 10 1 1 1 13 10/13 (76.9)
[46.2~95.0]

Y Elimination rate : eliminated / total-unevaluable, ? 95% C.I. : 95% confidence interval
HN.S. : not significant, %2 : chi-square test, H: Kruskal-Wallis test
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Table 15. Bacteriological response judged by committee classified by causative bacteria

Causative LV-600 LV-300 OF-600
bacteria eradicated persisted unknown eradicated persisted unknown eradicated persisted unknown
S. aureus 2 1 1 1 1
S. pneumoniae 3 1 2
B. catarrhalis 2 2
E. coli 1
K. pneumoniae 2
Klebsiella sp. 1
S. marcescens 1 1 1
P. mirabilis 1 1
M. morganii 1
P. aeruginosa 5 1 3 2 1
A. calcoaceticus 2
H. influenzae 7 9 7 1
Total 18 6 2 17 4 1 14 2 0
Eradication rate! (%) 18/24 (75.0) 17/21 (81.0) 14/16 (87.5)
[95% C.1.12 [53.3~90.3] [58.1~94.6] [61.7~98.4]
Statistical test 3 N.S. (»

D Eradication rate: eradicated / total — unknown, 2 95% C.1.: 95% confidence interval
HN.S. : not significant, X% chi-square test

Table 16. MIC against levofloxacin and bacterial response
Inoculum size : 10° CFU/ml

Treatment MIC (pg/ml) Total
group <0.050.1 0.2 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 ota
eradicated 6 1 1 1 9
LV-600
persisted 2 b 19 9 5
eradicated 6 1 1 1 1 10
LV-300
persisted 19 1" 1® 1M 4
eradicated 4 3 1
OF-600 A
persisted 1 1
eradicated 16 5 2 2 1 1 27
Total
persisted 2 1 3 1 1 2 10

® Paeruginosa x 2 strains, ® E. coli, © Paeruginosa, ¥ P. aeruginosa
o 8. aureus, D S. pneumoniae, ® P. aeruginosa, ™ P. aeruginosa
Y H. influenzae
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PMERZBRDRHERBERNTH D) L, F#l
B30 & ) B 5B OBRBAER DT & V) B4

Fl, +7%bb, AMmMEKE8000/mm*Llt, CRPLLLE,

B L UOBEERPMU EOWTHOEBEIZLEAET S
FEBI3251(LV60OREL 2450, LV300EE9%I, OF600EE11
B1) DEREE IR % LBHRRET L 720

MERSHEIL L D2HBZEHOEHEIL, LV600
B91.7[Cl: 61.5~99.8]1%, LV300#77.8[40.0~
97.21%, OF600872.7[39.1~94.0]1%T& » 7o

—%, CORBIOEEREHAEILLEHREHOE
WE L, LV600EE80.0[Cl: 44.4~97.51%, LV300
B 77.8 [40.0 ~ 97.2]%, OF600 ¥ 63.6 [30.8 ~
89.1]% Td - 7(Table 19),

NI 5 BRI O BYHER DT L ) BARELERICE
T AARREHIE L EIEENEIC L ABRRHROMHEM
i%, SpearmanDHBEREE(p)4%0.75L, & Y EVHE
AR 7z (Table 20),

2) Z0OMBETRPIBRKFICET BT

Table 8, 9, 10-2iI/RLA-BEER, &5 MMEH
DEERER, BREOKEBE LNFEERHEICL 0

KRR EOHEZRET Lz 25, WA, &5 MEw
HIMEE, P.aeruginosaDHEIZH
WT BRI A 2 o 72 (Spearman DA BI R Ep=14
Bl 1 0.22, REREFARSFHGHLAREOHE & 0.25,
AIMEkE - —0.23, P.aeruginosaDAHHE © 0.25),
ZIT, ThHOBEREFOBKRMEICE R L%

*HEAIEICE VBRI L, ERFOHT T —
BENTI 2K EVLOBEHOEMICH), <
4 F AR E VS OREFHOBEA L RTOT, &5

FEFITIREHOMEIZH - 720

37, EHEEBATRL VR AEVLOD
LV600# L LV300EE CIX AR O@mIZH b, OF600
BTIREROMIANCSH - 72(Table 21),

8. EMERB I UHBHEREMEES

BIVER SR L7FERIE, LV600HE Tid2861H1361
THRBEHE10.7[CL: 2.2~28.21%, LV300E Ti126%l
1 THRHRKIL[0.1~961%, LV600E:Tit26%]
2Bl TRBEKT77[09~251]%ThHY, ZOREEXK
IZBWT, SHRSHEBICEEZEIROON o7,

Table 17. Clinical efficacy judged by doctors in charge

Efficacy I~
Trr:atment Excellent Good Fair Poor Un:t;/lz;lu- Total rate (%)V Sti‘;lssttfal
group [95% C.L]»
LV-600 4 18 4 2 28  22/26 (84.6)
[65.1~95.7]
LV-300 3 15 5 2 25 18/25(72.0) N.S.
[50.6~88.0] (x> H)
OF-600 2 13 4 3 1 23 15/22(68.2)
[45.1~86.2]

) Efficacy rate : excellent + good / total — unevaluable ,295% C.I: 95% confidence interval
YN.S. : not significant, ¥2 : chi-square test, H: Kruskal-Wallis test

Table 18. Correlation between clinical efficacy as judged by committee versus doctors in charge

Judged by
committee Excellent Good Fair Poor
Judged by
doctors in charge
Excellent 2 6 1
Good 38 3 2
Fair 5 5 3
Poor 1 4

Correlation coefficient: p =0.53
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INHDEFDD L, LVEOOEED3H, B X NOF600
B2 50591k iz, BIFER DAERDAERIL,
LV60ORE TIXARAIR, AR, THI&Z1HI, LV300HE
TIXAEKAIR - THI1BI, OF600ETIZEH: - AR
%, THEITH 70 WTHOBEWER b HBEET
Hb, LVIOOHD 16132 H #LUBEEREE TREIA
B{TH B, MOsFTIEFRGPIEET~XTHEHELL:
(Table 22),

T, BRREBORFEESHLE L -EH,
LV60O B Tz 276l 4%, RHEF148[CIL: 4.1~
33.71%, OF600E: Ti3236I 3%, HIHK13.0[2.7
~336]%TdhY, LV30OH THREEEHIRDLN
%dro7:[0~137%], FDOWERIL, LV600E: Tidif
BEk%L, BYYLY Y kSR, BUNESR, GOT-

GPTLER&Z1BITH Y, OF600EE TIIIFREERINS 36
Tholo WThORELBETHY), HERTHIE
HIZHE L7=(Table 23),

9. FHH

1) /INERAICEAHE

MNERRICE DHEREHEX, LV600E Tid2541
mEOTHBLE, AH14E, LLER7H, ARk
ZL3BITHAERMWBO THERA+AR) L, 60.0[CL:
38.7~78.91%, LV300E Ti23frhisd CHHLH,
AH16Hl, R HFHLIG, FHEL LB THAR
73.9[51.6~89.8]1%, OF600B Tii21fhdTH
16, FH14B0, LFH4B, FRELR L2BITH
F%71.4[47.8~888]%Thh, SHGHMIHEEE
13388 5 ie A5 72 (Table 24),

Table 19. Clinical efficacy in the patients with apparent infectious symptoms

Treatment Excellent Good Fair Poor Unevaluable Total Efficacy rate (%)"  Statistical
group [95% C.I. ] test »
LV-600 1 10 1 12 11/12 91.7)
[61.5~99.8]

Judged by LV-300 7 2 9 7/9 (77.8) N.S.
committee [40.0~97.2] % H)
OF-600 1 7 2 1 11 8/11 (72.7)

[39.1~94.0]
LV-600 2 6 2 2 12 8/10 (80.0)
[44.4~97.5]
Judged by LV-300 7 2 9 7/9 (77.8) N.S.
doctors in [40.0~97.2] % H)
charge OF-600 1 6 2 2 11 7/11 (63.6)
[30.8~89.1]

b Efficacy rate : excellent + good / total, 2 95% C.I. : 95% confidence interval
3 N.S. : not significant, ?: chi-square test, H : Kruskal-Wallis test

Table 20. Correlation between clinical efficacy as judged by committee
versus doctors in charge with apparent infectious symptoms

Judged by
committee Excellent Good Fair Poor
Judged by
doctors in charge
Excellent 1 2
Good 1 18
Fair 1 2 1
Poor 1 3

Correlation coefficient: p =0.75
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2) FREICLLHE

NEESH BN ERBES OB D EREHEIC
T AE A, LV600EETid25%5]thasd CTH H3H,
HHE16fl, LLAMHH, FRMEZ L1SITHERERG
76.0[C1: 54.9~90.7]1%, LV300BETCi3m®H THHM3
B, HR1361, LA, FR%LZ L1BITHER
#72.7[49.8~89.31%, OF600E: T THH2H,

AR08, LFH76, AR L2AITHARE
57.1[34.0~78.21%Tdh 1, KIxGHEICHEEIIR
5 d - 72(Table 25),

3) MEASHERERM L EREHNERAEOM
£33

MNEEATRBEIN6HID) b, FERHRIEE
12 & ) % 5-BMAET O RGAER AT & ) BRE 72 296 D/

Table 21. Influence of background on clinical efficacy

No. of Category volume
R
Factor Category | atients| 03 02 01 0 01 02 03 | €
I I I I I I
male 43 ] 0.028
Sex 0.064
female 33 —0.036 [_|
Pretreatment yes 7
with -0.289 0.318
antibiotics no 69 ] 0.030
<8000 34 -0.072
WBC 0.132
S .
(mm’) 28000 42 Jo.060
+ 12 -0.208
P. aeruginosa 0.248
—, unknown 64 ] 0.040
Treatment LV-600 28 ] o.0119
- LV-300 25 ] o016 0.0402
group OF-600 23 ~0.0283 [ |
Table 22. Side effects judged by committee
stical
Treatment group LV-600 LV-300 OF-600 St’:::t“,fa
No. of patients evaluated 28 26 26
No. of patients with side effects 3 (10.7%) 1 (3.8%) 2 (7.7%) N.S. (»)
[95% C.1.]2 [2.2~28.2] [0.1~9.6] [0.9~25.1]
Side effects
Anorexia 1%
Anorexia and Diarrhea 1
Diarrhea | ¥
Vomiting and Anorexia 1%
Sleeplessness 1

DN.S. : not significant, %2: chi-square test, 295% C.I. :

95% confidence interval, » Withdrawn
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ZEAHEICLAFAMIZ, LV6OOH TIIBOTH
151, HRskl, LHRLE, FRULLIFITE
F#381.8[Cl: 48.2~97.71%, LV300B TiiHH6
B, AL L1FTHRAES5.7(42.1~996]%,

OF600E: T3 CH AL, AR6H, *H M3,

AHEMEL L1 THBR63.6[308~89.11%THDH,
RS RMICAEERRD O LD 572,

—%, EBRENEC L HAERMEE, LV600F T
BOTHBLIE, HR7E, LLHR26, FRAKZL
18 CAHERIZ72.7[CL: 39.1~94.0]1%, LV300# T

Table 23. Abnormal changes in laboratory findings judged by committee

Statistical
Treatment group LV-600 LV-300 OF-600 test
No. of patients evaluated 27 25 23
No. of patients with abnormal
laboratory findings 4 (14.8%) 0 (0.0%) 3 (13.0%) N.S. (¢»
[95% C.I.]» [4.1~33.7] [0~13.7] [2.7~33.6]
Abnormal laboratory findings
Eosinophilia 1 3
Elevation of T-bilirubin 1
Elevation of BUN 1
Elevation of GOT and GPT 1
» N.S.: not significant, X’ chi-square test, 2 95% C.L: 95% confidence interval
Table 24. Utility judged by committee
Treatment Markedl Slightl Utility Statistical
ou useful y Useful usge fuly Useless Total  rate (%)" test ¥
group [95% C.L]
LV-600 1 14 3 25  15/25(60.0)
[38.7~78.9]
LV-300 1 16 5 23 17/23(73.9) N.S.
[51.6~89.8] (¥, H)
OF-600 1 14 2 21 15/21(714)
[47.8~88.8]
b Utility rate: markedly useful + useful / total, ? 95% C.I.: 95% confidence interval
»N.S. : not significant, 2 : chi-square test, H: Kruskal-Wallis test
Table 25. Utility judged by doctors in charge
. Utility ..
T
;zitment M:::Eiilly Useful Slilsge}fl:llly Useless Unevaluable Total rate (%) Stz::sstn})cal
group [95% C.LP
LV-600 3 16 5 1 25  19/25 (76.0)
[54.9~90.7]
LV-300 3 13 5 1 1 23 16/22(72.7) N.S.
[49.8~89.3] (x4 H)
OF-600 2 10 7 2 21 12/21(57.1)
[34.0~78.2]

1) Utility rate: markedly useful + useful / total — unevaluable, 2 95% C.1.: 95% confidence interval
YN.S. : not significant, 2 : chi-square test, H: Kruskal-Wallis test
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XHEH6H, KA L1l THHAES5.7[42.1~
99.61%, OF600E TidmTHRALIE, AHH4HI, %
RLHERSH, ERAMEL LI THAER4L455(168~
766]1%THH, FHGEMIAEEITDOLN LD
of:o

B, INLH2BDNMFRRHE L FEEHEI
S HEMHEE DM TIE, Spearman?#BI4% %K
(0)i30.74TH 72,

o # =

Za—F /0 RMEFLVFXOEBHS T /B REE
T 5 BB G R FBNICFMT 5 HHT, #HE
BT B BB EIT - 720

LVFXiZ 9t I A THAHOFLXD—FH DNXFEEM
KeETHY, HEDIZOFLXDAB L T2 9TH Y,
KNENRES, HMIZOFLX L RIRBETH 5 T & A5k
RREBRICBVWTRENTWS, F—HABRICBVTD
OFLX & [ OB HNENE ¥ R TR SN, OFLX
DEETHEOAMEEHELZ LRI TS,
SO I WVREHREATAZ EOMEEIND, T
Tbhbbt, BEFIIH L TIROFLXD ERTHAH1H
600mgE THET A I LAMEETH S LHFEIND,

OFLXIZ BT 2 B M T 5l REE 3§ 5 BRR
ER2910 70 & INIZLVFX D —HRER VS O RED 5, 8
T REEEE T A HRERERBREERT L L
PHgELEZON, FREBEEBEL /-, FHXBOH
# - & IZ0FLX 1 H600mg4s3#%5-2%@ % O -
HETHALI 2O Ih%2xBE L, LVFXIZ1H
300mgd L V'600mg% 433+ 5-& L7

MEESHEICLBEBRBRIZBNT, £20OFFE
12 LV60O B 71.4%, LV300 # 76.0%, OF600 #
826%TH Y, LV60OEE L LV300H D HEMBM X
ZHOOLNY, BEEZRIZWVDLDODOFC00HETRLE
WHEBEY R L,

—%, THEEHEICE HBERDEIZLV600 B
84.6%, LV300#72.0%, OF600%68.2% NDAEHFE
Tohh), LV60OE L LVIOOHENHEMHEMB L U
LV300% L OF600B DA MEAEMPUL TV AH T LA
RENT,

CDENINBRESHE L FTHRENEN VBV
ARl ehn, MEASYHE L EHEENEIZL L
REEOHBE*BRET L TABL L, WHETELE
B AEL R, & L7z (Spearman DA B4R $p=0.54), A&
ItFREFRONBEEBRFERFZESREYOF
T, BHTEERSER TIZAMERE, CRP, Bkt
Re L EEFMEB L THILHIRYTH D L&Y
XNTWB, 2 TAREOMEREROF TRERERIIE

S BALARIIC A Mk $%8000/mm*LL -, CRP+ DL, W
FMEIRPMELE & v ) el % 3Tl 72 THERNIC & -
TREEZAR T, ZOKE, NEESUEBLUER
¥ & DR E)F 135 MR % 7R L (Spearman DA
172 %%0=0.75), FBIMRIBEIC L ) REREF XS5 L
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A comparative clinical study on levofloxacin (LVFX, DR-3355) was conducted to determine the
optimal dose of LVFX for treatment of chronic respiratory tract infections. Ofloxacin (OFLX) was used
as the active control. LVFX at doses of 600 mg (200 mg t.i.d., LV600), and 300 mg (100 mg t.i.d.,
LV300) and OFLX at a dose of 600 mg (200 mg t.i.d., OF600) were allocated by the envelope
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randomization method and administered for 14 days as a rule.

1) The clinical efficacy rates, judged by the committee, were 71.4% (20/28) for the LV600 group,
76.0% (19/25) for the LV300 group and 82.6% (19/23) for the OF600 group. No significant differ-
ences were found among the three groups.

2) The elimination rates, based on the bacteriological efficacy, were 73.7% (14/19) in the LV600
group, 72.2% (13/18) in the LV300 group and 76.9% (10/13) in the OF600 group. No significant
differences were found among three groups.

3) The incidences of side effects were 10.7% (3/28) in the LV600 group, 3.8% (1/26) in the LV300
group and 7.7% (2/26) in the OF600 group. The incidences of abnormal changes in the laboratory
findings were 14.8% (4/27) in the LV600 group, 0% (0/25) in the LV300 group and 13.0% (3/23) in
the OF600 group. No significant differences were found among the three groups.

4) The utility rates, judged by the committee, were 60.0% (15/25) for the LV600 group, 73.9%
(17/23) for the LV300 group and 71.4% (15/21) for the OF600 group. When judged by the doctors in
charge, the rates were 76.0% (19/25) for the LV600 group, 72.7% (16/22) for the LV300 group and
57.1% (12/21) for the OF600 group. No significant differences were found among the three groups.

Based on these results, we surmise that a dose of 100 mg t.i.d. is the optimal dose of LVFX for the
treatment of respiratory tract infections.



