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VEXREE, VEREAER, Y3 to-T—, YHEFORESE

LIRSz 2 —F 7 0  ZERIEH, temafloxacin(TMFX) 0 FEI% 88 R 4L 4E |2
MTAEBERAREYRITLENT, BYETRERE L L LCTMFX2HEERN T
HEABRYER L 72, 5 EHBEIZTMFX 18 300me(52)# 58 & 600mg(52) 5 58 &
L, 2HEMCZEEREEHER L, (MBERBE & L Tidofloxacin(OFLX)600mg(533)4%
SHLREL, BHE5HMEERNE LTI4HME L7,

B 5IEGI 1476, BRRZRMBATH BB 5131326)(300mgBE445, 600mgBE4751,

*T277 MMM TF163-1
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OFLXH41B)TH o 7o TN O DEHOFRETFICH L Tid600mght TEATICILERE
Wi SN TV IERI A A E(p<0.08)ICE D 5 7248, FRUIHIDWTIXIFEMICIE Y 1X7
HoNihol,

1) BRRBE | FHERTIE300mgME T86.4%, 600meghET85.1%, EWETIZE44.5%,
85% THotz, TIMBEMBUAEIZLNICRET S LAEYETIIZE488.5%, 89.3%,
EHMRTIIBL7.7%, 10.7%, EEED L VBV FRSENRET S LADETIIEL
88.9%, 90.0%, ERHTIILEL11.1%, 200%THho7zo LL, WFhb2BHEMIC
HEZRBOON LD o7 %8, OFLXEOBFHEIILETI2.7%, BEREILTI
94.1%, HEHETII29%THh, FT/EMETIILE424%, 59%, 1.1%Thots,

2) KOB IR - FRARRD ST T R 51T B HIHRBH K+ E3E) iE300meR
85.7%, 600mgH87.0% Tdh o7-#f, 2HEMICEREZIRBOON LN o7 228,
OFLXMENH LM II81.8% THh -7

3) Zeet : BMERIZ300mglETIXEZD b Y, 600mgBET1HI(2.1%)ICRBD SNz,
$7:, BRBREEORELEHORII A SN DIE300melE T6H1(13.6%), 600mgBETY
B(205%)Tdh o720 WTFNIZOWT L 2HEMICARZIROON LN o700 2B,
OFLXEETIIBMER A 261(4.5%), ERRMAEMEREEEASH(7.3%NED LN,

4) HEAM HAA®RIZ300mgBET84.1%, 600mgHET83.0%TH Y, F/L-BOTHERD
HERTHRDE, B445%, 64%ThHolo LDL, WTFhb2BAEMTHAERZIIZD
bhledol. %38, OFLXBOAAXIF0.5%, F-BOTHERII24%Tho7

PEDERBOKBENS, 1BMTLEEESE ICH 4 5 TMFX 300mg2¥ L 600mgBENE
B L U IIIZEBEORBETH 72, LA L, EUNEXRSB LIUTHEZNDHRICE
WTIZ600meBENHHETH, IAMEUREXRIH2VI[FHFENICRET 2L
600mgBEDE TN, EHEL L ICEN o7 TN & DEAMER & CIRRISHEEIC
LTk, A#1B600mg(532)ik5 258U THA ) LEX LN,

Key words : temafloxacin, ofloxacin, dose-finding study, double blind comparative study,

chronic lower respiratory tract infections

Temafloxacin(TMFX)iZKE 7 K v METHBIZE
BENhiz=2—F /0 ROREFTHY, FRHED
75 LEEENS 7T LARMEDB L UBRAEEICES
T CILELHEARY PV EAE LTS, SRIC5F
SEMT T LEHEICHT HEFNOHEN IXERD =
2—F /0 RREFACHLTHY, 51294
aASS5X2, 7I3ITVTREMLTOIEVTEN%:
HLTwWAM,

HAHBREOHEIC BV T, FHIBROGRINIRL,
fiikr~ b MiEPREY LRABITERT L2 ER
FRABBITHEEAELTBY, v XAtV ERK
BHEEFIVTH ZOREN & ABRBITH % R LK

EREBEOLNTWSMS, i, FAKSROMAPHELR

EBHIe P THER RS, BATIREA SH
223 E, FDH60~T70%H 5 %24k £ TIZR
SRR 3 Y (RS

372, BEMIToOVTIRINE TOBRRARICBW
TEELZEMERZRZOOLNT, SHLICBWERV
EWABRBELIOIE= . —F 0 REEH CHEL

ENHEBOFRL L OFRIERIIEFEICELEH
W LR ERTVSY,

4E, FAIITMFX OISR 3§ 2 2R
BEYRITHHMNT, BUETREREELHRICAE
BB Y ER L - DO TEFORELHRET %0

B, FRRIEELEEFREBHNERERLT,
FHITEL10A 2 BN EERDOEHRAROERICHT
HEEIIOWT [ICEH L, SE25HBMRBL LT
DB IR T OREFHEICL Y, FR2EADD
FERH3ETA I o TERBLIZLNDTH 5,

1. ¥RELUEBREE

1. NBREBBIUBRESRN

MREBIIBNE T RERIIED ST, thb
HIBMREX LR O IR LM - - REXLRIE,
RELWE, WEER S22, UCBERERAEX
REBROE L, B2, WH, IEEEOBEH, ALK
W%, FILIETCE, CRPEM, MEBXMEsLroHH
b CBHERIBO SN B b O L LI Fl
16 ET, HAEAME L, AR, SREED
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puit, BERERABRBEITRZEEL L, AT HREG

EEL, ROVTRIOLRMICHEYT 5 BEIHR 8) HEHR, BILWEB L VMR L TV ATREME DD B
) %) A DA HEBI

) EERGYE TROANIC X 2 BB TR 9) FoAl, FTIKEAAWL) & KWL 7 AEsl

A WES B, FRROEMIZY - TIE, Ho»LOBRYE

9) EPREIXEHHENSEE X IETHT,
SBER DA - KEVEOHIEIE#E 2 ER
3) REREHZ S AN OIMBEAIMEIC & 0 KA

%E L o0 dH HIEH

4) YFWPT Y — NI LTE 0 r RERIH
Bk G S TR

5) ¥/ 0V RIEEAICH LTT LIV — OB
YHET HED

6 BEDL, FdsVIZEHREREDD SRS
7 TADPAZORBHURE T /1T I s DOBEERE

b L RRESBE b TREE 2 LIBA DI
TROAFIIOWTHBEL, KBRBAOEIMIIOWT
BHERICL2HELCH T ZEOHTH, 20K

BERMBOHFECCH T 3O % MERICHBHET S
ZkklLi,

OB HMB L U HFEQFH SN B8R B L URI
Ve R@U BN T A D ERTEOHIE L AED
FEE L2WHEATOARFRIEEI 2w LOREL
1EBVOTH e MBI TE %2 L®F DM AR
I L E R BIE

Appendix. Collaborating clinics

Department of General Internal Medicine, The Jikei University School of Medicine, Kashiwa Hospital

College of Medical Technology, Hokkaido University

The First Department of Internal Medicine, JR Sapporo Railway Hospital
Department of Internal Medicine, Sapporo Social Insurance General Hospital
Department of Internal Medicine, Research Institute for Chest Diseases and Cancer, Tohoku University

Department of Internal Medicine, Tohoku Central Hospital

The Third Department of Internal Medicine, Akita City General Hospital

Department of Internal Medicine, Miyagino Hospital

The Second Department of Internal Medicine, The Jikei University School of Medicine
The Fourth Department of Internal Medicine, The Jikei University School of Medicine
The First Department of Internal Medicine, School of Medicine, Kyorin University

Department of Respiratory Diseases, Toranomon Hospital

Department of Internal Medicine, Cancer Institute Hospital

Department of Internal Medicine, Tokyo Kyosai Hospital

Department of Respiratory Diseases, Tokyo National Chest Hospital
The Second Department of Internal Medicine, School of Medicine, Niigata University

Department of Internal Medicine, Chuo General Hospital
Department of Internal Medicine, Shinrakuen Hospital

Department of Internal Medicine, Kanagawa Prefectural School of Nursing and Hygiene Hospital
Department of Respiratory Diseases, Kanagawa Prefectural Circulatory and Respiratory Diseases Center
The First Department of Internal Medicine, School of Medicine, Nagoya City University

The First Department of Internal Medicine, Kansai Medical University

Department of Internal Medicine, Tane General Hospital

Division of Respiratory Diseases, Department of Medicine, Kawasaki Medical School
The Second Department of Internal Medicine, School of Medicine, Hiroshima University
The First Department of Internal Medicine, Faculty of Medicine, Kyushu University
The First Department of Internal Medicine, School of Medicine, Kurume University

The Second Department of Internal Medicine, Oita Medical University

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

Department of Internal Medicine, Imari City Hospital

The Second Department of Internal Medicine, Omura City Hospital
Department of Internal Medicine, Institute of Tropical Medicine, Nagasaki University

Department of Internal Medicine, Iki Public Hospital

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

Department of Internal Medicine, Nakagami Hospital
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2. BUBRIEH B & U5

AR BIT BEHBIFig. LSTRTED Th b,

TMFX 300mg® : 1@ 150mg% 1 A2/, 1 - ¥ &%
ROs

TMFX 600mgff : 1[E1300mg% 1 A2, W - # &tk
EOks

OFLX% : 1[E200mg#% 1 A 3, HABEOHKS

fEFEH] | TMFX 150mgfE(H 2 RICEHIRHE), LT
ESMR LMRGUASBE 2 7 T 2 A9 6% (H B B SRR Bt ),
OFLX 100mgfe(55— BLFEERIRA4)

FHNITHRSEL], TBEHK] [/ R%] LRI %
BEELAIBS 21— MEL, 4G Z1MICNAEL
THHB LD EMNTE L, 3SHOEHME LITA-
167-OF(RTD) ] & &R L7z TMFX 2HEHBMICOWT
RIS ORFE;S Y PO -5 —IZX WHER SN
72

R DB FHI1TiE, > bO— 5 —MeERSE
MEL, 1HEPI3ENZERENESTOLERB LS
ICEREBEI DT RITY, —EOES LA L7, Key
codeldT Y MO —F—DHELEEHOD LICHBTT
BRES N,

FHRER, BEINREMIHETHI L BHETL,
FEAEE L%, BEOSMIEICEHINAHTER
DEFMEIHS L,

% B, BHIE ) 1%, ABRBBHIICI Y bo—5—
HECES (T LA RBRERICOWT, SEARE S
CEEMAR T BEREEENER EH S (HHE
—HIDITTITY, REREHAHEIHE LD T
HHI L RWHER LT,

3. #H5HIM

REBER OS5 3, 148MESHEKZRSZER & L7,
72721, ROBPAEIIEREQHMTIC L h#x5 2k
LTkwakE L,

Ot L7- B4 QEIEH, BEREERED SV
FERDIEE D 7= DG 52 R L HMF S h =340

Treatment group Morning Noon Evening
TMFX 300 e 0 LX)
TMFX 600 o0 L)

OFLX AA AA AA

TMFX: temafloxacin  OFLX: ofloxacin
e : TMFX 150 mg tablet

O : TMFX placebo

A : OFLX 100 mg tablet

Fig. 1. Drug administration.

IRBRIEH DEYRAGAFET & 2V LHIF Shisga
7ZL, EHONERD R ESIAMRERIT) -
LELR@BENTIELFLL B0+, ¢
BENES-FILOLEEBO 5

7B, BGHRILRICIRERTHICES DHz0g
2 RELITV, FILOBER, TEBLUEEIon
TRERICEGTHI L L,

4. PEREH

FREREF T M, MOREH, BBEE -
oA FRIDOBERIZEEE L,

HRF, MBBEHH, v-ra7) 8H, HWEn
(TVIZOLBLUS AT 02808 BLY
HEEUCRAOERIZFEINE LTEIE LA, 26t
BYER L HE L8 H L, RERETHEER
EHETsrZLELT,

FIRF, HEH, [ELIES, BRrOELESL
WIERREIER 72 K DBERIZTT & U728, Z0BL1
EH 7, R’E5E, HEUMErRERIIZGTACL
L7,

5. fER - TROBE B L UBRKRE

1) BRFRAEIR

BIEHE B L UBELEITROERICHE, FA
ELTHARBTAI L L LD, Dk bbb,
WEBH3E®%, 7TE%, 14B%Z E3HESETEICE
VIRRGTAIL L Lz MO 2DEETI4AMAK
BE R LGE, H5VIMBAICEE LBAK
ik, FIERACTLT TROBES LU TVRE
RICESZTHIEE LT,

(1) 4k EAlE LC1HABRE, 77 LEBET
MULTH2E TS, |

(2) =W H(ERIESEE S LEE), +, —03
BeRE

(3) WeskE : #-(50mlI/HELLE), H#(QOm/HIL
50ml/ B ki), +(10ml/kKiH), —D4ERE (LB,
50ml/ B LA L DWEEE DB ITENE L ERKRT 5)

(4) WegetEik | BRAE(P), HBRME(PM), HEMO3
233 ‘
(5) DPHREREE : HCGRAIFRRERE), +, —03BK

(6) M .+, —D28kM

(7) BWESE: H#, +, —DEKE

8) F7/—¥:+, —D2BRE

9) BEKFER : +, — D28k

2) MEFERRE

H5-BGET, S PEREBLOTERBIUES
T HROER 14 HR)ICEERIC BV TERTOMED
S - AT - BRAE T, BAELRREOREE
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REOT, AERICIITHR T2 THEL, 209 b,
FHREARAE EHE L7 b OO, 3RH & HEE
LEbOIOMEM Lize $7, S LBAHETIRE
FERRAEIC VTR, REREHRREL
y—HEBIc BV TERE & TMFX$ & OFLXI&
+ HMICHISE (A FLFEREFRRUERE) & —HE L TFT
PYAN

3) KR

BRI i Table LICHE > TEM Lz FTED RIS
EHTELZVEAE, TORHEFAERBICERL,
WHERBTHES 2P LB IR EERIERAT
REXERTHIL & L7z, REMBLUREICERKR LA
ERRETHrROHEEIE, RERIEA & oBREE
LhERDY, E0MEHD, MEHILLNL
v, BELWS Ly, R LOSERNI DV THET

BMA B LIS, ERAME 213G L~
T5FETHRERRY BHWREEZT AL L LT
X MR IS DV T, #F DR T AR IS 2
FoFThrledbil, MELAERE/IER IR
ThHIELLS

4)  FEASEIR

EWSE I G-BIGH, U8 B R MR O I %
FEAR L, WAPRERASSEH L -9k, F0MUE, 72
BE, RRBE, MEH, BSMEOTE, W, HERHE
FlE DBFRE LIV TIRAERRICEEIRL, KAl LT
EIRAE LT 5 F CEBBFRMET A L L L, ERD
FRREXIRRE, R, BEDIRMTHE L, BRI
Bl oMAgitkiz, Bo2clEd ), £MEH,
MEH L0 Lz, BEZVL LY, BMELZLO
SERMETHIE L7,

Table 1. Items and schedule of laboratory tests
Item Before Day 3 Day 7 Day 14

Chest X-ray L L]
Sputum culture ) L L L L]
CRP ) [} [ ] [} [ ]
ESR (1 h. value) L] L] (] L
erythrocytes [ o °
hemoglobin L] o L
. hematocrit . o e
Blood analysis leukocytes ° ° ° .
hemogram ] ° ° °
platelets ° o °
s-GOT ° o °
Hepatic s-GPT ° o] °
function test AL-P o o °
total bilirubin [ o °
Renal BUN ° o °
function test s-creatinine L] o L]
Usi . protein L o .
rinalysis sedimentation ° o L]
Serum electrolytes . o] (]
Prothrombin time o o o
Direct Coomb’s test o o
Mycoplasma antibody (IHA, CF) o o
Cold hemagglutination o o]
. PaO. o o o o

Arterial 2
bloogna PaCO, © © © ©
gas pH ¢} o o o

® : indispensable

O: should be performed as often as possible
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6. HzE

1) ERENE
EBREDHIMIC &Y, BAE & LT OIEFERE % 185,
WA, MEDIBRRIC, MIEEMMREME, WL
(—EHR), K, WRROIBM B & UHERE,
FBRRZIR 2 %%, AR, LAY, ERDO4BRE &4
TEARRETHE L7ze & SICRRRIE LM & 2R
LT, #0FRAMEBOTHER, £/, #*HH, A
RERGEbRZY, FELLZVWDSERS X UHE
TEECHIE Lo

2) MEREHE

BT, NERETOESRMIICTY Fo—
7 —HPRWEROERFT, ks, EHESL, TERE
HHE LIZBRRMER - ARUSORKRBS 751 >
MEL, EBEHICHENES 25 L, MNERET
IIFREFIFS 24 LRER L WHBXREEICEITH
THRIEBIBICBEZOME LR LTORT %
WREL, SOICEEEGRE, PSE, EEDIEM),
BRIRZIRCER), AR, RHL, EPOIEEB LU
HERRE), HMEENHROEE, B (—8iEx),
WM, NEDIERDB L CHEREDHIEF1T -7,
BWER B L UBIRIREBRE ICOW T, EHBED
G5k LR PR R R EE OB 2 LR E # ik E
L7ctk, TOEERE*BEE, PEE, EFOIBEMRI
HE Lz, BERREMIZOWTIE, 20OLB% &%
DEFBEEMFHL, ROFEREIZHELTLIDIZONT
AEBREA & OMENDHE LERDEERHIE L,
(1) EFE-EEME iED20% U L B LS
¥ 5,

(2) BREE—-REEME: ED2EULYRELT &
T 5,

(3) ROBREHEBIIOWTIRTROKMES BE &
45,

HIMERE © 3000/ mm*#iil

IRk 10% LA, EEAEEL LT500/mmil

M/P#2% 1075/ mm® HKiiff

AR, WRERS & UBIEE, HMRREER
WOREEBRELIEL, Table 20KHIZHEY, &
OTHER, AR, RLHA, HFRLEBbhin, i
T LV OSER L HIEREICHE L,

7. Key code? it

NERREBHEABIZOWTI Y bO—5—2
L HHREB L VB WK DEEEOHR, TARII2H
BIOF—5 ZEEL, I¥ FO—F =12 Dkey code
AL ES R (AR

8. MRHTHIE

Key code[AB %D 7 — ¥ BTz bu—35-ni
BOLE, NRTAM) 9T/ NI AVY 5 s FRE
Y AOHIRERREHICTIT o720 BREIKIRT—4
DRE, HRIZIEL x MEE, WilcoxonEALHRE
B RV, REDEEKEIEAS% & L,

I. & B & &

1. XRAEG

K 5 i B % D 147 B (TMFX 300mg B 49 #,
TMFX 600mg#£50%), OFLXB48%))ico\T/HER
RTHITHR L L TOREM RS S h72(Fig. 2)

BERZN R BT 12132681TC, B Sh 15808
AV EEH % Table 31278 L7z,

BITERMMT I3 1051 AR E L HBH L0
BE1H®ICHIE L5, B—ERIC 2RSS h
160, IREERD1BI, BRI CTF /o HrR5S
nTw/-16l, omEFR P HHE W16, BIER
BA7uA FEIZPFR S N/68) 2 B\ 1378ThH
0, FBRRREMEENT S RIIEER BTS2,
WS RICERREVER Sk d o 74fl B L U
B, BRESOIELRES IO 724025

Table 2. Criteria for judgement of usefulness

Side effects and abnormal Clinical efficacy
laboratory findings excellent good fair poor undecided
No + + + - ?
mild + + - ?
Yes moderate + + - - -
severe - - x x x

+ : markedly useful  +: useful =*: slightly useful —: useless x : unfavorable  ?: undecided
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w1208 Ch o oo T A RAMBITHRIE, WKL
SR O 1326 ERR R RAAT T RV CRIER A
g LB EMZ 721336 TdH o 720

2. HRET
BRMEBATREIL32BI 0 BEERRAF L LTI
¥

1) 3, FEEeE

wel, E#, BKE TULF-BOFEIIOVTR
LA, WTROEBEIZBWTHIBMICHERR
DixEHd 5N H o 72(Table 4)o

2) W4

THRELIERRICEIVEE I NLBHEOAR
i, BUREIRT1HI(300mghE 265, 600mght286,

OFLXHE176l), SO STHLFRAE 38 (300mg it 1241,
600mgit126l, OFLX#E14%1), £ Dl23%((300mglt
6%, 600mghE7Hl, OFLXE10B1)TdH - 724, KA
DA BWTIMMICHE LMY ZRBO SR h o7
(Table 4)o

3) MRHWEIERE, MAERE - SO0HER L

ABRSHEI L AHRAETAERE, HMRD - &0F
fE, ESEMObEME, RS L UMD
WTRAT LSS, 600melf CHEATIC LML ATR &
NTOERANAEEE<0.09ICE N o7 FDMD
HBIZOWTIEIHEMICAE LM RO oL h o
7z(Table 4)o

Total No. of patients

TMFX 300 49
TMFX 600 50
OFLX 48
Total 147
Efﬁcacy Side effect Laboratory findings Usefulness
TMFX 300 44 TMFX 300 45 TMFX 300 44 TMFX 300 44
TMFX 600 47 TMFX 600 48 TMFX 600 44 TMFX 600 47
OFLX 41 | NS OFLX 44 | NS OFLX 41 | NS OFLX 42 | NS
Total 132 Total 137 Total 129 Total 133
NS: not significant
Fig. 2. Case distribution
Table 3. Reasons for exclusion from the evaluation of clinical efficacy
Reason TMFX 300 TMFX 600 OFLX
Disease not included in protocol* 2 1
Previous treatment with new quinolone 1
Administration error 1
Treatment with the test drug twice 1
(Only the second episode was excluded)
Concomitant medication with antibiotics 1
Concomitant medication with steroids 2 1 2
Inadequate observation after the first consultation 1 1
Duration of medication too short 1
Total 5 3 7

* pneumonia (TMFX 300:2 cases), lung abscess (OFLX:1 case)
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A)ERARREIR, TR R AR A A

TR RSB ASKIR S T o o 727)%, BUIKHIRB b 200,

RGBT OWIR, G, R, ERMER, R RRENOEFOMRICARLRY B S nh,
e, MR, WETE, F7 -, BB, AL 7:(Table 6)o
B LUCRPIZD VTV NG STEM I A B2 AR 0 1272 2o DIEBIH 5 TORRDHETERRRE M S e,

bHHNR A - 72(Table 5)o

5) 2B X UK M
MNERRICTERRAMEE SN /IEBIX68H]  Pseudomonas aeruginosa 144k, ZDM8KTH Y, 3&
(300mgH2161, 600mght25%I, OFLXMH2261)C, M MicHEE 2Ry IIBEDON Lo, F ARG (N X

2 96 T D MM i Streptococcus pneumoniae 168, Hooms,
philus influenzae 23 ¥k, Morazella catarrhalis 184,

Table 4. Background patient data

x-test® or
Item TMFX 300 | TMFX 600 | OFLX Kruskal-Walis®
No. of patients 44 47 41 -
Sex male 22 29 27 p=0.299
female 22 18 14 NS
~ 39 4 3 1
40 ~ 49 6 2 3
Age (year) 50 ~ 59 9 10 5 p=0.483
gely 60 ~ 69 10 20 18 NS
70 ~ 79 13 7 14
80 ~ 2 5
30 ~ <40 4 3 2
40 ~ <50 16 14 1
Body 50 ~ <60 7 14 14 p=0.327
weight 60 ~ <70 5 7 4 NS
(kg) 70 ~ <80 1 2
80= 1
unknown 11 8 8
chronic bronchitis 26 28 17
bronchiectasis 12 12 14
Diagnosis bronchial asthma 5 3 4 p=0.065
(committee) pulmonary emphysema 4 2 NS
old pulmonary tuberculosis 4
pneumoconiosis 1
Severity mild 26 27 27 p=0.701
(committee) moderate 18 20 14 NS
Underlying disease no 24 27 23 p=0.962
and/or complication yes 20 20 18 NS
no 41 41 41 »¥=8.103
Previous treatment with antibiotics yes 1 6 (p=0.017)
unknown 2
. no 21 21 19 p=0.958
Concomitant drugs ves 23 2% 2 NS
All no 43 46 40 p=0.995
ergy yes 1 1 1 NS
Duration 4~ 7 10 8 10 p=0.757
d 8 ~13 10 12 4 NS
(days) 14 24 27 27

*“unknown” excluded
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Table 5. Background of patients: initial symptoms
2 »
x“-test* or
Item TMFX 300 TMFX 600 OFLX Kruskal-Wallis*
No. of patients 44 47 41 -
<37 18 18 18
37= ~ <38 18 20 20
Body temperature 38= ~ <39 5 5 2 p=0.856
€O 39= 1 1 1 NS
unknown 2 3
- - 2 1
+ 21 18 15 p=0.727
Cough + 21 24 24 NS
unknown 2 3 1
+ 12 8 14
s , + 25 29 23 p=0.197
putum voiume " 4 6 3 NS
unknown 3 4 1
M 1 1
. PM 15 14 13 p=0.795
Sputum properties P 2% 29 28 NS
unknown 2 3
- 25 28 27
Dyspnea + 16 15 12 p=0.878
ysp + 1 1 2 NS
unknown 2 3
- 38 39 32
Chest pain + 4 5 9 P=RZ
unknown 2 3
- 12 9 14
* ! 0.305
Rales + 14 21 19 ”=N'S
++ 15 13 8
unknown 3 3
- 39 42 39
Cyanosis + 2 2 2 P =§£97
unknown 3 3
~ < 8000 21 21 19
8000= ~ <12000 17 19 17 =0.955
3 P
WBC (/mnr’) 12000 ~ <20000 5 7 5 NS
20000= 1
<20 6 6 9
20= ~ <40 11 21 12
ESR (mm/h) 40= ~ <60 14 4 6 P =§S7 4
60= ~ 8 12 10
unknown 5 4 4
~ <03 3 1 6
s | o2 | 7 | oA
titati = ’
(quantitative) 12.0= ~ 6 5 1 p=0.477
........... unkxlown 2 NS
- 1 1
CRP
o + ~ 3+ 1 3 2
alit;
(qualitative) 4+ ~ 5+ 1 1

*“unknown” excluded
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T9RRR, MICAYNGE & 7z 348k ik % Fig. 312K L
72 TMFX®DMICgold1.564g/mlTdH Y, —7, OFLX
DMICyptt6.25ug/mlTdH o720

3. MEREWEIZ & BEHEMR

1) ERRXE

ERAR Sh R MAT A R 1326 DB R K HIE I & 5 FRR
R % Table 7R L7zo A% 12300meht T86.4%
(38/44), 600mghT85.1%(40/47), F-ERHHE T
B4 45%(2/44), 85%(4/47THH, WTh
TMFX 2HBRMICHEBZIROON 2 h o7, 28,
OFLXBEDAH RN, EHHIIE 4£92.7%(38/41), 2.4%
(1741)TH o1,

2) W RBIERKLHF

BERA R & MU ST & £ OMOBBITER LT
B %17 5 72(Table 8), :

BUEKEXRIIBITHHEHEII300mgHE T88.5%
(23/26), 600mgH T89.3%(25/28), EXXTIL&4
7.7%(2/26), 10.7%(3/28)T&H Y, TMFX 2 EMIC
WTNRLEEZREDOSN o7, 2B, OFLX#H
DEHE, EHRIILL94.1%(16/17), 5.9%(1/17)
THhoTz,

F DMK BEE TIIAELIE CIE300meH, 600mghE,

OFLX#T% 4 83.3%(15/18), 78.9%(15/19), 917%
(22/24)TH ), EHETIZE%0.0%(0/18), 53%
(1/19), 0.0%(0/24)CdH o720 TMFX 2BEBIZizn
PTROEBEZEIBOON L olzs

3) EERETIRRIKZHF

IR HAE BLAEBERI 12 B L TIRET %47 5 72(Table 9),

UG8 JEE 7% T 13 75 20 26 T 300mg B 5984.6 % (22/26),
600mgh¥A¢81.5%(22/27)TdH Y, TMFX 2B EMT
FRBREZBOON2h o 72, OFLXBEOAHE )
92.6%(25/2T)TdH - 7=0

— %, PHEHTIHLE T300mg#889%
(16/18), 600mgH¥90.0%(18/20), ¥ - EHETItE4
11.1%(2/18), 20.0%(4/20)Ch b, »Fhd288
MIcHEEZIBD SN2 o7, 28, OFLXEDOS
B L UELEIL, £4929%(13/14), 7.1%
(1/14)Tdh o7z,

4) BREHBERDHE

EAHE P DERFRZNFE % Table 101Z/R L7z,

BRIEBNDEH o 7-E D) HEBREFICOVTOFE
2 HE X, H. influenzae T i 300mg# 85.7% (6/7),
600mg B 100.0% (6/6), OFLX # 100.0% (4/4), M.
catarrhalis T & 300mg # 100.0% (3/3), 600mg B

Table 6. Distribution of causative organisms

Number of patients Ytest
Causative organisms 3% 9
TMFX 300 | TMFX600 | OFLX | ©Gx9)
S. aureus 1 1
S. aureus (MRSA) 1 1
S. pneumoniae 5 2 3
. - . H. influenzae 7 6 4
Monomicrobial infection M. catarvhalis 3 9 2
K. pneumoniae 1 ..
P. aeruginosa 3 3 4
Mycoplasma sp. 1
sub total 19 22 16 p=0.427
NS
S. aureus + M. catarrhalis 1
S. aureus (MRSA) + P. aeruginosa 1
S. preumoniae + H. influenzae 3 1
L . S. pneumoniae + M. catarrhalis 1
Polymicrobial infection S. pneumoniae + P. aeruginosa 1
H. influenzae + M. catarrhalis 1
H. influenzae + P. aeruginosa 1
M. catarrhalis + P. aeruginosa 1
sub total 2 3 6
Total 21 25 22 ;

MRSA: methicillin-resistant S. aureus
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100.0%(9/9), OFLX#100.0%(2/2), % 72S. pneumo-
ige C11300mg#E80.0% (4/5), 600mg#¥50.0%(1/2),
OFLXE100.0%(3/3)THh oo % B, H.influenzae,
M. catarrhalis T1Z600mgBEIZ BV TENENLH & 26
ERBINTD b NIz P. aeruginosa D FH1L300mg
#100.0%(3/3), 600mgh¥0.0%(0/3), OFLX#¥75.0%
B/ ThoTo B, WTHSTMFX 2HEMIZHE
EALE L LY (RS WAL

4, MEFHHR

EXBORHE LEMICOWTOMBEENHE 2
Table 11ICR L7z BHERAEE + RN,
300mgBE85.7%(18/21), 600mgh¥87.0%(20/23)T,

(%)
100+

90

HRMICAEZRIRO LN R D o7, OFLXMETIE
81.8%(18/22)DIYAIRTH » 72,
/=AW B O W DOV % Table 12128 L72o H.
influenzae D W M JH13300mglt100.0%(7/7), 600mg
$100.0%(9/9), OFLX#1000%(7/7)TH h, M.
catarrhalis @ B 14 4 F b 300mg M 100.0% (5/5),
600mg#100.0%(9/9), OFLX#100.0% (4/4) &\ ¥
n$100.0% %R L, S. pneumoniae T b 300mgh:80.0%
(4/5), 600mgh¥80.0%(4/5), OFLX#100.0%(6/6)&
BWHEERLY R LA, LA L, P aemginosall oW T
BOTRLRRENRICH T 572, BLEOMERIT
300mg ¥ 87.0% (20/23), 600mg ¥ 88.5% (23/26),

—e— TMFX

--0—-0FLX

T T T T T T
MIC

T T I ! I T T [

(eg/ml) 10.025 0.05 0.1 0.2 039 0.78 1.56 3.13 6.25 12.5 25 50 100 >100 Total

Drug

TMFX 3 8 2 4 2 2

OFLX 1 2 1 9 3 5

Fig. 3. MIC distribution of causative organisms

Table 7. Clinical efficacy judged by the committee

Treatment group | No. of patients Clinical efbcacy Efiicacy rate (%) Wilcoxon, Fisher
excellent | good | fair | poor | excellent | Zgood (2 Good)
TMFX 300 44 2 3% | 3 3 4.5 86.4 p=0.784
TMFX 600 47 4 36 | 4 | 3 8.5 85.1 P
OFLX 41 1 37 3 24 92.7
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OFLX#82.1%(23/28) Ch o 7o 28, WIh

TMFX 2B EMICHERZEIRD S b o7,

5. EWRENEIC & B HRAHR
FEBREHEIC & B ERREFE % Table 131K Lo #
%) = 13 300mg B 93.2% (41/44), 600mg # 91.5%
(43/47), EXHETIE300mgH11.4%(5/44), 600mg
H14.9%(7/40TH D, Wb 2BEMICHEEREE
BOONR P o7, OFLXBEOHARE, ELLE4
95.1%(39/41), 9.8%(4/41)TH 72,
6. NEBESHEIE ARERB L UHRREMER

"
1) RER

BIERRRIT A REBIC BT 5 B BEARIVER DR B
L FNDHNAE % Table 14127R L7120 600megBET48%)
FIHIQC1%)ICEDOH L LIREM A, OFLXBETIX
44BIRARIR, WEREASE 15037 0(4.5 B)CFED H T ds,
WTRLEERDDOTIREd o7, RBEBEEICHLT
BTMFXDO2HEMICEEEZRBOONLE D 572,

2) BRRMEMBERE ‘

FRRIREE O RE LB DO RBIE & NA % Table 15

IR L7, :

B BE 13 300meHE T A48 661(13.6 %), 600m,
MT44B179%1(20.5%), OFLXBETALBIH35(7.3%)
TdHolzo TMFX 2RIRMICEEZZBOL Nizh,
720 &7, ZDABFIZFERIRME £S-GOT, S.CPTA
EOFFBEMEICNT 2 bDMNILA LT, WihpE
BabDTIE2L, TlBHREIITONIEMNTCI
ERED DV RS HMEICE LT 7,

7. MRERYEIZLHHER%E

INBRAIZE Y Table 20 EHIZE T THESH
7-% Bt % Table 161K L7z,

HFRARBOTHEH+AH)TIZ300mg®T84.1%
(37/44), 600mgB¥T83.0%(39/47)Thh, ¥1:, &
D THEBADYERTI300mghE4.5%(2/44), 600mg
BTI6.4%(3/47)Th o 72H, WIFhb2BRYEIE
BERIBOON LD o7 28, OFLXBEOAHZR
90.5%(38/42), WO THMAI32.4%(1/42)Ch 72,

8. FREHEILL FRAH

FIEEHEIZ X 558 B % Table 17128 L7z,

AR #EI121300megH93.2%(41/44), 600mgHE89.4%

Table 8. Clinical efficacy according to diagnosis as judged by the committee

Diagnosis Treatment group pfgé;fs Excellent | Good | Fair | Poor e::;:z rat; Z"Zd Wﬁ?;%‘(’,gsher
TMFX 300 26 2 21 1 2 7.7 88.5 p=0.730
Chronic bronchitis | TMFX 600 28 3 2 |2z | 1| 107 | 83| “xg
OFLX 17 1 15 | 1 5.9 94.1
TMFX 300 18 15 |2 |1 0.0 83.3 p=0.966
Others TMFX 600 19 1 14 |2 | 2 5.3 78.9 P 15000
OFLX 24 2 | 2 0.0 91.7
Table 9. Clinical efficacy according to initial severity as judged by the committee
Severity | Treatment group pl;,gé;fs Excellent | Good | Fair | Poor eifl:::::, rat;(;ozd Wilc(o ;‘E’) oP(;i)sher
TMFX 300 26 2 | 2 2 0.0 84.6 g:‘l’ggg
Mild TMFX 600 27 2 | 4 1 0.0 81.5 NS
OFLX 27 25 | 2 0.0 92.6
TMFX 300 18 14 1 1| 1ma 88.9 . g :‘1’3(7)8
Moderate TMFX 600 20 14 2 | 200 90.0 .|~ . NS.
OFLX 14 12 | 1 | rm 92.9 /
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THRAIT.1%(3/42)Tdh 572

I #

®

A, FKAIGIERSFHEBIE~OFH B WFFTE S
o2 =% 0¥ RARIEAITMEX O 00 25 Gy i 12
33 2 PR AR i BRI 9N, TMFX 2

FARMCHEER IR G L 720

Table 10. Clinical efficacy according to causative organisms as judged by the committee

Causative organisms Treatment group | Excellent | Good | Fair | Poor | Efficacy rate* Stattézttxcal
TMFX 300
S. aureus TMFX 600 1 11
OFLX 1 11
TMFX 300 1 11
S. aureus (MRSA) TMFX 600
OFLX 1 11
TMFX 300 4 1 4/5
S. pneumontae TMFX 600 1 1 1/2
OFLX 3 3/3
Monomicrobial TMFX 300 6 1 6/7
°;‘;““§’° "\ H. influenzae TMFX 600 1 5 6/6
ection OFLX 4 4/4
TMFX 300 3 3/3
M. catarrhalis TMFX 600 2 7 9/9
OFLX 2 2/2
TMFX 300
K. pneumoniae TMFX 600
OFLX 1 0/1
TMFX 300 3 3/3
P. aeruginosa TMFX 600 2 1 0/3
OFLX 3 1 3/4
TMFX 300
Mycoplasma sp. TMFX 600 1 0/1
OFLX
TMFX 300 17 1 1 17/19 (89.5) | Wilcoxon, Fisher
sub total TMFX 600 3 14 4 1 17/22 (77.3) | p=0.958, p=0.419
OFLX 14 2 14/16 (87.5) NS
P. aeruginosa TMFX 300 1 0/1
+ TMFX 600
Polymicrobial others OFLX 2 1 2/3
infection TMFX 300 1 111
others TMFX 600 3 3/3
OFLX 1 2 3/3
TMFX 300 1 1 1/2
sub total TMFX 600 .3 3/3
OFLX 1 4 1 5/6
TMFX 300 18 1 2 18/21 (85.7) | Wilcoxon, Fisher
Total TMFX 600 3 17 4 1 20/25 (80.0) |p=0.647, p=0.710
OFLX 1 18 3 19/22 (86.4) NS

)%
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Table 11. Bacteriological efficacy judged by the committee
) Bacteriological efficacy
Treatment group | No. of patients - Eradication rate* (%) | Fisher
eradicated | decreased | unchanged | replaced
TMFX 300 21 17 1 2 1 85.7 p=1.000
TMFX 600 23 18 3 2 87.0 NS
OFLX 22 18 3 1 81.8
.. Eradicated + Replaced 100
No. of patients
Table 12. Bacteriological response according to species
Causative organisms Treatment group Eradicated Persisted Eradication rate*
TMFX 300 1 171
S. aureus TMFX 600 1 11
OFLX 1 11
TMFX 300 1 1/1
S. aureus (MRSA) TMFX 600
OFLX 1 1 172
TMFX 300 4 1 4/5
S. pneumoniae TMFX 600 4 1 4/5
OFLX 6 6/6
TMFX 300 7 71
H. influenzae TMFX 600 9 9/9
OFLX 7 7
TMFX 300 5 5/5
M. catarrhalis TMFX 600 9 9/9
OFLX 4 4/4
TMFX 300
K. pneumoniae TMFX 600
OFLX 1 0/1
TMFX 300 2 2 2/4
P. aeruginosa TMFX 600 2 0/2
OFLX 4 3 4/7
TMFX 300 20 3 20/23 (87.0)
Total TMFX 600 23 3 23/26 (88.5)
OFLX 23 5 23/28 (82.1)
*( )%
Table 13. Clinical efficacy judged by attending doctors
Efficacy rate (%) Fisher
Treatment group | No. of patients | Excellent | Good | Fair | Poor | Undecided Wilco;(cgl, dl)s :
excellent | =good (2Goo
TMFX 300 44 5 36 | 1| 1 1.4 | 93.2 P=(1)ggg
p=1.
TMFX 600 47 7 36 1 3 14.9 91.5 NS
OFLX 41 4 35 2 9.8 95.1
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Table 14. Side effects judged by the committee
Side effects TMFX 300 TMFX 600 OFLX Statistical test
No. of patients 45 48 44 Fisher
(TMFX 300 vs 600)
No. of patients with side effects 0 1 2 p=1.000
(%) (V] @D 4.5) NS
Rough feeling of tongue,
Upper abdominal pain 1
Insomnia 1
Vomiting 1
Table 15. Abnormal laboratory findings judged by the committee
Abnormal finding TMFX 300 TMFX 600 OFLX Statistical test
No. of patients 44 44 41 Fisher
(TMFX 300 vs 600)
No. of patients with abnormal laboratory findings 6 9 3 p=0.572
(%) (13.6) (20.5) (7.3 NS
Eosinophils 1 3 1
Neutrophils 1
s-GOT 1 1 1
s-GPT t 2 1 1
s-GOT 1, s-GPT 1 2 1
Eosinophils 1, s-GPT 1 1
s-GOT t, s-GPT 1, v-GTP t 1
Direct Coomb’s test positive 1

Table 16. Usefulness judged by the committee

Treaim No. of Usefulness Usefulness rate (%) w
reatment | No. o - ilcoxon, Fisher
group | patients msls‘l:fejly useful Sll:sg:f?j useless | unfavorable | undecided m::t;:illy Zuseful (2 Useful)
TMFX300| 44 2 35 4 3 4.5 84.1 p=0.943
=1.000
TMFX 600| 47 3 36 5 3 6.4 83.0 P NS
OFLX 42 1 37 3 1 2.4 90.5
Table 17. Usefulness judged by attending doctors
Usefulness Usefulness rate (%)
Treatment | No. of - . Wilcoxon, Fisher
group | patients mzl;gjly useful Slils,g:f?} useless | unfavorable | undecided mz;ezﬁly = useful (2 Useful)
TMFX 300| 44 5 36 2 1 11.4 93.2 p=0.812
=0.715
TMFX 600| 47 7 35 2 2 1 14.9 89.4 P NS
OFLX 42 3 36 2 1 7.1 92.9
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TMFXD#H5-&id, TOMERMEE, S, preumonice,
H. influenzae, M. catarrhalis 72 &' 25 FENT IR 5 R S fE 2
RMIH T BMICB & U— M ERRBIR T DR & 1
H300mg(52) & 600mg(F2) D2k e Lize 72, 3
BRIEH L LTRTMFXERL =2 —F / 0 VAT, 1%
R ARMSIE DGR IR 8 h, FOHERM & Raetkic
39 B RMIAHEL STV AOFLX %A 72, 2 &R
B, ca—F/urpoterERL, 75 ARMYE
BEEEA, FE GEREAMMT & 2 A REM: AL
MRV E BN 2R TR SAE L L A0, A7E
L, UBHAMEEZLICOWTIZEDRIES & Uk
el e ERLRE )R LT,

FORR, TMFXDO 2B R OKKRBMIE, 300mg
BCEM26), HR36HI, LB, EXHIFTH
0, —H600mgBETIxEZI4BI, HXI36H, RHL
ABl, WHIBIT, HHRIXIENTNE6.4%, 85.1%,
EWMETIZ45%, 85% L%, HHRIIBVWIFE
Eidn(, BIIRAFEORMTH o7, 72720, HRE

FIZ BV T600mglE TiiAEBRER S EATIC LR |
T D LIMOERER TR
Th o LBEEDEANHEIS P olze TRODIE

2 SNTW/ER,

BOBRBEHEBENTNLFY TH -7
F-2Wa%, EEEHNOBRBRIIBNTY,
300mgHf £ 600mghE &L DHICKERZEA LN H o
7o L2, HEMEBOERETFIHVRTL, 4
E O RFIOLEL L% ED/[BEREZRE] B
JUEEED X ) BV PHERHE ICBVTIZ600mgh
DHHBEHE, EHELDICEP I EIZER SR

72

EREJ TCOBKRDE L, FRFEEENE-HE
REEFEZ SN DH. influenzae, M. catarrhalis, S.
preumoniaelZ3 L CIXTMFX 2HEH L LIZHVER
xR L7 £72, P.acruginosa EMEREZ BVTIL,
300mgBE D 3BTV FH L HZ T, 600mght Tid3hl
FRRF2H, BEMIFITH 5720 TN H300mg
BEDIEGIH O 7 BE S NT2P. aeruginosa 2BRIZD W T
TMFXIZ3F$ AMICAIE S hTH 0 (0.788 & U1.56
ug/ml), T HUITMFXBEH 5B OM i E DS &
THTHEDTHRENS DT, TMFXDERRMAER)
BEEMTHLDTH o720, 600mglEIl DV TIIERD
BAUED 5 7275, P. aeruginosa EEIEICB W TIZTBE
m@ﬁﬁﬁﬂwgﬁﬁﬁﬁ$ﬁm$TbmﬁgLn&
W,

EgAR ﬁ‘fﬂﬁ%ﬂ@’fd)%hbwﬂi ﬁ(ﬁ%ﬁ((ﬁ#&*-
B3 ) CT300mgHE Tid85.7%, 600mgﬁmis7 0%
ThY, 600mghEHRR LE 70

8, FERTOMEE LIOFLXDSEOEH%
TN E TR (BRI ET77.3~83.6%)~10
ZHENRTHWSDTH 7o TMFXTBHIHLTY,
FERHIAT LA B2V b DOEHECHEF LR
RHEirore SRODERIIBEN L ZATH T
575, W %moiAfko_j_EﬁTmﬂ:%m@ﬁ%m
Bz,

TMFX 2 EBOREMEICIO VT, BEFR
600mgHETLIHI2.1%)IcBD SN, BRREERE R
300mgHET61(13.6%), 600mgB T9%1(20.5%)ZLw
Lz, TR WBEMICERZEI 2P o7 BiE
BREMREORBEE L, EROER O LBRGR
BN L THRICE DD TR e h o7, 1, 2
DRBEL LTk, TSNS S L UHREEDREN
E2bDThHo7205, HFHRIKHEICOVTH, 300mg
BETOL1FII L, 600mgBECizafl L 2oL (%8
LTW2 D0, [FEEKHEEHNT LIV X —RiH% b
DTHAZLERTHL, FHHELOHBIIS
ZWhbDEBbhb, B, %390 BK{LEETES
LTHETPRETEY VR LA TCREKEIN:—8
FEERABR COBIER, BRREMEEEOREELIH
FE300mg 600mgTidIZEIRABETH 7Y,

AREIZOWTIR, MERESHE, EHREHELS
IZTMFX 2HBEICEEZIIZD 5T, TMRXES
BV 3 HOFLXD 1 H600meg(F ) E 51 EHT 5
B ThHo72EEL b,

Bk, @M% T REREE RIS, TMFXOEER
%1 H300mg#x 5-(52)8 L 600mgt 5(F2FH £ Tl
BRE LR, A9ECBy CIImEEE I3RS
DEETH o720 Tz, REHFIZOVTHWHEICHL
ALERBROONE ol 72751, EHESLVA
EEWHRIZBVTII600mgBENFHIETHVERET
bote T, MBERKETLE B IUTHEERIC
BT H600mgBAERE, HEL b LR
TdH o570 TMFXICDW T, BHEHIREIIZIZ0T
BELRETHL LRI THEYS LL, B
BEEICBENREL AT B TRERRMEREC
BUTREFOBITHIRL VETT2LE1 6N
/- xD—KTC, B, methiciliin-resistant S. aureus

RP. geruginosalz EDEFHEFEOEERL = 2 —F/
O RPEANIC T 2 SRR E ORI E

ATWD, LichsoT, 4EOHBRROBH,OR
300m8§'¥i’olUGOOmgﬁ@%GiZfL%%EETGi&#
of2h, THLOEERBRTHE, HiE BHEROH
WK SR B I3 LTI L H 600mg(ﬁ'2)§’"‘579‘ﬁ
WBLEZ LN,
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To determine the optimal dose of temafloxacin (TMFX), a new quinolone antibacterial agent, in
respiratory tract infections, a dose-finding study was conducted in patients with chronic lower
respiratory tract infections using ofloxacin (OFLX) as the control drug. A TMFX 300 group (150
mg b.i.d.) and TMFX 600 group (300 mg b.i.d.) were compared by the double blmd method. In
prmcxple these drugs were administered for 14 days.

The total number of patients enrolled in the trial was 147, 132 of which (TMFX 300 group: 44,
TMFX 600 group: 47, OFLX group: 41) were eligible for evaluation of clinical efficacy. There
were no significant differences in the distribution of background factors, but the number of
patients previously treated with other antibiotics in the TMFX 600 group was significantly larger
than in the other groups (p<0.05).

1) The clincal efficacy rate was 86.4%.in the TMFX 300 group and 85.1% in the TMFX 600
group. The percéntages of cases in which clinical efficacy was “excellent” (the “excellent” rate)
were 4.5% and 8.5% in the TMFX 300 group and the TMFX 600 group, respectively.

In the patients with chronic bronchitis, the efficacy rates were 88.5% and 89.3%, and the
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“excellent” rates were 7.7% and 10.7%, in the TMFX 300 group and the TMFX 600 group,
respectively. In patients whose infection severity was moderate, the efficacy rates were 88.9% and
90.0%, and the “excellent” rates were 11.1% and 20.0% in the TMFX 300 group and the TMFX
600 group, respectively. The differences between these two groups, however, were not significant.

In the OFLX group, the clinical efficacy rate was 92.7% in the patients as a whole, 94.1% in the
patients with chronic bronchitis and 92.9% in the patients whose infection severity was moderate.
The “excellent” rates were 2.4%, 5.9% and 7.1%, respectively.

2) The bacterial eradication rate (eradicated + replaced) was 85.7% in the TMFX 300 group
and 87.0% in the TMFX 600 group, with no significant difference between the two groups. The
eradication rate in the OFLX group was 81.8%.

3) There were no cases of adverse drug reactions (ADRs) in the TMFX 300 group, but there was
one case (2.1%) in the TMFX 600 group. Abnormal laboratory test findings were observed in 6
cases (13.6%) in the TMFX 300 group and in 9 cases (20.5%) in the TMFX 600 group. There were
no significant differences between these two groups in incidence of ADRs or abnormal laboratory
test findings. In the OFLX group, ADRs were observed in 2 cases (4.5%), and abnormal laboratory
test findings were observed in 3 (7.3%).

4) The usefulness rates were 84.1% in the TMFX 300 group and 83.0% in the TMFX 600
group. The percentages of cases in which degree of usefulness was “markedly useful” were 4.5%
and 6.4% in the TMFX 300 group and the TMFX 600 group, respectively. There were no
significant differences between these two groups. In the OFLX group, the utility rate was 90.5%,
and the “markedly useful” rate was 2.4%.

These results indicate that the TMFX 300 group and 600 group were almost equal in terms of
both efficacy and safety for chronic lower respiratory tract infections. However, the TMFX 600
group was slightly better than the TMFX 300 group in the “excellent” rate and the bacterial
eradication rate. In addition, among the patients with chronic bronchitis, the:TMFX 600 group
was superior in terms of both the clinical efficacy rate and the “excellent” rate, as well as among
patients - whose severity of infection was moderate. Therefore, a daily dose of 600 mg of TMFX was
considered necessary to treat respiratory tract infections, including intractable cases.



