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-0 85 IR L SE L2 X9 A temafloxacin O iR B WF9%

ORI - —

ARLER - KAGHE

TRRTIEE IR AR BRI R

R0 33 I M AE | temafloxacin(TMFX) 2% 5 L,

BRER A M IC DWW TREY L 720

ftige3fl, BHEREIRLIA, BUEKWLLIH, NEXLREOKRIFITH Y,

TMFX 150mg 1 H2[@E %82, 150mg 1 B3
u&%tf\:o

%32, 300mg 18 2[E % 66l [T ICHR

HIH 2 09%h R 13 Haemophilus influenzae SR 48, Pseudomonas aeruginosa 3 Bk 2Bk,
Streptococcus pneumoniae 28K 28K, Klebsiella pneumoniae 28K 18K, Staphylococcus aureus

18k 18k, Acinetobacter calcoaceticus 1BR 1%k,
AR, 1BRDPAETH o7,

AR 14BRP1IRAH R LREE78.6 %),

BERR AR X 16BIATEBRIRETH 1, Exh2fl, Fih136l, LRAEM1IF(EHE3.8%)

ThHolo

1FICIREA, TV, HEREFRL/A/-H3HM(1H150mg 1H2[E, &EHENDIXS T

FILLA-bDPH o7, T/, FEIREES LR
Key words : temafloxacin, W% 83 YLE

1914E4 AH 58 A £ COMICEHI AL M ERIEA
ez L, ERRICEZBEEDE S /MR I
RERE176)ICtemafloxacin(TMFX) 2% 5- L7, BE
OWRH(Table 1-1, 1-2), BiteHl, L1181 T, £
BIZ27TR A 5725, FH543KTHYH, ThbDk
RERMRIG, SHIEIRLG, BHEREL LR,
SEXIREDREABITH 5720 CHHIZTMFXZ

L7zb DA26dh - 72,

150mg 1 H2ME 8%, 150mg 1 H3E3%iZ, 300mg
1B 2E6MIZ &#%ICEORS L. XEHMILEIER
D7-H3AE(EEHEOHG)THIEL1581% KR &3H
1%, 7HE3B, 108E461, 14876, 178H
15ITH o720

AE 560, EHED O 58 S /oM 1 Haemophi-

lus influenzae 5 #k, Pseudomonas aeruginosa 3 ¥,

Table 1-1. Clinical summary of temafloxacin treatment

; ; ; Isolated i Clinical findin Effect
Case | Age -_Dla.gn 0318 Daily do.c_)e S . = Side
w. |5 Sex | underlying disease | and duration . . . bacterio- | gffects
and complication | (mg  times x days) species fever (°C) | cough | sputum | clinical logical
pneumonia S. aureus 38.3 + | +(P) eradi-
1|72|F middle lobe 300x2x10 i) ! 1) i good cated eosino. t
syndrome (-) 36.5 - -
.| _._pneumonia Z m:::: 38.3 + | #(P)
2 167|F middle lobe 300x2x14 ' | ! ! i) good |decreased (=)
syndrome P. aeruginosa 36.5 - -
ne . NF 37.3 + | +(PM)
3|57 (M| —BEEUMOME 1 150x3x10 ! ! V| 4 | good |unknown | (-)
NF 36.5 - -

NF:normal flora ~ ND: not done ~ P: purulent  M: mucous

TN WRREBRR EbgR1-37-1
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Table 1-2. Clinical summary of temafloxacin treatment
Casela Diagnosis Daily dose  |180lated organism Clinical finding Effect
s gnosi ' .
ni:)e (yif; Sex | underlying disease |  and duration . . bacterio- Side
. and complication | (mg x times x days) species fever (°C) | cough | sputum | clinical logi effects
ogical
T NP L R RN e
vertigo
e F iron deficiency 15023 ! l ! l evaluable unknown nausea
, ND 37.3 + -
anemia WBC
. " P. aeruginosa 374 + | +#(P) )
5 |54 | p |-chronichronchitis | g, 5014 ! [ R A ™ N il I
=) %7 | - |+ cate
. . A. calcoaceticus 374 + | #+(P) .
6 |54 | p |-Chonicbronchitis | ey p et ! ol | e |
chronic hepatitis cated
(=) 36.5 - -
chronic bronchitis NF 374 +# | #(P)
7 | 65 | M | chronic pulmonary 150x3x10 ) ) ! i good | unknown =)
emphysema, DM NF 36.5 - -
, . NF 37.4 + | #(P)
8 [56|F %’—‘%’E} 150x2x7 ! ! Vv | good |umknown| (<)
NF 36.6 - -
) » NF 36.8 + | #(PM)
9 43| F %@ 150x2x3 ! ! L] 1| good |umknown| (-)
NF 36.6 - -
chronic bronchitis S. pneumoniae 37.6 + [ #(P) eradi-
10 | 43 | F {middle lobe-lingular | 300x2x 17 ] ) i ! good cated (=)
syndrome (-) 36.5 - -
. . K. pneumonige |- 37.4 + | +#(P) .
11 |72 | m |-<hronicbronchitis | g5, 514 ! ! Gl e | B
(=) 36.4 - -
chronic bronchitis K. pneumoniae 37.3 + | #(@
12 |65|F middle lobe 150x3x 14 ! { i ! good |decreased| (-)
syndrome K. pneumoniae 36.4 - +M)
. .. H. influenzae 37.8 + | #+(@P)
B3 |4 |M %&f 150x2x7 ! ! Volou | s | persisted| (-)
H. influenzae 36.8 - | +®M
bronchiectasis ‘;W umoniae 38.2 + | #(P) excel- | eradi
14 |64 | F |  + infection 300x2x 10 : ””l‘g’”"“’ l l l o | ated |
bronchiectasis (=) 36.4 - +M)
bronchiectasis H. influenzae 38.4 + | #(P) .
15 |41 | F + infection 150x2x 7 1 1) i i e;:ftl- z::]d =)
bronchiectasis (-) 36.4 - -
bronchiectasis H. influenzae 37.6 + | #(P) eradi-
16 |62 | M + infection 150 x 2 x 14 ! ! ! l good | 4 =)
bronchiectasis (=) 36.4 - +M)
bronchiectasis H. influenzae 37.6 + | #(P) eradi- )
17 |40 | M + infection 300x2x14 ! I ! l good cated eosino. !
bronchiectasis (-) 36.4 - - .
DM: diabetes mellitus ~ NF: normal flora  ND: not done  P: purulent ~ M: mucous




N, 23 AR USIE L2 X 3 A temafloxacin @ ERER TR

voL.41 S-5

763

Streplococcus pmewmoniae 2 ¥R, Klebsiella pnewmoniae 2
#, Staphylococcus aureus 1%, Acinetobacter calcoaceti-
ws 1k, BHLARRSD o700 FHIDHEEIZ & D 118RA%H
K\, 2B, RPAETH - 7o (BREH78.6%;
Table 2)o AAIX 512 & B ERRAYRHIEHHE % AT IS
7o

) RRESBEREOBE, 3HLUAICHELT S
b, BEEORE, EERMIBLAICHSEL,
EOTHMAICTHERT A &, 361, &, %, ¥,
R & OBRKRERYI B LIRS ERISET 5
LY)ON

AR RAEICEATHE L, BRRAERATT B LA
SHMENRORBICR LA, FRULICHBETSD
0, $13HO—ERATRE L THOERICRI L THDY,
L b BEARAERA14 B AP S E L7 b D,

PRAR I BRARMICEAHK LT O BRIREIRD 14

AltEES A olcbD, TR 7AMEEEL

BERERIZEZE SN TORIBITHICEET 5720
D

85 RRMICEDHERE T, BREROEELR
bhiledrotzb D, FIEMNLAZDD,

KEREERZE % Table 3ICR ¥, MikiZ3%+ 35
A, BUHSKEZRIIBIPIFINER, 15IA5%R%
B TH o720 SETILIRIE OBGABIF 25155 %D,
WIHEHTH o720 FMEATEEL6BIF15B2FHLLE
Thoto AHEIXIZ8BTH o7,

AR & 2 & |5 ERIGHIER 160 RED &
N7=(Table 1D EAIER)o

2TRRMT, LA XRDINETDH B, MR
BICREIWBEF L, SHEL LTIEEDNKRKZ
MRLENT 5, MEMBELBEMLTEY, BI6HE
WNERLTI7AF» 72 MBLPE LTV, 5AK
HA LRI L 5 L BbNB37CHEDMIMAWE T
B, TASHP LKL MIRMERE R A LI 7A
I5HYIEEZB LI, 7TA1I5B 47, KHEI0IIHK
H150mgZx PR L - A BE T R& S L id e dhorse 7
Al16Bi# - ¥R, LI HHRIRE LI LD
720 TR17HEM305 KR, M= b, JPKEEX, A%
OB E L 7S E PR, T CICHEIL 72,
BHOFTRI0TEFRDIAHRIT AL LBV
EREERI, BAMMEBMDOERE -7, HH
 CRADED 5 720 RHATEHF W TLREE EGR 5 726
ZOMESHOERE,» L EEBEICERET DY, KEE
R L7z, RoZBERIIR T LA, BHL
LhEMRWE S, 2BEEECTREEL. BEIC
Ko TI6ME T TR - 72 FOHMBERIZHEEL
Too BEAIMB 7275, B, ¥4V, B, &
WEEL S ol 2B, TAIBHAPHTALTH
WARKIEI TH o7, Wik LTHEREREZAIEE
IV, $BAEOMRTHIE L2, Bik#edE
HBIZR-7,

FERREMEICRE R R LA DI2HIH o 120 1FEE

Table 2. Bacteriological effect of temafloxacin

Isolated organism gt;i:: Eradicated Decreased Persisted Replaced
H. influenzae 5 4 1
P. aeruginosa 3 2 1
S. pneumoniae 2 2
K. pneumoniae 2 1 1
S. aureus 1 1
A. calcoaceticus 1 1
Table 3. Clinical efficacy of temafloxacin
o Clinical effect Efficacy
Diagnosis - Total - rate*
excellent good fair poor not evaluable (%)
Pneumonia 3 3
Acute bronchitis 1 : e foooe 1
Chronic bronchitis 9 8 1 i oaee
Bronchiectasis + infection 4 2 2 e
17 2 13 1 1 93.8

*excellent + good/total — not evaluable
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ERASARFIFL G- H122% 25 10% (K 4560) % LTHRT
MFI28%~NER o2 D, [ L ATFRRERAE3% 7 & #¢
B#%IZ10%(LE630) L ME L5 L, FDOHh2%~NL
R 72BITh B FDNDRIVER I RIS
WERLZLDIZMES 5 72(Table 4),
REFI14 64BN SUESTILIRAE + R Hu(Fig. 1)
1986£E7 A 28 [ A & S SCHLIRE & L TR T

Holohs, 19914F4AA5H D HHOME L Wttt %
L, KEBCHML, MBEM > TRBEL, BHELh
S. pneumoniae 2 X 10°% P. aeruginosa 5X 10°H4EEHH %
h7ze 4A11A D HAKI300mg% 1 B 2E Rk ICHEOR
5. L7 Fig. LWWRT T &L, 382CH»7-2id2R
BIITTHAL L, 1H200mld - 72 B%H L2 Bigic
50mIUkEMRYEC, 5B #%ICIZSM DR L 2ty

Table 4. Laboratory findings in patients before and after administration of temafloxacin

Case RBC WBC Hb | Eosino. Platelets ESR CRP | GOT | GPT | ALP | BUN Cr.
no. | (x104mm%) | ¢mm® | @d) | %) | (x10%mm® | (60 min] aum | aum | aum | mgd) | mgd
L B 3 5700 | 115 | 2 12.6 0.4 | 24| 13256 | 16 | 05
Al 380 5500 | 115 | 8 11.7 05 | 22| 13 |27%6 | 18 | 06
, B| 456 7100 | 149 | 2 24.2 70 | 05 | 14| 7|23 | 13 | 06
Al 488 6800 | 153 | 1 24.9 65 | 01 | 16| 9|23 15 | o0
, B| 463 5400 | 143 | 2 27.8 12 | 40 | 20| 9|28 | 13 | 09
Al a7 4400 | 140 | 2 24.6 7 o1 | 21| 9l25| 13 | o8
, B[ o 4600 | 121 | 2 19.4 14| of 94| 16 | 06
A| 395 2000 | 121 | 2 20.7 15| 10] ot | 17 | 06
s B[ 3% 5100 | 122 | 0 27.7 34 | 01 | 14| 13|19 15 | 05
Al 392 5100 [ 121 | 0 24.6 25 | 01 | 25| 26| 106 | 15 | 06
s B| 4 7300 | 142 | 2 19.0 31 | 01 | 141 | 135 | 201 | 10 | 05
Al 444 7100 | 13.7 | 4 195 22 | 01 | 87 | 101 |287| 11 | 05
, B[ e 10800 | 144 | 1 30.4 107 | 41 | 14| 14 | 203 | 24 | 11
Al am 7900 | 144 | 2 38.8 43 | o1 | 16| 16 |2683| 17 | 08
s B| 40 8800 | 12.3 | 2 15.0 16 | 01 | 15| 17 |225 | 13 | 05
Al 419 5500 | 125 | 4 15.9 8 | 01| 15| 17]2155| 17 | 06
s B| 41 8200 | 134 | 9 20.8 80 | 28 | 31| 3 |11 9 | 06
Al 410 8200 | 12.6 | 2 34.7 30 o2 | 1] 11|1m| 15 | 06
o B| 45 5200 | 135 | 8 26.5 9 | o1 | 21| 15|11 | 9 | o7
Al w8 5800 | 134 | 9 26.1 9 [o01 | 14| 7|12| 10 | 07
q B| 4 5800 | 141 | 2 20.4 26 | 03 | 17| 14 | 149 | 16 | 07
Al 408 5600 | 13.1 | 2 23.9 m | o1 | 18] 15134 14 | 07
L, B| 3% 4700 | 105 | 1 185 20 | 27| 20 |19 | 16 | 05
Al a7 4500 | 102 | 0 18.9 01 | 30| 35| 160 | 17 | 04
3 B| 502 5500 | 15.9 | 4 24.7 56 | 13 | 18| 18 | 265 | 13 | 09
Al 490 9300 | 152 | 3 33.3 48 | 39 | 16| 23| 286 | 19 | 09
w B| 7200 | 133 | 4 28.5 61 | 01 | 20| 14 | 424 | 18 | 06
Al 428 6500 | 12.9 | 4 26.6 48 | 01 | 25| 20 |38 | 16 | 06
s B| 407 7600 | 125 | 0 34.9 22 | 42 | 14| 8|18 | 9 | 04
Al 399 4600 | 120 | 2 31.8 25 | 01| 13| 6|108]| 9 | 05
B| 386 4400 | 129 | 2 14.1 34 | 22| 19 | 239 | 19 | 08
16 41 354 4700 | 119 | 0 18.2 04 | 25| 21|25 | 12 | 07
B 486 6000 | 15.1 3 28.0 0.8 15 11 | 192 17 1.0
17 a1 530 6300 | 16.0 | 10 23.8 02 | 22| 20 | 187 | 12 | 11

B: before  A: after
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1, MLD o 72BEHk S 3 B IS X IERHEH B O
bOIHE L, T, MFPIREEE 1 BHICIEEL,
WETELIEHRICIITTV S DITh o 7o BRI
KN7:S prewmoniaetI4 B2 ITIZTHR L, P. aeruginosa
MABICRDTIEHSAOARERY, 11H#EIC
ik L. EMLHEL, 10BMOZETRT L
Lo BWEH, BRREEORELIITD LN LN
1o

COEFICERONAS L H I, BT SGERYEYE I
THMRRI LY PR TELRENE LN, FH
300mgX 2D G A6BIH Y, EFIAERLLLE, 150mg
X3A3BCTHLETAHR, 150mgX2T7HHR6HAHR)
ThoIehb, BERICBVWTHELEN S LSD
HTIREVA, FHOLEREFRICBITANES ~
B L OB L B L150mgX2, 300mgX 20K
HEBCOBKNREIIZTNEN81.9%, 82.8% & ikis
NTBHY, MERICENLZVWEBDLNS, /-5
ERICO W T DORRETT150mgX 2 & 300mg X 2 & DY
KENEN22%, 2.7%DHBE, BRREMBRELE
HORETTC1 %5 E300mg, 600mg TENENL.7%,

418% EMESNTEN, ZOLICBWTHTENIZ
B, SRS OS82 300mgAtE
YthsrH LBbhs,

Za=% /0 HORERORTHRERS & U8
BIERAUF MM T B A%, Fek OMATESIL7HIR 15
PHARERE E - L2 b DD, 2458F DR IERT
121360(0.53%) & £ 1% &, RUESIBEL W L
BETHolz e MEENTWAY, —75 B Il O
BUIDWTHERIRLS, WEL TE BRI RE L2
B BDONT, T U RT I LA TORE" S RIE,
LATHEREXOTPICEDONIDOAT, BIX#AK
ENORET AERMIEND D ERDNS,

= a—% /0 #Hlixnorfloxacin AR A LD
20, Hillih, AXZ MV, GRBE TeHT
THOETERENTETWVS, BREWEIDLREN
BERZNE D LT b Table 51K T FARIAICR C 72
LERTH B, SRIMFIIREEEFPLIKBREND
THs»H)LBbhs, FHEIREHEOFT =2 —F
JarHlEEX B,

40}
Temafloxacin 300 mg x 2
391
BT (°C)
381
37q-=----
Day
S. pneumoniae | # (2 x 106) (-) (=)
P. aeruginosa | # (5 x 108) + (=)
Cough *ooH Hw o+ + + + - - -
Sputum (ml) 100 100 80 50 20 20 5 5 5 3 3 2
P P P PM PM PM M M M M
WBC 7200 6500
CRP 0.1 0.1
ESR 61 48
GOT 20 25
GPT 14 20
ALP 424 388
BUN 18 16
Cr 0.6 0.6

Fig. 1.

Case No. 14 M.O. bronchiectasis + infection.
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Table 5. Efficacy of new quinolones in respiratory tract infection

No. of Efficacy

Durg cases rate (%)
Norfloxacin (Kyorin) 268 67.2
Ofloxacin (Daiichi) 509 76.8
Enoxacin (Dainihon) 473 72.1
Ciprofloxacin (Bayer) 717 73.8
Lomefloxacin (Hokuriku) 518 79.0
Tosufloxacin (Toyama) 591 80.0
Fleroxacin (Kyorin) 297 84.8
Sparfloxacin (Dainihon) 570 84.4
Levofloxacin (Daiichi) 388 84.9
Temafloxacin (Tanabe) 508 83.3

From New Drug Symposium
X 13 SWHEAXBBLR, FEZFIY 4,
1) IBE B, MERiF— 390 B RILERLE Temafloxacin(TA-167), K%, 1991

Clinical studies on temafloxacin in the treatment
of respiratory tract infections

Izumi Hayashi, Masanori Sakurai, Masao Ichiki and Yasuhiko Ohashi
Department of Internal Medicine, Cancer Institute Hospital
1-37-1 Kamiikebukuro, Toshima-ku, Tokyo 170, Japan

A clinical investigation was carried out on temafloxacin (TMFX), a new quinolone.

Temafloxacin was administered to 17 patients with respiratory tract infections (3 with
pneumonia, 1 with acute bronchitis, 9 with chronic bronchitis and 4 with bronchiectasis), at a
daily dose of 300 mg (8 cases), 450 mg (3 cases) or 600 mg (6 cases) for 3~17 days.

Fourteen potential strains, 5 of Haemophilus influenzae, 3 of Pseudomonas aeruginosa, 2 of
Streptococcus pneumoniae, 2 of Klebsiella pneumoniae, 1 of Staphylococcus auréus and 1 of
Acinetobacter calcoaceticus, were isolated from sputum. Eleven strains (78.6%) were eradicated
during the treatment with TMFX.

The clinical response of 16 cases to treatment with TMFX was excellent in 2 cases, good in 13
cases and fair in one case.

Somnolence, vertigo and nausea were observed in one patient, and low-grade eosinophilia was
observed in two cases.



