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1) EHAOER

BIUEAEREIL 4,284 FATH o720 SOILERE
L 8RN 4,276 Al R2HOFMEARMME L
7o BEOEREROSMHIIO>VTR, HHTIIBX
BIZEAMTH - 225 ERGITIE 60~79 ROBEME H*
boltd£EL, BUTIIWRESHSBERELED, K
WTHE - RREH, EMBOMRICEI -7, T,
KEBRFIINEKBETHHo7- (Table 1),

LFLXDO ARV TIZ, 1B#EHR Tt 300 mg
BLU 400 mg, HEHMMTI 2 8MUAN, REHFRT
X5g B\, X\WT5.1~10g 2% D -7z (Table 2),

2) ERRZR

FHREVHEREE L 220 FIBXUEXRLZL 8 A
2B < 4,047 B FEER R L L7

BT BRI, WREBHT 74.0%, HREWKRH
T 77.5%, PR - HERBFFRT 66.4%ThHh-7:o 2% T
DHERIL 73.3%TH -7z (Table 3).

3) weh

BRZLD8HIZEL 4,276 Bl % FFHETRHI & L7z,

BIfEA B X CEEREMRE I 101 #1 (2.36%) I
RBL7 bolbBEEOEMD - -0 RAREBEER
& 44 # (1.03%) THYH, RTER - BLFOHIL
BAER 23 B (0.54%), WRBREMERTE 14 #
(0.33%) T&H -7z (Table4),

AAZXZOTBENTHH2ARBBEREIZ 44 #
(1.03%) lHaohi=25, TOBRERARFVEET

LFLX (2 & 2% YEA0 @ ft: SO A 245 1 1
Table 1. Background of evaluable cases for safety
Item Male Female Total %
Age (yr)
6~19 87 81 148 (3.5)
20~39 423 6530 953 (22.3)
40~569 624 738 1,362 (31.9)
60~179 906 686 1,692 (37.2)
80~97 153 68 221 (5.2)
Department
Urology 1,211 1,226 2,436 (57.0)
Int. Med. & Resp. Dis 409 363 772 (18.1)
Dermatology 142 136 278 (6.5)
Otolaryngology 116 106 221 (5.2)
Orthopedics 90 76 166 (3.9)
Other 206 197 403 (9.4)
Underlying disease
absent 868 1,287 2,135 (49.9)
present 1,306 836 2,141 (50.1)
outpatient 1,841 1,908 | 3,749 (87.7)
inpatient 159 117 276 (6.5)
in-out 173 78 251 (5.9)
Total 2,173 2,103 4,276 (100)

Table 2. Dosages of lomefloxacin in evaluable cases for safety

Item Male Female Total %
Daily dose
100 mg 14 15 29 (0.7)
200 242 251 493 (11.5)
300 950 800 1,750 (40.9)
400 635 705 1,340 (31.3)
600 324 325 649 (15.2)
800 8 7 15 (0.4)
Dosage
1 times/day 21 20 41 (1.0)
2 874 951 1,825 (42.7)
3 1,273 1,126 2,399 (56.1)
4 5 6 11 (0.3)
Therapy period
1~ 7days 851 1,234 2,085 (48.8)
8~ 14 716 599 1,315 (30.8)
15~ 29 312 144 456 (10.7)
30~ 59 178 65 243 (5.7)
60~ 89 53 30 83 (1.9)
90~140 63 31 94 (2.2)
Total dose
02~ 5¢g 1,327 1,629 2,956 (69.1)
5.1~10 499 325 824 (19.3)
10.1~15 158 68 226 (5.3)
12.1~20 77 41 118 (2.8)
20.1~42.0 112 40 152 (3.6)
Total 2,173 2,103 4,276 (100)
BHEETHY, ZHORFEPILICE D EHRL A
(Table 5) )

KRBBERISORBAM L ERNICAB L, RAEL
72 100 HEiFkD ) H 78 Mk Tl EREBBE RIS I RB
¥, 22 HRTRBEL TV, BEL 22 Hkidd
HE»OMEITHALTEY, BBRICLVERZARD
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Table 8. Clinical efficacy of lomefloxacin

Department Excellent Good Fair Poor Unknown Total Efficacy rate®

Urology 633 1,105 418 198 87 2,436 74.0%
Int Med, Resp. Dis 4 429 178 77 14 772 86.4%
Dermatology 48 159 52 17 2 278 76.0%
Otolaryngology 54 116 37 12 3 221 77.6%
Orthopedics 15 103 31 10 7 166 74.2%
Others 62 171 44 10 116 403 81.2%

Total 886 2,082 756 324 229 4,276 73.3%

* (Excellent + Good)/(Total-unknown) X 100

nidolo ma&ﬂu RBPBEAD L 16178 weT, Table 4. Incidence of adverse reactions to lomefoxacin in 4,276 cases

2 FA 10 bﬁ&. 3MA3 ﬁﬁ?&. 7 PiAC1 b\'ﬁﬁ&"@ﬁ) -7 Adverse reaction No. of reactions Incidence
MWEL: 2 ﬁ‘fﬁ‘t“;&fﬂfﬂj X1 2HIC 2825 6 B Photouemlitivity reaction :: (1)22::
LTHY, SREFBATLDOTHIEL 4 HPB 9 o™ - e
AT} 1.34% (28/2,0865‘]). 10 An»5 3 BTk Central nervous system 3 0.07%
0.73% (16/2,19081) THH, HEHILHEIIHITTRRR Liver function abnormalities 14 0.33%
METH- 7 (p 1ii: 0.0498), Hematological abnormalities 11 0.26%

K . 1t Miscellaneous 7 0.16%

ﬁﬁﬁﬁﬁiﬁﬁ-\@%ﬁ@ﬁﬁ t E‘%gm i3 me Total no. of reactions 113 2.64%
EHOEA 7T —THREENZFHRICL LT, Total no. of cases 101 2.36%

BEENIAQHMEANH 7 I) — & AMBREMEK
BORBRIMBEL2VETIRIALERATEICREL,

Table 5. Photosensitivity reactions related to lomefloxacin

ZTOKREE pETEH L, 28, pEOBRICH2- Ttem Criteria No. of cases
TIRBBNICHEKE 0.05 28R L. 72, A7 mild 17 386%
Y —CHRZMEFEBEOD 5 ERICOVTIE Wilcoxon — Degree :::‘::“e 2: 5:‘::
WLAKRE, BLUBFMEDLZVERICOWTEA continned YT
4 2 FRET-IIEERFEHEEZHV:, BEER Administration discontinued 41 932%
DHT I — T EIZHBBBE RIS D RIE % Table 6 developed after end of therapy 2 45%
2R3, REHEE R, #HH<TiE, B84% 318 (1.4%), Treatment for photo- with 2 545%
% 13 B (0.6%) THYH, BHTHI - (pfh: sensitivity reaction ., . 20 455%
0.0096), EWFITIX, 39 RLUT 3 # (0.3%), 40~ disappeared 41 932%
59 & 3 #1 (0.2%), 60 LA L 38 B1 (2.1%) TaHhH,  Outcome leaving pigmentation 1 23%
60 BELLTHA o7 (pffi: 0.00005 Ki). AREHBT — o 2 2o

'otal no. of cases 44 100 %

i, 2L 76 (0.3%), Y 37 #1 (1.7%) TdhY,

Table 6. Incidence of photosensitivity reactions classified by background factors of patients

No. of cases

Item Criteria enrolled reaction occurred Incidence (%)
male 2,173 31 14
Sex female 2,103 13 0.6
6~39 1,101 3 0.3
Age (yr) 40~59 1,362 3 0.2
60~97 1,813 38 2.1
Underlying absent 2,135 7 0.3
disease present 2,141 37 1.7
fair 591 5 0.8
‘ usual 3,161 31 1.0
Skin color dark 518 8 15
unknown 6 0 -
none 2,171 25 1.2
indoors 1,329 5 0.4
Occupation outdoors 338 5 1.5
agriculture 156 9 5.8
others 282 0 -
Total 4,276 44 1.0
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ERERD D TR o (pfi: 0.00005 Kil), & 51
RENTZ, BREOH (568%), RELRINY 5 H
(1.5%), %W 25 M (1.2%), Wiy 5 # (04%) TH
D, RICKRETR» -2 (pfll: 0.00005 Kil)o WseE
WOATFT)—TLICHRBBUERE ORI X%
Table 7 \ZiR¥ . RBAMIZ, EMMAETIE, &L
21 (0.7%), »Y 23 Bl (2.1%) T, EFIRAED
D TEA»-7 (pl: 0.0001). ¥/ o rREETIE, &
L 36# (09%), b 8 B (36%) T, ¥/ u v}k
EEH D TR» -7 (pfl: 0.0001),

FROMAICE ) ARBEEREORIL 2T VR

ERERESHFMNKROAD SREL 2o TOBRIS, R
BUCHEE B LT EKN MO MG L BLIEM (A - 85
Ry 5720, 74 2 RAEHAEH HBRIBG: (Chisquare
automatic interaction detection: CHAID) #:* % #&H
L7z Tbb, KMABEKEORANOHKEIDYE
L, BEBENETAMENERHERE LTHRI
21To 7

Lo, BEENERPLBELHEDOERE
BERGORBACEEEBLZTERBICEAND
RHERORKRMEREFig. 1 1SRT. BEERTI, %
RBEMERSOBRBICERI L L OBRKELTS

Table 7. Incidence of photosensitivity reactions classified by treatment

No. of cases
Item Criteria enrolled reaction occurred Incidence (%)
100 29 0 -
200 493 5 1.0
Lomefloxacin daily dose (mg/day) 300 1,750 22 13
400 1,340 14 1.0
600 649 3 0.5
800 15 0 -
1 41 1 2.4
1 1.0
Dosage (times/day) 2 1,826 8
3 2,399 25 1.0
4 11 0 -
Concomitant drug without 1,405 10 0.7
with 2,871 34 1.2
no 3,174 21 0.7
Previous medication yes 1,073 23 2.1
unknown 29 0 -
4,054 36 09
Previous quinolone administration ne
yes 222 8 3.6
Total 4,276 44 1.0
less than 60 yrs
0.2% (6/2.463)
no
1.6% (25/1,602) 0.2% (1/ 462)
e Underlying disease
All cases

(1429/6 4‘.276) I:AE-C——I

—@de duty
60 yrs or more

2.1% (38/1,813)

yes
I 3.8% (15/397)

Residence in hilly districts]

yes
no
L ‘——— 1.0% (7/ 704)
0

History of allergyl

L——— 51% (2/ 39)
yes

yes

6.2% (13/ 211)

Fig. 1. Influence of background factors of patients on incidence of photosensitivity reactions to

lomefloxacin.

*incidence (No. of cases occuring/No. evaluated)
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0.5% (17/3,400)

no

0.2% (6/2,622)
no ‘—————l_:—‘
l"—‘—— Previous medication

less than 15 yrs

';evious quinolone administration ’

I————- 1.0% (7/ 675)

All cases

39% (4/ 103)
?—————Q%W3m
* Durati i 15-29 days
(14(.)1364 276) tr:;:;(;::)f lomefloxacim ———“—‘{Previoul medicat@
2.0% (9/456) L—" 4.3% (6/ 140)
yes
4.3% (18/ 420)

yes

yes

30 dayd or more

Fig. 2.

D, 60 RULTORBBMEMNEAL 7. 60 RULOR
ZHRHATIR, ERBEERCOZRRICKRECEPRKE
DHELEE L TWVzd, 60 RRROBERATIZS
NODEROERIZDOh oz Thbb, B
XX EREBLERLOMICXERAIFET AL
KEOLN, ChODXEAA+ERLTREER
CEIS 774 —VEBRL, EREBEERGDOR
BLRTVWREREERL:. RABEOE» o= 8
HERICHLDO7u 74—V L EORBHEEIL, [60
B L, Nl ¢ 13 B (6.2%), LUV [60 &L,
W 7= iR, ERKBDHY, WFEHICEE] T 15
# (3.8%) THo7

RIZ, BREREZFEHERE L-HEGoERAEYE
REORAICEBLBIZTERBICERBOXE
EROBRFERERE® Fig. 2 IIR¥. HBERTIE, K
BEERCORRICEHBEELb L DHEBLT
By, HAH 30 BUETORBBEENE, -7 &
FAH% 15 BRWBIOCMEHBH 15 B L 30 HEKiR®
O BEEH TIIERAE BN KIS DORBICIKH IR EH
M5 LTwie, SAAM 30 B EOBERRTIRE
DEHOKBRIEDOL RN o7 Thbb, EHR
HAELERHEBEOMICKEEEAPFEET LI ENR
Hohic, COXEHZZRLTHEERICH LTS
{7a74—ViBERL, tHRABEREORBLR
TOWBEGREEEL. ARABRERISORAHEED
Bh o hBMERICH IO 7 4 —LEEZDORE
SEEX, (MFABEH 30 HUL] T 18 #1 (4.3%), T
A 15 HYE 30 H&kiK, RERAEHY] T6Hl
(4.3%), [EHB% 15 Bk®, ¥/ v iRAEHY ]
T4# (3.9%) Tholo

Influence of treatment factors on incidence of photosensitivity reactions to lomefloxacin.
*incidence (No. of cases occuring/No. evaluated)

Table 8. Incidence of photosensitivity reactions by age and duration
of lomefloxacin treatment

Duration

less than 30 days 30 days or more
Age
less than 60 years 0.26%" 0%
(6/2,323) (0/140)
60 years or more 1.30% 6.43%
(20/1,533) (18/280)

*incidence (No. of cases occuring/No. evaluated)

BEERTIIERD, BBRERTIIMABHI R
BEEREORBOEEICOoLOREEBLTV
s, ChHEDEREEAADYE, TEDHIATH
MBBEREORBEZFML:. $4bb, ERHD
60 L L L 60 Ekik, BIXUMAHBAKA30 HUELE
30 HRRCTHMREWEAL, FErTcoXRAEER
BORBEERD (Table 8), TDRE, EMAC 60
BULETHOHEHB A 30 HULOREEFATLRA
BERISDORBIEN 6.43% (18/280) L bt bED
oo LML, M 60 REALTHHAH KA 30 B
AHOBERATOARBEELE ORIAXIL 1.30%
(20/1,533) T b, HEAHHA 30 HLL LT 60 &Kk
DRELEATORAEIZ 0% (0/140) Tho 7o

I * ®

Sa—F ) uEFEBROBIIR/INDEHICES
7=Di3 1984 4EIT norfloxacin (NFLX) 2RFEXhT
POTHb, —a—F/urEI—RIEEHIERL,
HEBBITARG 20O 7 2 AR LFABKABIN
B5r3 ot REBICOVTRFMMEET o7
LIEVEV, S —F /0 RICHERNLBERE
LTREERWICHT 2 MmEE, PRARERICE
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SHFTVRAIR, FAT7F04 FRBRNBA L OBE
CXHEPENMOLNT VD, /0 VKO BK
¥ BUS I, nalidixic acid (NA) TRUHE XhT
PR, EMBFERTIRICAONTVAR, X#8K
BRIEVHERAE LTECEBER2 LS koD
B, =2—F/0 PNHEIANLTHOTH S,

ARBEEREERI LT VRN L LTI phe-
nothiazine &%, 7 b9 7— 1", BEFRMD thi-
azide R ¥K®, HRSAMA D ketoprofen® 2H h, HMl
¥ T2 sulfa #l, tetracycline RILEWK, griseoful-
vin® ZEBRHOLNTVD, F/)0 Y REHMIcOoVTIE
NA KL B AEMBEOBE . RHINFERHTY
BWHDTREN ol =2a—F/ 0Tl 1987 I
enoxacin (ENX) Z2WCRI{ERMNED S TiE
BahalHicroie,

LFLX ORBROBKEMRTIE 4,488 #ich 1 #)
(0.02%) M BRIEEAME ShTHEY, C0
1 PUIMRETOHSICL Y REALRCBEITERTH
ofte LALEFMBRESI AR, B EHE
BEREO#|E Y DY), PTHRBREAREYR
BHOFE L 25 338 #1419 B 5.6% & BEIIRH
Lz e Shi, £2C, CORBTRMEEC
RALAFRICOVWTEBNFMEITI L L HIC, £/
HRCOXBERELERKL 2.

ARAETRARABERCORBCARXLBET S
tEZON-OT, AXBRILELL, HREOFH
CHEAPROZVEIICEHRT 1 AN S AE 1§
MRk L T T A EERAIE L,

A#¥0 1 HEHARB L UEAMBIEICERELET,
BREOBEOERFEICEAZLE L. $/2, &
BUEBIUTRSEOFMD EREHEICK - 225, &
RBBERIE ICOWVIZRI B AE, FHEKER, BRRAM
HEZRL o TR AR ZIT -7 THhbDYL, BB,
RASEEMOBEAPRRAL2AORMERIIONT
RABMN, ERFzARL, HEVRETH-HE
CRERRICHERZL, tRABERE» B, EZHE
L7

AREICOVTIE, FREHNEDR LN 4,047 #)
THERE 73.3%THo7. WRE LTBESMED
MR 2R R, REEEREENEI LT ELEERTIHE
FTETRFGREEEZLL S
REHITOVTIE, BRELERV 4,276 B0
% 101 #1 (2.36%) WRIVEAH 5V IIRREERT
RRBLE, CORBEZIMO=2—F )0 ELD
RREL, AMBRERESZR LAEHONE, #
B, FHECEROMRLEOHBIRBDON o7,
BIfER 101 Al b, HREBEHERIGIZ 44 FICRED
bh, FORBEIZ 1.03%Tho7. FHOMRKSL
YU 3 EMoTHREAETIIAR 56,285 FIHRIERIL

663 #il (1.16%) ICRHHALTHH, =0 Him#:
Bt ik 20 Bl (0.04%) S8 &eh o7,

EOHICFE#OI, TOROMKRMNICEYHE - A
&% 1 H 400 mg (5 2), 14 HMUPICHRE L THA
FToHE 324 Bl 161 (0.83%) [CRP L8 LT
Wdo LcdtoT, AHIIMAFEL +HICIEETH
W, ERBEERIEORAKELEL 3752 LARE
THhoHLHEREND,

RB L - RBBAE RIS, KBSHBIEE /i34
SETH, FHOMAPLED LV IZNHFEDRA
WK DR, HEL, BERZLDOREDONLED o7
Thbb, EHdEH b R BEYE R AN MR
¥ % persistent light reaction {Z8B17 L fEMIZ 22 o
7

EHICARBBEEREORALLTVBEREAN
Az, RACKEZBIZTENBIUVERR®
RZEHEH%Z CHAID 22 HVWTHRELZ. TORKER,
KBRS DRBROE KICIZEREEHTIRIER,
HRERTIIEHHE b L HRM{MELTEY,
CRLDEROHMAEHLE TIZER 60 RULTHOH
A B 30 HE Lo BERE TARBEN KD DRIAE
HKbobbENo7zo LA L, EKH 60 EALTHE
H B ¥ 30 BRiRDBERATORARIIED -7

Za—% ) urEOARMBEYUREICOVTIREL
DEBRNBENRD S, Thbb in vivo RBRTRIT R
ZH\VT Wagai 5™ A% NA, ENX, ofloxacin (OFLX),
LFLX, levofloxacin (LVFX) T, A& 5™ ¢
ciprofloxacin (CPFX), LFLX, OFLX, ENX, NFLX
T, Sanchez 5 dfpefloxacin (PFLX), NFLX,
CPFXT, 9 v b2 HWTH 5 Hsparfloxacin
(SPFX), NAT, EVEY FEHAVTHEKRS® A
LFLX, ENX, OFLX, NFLX, CPFX, tosufloxacin
(TFLX), NA, SPFX, freloxacin (FRLX) TZ#h¥
NAEUIRBATHILZHEL T2,

ZORBMFEIIOVTIEF / o v EAD UVA REHc
I EHRENEASHh, AFHICICOFEREEEN
BMELTwAZL, BIUSBYIIREENZVC L
% Wagai® &, A& 52, Robertson 52 AL Tw
o F, ¥/uRRERICILZAETLIF KIS
DWTIXILE 5% {3 Adjuvant and strip 3 T ENX 7%,
Horio 5% i% cyclophosphamide RifLEIZ & % 56V 4f4
TTLFIX BLUNAMBETHIEHREL TS,

BERHICHITRTO=2—-F/ur¥T, REABE
CERDH 2 H00XBBBERIGHBHE S TS,
RBIGEERF SN/ SPFX, FRLX Ol # 3825 Rk 8%
Tid, SPFX T 10,024 #is 53 # (0.53%) i2,
FRLX TRIBEMBTHTH 555, 94 FIZ B EMEK
BABDHOLNTEY, wihd 60 RULOERE T,
70 2 BULORHMBESHATORAVPRETH S, %
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7z, PASEREICREMEEERASRE RIS D 6 o) IERER
BBREAIE L Y-26611% 12 & 2 kB 8% RS i3,
190 #5481 (2.1%) CBDLHRTVE, FH 3%
JOYRO BMNICA MV AL RATIZILICLD,
AR uy R DMBHEEIBEICL, S6iC
KIHTIREMRIRBMICHT Y, B ERT
SILEHRELTVS, COIILRERMEMRT L L
LFLX #®*SPFX, FRLX, Y-26611 ®X 5%/ o/ R]
D8MIC7yRRTFEATH=2—F /0 KM
BEEREERE LT WVwEWVR B,

I 60 RULORMETRIELS KL 2AHAICD
WTHMIITHTH L2, e 3tic OFLX, LFLX,
ENX » 5\ FRLX Ol hiREA LAT 22 &2 ¥
Ho TRTHED, HRETERBERMEISIRI L L
FTORHO—D L EZ N2,

Sa—-¥/uryRRIBEOERHISVTRD LR
BEEREXRRAT2EREEETLILELOND,
Lo Toa—F /) urREERETHICELTIRAE
BEOBXBRELRIZE)BELEATHLLELICE
WMERIRICHERETH), BCERE~OHER
CERELTR, BEFLETH S,

COBRBUIE 41 B HR{LERBL LT AR LERE
(PR 5 % 12 B, TREAXKE) CBVWTRELX,
FRECHBHCAZVA-2E 100 BROLEH ICE
#HHLEY.

X [y
1) BIE#E, BBEAXE: Lomefloxacin, The Japanese
Journal of Antibiotics 44: 1045~1061, 1991
2) FE%E—, fll: oA 70%4 Y Y ICk 2 hBAERED
ERIRMRRES. % 39 [H H AR LAt AT H AL R
&, K4, 1991
3) Kass G V: An exploratory technique for investigat-
ing large quantities of categorical data. Appl.
Statist. 29: 119~127, 1980
4) Baes H: Photosensitivity caused by nalidixic acid.
Dermatologica 136: 61~64, 1968
5) Braunes G T: Bullous Photoreactions due to nalidix-
ic acid. Am. J. Med. 58: 576~580, 1975
6) EWi¥T, fii: Phenothiazine RIEH I X 5 A
fEc HE7 LA ¥— 1:173~177, 1993
7) Horio T, et al.: Tegafur photosensitivity: Lichenoid
and eczematous types. Photodermatology 3: 192~
193, 1986
8) EMEMB, fb: ThiazadeRMEH I X 2 KM BEIE,
G #¢ 64: 686~687, 1982
9) FHBR—: FERA7TO4 FRIARERIC X 2R EEFE,
BEMAORK 32: 1253~1269, 1990
10) BREE: 7V 4 7V E Y ARBEE. EMEDHR
12: 437~440, 1990
11) Moore D E, et al.: Photosensitization by Drugs:
Nalidixic and Oxolinic acids. Photochem. Photobiol.
39: 57~61, 1984
12) BAEEER: =/ 343 /2L ARBREICOV

13)

14)
15)
16)
17)

18)

19)

20)

21)

22)

23)

24)

25)

26)

27)

28)

29)

30)

31)

To EEDH/EFIMM No 83: 2~3, 1987

WAmeA:, M2 BZMAHMISBITDH NY-108 DER
B - BEER B MAT. Chemotherapy 36 (8-2): 1266~
1269, 1988

RHER: 0270543 VICE5ARAKED 1M,
EAORIMBER S 2, 1990

RUGH T, f: oA 70%Y Y 2L 2 AREKED
2 H. BMBIN%¥2, 1990

HEPIEY, M 0270542 VIlL S HESNES,
A& ME# 2N LR, 1990

O AN POHEEWEEZR (8 FR). RFEARE
BAZHHPRS

Figl—, f: ox 703592 ViCk 5 ERAKER
IEDBKRMRA (% 2 ). % 41 [ HR{LFMES
KB ARXHRIAA, 1993

Wagai N et al.: Phototoxic potential of quinolone
antibacterial agents in Balb/c mice. Toxicol. Lett.
54: 299~388, 1990

AR W, L REREAR (UVA) BMICES 8
BigeF /) o RABEMOREE DY XIBITS
RERHORT. B 41 B HK{LEMEFZIRE, WK,
1993

Sanchez J P, et al.: New 8-(Trifluoro-methyl)-sub-
stituted quinolones. The benefits of the 8-fluoro
group with reduced phototoxic risk. J. Med. Chem.
35: 361~367, 1992

WMES, Hb: Sparfloxacin DEEZERR (% 2 #)
=77 FERVI-EORSICIZEHETERAR— %
B L e 19: 1309~1316, 1991

HFARE, i ¥/ 0 REHEMOXBRAKEICRT
HERORET, B 39 B HA{LLREEEHARLS
B, K4, 1991

Wagai N, et al.: Possible direct role of reactive oxy-
gens in the cause of cutaneous phototoxity induced
by five quinolones in mice. Arch. Toxicol. 66: 392~
397, 1992

Robertson D G, et al.: Mechanistic Studies of the
Phototoxic Potential of PD11756, a quinolone
antibacterial compound. Toxicol. Appl. Pharmacol.
111: 221~232, 1991

WHHK, i ) 42 /12X 5RHREEED 1 W,
BZM 31: 77~81, 1989

Horio T, et al.: Phototoxicity and photoallegenicity
of quinolones in guinea pigs. Journal of
Dermatological Science 7: 130~135, 1994
BIEME, MRET, RBP—, HWRER: —2—%
/0% Y-26611 DERMZ O TICERRBHRE
e PO FROMBERIZODVT—, Chemot-
herapy 41: 9~23, 1993

FHE: AROBR, HES HIY A AM-1155
DI R CHRGEE, 55 43 H B AR{LERELERE,
R3E, 1995

AHEBR, HBAB—: BREFBIZ=2—-F/0r
AomPEREICO VT, Chemotherapy 41: 1272
~1276, 1993

Soejima R, Yokoyama H, Endo K: Age-related phar-
macokinetics of fleroxacin. Proceedings of the 17th
International Congress of Chemotherapy 476~477,
1992



VOL. 43 NO. 12 LFLX (2 & 2 YA 8 Rt 5 25 15 ik 17

Multicenter clinical study of photosensitivity reactions to
lomefloxacin hydrochloride

Rinzo Soejima", Jiro Arata®, Takeshi Horio®
and Kenji Ohara*

¥ Department of Medical Social Work Kawasaki University of Medical Welfare, 288 Matsushima,
Kurashiki City 701-01, Japan

» Department of Dermatology, Okayama University Medical School

» Department of Dermatology, Kansai Medical University

¢ Department of Drug Information, Shionogi & Co., Ltd.

The incidence of adverse reactions, especially photosensitivity reactions, and the clinical efficacy
to lomefloxacin hydrochloride (LFLX) were investigated. Four thousand two hundred and
eighty-four patients from 100 hospitals throughout Japan were enrolled in the study over a peri-
od of 2 years from October 1991. The clinical efficacy rate of LFLX was 73.3% in 4,276 of the
evaluable cases. The incidence of adverse reactions was 2.36% in 4,276 of the evaluable cases.
Eight patients stopped visiting the hospitals. Photosensitivity reactions were observed in 44
patients (1.03%), but the degree of reaction was mild or moderate in most of them and they
improved or recovered after withdrawal of LFLX. Regarding the manifestation of photosensitivity
reaction induceds by LFLX, the effects of patients’ factors (sex, age, underlying disease, complica-
tion. anamnesis, occupation and circumstances of residence, etc.) and therapeutic factors (daily
dose and number of administrations administration period, total dose, concomitant drugs, and his-
tory of use of other drugs, etc.) were investigated by multivariate analysis. There was a higher
incidence of photosensitivity reactions in patients aged 60 years or more or in patients having
underlying diseases and complications. Daily dose and number of administrations did not affect
the manifestation of the reaction, while an administration period of 30 days or more, a total dose
of 20g or higher and previous treatment with new quinolones caused a higher incidence of photo-
sensitiviy reactions. All new quinolones have more or less risk of inducing photosensitivity reac-
tions. Also for LFLX as for other new quinolones, physicians need to instruct patients to protect
themselves from excessive sunshine during administration of the drug and they should avoid
long-term administration of the drug.



